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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHun GopM NPOBEPOYHBIX TMCTOB (CNNCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3apeructpupoBaHo B Muntocte Poccun 25 suBaps 2018 r. N 49781

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA
OEOEPAJIbHAA CITYXBA N0 HAA30OPY B COEPE 31PABOOXPAHEHUA

NMPUKA3
oT 9 HosA6psa 2017 r. N 9438

Ob YTBEPXAEHUU ®OPM NPOBEPOYHbLIX JINCTOB
(CMUCKOB KOHTPOJIbHbIX BOMPOCOB), UCMOJIb3YEMbIX
OEAEPAJIbHOU CNYXKBOU MO HAA3OPY B COEPE 3[1PABOOXPAHEHUA
N EE TEPPUTOPUAJTIbHBIMUA OPTAHAMU MNMPU NMPOBEAEHUU NMNTAHOBbIX
NMPOBEPOK NMPU OCYWECTBJIIEHUN ®EOEPAJIbHOIO rOCYOAPCTBEHHOIO
HAO3OPA B CPEPE OBPALLEHUA NEKAPCTBEHHbBIX CPEACTB

B cootBercTtBum ¢ yacteio 11.3 crathu 9 denepanbHoro 3akoHa ot 26 aexadps 2008 r. N 294-03
"O 3ammTe MpaB HOPUAUYECKUX JIHI U WHIWBUAYAITBHBIX MpEANpUHUMATENCH NpPU OCYIIECTBICHUU
rOCy/IapCTBEHHOTO0 KOHTPOJs (Haa30pa) U MyHUIMNansHOro KoHTpoua" (CoOpaHue 3aKOHOIATENbCTBA
Poccuiickoit ®eneparuu, 2008, N 52, ct. 6249; 2009, N 18, ct. 2140; N 29, c1. 3601; N 48, cT. 5711; N
52, ctr. 6441; 2010, N 17, ct. 1988; N 18, cT. 2142; N 31, cT. 4160, 4193, 4196; N 32, cT. 4298; 2011, N
1, ct. 20; N 17, ct. 2310; N 23, ct1. 3263; N 27, ct. 3880; N 30, cT. 4590; N 48, cT. 6728; 2012, N 19,
ct. 2281; N 26, ct1. 3446; N 31, c1. 4320, 4322; N 47, ct. 6402; 2013, N 9, c1. 874; N 27, ct. 3477; N
30, cT. 4041; N 44, ct. 5633; N 48, c1. 6165; N 49, cT. 6338; N 52, cT. 6961, 6979, 6981; 2014, N 11,
ct. 1092, 1098; N 26, ct. 3366; N 30, c1. 4220, 4235, 4243, 4256; N 42, c1. 5615; N 48, cT. 6659; 2015,
N 1, cT. 53, 64; 72; 85; N 14, ct. 2022; N 18, cT1. 2614; N 27, ct1. 3950; N 29, ct. 4339; 4362; 4372;
4389; 6207; N 48, ct. 6707; 2016, N 11, ct. 1495; N 18, cT. 2503; N 27, cT. 4160, 4164, 4187, 4210;
4194; 4287; 2016, N 50, ct. 6975; 2017, N 9, ct. 1276; N 18, crt. 2673), mOCTaHOBJICHHEM
[IpaButensctBa Poccuiickoit @eneparuu ot 13 deBpans 2017 r. N 177 "OO6 yTBepkaeHHH 0OMINX
TpeOoBaHMil K pa3paboTKe U YTBEPKIACHUIO MPOBEPOUYHBIX JTUCTOB (CIHCKOB KOHTPOJIBHBIX BOIPOCOB)"
(Cobpanue 3akoHomatenbcTtBa Poccuiickoit @enepanuu, 2017, N 9, ct. 1359) u mocraHOBIEHUEM
[IpaBurensctBa Poccuiickoit @eneparun ot 15 okTs16ps 2012 r. N 1043 "O6 yrBepxaenun [lonoxenus
o (dbemepampHOM rOoCyIapCTBEHHOM Haa30pe B cdepe obOpalneHus iekapcTBeHHbIX cpenacTtB” (Cobpanue
3akoHojatenbecTBa Poccniickoit @enepaunu, 2012, N 43, ct. 5877; 2013, N 24, ct. 2999; 2015, N 25,
cT. 3672; N 37, ct. 5153; 2016, N 38, ct. 5567; 2017, N 32, ct. 5087) npuka3biBaro:

YTBEpAUTS:

1. ®opmy npoOBEPOYHOTro JHCTa (CIHMCKAa KOHTPOJIBHBIX BOMPOCOB), HCIONIB3yeMoro denepaabHOR
CITy>k00H 10 Haa30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPHATILHBIMU OpraHaMU MPH TPOBEICHUH
IUTAHOBBIX TPOBEPOK MPU OCYLIECTBICHUU (PEelepallbHOIO TOCYAapCTBEHHOrO Haja3opa B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEJCTB (XpaHEHHE JIEKapCTBEHHBIX IPENapaToB Uil MEIULUHCKOTO
MIPUMEHEHHUS B OpraHU3aIiH ONTOBOW TOPTOBIIH JIEKAPCTBEHHBIMU CpecTBaMu) (rpuiiokenue N 1);

2. ®opMy NPOBEPOYHOrO JHCTa (CHHMCKa KOHTPOJIBHBIX BOIPOCOB), Hcnosb3yemoro deaepanbHon
CITy>k00H 10 HaA30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPHATIBHBIMU OpraHaMU MPH MPOBEICHUH
IUTAHOBBIX TIPOBEPOK TIPU OCYIIECTBICHUH (elepaabHOro TOCYJapCTBEHHOTO Haa3opa B cdepe
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oOpailieHusi JEKapCTBEHHBIX CPEICTB (XpaHEHHE JEKapCTBEHHBIX MPENapaToB i MEIULUHCKOTO
NPUMEHEHUS B MEAMIIMHCKON OpraHu3allM M WHBIX OpraHu3alMsIX, HUMEIOIIMX JHUIEH3UI0 Ha
MEJIMIIMHCKYIO JICSITENIbHOCTD) (npuiioskenue N 2);

3. ®opMy NPOBEPOYHOTrO JHCTA (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), UCIOJIb3yeMoro denepaabHon
ciyk0011 1o Hag30py B cepe 3paBOOXpAaHEHUS U €€ TePPUTOPUAIBHBIMU OpraHaMH IMPH MPOBEIECHUU
IUTAHOBBIX IPOBEPOK IIPU OCYILECTBIEHUHM (elepaJbHOro IOCYJapCTBEHHOIO Haja3opa B cdepe
oOpalleHnsl JIeKapCTBEHHbIX CPEICTB (XpaHEHHE JICKapCTBEHHBIX MpenaparoB i MEAMLUHCKOTO
NIPUMEHEHHS B alTeKe TOTOBbIX (opMm) (mpuitokenue N 3);

4. ®opMy IpOBEPOYHOIO JINCTA (CIMCKA KOHTPOJIbHBIX BOIPOCOB), HcIoyb3yeMoro denepanbHoOi
CITy>K00H 10 HaJ30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPHATLHBIMU OpraHaMU IPH TPOBEICHUH
IUTAHOBBIX TPOBEPOK TMPU OCYLIECTBICHUU (elepallbHOIO TOCYyAapCTBEHHOrO0 Haja3opa B cdepe
oOpallleHusi JIEKapCTBEHHBIX CPEICTB (XpaHEHHE JIEKapCTBEHHBIX IPENapaToB Uil MEIULUHCKOTO
MPUMEHEHHUS B aliTEYHOM MyHKTe) (mpunoxenne N 4);

5. ®opMy MPOBEPOUHOTO JHUCTA (CMHUCKA KOHTPOJIBHBIX BOIPOCOB), UCTIONB3yeMoro denepaibHOi
ciyx00# 1Mo Hag30py B chepe 3IpaBOOXpAaHEHUS U €€ TEPPUTOPUATBHBIMU OpraHaMH IMPH MPOBEICHUU
TUTAHOBBIX TIPOBEPOK TIPU OCYIIECTBIECHUH (elepaabHOro TOCYJapCTBEHHOTO Haa3opa B cdepe
oOpareHust JICKAPCTBCHHBIX CPEJCTB (XpaHCHHE JICKApCTBEHHBIX IPENapaToB IS MEIUIUHCKOTO
MIPUMEHEHHUS B alITEYHOM KHOCKe) (rpuioxenue N 5);

6. ®opMy MPOBEPOYHOTO JIHCTA (CIHMCKAa KOHTPOJIBHBIX BOTIPOCORB), HCIONIb3yeMoro denepaabHO
ciyx00i1 o Hag30py B chepe 3IpaBOOXpAaHEHUS U €€ TEPPUTOPUATBHBIMU OpraHaMH MPH MPOBEICHUU
IUTAHOBBIX TIPOBEPOK TIPU OCYIIECTBIECHUH (elepaabHOro TOCyJapCTBEHHOTO Haa3opa B cdepe
oOpaleHusi JICKapCTBEHHBIX CPEICTB (XpaHEHHWE JIEKAPCTBEHHBIX MPENapaToB IS MEIUIUHCKOTO
MIPUMEHEHHUS B alTeKe MPOU3BOACTBEHHON) (TIprtoxeHue N 6);

7. ®opMy MPOBEPOYHOro JIMCTA (CHHMCKAa KOHTPOJIBHBIX BOIIPOCOB), UCTIONB3yeMoro denepanbHon
ciryk00ii TI0 Ha3Opy B cdepe 3ApaBOOXPAaHEHUS U €€ TePPUTOPHATBHBIMU OPTaHAMU IIPU MPOBEICHUN
IUTAHOBBIX TPOBEPOK TIPU OCYILECTBIECHUH (elepaJbHOro TOCYJapCTBEHHOTO Haja3opa B cdepe
oOpareHusi JIEKapCTBEHHBIX CPEICTB (XpaHEHHE JIEKAPCTBEHHBIX MPENapaToB Ui MEIUIUHCKOTO
IIPUMCHCHUA B aIITCKC HpOHSBO[{CTBCHHOﬁ C IPaBOM H3IrOTOBJICHHA ACCIITUYCCKHUX JICKAPCTBCHHBIX
npenapaToB) (npuioxenue N 7);

8. ®opMy MPOBEPOYHOTO JIUCTA (CIHUCKA KOHTPOJILHBIX BOIIPOCOB), UCTIONB3yeMoro denepaibHOR
ciyk00ii 1I0 HaB3Opy B cdepe 3ApaBOOXPAaHEHUS U €€ TePPUTOPHATBHBIMU OPTaHAMU IIPU MPOBEICHUN
IUTAHOBBIX TPOBEPOK TIPU OCYILECTBIECHUH (eepaJbHOro TOCYJapCTBEHHOTO Haja3opa B cdepe
oOpalieHus: JIeKapCTBEHHBIX CPEICTB (XpaHEHHE JICKapCTBEHHBIX IPENapaTroB il MEAMIUHCKOTO
NPUMEHEHHS B MEAWIWHCKUX OpraHu3alusaXx HW WX O000COOJNEHHBIX MOoApa3AeieHusx (LEHTPHI
(otmenenusi) oOmiet BpaueOHOM  (cemeiiHOM) TpakTHKH, amOymnaropud, GQenapAlepckue U
(benpAnepCcKo-akyIepcKue MYHKTHI), DPACIOJIOKCHHBIE B  CENbCKUX HACEJIEHHBIX ITyHKTaxX) (
npunoxenue N 8);

9. ®opmMy MPOBEPOUHOTO JHUCTA (CMHUCKA KOHTPOJIBHBIX BOIPOCOB), UCTIONB3yeMoro denepaibHOi
ciyx00# 1Mo Hag30py B chepe 3IpaBOOXpAaHEHUS U €€ TEPPUTOPUATBHBIMU OpraHaMH MPH MPOBEICHUN
IUTAHOBBIX TPOBEPOK MPU OCYLIECTBICHUU (EelepallbHOIO TOCYAapCTBEHHOrO0 Haja3opa B cdepe
oOpareHusi JIeKapCTBEHHBIX CPEJCTB (XpaHEHHE JIEKAPCTBEHHBIX IMPENapaToB ISl METUITMHCKOTO
MPUMEHEHUS UHANBUAYATbHBIMU IpeIpUHUMaTEIsIMK) (Tipusioxkenue N 9);
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10. ®dopmy mpoBEepOYHOro JucTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIIOJIE3YEMOTO
DdenepalibHO cyk00ii 10 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH TUIAHOBBIX MPOBEPOK IMPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYyAapCTBEHHOTO HAA30pa B
chepe oOpamieHHs JIEKAPCTBEHHBIX CpEACTB  (IEpPEeBO3Ka JIEKAPCTBEHHBIX TpPENapaToB  JUIS
MEUIIMHCKOTO TMPUMEHCHHSI B OPTaHW3alMA ONTOBOH TOPTOBIM JICKAPCTBCHHBIMU CpeacTBamMu) (
npuinoxenue N 10);

11. ®opmy mnpoBepouyHOro JjucTa (CIUCKA KOHTPOJBHBIX BOIPOCOB), HCIIOJIB3YEMOIO
denepanbHOil cyx00ii 0 Hag30py B cdepe 3ApaBOOXPAaHEHUS U €€ TEPPUTOPUATBHBIMU OpTaHaMHU IPH
MIPOBEICHUY IIJIAHOBBIX MPOBEPOK IMPHU OCYILECTBICHUH (DeepaibHOTO TOCYJapCTBEHHOTO HAJI30pa B
chepe oOpamieHHs JIEKAPCTBEHHBIX CpPEACTB  (IEpPEeBO3Ka JIEKAPCTBEHHBIX TpPENapaToB  JUIS
MEIUIMHCKOTO MPUMEHEHHS B MEAMIMHCKONW OpraHu3allid W MHBIX OpraHu3alUsaX, HMEIOIINX
JIMLIEH3MI0 HA METULIMHCKYIO 1eATeNIbHOCTD) (mpuioxkenue N 11);

12. dopmy mnpoBepodyHOro JHcTa (COHCKAa KOHTPOJBHBIX BOIPOCOB), HCIOJNB3YyEMOTO
denepalibHOI cy)k00ii 110 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH IUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYAapCTBEHHOTO HAA30pa B
chepe oOpamieHHs JIEKAPCTBEHHBIX CpEACTB  (IIEpPEeBO3KAa JIEKAPCTBEHHBIX TpPENapaToB  JUIS
MEIUIIMHCKOTO MPUMEHEHHS B anTeKe rOTOBBIX opM) (iprtoskerune N 12);

13. @opmy mnpoBepodyHOro JjHcTa (CHMCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIOJIB3YyEMOI'O
®denepanbHOI ciy:k00ii 10 Ha3OPY B chepe 3APaBOOXPAHEHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH TUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (efepatbHOr0 TOCYyAapCTBEHHOTO HAA30pa B
chepe oOpamieHHs JIEKAPCTBEHHBIX CpPEACTB  (IIEPEeBO3KAa JICKAPCTBEHHBIX IpENapaToB  JUIS
MEJIMIIMHCKOTO MPUMEHEHHS B aliTeYHOM IyHKTe) (npmioxenue N 13);

14. @opmy mnpoBepodyHOro JHcTa (CHMCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIOJIB3YyEMOI'O
DenepanbHOil cyxk00ii 10 Hag30py B cepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMHU IIpH
MIPOBEICHUH IIJIAHOBBIX MPOBEPOK IMPU OCYILECTBIEHUH (helepalbHOr0 rocyJapCTBEHHOTO HaJa30pa B
chepe oOpalieHHs JIEKAPCTBEHHBIX CpeACTB  (IIEpPeBO3KAa JIEKAPCTBEHHBIX IMpenapaToB  JUIs
MEJIMIIMHCKOTO MPUMEHEHHS B aliTeYHOM KHOcke) (npusoxkenue N 14);

15. ®opmy mnpoBepouyHOro JsMcra (CHMCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIIOJIB3YyEMOIO
denepanbHOM CITY»)KO0M 10 HA30PY B cepe 3ApaBOOXPAHCHHSI M €€ TEPPUTOPUATLHBIMU OpraHaMu TIPH
IIPOBEICHUH IIJIAHOBBIX MPOBEPOK IPU OCYILECTBIEHUH (hefepalbHOr0 rocyJapCTBEHHOIO HaJ30pa B
chepe oOpalieHHs JIEKAPCTBEHHBIX CpeACTB  (II€peBO3Ka JIEKAPCTBEHHBIX IpenapaToB Ul
MEIULMHCKOTO MPUMEHEHHUS B alTeKe MPOU3BOJACTBEHHOM) (puioxkenne N 15);

16. @opmy mnpoBepoyHOro JMcTa (CHMCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIIOJIB3YyEMOIO
®denepanbHOM CITy»)O00M 10 HAI30PY B cPepe 3ApaBOOXPAHCHUS M €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBEJICHUH IJIAHOBBIX MPOBEPOK MPHU OCYLIECTBICHUHU (efepalbHOro rocyIapCcTBEHHOIO HaaA30pa B
chepe oOpalleHHs JIEKAPCTBEHHBIX CpPEACTB  (II€PEeBO3KAa JIEKAPCTBEHHBIX IMpenapaToB  JUIs
MEIMLMHCKOTO NPUMEHEHHUS] B anTeKke MPOU3BOACTBEHHON C IMPaBOM H3TOTOBJIEHUS ACENTUYECKHX
JIeKapCTBEHHBIX IpenapaTtos) (npuioxkenue N 16);

17. ®opmy nOpoOBEpOYHOro JMCTa (CIHCKA KOHTPOJIBHBIX BOIPOCOB), HCIOJIb3YEMOIO
denepanbHOM CITy»)OO0M 10 HAI30PY B cPepe 3ApaBOOXPAHCHUS U €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBEJICHUH IJIAHOBBIX MPOBEPOK IMPHU OCYLIECTBICHUHU (efepalbHOr0 roCyIapCTBEHHOIO HaaA30pa B
chepe oOpaiieHusi JIEKAPCTBEHHBIX CpeACTB (MEepeBO3Ka JIEKAPCTBEHHBIX IMpEnaparoB Ul
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MEIMULMHCKOTO MPUMEHEHHUs B MEAMLMHCKUX OpPraHU3alUsIX U HMX 000COOJEHHBIX MOApa3AeICHUIX
(uenTpbl (oTAeneHus) oOmieill BpaueOHOHN (ceMelHOM) MpakTHKH, amMOyJlaTOpHH, (enpAlepcKue |
(denpamepcKo-aKyImepcKue MyHKTHI), pACHOJIOKEHHBIE B CEIIbCKMX HACEJICHHBIX MMyHKTax) (
npuioxenue N 17);

18. @opmy mpoBepouyHOro JsHcTa (CHMCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIOJIB3YyEMOIO
®enepanbHOil ciyxk00ii 10 Hag30py B chepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMHU IIpH
MIPOBEICHUH IIJIAHOBBIX MPOBEPOK IMPU OCYILECTBIEHUH (helepalbHOr0 rocyJapCTBEHHOTO HaJa30pa B
chepe oOpalieHHs JIEKAPCTBEHHBIX CpEACTB  (IIEpPEeBO3KAa JIEKAPCTBEHHBIX IpenapaToB  JUIs
MEULMHCKOTO IPUMEHEHNS HHIUBUAYAIbHBIMU NPEeAIpUHUMATESIMU) (ipusoxkenue N 18);

19. ®opmy mnpoBepoOYHOro JMCTa (CIHCKAa KOHTPOJIBHBIX BOIPOCOB), HCIOJIB3YEMOIO
denepanbHOM CITY»KO0M 10 HA30PY B cepe 3APaBOOXPAHCHHSI M €€ TEPPUTOPHUATLHBIMU OpraHaMu TIPH
MIPOBEJICHUH IJIAHOBBIX MPOBEPOK MPHU OCYILIECTBICHUHU (efepaibHOro roCcyIapCTBEHHOIO HaA30pa B
cdepe obOpalieHus JEKapCTBEHHBIX CPEICTB (OTMYCK M pealu3anus JEeKapCTBEHHBIX MPEnapaToB st
MEJIMLMHCKOTO TNPUMEHEHUS B MEIUIMHCKOW OpraHU3allMM M HHBIX OpraHu3alusX, HMEIOIINUX
JIULEH3UI0 HAa MEJUIIMHCKYIO JIeATeNbHOCTD) (npuiosxenue N 19);

20. @opmy MNpOBEPOYHOrO JHCTa (CHUCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIIOJIB3YyEMOI'O
®denepanbHOM CITY»)KOO0M 10 HA30PY B cepe 3ApaBOOXPAHCHHS M €€ TEPPUTOPHUATLHBIMU OpraHaMu TIPH
IIPOBEICHUH IIJIAHOBBIX MPOBEPOK IIPU OCYILECTBIEHUH (hefepalbHOr0 rocyJapCTBEHHOIO HaJ30pa B
cdepe oOpalleHus JEKapCTBEHHBIX CPEACTB (OTIYCK M peanu3anus JIEKApCTBEHHBIX IMPENapaToB JUIs
MEIULMHCKOTO NPUMEHEHHUS B anTeke TOTOBBIX Gopm) (npuioxkerne N 20);

21. @opmy MNpOBEpPOYHOrO JHCTa (CHMCKA KOHTPOJIBHBIX BOIIPOCOB), HCIIOJIIB3YyEMOI'O
denepanbHOM CITy»)O0O0M 10 HAA30PY B cPepe 3APaBOOXPAHCHUS M €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBEJICHUH IJIAHOBBIX MPOBEPOK MPHU OCYLIECTBIECHUHU (efepalbHOro roCcyIapCTBEHHOIO HaaA30pa B
cdepe obOpalieHus JEKapCTBEHHBIX CPENCTB (OTIMYCK M pealu3anus JEKapCTBEHHBIX MPEnapaToB st
MEIUIIMHCKOTO MPUMEHEHHSI B allTEeYHOM TyHKTe) (mpuioxenue N 21);

22. @opMmy MNpPOBEPOYHOTO JHCTa (CHUCKA KOHTPOJBHBIX BOIPOCOB), HCIOJIB3yEeMOTO
denepalibHOM CITyK00ii 110 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATLHBIMUA OpTraHAMHU MPU
MPOBEJICHUH TUIAHOBBIX IMPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYAapCTBEHHOTO HaaA30pa B
chepe oOpareHus: JTEKapCTBEHHBIX CPEACTB (OTIYCK M peaan3anus JIEKapCTBEHHBIX MPEnapaToB I
MEIUIIMHCKOTO MPUMEHEHHSI B allTEYHOM KHOCKe) (mpuioskenue N 22);

23. @opMmy MNpPOBEPOYHOTrO JHCTa (CHUCKAa KOHTPOJBHBIX BOIPOCOB), HCIOJIB3YyEMOTO
DdenepalibHOI cy)k00ii 10 Ha30PY B chepe 3APaBOOXPAHCHUS U €€ TePPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH IUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYyAapCTBEHHOTO HAA30pa B
cdepe oOpalieHus JEKApPCTBEHHBIX CPEICTB (OTIMYCK M peaiM3amusl JICKAPCTBCHHBIX MPENapaToB st
MEJIUIIMHCKOTO TIPUMEHEHHS B alTEKe MPON3BOICTBEHHON) (puiokenne N 23);

24. @dopMmy [OpOBEpPOYHOro JHCTAa (CIUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOJIB3YEMOIO
®enepanbHOil cyxk00ii 0 Hag30py B cdepe 3ApaBOOXPAaHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMHU IpH
MIPOBEICHUH IIJIAHOBBIX MPOBEPOK IMPU OCYILECTBICHUH (heepalbHOrO0 TOCyJapCTBEHHOTO HaJ30pa B
cdepe oOpalieHus JEKapCTBEHHBIX CPEACTB (OTIMYCK M pealu3anus JIGKAPCTBEHHBIX IMPENapaToB JUIs
MEJUIMHCKOTO NPUMEHEHHUs B allTeKe MPOM3BOACTBEHHOM C MpPaBOM H3TOTOBJIEHUS aCENTHYECKHUX
JIEKapCTBEHHBIX MpenapaToB) (mpuioxenue N 24);

25. @opmy MNpOBEpPOYHOro JHCTa (CHUCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIIOJIB3YyEMOI'O
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denepanbHOil cyx00ii o Hag30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMHU IpH
MIPOBEICHUH IIJIAHOBBIX MPOBEPOK IMPU OCYILECTBICHUH (heepabHOrO0 rOCyJapCTBEHHOTO HaJa30pa B
cdepe oOpalieHus: JEKapCTBEHHBIX CPEACTB (OTIMYCK M pealn3anus JIGKAPCTBEHHBIX IMPENapaToB JUIs
MEJUIMHCKOTO MPUMEHEHHs] B MEJMLMHCKUX OpPraHM3alMsIX U UX 000COOJEHHBIX MOApa3/IeICHUSIX
(ueHtpsl (oTheneHusi) obOmeld BpaueOHOW (ceMelHOM) MpakTHUKW, amOylaTtopuu, (QenbauiepcKkue U
(benpaIepeKo-aKyepcKue  MyHKThI), pPAclOJIOKEHHbIE B CEIbCKMX HACEJIEHHBIX IyHKTax) (
npunoxenue N 25);

26. @opMmy MNPOBEPOYHOTO JHCTa (CHUCKA KOHTPOJBHBIX BOIPOCOB), HCIOJIB3YyEMOTO
denepalibHO CITyk00ii 10 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATLHBIMUA OpTraHAMH IIPU
MPOBEJICHUH TUIAHOBBIX IMPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYAapCTBEHHOTO HaaA30pa B
chepe oOpareHus: JTEKapCTBEHHBIX CPEACTB (OTIYCK M peaan3alus JIEKApCTBEHHBIX MPEnapaToB IS
MEIUIIMHCKOTO MPUMEHEHUS UHIUBUAYATbHBIMU peIIpUHUMATESIMH) (Tipustoxkenue N 26);

27. @opMmy MNpPOBEPOYHOTrO JHCTa (CHOUCKA KOHTPOJBHBIX BOIPOCOB), HCIOJIB3YyEMOTO
denepalibHOI cy)k00ii 110 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH TUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYAapCTBEHHOTO HAA30pa B
cdepe oOpareHus JIEKAPCTBEHHBIX CPEACTB (peasin3anus JEKapCTBEHHBIX CPEACTB ISl MEIUIIMHCKOTO
MPUMCHECHHS OpTaHHW3aI[e ONTOBOH TOPTOBJIM JICKAPCTBEHHBIMH CPEJICTBAMHU IS MEIUIMHCKOTO
npumMeHenus) (npuioxenue N 27);

28. ®dopmy MNpPOBEpPOYHOro JHCTa (CIUCKA KOHTPOJBHBIX BOIMPOCOB), HCIOJIB3YEMOTO
DdenepalibHOI cy)k00ii 10 Ha30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH IUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYyIapCTBEHHOTO HAA30pa B
chepe oOpamieHUs JICKApCTBEHHBIX CPEACTB (YHUYTOKCHHE JICKAPCTBEHHBIX TIPEMapaTtoB IS
MEUIIMHCKOTO TMPUMEHCHHSI B OPTaHW3AlMA ONTOBOH TOPTOBIM JICKAPCTBCHHBIMU CpeacTBamMu) (
npuinoxenue N 28);

29. @dopMmy MNpOBEpPOYHOro JHCTAa (CIUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOJIB3YEMOIO
denepanbHOil ciyx00ii Mo Hag30py B cdepe 3ApaBOOXPAHEHUS U €€ TEPPUTOPUATBHBIMU OpTaHaMHU MPH
MPOBEICHUH TIJIAHOBBIX MPOBEPOK IMPHU OCYILECTBICHUH (DeepaibHOTO TOCYJapCTBEHHOTO HAJa30pa B
chepe oOpamieHHsT JIEKAPCTBEHHBIX CPEACTB (YHHUYTOXKCHHE JIEKAPCTBEHHBIX NPENapaToB JUIS
MEJUIMHCKOTO MPHUMEHEHHS B MEAMIMHCKOW OpraHu3allid W MHBIX OpraHu3alusaX, HMEIOIINX
JIMILIEH3MIO0 HA MEULIMHCKYIO 1eATeNIbHOCTD) (mpuiioxenue N 29);

30. dopmy mpoBEpOYHOro JKMCTa (CIHMCKa KOHTPOJBHBIX BOMPOCOB), HCIHOJIB3YEMOTO
DdenepalibHOI cy)k00ii 10 Ha30PY B chepe 3APaBOOXPAHCHUS U €€ TePPUTOPUATILHBIMU OpraHaMH MPU
MPOBEJICHUH IUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCyAapCTBEHHOTO HAA30pa B
chepe oOpamieHUs JICKApCTBEHHBIX CPEACTB (YHUYTOKCHHE JICKAPCTBEHHBIX TIPEMapaTtoB IS
MEIUIIMHCKOTO IPUMEHEHHS B anTeke roToBBIX opMm) (iprtoskerune N 30);

31. ®opmy mpoBepoOYHOro JiMCTa (CIHMCKa KOHTPOJBHBIX BOIPOCOB), HCIOJIB3YEMOTO
®denepanbHOI ciy:)k00ii 10 Ha3OPY B chepe 3APaBOOXPAHEHUS U €€ TEPPUTOPUATILHBIMU OpraHaMH MPU
MIPOBEJICHUH TUIAHOBBIX MPOBEPOK MPH OCYIIECTBICHUU (eAepatbHOr0 TOCyAapCTBEHHOTO HAA30pa B
chepe oOpamieHUs JEKapCTBEHHBIX CPEACTB (YHUYTOXKCHHE JIEKAPCTBEHHBIX TMIPEMapaTtoB IS
MEJIMIIMHCKOTO IPUMEHEHHS B aliTeYHOM IyHKTe) (npmioxenue N 31);

32. ®opMmy mpoOBEpOYHOro JiMCTa (CIHMCKa KOHTPOJBHBIX BOIPOCOB), HCIOJB3YEMOTO
®enepanbHOil ciyx00ii 10 Hag30py B cepe 3ApaBOOXPAaHEHUS U €€ TEPPUTOPUAIBHBIMU OpraHaMHU IpH
NIPOBEICHUH IIJIAHOBBIX MPOBEPOK IMPU OCYILECTBIEHUH (helepalbHOro0 rocyJapCTBEHHOTO HaJa30pa B
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chepe oOpamieHuss JEKapCTBEHHbIX CPEACTB (YHMUYTOXKEHHE JIEKAPCTBEHHBIX MpenapaToB JUIs
MEIULMHCKOTO NPUMEHEHHUS B allTeYHOM KHOcKe) (mpuinoxkenue N 32);

33. ®opMmy NOpOBEPOYHOrO JiMCTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOIB3YEMOTO
®denepanbHOM CITy»)O00M 10 HAA30PY B cPepe 3APaBOOXPAHCHUS M €€ TEPPUTOPUATILHBIMU OpraHaMu MIPH
MIPOBEJICHUH IJIAHOBBIX MPOBEPOK IMPHU OCYLIECTBICHUHU (efepalbHOro rocyIapCTBEHHOIO HaA30pa B
chepe oOpaiieHUs] JEKapCTBEHHBIX CPEACTB (YHHUUTOXKEHHE JIEKapCTBEHHBIX IpErapaTtoB Ul
MEIUIIMHCKOTO MPUMEHEHHSI B allTeKe MPOU3BOJACTBEHHOM) (mpunoxenne N 33);

34. ®opmy mpOBEpOYHOrO JIMCTa (CMHMCKAa KOHTPOIBHBIX BOMPOCOB), HCIOJIB3YEMOTO
denepalibHO CcITyK00i 10 HaI30PY B chepe 3ApaBOOXPAHCHUS U €€ TEPPUTOPHUATLHBIMUA OpTraHAMHU MIPU
MPOBEJICHUH TUIAHOBBIX IMPOBEPOK MPH OCYIIECTBICHUU (eAepaTbHOr0 TOCYAapCTBEHHOTO HaaA30pa B
chepe oOpameHuss JEKApCTBEHHBIX CPEACTB (YHHUUTOXKEHHE JIEKAPCTBEHHBIX TMpEnapaToB IS
MEIUIIMHCKOTO MPHUMEHEHHUS B allTeKe MPOM3BOACTBEHHON C MPaBOM H3TOTOBIEHUS aCENTHYECKHX
JIEKapCTBEHHBIX MpenapaToB) (mpunosxenue N 34);

35. @®opmy npOBEepOYHOro JHCTa (CHUCKAa KOHTPOJIBHBIX BOIIPOCOB), HCIOJIB3yEMOTO
denepalibHO CcITy)K001 10 HaI30PY B chepe 3APaBOOXPAHCHUS U €€ TEPPUTOPHUATLHBIMUA OpTraHAMHU MIPU
MIPOBEICHUY TIJIAHOBBIX TPOBEPOK IMPH OCYIIECTBICHUH (heepasbHOTO TOCYJapCTBEHHOTO Haa30pa B
chepe oOpamieHHsT JICKAPCTBEHHBIX CPEACTB (YHHUYTOXXCHHE JIEKAPCTBEHHBIX NPENapaToB JUIS
MEIUIMHCKOTO TPHUMEHEHHS B MEAWIMHCKUX OPTaHM3alUsAX M HUX O0OCOOJICHHBIX ITOAPA3ICICHUSIX
(uentpsl (oTHeneHusi) oOmiel BpaueOHOU (ceMeiHOo#) MpakTUKW, amOynaTtopuu, (QenbaiiepcKue u
(benpamepeKo-aKyepckue  IMyHKThI), PAclOJIOKEHHBIE B CEIbCKUX HACEJIeHHBIX MyHKTax) (
npuioxenue N 35);

36. ®opMmy mNpPOBEPOYHOrO JiMCTa (CIMHUCKAa KOHTPOJIBHBIX BOIPOCOB), HCIOIB3YEMOTO
denepanbHOM CITY»)KO0M 10 HA30PY B cepe 3ApaBOOXPAHCHHSI M €€ TEPPUTOPHUATLHBIMU OpraHaMu TIPH
MPOBEACHUH TUIAHOBBIX TPOBEPOK IMPH OCYIIECTBICHUU (helepaIbHOTO TOCYJIapCTBEHHOIO Haa30pa B
chepe oOpaiieHUsT JEKapCTBEHHBIX CPEACTB (YHHUYTOXKEHHE JIEKapCTBEHHBIX MIperapaTtoB IS
MEJIMIUHCKOTO NPUMEHEHUS] MHANBUYAJIbHBIMU MIpeANpUHUMATENIMH) (ipuioxenue N 36);

37. ®opMmy NpPOBEPOUYHOrO JIMCTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOIB3YEMOTO
denepanbHOM CITy»)O00M 10 HAI30PY B cPepe 3APaBOOXPAHCHUS M €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBE/ICHUH TIJIAHOBBIX MPOBEPOK IMPH OCYIIECTBICHUH (heepasbHOTO TOCYIapCTBEHHOTO HaI30pa B
chepe oOpalieHHUs JICKAPCTBEHHBIX CPEACTB (COONIOACHHE CYOBEKTaMH OOpaIleHUs JIEKAPCTBEHHBIX
CPE/ICTB YCTAaHOBJICHHBIX TPEOOBaHUI K MPOBEICHUIO JOKIMHUYECKUX UCCIIEIOBAHHN JIEKAPCTBEHHBIX
cpenct) (mpunoxkenue N 37);

38. @®opMmy mNpOBEPOUYHOro JiMCTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOIB3YEMOTO
®denepanbHOM CITy»)OO0M 10 HAI30PY B cPepe 3ApaBOOXPAHCHUS M €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBE/ICHUH TIJIAHOBBIX MPOBEPOK IMPH OCYIIECTBICHUH (heepasbHOTO TOCYIapCTBEHHOTO Haa30pa B
chepe oOpalieHHUs JICKAPCTBEHHBIX CPEACTB (COONIOACHHE CYOBEKTaMH OOpaIleHUs JIEKAPCTBEHHBIX
CPEICTB YCTAHOBJIICHHBIX TPeOOBAaHUN K MPOBEIEHUIO KIMHUYECKHX HCCIEIOBaHUI JIeKapCTBEHHBIX
npenapaTos) (npunoxenue N 38);

39. ®opMmy mNOpOBEPOUYHOro JiMCTa (CIHUCKA KOHTPOJIBHBIX BOIPOCOB), HCIOIB3YEMOTO
denepanbHOM CITy»)OO0M 10 HAI30PY B cPepe 3ApaBOOXPAHCHUS U €€ TEPPUTOPUATLHBIMU OpraHaMu MIPH
MIPOBE/ICHUH TIJIAHOBBIX MPOBEPOK IMPH OCYIIECTBICHUH (heepasbHOTO TOCYIapCTBEHHOTO HAI30pa B
chepe oOpalieHHs JICKAPCTBEHHBIX CPEACTB (COONIOACHHE CYOBEKTaMH OOpaIleHUs JIEKApCTBEHHBIX
CpPE/ICTB YCTAaHOBJICHHBIX TPEOOBaHMI K KA4ECTBY JICKAPCTBEHHBIX CpeACTB) (mpuiiokeHue N 39).
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[aTta coxpaHeHus: 22.07.2022

Bpuo pykoBoaurens
J.B.JIAPXOMEHKO

ITpunoxxenne N 1

K npukazy denepanbHOi CITyKObI

TI0 HA/130pY B cdepe 3ApaBoOXpaHECHUS
ot 09.11.2017 N 9438

®opma
[IPOBEPOUHEI JIUCT
(CIMCOK KOHTPOJIBHBEIX BONPOCOB), MCHOJNb3yeMel demepalibHOM CJIyXOOoM
10 HaIzopy B cbhepe 3IpaBOOXPaHEHMS M €€ TepPPUTOPMalIbHEIMM OpTaHaMu
OpM NPOBEeIEeHMM IIJIAHOBHIX IIPOBEPOK MNPM OCyLEeCTBJeHUM (pemepasibHOTO
TOCYyIAapCTBEHHOT'O Hansopa B cbepe obpameHus JIEKAPCTBEHHEIX CPEeIOCTB
(xpaHeHMe JIeKaPCTBEHHEIX [pelnapaToB IOJig MeIMUMHCKOTO IIPMMEHEHUS
B OpTraHM3aluy ONTOBOM TOPIOBJIM JIEKAPCTBEHHEIMM CPEeOCTBaMMu)
(HaMMeHOBaHME OpraHa, OCYWEeCTBJAKILETO IIJIAHOBYK MNPOBEPKY)

1. Bun TOCYyHOapCTBEHHOTO KOHTPOJIA (Han3opa)

2. [lpenmeT [1IJIaHOBOM IPOBEPKM OPUIONUYECKMUX JINML, U MHIVMBUIOYAJbHBEIX
npennpuHMUMaTenen orpaHMUMBaeTCsa oOOs3aTesIbHEIMKM TpeOoBaHUAMM, COOJIOIEHHUE
KOTOPEIX SABJIAETCHA HamubOOJlee BHAUMMEIM C TOUYKM 3BPEHMS HEeNONyUEeHMs BO3HMKHOBEHMS
YIPO3El [NPUUMHEHMS Bpela XM3HM, 3I0POBLI I'PaxlIaH, M3JIOXEHHEMM B bopme
IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIBHBIX BONPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO JMla, GamMmuiams, ¥MMsS, OTUECTBO (IPpM HAJIMUUWN)
VHOVUBUOYAJILHOTO NIPEeNIPUHYMATEIIS

4. MecTOo HNpoBeHeHMA IJIAHOBOM NPOBEPKM C 3allOJIHEHMEM IIPOBEPOYHOTO JIMCTA:

5. PexBUBUTH INpMkKkasza O NPOBeIEeHMM IIJIAaHOBOM NPOBEPKM: OT
N .

6. VYYeTHHM HOMEP IMNPOBEPKM U IaTa INPMCBOEHMUS YyUEeTHOT'O HOMepa NIPOBEPKU
B EnuHomMm peecTpe NIPOBEPOK:

7. IIOJDXHOCTh, bamunms n VIHMLMAJIEL IOOJDKHOCTHOTO ania (qm3a11) ,
NPOBOIAMNETO (MX) IJIAHOBYK NPOBEPKY:

1. ;

2. ;

8. [IlepeueHb BOIPOCOB, OTpaXamolMUX COIepXaHMue o00sa3aTesIbHEX TpeBOOoBaHUM,

OTBET Ha KOTOPHE OOHOB3HAYHO CBUIOETEJIECTBYET O COOJIOISHUM MM HeCODJIoIeHUM
OPUONYECKUM JIMIIOM, MHIMBMIYAJIbHEIM NPeINpMHMMaTeJleM o0a3aTeJIbHEX TpeOoBaHUM,
COCTABJIANIMX NpeIMeT NPOBEPKU:
N Bomnpocsl, oTpaxaromue cofepxanue PexBu3uTHI BeiBOg O
/1 00s3aTENbHBIX Tpe60BaHI/II71 HOPMAaTUBHBIX BBIIIOJTHEHUHN
IIPpaBOBBIX aAKTOB, C Tpe6OBaHHﬁ
YKa3aHHUEM UX
CTPYKTYPHBIX
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"O6 yTBEpXAEHMM (POPM NMPOBEPOYHBIX NNCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

€IMHULI, KOTOPBIMU
YCTaHOBJICHBI
o0s13aTeNIbHbIE
TpeOOBaHUS

Ja HECT

@enepanbubiii 3akoH oT 12 ampenst 2010 r. N 61-d3 "OO6 obpameHnn JeKapcTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbctBa Poccuiickoit ®enepanuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (mamee - 61-®3); [IpaBuia Haayexamieidl MpPaKTHUKA XpaHEHUS W
NEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB Uil MEAULIUHCKOIO NMPUMEHEHUs, YTBEPXKICHHbIE
npukazoM MunucTepcTBa 3apaBooxpanenus Pocceuiickoit @enepanuu ot 31 asrycra 2016 1.
N 646n (3apeructpupoBan MunucrepctBoMm toctuiiuu Poccuiickoit @eaepannn 9 stHBaps
2017 r., peructpanuonsslii N 45112) (nanee - [IpaBuia Hauiexxamniel NpakTUKU XpaHEHUs);
[IpaBusia XpaHeHMs JIEKApPCTBEHHBIX CPEJICTB, YTBEP)KICHHbIE IMpHKa3oM MuUHHUCTEpCTBaA
3PaBOOXPAHEHUS U COLIMAIBLHOIO pa3BuTus Poccuiickoit denepaunn ot 23 aBrycrta 2010 r.
N 7061 (3apeructpupoBaH MuHHUCTEPCTBOM IocTUllMKM Poccuiickoit denepanun 4 oKTIOps
2010 1., perucrpaumonHelidi N 18608) ¢ H3MEHEHMSAMM, BHECEHHBIMU IIPUKa30M
MunucTepcTBa 3ApaBOOXPAHEHUS M COLMAIIBHOrO pa3BuTus Poccuiickoit @enepanuu ot 28
nexabpst 2010 r. N 12211 (3apeructpupoBaH MMUHHUCTEPCTBOM IOCTHLIMU Poccuiickoit
Oenepannu 4 despans 2011 r., peructpaunonnsiii N 19703) (nanee - [IpaBuna xpanenus
JIEKapCTBEHHBIX CPEJACTB); Opuka3 MUHHCTEpCTBA 3ApPaBOOXPAHEHHUS U COLUAIBHOIO
pasButus Poccuiickoit @eneparu ot 28 aexadps 2010 r. N 12221 "OO yTBepKIaeHUU
[IpaBus  ONTOBOM  TOPrOBIAM  JIEKAPCTBEHHBIMM  CPEICTBAMHU  JUISl  MEAMIIMHCKOIO
npuMeHeHusa" (3apeructpupoBaH MunuctepctBoMm toctuiuu Poccuiickoit @enepauuu 4
despamnst 2011 . N 19698) (nanee - [IpaBuna onToBOM TOPTOBIN)

Cuctema oOecrieyeHHs] KadecTBa XPaHEHUS M IEPEBO3KU JIEKAPCTBEHHBIX IMpemnapaToB (
cTaths 54 61-®3; ['naga I, mynkTel 3 - 6 [IpaBun Hajuiexkaield NpakTUKU XpaHEHMS])

1. Y TBepKIEHBI I PYKOBOJUTENEM CYOhEKTa nyHKT 3 [IpaBun
0OpaIIeHus JIEKAPCTBEHHBIX CPEJICTB HaJyIexalen

CTaHAAPTHLIC ONICPAIIMOHHBIC ITPOLICAYPhbL
(mamee - COII)?

MIPAKTUKU XPAHEHUS

ayTCOPCHHT

2. Onpenenena 1 OTBETCTBEHHOCTh paOOTHUKOB | IOAMYHKT "Q"
cyOBbekTa oOpalneHust JIeKapCTBEHHBIX nyHkTa 4 [IpaBun
[IpernapaToB 3a HapylleHHe TpeOOBaHuil, Ha/exarein
YCTaHOBJIEHHBIX HacTosIuMu [IpaBunamu MIPAKTUKU XpaHEHUs
HaJuIeXkallel IpakTUKU XpaHEeHUs?

3. Ha3naueHo i1u pykoBoguTeneM opranu3anuuu | myHKT S [IpaBun
ONTOBOW TOPTOBJIM JIEKAPCTBEHHBIMU HaJUIeKaIeH
CPEICTBaMHU JIMI0, OTBETCTBEHHOE 32 MIPaKTUKU XPaHEHUS
BHEJPEHUE U 00ecrieueHne CUCTEMbI KauecTBa?

4. YKa3aHbl JIM B IOTOBOPE, 10 KOTOPOMY nyHKT 6 [IpaBun
OCYIIECTBIISIETCS Mepeaya AesITeIbHOCTH Ha HaJuIexalen

MPAKTUKU XpaHEHUS

00513aHHOCTH KaXKJ10i1 U3 CTOPOH?

nyHKT 6 [TpaBun
HaIexalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

MOPSTIOK EUCTBUINA?

nyHKT 6 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

OTBC€TCTBCHHOCTD CTOpOH?

nyHKT 6 [IpaBun
HaJUIeKaIEH

IIPAKTUKU XPAHEHUs

Hcnonaser m 00s3aTenbCTBa M0 JOTOBOPY
ayTCOPCHHTa KBATU(HUIIMPOBAHHBINA TIepcOHaN?

nyHKT 6 [TpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUs

NmeroTcst 11 moMeneHus, KOTopbie
HeO0OXOaUMBI I UCIIOJIHEHUS 00513aTEIbCTB
T10 JIOTOBOPY ayTCOPCHHTA (OTHO U3 YCIOBHI
JIOTOBOPA ayTCOPCHHTA) B COOTBETCTBUU C
TpeboBaHusAMU [IpaBui HaIeKaIIeH IPaKTUKA
XpaHeHus?

nyHKT 6 [IpaBun
HaJJIeKaIei

MPAKTUKU XpaHEHUS

Nmeetcs nmu o0opyaoBaHue, KOTOPOE
HEOO0XO0IMMO JUISI UCTIOTHEHUS 0043aTEIBCTB 110
JIOTOBOPY ayTCOPCUHTA (OJJHO U3 YCIOBUMI
JIOTOBOpPA ayTCOPCHUHTA) B COOTBETCTBUU C
TpeboBanusaMU [IpaBua HaaeKaIIeH MPaKTHKA
XpaHeHHus1?

nyHKT 6 [IpaBun
HaJUIeKaIlen

MIPAKTUKU XPAHEHUs

OcBenomisieTcs 1 JOKYMEHTaIbHO
UCTIOJIHUTEIIb TI0 I0TOBOPY ayTCOPCHHIa (OJTHO
U3 YCIIOBUH I0rOBOpa ayTCOPCUHTra) 000 Bcex
(akTopax, CBSI3aHHBIX C JICKAPCTBEHHBIMHU
IpenapaTamMy Ui 1€ATEIbHOCTBIO,
nepeiaBaeMoil Ha ayTCOPCHUHT, KOTOPbIE MOTYT
IIPEJCTABIATh OMACHOCTD JJIS €T0:

IyHKT 6 [TpaBun
HaIeXXalen

MPaKTUKH XPAHCHUA

MMOMEIIEHUI?

nyHKT 6 [TpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

obopynoBaHus?

IyHKT 6 [TpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

nepconana’?

nyHKT 6 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

Ilomemienuss Juisi XpaHEHUs JIEKApCTBEHHBIX ImpenapaTtoB (crarbsa 58 61-D3; rmasa [V
[IpaBui Haguexkalel NpakTUKU XpaHeHUst; [IpaBuia XxpaHeHus J1eKapCTBEHHBIX CPEJICTB)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

¢banbcupUIMPOBAHHBIX,
HEeT00pOKAaYEeCTBEHHBIX, KOHTPa(paKTHBIX
JIEKapCTBEHHBIX MPEMapaToB:

9. OOecneunBaloT I MOMEIEHUs Ui XpaHeHus: | myHKT 12 [paBun
JIEKapCTBEHHBIX MpernapaToB Oe30macHoe HaJIIe)KaIen
pasnenbHOe XpaHEHUE U TIepeMEIeHIE MPAKTUKU XPaHEHUS
JIEKapCTBEHHBIX IpernapaToB?

10. |CocraBnseT Iy IIOMIaab ITOMEIICHNM, nyHKT 13 [IpaBun
HEOOXOIUMBIX ISl OCYIIECTBICHHS HaJIJIe)KaIIeH
JEeSITeIbHOCTH 110 XPAHEHUIO JIEKAPCTBEHHBIX | MPAKTUKH XpaHEHUS
npenapaTos, He MeHee 150 kB. MeTpoB?

11. | CooTBeTcTBYET M MIOMIAAb IOMEIEHUH, nyHKT 13 [IpaBun
HEOOXOUMBIX JIJIsl OCYIIECTBICHUS HaJICKaIIeH
JESATEILHOCTH 110 XPAHCHHIO JICKAPCTBEHHBIX | IPAKTUKHU XpaHEHUS
MpenapaToB, 00bEMY XpaHUMBbIX
JIEKapCTBEHHBIX MpemapaToB?

12. | meroTcs 11 nomenieHus (OTCeKn) It IyHKTBI 11, 12
XPaHEHHS OTHEOTIACHBIX U B3PBIBOOTIACHBIX [TpaBun
JIEKAPCTBEHHBIX CPEJICTB C MPEACIOM HaJIJIe)KaIIeH
OTHECTOUKOCTHU CTPOUTETBHBIX KOHCTPYKIMI | MPAKTUKH
He MeHee | gaca? XPaHCHUS;

nyHKT 14 IIpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CpencTB

13. | Hmeetcs nu 0003HAYEHHAS 30HA UJIH IYHKTHI 14, 16
OTJIETILHOE TIOMEIIICHUE ISl IPUEMKH [TpaBun
JIEKapCTBEHHBIX MPenapaToB? HaJIJIe)KaIIeh

MPAKTUKU XPaHEHUS

14. | Wmeetcsa mu o003HaUYeHHAs 30HA HIU OVHKTHI 14, 16

OTIEIHHOC ITOMEIICHNUE SKCISIUIIN? [IpaBun
HaIexKaIen
MPAKTUKU XPaHEHUS

15. |Hmeercs a1 0003HAYCHHAS 30HA WIIN IYHKTHI 14, 16
OTJIeTIbHOE TIOMEIIIEHUE OCHOBHOTO XpaHeHus | [IpaBun
JIEKaPCTBEHHBIX MPEMapaToB? HaJIJIexKaIen

MPAKTUKU XPaHEHUS

16. |Hmerotcsa mu 0003HAYECHHEIC 30HEI WU IYHKTHI 14, 16
OTJIeTIbHBIC TIOMEIICHUS XPaHEHUS [TpaBun
JIEKapCTBEHHBIX NMPENapaToB, TPEOYIOUINX HaJIJIe)KaIIeh
CHELUATbHBIX YCIOBHM? MIPAKTUKU XPaHEHUS

17. |Wmeertcs nu 1uist XpaHEHUs BBISBIIEHHBIX OVHKTHI 14, 16

[IpaBun
HaJJIexKaIei
MIPAKTUKU XPAaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

0003HaueHHasa 30Ha?

IYHKTHI 14, 16
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

OTZIEIBbHOE TIOMENICHHE?

IYHKTHI 14, 16
[IpaBun

HaJJIeXKaIen
MPAaKTUKHU XPAHEHUS

mikadbl) U8 XpaHeHus: 000py10BaHus,
WHBEHTApsl U MaTepHaioB i yOOpKU
(OUMCTKH), a TAKKE MOIOIINX U
Ne3nH(UITUPYIOMUX CPEIACTB?

18. | Umeercs 1u 0003HAUEHHAS 30HA WU OVHKTHI 14, 16
OTJIeNIbHOE TIOMEITCHHE, 00eCTIeUNBAOIINe [IpaBun
TpeOyeMble YCIOBHSI XPAHCHUS JICKAPCTBCHHBIX | HaIIeKaIIei
MpenapaToB, ISl KAPAHTUHHOTO XPaHEHUS MPAKTUKU XPAHEHUS
JIEKapCTBEHHBIX MpemapaToB?

19. |HWmeetcs nu B HIOMEUIEHUSIX U 30HAX, nyHKT 17 IIpaBun
WCTIONB3YEMBIX ISl XpaHEHUS JIEKAPCTBEHHBIX | HAJJIeKaIIeH
IpernapaToB, OCBelIeHne? MIPAKTUKU XPaHEHUS

20. |Hwmeercsa nu BaMAMpOBaHHASA CHCTEMA, nyHKT 18 [TpaBun
pazaensronas 30Hbl XpaHeHus? HaJuIexaIen

MIPAKTUKU XPaHEHUS

21. |Hwmerorcs 11 aAMUHUCTPATUBHO-OBITOBBIC nyHKT 19 [IpaBuin
MOMEIIEHUS], OTACNIEHHBIC OT 30H XpaHEHHS HaJIexanen
JIEKapCTBEHHBIX MpenapaToB? MPAKTUKU XPAHEHUS

22. |IlpenycMOTpeHO M pa3zieseHue NOTOKOB nyHKT 28 [IpaBun
MepeMeIeHUs JIGKAPCTBEHHBIX MPEnaparoB (¢ | Haajexamei
MOMEHTA MOCTYIJICHUS IO MOMEHTA OTIPABKU | IPAKTUKHU XpaHEHUS
CO CKJIaJia) MeX/1y MOMEUIeHUSIMU U (WIIN)
30HAMH JIJIs1 XpaHECHUS JIEKAPCTBEHHBIX
npenaparoB?

23. | ObecneueHa au 3anuTa MOCTYIAIOIINX nyHKT 10 [TpaBun
JIEKapCTBEHHBIX CPE/ICTB MPH MPOBEICHUN OIITOBO TOProOBIIN
MOTPY304YHO-PA3TPy30UHBIX padoT:

oT aTMOC(EepHBIX 0CaTKOB? nyHKT 10 [TpaBuin
OTITOBOM TOPTOBIIU

BO3CHCTBUS HU3KUX U BBICOKUX nyHKT 10 [TpaBuin

temmeparyp? OTITOBOM TOPTOBIIU

24. | Wmeetcs nu oTAenbHAS 30HA (MTOMEIIEHUE, nyHKT 25 [lpaBuin

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPOHUKHOBEHUSI HACEKOMBIX, IPbI3yHOB WU
JPYTUX )KUBOTHBIX ?

25. |IIpoBoautcs nu yoopka nmoMenieHui (30H) st | myHKT 25 [IpaBui
XpaHEeHUs JIEKapCTBEHHBIX IPENapaToB B HaJuIexalen
cootBercTBuM ¢ COIllamu? NPAKTUKHU XPAaHEHUS

26. |OO6ecneunBaet i ycTaHOBKAa 000pyA0BaHUS nyHKT 10 IIpaBun
JUISL XpaHEHUs JIEKapCTBEHHBIX CPEJICTB B XpaHCHUS
MOMEIIEHUSAX TOCTYITHOCTD JJIsi IPOBEICHUS JIeKapCTBEHHBIX
yoopku? CpeacTB

27. | JomyckaeT i OTJeKa MOMEIIECHUI nyHKT 25 [lpaBui
(BHYTpEHHHE MMOBEPXHOCTU CTEH, TOTOJIKOB) HaJIexaren
JUTSL XpaHEHUs JIEKAPCTBEHHBIX MPENapaToB MPaKTUKU
BO3MOKHOCTh IPOBEJICHUS BIKHOU YOOpPKU? | XpaHEHUS;

nyHKT 6 [IpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpencTB

28. | O0ecrieuena iy 3aUTa HOMELIEHUN IS nyHKT 26 [IpaBuin
XpaHEeHUs JIEKApPCTBEHHBIX MPENapaToB OT HaJIexanen

NPaKTUKH XPAHCHUA

Ob6opynoBanue (rnasa IV IlpaBun Hagiexameil npakTUK XpaHeHHs; [IpaBuia XpaHeHHS
JIEKApCTBEHHBIX CPEJICTB)

29. |HNmeetcs nmu obopyaoBaHue (B XOpOIIeM nyHKT 11 ITpaBun
COCTOSIHMM U YUCTOE), IPUHAJIekKAIIEe HaJuIexalen
OpraHU3aIlK ONTOBON TOPTOBJIN MIPAKTUKU XPaHCHUS
JIEKapCTBEHHBIMH TIperapaTaMu Ha TpaBe
COOCTBEHHOCTHU WJIM Ha UHOM 3aKOHHOM
OCHOBAaHUU?

30. |HWmerorcs i mOMENIEHUs 11 XpaHCHUS nyHKT 17 [IpaBuin
OTHEOTACHBIX U B3PBIBOOMACHBIX XpaHeHus
JIEKapCTBEHHBIX CPEICTB, 000PYA0BaHHBIC JIEKapCTBEHHBIX
HECrOpaeMbIMU U YCTOMYUBBIMU CTEJIAXKAMU U | CPEJICTB
MOAIOHAMH TIOJ] COOTBETCTBYIOILYIO
Harpysky?

31. | OcHallieHbl 1 OMEIIEHUS ISl XpaHEHUs nyHKT 37 IlpaBun
JIEKApCTBEHHBIX CPEJICTB MPUOOPAMHU TSt HaJIJIexKaIen
perucTpaluy napameTpoB Bo3ayxa: MIPAKTUKU

XpaHeHUs;
nyHKT 7 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEeICTB
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TEPMOMETPbI?

nyHKT 37 [IpaBuin
HaJIJIeXKaIen

MPAKTHKU
XpaHEeHUs;
nyHkT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

TUTPOMETPBI?

nyHKT 37 [IpaBuin
HaJIJIeXKaIen

MPAKTHKU
XpaHEHUs;
nyHkT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

TEPMOTUTPOMETPHI?

nyHKT 37 [IpaBun
HaJIJIekKaIen

MPAKTHKU
XpaHEeHUs;
nyHkT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

AJIEKTPOHHBIE TUTPOMETPHI?

nyHKT 37 [IpaBuin
HaJIJIeKaIen

MPAKTHKU
XpaHEeHUs;
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

32.

Pa3merniens! 11 u3MepUTENbHBIE YaCTU
MPUOOPOB JJISI PETUCTPALIMU ITAPAMETPOB
BO3/IyXa Ha pACCTOSTHUU HE MeHee 3 M OT
JBEepel, OKOH U OTOMHUTENIbHBIX MPUOOPOB U Ha
BeicoTe 1,5 - 1,7 M ot moma?

nyHKT 7 [TpaBun
XpaHEHHUst

JIEKapCTBEHHBIX
CpencTB

33.

Pazmenieno mu o6opymoBanue st KOHTPOJIS
TEMIEpaTypbl B MOMENICHUS (30HaX) B
COOTBETCTBUU C pe3yJIbTaTaMU
TEMIIEpaTypPHOI'0 KapTUPOBAHUsI, HA OCHOBAHUH
MIPOBEACHHOTO aHAJIU3a U OLIEHKU PUCKOB?

nyHKT 22 [IpaBuin
HaJUIeXKaIen

MPAaKTUKH XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

34.

Nwmeetcs 1 xonoaninbHOe 000pynoBanue (¢
yKa3aHWEM HauMEHOBAaHUS, MapKH,
WHBEHTAPHOTO HOMEpPA, TEMIIEPATyPHOTO
peXHUMa, EMKOCTH) C pa3MEelIEHUEM U
00CITyKMBAaHUEM COTJIACHO TOKYMEHTAIUH 110
€r0 UCTOJIh30BAHUIO (IKCILTyaTallUHN):

nyHKThI 21, 36, 37
IIpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

XOJIOAHUJIBHBIC KaMepH?

5

OYHKTHI 21, 36,
[IpaBun

HajIexaIen
IIPAKTUKU XpAHEHU

(dhapmaIneBTHYECKUE XONIOAMIbHBIC ITKA(bI
WA XOJIOOAUIBHUKHA?

nyHKThI 21, 36, 37
[IpaBun

HaIexaIen
MPAKTUKU XPaHEHUS

35.

Nmeetcst cuctemMa KOHAWIIMOHUPOBAHUS B
MTOMENICHUSX JIJIs1 XpaHCHHSI JIEKAPCTBEHHBIX
cpencT?

OyHKTHI 21, 36, 37
[IpaBun

HaJJIeXKaIen
MPaKTUKU
XpaHEHUS;
nyHKT 4 [TpaBun
XpaHCHUS
JIEKapCTBEHHBIX
CpelCTB

36.

Nmeercs nmu cuctemMa BEHTUISIIIUY B
MOMEILEHUSX JIUIsl XPaHEeHUS JIeKapCTBEHHBIX
cpencts?

OyHKTRI 21, 36, 37
[IpaBun

HaIexalen
MPAaKTUKHU
XPaHEHHS;
yHKT 4 [IpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpPENCTB

37.

Nmeertcs i cuctema KOHTPOJIS AOCTYyTIA B
MIOMETIIEHUS IJIsl XpPaHEHUSI JIEKAPCTBEHHBIX
cpenacTs (30HbI)?

Hynkret 27, 37
[IpaBun

HaIexaIen
IIPAKTUKU XpAHEHU

38.

Nmeercs i rutoMOup (WM TI€YaTh) st
oreyaThIBaHUS MIKA()OB WA TOMEIIECHUH, B
KOTOPBIX XpaHSATCS JIEKapCTBEHHbIE IIPEnaparhl,
MOAJIEKAIUE MPEAMETHO-KOJINYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

39.

Nmeetcs mu 06opyaoBaHue st XpaHEHUS
JIEKapCTBEHHBIX MPEMAPATOB:

nyHKT 31 [IpaBun
HaJJIeKaIei

MPaKTHKHU
XpaHEHUS;

nyHKT 29 [IpaBun
HaJUJIeXKaIen
MPAKTUKHU
XpaHECHUS;

nyHKT S [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

CcTeIIaXu?

nyHKT 31 [IpaBun
HaJJIexaliei

MPAKTUKHU
XpaHECHUS;

nyHKT 29 [IpaBun
HaIexalen
MPaKTUKU
XpaHEHUS;

nyHKT S [TpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CPENCTB

mkadpl METAJUTHYECKUE WITH JIEPEBSIHHBIC
JUTsl XpaHEHUs JICKapCTBEHHBIX MPEIapaToB,
MO IEKAIIHUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?

nyHKT 31 [IpaBun
HaIexalen

MPaKTUKU
XpaHEeHUs;

nyHKT 29 [IpaBuin
HaJyIeKaIen
MIPaKTUKU
XpaHEHUS;

nyHKT S [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEXCTB

mKagbi?

nyHKT 31 [IpaBun
HaJJIeKaIei

MPaKTHKH
XpaHEHUS;

nyHKT 29 [IpaBun
HaJUJIeXKaIen
MPAKTUKHU
XpaHCHUS;

nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CpencTB

HOIJOHEI?

nyHKT 31 [IpaBun
HaJIJIeKaIen

MPaKTUKU
XpaHEHHS;

nyHKT 29 [IpaBun
HaIexaIen
MPaKTHKU
XpaHEHUS;

nyHKT 5 IIpaBun
XpaHEHHUst
JIEKapCTBEHHBIX
CPENCTB

MMOATOBAPHUKH?

nyHKT 31 [IpaBun
HaIexalen

MPAKTHKHU
XpaHEHUS;

nyHKT 29 IIpaBun
HaJyIeKaIen
MPAKTHKHU
XPaHEHUS;

nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

40.

[Ipouwto u 06opyaoOBaHKE, OTHOCSIIIEECS K
CpPEACTBAM U3MEPEHUN:

nyHKT 38 IIpaBun
HaJyIeKaIlen

MPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHEeHUst
JIEKapCTBEHHBIX
CPEICTB

NEPBUYHYIO TIOBEPKY U (MJIH) KATUOPOBKY
JI0 BBOJIa B 9KCIUTyaTalni0?

nyHKT 38 IIpaBun
HaJyIeKalen

MPaKTUKHU
XPAHEHUS;
nyHKT 7 [IpaBun
XpaHEHHUst
JIEKapCTBEHHBIX
CPEICTB

NEPBUYHYIO TIOBEPKY U (MJIH) KaTUOPOBKY
1ocjie peMoHTa?

nyHKT 38 IIpaBun
HaJyIeKalen

MIPaKTUKU
XpaHEHUs;
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

nyHKT 7 [IpaBun

XpaHEHUs
JIEKapCTBEHHBIX
CPEXCTB

MEPUOANYECKYIO TOBEPKY U (MUJIN)
KaJIMOpPOBKY B MPOIIECCE IKCILUTyaTa[H?

nyHKT 38 [IpaBun
HaJJIeKaIei

IIPaKTUKU
XpaHEeHUs;
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

41.

Nwmetotes v 3amacHbIe TOBEPEHHBIE CPEICTBA
HU3MEPCHHA B ClIydac pCMOHTA, TCXHUYCCKOI'O
o0cmy>)KMBaHUs, TOBEPKH 000PYI0BAHUS U
CpEe/ICTB U3MEPEHUsI?

nyHKTHI 39, 40
[IpaBun

HaIexalen
IIPaKTUKU
XpaHEeHus;
nyHKT 7 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CPEICTB

JleiicTBust cyObeKTa 0OpaleHHs JIeKapCTBEHHbBIX NPENapaToB M0 XpaHEeHUI0. JJOKyMEeHTHI 1O
XPaHEHHIO JICKAPCTBEHHBIX TpenapatoB (cTaThs S8, nyHKT 3 crateu 9 61-D3; rmasel V, [V
IIpaBun Hajexame NpakTUKK XpaHeHus; [IpaBuia XpaHeHUs JIEKapCTBEHHBIX CPEJICTB)

42. | OcyuiecTBisieTcs 1 u3ydeHue pacnpenenenus | myHKT 22 [IpaBun
TEMIEpaTyphl (Jajee - TeMIepaTypHoe HaJuIexaren
KapTUPOBaHUE) 1JIs 00ecTiedeHusl TpeOyeMbIX | IPaKTHKH XpaHEHHS
YCIIOBUI XpaHEHUS JIEKaPCTBEHHBIX
MIpenapaToB B IOMEIIECHUAX (30HAX),

HCIOJIb3YEMBIX JJIsl XpaHEHUS JIEKAPCTBEHHBIX
npenaparoB?

43. |Pa3memeHo au o6opyioBaHue sl KOHTpoas | myHKT 22 [TpaBuin
TEeMITepaTyphbl B TOMEMICHUIX (30HaX) B HaJJIeKaIen
COOTBETCTBHUHM C pe3yJibTaTaMu MIPAKTUKU XpaHEHUS
TEeMIIepaTypHOro KapTUPOBAHUsA?

44. |IIpoBoguTcs 1M MOBTOPHOE TEMIIEPATYPHOE nyHKT 22 [IpaBuin
KapTUPOBaHUE [ KOHTPOJIS TEMIEPATyphl B | HaJIexKallel
MOMEILEHUAX (30HaX) B COOTBETCTBUHU C IIPAKTUKU XPAHEHUs
pe3ysibTaTaMu aHaJIu3a PUCKOB, a TAKXKe MPU
M3MEHEHHUSAX B KOHCTPYKIMH ITOMEIIECHUS (30H)
uu o0opyaoBaHus?

45. | OcymiecTBiseTcs U IPOBEpKa COOTBETCTBUs | MyHKT 46 [IpaBuin
MIPUHUMAEMBIX JIEKAPCTBEHHBIX MIPENapaToB HaJuIexanen
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TOBaPOCOHPOBOZ[HTCHLHOﬁ AOKYMCHTAaIUU:

MPAaKTUKH XPAHCHUA

10 aCCOPTUMCHTY U KOJ'II/ILIGCTBY?

nyHKT 46 [1paBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

10 KayecTBy?

nyHKT 46 [IpaBuin
HaJUIeKaIEH

IIPAKTUKU XPAHEHUs

10 COOJTIOJICHHIO CTICIATIBHBIX YCIOBUNA
XpaHeHus (MpU HATMYUH TaKOTO
TpeOOBaHUsI B HOPMATUBHOW JJOKYMEHTAlUU
Ha JICKapCTBEHHBIN mpermapar)?

nyHKT 46 IIpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUs

10 HAIMYHUIO MOBPEKIACHUN TPAHCIIOPTHOMN
Tapb1?

nyHKT 46 [IpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

46.

Crennaxu (mkadul) 111 XpaHEHUS
JICKapCTBEHHBIX MPEMapaTOB:

nyHKT 29 [IpaBun
HaIeXxalen

MIPAKTUKU
XpaHEHUS;

nyHKT 49 [IpaBun
HaJJIeKaIei
MPAKTUKU XPaHEHUS

IIPOMapKUPOBAHBI JIn?

nyHKT 29 [IpaBun
HaIexaIen

MPAKTUKH
XpaHEeHus;

nyHKT 49 IIpaBun
HaJyIeKaIen
MIPaKTUKU XpaHEHUS

MMEIOT JIM CTEJJIAXKHbBIE KapThl?

nyHKT 29 [IpaBun
HaJJIeKaIei

MPAKTUKH
XpaHEeHHUs;

nyHKT 49 [IpaBun
HaJUIeKaIeH
MIPaKTUKU XPaHEHUS

IIPUMEHSIETCA JIM 3JIEKTPOHHAs CUCTEMA
(Ipu moMoIIM KO/10B) 00pabOTKM JAHHBIX
BMECTO CTEJUTAKHBIX KapT?

nyHKT 29 IIpaBun
HaJyIeKaIen

MPAKTUKH
XpaHEHHS;

nyHKT 49 [IpaBun
HaJJIexalein
MPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

47. |Pa3meleHsl 1 JIEKapCTBEHHbBIE IIPENapaThl B
MOMEILEHUAX U (WIN) 30HaX AJIsl XpaHEHUS
JIEKapCTBEHHBIX MPENapaToB C yUETOM:

nyHKT 49 [IpaBuin
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

(U3NKO-XMIMHYECKIX CBOWCTB
JIEKApCTBEHHBIX MPEMapaToB?

nyn

OOAIMYHKT a

nyHkTa 49 TlpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

(bapmMaKoIOrn4ecKux rpymnmn?

HOOJAIMYHKT "0"

nyHkra 49 [IpaBun
HaJUIeKaIlen

IIPAKTUKU XPAHEHUs

crioco06a BBeICHUS JICKAPCTBEHHBIX
npenaparoB?

n_mn

HNOANMYHKT B

nyHkra 49 IlpaBuin
HaJIJIeKaIen

MIPAKTUKU XPAHEHUS

48. | OcyuiecTBisieTcs U XpaHEHHE JIeKapCTBEHHBIX
MPEnapaToB ¢ y4ETOM:

OYHKTHI 44, 47
[IpaBun

HaIexalen
MIPAKTUKU XPaHEHUS

TpeOoBaHUI HOPMATUBHOU JOKYMEHTAIUH,
COCTaBJISIOICH PEruCTPallMOHHOE JOChE Ha
JIeKapCTBEHHBIH mpenapat?

IYHKTHI 44, 47
[IpaBun

HaJUIeXKaIen
MPAKTUKHU XPAHEHUS

MHCTPYKIHHU IO METUIITHCKOMY
IIPUMEHEHHUIO?

NYHKTHI 44, 47
[IpaBun

HaIexXaIen
MIPAKTUKU XpAHEHUA

nH(popMaLnu, coaepxalencs Ha
MEPBUYHON U (MJIM) BTOPUYHON yIIaKOBKE
JIEKapCTBEHHOTO Ipenapara u
TPaHCHOPTHOM Tape?

IYHKTHI 44, 47
[IpaBun

HaIeXxalen
MIPAKTUKU XPaHEHUS

49. | OcyiecTBisieTcs JIU XpaHEHHE OTHEOIACHBIX U
B3PBIBOOIACHBIX JIEKAPCTBEHHBIX MPENapaToB

nyHKT 51 [IpaBuin
HaJUIeXKaIen

BJIQJIH OT: MIPAKTUKU XPaHEHUS
OrHA? nyHKT 51 [IpaBun
HaJUIe)KaIlen

IIPAKTUKU XPAHEHUs

OTOIUTENIbHBIX PHUOOPOB?

nyHKT 51 IIpaBun
HaJUIeKAIEH

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IPSIMBIX COJIHEYHBIX JIyden?

nyHKT 51 IIpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

NEHUCTBUS, BBITTOTHIEMBIE CYOBEKTOM
oOparlieHus JIeKapCTBEHHBIX MPErnapaToB U
HaIpaBlIeHHbIC HA COOTIOICHUE TPEOOBaHUIH,
yCTaHOBJICHHBIX [IpaBunamMuy Haasexalen
MPAaKTUKU XPAHECHUS:

50. | XpaHsATCS 11 CBETOUYBCTBUTEIIbHBIE nyHKT 52 [IpaBun
JIEKapCTBEHHbIE MpEnapaThl B 3alIUIIEHHOM OT | HaJJIexKalei
cBeTa mecre? MIPAKTUKH
XpaHEeHHUs;
IYHKTHI 24 - 26
[IpaBuit xpaneHust
JI€KapCTBEHHBIX
CpEeICTB
51. | Co3naHbl 11 YCIOBUS B TOMEIICHUSX JITISI OYHKTHI 21, 47
XpaHEHUs BIarovyyBCTBUTEIIbHBIX [IpaBun
JIEKapCTBEHHBIX CPEACTB? Ha/JIexarien
MIPAKTUKH
XpaHEeHUs;
nyHKT 29 [IpaBui
XpaHeHus
JIeKapCTBEHHBIX
CpeAcCTB
52. | 3onupytoTcs M cCenraibHO nyHKT 55 [IpaBun
IIPOMapKUPOBaHHbIE JIEKAPCTBEHHbIE Ha/JIexanien
Ipernaparsl, IpeAHa3HaYeHHbIE A5 MIPAKTUKU XpaHEHUs
YHUUTOKEHUS?
53. | H3onupyroTcs nu: nyHKT 30 [IpaBun
HaJyIeKallen
IIPAKTUKU XPAHEHUS
JIEKapCTBEHHBIE MPENapaThl, B OTHOLIEHUH nyHKT 30 IIpaBun
KOTOPBIX IPUHATO PELICHUE O HaJuIexalen
MIPUOCTAHOBJIEHUU IPUMEHEHUs? MIPAKTUKU XPaHEHUS
JIEKApCTBEHHBIE IIPENapaTsl, B OTHOLIECHUHU nyHKT 30 IIpaBun
KOTOPBIX IPUHATO pelIeHne 00 U3bATUHU U3 HaJyIeKaIen
oOpareHus? MIPAKTUKU XpaHEHUS
danpcuduupoBaHHbIe, HeTOOpoKadecTBeHHBIC | MyHKT 30 [IpaBumn
1 KOHTpa(daKTHbIE JIEKAPCTBEHHbBIE HaJyIeKaIen
npenaparsl? MIPAKTUKU XpaHEHUs
54. | IMeroTcs I TOKYMEHTBI, ONHCHIBAOIINE IYHKTBI 41 - 43

[IpaBun
HaJUIeXKaIen
MPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CTaHJAapTHBIC ONEPAIIIOHHBIE TPOLIEAYPHI
(COIIe1)?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

WHCTPYKIHN?

IYHKTBI 41 - 43
[IpaBun

HaJJIeXKaIen
MPAaKTUKHU XPAHEHUS

JIOTOBOPHI?

OYHKTHI 41 - 43
[IpaBun

HaIexaIen
IIPAKTUKU XpPAHEHU

OTYETHI (CBOJHBIE XKypHaJIbI)?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

TEMIIEpaTypHOro KapTUPOBAHUS U BIA)KHOCTH B
CIEeLMAIbHOM XYpHaJ (KapTe) perucTpaluy Ha

55. |Benercs nu ydeT JeKapCTBEHHBIX CPEICTB C nyHKT 11 TIpaBun
OTrPaHUYEHHBIM CPOKOM T'OJHOCTH HA XpaHEeHus
OyMa)KHOM HOCHUTEJIE WU B 3JIEKTPOHHOM BHUJIE | IEKApPCTBEHHBIX
C apxXuBalueun? CpPENCTB

56. |Hwmeetcs au pa3paboTaHHBIN U yTBEpKACHHBINA | IYHKT 24 [IpaBun
KOMIUIEKC MEp, HallpaBJICHHbBIN Ha HaJuIexalen
MUHUMU3ALUI0 PUCKA KOHTAMUHALIUU IIPAKTUKU XPAaHEHUS
JIEKAPCTBEHHBIX IPENAPATOB, C YYETOM
YCIIOBUI COOMIOACHUS 3alIUTHI OT (PAKTOPOB
BHEIIIHEH cpeibl ¢ 0hopMIIeHUEM:

MIPUKA30B? IYHKT 24,41
[IpaBun
HaJJIeXKaIen
MIPAKTUKU XPaHEHUS

COlIlos? OyHKT 24, 41
[IpaBun
HaJIeXalen
MIPaKTUKU XPaHEHUS

UHCTPYKUNN? IYHKT 24, 41
[IpaBun
HaIeXaIen
IIPAKTUKU XPaHEHUS

57. | Peructpupyrorcs M pe3yibTaThbl nyHKT 21 [IpaBun

HaIeXxalen
MIPAKTUKU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OyMaXHOM HOocHTeJe U (WIK) B DIEKTPOHHOM | XpaHEHUS,
BHJIE €KETHEBHO, B TOM YHUCJE B BBIXOAHBIE U | OYHKT 23 [IpaBun
Mpa3HAYHbIC THUA? HaIexaIen
MPaKTUKHU
XPAHEHUS;
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB
58. | Xpanstcs nu xKypHaibl (KapTel) peructpauuu | oyHKT 21 [IpaBun
TEMIEPATyPHOTO KapTUPOBAHUSI B TEUEHHE HaJuIexalen
IBYyX J1eT? MIPAKTHKH
XpaHEHUS;
nyHKT 23 I[lpaBun
HaJUJIeXKaIen
MPAKTUKU
XpaHECHUS;
nyHKT 7 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB
59. | CobGmrogaeTcs I 3anpeT Ha COBMECTHOE nyHKT 34 [IpaBuin
XpaHEHHUE B OJTHOM TEXHUYECKH YKPEIJICHHOM | HaJuleKalen
MMOMEIICHUY JICKAPCTBEHHBIX MPENnapaTos, MPAKTUKU XPAHEHUS
MIpe1yCMOTPEHHBIX YHKTOM 32 [IpaBun
HaJIeKaIel MMPaKTUKU XpaHEHUs, U
JIEKApCTBEHHBIX MPEMAPATOB, COEPIKAIINX
CUJIbHOJICUCTBYIOIINE UITU SITOBUTHIE
BelecTa?
60. | CoOmromaercs ju 3alpeT Ha XpaHEHUE B nyHKT 20 [TpaBuin
MOMEUICHUSAX XPAHEHUs JIEKaPCTBEHHbBIX HaJIexalen

IIpenapaToB:

IIPAKTUKU XPAHEHUs

IIUIIEBBIX IPOYKTOB?

nyHKT 20 [IpaBuin
HaJUIeKaIen

IIPAKTUKU XPAHEHUs

TaDaYHBIX U3IETUI?

nyHKT 20 IIpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUS

HAITUTKOB?

nyHKT 20 [TpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHUS

JIEKapCTBEHHBIX MIPENapaToB,
IPeJHA3HAYCHHBIX AJIS IMYHOTO

nyHKT 20 [IpaBun
HaIexaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

| | | HUCIIOJIBb30BaHUA pa6OTHI/IKaMI/I? MPAaKTUKH XPAHCHUA | | |

(moymxHOCTE M OVO IOJDKHOCTHOTO JIMIlA, SBAalOJIHMBIIETO
IPOBEPOUHLI JIMCT, [NOANMCH, IaTa)

(mojpxkHOCTE M OVMO HOJDKHOCTHOTO JMlLa KPMAMYECKOI'O JiMlLa, IPMCYTCTBOBABIEIO
0Py BalOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOONMCH, IaTa)

[Ipunoxenne N 2

K npuka3y denepanbHOI cI1yKObI

M0 HaJ30py B cdepe 3paBOOXpaHEHUS
ot 09.11.2017 N 9438

®dopma
[IpPOBEPOYHEIM JIUCT
(CIMCOK KOHTPOJIBHBEIX BOINPOCOB), MCHOJb3yeMel demepalibHOM CJyXOomM
10 HaIzopy B cbepe 3IpaBOOXPaHEHMS M €e TEepPPUTOPMaJIbHEMM oOpT'aHaMu
Ipy NPOBENEeHUM I1JIAHOBHIX IIPOBEPOK IIPU OCYWECTBJIEHUM (QelepalibHOT'O
TOCYyIAapCTBEHHOT'O Hansopa B chepe obpameHus JIEKAPCTBEHHEX CPEenCTB
(xpaHeHMe JIeKAPCTBEHHEX [pelnapaToB IJiS MeIMUMHCKOTO IIPMMEHEHMS
B MEIMUMHCKOM OPTaHM3alUM UM MHEIX OPIaHM3aLUMUaX, MWMEeOIUX
JIVLEH3UI Ha MEeIMLUMHCKYI IeSTeJIbHOCTD)
(HaMMeHOBaHME OpraHa, OCYWECTBJIAOIETO IIJIAHOBY NPOBEPKY)
1. Bung TOCYyIapCTBEHHOTO KOHTPOJISA (Han3opa)
2. [lpenmeT [IJIaHOBOM IPOBEPKM OPUAMUYECKMUX JINML, U MHIMBUAYAJbHEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa ofOdg3aTesibHEIMKY TpeboBaHMAMM, COOJIOIeHUE
KOTOPHIX SABJISEeTCsa HauboJiee 3HAUMMEM C TOUKM BPEHMS HENOIIYyUEeHMSs BO3HMKHOBEHUS
YITPO3E NPUUMHEHMS Bpella XM3HM, 3I0POBLI I'paxlaH, M3JIOXEHHEMM B bopme
IPOBEPOYHOT'O JIMCTa (CIOMCKa KOHTPOJIBHBEIX BOIPOCOB) .
3. HamMeHOBaHME OPUOMYECKOTO JMla, GamMmuims, ¥MMsS, OTUECTBO (IpM HAJIMUNN)
VHIMBUOYAJbEHOT'O NpennpUHYMaTE
4. MecTO HNpOBeHmeHMS IIJIAHOBOM MNPOBEPKM C BallOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:
5. PexBMBUTH IIpMKasa O [NPOBEeIeHUM IIJIAHOBOM MIPOBEPKU: OT
N .
6. VYUeTHHM HOMEp MNPOBEPKM M IaTa NIPUCBOEHUS YUETHOI'O HOMepa IIPOBEPKU B
EovHOM peecTpe NPOBEPOK:
7. IOIIXHOCTE , bammnms " MHULIMAJIEL IOJIXHOCTHOTO Jmia (J1mi11) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. [IlepedyeHb BOIPOCOB, OTpaxXamolMxX CcoIepXaHyue o00sa3aTesIbHEX TpeBoBaHMM,
OTBET Ha KOTOPHE ONHO3HAUHO CBUIETEJILCTBYET O COOJIOIEHUM MM HeCOOJIIoOeHUMU
OPUONYECKUM JIMIIOM, MHIVBMIYAJIbHEIM NPEeINpUHMMATEJIeM 00g3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANIMX [NpPeIMeT IPOBEPKM:
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KOHTPOJIbHbIX BOI'IpOCOB), ncno...

N /o BriBox o
BBITIOJIHEHUHA

TpebOoBaHMIT

PexBU3NTEI
HOPMAaTHBHBIX
MPaBOBBIX aKTOB, C

Bomnpocsl, oTpakaronue coaepikaHue
00s13aTeNbHBIX TPEOOBAHUM

YKa3aHHEM UX
CTPYKTYPHBIX
€IMHHUII, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeIbHbIE
TpeOOBaHMS

Ja HET

®enepanbhblil 3akoH oT 12 ampens 2010 r. N 61-®3 "OO6 obpamieHun J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccmiickoit denepanuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (mamee - 61-®3); [IpaBuia Haayekaleld NMpPakKTUKA XPaHCHUS W
IIEPEBO3KHU JIEKAPCTBEHHBIX MPENaparoB A MEIULHUHCKOIO INPUMEHEHUs, YTBEP)KICHHbBIE
nmpukazoM MuHHcTepcTBa 3apaBooxpaneHus Pocceuiickoit @enepanuu ot 31 asrycra 2016 1.
N 646n (3apeructpupoBan MunucrepctBoMm toctuiiuu Poccuiickoit ®@enepanuu 9 ssuBaps
2017 r., peructpanuonnsiii N 45112) (nanee - [IpaBuia Haiexamnieil NpakTUKU XpaHEHUs);
[IpaBuyia XpaHeHMs JIEKApPCTBEHHBIX CPEJICTB, YTBEP)KICHHBbIE NMpHKa3oM MuUHHCTEpCTBA
3paBOOXPAHEHUS U COLMAIbLHOIO pa3BuTus Poccuiickoit denepaunu ot 23 aBrycra 2010 r.
N 7061 (3apeructpupoBan MunucrepctBoM toctuinu Poccuiickoit denepannu 4 okTsa0ps
2010 r., peructpauronnbii N 18608) ¢ u3MEHEHHSIMH, BHECEHHBIMU MPUKA30M
MunucTepcTBa 3ApaBOOXPAHEHUS M COLMAIIBHOIO pa3BuTus Poccuiickoit @enepanuu ot 28
nexabpst 2010 r. N 1221n (3apeructpupoBaH MHHHUCTEPCTBOM FOCTHLIMU Poccuiickoit
Oenepannu 4 despans 2011 r., peructpanmonnsiit N 19703) (nanee - [IpaBuna xpaneHus
JIEKapCTBEHHbIX CPEICTB)

Cucrema oOecrieyeHus KadyecTBa XpaHEHUS M TEPEBO3KH JICKAPCTBEHHBIX TpEmapaToB (
ctatbs 54 61-03; rnasa 1I, nyHkTel 3 - 6 [IpaBun Hajuiexkalield NPakTUKU XPaHEHHUS])

1. YTBepkAeHBI U pyKoBoauTeNIeM CcyoObekTa |nyHKT 3 [IpaBun
oOparieHus JIEKapCTBEHHBIX CPEJCTB | HAIIEXKallen
CTaHJApTHHIE ONEpPALMOHHBbIE MPOUEAYPHI | IPAKTUKU
(mamee - COIT)? XpaHeHUS

2. OrnpezeneHa a1 OTBETCTBEHHOCTh OOAMYHKT "0"
pabOTHHKOB CyObeKTa 0OpalieHus nyHkTa 4 [IpaBun
JIEKapCTBEHHBIX IIPENAPATOB 3a HAPYLIEHUE | HaAJeKalen
TpeOOBaHMI, YCTAHOBJICHHBIX HACTOSIIUMHU | IPAKTUKH
[IpaBunamu? XpaHEHHUs

3. Ha3znaueHno nu pykoBOIUTENEM JIULIO, nyHKT S TIpaBun
OTBETCTBEHHOE 32 BHeJpeHHe U oOecriedeHne | HaJiexarien
CUCTEMBI KayecTBa? MIPaKTUKHU

XpaHEeHUS

[Tomemenuss ayis XpaHeHHs JIEKAPCTBEHHBIX mperapaTtoB (craths 58 61-d3; rmasa [V
[IpaBun Hagnexaliel NpakTHKU XpaHeHust; [IpaBuia XxpaHeHus JeKapCTBEHHBIX CPEJICTB)
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4. ObecneunBaloT M TOMeHIeHWs s | myHKT 12 [TpaBun

XpaHCHUA JICKAPCTBCHHBIX MTPCIIapaTOB:

HaJyIeKanien
MPaKTUKH
XpaHeHUs

Oe3omacHoe pa3/ieibHOe XpaHeHHe?

nyHKT 12 [IpaBun
HaJuIeXxanien

MMPAKTUKN
XpaHCHUA

nepeMenieHue JeKapCTBEHHBIX
IpenapaTos?

nyHKT 12 [IpaBun
Hajexxaniei

IIPAKTUKU
XpaHeHus

Hmeercs 11 0003HaUYEHHAS 30HA WU

OYHKTHI 15, 16

OTJIETTbHOE TIOMEIICHUE ISl IPUEMKHU [TpaBun

JIEKapCTBEHHBIX MPENapaToB? HaJlJIeKaIen
MPAKTUKU
XpaHeHUs

Hmerorcs 11 0003HaUEHHBIE 30HBI HIIU

IYHKTHI 15, 16

OTJIEJIbHBIE IOMELICHNS XPaHEHUS [TpaBun

JIEKapCTBEHHBIX MpenapaToB, TPEOYIOMINUX HaJJIeXalen

CHEIHAIBHBIX YCIOBUIL? IIPAKTUKU
XpaHeHus

HNmeercs nu AJI1 XpaHCHH A BbIABJICHHBIX

OYHKTHI 15, 16

(banbcupUIMPOBaHHBIX, [TpaBun

HEZI00POKaYECTBEHHBIX, KOHTPaPaKTHBIX HaJyIeKaIen

JIeKapCTBEHHBIX MpenapaToB: HPaKTUKU
XpaHeHus

o0o03HayeHHas 30Ha?

IYHKTHI 15, 16
[IpaBun

Hajjexxaniei
MPAaKTUKHU
XpaHEHHUsI

OTAEIbHOE ToMeIeHue?

OYHKTHI 15, 16
IIpaBun

HaJuIeXKanien
MIPaKTUKH
XpaHeHUs

Hmeetcsa mu 0003HaUYeHHAs 30HA WU

IYHKTHI 15, 16

OTJIeNIbHOE TIOMEIIeHHEe, 00eCreunBaroIIne IIpaBun
TpeOyeMble YCTIOBHS XPaHCHUS HaJUJIeXKallen
JIEKapCTBEHHBIX MTPENAPATOB, IS MPAaKTUKHU
KapaHTUHHOTO XPaHEHUS JIEKapCTBEHHBIX XpaHEHHUsI
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IpenapaTos?

9. HNmeeTcs 11 B TOMENICHUSAX M 30HAX, nyHKT 17 [1paBun
HCIIOJIb3YEMBIX AJIs XpAaHEHUS HaJJIeXalen
JIEKapCTBEHHBIX IIPENAapaTOB OCBEIIEHUE? IIPAKTUKHU

XpaHEHUus

10. Nwmeercs 1 BamuaupoBaHHas CUCTEMA, nyHKT 18 TIpaBun

pazaesnsromas 30Hbl XpaHeHus? HaJJIexalen
MIPAKTUKU
XpaHEHHUs

1. OTtaeneHsl 11 aIMUHUCTPATUBHO-OBITOBBIE nyHKT 19 [IpaBun
MIOMEUIEHUS OT 30H XpaHEeHHUs HaJiIeKalen
JIEKapCTBEHHBIX MpernapaToB? HPaKTUKU

XpaHEHUs

12. Nmeercs nu otaenbHast 30Ha (IOMELIEHHUE, nyHKT 25 [IpaBun
mKadsl) U1 XpaHeHUs 000py10BaHus, HaJJIexalen
WHBEHTAps U MaTepPHAJIOB il yOOpPKuU? IIPAKTUKU

XpaHEHus

13. [IpoBoauTcs mu yoopka momenieHui (30H) nyHKT 25 [IpaBun
JUISL XpaHEHUs JIEKapCTBEHHBIX IIPENapaToB B | HaAJIeKalen
cootBercTBUM ¢ COII? IIPaKTUKHU

XpaHEHHUs

14. YcTaHoBka 000py10BaHUS JUIsl XpaHEHUS nyHKT 10 [TpaBun
JIEKapCTBEHHBIX CPEACTB B IIOMEILEHUSX, XpaHEeHHUs
o0ecneuynBaet JIM JOCTYIHOCTb JUIs JIeKapCTBEHHBIX
IpoBeAeHUs YOOpKuU? CPEICTB

15. JlonyckaeT I OTJenKa MOMEICHUI nyHKT 25 [lpaBun
(BHyTpeHHHE TOBEPXHOCTHU CTEH, MOTOJIKOB) | HaJyIeXKaIleH
JUISL XpaHEHUS JIEKapCTBEHHBIX IPENapaToB | IPAKTUKU
BO3MOXXHOCTb ITPOBEACHUS BIAXHON YOOPKH? | XpaHEHHUS,

nyHKT 6 TIpaBun
XpaHEHUs
JIeKapCTBEHHBIX
CPEICTB

16. O0ecrieyena Jid 3ammra HOMEMIEHUN IS nyHKT 26 [IpaBun
XpaHEHUs JIEKApCTBEHHBIX IIPENapaToB OT HaJJIeXalen
IIPOHUKHOBEHUS HACEKOMBIX, I'PbI3yHOB WM | IPAKTUKH
npyrux? XpaHeHus

Ob6opynoBanue (rnasa IV IlpaBun Hagiexameil npakTuku XpaHeHus; [IpaBuia XpaHeHHs
JIEKapCTBEHHBIX CPEJICTB)
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17.

OcHallieHbl M TOMELIEHUS Ul XpaHEHUs
JIEKapCTBEHHBIX CpPEACTB MpHOOpaMH IS
PErucTpanyy MapaMeTpoB BO3yXa:

nyHKT 37 [IpaBun
HaJyIeKanien

MIPaKTUKHU
XpaHEHUs

nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

TEPMOMETPHI?

nyHKT 37 [IpaBun
HaJuIeKanien

MIPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

TUTPOMETPBI?

nyHKT 37 [IpaBun
HaJuIeKanien

MIPaKTUKHU
XpaHEHUs;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

TEPMOTUTPOMETPHI?

nyHKT 37 [IpaBun
HaJuIeKanien

MIPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

AJIEKTPOHHbBIE TUTPOMETPHI?

nyHKT 37 [IpaBun
HaJyIeKanien

MIPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

18.

Pa3meriens! 1 u3MEpUTENBHBIE YaCTH
MIPUOOPOB JJISI PETUCTPALIMH TTAPAMETPOB
BO3/IyXa Ha pACCTOSTHUU HE MeHee 3 M OT
JBEpeH, OKOH M OTOMMTEIIbHBIX MPUOOPOB U
Ha BeIcoTe 1,5 - 1,7 M oT mmos1a?

nyHKT 7 IIpaBun
XpaHEHHUsI

JICKApPCTBCHHBIX
CpCIACTB
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19.

Nmeetcs nmu xomoamibHOe 000py1oBanue (¢
yKa3aHHEeM HaMMEHOBAHUs, MapKH,
WHBEHTAapPHOTO HOMEpa, TEMIIEPaTyPHOTO
peXHMa, EMKOCTH) C pa3MeIleHuEM 1
00CITy’)KHBaHUEM COTJIACHO JOKYMEHTAIHH T10
€ro MCIOJIb30BaHUIO (IKCIUTyaTaIlu):

nyHKTHI 21, 36, 37
[IpaBun
HaJIeKaIen
MPaKTUKH
XpaHEHHUs

XOJIOAUJIBbHBIC KaMEPhbI UJIN CIICIUAJIBHO
000py1I0BaHHOE TIOMEIIICHHE?

OyHKTHI 21, 36, 37
IIpaBun
HaJuIeKanien
MPaKTUKHU
XpaHEHUS

(bapMaL[eBTI/IquKI/IC XOJIOAUJIBHBIC H_IKa(l)BI
50044 XOJ'IOI[I/IJ'ILHI/IKI/I?

nyHKTHI 21, 36, 37
[IpaBun
Ha/|JIeXaIen
MPaKTUKHU
XpaHeHUs

20.

NmeroTcs 11 CHCTEMBI KOHAUIIWOHUPOBAHUA
B IOMCHICHUAX JJISI XPaHCHUA
JIEKapCTBEHHBIX CPEACTB?

OyHKTHI 21, 36, 37
IIpaBun
HaJuIeKanien
MPaKTUKHU
XpaHEHUS;

nyHKT 4 [IpaBun
XpaHeHUust
JIEKapCTBEHHBIX
CpEICTB

21.

HmMeercs 1 cucreMa BEHTUISALINY B
TIOMEIIEHUSX JIJIsI XPAaHECHHS JICKApPCTBEHHBIX
cpencTB?

OyHKTH 21, 36, 37
[TpaBun
HaJuIeXxanien
MPAKTUKU
XpaHEHUS;

nyHKT 4 [IpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEJ/ICTB

22.

WMeeTcs I B TOMEIIEHUSAX [Tl XPAHESHUS
JICKApPCTBEHHBIX CPEJICTB CUCTEMA KOHTPOJIS
JIOCTyTa B MOMEIIEHUs (30HbBI)?

nyHKTHI 21, 36, 37
[IpaBun
HaJIeKaIen
MPaKTUKU
XpaHEHHUs

23.

Nwmeercs nmu muioMOup (Wiiv iedats) (mpu
HAJIMYWH) JIJIS OTIeYaThIBAHUS MIKA(QOB HITU
MTOMEIIEHUH, B KOTOPBIX XPaHSATCS
JIEKapCTBEHHBIC MTPETapaThl, TOJIEKAIIIHE

nyHKT 31 TIpaBun
HaJyIeKalen

MIPAKTUKU
XpaHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

NpEeAMETHO-KOJIIMYCCTBCHHOMY yquy?

24.

NmeroTcst 1 Ui XpaHEeHUs JIEKAPCTBEHHBIX
IIpEnapaToB:

nyHKT 31 [IpaBun
HaJJIexKaniei

MPaKTUKH
XpaHEHHUS;

nyHKT 29 [IpaBun
HaJuIeXxanien
MPaKTUKHU
XpaHEHUS

nyHKT 5 [IpaBun
XpaHEHHUs
JIEKAPCTBEHHBIX
CpENCTB

cremiaxu’?

nyHKT 31 [IpaBun
HaJuIexanien

MPaKTUKU
XpaHEHUS;

nyHKT 29 TIpaBun
HaJyIeKalen
MPaKTUKHU
XpaHEHUS;

oyHKT S [IpaBun
XpaHEHUS
JIEKAPCTBEHHBIX
CPENCTB

mKabl METAJUIMYSCKUE WU JICPEBSIHHBIC
JUTSL XpaHEHUsI JICKapCTBEHHBIX
MpenapaToB, MOICKAITUX
MPeIMETHO-KOJIMYECTBEHHOMY yueTy?

nyHKT 31 TIpaBun
HaJyIeKalen

MPaKTUKH
XpaHEeHUS;

nyHKT 29 [IpaBun
HaJUJIeXKallen
MPaKTUKH
XpaHEeHUS;

nyHKT S TIpaBun
XpaHeHUus
JIEKAPCTBEHHBIX
CpEICTB

mkadwi?

nyHKT 31 [IpaBun
HaJJIexKaniei

MPaKTUKU
XpaHEeHUS;

nyHKT 29 [IpaBun
HaJuIeXKanien
MPaKTUKH
XpaHEHUS;

nyHKT 5 [IpaBun
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

XpaHCHUs
JICKApCTBCHHBIX
Cpe/CTB

HOII0HBI?

nyHKT 31 TIpaBun
HaJyIeKalen

MPaKTUKHU
XpaHEHUs;

nyHKT 29 [IpaBun
HaJUJIeKallen
MPaKTUKH
XpaHEeHUS;

nyHKT S TIpaBun
XpaHeHUus
JIEKAPCTBEHHBIX
CpEICTB

MOJATOBAPHUKH ?

nyHKT 31 [IpaBun
HaJJIexKaniei

MPaKTUKH
XpaHEHHUS;

nyHKT 29 [IpaBun
HaJuIexanien
MPaKTUKHU
XpaHEHUS;

nyHKT 5 [IpaBun
XpaHEHHUsI
JIEKAPCTBEHHBIX
CpENCTB

25.

[Ipouwo i1 00opyaoBaHue, OTHOCSILEECS K
CpEICTBAM U3MEPEHU:

nyHKT 38 [IpaBun
HaJuIeXxanien

IIPAKTUKU
XPpaHEHUS;
nyHKT 7 [IpaBun
XpaHeHus
JIEKAPCTBEHHBIX
CPEICTB

MEPBUYHYIO IOBEPKY U (MJIM) KATHOPOBKY
JI0 BBOJIa B 3KCILUTyaTalui0?

nyHKT 38 [IpaBun
HaJuIeXxanien

IIPAKTUKU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHeHus
JIEKAPCTBEHHBIX
CPEICTB
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MEPBUYHYIO TIOBEPKY U (W) KATUOPOBKY
rocJie peMoHTa?

nyHKT 38 [IpaBun
HaJyIeKanien

MIPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

NIEPUOANYECKYIO TOBEPKY U (WUJIN)
KaJIMOpOBKY B MPOIIECCE IKCILTyaTal[uH?

nyHKT 38 [IpaBun
HaJuIeKanien

MIPaKTUKHU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKapCTBEHHBIX
CPEICTB

26.

Nwmetotes 11 3anacHble IOBEPEHHbBIE
CPEJICTBA U3MEPEHHUSI B CIIy4ae PEMOHTA,
TEXHUYECKOTO 00CITy)KMBaHHUSI, TOBEPKHU
000pyI0BaHUs U CPEICTB U3MEPEHUA?

nyHKTHI 39, 40
IIpaBun

HaJuIeXKanien
IIPAKTUKU
XpaHEHUS;
nyHKT 7 [IpaBun
XpaHECHUS
JIEKAPCTBEHHBIX
CpENCTB

JleiicTBrs cyObeKTa 0OpalieHus JIEKaPCTBEHHBIX MTPETapaToB 110 XpaHEHHIO. JJOKyMEHTHI 110
XPaHECHHIO JICKAPCTBEHHBIX TpenapatoB (cTaThs S8, myHKT 3 craten 9 61-D3; rmasel V, IV
[IpaBun Hajexaliel NpakTUKU XpaHeHus; [IpaBuia XxpaHeHus JeKapCTBEHHBIX CPEJICTB)

27.

CoOOTBETCTBYIOT JIU CBEJICHUS PE3yIbTaTOB
IIPUEMOYHOI'0 KOHTPOJISI CBEACHUSAM B
TOBAPOCONPOBOAUTENILHON JOKYMEHTAIUH:

nyHKT 46 [IpaBun
HaJuIeXxanien

MIPAKTUKU
XpaHEHUS;

nyHKT 40 [TpaBun
XpaHeHust
JIEKapCTBEHHBIX
CPEICTB

M0 ACCOPTUMEHTY M KOJIMYECTBY?

nyHKT 46 [IpaBun
HaJuIexanien

MIPAKTUKU
XpaHEHHS;

nyHKT 40 [TpaBun
XpaHeHust
JIEKapCTBEHHBIX
CPEICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

10 KayecTBy?

nyHKT 46 [IpaBun
HaJyIeKanien

MIPAKTUKU
XpaHEeHHUS;

nyHKT 40 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpelICTB

110 COOJTIOJICHUIO CTICIIUATIBHBIX YCIOBHIA
XpaHeHus (MPH HATMYHH TaKOTO
TpeOoBaHUS B HOPMATUBHOU
JOKYMEHTAIMH Ha JIEKapCTBEHHBIN
npemapar)?

nyHKT 46 [IpaBun
HaJuIeKanien

MIPAKTUKU
XpaHEeHHUS;

nyHKT 40 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpelICTB

10 HAJIMYUIO ITOBPEKIACHUN
TPaHCIIOPTHOM Taphl?

nyHKT 46 [IpaBun
HaJuIeKanien

MIPAKTUKU
XpaHEeHHUS;

nyHKT 40 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpelICTB

28.

W neHTudunmpyrorcs Jin XpaHauuecs
JIEKapCTBEHHBIE CPeICTBA?

nyHKT 29 [IpaBun
HaJuIeKanien

MPaKTUKH
XpaHEHHUS;

nyHKT 49 [IpaBun
HajIexxaniei
MPaKTUKHU
XpaHeHust

29.

OcyiecTBisieTcs 1 XpaHEHNe
JICKAPCTBCHHBIX MPCIIapaToB:

OYHKTEI 44, 47
IIpaBun

HaJuIeXKanien
HPaKTUKU
XpaHEeHHUs;

nyHKT 40 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpEICTB

C y4eToM TpeOOBaHMIT HOPMATHBHOMN
JIOKYMEHTAIlUH, COCTABJISIONICH
pErucCTpaIoHHOE TI0Che Ha
JICKapCTBEHHBIH Mpenapar?

OYHKTHI 44, 47
IIpaBun

HaJuIexanien
MIPAKTUKU
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

XpaHEHUS;
nyHKT 40 IIpaBun
XpaHEHUus
JIEKapCTBEHHBIX
CpelICTB

HHCTPYKIUH 10 MEIUIIUHCKOMY
MPUMEHEHUIO?

OYHKTHI 44, 47
[TpaBun

HaJuIeXxanien
MIPAKTUKU
XpaHEHUS;

nyHKT 40 [TpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEJ/ICTB

nH(popmaIuu, conepkalieics Ha
MEPBUYHOMN ¥ (WJIM) BTOPUIHON YITAKOBKE
JIEKapCTBEHHOT O Tpernapara’?

IYHKTHI 44, 47
[IpaBun

HaJIexxaniei
MPaKTUKHU
XpaHEHHUS;

oyHKT 40 [TpaBun
XpaHEHHUsI
JIEKapCTBEHHBIX
CpEICTB

TPaHCIIOPTHOM Tape?

IYHKTHI 44, 47
[IpaBun

HaJUJIeXKaIen
MPaKTUKHU
XpaHEHUS;

nyHKT 40 [IpaBun
XpaHeHus
JIEKAPCTBEHHBIX
CpE/CTB

30.

Pa3memiatorcs 11 TeKapcTBEHHBIE MPEnapaThl
B IMMOMELIEHUSAX U (UJIM) 30HAX JIJISl XpPaHEHUS
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUH
¢ TpeOOBaHUAMU HOPMATUBHOM
JOKyMEHTAIMHU U (WJIh) TpeOOBaHUSIMH,
yKa3aHHBIMH Ha yIIaKOBKE JIEKAPCTBEHHOTO
npemnapara, ¢ y4eTOM:

nyHKT 49 IIpaBun
HaJyIe)Kalen

MPaKTUKHU
XpaHEeHUS;
nyHKT 8 TIpaBun
XpaHeHus
JIEKAPCTBEHHBIX
CPEICTB

(U3NKO-XMMHYECKUX CBOWCTB
JIEKapCTBEHHBIX MIPENapaToB?

nyHKT 49 IIpaBun
HaJyIe)Kalen

IIPAKTUKU
XpaHEHUs;

nyHKT 8 TIpaBun
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

XpaHCHUs
JICKApCTBCHHBIX
Cpe/CTB

(bapMakoJIIOTHYeCKUX rpymi?

nyHKT 49 IIpaBun
HaJyIeKalen

MPaKTUKHU
XpaHEHUs;
nyHKT 8 TIpaBun
XpaHEHUS
JIEKAPCTBEHHBIX
CPEJICTB

crioco0a BBeIeHHs JIEKapCTBEHHBIX
npenaparoB?

nyHKT 49 IIpaBun
HaJyIeKalen

MPaKTUKHU
XpaHEHUs;
nyHKT 8 TIpaBun
XpaHEHUS
JIEKAPCTBEHHBIX
CPEJICTB

31.

OcymiecTBisieTcs Jid XpaHEHHE OTHEOMAacHBIX
Y B3PBIBOOTIACHBIX JICKAPCTBEHHBIX
[IpernapaToB BJAIH OT:

nyHKT 51 TIpaBun
HaJyIeKalen

MIPAKTUKU
XpaHEHUs

OorHsi?

nyHKT 51 [IpaBun
HaJuIeXxanien

IMPaKTUKH
XpaHCHU

OTOMUTENBHBIX TPUOOPOB?

nyHKT 51 [lpaBun
HaJJIexKaniei

IIPAKTUKU
XpaHEHus

IIPSIMBIX COJTHEUHBIX JIyden?

nyHKT 51 TIpaBun
HaJyIeKalen

MIPAKTUKU
XpaHEHUs

32.

XpaHATCA CBETOYYBCTBUTEIBHBIC
JIEKapCTBEHHBIE TIPeTapaThl B 3alUIIIEHHOM
OT cBeTa Mecte?

nyHKT 52 [IpaBun
HaJuIeXKanien

IIPAKTUKU
XpaHEHUS;
IYHKTHI 24 - 26
IIpaBun xpaHeHus
JIEKAPCTBEHHBIX
CPEICTB
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

33. N3onupyroTcs 1u cneruaibHO nyHKT 55 [IpaBun
IIPOMapKUPOBAHHBIE JIEKAPCTBEHHbIE HaJJIexalen
npenapaThl, IpeJHa3HaYeHHbIE [T PaKTUKA
YHUUYTOXKEHHUsA? XpaHEHUS

34. | U3onupyroTcs Ju: nyHKT 30 [IpaBun

HaJuIeXxanien
NPaKTUKU
XpaHeHus
JIeKapCTBEHHbIE MPenaparsl, B nyHKT 30 [IpaBun
OTHOIIICHUU KOTOPBIX CYObEKTOM HaJUIexKaIen
oOpalIeHus JIEKAPCTBEHHBIX MPEMapaToB | MPAKTUKU
MIPUHSTO PELIEHUE O IPUOCTAHOBICHUH XpaHeHus
MIPUMEHEHHUS?
JIEKApCTBEHHBIE ITPENapaTsl, B nyHKT 30 TIpaBun
OTHOIIEHHUHU KOTOPBIX CYOBEKTOM HaJyIeKalen
oOpallleHus JIEKapCTBEHHBIX MIPENapaToB | IPAKTUKU
MPUHATO PELIeHNe 00 U3bATUH U3 XpaHeHus
oOpareHus?
banbcudumpoBaHHbIE, nyHKT 30 TIpaBun
He100pOKayecTBEHHbIE M KOHTpadaKkTHBIE | HAAJIexKaIen
JIEKapCTBEHHBIE MpenaparThl? NPaKTUKA
XpaHeHus

35. HIMeroTcs 11 TOKYMEHTBI, OIHACHIBAIOIIINE
NeICTBUSL, BHIIOJHSAEMBIE CyOBEKTOM
oOpallieHus JIeKapCTBEHHBIX MPerapaTos:

OYHKTHI 41 - 43
IIpaBun

HaJuIeXKanien
MPaKTUKH
XpaHeHUs

COIler?

OYHKTBI 41 - 43
[IpaBun

Hajjexxaniei
MPAaKTUKHU
XpaHEHHUsI

UHCTpyKUHN?

OYHKTHI 41 - 43
IIpaBun

HaJuIeXKanien
MIPaKTUKH
XpaHeHUs

JIOTOBOPHI?

IOYHKTBI 41 - 43
IIpaBun

Hajexxaniei
MPAaKTUKHU
XpaHEHHUsI
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTYETHI (CBOJHBIE XKypHAaJIbI)?

OYHKTHI 41 - 43
IIpaBun

HaJuIeXKanien
MIPaKTUKH
XpaHeHUs

36.

Benercst 1u y4er ekapCTBEHHBIX CPEZICTB C
OTpaHMYCHHBIM CPOKOM TOTHOCTH Ha
OyMa)KHOM HOCHUTEJIE WU B 3JIEKTPOHHOM
BU/JIE C apXHUBaLUen?

nyHKT 11 IpaBun
XpaHeHUs

JICKapCTBEHHBIX
Cpe/CTB

37.

Nwmeetcs 1 B HaMU4uu pa3pabOTaHHBIN U
YTBEPKICHHBIN KOMILJIEKC Mep,
HaIlpaBJICHHbBIX HA MUHUMM3ALUIO0 pUCKA
KOHTaMMHAIIMH JICKAPCTBEHHBIX IIPENapaToB,
C Y4E€TOM YCIIOBUH COOJIFOICHUS 3aLIUThI OT
(akTOpOB BHEIIHEH cpeibl ¢ 0hOpMIIEHUEM:

nyHKT 24 [IpaBun
HaJyIeKalen

IIPaKTUKHU
XpaHeHus

MPUKa30B?

nyHKT 24 [IpaBun
HaJIexalien

[IPaKTUKHU
XPaHECHUS

COlIlos?

nyHKT 24 [IpaBun
HaJyIeKalen

IIPaKTUKHU
XpaHeHUus

MHCTPYKUNN?

nyHKT 24 TIpaBun
HaJuIeXKanien

IMPaKTHUKH
XpaHCHU

38.

Peructpupytorcs m pe3yJbTaThl
TEMIEPATYPHOTO KaPTUPOBAHUS U BIAXKHOCTH
B CIeLUAaIbHOM JKypHase (xapte)
perucTpanu Ha OYMaXHOM HOCHUTENIE U
(W1K) B SJIEKTPOHHOM BHJI€ €KETHEBHO, B TOM
YHUCJIe B BRIXOAHBIC U TTPA3THUIHBIC THU?

nyHKT 21 [IpaBun
HaJIexalien

MPaKTUKU
XpaHEHUS;

nyHKT 23 [IpaBun
HaJuIeXKanien
MIPaKTUKHU
XpaHEHHS;

nyHKT 7 [IpaBun
XpaHEHUs
JIEKAPCTBEHHBIX
CpENCTB

39.

XpaHsTcs 11 )KypHaibl (KapThl) pETUCTpaLuU
TEMIEPATypHOTO KapTUPOBAHUA B TEUEHHUE
JIBYX JIET?

nyHKT 21 TIpaBun
HaJuIeXKanien

IMPaKTHUKH
XpaHCHU,

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 36 un3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100097&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100100&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100035&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100062&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100062&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100062&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100062&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100057&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100061&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100021&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100057&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

nyHKT 23 [IpaBun
HaJyIe)Kalen
MPaKTUKA
XpaHCHHUS;
nyHKT 7 IlpaBun
XpaHEeHHUS
JIeKapCTBEHHBIX
CPEICTB

40. CoOnromaercst U 3ampeT Ha CcoBMecTHOE | yHKT 34 [IpaBun
XpaHeHue B OJTHOM TEXHUUYECKH | HaAexKalen
YKPEIUIEHHOM IIOMEIEHUN JIEKApPCTBEHHBIX | IPAKTUKH
IpenapaTroB, IPELyCMOTPEHHBIX IIYHKTOM 32 | XpaHEHHUs
[IpaBun Hajyexamiedn NpakTUKU XPaHCHUS, U
JIEKapCTBEHHBIX IpenapaTroB, COJEpKalluX
CHWJIBHOAECHUCTBYIOLINE WIn SIOBUTHIE
BeniecTna’?

41. CoOnromaercst nm 3amper Ha XpaHeHue B |ImyHKT 20 ITpaBun
MIOMEILEHUAX  XPAaHEHUs  JIEKapCTBEHHBIX | HaAJIEKaIEH
MIpenapaToB: MPaKTUKA

XpaHCHHS
MUIIEBBIX POYKTOB? nyHKT 20 TIpaBun
HaJuIeKanien
HPaKTUKU
XpaHEHHUS
TaOaYHBIX W3IETINI? nyHKT 20 [IpaBun
HaJuIexanien
HPaKTUKU
XpaHEeHus
HAlMTKOB (32 MCKIIOYeHHeM NuTheBoH | myHKT 20 IIpaBun
BOJIbI)? HaJIeKanie
MPaKTUKA
XpaHCHHS
JIEKAPCTBEHHBIX npemnaparos, | myHKT 20 [IpaBun
MpeIHa3HaYEHHBIX e JIMYHOTO | HaJUIeKallen
UCIOJIb30BaHUs paOOTHUKAMU? HPaKTUKH
XpaHEeHHUS

(moymxHOCTE M OO IOJDKHOCTHOTO JIMIla, SBallOJIHMBIIETO
IPOBEPOYHEI JIMCT, IONNMCH, IaTa)

(moypxHOCTH M OMO HOJDKHOCTHOTO JMlla KPMAMYECKOTO JMLa,

IpM 3alnoJIHEHUM IIPOBEpPOYHOI'O JiMCTa, IIOOIMCH, mara)

IIpucyTCTBOBaBIIET'O
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

ITpunoxxenue N 3

K npukazy denepanbHoil ciyKObI
10 HaJ30pYy B cepe 3ApaBOOXpaHEHUS
o1 09.11.2017 N 9438

[IPOBEPOUHEIM JIUCT
(CNIMCOK KOHTPOJIBHBIX BOIPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
10 HaIzopy B cbepe 3IpaBOOXPaHEHMS M €e TepPPUTOPMalIbHEIMM oOpTaHaMu
Ipy NPOBENEeHUM I1JIAHOBHEIX INPOBEPOK IIPU OCYWECTBJIEHUM (QelepalibHOT'O
TOCYyIAapCTBEHHOT'O Hansopa B chepe obpameHus JIEKAPCTBEHHEIX CPEeOCTB
(xpaHeHMe JIeKAPCTBEHHEIX [pelnapaToB IJig MeIMUMHCKOTO IIPMMEHEHUS
B anTeke TOTOBEX (QopM)

(HaMMeHOBaHMe OpraHa, OCYyHWeCTBJIANIET'O IIJIAHOBYIO HpOBepKy)

1. Bun rocyIapCTBEHHOI'O KOHTpoOJIA (HaIn3opa)

2. [lpenmeT [IJIaHOBOM IPOBEPKM OPUAOMYECKUX JINML, U MHIVMBUIOYAJbHBIX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOOEHME
KOTOPHIX ABJSETCsS HauboJiee 3HAUMMEM C TOUYKM BPEeHMS HEeNOINIyUeHMs BO3HMKHOBEHUS
YIPO3El INPUYMHEHMS Bpela XM3HM, S3I0OPOBLI I'PaxIaH, M3JIOKEHHEMM B Gopme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIBHEIX BOINPOCOB) .

3. HauMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIMUUVN)
VHOVUBUOYAJILHOTO IPEennpPUHYIMATEIS

4. MecTO HnpoBemeHMS IJIAHOBOM MNPOBEPKM C BallOJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PexBUBUTH IIpMKasa O IIPpOBeIeHUN 1JIAHOBOM IIPOBEPKM: OT

N .
6. VYYeTHHM HOMEpP INPOBEepPKM U IaTa [IPMCBOEHMUS YyUeTHOI'O HOMepa IIPOBEPKU
B Enmnuom peecTpe IIPOBEPOK :
7. IOJIXHOCTE, bammnmsa 78 VHV/LIMAJIEL IOJIXHOCTHOT'O amLa (g11111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. [IlepeueHb BOIPOCOB, oTpaxamnumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,

OTBET Ha KOTOPHE OOHOBHAYHO CBUIOETEJIECTBYET O COOJIOISHUM MM HeCODJIOIeHUM
OPUIONYECKUM JIMLIOM, MHIOMBUIYAJILHEM IpenlprHMUMaTesieM o0g3aTelIbHEX TpeBoBaHMiA,
COCTABJAKIMX MNPEeIMEeT IPOBEPKM:

®opmMma

N Bomnpocsl, oTpaxaroiiue cojiep:kanue PexBu3uThI BriBoa o
n/m 00s13aTeNbHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpeboBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX na
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

HET

www.consultant.ru
HafeXHasa npaBoBas noaaepXxka

CrpaHuua 38 n3 368


https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

@enepanbubliii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHu# JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (mamee - 61-®3); [lpaBuina Haayexamieil MpaKTHKA XpaHEHUS W
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB Ui MEAULUHCKOIO INPUMEHEHUs, YTBEpPXKICHHbIC
npuka3zoM MuHuctepcTBa 3apaBooxpaneHust Poccuiickoii @enepanuu ot 31 aBrycra 2016 r.
N 646n (3apeructpupoBad MunucrepctsoM roctuiun Poccuiickoit @enepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - IIpaBuna Haanexaiei NpakTUKU XpaHEHUS);
[IpaBuyia HaIexalled anTeyHoM NPaKTUKM  JIEKApCTBEHHBIX  IpenapaTroB  JUid
MEIUIIMHCKOTO MPUMEHEHUSI, YTBEPkKACHHbIE NMpUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccutickoit ®eneparuu ot 31 aBrycra 2016 . N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
toctutinu Poccuiickoit @eneparuu 9 ssuBapst 2017 r., peructpaunonusii N 45113) (nanee -
[IpaBuna Haanexamiel anTeyHoi mpakTukn); [IpaBuia XpaHeHUs JeKapCTBEHHBIX CPE/ICTB,
YTBEPKACHHBIE IPUKa30M MUHUCTEPCTBA 3/1pPAaBOOXPAHEHUS U COLUAIBHOIO Pa3BUTHUSA
Poccuiickoit ®denepanuu ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
octuruu Poccutickori @eneparuu 4 oxtsa6ps 2010 1., peructpanuonusii N 18608) ¢
U3MEHEHHUSMHU, BHECEHHBIMU NPUKa30M MMHUCTEPCTBA 3/1PaBOOXPAHEHUS M COLMAIBHOIO
paszButusa Poccuiickoii @enepanuu ot 28 gexabps 2010 r. N 12211 (3apeructpupoBaH
MunucrepcrBoM toctuiiuu Poccuiickoit ®@enepanuu 4 ¢gespans 2011 r., peructparioHHbIH
N 19703) (nanee - [IpaBuia xpaHeHus JIEKAPCTBEHHBIX CPEJICTB)

VYnopasnenue kadectBoM (cratbs 55 61-®3; rmaBa II [lpaBun Haamexamed anTeyHOM
IIPaKTUKN)

JIEKapCTBEHHBIX MpEnapaToB?

YTBepKIEHBI JIH PYKOBOJUTENEM CYObhEKTa nyHKT 4 [IpaBun
1 0OpaIIeHus JIEKAPCTBEHHBIX CPENICTB HaJuIexalen
CTaHJIapTHbIE OllEpallMOHHBIE TPOLEAYPBI anTeYHOM MPAKTUKU
(mamee - COII)?
Nmeercs nmv B HATMYUKU JOKYMEHTALUS nyHKT S [TpaBun
CHUCTEMBI Ka4eCTBa HA OYMa)KHBIX U (MJIH) HaJIJIexKaIen
ANEKTPOHHBIX HOCUTEISX: anTevyHOM MPaKTUKU
YKypHaJI pETUCTPALIUU IIPUKA30B HOANYHKT "n"
(pacmiopspkeHui) o CyOBbEeKTY po3HUYHOW | myHKTa S [IpaBun
TOproBiu? HaJIeXKaIen
anTEeYHOU MPAKTUKU
KypHaJl €XeIHEBHOM perucTpaluu noAMmyHKT "K"
2 rapaMeTpoB TEMNEPATYPhl U BIAXKHOCTH B | myHKTa 5 [IpaBun
MIOMEILEHUAX JUIsl XpaHEHUs HaJuIexalen

anTEeYHOU NMPAKTUKHU

n_n

KypHAIT IEPHOJNIECKON pEerucTparuu HOOJAMYHKT "1
TEMIIEPATypPhl BHYTPH XOJIOAUIBHOTO nyHkra S [IpaBun
obopynoBanus? HaJUIeKalen

anTeYyHOM IIPpaKTUKH

YKYpHaJl ydeTa ONepalnii, CBSI3aHHBIX C HOANYHKT "M"
o0pallleHHueM JICKapCTBEHHBIX CPEJCTB, nyHkTa S [IpaBun
BKJIFOUEHHBIX B IIEPEUYCHBb JIEKAPCTBEHHBIX | HAAJIEXKAILEH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CPENCTB, MOICKALIUX
MPEeIMETHO-KOJIMYECTBEHHOMY yUeTy (Tipu
HaJIU4uu)?

anTe4yHoM IIPaKTUKH

JKypHAaJl y4eTa JICKapCTBEHHBIX IIpenapaToB
C OIpaHUYEHHBIM CPOKOM TF'OJIHOCTH?

noAanyHkT "p"

nyHkTa S [IpaBun
HaJIJIexKaIen

aNTeYHOM MPAKTUKHU

KypHAJI ydeTa TOCTYIUICHUS U pacxoja
BaKIMH (TIpY HAJTUYIUH)?

OOANYHKT "X"

nyHkTa S [TpaBun
HaIeXXalen

anTe4yHoM IIPaKTUKH

KYpHaJI PETUCTPALIUU PE3YIHTATOB
MIPUEMOYHOTO KOHTPOJIS?

OOAMYHKT "¢"

nyHkTa S [TpaBui
HaJUIeKaIEH

anTEeYHOU NPAKTUKHU

YKypHaJl peruCTpalvu Onepauuu,
CBSI3aHHBIX C 000POTOM HAPKOTUUYECKUX
CPEICTB, ICUXOTPOITHBIX BEIIECTB U UX
MIPEKYPCOPOB (TP HATTUINH)?

noAnyHKT "y"

nyHkTa S [IpaBun
HaJIJIexKalen

alTeYHOM MPAKTUKHU

Cucrema obecriedeHus1 KaueCTBa XpaHEHUS U TIEPEBO3KH JIEKAPCTBEHHBIX MPETapaToB (
ctathd 54 61-®3; rnasa II, myHkTeI 3 - 6 [IpaBun HaaexKame MPakKTUKA XPAHCHHMS )

HasnaveHno nu pykoBoauTeIEM anTeYHON
OpraHu3aliy JUI0, OTBETCTBEHHOE 32
BHEJpEHUE U o0ecrieueHne CUCTeMbI KauecTBa?

nyHKT S [TpaBun
HaIexaIen

IPAaKTUKHU XPAHCHUA

HNudpactpykrypa. [Tomemenus 11t XxpaHeHUs JI€KapCTBEHHBIX MpenapaToB (CTaThs S8
61-®3, rnasa IV [lpaBun Hajexanieil npakTUKUA XpaHeHus; [IpaBuia XpaHeHUs
JIEKapCTBEHHBIX cpe/cTB; 1aBa V I[paBun Haanmexkalei anTeyHoi MPaKkTHKH)

HNmeroTcst i He0OX0IMMBIE TIOMEIICHUS (HJTH)
30HBI, TPUHAICIKAIIHNE alITEYHON
OpraHH3aIlfK Ha TIPpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBaHHHU, HEOOXOIMMBIE IS
OCYIIECCTBIICHUS JICATEIHHOCTH 110 XPaHSHHUIO
JISKapCTBEHHBIX MPENapaToB?

nyHKT 11 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

Nwmeetcs nmu 0003HaU€HHAs 30HA WX
OTJIEIbHOE TIOMEIICHUE TPUEMKHU
JIEKapCTBEHHBIX MPEenapaToB?

IOYHKTHI 15, 16
[IpaBun

HaIeXXalen
MPAKTUKU XPAHEHUS

HNmeercst 11 0003HaUEHHAS 30HA UIU
OT/IEJIbHOE TIOMEILIEHUE XPAHCHUS
JIEKapCTBEHHBIX MPENapaToB, TPEOYIONTNX
CHEIUATBHBIX YCIOBH?

IYHKTHI 15, 16
[IpaBun

HaJUIeXKaIlen
MPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Nmeetcst i asist XpaHEHUS BBISIBJICHHBIX
(hanpcuUIMpPOBaHHBIX,
HE00POKaYECTBEHHBIX, KOHTPA(AKTHBIX
JIEKapCTBEHHBIX MPENapaTOB:

IYHKTHI 15, 16
IIpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

0003HaueHHas 30Ha?

OYHKTHI 15, 16

IIPOHUKHOBEHHUSI HACEKOMBIX, TPBI3yHOB WIH
JPYTUX )KUBOTHBIX ?

7 IIpaBun
HaJyIeKaIen
MPAKTUKU XPaHEHUS
OTJEIBbHOE ITOMEIICHUE? OYHKTHI 15, 16
[IpaBun
HaIexalen
MPAKTUKU XPAHEHUS
NmeeTcs nv 30Ha WM OTZIENIBHOE MOMEIIEHUE, | IYHKTHI 15, 16
obecnieunBaroas TpeOyemble YCIOBHS [IpaBun
8. XpaHEHUs JIEKaPCTBEHHBIX MTPENapaToB Jist HaJyIexalen
KapaHTUHHOT'O PAHEHUs JIEKAPCTBEHHBIX MPAKTUKU XPAHEHUS
npenaparoB?
OcaelieHb! JI TOMELEHUS U 30HBI, nyHKT 17 IlpaBun
9. HCIIOJIb3YEMBIE JUIsl XPAHEHUs JIEKapCTBEHHBIX | HaJIeKalei
npenapaTos? MIPaKTUKU XPaHEHUS
OTtneneHsl aAMMHUCTPATUBHO-OBITOBBIE nyHKT 19 [IpaBun
10. |moMelieHust OT HOMENIEHUI XPaHEHUS HaJlJIexKaIen
JIEKApCTBEHHBIX IpenapaTtoB? MIPAKTUKU XPAHEHUS
Nwmeercs nu otaenbHast 30Ha (Kadbl) 1715 yHKT 25 [IpaBui
11, |Xpanenns 00opy10BaHuUs1, MHBEHTAPS U HaJyIexalen
" | MaTepuanoB [ YOOPKHU (OYMCTKH), a TaKXKe MPAKTUKU XPAHEHUS
MOIOIIUX U J1€3UH(UIUPYIOIUX CPEACTB?
[IpoBoauTcs nmu yoopka nmomeneHuii (301) s | myHKT 25 [Tpasun
12. | xpaHeHus JEKapCTBEHHBIX MPENapaToB B HaJIexalen
cootBeTcTBUM ¢ COIloM? IIPAKTUKU XPAHEHUs
Nmeetcs nu riiagkas oTaenKa noMemeHuit ans | oyHkT 25 [IpaBun
XpaHEHUS JIEKaPCTBEHHBIX MTPENapaToB HaJuIexalen
(BHYTpEHHME [TOBEPXHOCTHU CTEH, TOTOJIKOB), MPaKTUKU XPAHEHUS;
13. | pomyckarouiasi BO3SMOXKHOCTb ITPOBEICHUS yHKT 6 [IpaBun
BJIQ)KHON YOOPKH U UCKITIOYAIOIIAst XpaHEHUs
HAaKOIUICHUE MbUIH? JIEKapCTBEHHBIX
CPEICTB
O0ecrieyena Jig 3ammra IOMEMIEHUN IS nyHKT 26 [IpaBuin
|4, |XPAHEHUS IEKAPCTBEHHBIX MPEMNapaToB OT HaJyIexalen

IIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HNudpactpykrypa. O6opynoBanne (rmaBa IV [lpaBun Hammexamied MpakTUKUA XpaHEHUS;
[IpaBuna XpaHeHHS JTEKAPCTBEHHBIX CPEJICTB)

15.

Nwmeercs mu Heobxoammoe 000py1oBaHue (B
XOPOIIEM COCTOSIHUU U YHUCTOE),
MIpUHAJIeKAIee OpraHUu3alliy Ha paBe
CO6CTB€HHOCTI/I HWJIN HAa THOM 3aKOHHOM
OCHOBaHHUH?

nyHKT 11 ITpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

16.

OcHalleHbl 11 TOMELIEHUS JUIsl XpaHEHUs
JIEKapCTBEHHBIX CPEJCTB MPUOOpaMHu ISt
pPErucTpanyy MapaMeTpoB BO3yXa:

nyHKT 7 IIpaBun
XpaHEHUs

HeKapCTBeHHBIX
CPEICTB

17.

TepMoMeTpamMu’?

nyHKT 7 [TpaBun
XpaHEHUs

JIeKapCTBEHHBIX
CPEICTB

nyHKT 37 IIpaBun
HaJyIeKaIen
MIPaKTUKU XpaHEHUS

rurpoMerpamu’?

nyHKT 7 [IpaBun
XpaHEHUst

JIeKapCTBEHHBIX
CpeAcCTB

nyHKT 37 IIpaBun
HaJUIeKaIeH
MIPAKTUKU XPaHEHUS

AJIEKTPOHHBIMU TUTPOMETPAMU?

nyHKT 7 IIpaBun
XpaHEHUs

JIEKapCTBEHHBIX
CpEICTB

nyHKT 37 [1paBuin
HaJJIexalein
MPAKTUKU XPAHEHUS

TEPMOTUTPOMETpamMu?

nyHKT 37 IIpaBun
HaJUIeKaIeH

IIPAKTUKU XPAHEHUs

18.

Pazmemiatorcs nmu u3MepuTeIbHbBIE YaCTH
MPUOOPOB JJII PETUCTPALIUU ITAPAMETPOB
BO3/IyXa Ha PACCTOSTHUU HE MeHee 3 M OT
JBEpEH, OKOH U OTOMHTENIbHBIX MPUOOPOB U Ha
Beicote 1,5 - 1,7 M ot mona?

nyHKT 7 IIpaBun
XpaHEHUs

HeKapCTBeHHBIX
CPEeICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPEenapaToB, NOUIEKALIIX
MIPEIMETHO-KOINYECTBEHHOMY yueTy?

Peructpupytorcs nu nokasanus npuOopoB s | myHKT 7 [IpaBun
pEerucTpaluy MapaMeTpoB BO3yXa €KETHEBHO | XpaHEHUS
B CIICIIMAJIBHOM KypHaJe (KapTe) PErUCTPAlUK | JICKAPCTBEHHBIX
19. |Ha OymMa)XHOM HOCHTEJIE WIIH B SJIEKTPOHHOM CpEICTB
BUJIE C apXHUBaIMel (A1 AIIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BeACTCS
OTBETCTBEHHBIM JIMIIOM?
CepTtudunmpoBansl, KaTuOpOBaHBI U nyHKT 7 IpaBun
50, |MOZBEPratoTCs i MOBEPKE KOHTPOMPYIOWHUE | XPAHEHHS
" | mpuOOpHI A PETUCTPALINU ITAPAMETPOB JIEKapCTBEHHBIX
BO3ayXa? CpEICTB
NmeeTcst i X0JI0JMIIBHOE 000pYTOBaHUE: nyHKTHI 21, 36, 37
[IpaBun
HaIexaIen
MPaKTUKU XPAHEHUS
XOJIOJIMIIbHBIE KaMEPhl WIIH CIIEHUATIBHO OyHKTRI 21, 36, 37
21, 00opyI0BaHHOE MTOMeIleHne? [IpaBun §
HaJIeKalei
MPAKTUKU XPAHEHUS
(dapmalleBTHUECKHE XONOAMIbHbIC Kadbl | myHKTHI 21, 36, 37
WJTU XOJOUIBHUK JIJISl XpaHEHUS [IpaBun
TEPMOJIAOUITBHBIX JIEKAPCTBEHHBIX CPEICTB? | HAJIeKaIIEH
MPAKTUKU XPAHEHUS
NmeroTcst i cucTeMbl KOHIUIIMOHUPOBAHUS B | IYHKTRI 21, 36, 37
TTOMEMICHUSIX XPAaHEHHUS JICKAPCTBEHHBIX [TpaBun
npenaparoB? HaIeXxalen
2 MPaKTUKU XPAHEHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpenCcTB
Nmerotcs mu cUCTEMBI BEHTHIISIIAH B nyHKTHI 21, 36, 37
TTOMENICHUSIX XPAaHEHHUS JICKaPCTBEHHBIX [TpaBun
npenaparoB? HaIexalen
23 MPaKTUKU XPAHEHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpenCcTB
NmeroTcst mu mkagpl METAUTHIECKAE FITH nyHKT 31 IIpaBun
24, |MCPEBAHHBIE JUIsl XPAHEHHS JIEKAPCTBEHHBIX HaJJIeKalei

IIPAKTUKH XpaHCHUA
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25.

Nwmeetcs nu uioMOup 1715 ONIeYaThIBAHUS B
KOHIIe pabouero JHs MKa(hoB METATUTHUECKAX
WM IEPEBSIHHBIX (MM MMOMEIIEHUM) 1S
XpaHEeHHUs JIEKAPCTBEHHBIX MPENapaToB,
MOJyIeXKAIUX MPEIMETHO-KOINYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

HNmeroTcs mu B MOMEIICHUSIX JJIsI XpaHCHUA
JICKApCTBCHHBIX MPCIIAPATOB:

nyHKT 29 [IpaBun
HaJJIexalei

IIPaKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HaIeXaIen
MPAKTUKU XPAHEHNUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB

26.

cremiaxu’?

nyHKT 29 [IpaBui
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 31 [IpaBun
HaJUIeXXaIen
MPaKTUKU XPAHEHUS;
nyHKT S [TpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CpElCTB

mKagbI?

nyHKT 29 [IpaBun
HaIexalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJUIeKAIEeH
MIPaKTUKU XPaHEHMUS;
nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

HOIJ0HKI?

nyHKT 29 [IpaBun
HaJJIexalei

IIPaKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HaIexXaIen
MPAaKTUKU XPAHEHNUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB
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MOJATOBAPHUKHU?

nyHKT 29 [IpaBun
HaIeXXalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHUS,
nyHKT S [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

27.

Nmerotes 11 3anacHbIE IOBEPEHHBIE CPEICTBA
HM3MEPEHUS B CIIy4ae pEMOHTA, TEXHUIECKOTO
00CITy’)KUBaHUsI, TOBEPKU 000PYAOBaHUS U
CPEICTB U3MEpEeHUs?

nyHKTHI 39, 40
IIpaBun

HaJIJIeXkKaIen
MPAKTUKU XPAaHEHNS,
nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

[Ipoueccsl

ACATCIIbHOCTH Cy'6’beKTa

PO3HUYHOM
accopTuMeHTa. JleficTBrs CyObeKTa OOpalleHus JIEKapCTBEHHBIX MPEMapaToB MO XPaHEHHUIO.
JIOKyMEHTBI TIO XpaHEHHIO JIKApCTBEHHBIX MpernapaToB. OleHKa eITeIbHOCTH (CTaThs 58,
nyHKT 3 crate 9 61-D3; rmaa V, VI IlpaBwn Haamexanieit nmpakTuku xpanenus; [IpaBuia
XpaHeHus JiekapcTBeHHbIX cpenctB; raBa VI w VII IlpaBun Hagnexamieid antedyHou
MIPAKTHUKH )

TOProBJIN

TOBapaMu

alITCYHOI O

COOTBETCTBYIOT JIU CBEJICHUS PE3yIbTaTOB
MPUEMOYHOTO KOHTPOJISI CBEJICHUSIM B
TOBapPOCOIPOBOIUTEILHON JOKYMEHTALINH:

nyHKT 46 [IpaBun
HaIeXXalen

IIPaKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

28.

10 ACCOPTUMEHTY M KOJIMYECTBY?

nyHKT 46 [IpaBun
HaIexalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

0 KayecTBYy?

nyHKT 46 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
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CPEICTB
10 COOJTIOJICHHUIO CIICIIMAIBHBIX YCIOBUI nyHKT 46 [1paBun
XpaHeHUs (MPU HAJTUYUH TAKOTO HaJIexalen
TpeOOBaHUSI B HOPMATHUBHOM JJOKYMEHTAIUH | TPAKTUKU XPaHEHHUS;
Ha JIEKapCTBEHHBIN Ipemnapar)? nyHKT 40 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpENCTB
M0 HAJIMYHUIO OBPEXKIAECHUNA TPAaHCHOPTHOW | myHKT 46 [IpaBuin
Tapb1? HaIeXXalen
MPAKTUKU XPAHEHUS;
nyHKT 40 IIpaBun
XpaHEeHUs
JI€KapCTBEHHBIX
CPENCTB
Co3nana nu nprueMHasi KOMUACCHUS IS nyHKT 49 [IpaBun
79 |MPOBENICHUS MPUEMOTHOTO KOHTPOIIA, HaJyIexXalen
" | yIBepKIeHHas MPUKAa30M PyKOBOIAUTEIS anTEeYHOU NMPAKTHKU
CyObeKTa pO3HUYHOU TOPTroBIIN? XpaHEeHUs
OdopMASIOTCS I € TPOCTABJICHHEM ITaMiia o | myHKT 46 [IpaBun
IIPUEMKE, ITOATIHUCHIO HaJyIexalen
MaTepHUaJIbHO-OTBETCTBEHHOT O JINLIA, anTEeYHOU MPAKTUKU
3aBEpEHHOM MeyaTbio (MpU HATMYMK) CyOBEeKTa
PO3HUYHOM TOPIOBIIN:
cueta-aktypbi? IYHKT 46 [IpaBun
HaJyIeKaIen
30. anTe4YHON IPAKTHKH
TOBapHO-TPAHCIOPTHBIEC HAKJIaIHbIE? yHKT 46 IIpaBun
HaIexalen
anTEeYHOU NMPAKTHKU
peecTp TOKYMEHTOB IO KaueCTBY? nyHKT 46 [IpaBun
HaIeXXalen
anTEeYHOU MPAKTUKU
IIpoxoaaT 11 TOBapHI ANTEYHOTO nyHKT 50 [TpaBun
31. |accopTMMeHTa A0 0Ja4u B TOPrOBYIO 30HY HaJIexalen
MIPEANPOJAKHYIO IOATOTOBKY ? anTEeYHOM MPAKTUKU
WNnenTuduuupyroTcs I XpaHsSrecs nyHKT 29 [IpaBuin
JIEKapCTBEHHBIE CPECTBA B COOTBETCTBUU C HaJuIexalen
3p | TMPHMEHSIEMOH CcyOBEKTOM OOpaIeHUs! MIPAaKTUKU XPAHEHNUS;
JIEKapCTBEHHBIX MpenapaToB cucteMoil yuera? |noyHKT 49 [IpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA
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"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MpernapaToB ¢ yueToM TpeOOBaHUI:

Ocy1iecTBisieTcs J1 XpaHEeHHe JIeKapCTBEHHBIX

nyHKT 47 [IpaBun
HaIeXXalen

IIPAKTUKU XpaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

HOPMAaTUBHOM JTOKYMEHTAIINH,

JIEKapCTBEHHBIN mpenapat?

COCTaBJISIONICH PErHCTPAIIMOHHOE JOChE Ha

nyHKT 47 [IpaBun
HaIexalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

33.
MHCTPYKIIUHU 110 METUIIHTHCKOMY
MIPUMEHEHHUI0?

nyHKT 47 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

nH(pOpMaIH, CoAepKaIIencs Ha

JIEKapCTBEHHOI'0 Ipernapara u
TPaHCIOPTHOM Tape?

MEPBUYHOMN U (MJIM) BTOPUYHON yIIaKOBKE

nyHKT 47 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

(wn) TpeOGOBaHMSIMU, YKa3aHHBIMU Ha

Y4ETOM:

Pasmemarorcs 1y JIEeKapCTBEHHBIE IIPENapaThl B
MOMEUICHUAX U (MITM) 30HaX JIJIsl XpaHEHHS
JIEKAPCTBEHHBIX IIPENAPAaTOB B COOTBETCTBUH C
TpeOOBaHUSAMU HOPMATUBHON JOKYMEHTALUHU U

YIIAaKOBKEC JICKAPCTBCHHOT'O IIpCIiapaTta, C

nyHKT 49 [IpaBun
HaJUIeKaIen

MPAaKTUKHU XPAHCHUS;
nyHKT 8 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

34, (DUBUKO-XMMHYECKUX CBOMCTB
JIEKApCTBEHHBIX MPENapaToB?

nyHKT 49 [IpaBun
HaJIJIeKalen

MPAKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHeHUS
JIeKapCTBEHHBIX
CpeICTB

(bapMaKoIOrn4ecKux rpymnmn?

nyHKT 49 [IpaBun
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[aTta coxpaHeHus: 22.07.2022

Haaexalen
MPaKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpEICTB

croco6a BBeIeHUs JIeKapCTBEHHBIX
npenapaTroB?

nyHKT 49 [IpaBun
HaIeXXalen

IIPAKTUKU XpaHEHUS;
nyHKT 8 [TpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

35.

XpaHATCS U CBETOUYBCTBUTEIIHHBIC
JIEKapCTBEHHBIC TTPENapaThl B 3AIIUIIIEHHOM OT
cBeTa MecTe?

nyHKT 52 [IpaBun
HaIexalen

IIPAKTUKU XPaHEHMUS;
IYHKTHI 24 - 26
IIpaBui xpaHeHust
JIEKapCTBEHHBIX
CPEXCTB

36.

XpaHHTCSI JIN BHaFO‘IYBCTBI/ITCJIBHBIG
JIEKapCTBEHHBIC CPEACTBA B 3AIIUIIICHHOM OT
BJIaTA MecTe?

OYHKTHI 21, 47
[IpaBun

HaIexalen
MPAaKTUKU XPAHCHUS;
IOYHKTHI 27 - 29
IIpaBui xpaneHust
JIEKapCTBEHHBIX
CpPEICTB

37.

Ha3znaueHno nu npukazoM pyKOBOJMTEINS
cyOBbeKTa pO3HMYHON TOPTOBIIM OTBETCTBEHHOE
JU1I0 3a paboTy ¢ panbcupuImpoOBaHHBIMH,
J0O0pOKAYECTBEHHBIMU, KOHTPAa(haKTHEIMU
TOBapaMH alTE€YHOTO aCCOPTUMEHTA?

OyHKT 66 [IpaBun
HaJJIeKaIei

arTeYHOM MPAKTUKHU

38.

W305mmpoBaHbl J11 CELUAIBHO
IIPOMAapKUPOBAHHBIE JIEKAPCTBEHHbIE
IpenapaTsl, IpeJHa3HAYEHHbIE [T
YHUUTOKEHUS?

OyHKT 55 IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

N3omupoBaHsl u:

nyHKT 30 IIpaBun
HaJyIeKaIlen

MIPAKTUKU XPAHEHUS

39.

JIEKapCTBEHHBIE MPENapaThl, B OTHOLUIEHUH
KOTOPBIX IPUHATO PEIICHUE O
MIPUOCTAHOBIICHUH TPUMEHEHHUS !

nyHKT 30 [TpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HeKapCTBeHHBIe HpenapaTbl, B OTHOIILICHUN
KOTOpI)IX HpI/IHﬂTO pemeHI/Ie 06 N3BbATUN U3
oOparnieHus?

nyHKT 30 [TpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

¢banbcupuIMpoBaHHbIE,
HEeT0OPOKAaYeCTBEHHBIC M KOHTPa(aKTHBIC
JIeKapCTBEHHBIE Tperaparhl?

nyHKT 30 [TpaBun
HaIeXaIen

IIPAaKTUKH XpaHCHUA

HNmerotcst 11 JOKYMEHTBI, OITUCHIBAIOIIUE
NEHCTBUS, BBITTOTHIEMBIC CYOBEKTOM
oOparlieHus JIeKapCTBEHHBIX MPENnaparos,
HaIpaBJICHHBIC HA COOTIOICHUE TPEOOBaHUIH,
yCTaHOBJICHHBIX [IpaBunamMuy Haaexalen
MPAKTUKU XPAHECHUS:

IYHKTBI 41 - 43
[IpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

UHCTpyKUUN?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

CTaHAAPTHBIC ONICPAIMOHHBIC ITPOLUCAYPBL

IYHKTBI 41 - 43

JIEKapCTBEHHbIX IIPENapaToB, C y4eTOM
YCIIOBUH COOJIIOJICHUS 3aIMUThI OT (JaKTOPOB

40. (COIIn)? [TpaBun
HaJUIeXKaIen
MIPAKTUKU XPaHEHUS
OTYETHI (CBOJIHBIC KYypHAIIbI)? OYHKTHI 41 - 43
[IpaBun
HaJIeXalen
MIPAKTUKU XPaHEHUS
JIOTOBOPBI? OYHKTHI 41 - 43
[IpaBun
HaIexaIen
IIPAKTUKU XPaHEHUS
Benercs nmu yder nekapCTBEHHBIX CPEICTB C nyHKT 11 TIpaBun
4] | OTPAHHYCHHBIM CPOKOM TOJHOCTH Ha XpaHEeHus
" | OyMa)kHOM HOCHUTEIIE WU B 3JIEKTPOHHOM BHUJIE | IEKAPCTBEHHBIX
C apXuBalueun? CpPENCTB
VY CcTaHOBIIEH JIM PYKOBOAMUTEIEM Opranu3auuu | myHKT 11 ITpaBun
4 |TOPS/IOK BE/ICHUS yeTa IEKAPCTBEHHBIX XpaHEeHus
" | cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nwmeetcs mu pa3paboTaHHBINA U YTBEPXKACHHBIN | myHKT 24 [TpaBun
KOMIUIEKC Mep, HalpaBJIeHHbIN Ha HaJuIexalen
43. | MUHUMU3ALHUIO PUCKAa KOHTAMUHALIUU MIPAKTUKU XpaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BHEIIHEH cpebl ¢ 0(hopMIICHUEM:

MPUKa30B?

nyHKT 24 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

COlIlos?

nyHKT 24 [IpaBuin
HaJUIeKaIEH

IIPAKTUKU XPAHEHUs

UHCTPYKLNN?

nyHKT 24 [IpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUs

Perucrpupytrorcs m pe3ynbTrarsl nyHKT 21 [IpaBun
TEMIIEPATyPHOI0 KapTUPOBAHUS U BIAXKHOCTH B | HaIJIEKaIei
CHeIHaIbHOM XypHaje (KapTe) perucTpalud | MPaKTUKHU XPaHEHUS;
Ha OyMa)XHOM HocuTene U (Win) B nyHKT 23 [IpaBun
44, |P7EKTPOHHOM BHUJIE €XKETHEBHO, B TOM THCIIE B HaJIexalen
" | BBIXOJHBIE U NPA3JHUYHbIE THU? MPAKTUKU XPAHEHUS;
nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPENCTB
XpaHsTcs U )KypHabl (KapTel) peructpanuud | oyHKT 21 [TpaBun
TEMIIEpaTypPHOI'0 KapTUPOBAHUS B TEUEHUE HaJyIexalen
IBYX J1eT? MPaKTUKU XPAHEHUS;
nyHKT 23 IIpaBun
45, HaJyIeKaIen
MPAKTUKU XPAHEHUS,
nyHKT 7 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpEICTB
CoO:roaeTcst a1 3arpeT Ha COBMECTHOE nyHKT 34 [IpaBuin
XpaHEHUE B OJHOM TEXHMUYECKU YKPEIJIEHHOM | HaJJIe)Kalei
MTOMEILEHUY JIEKAPCTBEHHBIX MPENapaTos, MIPaKTUKU XPaHEHUS
46, | TPEAYCMOTPEHHBIX IYHKTOM 32 IIpaBun
HaJIeKallleld MPAKTUKU XPAaHEHHUs, U
JIEKApCTBEHHBIX MPEMAPATOB, COJIEPIKAIINX
CWJIBHOAECHUCTBYIOLIUE UIIU SIIOBUTHIE
BelecTa’
CoO:roaeTcst 1 3arpeT Ha XpaHeHHe nyHKT 51 IIpaBun
OTHEOIACHBIX U B3PBIBOOMACHBIX HaJuIexalen
47. |JIEKapCTBEHHBIX IPENAPATOB BAAJIM OT: MIPaKTUKU XPaHEHUS

orag?

nyHKT 51 IIpaBun
HaJyIeKaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

OTOIUTEIBHBIX TPUOOPOB? nyHKT 51 [IpaBun
HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

BO3JEHCTBUS NPSAMBIX COJIHEYHbIX ayuer? | myHKT S1 [IpaBun
HaJUIeKaIEH
IIPAKTUKU XPAHEHUs

CoO:roaeTcst I 3arpeT Ha XpaHEeHHE B nyHKT 20 IIpaBun
MTOMEILEHUAX XPAHEHHUS JIEKaPCTBEHHBIX HaJuIexaIen
[IpernapaToB: MIPaKTUKU XPaHEHUS
MUIIEBBIX MPOTYKTOB? nyHKT 20 [TpaBun
HaJyIeKaIen

MPAKTUKU XpaHEHUS

Ta0auHbIX U3JIEIHI? yHKT 20 [IpaBui
48. HaIexalen
MPAKTUKU XpaHEHUs

HAITUTKOB (32 UCKITIOUYEHUEM MTUThEBOU nyHKT 20 [TpaBun
BOJIbI)? HaIeXXalen

MPaKTUKH XPAHCHUA

JIEKApCTBEHHBIX MPENAPaATOB, nyHKT 20 [IpaBun
IIpEeIHA3HAYEHHBIX JUIS INYHOTO HaJIexalen
MCTIOJIb30BaHUS paOOTHUKAMU? MPAKTUKU XPAHEHUS

(mojpxHOCTE M OO IOJDKHOCTHOTO JIMIA, SBAalOJIHMBIIETO
IPOBEPOYHEI JIMCT, NONNMCH, HaTa)

(mommxHOCTE M OMO HOJDKHOCTHOTO JIMla OPMIOMYECKOT'O JMla, HNPUCYTCTBOBAaBIIEIO
IpyY 3aloJIHEHUM IIPOBEPOYHOTO JIMCTa, I[IOINMUCH, IaTa)

[Tpunoxenue N 4

K npukaszy denepanbHoii Ciryx0bl
0 Ha/130py B cepe 31paBoOXpaHEHUS

[IPOBEPOUHEI JIUCT
(CNIMCOK KOHTPOJIbHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOol
10 HaI30py B chepe 3OpaBOOXPaHEHUS U ee TEepPUTOPMAJIEHEMU OpTaHaMu
IpM NPOBEIEeHMM IIJIAHOBHX [IPOBEPOK MNPM OCYMECTBJIEHUM bemepajibHOTO
TOCYyHOapCTBEHHOTO Hamzopa B chepe obOpameHMUs JIEKAPCTBEHHHX CPEINCTB

o1 09.11.2017 N 9438

dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(XpaHeHme JIEKapCTBEHHBIX IIpellapaToB HOJIA MEeIMUMHCKOI'O IIPMMEHEHMA
B allTE€4YHOM HyHKTe)

(HaMMeHOBaHMe OpraHa, OCYyHWeCTBJIANIEI'O IIJIAHOBYIO HpOBepKy)

1. Bun TOCYyIapCTBEHHOTO KOHTPOJISA (Hanm3opa)

2. [lpenmeT [IJIaHOBOM IPOBEPKM OPUAONYECKUX JINML, U MHIVMBUOYAJbHBEIX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofbsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOIOEHME
KOTOPHIX ABJSETCsS HauboJjiee 3HAUMMEM C TOUYKM BPEeHMS HEeNOINIyUeHMs BO3HMKHOBEHUS
YIPO3El INPUYMHEHMS Bpela XM3HM, S3I0POBLI I'PaxIaH, M3JIOKEHHEMM B bopme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIbHEIX BOINPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIMUUWN)
VHOVUBUOYAJILHOTO IPEenNPUHYIMATEIIS

4. MecTo HnpoBemeHMS IJIAHOBOM MNPOBEPKM C BallOJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PexBUBUTEH IIpMrMKasa O IIPpOBeOeHUN 1JIAHOBOM IIPOBEPKM: OT

N .

6. VYUYeTHHM HOMEp MNPOBEPKM M IaTa NIPMCBOEHUS YUEeTHOT'O HOMepa IPOBEPKU B
EnovHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (J1m11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. ;
8. IlepeyeHb BOIPOCOB, OTpaxamolMxX CcoIepXaHyue o00sa3aTesIbHEX TpeBOoBaHMIA,
OTBET Ha KOTOPHE OOHO3HAUHO CBMAOETEJILCTBYET O COOJIOOSHMUM WM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIVMBMIYAJIbHEIM NPEeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKU:

N Bomnpocsl, oTpaxaroiue coiepkanue PexBusutenl BriBox o
/1 00s13aTeTbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOOBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-@3 "OO obpaimieHu# JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (mamee - 61-®3); [lpaBuina Haayexamieil MpaKTHUKA XpaHEHUS W
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB Ui MEAULUHCKOIO INPUMEHEHUs, YTBEPXKICHHbIC
npuka3zoM MuHuctepcTBa 3apaBooxpaneHust Poccuiickoii @enepanuu ot 31 aBrycra 2016 r.
N 646n (3apeructpupoBad MunucrepctBoM roctuiun Poccuiickoit @enepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - IlpaBuna Haanexaiei NpakTUKU XpaHEHUS);
[IpaBuyia Haexalled anTeyHol MPaKTUKM  JIEKApCTBEHHBIX  IpenaparoB  JUis
MEIUIMHCKOTO MPUMEHEHHUsI, YTBEPKACHHbIE NMpUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccutickoit ®eneparuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
toctuinu Poccuiickoit @eneparuu 9 ssuBapst 2017 r., peructpaunonusii N 45113) (nanee -
[IpaBuna Haanexamiel anTeyHol mpakTukn); [IpaBuia XpaHeHUs JeKapCTBEHHBIX CPE/ICTB,
YTBEPKACHHBIE IPUKa30M MUHUCTEPCTBA 3/pPAaBOOXPAHEHUS U COLUAIBHOIO Ppa3BUTHUSA
Poccuiickoit ®denepanuu ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

toctuiimu Poccuiickoit ®@enepaunu 4 oxts6ps 2010 r., perucrpaumonssiii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMU NPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
paszButusa Poccuiickoit @enepanuu ot 28 gexadbps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM roctuniuu Poccuiickoit @enepanun 4 despans 2011 r., peructpaliiOHHBIHN
N 19703) (nanee - [IpaBuna xpaHeHuUs JEKapCTBEHHBIX CPEJICTB)

MIPAKTHUKH )

VYupaBnenue kadectBoM (ctathsa 55 61-®3; rmaBa Il IlpaBun Hammexamiedl anTedHon

CpCACTB, IOAJICKAIINUX

HaJIU4un)?

KypHaJ ydeTra oneparuii, CBI3aHHBIX C
oOpalleHneM JIEKapCTBEHHBIX CPECTB,
BKJIFOUEHHBIX B IIEPEUYEHb JIEKAPCTBEHHBIX

MPEeIMETHO-KOJIMUYECTBEHHOMY yueTy (Tpu

Y TBepKaeHBI I PYKOBOJUTENEM CyObEKTa nyHKT 4 [TpaBun
1 oOpalleHus JIEKapCTBEHHBIX CPENICTB Ha/Jexarien
CTaHJapTHBIC ONEPAL[IOHHBIE MPOLIEAYPbI anTEeYHOMN MPaKTHUKU
(mamee - COIT)?
Nmeetcs 1 JOKyMEHTAIMsI CUCTEMBI KauecTBa | IyHKT S [IpaBui
Ha OyMaXXHBIX U (MJIH) 3JIEKTPOHHBIX HaJIexalen
HOCHUTENIAX: anTEeYHOH MPaKTHUKU
YKypHaJl perucTpanuy IpUKa3oB HOANYHKT "n"
(pacmiopsbkeHMiA) 0 CyOBEKTY pO3HUYHOM | myHKTa S [IpaBui
TOproBin? HaJuIexalen
aNTEeYHOU NMPAKTUKHU
KypHaJl €KEeTHEBHOM PEruCTpaliu HOJAIMYHKT "K"
[apaMeTpoB TEMIIEpPaTypbl U BIaXXHOCTU B | myHKTa S [IpaBun
MOMEIIECHUAX Il XPaHEHUS Ha/Jexarien
JIEKapCTBEHHBIX IpenapaToB? anTEeYHOMN MPaKTHUKU
KypHaJI NEPUOJINYECKON PErUCTpalliu OOAnyHKT "i"
TeMIepaTypbl BHYTPU XOJIOAUIBHOTO nyHkra S5 [TpaBun
obopymoBaHus? HaJIexaIen
anTeYHOU NPAKTUKU
2.

OOANYHKT "M"

nyHkra S [IpaBun
HaJyIeKaIen

aNTEeYHOU NMPAKTUKHU

KYpHAaJI yueTa JIKapCTBEHHBIX MpenapaToB
C OIpaHUYCHHBIM CPOKOM T'OJIHOCTH?

n.n

HOANYHKT "p" MyHKT
S [paBun

HaIexalen
anTeYHOU NPAKTUKU

BaKIUH (TIpY HATUYUU)?

KypHaJI y4€Ta OCTYINICHUA U pacxoda

nen

HOANYHKT "X" MyHKT
S IpaBun
HaJIeXalen
anNTEeYHOU NMPAKTUKHU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

XKypHaJ pETUCTPALIH PE3YIbTATOB
MIPUEMOYHOT0 KOHTPOJISA?

noAmyHKT """

nyHkTa S [TpaBui
HaIexXaIen

anTeYyHOMN IIPpaKTUKH

KYpHaJI pETUCTPALIUU OTIepaIuii,
CBSI3aHHBIX C 00OPOTOM HAPKOTHUYECKUX
CPEeACTB, IICUXOTPOMHBIX BEIIECTB U UX
IPEKypCcopoB (IIpHU HATUYHUHN)?

OOMNYHKT "y"

nyHkTa S [IpaBun
HaJJIeXKaIen

anTe4yHoM MIPaKTUKH

Cuctema oOecrieyeHMsl KadecTBa XpPaHEHUS M TEPEBO3KM JIEKApCTBEHHBIX IpenapaToB (
crarbs 54 61-03; rnapa I, nyHkTel 3 - 6 [IpaBuin Haanexamel NpakTUKKA XpaHEHHU )

Ha3znaueHo i1 pyKoBOIUTENIEM alITeUHON
3. OpraHM3ally JUL0, OTBETCTBEHHOE 3a
BHEJPEHUE U 00ECIIeUeHNE CUCTEMBI KauecTBa?

nyHKT S [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUs

Wndpactpykrypa. Ilomemenuss Ui XpaHEHUs JIEKapCTBEHHBIX NpemnapaToB (craTbs 58
maga [V IlpaBun Hajmnexamed IIPakTUKU XpaHEHUS;
JIEKapCTBEHHBIX cpeacTB; 1aBa V IpaBui Haanexalel anTeyHol MpaKTHKN)

61-03,

[IpaBusia XpaHeHUs

NwmeroTcst 11 HeoOX0AUMbIe TOMEIIEHUS (MITH)
30HBI, IPUHAJIEKAIINE alITEYHON
OpraHM3alliy Ha IpaBe COOCTBEHHOCTH WJIM Ha

nyHKT 11 IIpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

4. MHOM 3aKOHHOM OCHOBaHUU, HEOOXOAUMBIE IS
OCYIIECTBIICHUS IEATEIHHOCTH 0 XPAHEHUIO
JIEKapCTBEHHBIX MpenapaToB?
Nwmeetcs nmu 0003HaUCHHAS 30HA WITH OYHKTHI 15, 16
5 OTJIeJIbHOE TIOMEILIEHUE TPUEMKH [TpaBun
' JIEKapCTBEHHBIX MpenapaToB? HaJjIexalen

MIPAKTUKU XPAHEHUS

Hmeercs mu o003HaueHHAs 30HA HIH

6 OTJIETTbHOE TIOMEIIIEHUE XPAHCHUS

' JIEKapCTBEHHBIX MIPEMapaToB, TPEOYIOMNX
CIICIMAIbHBIX YCIOBUMA?

IYHKTHI 15, 16
[IpaBun

HaIeXaIen
MPAKTUKU XPaHEHUS

Nmeetcs i 1)1 XpaHEHUS BBISIBJICHHBIX
(hanpcuUIMpPOBaHHBIX,
HEeI00POKAYECTBEHHBIX, KOHTPa(paKTHBIX
JIEKapCTBEHHBIX MPENapaToB:

IYHKTHI 135, 16
[IpaBun

HaJJIeXKaIen
MPAKTUKHU XPAHEHUS

0003HayeHHas 30Ha?

OYHKTHI 15, 16
[IpaBun

HaIexaIen
IIPAKTUKU XpPAHEHU

OTAEIbHOE ToMeIeHue?

IYHKTHI 15, 16
[IpaBun
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

HMmMeetcs 11 30Ha UM OTAEIIBHOE IMOMCIICHUC,

OYHKTHI 15, 16

o0ecrieunBaroIasi Tpedyemble yCIOBHS [IpaBun

8. XPAaHEHMS JIEKAPCTBEHHBIX IIPENapaToB I HaJyIeKalen
KapaHTUHHOI'O XpaHEHUS JIEKAPCTBEHHBIX MIPaKTUKU XPaHEHUS
npenapaTroB?
OcgelieHbl! JId TOMEIEHHUS U 30HbI, nyHKT 17 [IpaBuin

9. HCIIOJIb3YEMBIE 111 XPAHEHUS JICKAPCTBEHHBIX | HAJUIe)Kalen
rpenaparos? MPAKTUKU XPAHEHUS
OTtneneHsl 1M aIMUHUCTPATUBHO-OBITOBBIS nyHKT 19 [IpaBun

10. |momenieHus OT MOMENICHUN XpaHEHUS HaIeXxaen
JIEKapCTBEHHBIX IIPENapaToB? MPAKTUKU XPAHEHUS
Nmeetcs nu otaenbHas 30Ha (mkadbl) 1i1s nyHKT 25 [IpaBun

1. |Xpanenus 000py10BaHUsl, UHBEHTAps U HaJIexalen

" |marepuainoB st yOOPKHU (OUMCTKH), a TAKXKe IIPAKTUKU XPAHEHUs

MOIOIIHX U JIC3UHPHUIIUPYIOMIUX CPEICTB?
[TpoBoauTcs mu yoopka momemneHui (30H) s | myHKT 25 [TpaBun

12. | XpaHeHMs JIEKapCTBEHHBIX IIPENapaToB B HaJyIeKalen
cootBeTcTBUM ¢ COIlom? MIPAKTUKU XPAHEHUS
Nmeetcs nu riagkas oTaenKa mnoMeneHuit aist | oyHkT 25 [paBun
XpaHEeHUs JIEKapCTBEHHBIX PErapaToB HaJuIexalen
(BHYTpEHHHE MMOBEPXHOCTHU CTEH, MOTOJIKOB), MPAKTUKU XPAHEHNUS;

13. | momyckaroiasi BO3MOKHOCTb ITPOBEICHUS nyHKT 6 [IpaBun
BJIKHOW YOOPKHU M UCKITIOYAIOLIast XpaHeHus
HAKOIUIEHHUE NbLIN? JIEKapCTBEHHBIX

CPEICTB

ObecneueHa M 3alUTa TOMEIICHUH JUIs IyHKT 26 IIpaBun

|4, | XPAHEHHS JIEKAPCTBEHHBIX MPENAPATOB OT HaJyIexalen

MMPOHUKHOBEHUS HACEKOMBIX, TPHI3yHOB HJIH
JPYTUX )KUBOTHBIX ?

MIPAKTUKU XPAHEHUS

Wndpactpykrypa. O6opynosanue (raasa IV [lpaBun Haanexaiiedl NMpakTUKU XpaHEHMUS,

[IpaBusia XpaHeHUs JIEKAPCTBEHHBIX CPEICTB)

Nwmeercs mu Heobxoammoe 000pyoBaHue (B
XOPOIIIEM COCTOSTHUU U YUCTOE),

nyHKT 11 TIpaBun
HaIexalen

15. | mpuHaanexamiee opraHU3aluy Ha TPaBe MPaKTHUKH XpaHECHHSI
COOCTBEHHOCTH MJIM Ha NTHOM 3aKOHHOM
OCHOBaHUU?
OcHarieHsl JI1 MOMELEHUS 111 XpPaHEHUS nyHKT 7 [IpaBun

16. | nexapCTBEHHBIX CPEACTB NPUOOPAMU TS XpaHeHus
perucTpanyy napaMeTpoB BO3IyXa: JI€KapCTBEHHBIX
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CpencTB

TepMoMeTpamu?

nyHKT 7 [IpaBun
XpaHEHUst

JIEKapCTBEHHBIX
CpENCTB

nyHKT 37 [IpaBun
HaIexaIen
MPAKTUKU XpAHEHUS

rurpomeTpamu’?

nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

nyHKT 37 [IpaBun
HaJyIeKaIen
MIPAKTUKU XpaHEHUS

AJIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [TpaBun
XpaHEHUs

JIeKapCTBEHHBIX
CPEICTB

nyHKT 37 IIpaBun
HaJyIeKaIen
MIPaKTUKU XPaHEHUS

TEPMOTUTPOMETPaMU?

nyHKT 37 [IpaBun
HaJJIeKaIei

MPAKTUKU XpaHEHUS

Pa3memniarorcst i ©3MEpUTENIbHBIE YaCTH nyHKT 7 [TpaBun
IpUOOPOB AJIsl PErUCTPALUK TAPAMETPOB XpaHEeHUs
17. |BO3ayxa Ha pacCTOSIHUM HE MEHee 3 M OT JIeKapCTBEHHBIX
JiBepeil, OKOH U OTOMUTENbHBIX IPUOOPOB U HA | CPENICTB
BeicoTe 1,5 - 1,7 M ot moma?
Perucrpupyrorcs nu nokazanus npuOopos uis | myHKT 7 [IpaBui
perucTpanyy napameTpoB BO3/1yXa €KEIHEBHO | XpaHEHUS
B CIIELIUAJIBHOM KypHaJie (KapTe) perucTpalyu | JIEKapCTBEHHBIX
18. |Ha OymMa)>kHOM HOCHUTEJIE WIH B 3JIEKTPOHHOM CpEICTB
BUJIE C apXHUBaLUel (AJIs1 2JIEKTPOHHBIX
TMTPOMETPOB), KOTOPBIN BEIETCS
OTBETCTBEHHBIM JIULIOM?
CeprudunupoBansl, KaauOpOBaHbI U nyHKT 7 [TpaBun
19, |MO/BEPTraroTCs JM MOBEPKE KOHTPOIUPYIOWHE | XPAHCHHS
" | mpuOOpBI IS peruCTpalii NapaMeTPOB JIEKapCTBEHHBIX
BO3/IyXa? CpelCTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Nwmeetcst 1 X010AMIbHOE 000y I0BaHKE:

nyHKThI 21, 36, 37
IIpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

XOJOOUIIBbHBIC KaMEPhI UJIH CIICHAJIbHO

OyHKTHI 21, 36, 37

20. 000py1I0BaHHOE TIOMEIIICHHE? [IpaBun §
HaJIexalen
MPAKTUKU XPAHEHUS
(bapmalieBTHUECKHE XONOAMIbHbIEe Kadbl | mMyHKTHI 21, 36, 37
WJIU XOJOIUIBHUK JIJISl XpaHEHUS [IpaBun
TEPMOJIAOUITBHBIX JIEKAPCTBEHHBIX CPEICTB? | HAIeKAIEH
MPAKTUKU XPAHEHUS
NmeroTcst 1 cucTeMbl KOHAUIIMOHUPOBAHUS B | IYHKTRI 21, 36, 37
MTOMEILEHUAX XPAHEHHUS JI€KapCTBEHHbIX [IpaBun
npenaparoB? HaJIJIeXKaIen
71 MPAKTUKU XPAHEHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB
HNmerorcs 1 cucteMbl BEHTUIISILUM B nyHKThI 21, 36, 37
MTOMEILEHUAX XPAHEHHUS JI€KapCTBEHHbIX [IpaBun
npenaparoB? HaJIJIexKaIen
2 MPAaKTUKU XPAHEHNUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB
NmeroTcst au mkagpl METANTNIECKUE HITH nyHKT 31 IIpaBun
73, |/ePEBAHHBIC /ISl XPAHEHHS JIEKAPCTBEHHBIX HaJuIexalen
MpernapaToB, MOAIEKALUX MPAKTUKU XPAHEHUS
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy?
Nmeetcs mu mimomMOup 171 onedaThIBaHUS B nyHKT 31 [IpaBun
KOHIIE pabouero AHs mKadoB METAIMYECKUX | HaJJIexKalei
24, |V IEPEBIHHBIX (vnu IOMeleHuit) s MPAKTUKU XPAHEHUS
XpaHEHMs JIEKapCTBEHHBIX MPENapaToB,
MOJJIEKAIUX [TPEAMETHO-KOJINYECTBEHHOMY
yuery?
Nmerores nu U1t XpaHEHUs JIEKapCTBEHHBIX nyHKT 29 [IpaBuin
IpenaparosB: HaJyIeKaIen
25. MIPAKTUKU XPAaHEHNUS;

nyHKT 31 [IpaBuin
HaJUIeXXaIen
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MIPAaKTUKU XPaHEHUS;
nyHKT 5 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

cremiaxu?

nyHKT 29 [IpaBun
HaIexaIen

MPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJUIeKaIeH
MIPaKTUKU XPaHEHMUS;
nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

mkadwi?

nyHKT 29 [IpaBui
HaJJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHNUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

HOI0HBI?

nyHKT 29 IIpaBun
HaJyIeKaIlen

MPaKTUKU XPAaHEHUS,
nyHKT 31 [IpaBun
HaIeXXaIen
MPaKTUKU XPAHEHUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPENCTB

MIOJITOBAPHUKH?

nyHKT 29 [IpaBun
HaIexalen

MPaKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJUIeKaIeH
MIPaKTUKU XPAaHEHMUS;
nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 58 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100018&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100069&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100073&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100018&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100069&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100073&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100018&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100069&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100073&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100018&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100069&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100073&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100018&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

26.

Nwmerotes nu 3anacHble IOBEPEHHBIE CPEICTBA
M3MEpEHUS B Cllydyae PeMOHTa, TEXHUYECKOTO
oOciTyKUBaHUs, IOBEPKU 000pPYyA0BaHUS U
CPEICTB U3MepeHus?

nyHKTHI 39, 40
[IpaBun

HaIexXaIen
IIPAKTUKU XPaHECHMUS;
nyHkT 7 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CPEICTB

[Ipoueccsr

JEeSITEIbHOCTH ~ CyObeKTa

PO3HUYHOMN
accoptuMeHTa. JlelcTBHsI cyObekTa 0OpalieHus JIeKapCTBEHHBIX MPENapaToB 110 XPaHESHUIO.
JIOKYMEHTBI IO XpaHEHHIO JIEKapCTBEHHbIX IpernapaTtoB. OleHKa JesTebHOCTH (cTaThs S8,
nyHKT 3 cratey 9 61-@3; miasa V, VI IlpaBun Haanexanieit npaktuku xpanenus; [Ipasuia
XpaHeHHUs JieKapcTBeHHbIX cpencts; rasa VI u VI IlpaBun Hagnexamen antedyHou

TOPrOBJIN

MIPAKTUKH)

TOBapamu

alITCYHOI' O

COOTBETCTBYIOT JIU CBEJICHUS PE3YJIbTATOB
MIPUEMOYHOIO KOHTPOJISI CBEJICHUSIM B
TOBapOCONPOBOJUTENBHOMN TOKYMEHTALIUU:

nyHKT 46 [IpaBun
HaJJIexalei

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpencTB

27.

10 ACCOPTUMEHTY U KOJIMYECTBY?

nyHKT 46 [IpaBuin
HaJUIeXKaIen

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBuin
XpaHEeHUS
JIEKapCTBEHHBIX
CpeaCTB

0 Ka4eCcTBY?

nyHKT 46 [IpaBun
HaIeXxalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeACTB

10 COOJIIOJIEHUIO CIEIMATIbHBIX YCIOBHM
XpaHeHus (MpU HATMYUH TaKOTO

Ha JIEKapCTBEHHBIN npenapar)?

TpeOOBaHUsI B HOPMATUBHOM JOKYMEHTAIIUU

nyHKT 46 [IpaBun
HaIeXaIen

IIPAKTUKU XpaHEHHUS;
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeACTB

110 HAIMYHUIO OBPEKIAECHUN TPAHCIIOPTHOMN
Tapbl?

nyHKT 46 [IpaBui
HaJJIeKaIei
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MPaKTUKH XPAHCHUA,

JIEKapCTBEHHBIN npenapat?

nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CPEICTB
Coznana 1 npueMHasi KOMUCCHS JI1st nyHKT 49 IIpaBun
7g. | MPOBENICHHUS MPUEMOTHOTO KOHTPOIIA, Hazmemazueﬁ
YTBEPKACHHAS TPUKA30M PyKOBOIUTEIS anTEYHOM NPAKTUKH
CcyObeKTa pO3HUYHOU TOPTroBIN? XpaHeHus
OdopmItstoTCs I ¢ MPOCTABICHUEM IITaMna 0 | yHKT 46 [TpaBun
IIPUEMKE, OANKNCHI0 MAaTEpUAJILHO HaJIexalen
OTBETCTBEHHOT'O JIMI[A, 3aBEPEHHOH I1€4aThIO anTeYHOU NPAKTUKU
(npu HaIM4uMK) cyOBEKTa POZHUYHON
TOPrOBJIU:
cueta - paKTypbl? IYHKT 46 [IpaBun
HaJyIeKaIen
29. alTeYHOU MPAKTUKHU
TOBapHO-TPAHCIOPTHBIE HAKJIaIHbIE? yHKT 46 IIpaBun
HaIexalen
anTEYHOM NPAKTUKH
peecTp TOKYMEHTOB IO KaueCTBY? nyHKT 46 [IpaBun
HaIeXXalen
anTEYHOM NPAKTUKH
IIpoxoaaT 11 TOBapHI ANTEYHOTO nyHKT 50 [TpaBun
30. |accopTMMEHTa A0 IOJa4M B TOPrOBYIO 30HY HaJIexalen
MIPEANPOJAKHYIO IOATOTOBKY ? anTEeYHOM NMPaKTUKU
W aeHTuduumpyroTcs in XpaHaumecs nyHKT 29 [IpaBun
JIEKapCTBEHHBIE CPECTBA B COOTBETCTBUU C HaJuIexalen
31 MPUMEHSEMOH CyOBEeKTOM 00paleHus MIPaKTUKU XPAaHEHMUS;
" | mexapcTBEHHBIX IpernapaToB cucteMoi yuera? | myHKT 49 [Tpasuin
HaIexalen
IIPAKTUKN XPAHEHUS.
OcyuiecTBisieTcs M XpaHEHUE JIEKapCTBEHHBIX | IyHKT 47 [IpaBui
IIPENapaToB ¢ y4eTOM TpeOOBaHUMI: HaJIeXalen
IIPAKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
32. JIEKAPCTBEHHBIX
CPEICTB
HOPMAaTUBHOM JTOKYMEHTAIINH, nyHKT 47 IIpaBun
COCTaBJIAIOLIEH PErUCTPALIMOHHOE IOChE HA | HAJIeKAIIEeH

IPAKTUKU XPAHCHHA,
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nyHKT 40 [IpaBun
XpaHeHus

HeKapCTBeHHBIX
Cpe/CTB

MHCTPYKIIHHU 110 METUIIHHCKOMY
[IPUMEHEHHUI0?

nyHKT 47 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHMUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

nH(pOpMaIH, CoAepKaIIencs Ha
MIEPBUYHON U (MJIM) BTOPUYHON yIIaKOBKE
JIEKapCTBEHHOI'0 Ipernapara u
TPaHCHIOPTHOM Tape?

nyHKT 47 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAaHEHNS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

Pa3memiatorcs 11 IeKapcTBEHHBIE MPENapaThl B
MOMETIEHUAX U (W) 30HAX JJIsi XpaHEHUS
JICKApPpCTBCHHBIX NPCIIapaToB B COOTBETCTBUU C
TpeOOBaHUSAMU HOPMATUBHON JOKYMEHTALMHU U
(wm) TpeOGOBaHMSIMU, YKa3aHHBIMU Ha
yITaKOBKE JICKAPCTBEHHOTO IIperapara, ¢
y4eToM:

nyHKT 49 [IpaBun
HaJUIeKaIEH

MPAaKTUKHU XPAHECHUS;
nyHKT 8 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

33.

(U3NKO-XMMHUYECKUX CBOUCTB
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 49 [IpaBun
HaJIJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHEeHUS
JIeKapCTBEHHBIX
CpeICTB

(bapMaKoIOrn4ecKux rpymnmn?

nyHKT 49 [IpaBun
HaIeXXalen

IIPAKTUKU XPaHEHUS;
nyHKT 8 [TpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

crioco0a BBEICHHMS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 49 [IpaBun
HaIexaIen

IPAaKTUKHU XPAHCHHA,

nyHKT 8 [IpaBun
XpaHeHus
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JIEKapCTBEHHBIX

CpeAcTB
XpaHsTCsl 11 CBETOUYBCTBUTEIIbHBIE nyHKT 52 [IpaBun
JIEKapCTBEHHBIE MPENapaThl B 3aIIUIIEHHOM OT | HaAJIeKale

cBeTa mecte?

MIPAaKTUKU XPAHEHNUS;

HaIlpaBJICHHBIC HaA CO6J'IIO,I[€HI/IC Tpe60BaHPII>i,

34, IYHKTBI 24 - 26
[IpaBun xpanenus
JIEKapCTBEHHBIX
CpelCTB
XpaHsATCA U BIaro4yBCTBUTEIbHBIC OYHKTHI 21, 47
JIEKapCTBEHHbBIE CPEACTBA B 3ALULIEHHOM OT [IpaBun
BJIaru mecte? HaJlJIeXKaIen
35 MPaKTUKU XPAaHEHUS;
) IYHKTBI 27 - 29
[IpaBun xpanenus
JIEKapCTBEHHBIX
CpEelCTB
HasnaueHno inu npukazoM pyKOBOJUTENS OyHKT 66 [IpaBuin
CyOBeKTa pO3HUYHON TOPTOBJIM OTBETCTBEHHOE | HAJIE)KAIICH
36. |numo 3a paboty ¢ hanbCUPUITUPOBAHHBIMH, anTeYHOM MPaKTUKH
00pOKaYECTBEHHBIMU, KOHTPA(PaKTHBIMU
TOBapaMu arTeYHOTO aCCOPTUMEHTA?
N3ommpoBaHsl 11 CrieuaibHO nyHKT 55 [IpaBuin
37 |MPOMApKHPOBAHHbIE EKAPCTBEHHBIS HaJJIeKaIen
rpenaparsl, IpeIHa3HaueHHbIE IS MIPAKTUKU XPAHEHUS
YHUUYTOKEHUSA?
N3onupoBansl J1u: nyHKT 30 [TpaBun
HaIeXXaIen
MPAKTUKU XPAHEHUS
JIEKapCTBEHHbIE ITpenaparsl, B OTHOeHWN | myHKT 30 [IpaBuin
KOTOPBIX IPUHSTO PELICHUE O HaJyIexalen
MIPUOCTAHOBIICHUU TPUMEHEHUS? MPAKTUKU XPAHEHUS
38.
JIEKapCTBEHHbIE ITpenaparsl, B oTHOWeHWH | myHKT 30 [IpaBuin
KOTOPBIX IPUHATO pEIIeHne 00 U3BATUU U3 | HaAJIeKaIei
oOparneHus? MPAaKTUKK XpaHEHUS
danpcudurpoBaHHbIE, nyHKT 30 [TpaBun
HeZ00pOKaYeCTBCHHBIC M KOHTpa(aKTHRIC | HaJJIeKaIei
JIEKapCTBEHHBIC TTpenapaTsl? MPAKTUKU XPAHEHUS
HNmerorcs 11 JOKYMEHTHI, OUCHIBAIOIIUE OYHKTHI 41 - 43
39, NEICTBUSI, BBITIOJIHSAEMbIE CYyOBEKTOM [IpaBun
oOpallieHus JIeKapCTBEHHBIX MPEnaparos, HaJyIexXalen

IPAaKTUKHU XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

yCTaHOBJICHHBIX [IpaBunamu Hamexamen
MIPAKTUKU XPAHEHHUS:

UHCTpyKUUN?

OYHKTHI 41 - 43
IIpaBun

HaIexxaIen
NIPAKTUKU XpAHEHU

CTaHJapTHBIE ONEPAIIHOHHBIE TIPOLIEAYPHI
(COIIer)?

OYHKTHI 41 - 43
[IpaBun

HaIexalen
MPaKTUKU XpaHEHUS

OTYeTHI (CBOJIHBIE JKypHAIIBI)?

IYHKTBI 41 - 43
IIpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

JIOTOBOPBI?

OYHKTHI 41 - 43
IIpaBun

HaIexxaIen
IIPAKTUKU XpAaHEHU

BGI[GTCH JIX Y4YE€T JICKAPCTBCHHBIX CPEACTB C

nyHKT 11 [IpaBun

40, |OTPAHUYEHHBIM CPOKOM IOJIHOCTH Ha XpaHeHus
" | GyMa)KHOM HOCHTEJIE WU B AJIEKTPOHHOM BHUJIE | JIEKApPCTBEHHBIX
C apXxuBaluei? CpEICTB
YcraHoBieH 1M pykoBoAguTeeM opranu3anuu | nyHKT 11 ITpaBun
41, |TOPSAZIOK BE/ICHUS yeTa JICKAPCTBEHHBIX XpaHEHUs
" | CpencTB ¢ OrPAaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nmeetcs nu pa3paboTaHHBINA U yTBEpXKACHHBIN | MyHKT 24 [IpaBun
KOMILIEKC Mep, HaIIPaBJICHHBIN HA HaJUIeKaIeH
MUHUMU3ALHUIO0 PUCKA KOHTAMUHALIUN MIPAKTUKU XPaHEHUS
JIEKapCTBEHHBIX MIPENapaToB, C y4ETOM
YCJIOBHUH COOIOIEHUS 3aIIUTHI OT (PAKTOPOB
BHEIIHEH cpeibl ¢ 0hOpMIICHUEM:
MPUKa30B? nyHKT 24 [IpaBun
4. HaIeXXalen
MPAKTUKU XPAHEHUS
COlIlog? nyHKT 24 [1paBuin
HaJUJIeXKallen
MPAKTUKU XPAHEHUS
UHCTPYKLNN? nyHKT 24 [IpaBun
HaJlJIeXKaIlen
MPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HperapaToB:

PeructpupyroTcs 11 pe3yabTarhl nyHKT 21 [IpaBun
TEMIEPATypPHOTO KapTUPOBAHUS U BIAXKHOCTH B | Ha/IJIEKAIIECH
CHEIHabHOM XypHase (KapTe) peruCTpallud | MPAKTUKHU XPaHEHUS;
Ha OyMa)KHOM HOCHUTEJe U (MJTH) B nyHKT 23 IIpaBun
43, |PTIEKTPOHHOM BHJIC €KE/IHEBHO, B TOM HHCIIE B HaJuIexalen
" | BBIXOAHBIC U TIpa3IHUYHBIC THU? MPAKTUKU XPAHEHUS,
nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
XpansTcst U )KypHambl (KapTel) peructpanuu | myHKT 21 [TpaBun
TEMIIEpaTypPHOT'0 KapTUPOBAHUS B T€UEHUE HaJjIexanen
IBYyX JeT? MPaKTUKU XPAHEHUS;
nyHKT 23 [IpaBun
44, HaIexalen
MPAKTUKU XpaHEHHUS;
nyHKT 7 IIpaBun
XpaHeHUs
JIEKapCTBEHHBIX
CpEICTB
CobmroiaeTcst I 3aIpeT Ha COBMECTHOE nyHKT 34 [IpaBun
XpaHEHUE B OJJHOM TEXHMUYECKU YKPEIJICHHOM | HaJlIeKalei
MTOMEILIEHUY JIEKAPCTBEHHBIX MPENapaTos, MIPAKTUKU XpaHEHUS
45 |TIPELyCMOTPEHHBIX YHKTOM 32 IlpaBun
HaJJIeXallleld MPaKTUKU XPAaHEHUs, U
JIEKapCTBEHHBIX MIPENAPATOB, COAEPIKALIUX
CHWJIBHOICWCTBYIOILIUE UJTU SIIOBUTHIE
BelecTa?
CoburogaeTcst Jid 3anpeT Ha XpaHEHHE oyHKT 51 [IpaBun
OTHEOIACHBIX U B3PhIBOOMACHBIX HaJuIexalen
JIEKapCTBEHHBIX MPENapaToB BAAIH OT: MPAKTUKU XpaHEHUS
orHs? nyHKT 51 [IpaBun
HaIexalen
MIPAKTUKU XpaHEHUS
46.
OTOIHUTEIBHBIX TPUOOPOB? nyHKT 51 [IpaBun
HaIeXXaIen
MIPAKTUKU XpaHEHUS
BO3JICUCTBUS NMPSIMBIX COJIHEUHBIX Jyuer? | OyHKT 51 [TpaBun
HaJUJIeXKallen
MPAKTUKU XPAHEHUS
CobmroiaeTcs u 3alpeT Ha XpaHEHHE B nyHKT 20 [IpaBun
47. | moMeIeHnsIX XpaHEeH!s IeKapPCTBEHHBIX HaJjIexanen

MIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MUILIEBBIX MPOTYKTOB? nyHKT 20 [TpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS

TaOaYHBIX U3IETUI? nyHKT 20 [TpaBuin
HaIexalen
MPAKTUKU XPAHEHUS

HAITUTKOB (32 UCKIIOUYEHUEM ITUThEBOU nyHKT 20 [IpaBuin
BO/JIbI)? HaIexaIen

IIPAKTUKU XPAHEHUs

JIEKApCTBEHHBIX IPENapaToB, nyHKT 20 IIpaBun
IpeHa3HAYEHHBIX JUISl IMYHOTO Ha/JIexKalen
HCIOJIb30BaHUsl pa0OTHUKAMU? MIPAKTUKU XPAHEHUS

(momxHOCTE M OVO HOJDKHOCTHOTO JIMLla, 3alOJIHMBIIETO
IPOBEPOYHEI JIMCT, IIOANMCH, IaTa)

(,ILOJ'DKHOCTI: n ®VO HOJDXKHOCTHOT'O Julia OPUINMYECKOI'O JiMiia, IIPUMCYTCTBOBABUEI'O
IIpM 3aloJIHEHUM IIPOBEpOYHOI'O JiMcCTa, II0OIMChH, naTa)

IIpunoxxenue N 5

K npukazy denepanbHoi CiryXObI
10 HaJ30pYy B cepe 3ApaBOOXPaHEHUS
ot 09.11.2017 N 9438

[IpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIIPOCOB), MCHOJNb3yeMei demepalibHOM CJIyXOoit
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS M €€ TepPPUTOPMAaJIbHEIMM OpITaHaMu
IpM MNPOBEIeHMM I[LJIaHOBHX I[IPOBEPOK IIPM OCyleCTBJIeHUM (emepalibHOTO
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIEKAPCTBEHHBEIX CPEACTB
(XxpaHeHMe JIeKAPCTBEHHEIX [penapaToB IJisg MEeOULIMHCKOTO IIPMMEHEHUS
B allTeUYHOM KMOCKEe)

(HaMMeHOBaHME OpTraHa, OCYLECTBJIAOIETO IIJIAHOBYI MIPOBEPKY)

1. Bung TOCYyHOapCTBEHHOT'O KOHTPOJIA (Han3opa)

2. lpenmeT IJIAHOBOM NPOBEPKM OPUIMYECKUX JIML UM MVHIMBUILYAJIbHEX
npennpuHMMaTesen orpaHMUYMBaeTCcsa oOdg3aTesibHEIMM TpeboBaHMAMM, COOJIOIEeHUE
KOTOPEIX SABJISeTCsa HauboJiee 3HAUMMEIM C TOUKM BPEHMS HENOIIyUEeHMSs BO3HMKHOBEHUS
YTPO3El IPUUMHEHMS Bpena XM3HM, 3IOOPOBLI I'paxlaH, M3BJIOKEHHEIMM B dopMe
IPOBEPOYHOT'O JIMCTa (CIOMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHME OPUIOMUECKOTO Jmua, bamMmuims, ¥MMsa, OTUECTBO (IPpM HAJIMUNN)
VHIMBUOYAJIEHOTO IPEeINpPUHMMATEJIS

®dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

4. MecTo mpoBemeHMs IJIAHOBOM MPOBEPKM C 3BaloJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PexBUBUTH IprKasa O INpoBeIeHUMN TIJIAHOBOM IIPOBEPKM: OT

N .
6. VYdYeTHH) HOMEp MNPOBEPKM U HaTa NPUCBOEHMA YyYeTHOI'O HOMepa IPOBEPKMU B
EovHOM peecTpe NPOBEPOK: .
7. HOJIXHOCTE, bamMuma " VHMLMAJIB IOOJIKHOCTHOT'O nLa (qmmw1)

NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OOHOB3HAYHO CBUAETEJIECTBYET O COOJIOIEHMUM MM HeCOOJIoLeHUM
OPUONYECKUM JIMLOM, MHIMBMIYAJIbHEIM NPeINpMHMMAaTeJIeM 00A3aTeJIbHEX TpeOOoBaHUM,
COCTaBJISOIMX [NPEeIMET [MPOBEPKN:

N Bomnpocsl, oTpaxaromue cofep;xanue PexBu3uTHI BriBOI O
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOPMAaTHUBHBIX BBIIIOJTHEHUH
IIPaBOBBIX AKTOB, ¢ | TpeOOBaHUH

yKa3aHUEM UX
CTPYKTYPHBIX nAa HET
€MHHULL, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOBaHMS

@enepanbhbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHn# J1eKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); [lpaBuna Hajuexamield MPaKTUKH XpaHEHUS U
MIEPEBO3KM JIEKAPCTBEHHBIX MPENapaTroB A MEAMIMHCKOIO NPUMEHEHUs, YTBEP)KICHHBIE
npukazoM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit ®denepanuu ot 31 aBrycra 2016 1.
N 646n (3apeructpupoBan MunucrepctBoM toctuniuu Poccuiickoit @enepanuu 9 siHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [IpaBuna Haanexaiei IpakTUKU XpaHEHHUs);
[IpaBuna Hauiekalmed  anTeyHOM MPAKTUKM  JICKAPCTBEHHBIX  IIpPENapaTtoB s
MEIULMHCKOTO NPUMEHEHHUs, YTBEpXKIECHHbIE NMpUKa3oM MUHHMCTEpCTBA 3/1paBOOXPAHEHUS
Poccuiickoit ®denepanun ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHCTEPCTBOM
roctunnu Poccuiickoit @enepanuu 9 ssuapst 2017 r., peructpanmonnsiii N 45113) (nanee -
[IpaBuia Haanexaiiel anTeyHol MpakTHKM); [IpaBuia XpaHeHus JIEKapCTBEHHBIX CPEICTB,
yTBEp)KJICHHbIE MPHUKa30M MUHUCTEPCTBA 3APaBOOXPAHEHUS M COLMAJIBLHOTO Pa3BUTHS
Poccutickoit ®eneparuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiiuun Poccuiickoiit ®@epeparuu 4 oktadpst 2010 r., peructpaumonsasii N 18608) ¢
W3MEHEHUSIMH, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
pasButust Poccuiickoit @enepamuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunuctepctBoM roctuniuu Poccuiickoit @enepanun 4 ¢espans 2011 r., peructpaiiOHHBIN
N 19703) (nanee - [IpaBuia xpaHeHus JeKapCTBEHHBIX CPEJCTB)

VYrupasnenue kadectBoM (ctathsa 55 61-®3; rmaea Il IlpaBun Hammexamieil anTedHon
MIPaKTUKHN)

Y TBepkKACHBI JTU PYKOBOJIUTEIEM CYOBhEKTa nyHKT 4 IpaBun
1 oOpallieHus JIEKapCTBEHHBIX CPECTB HaJuIexalen
' CTaHJAapTHbIE ONEPALIMOHHBIE IPOLETYPbI anTEeYHOU NMPAKTUKU

(manee - COII)?
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Nwmeercs 1 JOKyMEHTAIMs CUCTEMbI KaueCcTBa
Ha OyMakHbIX U (WJIN) 3JIEKTPOHHBIX
HOCHUTEISX:

nyHKT S [TpaBun
HaJJIeKaIei

anTEeYHOU NMPAKTUKU

YKYpHaJ peTUCTpaIlui IPUKA30B
(pacmopsikeHu) O CyObEKTY PO3HUYHOM
TOPIroBJIMN?

OOAMYHKT "u"

nyHkTa S [TpaBui
HaIexalen

anTeyHoM IIPpaKTUKH

KypHaJ eXeIHEBHOU perucTpanuu
apaMeTpoB TEMIEPaTyphl U BIaKHOCTH B
MOMEILEHUAX JUIsl XPAaHEHUS
JIEKapCTBEHHBIX IIPENapaToB?

n..n

MNOANYHKT K

nyHkra S [IpaBun
HaJUIeKaIlen

anTEeYHOU NPAKTUKU

KypHAJ IEPUOANICCKON PETUCTPAITUH
TeMIepaTypsl BHyTPH XOJI0AWIBHOIO
2. obopymoBaHus?

noAanyHkT "n"

nyHkTa S [TpaBui
HaJIJIeKaIen

anTEeYHOU NMPAKTUKU

KYpHaJI yueTa JIEKapCTBEHHBIX MPEnapaToB
C OIpaHUYEHHBIM CPOKOM T'OJIHOCTH?

HOANVHKT "p" IVHKT
S IlpaBun
HaIexalen
anTeYyHOM MPaKTUKH

KypHaJ ydeTa IMOCTYIUICHHS U pacxoja
BaKIMH (IPU HAJIUYUH)?

MOJNVHKT "X" OVHKT
S IIpaBun
HaJIJIeKaIen
anTEeYHOU NPAKTUKHU

’KypHaJ perucTpaliy pe3yibTaToB
IIPUEMOYHOIO KOHTPOJIA?

noAnyHKT "

nyHkTa S [TpaBui
HaJIJIeXKaIen

anTEeYHOU NMPAKTUKU

Cucrema o0ecrieueHusi KayecTBa XpaHEHMsI M IEPEBO3KU JIEKAPCTBEHHBIX IpernapaToB (
cTaths 54 61-03; masa 1, myHkTe! 3 - 6 [IpaBun Hajuiexkale NPakKTUKU XpaHEHMS])

HasnaveHno nu pykoBoauTeIeM anTeUHON
3. OpraHM3aliy JUI0, OTBETCTBEHHOE 32
BHEJPEHUE U 00ecrieueHne CUCTEMbI KauecTBa?

nyHKT S [TpaBun
HaJJIeKaIei

IIPAaKTUKH XpaHCHUA

WNndpactpykrypa. [lomemenus s XpaHeHHUs JI€KapCTBEHHBIX IpenapaToB (CTaThs 58
61-®3, rmaBa [V IlpaBun Hamnexamend MNPaKTUKH XPAHCHUS;
JIeKapCTBEHHBIX CpeAcTB; raBa V [IpaBuin Hajuexamiei anTeyHoN MPaKTHKH)

[IpaBuna XpaHeHUS

NmeroTcst 1 He0OX0IMMBIE TIOMEIICHUS (HJTH)
30HBI, IPUHAUICKAIIUE AlITCUHON

4. OpraHM3aIlfK Ha IPpaBe COOCTBEHHOCTH WJIM Ha
MHOM 3aKOHHOM OCHOBAaHHHU, HEOOXOIMMBEIE IS
OCYIIECTBIICHUS JICATEIHHOCTH 110 XPAaHESHUIO

nyHKT 11 [IpaBun
HaJUIeXKaIen

NPaKTUKH XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JIEKapCTBEHHBIX IIPENapaToB?

HmeeTcsa mu 0003HaUYeHHAs 30HA WU

IOYHKTHI 15, 16

5 OTJEJIbHOE TIOMELICHUE TPUEMKHU [IpaBun
' JIEKapCTBEHHBIX NIPENapaToB? HaJuIexalen
MPAKTUKU XPaHEHUS
HNmeercs 11 0003HaUEHHAS 30HA WX OYHKTHI 15, 16
6 OTJIeIbHOE TIOMEUICHUE XPAHEHUS [TpaBun
' JIEKapCTBEHHBIX MPENapaToB, TPEOYIOLINX HaJuIexalen
CIICIMAIBHBIX YCIOBUIA? MPAKTUKU XPAHEHUS
Nmeetcs nu 1151 XpaHEHUs BBISIBICHHBIX IOYHKTHI 15, 16
(hanscuuIMpoOBaHHBIX, [TpaBun
HEZ00POKaYECTBEHHBIX, KOHTPA(PaKTHBIX HaJIexaren
JIEKapCTBEHHBIX MPENAPATOB: MIPAKTUKU XPaHEHUS
0003HaUYeHHas 30Ha? IYHKTHI 15, 16
7 [IpaBun
’ HaIexaIen
MPAKTUKU XPaHEHUS
OTIEIBbHOC ITOMEIICHUE? OYHKTHI 15, 16
[IpaBun
HaJyIeKaIen
MIPAKTUKU XpaHEHUS
Nmeetcst v 30Ha WK OTJEIBHOE MMOMEIIEHNE, | IYHKTHI 15, 16
obecrieunBaroias TpeOyemMbIe YCIOBHS [TpaBun
8. XpaHEeHUs JIEKApCTBEHHBIX MPEnapaToB AJs HaJIexaren
KapaHTUHHOT'O XPaHEHUS JIEKaPCTBEHHBIX MIPAKTUKU XPaHEHUS
IpenapaTos?
OcaelieHbl JI TIOMELEHUS U 30HBI, nyHKT 17 [IpaBun
9. HCIIOIb3YyEMbIE JIJIsl XPaHEHUsI JICKAPCTBEHHBIX | HaJUIeKalen
npenapaTos? MIPAKTUKU XPaHEHUS
OTneneHsl 1M aAMUHUCTPATUBHO-OBITOBBIE nyHKT 19 IIpaBun
10. |moMeneHus OT NOMEIIEHUM XpaHEHUs HaJIJIeXkKaIen
JIEKapCTBEHHBIX MIpenapaToB? MPAKTUKU XPaHEHUS
Wmeercs mu otaenpHast 30Ha (IIKagbl) IS nyHKT 25 [IpaBun
XpaHeHus: 000py/10BaHuUsl, HHBEHTApS U HaJyIeKaIen
11, |Marepuanos s yOOpKH (OYHCTKH), a TAKKE MPAKTUKU XPaHEHUS
" | MOIOUIMX U IE3UHYHUIMPYIOMIHUX CPEACTB (IS
WCKIIFOUEHUS pUCKA 3arpsI3HEHUS STUMHU
CPEJCTBAaMU JIEKAPCTBEHHBIX CPEICTB)?
[IpoBoauTcs mu yoopka nmomemeHuii (301) s | myHKT 25 [TpaBun
12. | xpaHeHHs JeKapCTBEHHBIX MpEnapaToB B HaJuIexalen

coorBercTBUU ¢ COIlom?

MIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Meercs nu rimaakas oTaelika HOMEIEHHH UIA

nyHKT 25 [IpaBun

MIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB WJIN
JPYTUX KUBOTHBIX?

XpaHEeHUs JIEKapCTBEHHBIX MpenapaToB HaJIexaren

(BHYTpEHHHE MOBEPXHOCTHU CTEH, MTOTOJIKOB), MIPAKTUKU XPaHEHHUS;
13. | momyckarouiast BO3MOYXKHOCTb ITPOBEACHUS nyHKT 6 [TpaBun

BJIYXKHOM YOOPKHU M HUCKITIOYAIOIIast XpaHEHHUst

HAKOTUICHHUE TBLTH? JICKapCTBEHHBIX

CpEeICTB

O0ecrieuena JIg 3ammra MOMEIEHUN I nyHKT 26 [IpaBun

14, | XPAHEHHS JIEKAPCTBEHHBIX MPENAPATOB OT HaJuIexaren

IPaKTUKHU XPAHCHUA

WNndpactpykrypa. O6opynoBanue (raaBa IV [lpaBun Haanmexaied MpakTUKA XpaHEHUS,
[IpaBuiia XpaHeHUs JIEKAPCTBEHHBIX CPEICTB)

15.

Nmeetcs nmu HeoOxoaumoe obopyaoBanue (B
XOPOIIEM COCTOSIHUU U YHUCTOE),
MIpUHAJISKAIee OpraHu3alliy Ha paBe
CcOOCTBEHHOCTH MJIM HA MHOM 3aKOHHOM
OCHOBaHHH?

nyHKT 11 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

16.

OcHallieHbl 11 TOMEIIEHUS JUIsl XpaHEHUs
JIEKapCTBEHHBIX CPEACTB MPUOOpaMHU IS
pEerucTpanyy napamMmeTpoB BO3ayXa:

nyHKT 7 [IpaBun
XpaHEHUst

JICKAPCTBCHHBIX
CpCaACTB

17.

TepMoMeTpamu?

nyHKT 7 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CpeacTB MyHKT 37
[IpaBun
HaJIJIexKaIen
MIPAKTUKU XPAHEHUS

rurpoMerpamu’?

nyHKT 7 [TpaBun
XpaHEHUs

JIEKapCTBEHHBIX
CPeACTB IyHKT 37
IIpaBun
HaJIeKaIe
MPAKTUKU XPaHEHUS

AJIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [IpaBun
XpaHEHHUst

JIEKapCTBEHHBIX
CpeACTB MyHKT 37
[IpaBun
HaIexaIen
MPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TepMOTUTPOMETPaAMHU?

nyHKT 37 [IpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

Pa3memarorcs 1 n3MepuTEIbHBIC YaCTH nyHKT 7 [IpaBun
puOOPOB AJIsE PETUCTPALIMU TTAPAMETPOB XpaHeHus
18. |BO3Ayxa Ha pacCTOSIHUU HE MEHEe 3 M OT JIEKapCTBEHHBIX
JBepel, OKOH U OTOMUTENIbHBIX MPUOOPOB U HA | CPEJICTB
BeicoTe 1,5 - 1,7 M ot mona?
Peructpupytorcs nu nokasanus npuOopoB s | myHKT 7 [IpaBun
pPErucCTpalvy MapaMeTPOB BO3yXa €KETHEBHO | XpaHEHHS
B CIICIIMAJIBHOM KypHaJe (KapTe) PErUCTPalUH | JIEKaPCTBEHHBIX
19. |Ha OymMa)kHOM HOCHUTEIIE WU B AJIEKTPOHHOM CpenCTB
BUJIE C apXHUBaIMEH (151 DIIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BEAETCS
OTBETCTBCHHBIM JIUIIOM?
CepTudunupoBansl, KaTuOPOBaHBI U nyHKT 7 [IpaBun
0. |MOZBEPratoTCs i MOBEPKE KOHTPOIMPYIOIIHE | XPAHEHHS
" | mpuOOPHI A PETUCTPALIMH ITAPAMETPOB JIEKapCTBEHHBIX
BO3ayXa? CpEICTB
Nmeetcst mu xomoauiibHOE 000pyI0BaHUE:! nyHKTHI 21, 36, 37
[IpaBun
HaIeXXalen
MIPAKTUKU XPaHEHUS
XOJIOJIUIIbHBIC KaMEPhI I CIIEIUATIBHO OyHKTRI 21, 36, 37
21, 000pyI0BaHHOE MTOMeIeHne? [IpaBun §
HaJICKaIIeH
MPAKTUKU XPaHEHUS
(bapMarieBTHYECKHE XOIOANIbHBIE KAl | MyHKTHI 21, 36, 37
WJTU XOJOIUIBHUK JIJISl XpaHEHUS [IpaBun
TEPMOJIAOUITBFHBIX JIEKAPCTBEHHBIX CPEICTB? | HAJICKAIIEH
MPAKTUKU XPaHEHUS
NmeroTcst i cucteMbl KOHIUIIMOHUPOBAHUS B | IYHKTRI 21, 36, 37
MTOMENICHUSAX XPAaHEHHUS JICKapCTBEHHBIX [TpaBun
npenapaTroB? HaIeXXalen
2 MIPAKTUKU XPaHEHHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpencTB
Nmerorcs mu cucTeMbl BEHTHIISIITAN B nyHKTHI 21, 36, 37
23. | mOMeNEeHUIX XpaHEHH s JIEKAPCTBEHHBIX I[MpaBun
npenapaTroB? HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPAKTUKU XPaHEHUS;
nyHKT 4 [IpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

24.

HNmeroTcs mu IHKa(i)I)I METAINIMYCCKHUE NIIH
ACPEBAHHBIC IJI1 XPaHCHUS JICKAPCTBCHHBIX
IperiapaToB, MOAJICKAIIUX
NpEeAMETHO-KOJIIMYCCTBCHHOMY yquy?

nyHKT 31 [IpaBun
HaIexaIen

IPAaKTUKHU XPAHCHUA

NmeroTcs nu B MOMEIICHUSIX JJIsI XPpaHCHUA
JICKApCTBCHHBIX MPCIIAPATOB:

nyHKT 29 [IpaBuin
HaJJIeKaIen

MPAKTUKU XPAHEHUS;
oyHKT 31 [IpaBun
HaJyIeKaIen
MPAaKTUKU XPAHEHNUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

25.

cTeILIaXu?

nyHKT 29 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAHEHNUS,
nyHKT 31 [IpaBun
HaIeXXalen
MPaKTUKU XPAHEHUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPENCTB

Kagbl?

nyHKT 29 [IpaBun
HaIexalen

MPaKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJUIeKaIen
MIPaKTUKU XPaHEHMUS;
nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

HOIJ0HEI?

nyHKT 29 [IpaBuin
HaJIJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJIJIexKaIen
MIPAKTUKU XPaHEHHUS;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

nyHKT S [IpaBun
XpaHEHUs

HeKapCTBeHHBIX
Cpe/CTB

MOATOBAPHUKH?

nyHKT 29 [IpaBun
HaJJIeKaIei

MPAKTUKU XPAHEHNUS;
nyHKT 31 [IpaBun
HaJUJIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT S [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpENCTB

NmeroTcst a1 3amacHble MOBEPEHHBIE CPEICTBA
U3MEPEHUs B Cllyyae peMOHTA, TEXHUYECKOTO
00CITy’)KUBaHUs, TOBEPKU 000PYAOBaHUS U

26, | CPEACTB U3MepeHus?

nyHKTHI 39, 40
IIpaBun

HaQIexalen
MPAaKTUKHU XPAHECHUS;
nyHKT 7 [IpaBun
XpaHEHHUst
JIEKapCTBEHHBIX
CpEICTB

[Ipomecchl  mesATEIBLHOCTH  CyOBEKTa

PO3HUYHOMN
accoptuMeHTa. JlelicTBHsI cyObekTa oOpallleHus JIeKapCTBEHHBIX PEnapaToB M0 XPaHEHUIO.
JIOKyMEHTBI IO XpaHEHHIO JIEKAPCTBEHHBIX MpenaparoB. OleHKa 1esTeNbHOCTH (cTaThs 58,
nyHKT 3 ctateu 9 61-@3; rnasa V, VI [IpaBun Haanexaiei npakTUKy xpaHeHus; [IpaBuna

TOPTOBIIN

MIPaKTUKHN)

XpaHeHHus JiekapcTBeHHbIX cpenctB; miaBa VI w VII IlpaBun Hagnexamend antedyHou

TOBapaMu  allITCYHOI'O

COOTBETCTBYIOT JIU CBEJICHUS PE3YIIHTATOB
MIPUEMOYHOTO KOHTPOJISI CBEACHUSIM B
TOBAPOCOIMPOBOIUTEILHOMN JOKYMEHTAIINH:

nyHKT 46 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

27 10 aCCOPTUMEHTY U KOJIMYECTBY?

yHKT 46 IIpaBun
HaJyIeKalen

MPAKTUKU XPaHEHNUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

10 KayecTBYy?

nyHKT 46 [IpaBuin
HaJUIeKaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPAKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

0 COOJIIOJICHUIO CIEIMAIbHBIX YCIOBHM
XpaHeHus (TpH HAJTMYUH TaKOTO
TpeOOBaHMS B HOPMATUBHOIN JOKYMEHTALIUH
Ha JIEKapCTBEHHBIN npenapar)?

nyHKT 46 [IpaBun
HaIexaIen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcCTB

110 HAJIMYHUIO OBPEKIAECHUN TPAHCIIOPTHOMN
Tapbl?

nyHKT 46 [IpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

28.

Co3nana nu npreMHasi KOMUCCHUS TS
MPOBEACHUS TPUEMOYHOTO KOHTPOJIS,
YTBEPXKACHHAS IPUKA30M PYKOBOIUTEIIS
cyOBeKTa pO3HUYHOM TOPTrOBIN?

nyHKT 49 IIpaBun
HaJyIeKaIen

anNTEeYHOU NMPAKTUKHU
XpaHEeHUus

29.

OdopmitsitoTes U COMPOBOAUTEIIBHBIC
JOKYMEHTBI ¢ IPOCTABJICHUEM ILITaMIIa O
IpUEMKe, MOANUCHI0 MaTEPUAIbHO -
OTBETCTBEHHOTO JIM1IA, 3aBEPEHHOM MeYaThio
(mpu HanM4YMK) CyObEKTa PO3HUYHOU
TOPTOBIIU:

nyHKT 46 [IpaBun
HaIexalen

anTeyHOM IIPpaKTUKH

cueta - paxKTypbl?

yHKT 46 IIpaBun
HaJyIeKalen

anNTEeYHOU NMPAKTUKHU

TOBapHO-TPAHCIIOPTHBIE HAKJIaIHbIE?

nyHKT 46 [IpaBun
HaJJIeKaIei

arTeYHOM MPAKTUKHU

peecTp T0KYMEHTOB IO Ka4yecTBY?

nyHKT 46 [IpaBun
HaIexaIen

anTeyHOMN IIPpaKTUKH

30.

IIpoxoasat nu TOBaphbl ATEYHOTO
aCCOPTUMEHTA O M0JJauu B TOPrOBYIO 30HY
IIPEANPOJAKHYIO IOATOTOBKY ?

nyHKT 50 [TpaBun
HaIeXXalen

anTe4yHoM IIPaKTUKH

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

Crpanvua 73 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100081&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100104&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100081&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100104&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100081&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100199&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100189&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100189&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100189&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100189&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100200&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

31.

W neHTudunmpyroTcs JIn XpaHauecs
JIEKapCTBEHHbIE CPEJCTBA B COOTBETCTBUU C
MIpUMEHsIeMOl CyObeKTOM oOpalieHus
JIEKapCTBEHHBIX IIPENapaToB CUCTEMOM yueTa?

nyHKT 29 [IpaBui
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 49 [IpaBuin
HaJJIeXKaIen
MPaKTUKU XPAHEHUS

OcymiecTBisieTcs JIn XpaHEeHUe JeKapCTBEHHbIX
MIPEenaparoB ¢ y4eTOM TpeOOBaHUMA:

nyHKT 47 [IpaBun
HaJJIexalei

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpeacTB

32.

HOPMaTHUBHOM JJOKyMEHTaLUH,
COCTABJISAIOLIEH perUCTPallMOHHOE 10ChE Ha
JIeKapCTBEHHBIH mpenapat?

nyHKT 47 [1paBuin
HaJJIeXKaIen

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBuin
XpaHEeHUS
JIEKapCTBEHHBIX
CpeICTB

WHCTPYKIIAU TT0 MEAUITTHCKOMY
MPUMEHEHHUIO?

nyHKT 47 [IpaBun
HaIeXxalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeACTB

nH(popMaLuu, coaepxKalencs Ha
MEePBUYHOMN U (MJIM) BTOPUYHON yIIaKOBKE
JIEKapCTBEHHOT'O Ipenapara u
TPaHCHOPTHOM Tape?

nyHKT 47 [IpaBun
HaIeXaIen

IIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHEeHus
JIEKapCTBEHHBIX
CpeACTB

33.

Pasmerniarorcs Jin IeKapcTBEHHBIE TIpenapaThl B
MOMEILEHUAX U (WIN) 30HaX AJIsl XpaHEHUs
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUH C
TpeOOBaHUSAMH HOPMATUBHOMN TOKYMEHTALUU U
(unn) TpebOBaHUAMHU, YKa3aHHBIMU Ha
yIaKOBKE JIEKAPCTBEHHOTO IIperapara, ¢
yUeTOM:

nyHKT 49 [IpaBuin
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 8 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

(U3NKO-XMMHYECKUX CBOWUCTB
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 49 [IpaBun
HaJUIeKaIeH

MIPAaKTUKU XPAHEHNUS;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

nyHKT 8 [IpaBun
XpaHeHus

HeKapCTBeHHBIX
Cpe/CTB

(bapMakoIIOTHYEeCKUX TpymI?

nyHKT 49 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHMUS;
nyHKT 8 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

crioco0a BBeJIeHHs JIEKapCTBEHHBIX
npenaparoB?

nyHKT 49 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAaHEHNS,
nyHKT 8 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

34.

XpaHsTcs 1 CBETOYYBCTBUTEIbHBIC
HeKapCTBeHHBIe HpenapaTLI B 3AallIUIIICHHOM OT
cBeTa mecte?

nyHKT 52 [IpaBuin
HaJUIeKaIEH

MPaKTUKU XPAHEHUS;
IYHKTHI 24 - 26
[IpaBun xpanenus
JIeKapCTBEHHBIX
CpEelCTB

35.

XpaHATCS JTU BIIarO9yBCTBUTEIIBHbIC
JIEKapCTBEHHBIE CPECTBA B 3AIIUIICHHOM OT
BJIaTU MecTe?

IOYHKTBI 21, 47
[IpaBun

HaJJIexaliei
MPaKTUKU XPAHEHUS;
IYHKTBI 27 - 29
[IpaBun xpanenus
JIEKapCTBEHHBIX
CpEelCTB

36.

HasHa4yeHo i1 npuKa3oM pyKOBOJUTEIS
CyObeKTa pO3HUYHOW TOPTOBJIM OTBETCTBEHHOE
JMIO 3a paboTy ¢ hanbcuUIUpOBaHHBIMH,
N00pOKaYeCTBEHHBIMU, KOHTPa()aKTHBIMU
TOBapaMH arTeyHOTO aCCOPTUMEHTA?

nyHKT 66 [1paBui
HaJIJIeKaIen

anTeYHOU NPAKTUKU

37.

H3onupoBaHsbl Jin ciequagibHO
MIPOMapKUPOBAHHBIC JICKAPCTBEHHBIE
npenapaTsl, IpeJHa3HaueHHbIE [T
YHUUYTOKEHUSA?

nyHKT 55 [IpaBun
HaJJIeKaIei

MPAKTUKU XpaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

N3omupoBaHsl nu:

nyHKT 30 [TpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

JIEKApCTBEHHBIE ITPENapaThl, B OTHOLIECHUHN
KOTOPBIX IPHUHSTO PELICHUE O
IIPUOCTAaHOBJICHUYU IIPUMEHEHUs?

nyHKT 30 [TpaBun
HaJJIeKaIei

IIPAaKTUKH XpaHCHUA

MOPAIOK BEACHUA yU€Ta JICKAPCTBCHHBIX

38.
JIEKapCTBEHHBIE ITpenaparsl, B OTHOmEHnN | myHKT 30 [IpaBui
KOTOPBIX IPUHATO PeLIeHNe 00 U3bATUH U3 | HaJJIexKallen
oOparieHus? IIPAKTUKU XPaHEHUS
(bhanscuduIMpoBaHHEIE, nyHKT 30 [TpaBun
He100pOKayecTBEHHbIE M KOHTpadakTHbIE | HajJexalen
JIEKapCTBEHHBIE Mpenaparhl? MIPAKTUKU XPaHEHUS
NmMeroTcst 11 TOKYMEHTBI, ONKUCHIBAIOIINE OYHKTHI 41 - 43
JIeCTBUS, BHITIOJIHSIEMbIE CyOBEKTOM [IpaBun
00paleHus JIEKAPCTBEHHBIX MPETapaToB, HaJuIexalen
HaTpaBJICHHBIC Ha COOMIOIeHNE TPEOOBAHUH, | IPAKTHKH XpaHEHHS
yCTaHOBJIEHHBIX [IpaBuaamu HaJIexamiei
IIPAKTUKU XPaHCHMUSL:
WHCTPYKINN? IIYHKTBI 41 - 43
[IpaBun
HaJJIeXKaIen
MIPAKTUKU XPaHEHUS
39 COIlImr1? OYHKTHI 41 - 43
' [IpaBun
HaJUIeKaIEH
MIPAKTUKU XPaHEHUS
OTYETHI (CBOJHBIE XKypHaJIbI)? IIYHKTBI 41 - 43
[IpaBun
HaJyIeKaIen
IIPAKTUKU XPaHEHUS
JIOTOBOPHI? IYHKTBI 41 - 43
[IpaBun
HaJUIeXKaIen
MIPAKTUKU XPaHEHUS
Benercs nu ydert nekapcTBEHHBIX CPEICTB C nyHKT 11 [IpaBuna
40, |CTPAHMUEHHBIM CPOKOM IOJIHOCTH Ha XpaHEeHus
" | OyMaxHOM HOCHTEIIE WU B 3JIEKTPOHHOM BHUJIE | IEKAPCTBEHHBIX
C apxuBarueun? CPEICTB
41 Y cTaHOBIIEH JIM PyKOBOAUTEIEM Oopranu3auuu | myHKT 11 ITpaBun

XpaHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

42.

CPEICTB C OrPAaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CpeAcTB

Peructpupyrorcs iau pe3ysbTaTsl nyHKT 21 [IpaBun

TEMIEPATYPHOT0 KAPTUPOBAHMSI U BIAXKHOCTH B | HAUIEKAIIEH

CHEIMAILHOM JKypHase (KapTe) perucTpainnuu
Ha OyMa)XHOM HocuTene U (Win) B
JIEKTPOHHOM BUJIE€ €XKEHEBHO, B TOM YHCIIE B
BBIXOJIHBIE U MTPa3HUYHbIEC THU?

MIPAaKTUKU XPAHEHNUS;
nyHKT 23 [IpaBun
HaIexaIen
MPAKTUKU XPAHEHUS;
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB

43.

XpaHsTcsl U KypHaJIbl (KapThl) perucTpaniu
TEMIIEPaTypPHOTr0 KapTUPOBAHUS B TEUECHUE
JIBYX JIET?

nyHKT 21 [IpaBun
HaJIeXaIen

MPAKTUKU XPAHEHNUS;
nyHKT 23 [IpaBuin
HaJUJIeXKaIlen
MPAKTUKU XPAHEHUS;
nyHKT 7 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpENCTB

Co0:roaeTcst I 3arpeT Ha XpaHeHHe
OTHEOTACHBIX M B3PhIBOOITACHBIX
JICKaApCTBEHHBIX TPENapaToB B OT:

nyHKT 51 [IpaBun
HaIeXXaIen

MPAaKTUKH XPAHCHUA

44,

orag?

nyHKT 51 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

OTOINUTENIbHBIX PUOOPOB?

nyHKT 51 [IpaBun
HaJUIeKaIeH

IIPAKTUKU XPAHEHUs

BO3JICUCTBUS NPSIMBIX COJIHEUHBIX JTyuen?

nyHKT 51 IIpaBun
HaJyIeKaIlen

MIPAKTUKU XPAHEHUS

Cobmro1aeTcst In 3alpeT Ha XpaHEHHE B
IMIOMCHICHUAX XPAHCHUA JICKAPCTBCHHBIX
IpenaparoB:

nyHKT 20 [TpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHUS

45.

MUIIEBBIX POYKTOB?

nyHKT 20 [TpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

TaOaYHBIX W3IETNI?

nyHKT 20 [TpaBun
HaIeXalen
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438 K n
" KoncynbraHtllntoc
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB AokymenT npeaocrasnen Koticynbrantrintoc

[aTta coxpaHeHus: 22.07.2022
KOHTPOJIbHbIX BOHpOCOBL ncno...

MPAaKTUKH XPAHCHUA

HaITUTKOB (32 UCKIIOUEHUEM MTUThEBOU nyHKT 20 [TpaBuin
BOBI)? HaJIexalen

IIPAKTUKU XPAHEHUs

JIEKapCTBEHHBIX IIPENApPaTOB, nyHKT 20 [IpaBun
IIpEeIHA3HAYEHHBIX JUIS INYHOTO HaJuIexalen
MCTIOJIb30BaHUS paOOTHUKAMU ? MIPAKTUKU XPaHEHUS

(momxHOCTE M OMO IOJDKHOCTHOTO JIMlla, 3B3alOJIHMBIIETO
[IPOBEPOYHEI JIMCT, NOANMCH, IaTa)

(mosmxHOCTE ¥ @VMO HOJIKHOCTHOTO JIMIla OPUIAMYECKOTO JiMlla, IPUCYTCTBOBABIIETO
IpM 3aNOJIHEHUM [IPOBEPOYHOI'O JIMCTA, NOONMCH, IaTa)

[Tpunoxenue N 6

K npukazy denepanbHoii CiryXOblI

10 HAJ30py B chepe 3IpaBOOXpaHEHUS
ot 09.11.2017 N 9438

®dopma

[[pOBEPOUHLI JIUCT
(CIMCOK KOHTPOJIbHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOol
10 HaI30py B chepe 3OpaBOOXPaHEHUS U €€ TEepPUTOPMAJIEHEMU OpTaHaMu
Ip¥Y [NPOBEIEeHUM I[IJIAHOBHIX [IPOBEPOK NPUM OCYyUECTBJIeHUM delepajibHOTO
TOCYIAapPCTBEHHOTO HaIsopa B chepe obpameHus JIEKAPCTBEHHEX CPEIOCTB
(xpaHeHMre JIeKAPCTBEHHEIX [IPEeNapaToB IJiSd MEeOULUVMHCKOTO IPUMEHEHNS
B alTeke NIPOM3BOICTBEHHON)

(HaMMeHOBaHMEe oOpraHa, OCYUEeCTBJIAKIETO IIJIaHOBYI NPOBEPKY)

1. Bugnp TOCYyHOapCTBEHHOTO KOHTPOJISA (Han3opa)

2. IIpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesen orpaHMYMBaeTcsa oOdg3aTesIbHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPHIX fABJIAeTCSA HamboJiee 3HAUMMBIM C TOUYKM BPEHMS HeOOoNylleHMS BO3HMKHOBEHUS
YITPO3E NPUYMHEHMA Bpela XM3HM, 3I0OPOBbLID TIpaxiaH, M3JIOKEHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMUECKOTO Juua, GdamMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYaJIbHOTO NpelnprHYMATEN

4. MecTO HnpoBeleHMs [JIAHOBOM MNPOBEPKM C 3allOJIHEHMEM MPOBEPOYHOI'O JIMCTA:

5. PexBUBUTH IOpukaza O NPOBeIeHMM IIJIaHOBOM NIPOBEPKM: OT

N

6. VYUeTHHMV HOMEP MNPOBEPKM UM IaTa NPUCBOEHUS YUETHOI'O HOMEepa IIPOBEPKM B
EmnHoM peecTpe MNPOBEPOK: .

7. IOJIXHOCTB, bammnmsa n VHULIM A JIBL IOJIKHOCTHOTO mLa (onn) ,
NPOBOIOAWETIO (MX) IJIAHOBYK NPOBEPKY :

www.consultant.ru CrpaHuua 78 ns 368
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100056&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100056&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

1. ;
2. .
8. IlepeuyeHb BOIPOCOB, OTpaXamolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OINHO3HAYHO CBUIETEJIbCTBYET O COOJIOIEeHMM UIIM HeCOOJIOOEHUM
OPUONYECKUM JIMLOM, MHIMBMIYAJIbHEIM NPeINpMHMMAaTeJIeM 00A3aTeJIbHEX TpeOoBaHUM,
COCTaBJISOIMX [PEeIMET INPOBEPKN:

N Bomnpocsl, oTpaxaromue cofep:xanue PexBu3uTHI BriBOI O
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOpPMAaTHUBHBIX BBITIOJTHEHUH
IIPaBOBBIX AKTOB, ¢ | TpeOOBaHUH
YKa3aHHUEM UX
CTPYKTYPHBIX nAa HET
€MHHULI, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOBaHMS

Oenepanbhbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHnu J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); [IpaBuna Hajuexamield MPaKTUKH XpaHEHUS U
MIEPEBO3KM JIEKAPCTBEHHBIX MPENapaTroB A MEAMIMHCKOIO NMPUMEHEHUs, YTBEP)K/ICHHBIE
npukazoM MuHucTepcTBa 3apaBooxpanenus Poccuiickoit ®denepanuu ot 31 aBrycra 2016 1.
N 646n (3apeructpupoBan MunucrepctBoM toctuniuu Poccuiickoit @enepanuun 9 siHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - [lpaBuna Haanexaiei IpakTUKU XpaHEHHUs);
[IpaBuia HagIexaled anTeyHoM MPaKTUKH  JIGKApPCTBEHHBIX  IpEnapaTtoB Ui
MEIHUIIMHCKOTO MPUMEHEHHS, YTBEPKACHHbIE MPUKa3oM MUHHCTEPCTBA 3PaBOOXPAHEHUS
Poccuiickoit ®denepanun ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHCTEPCTBOM
rocturuu Poccuiickoit @enepannu 9 ssuBapst 2017 r., peructpanmonssiii N 45113) (nanee -
[IpaBuia Haanexaiiel anTeyHol MpakTHKM); [IpaBuia XpaHeHus JIEKapCTBEHHBIX CPEICTB,
yTBEp)KICHHbIE TMPUKa30M MUHUCTEPCTBA 3APaBOOXPAHEHUS M COLMAJIBLHOTO Pa3BUTHS
Poccutickoit ®eneparuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiiuun Poccuiickoii ®@eneparuu 4 oktadpst 2010 r., peructpaumonsasii N 18608) ¢
W3MEHEHUSMH, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLUAIBHOIO
pa3Butus Poccuiickoit @enepamuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunuctepctBoM toctuniun Poccuiickoit @enepanun 4 ¢espans 2011 r., peructpaiioHHBIN
N 19703) (nanee - [IpaBuna xpaHeHUs JIEKaPCTBEHHBIX CPEICTB)

VYrupasnenue kadectBoM (ctathsa 55 61-®D3; rmaBa Il IlpaBun Hammexamieil anTedHon
MIPaKTUKHN)

Y TBepKaeHBI I PYKOBOJUTENEM CyObEeKTa nyHKT 4 [TpaBun
1 oOpallieHus JIEKapCTBEHHBIX CPEICTB HaJyIeKalen
' CTaHJapTHBIE ONIEPALIMOHHBIC IPOLEAYPBI anTEYHOM NPAKTUKH
(manee - COII)?
Nwmeercs m nOKyMeHTaLMs CHCTEMBI KadyecTBa | IyHKT S [IpaBun
Ha OyMaXKHBIX U (MJIHM) 3JIEKTPOHHBIX HaJyIeXkKallen
P HOCHUTENAX: anTEeYHOM MPaKTUKH
YKypHaJl perucTpanuy IpruKa3oB OOAMYHKT "u"
(pacriopsbkeHMi) 0 CyOBEKTY PO3HUYHOM | myHKTa S [IpaBui
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TOprosin?

HajIexalen
anTeYHOU NPAKTUKU

JIEKapCTBEHHBIX NPENapaToB?

n..n

JKypHaJl €KEIHEBHOW PEruCcTpaluu HOAMYHKT "K
[apaMeTpoOB TEMIIEPATYPBI U BIAXHOCTU B | myHKTa 5 [IpaBui
MIOMELICHUAX JUISl XPAHECHHUS HaJIeXaIen

aNTEeYHOU NMPAKTUKU

KypHaJ IEPUOJUYECKON pEerucTpanun HOJMITYHKT "7"
TEMIIEpPaTypbl BHYTPU XOJIOAUIBHOTO nyHkra S5 [TpaBun
obopynoBaHus? HaJUIeKalen

anTeyHOM IIPpaKTUKH

CPENCTB, MOICKALTUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy (IIpu
HaJIU4un)?

YKypHaJ yueTa ornepanuii, CBI3aHHbIX C OOANYHKT "M"
oOpallleHueM JIEKApCTBEHHBIX CPEICTB, nyHkTa 5 [IpaBun
BKJIFOYEHHBIX B [I€PEUCHb JICKAPCTBEHHBIX | HAJJIEKAIIECH

anTeYHOU NPAKTUKU

KYpHaJI yueTa JIEKApCTBEHHBIX NPENapaToB
C OIpPaHUYEHHBIM CPOKOM T'OJIHOCTH?

OOANVHKT "p" IVHKT
S IlpaBun
HaIexXalen
anTEeYHOM MPAKTHKH

KypHaJ ydeTa IMOCTYIUICHHS U pacxoia
BaKIMH (TIpH HAJTMYIWH)?

OOMNYHKT "X" TYHKT
S [paBun

HajIexalen
anTeYHOU NPAKTUKU

JKypHaJI pETUCTPALIUU PE3YJIbTAaTOB
IIPUEMOYHOIO KOHTPOJIA?

noAnyHKT "¢

nyHkra S [IpaBun
HaJyIeKaIen

anNTEeYHOU NMPAKTUKHU

MPEKYyPCOpOoB (TP HATTUIUH)?

JKypHaJl peTUCTpalUy OlepaLni, HOJMITYHKT "y"
CBSI3aHHBIX ¢ 000POTOM HApPKOTUYECKUX nyHkra S [IpaBun
CPEICTB, ICUXOTPOIIHBIX BEHIECTB U UX HaJIeXalen

anTeyHOM IIPpaKTUKH

Cucrema oOecriedueHusi KayecTBa XpaHEHMsI M IEPEBO3KU JIEKApPCTBEHHBIX MpernapaToB (
cTaths 54 61-03; rmasa I, myHkTel 3 - 6 [IpaBun HajuIekaleld MPaKTUKU XPaHEHHUS])

Hasznaueno nu pykoBoauTesneM anTeqHol
3. OpraHM3aIliH JTUI0, OTBETCTBEHHOE 32
BHEJPEHUE U 00ecTieueHre CUCTeMbI KauecTBa?

nyHKT S [TpaBun
HaIeXxalen

MPaKTUKH XPAHCHUA

Wndpactpykrypa. Ilomemenuss i XpaHEHUs JEKapCTBEHHBIX INpenapaToB (craTbs 58
61-®3, mmasa IV IlpaBun Hamiexamed NIPaKTUKUA XPaHEHUS;
JIEKapCTBEHHBIX CpeICcTB; r1aBa V [lpaBui Haanmexarieil anTeuHol IpaKkTUKH )

H[ )aBUJId XPAHCHUA

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

NwmeroTcst 11 HeoOX0AUMBbIe TOMEIICHUS (MITH)
30HBI, IPUHAJIEKAIINE alITEYHON
OpraHM3alliM Ha IpaBe COOCTBEHHOCTH WJIM Ha

nyHKT 11 IIpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

MaTepHuasoB Jijisl yOOPKHU (OYMCTKH), a TAKKe
MOIOIIUX U Ie3UHUIUPYIOIIUX CPEACTB?

4.
MHOM 3aKOHHOM OCHOBaHUU, HEOOXOAUMBIE IS
OCYLLIECTBIIEHUS AEATEIbHOCTH 110 XPAHEHHIO
JIEKapCTBEHHBIX MpenapaToB?
HNmeercst 11 0003HaUEHHAS 30HA UIU OYHKTHI 15, 16
5 OT/IeJIbHOE TIOMEILIEHUE TPUEMKH [IpaBun
' JIEKapCTBEHHBIX MpenapaToB? HaJjIeXalen
MPAKTUKU XPaHEHUS
Hmeercs mu 0003HaueHHAs 30HA HIH IOYHKTHI 15, 16
6 OTJIETTbHOE TIOMEIIIEHUE XPAHCHUS [TpaBun
’ JIEKapCTBEHHBIX MIPEMapaToB, TPEOYIOMNX HaJJIeKaIen
CIELUAIbHBIX YCIOBHA? MIPAKTUKU XPAHEHUS
HNmeetcs mu 17151 XpaHEHUs BBISIBIICHHBIX IYHKTHI 135, 16
(hanpcuUIMpPOBaHHBIX, [TpaBun
HeZ00pOKaYECTBEHHBIX, KOHTPAa(PAKTHBIX HaJIexalen
JIEKApCTBEHHBIX MPEMAPATOB: MPAKTUKU XPAHEHUS
0003HaueHHas 30Ha? OYHKTHI 15, 16
7 [IpaBun
' HaJlJIeXKaIen
MPAKTUKU XPAHEHUS
OTIIENILHOE TToMeleHune? IYHKTHI 15, 16
[IpaBun
HaIexaIen
MIPAKTUKU XPAHEHUS
NmeeTcs nmv 30Ha WM OTZIENIBHOE MOMEIIEHUE, | IYHKTHI 15, 16
oOecnieunBaroas TpeOyemble YCIOBHS [IpaBun

8. XpaHEHMs JIEKapCTBEHHBIX MTPENapaToB JIst HaJIexalen
KapaHTUHHOTO XPaHEHUS JIEKaPCTBEHHBIX MPaKTUKU XPAHEHUS
rnpenaparoB?

9. OcBellieHbI JIU IOMEUIECHUS U 30HBI, nyHKT 17 [IpaBun
HCIIOJIb3YyEMbIE JIJIsl XpaHEHUsI JICKAPCTBEHHBIX | HAJUIeKaIen
npenapaTos? MIPAKTUKU XPaHEHUS
OTneneHsl 1M aAMUHUCTPATUBHO-OBITOBBIE nyHKT 19 IIpaBun

10. |moMemieHus OT MOMEIIEHUM XpaHEHUs HaJIJIeKaIen
JIEKapCTBEHHBIX MpemapaToB? MPAKTUKU XPaHEHUS
Nwmeercs mu otaenpHast 30Ha (IIKagbl) TSt nyHKT 25 TIpaBun

1. |Xpanenns 00opy/10BaHuUsl, MHBEHTAps U HaJyIeKaIen

IIPAKTUKH XpaHCHUA

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 81 mn3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100037&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100047&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100052&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100053&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100055&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100063&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

[IpoBoautcs nmu yoopka nmomenieHui (30H) st

nyHKT 25 [IpaBuin

MMPOHUKHOBEHUS HACEKOMBIX, TPHI3yHOB WJIH
JPYTHUX >KUBOTHBIX ?

12. | xpaHeHUs JIEKapCTBEHHBIX NPENapaToB B HaJyIeKaIen
cootBercTBuu ¢ COIlom? NPAKTUKHU XPAaHEHUS
Nmeercs nu riiagkas oTaenKa moMeeHui aiust | myHKT 25 [IpaBun
XpaHEeHUs JIEKapCTBEHHBIX MpenapaToB HaJuIexanen
(BHyTpeHHME [TOBEPXHOCTHU CTEH, TOTOJIKOB), IIPAKTUKU XPaHCHMUS;

13. | monmyckaromas BO3MOXHOCTb IIPOBEACHHUS nyHKT 6 IIpaBun
BJIQKHOW YOOPKHU M HCKITIOYAIOLIast XpaHEeHus
HAKOIUIEHHUE NbLIN? JIEKapCTBEHHBIX

CPEICTB
ObecnieueHa M 3a1UTa TOMEIICHUH JUIs yHKT 26 IIpaBun
|4, | XPAHEHHS JIEKAPCTBEHHBIX MPENAPATOB OT HaJuIexalen

MIPAKTUKU XPAHEHUS

Wndpactpykrypa. O6opynosanue (raasa IV IlpaBun Haanexaimied MpakTUKA XpaHEHUS,
[IpaBusia XpaHEHUS JIEKAPCTBEHHBIX CPEJICTB)

15.

Nwmeercs mu Heobxoammoe 000py1oBaHue (B
XOPOIIEM COCTOSIHUU U YHUCTOE),
MIpUHAJJIeKAIee OpraHu3alliy Ha paBe
COOCTBEHHOCTH WJIM Ha THOM 3aKOHHOM
OCHOBaHHUU?

nyHKT 11 TIpaBun
HaIeXxalen
MPaKTUKU XPAHEHUS

16.

OcHallieHbl 11 TOMENIEHUS JUIsl XpaHEHUs
JIEKapCTBEHHBIX CPECTB MPUOOpaMHu 1Jist
pErucTpanyy apaMeTpoB BO3yXa:

nyHKT 7 IIpaBun
XpaHEHUs

J'IeKapCTBCHHI)IX
CpeCTB

17.

TepMoMeTpamMu’?

nyHKT 7 [TpaBun
XpaHEHUst

JIeKapCTBEHHBIX
CpeAcTB

nyHKT 37 IIpaBun
HaJUIeKAIEH
MIPaKTUKU XPaHEHUS

rUrpoMerpamu’?

nyHKT 7 [TpaBun
XpaHEHUst

JIEKapCTBEHHBIX
CpEICTB

nyHKT 37 [IpaBun
HaJJIexalei
MPAKTUKU XPAHEHUS

AJIEKTPOHHBIMU TUTPOMETPAMHU?

nyHKT 7 IIpaBun
XpaHEHUs

JICKAPCTBCHHBIX
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CPEICTB
nyHKT 37 IlpaBun
HaJyIeKaIen
MIPaKTUKU XPaHEHUS

TEPMOTUTPOMETpamMu? nyHKT 37 [IpaBun
HaJIeXalen
MIPAKTUKU XpaHEHUs

Pa3memniarorcst i ©3MEpUTENIbHBIE YACTH nyHKT 7 [TpaBun
MPUOOPOB JJISI PETUCTPALIMH ITAPAMETPOB XpaHEHUst
18. |BO3ayxa Ha pacCTOSIHUU HE MEHEe 3 M OT JIEKapCTBEHHBIX

JIBEPEii, OKOH U OTOMUTENBHBIX TPUOOPOB M HA | CPEACTB
BeicoTe 1,5 - 1,7 M ot moma?

Perucrpupyrorcs nu nokazanus npuOopos uist | myHKT 7 [IpaBui
perucTpanyy napaMeTpoB BO3yXa €KETHEBHO | XpaHEHUs

B CIIEIIUAJIBHOM JKypHaJie (KapTe) perucTpaluu | JIeKapCTBEHHBIX
19. |Ha OymMa)XHOM HOCHUTEJE WIH B 3JIEKTPOHHOM CpEICTB

BUJIE C apXHUBaLUel (AJ1s1 2JIEKTPOHHBIX
TMTPOMETPOB), KOTOPBIN BEIETCS
OTBETCTBEHHBIM JIULIOM?

CeprudunupoBaHbl, KaTHOPOBaHBI U nyHKT 7 [IpaBun
MOJIBEpPraroTCsl IU MOBEPKE KOHTPOIUPYIOIINE | XPAHEHUS
pUOOPHI TSl pETUCTPALIH TAPAMETPOB JIEKapCTBEHHBIX
BO3/IyXa? CpenCTB

20.

NmeeTcs 1 X0JI0MIIBHOE 000pYIOBAaHUE: nyHKThI 21, 36, 37
[IpaBun
HaJUIeKaIeH
MPAKTUKU XPAHEHUS

XOJOAWIBHBIE KAMEPHI WX CTIIENAAIBHO nyHKTHI 21, 36, 37
000py1I0BaHHOE TIOMEIIICHHE? [IpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS

21.

(dhapmareBTHUeCKe XONOUIbHbIC MKa(bl | MyHKTHI 21, 36, 37
WJIU XOJOUJIBHUK JUUISl XPaHEHUS [IpaBun
TEPMOJIaOUIBHBIX JIEKAPCTBEHHBIX CPEACTB? | HAAIEKAIIEH
MPAKTUKU XPaHEHUS

NmeroTcst 1 cucTeMbl KOHAUIMOHUPOBAHUS B | IYHKTRI 21, 36, 37
MTOMEIICHUSX XPAaHEHUs JICKapCTBEHHBIX [TpaBun
npenaparoB? HaJJIeKaIen

2. MPaKTUKU XPaHEHUS,
nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpelCTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

23.

HmeroTcst 1 CUCTEMBI BEHTHIISINY B
MIOMEIIECHUSAX XPAHEHHS JTIEKapCTBEHHBIX
IIpenapaTos?

OyHKTRI 21, 36, 37
IIpaBun

Hajaexalen
MPAKTUKU XPAHEHUS,
nyHKT 4 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpEICTB

24.

Nmetores nu mkadbl MeTaJUIMYECKUE WK
JIEPEBSIHHBIE TSI XPAaHEHUS JIEKapCTBEHHBIX
MIPEIapaToB, MOJIEKALIUX
MPEAMETHO-KOJINYECTBEHHOMY YUETY?

nyHKT 31 [IpaBun
HaIeXxalen

MPaKTUKH XPAHCHUA

25.

Nmeetcs v mioMOup AJis OTIeYaThIBAHUS B
KOHIIe pabouero JHs mKa(hoB METATUTHUECKUX
WJTU ICPEBSIHHBIX (MJIU TTOMEIIECHUMN) 1151
XPaHEHMS JICKAPCTBEHHBIX MTPETIapaToB,
MOJIEKAIUX MTPEIMETHO-KOJINYECTBEHHOMY
y4eTy?

nyHKT 31 [IpaBun
HaJUIeKAIEH

MIPAKTUKU XPAHEHUs

HNmeroTcs nu B IMIOMCUICHUAX IJId XpaHCHHUA
JICKAPCTBCHHLIX ITPCIIaApPAaTOB:

nyHKT 29 [IpaBun
HaIeXxalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHUS,
nyHKT S [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

26.

cTeIIaXu?

nyHKT 29 [IpaBun
HaJUIeKAIeH

MIPAaKTUKU XPAHEHNUS;
nyHKT 31 [IpaBun
HaIexaIen
MPaKTUKU XPAHEHUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB

mKagb1?

nyHKT 29 [IpaBun
HaJJIeKaIei

MPAaKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJJIexalein
MPaKTUKU XPAHEHUS;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

nyHKT S [IpaBun
XpaHEHUs

HeKapCTBeHHBIX
Cpe/CTB

nyHKT 29 [IpaBun
HaJJIeKaIei

MPAKTUKU XPAHEHNUS;
nyHKT 31 [IpaBun
HaJUJIeXKallen
MPAKTUKU XPAHEHUS,
nyHKT S [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CpENCTB

OJII0OHBI?

MOJATOBAPHUKHU? nyHKT 29 [IpaBun
HaIeXxalen
MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJIJIeXKaIen
MPaKTUKU XPAHEHUS,
nyHKT S [TpaBun
XpaHeHus
JIEKapCTBEHHBIX

CpenCTB

nyHKTHI 39, 40
IIpaBun

HaJIJIeXKaIen
MPAKTUKU XPAaHEHUS,
nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

NwMerotes 11 3anacHble IOBEPEHHBIE CPEACTBA
H3MEpEHUS B Cllydae PEMOHTA, TEXHUYECKOTO
00CITy’)KUBaHUsI, TOBEPKU 000PYAOBaHUS U

27 | CPEncTB U3MEpeHHUs?

[Ipouieccel  AesaTensHOCTH CyOBEKTa PO3HUYHONM TOPrOBIM TOBApaMU  aNTEYHOTO
accopTuMeHTa. JleficTBrs CyObheKTa OOpalleHus JIEKapCTBEHHBIX MPEMapaToB MO XPaHEHHUIO.
JIOKyMEHTBI TIO XpaHEHHIO JIEKApCTBEHHBIX mpernapaToB. OleHKa eITeIbHOCTH (CTaThs 58,
nyHKT 3 crate 9 61-D3; rmaa V, VI IlpaBwn Haanmexanieit npakTuku xpanenus; [IpaBuia
XpaHeHHus JiekapcTBeHHbIX cpenctB; raBa VI wm VII IlpaBun Hagnexameid antedyHou
MIPAKTHUKH )

COOTBETCTBYIOT JIM CBEJICHUS PE3YJITATOB nyHKT 46 [IpaBun
MIPUEMOYHOTO KOHTPOJISI CBEJICHUSIM B HaJIexaren

TOBAPOCONPOBOAUTEILHON JOKYMEHTAIUH: MIPAKTUKU XPaHEHHUS;
28. nyHKT 40 IIpaBun
XpaHEHHS
JIE€KapCTBEHHBIX
CpencTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

10 aCCOPTUMEHTY U KOJIMYECTBY?

nyHKT 46 [IpaBuin
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 40 [TpaBuin
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

0 KayecTBy?

IyHKT 46 [IpaBun
HaJUIeKAIEH

MPAaKTUKHU XPAHECHUS,
nyHKT 40 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

M0 COOJIOJIEHUIO CIIEIIHABHBIX YCIOBHIMA
XpaHeHUs (MpU HAJTUYUH TAKOTO
TpeOOBaHUSI B HOPMATUBHOU JJOKYMEHTAIIUU
Ha JIEKapCTBEHHBIN Mpemnapar)?

nyHKT 46 [IpaBun
HaJJIexalei

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpeacTB

10 HAJIMYMIO MTOBPEXKJICHUH TPaHCIIOPTHOM
Tapsl?

nyHKT 46 [IpaBuin
HaJUIeXKaIen

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBuin
XpaHEeHUS
JIEKapCTBEHHBIX
CpeaCTB

29.

Co3pnaHna a1y npueMHasi KOMUCCHUS TS
MIPOBEACHUS IPHUEMOYHOTO KOHTPOJIS,
YTBEPKACHHAS MIPUKA30M PYKOBOIUTEIS
CyOBEeKTa pO3HUYHON TOPTOBIH?

nyHKT 49 [IpaBun
HaIeXxalen

anTeyHou IIPpaKTUKH
XpaHCHUA

30.

OdopMIIsAIOTCS TN ¢ IPOCTABICHUEM ILTAMIIa O
IIPUEMKE, TOANKNCHI0 MaTEpUAILHO
OTBETCTBEHHOTO JINIIA, 3aBEPEHHOM M1€YaThIO
(npu HaM4YMK) cyOBEKTa POZHUYHON
TOPTOBIIU:

nyHKT 46 [IpaBun
HaJJIexalei

anTEeYHOU NPAKTUKHU

cueta-aktypbr?

nyHKT 46 [IpaBun
HaIexXaIen

anTeYyHOMN IIPpaKTUKH

TOBAapHO-TPAHCIIOPTHBIE HAKJIAHbIE?

nyHKT 46 [IpaBun
HaIeXxalen

anTe4yHou IIPpaKTUKH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

peecTp IOKYMEHTOB I10 Ka4yecTBY?

nyHKT 46 [IpaBuin
HaJJIeKaIei

anTEeYHOU NMPAKTHKU

31.

[IpoxonsaT 11 ToBaphl aTEYHOrO
aCCOPTUMEHTA JI0 M10/1a4H B TOPTOBYIO 30HY
IIPEANPOJAKHYIO IOATOTOBKY ?

nyHKT 50 [IpaBun
HaIeXaIen

anTeyHOM IIPpAaKTUKH

32.

WNnentuguuupyroTcs u XpaHsmecs
JIEKapCTBEHHBIE CPEICTBA B COOTBETCTBUH C
MPUMEHSEeMOH CyOBeKTOM 00paleHus
JIEKapCTBEHHBIX IIPENApaTOB CUCTEMOM yuera?

nyHKT 29 [IpaBun
HaIeXxalen

MIPAKTUKU XpaHEHHUS;
nyHKT 49 [IpaBun
HaJUIeKAIEH
MIPaKTUKN XpaHEHUSI.

Ocy1ecTBisieTcs 1 XpaHEHNE JIEKapCTBEHHBIX
IPErnaparoB ¢ y4eTOM TpeOOBaHHIA:

nyHKT 47 [IpaBui
HaJJIeKaIei

MPaKTUKU XPaHEHWS,
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

33.

HOPMAaTUBHOM TOKyMEHTallUH,
COCTABJISIIOLIEN PETUCTPALUOHHOE
J0ChE Ha JIEKAPCTBEHHBIN Npenapart?

nyHKT 47 IIpaBun
HaJUIeKAIEeH

MPAaKTUKHU XPAHECHUS,
nyHKT 40 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

MHCTPYKIMHU 110 MEAUIITHCKOMY
IIPUMEHEHHNIO?

nyHKT 47 [IpaBun
HaJJIexalei

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpeacTB

uH(oOpManuu, coaepiKamieincs Ha
MEePBUYHOMN U (WJIM) BTOPUIHOMN
yIaKOBKE JIEKAPCTBEHHOTO Mperapara 1
TpaHCIIOPTHOM Tape?

nyHKT 47 [1paBuin
HaJUIeXKaIen

MPaKTUKU XPAaHEHUS;
nyHKT 40 [TpaBuin
XpaHEeHUS
JIEKapCTBEHHBIX
CpEeICTB

34.

Pa3memiatorcs 11 JeKapcTBEHHbIE pEnapaThl B
MOMEILEHUAX U (WJIK) 30HaX AJIsi XpaHEHUS
JIEKapCTBEHHBIX NMPENApaTOB B COOTBETCTBHHU C

nyHKT 49 [IpaBun
HaIeXxalen

MPAaKTUKH XPAHCHUA,
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TpeOOBaHUSAMH HOPMATUBHOM TOKYMEHTALIUU U
(unm) TpeOOBaHUAMHM, YKa3aHHBIMU Ha
YIIaKOBKE JIEKAPCTBEHHOIO IIpernapara, ¢
Y4EeTOM:

nyHKT 8 [IpaBun
XpaHeHus

HeKapCTBeHHBIX
Cpe/CTB

(U3NKO-XMMHYECKIX CBOWUCTB
JIEKapCTBEHHBIX NPENapaToB?

nyHKT 49 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 8 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

(bapMakoIIOrH4ecKuX rpymm?

nyHKT 49 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAaHEHUS,
nyHKT 8 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

crioco0a BBeJIeHHs JICKapCTBEHHbBIX
IpenapaTos?

nyHKT 49 [IpaBun
HaJUIeKAIEH

MPAaKTUKHU XPAHECHUS;
nyHKT 8 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

35.

XpaHATCS U CBETOUYBCTBUTEIIBHBIC
JIEKapCTBEHHBIE TPENapaThl B 3alIUIEHHOM OT
cBeTa Mecte?

nyHKT 52 [IpaBui
HaJIJIeKalen

IIPAaKTUKU XPAHEHUS;
OYHKTHI 24 - 26
[IpaBuit xpaneHust
JIEKapCTBEHHBIX
CPEICTB

36.

XpaHsTCs JIU BIIarOYyBCTBUTEIILHBIC
JICKapCTBCHHBIE CPEJICTBA B 3AIUIIICHHOM OT
BJIaTA MecTe?

IYHKTBI 21, 47
IIpaBun

HaJIJIeKaIen
MPAaKTUKHU XPAHECHUS;
OYHKTHI 27 - 29
[IpaBui xpaneHust
JIEKapCTBEHHBIX
CpEICTB

37.

HasHa4yeHo i1 npuKa3oM pyKOBOJUTEIS
CyOBEKTa PO3HHYHOI TOPTOBIM OTBETCTBEHHOE
T 3a paboTy ¢ darbcuGUIUpPOBaHHBIMH,
N00pOKaueCTBEHHBIMU, KOHTPAa(haKTHEIMU

nyHKT 66 [IpaBun
HaIeXxalen

anTe4yHoM IIPpaKTUKH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TOBapaMu anTEYHOr0 aCCOPTUMEHTA?
H3omupoBaHbl 11 cieNHaibHO OyHKT 55 IpaBun
3 |MPOMApKHPOBAHHbIC JIEKAPCTBEHHBIC HaJIexalen
" | mpenapaTtsl, peHa3HAYEHHbIE 15 MPAKTUKU XPAHEHUS
YHUUTOKEHUS?
N3omupoBaHsl u: nyHKT 30 IIpaBun
HaJyIeKaIen
MPAKTUKU XPaHEHUS
JIEKapCTBEHHBIE MTpenaparsl, B oTHomeHn: | myHKT 30 [TpaBuin
KOTOPBIX MPUHSITO PEIICHUE O HaJuIexalen
MIPUOCTAHOBIICHUH TPUMEHEHHUS? MIPAKTUKU XPAHEHUS
39.
JIEKapCTBEHHBIE ITpenaparsl, B OTHOWEHNN | myHKT 30 [IpaBui
KOTOPBIX MPUHATO pelieHrne 00 U3bATUU U3 | HaJJIexKalei
oOparteHus? MPAKTUKU XPAHEHUS
(danscuduIMpoBaHHEIE, nyHKT 30 [TpaBun
HeZ00poKayeCTBEeHHbIE M KOHTpa(aKkTHhIe | HaAJeKalei
JIEKapCTBEHHbIE ITpenaparbl? MPAKTUKU XPAHEHUS
HMeroTcst 11 TOKYMEHTBI, ONKCHIBAIOIIINE OYHKTBI 41 - 43
JICICTBUS, BBITIOIHSAEMBIE CYyOBEKTOM [IpaBun
oOparieHus JIEKapCTBEHHBIX MPENaparos, HaJjIexalen
HarpaBJICHHBIC Ha COOMIOIeHNE TPEOOBAHUHM, | IPAKTHKH XpaHEHHS
yCTaHOBJIEHHBIX [IpaBuaamu HaJiexamien
MPAKTUKU XPAHEHHUS:
UHCTPYKUUN? IYHKTBI 41 - 43
[IpaBun
HaIeXxalen
MPAKTUKU XPAHEHUS
40 CTaHJApTHBIE ONEPAaLlMOHHbIE MPOUEAYpPbl | MYHKTBI 41 - 43
' (COIIn)? [IpaBun
HaJUJIeXKalen
MPAKTUKU XPAaHEHUS
OTYETHI (CBOJHBIE XKYypHAJIbI)? OYHKTHI 41 - 43
[IpaBun
HaJyIeKaIen
MIPAKTUKU XPAHEHUS
JIOTOBOPHI? OYHKTHI 41 - 43
[IpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BeI[eTCSI JIX y4C€T JICKAPCTBCHHBIX CPEACTB C

nyHKT 11 TIpaBuna

4] | OTPAHMYEHHBIM CPOKOM TOJHOCTH Ha XpaHeHus
" | OyMa)KHOM HOCHTEJIE WU B AJIEKTPOHHOM BUJIE |JIEKApPCTBEHHBIX
C apxuBaluein? CpEICTB
Y CTaHOBIEH JIM PyKOBOAMUTENIEM Oprann3anuu | oyHKT 11 ITpaBun
4 |TOPSZIOK BE/ICHUS yeTa JICKAPCTBEHHBIX XpaHeHus
" | CpEenCcTB ¢ OTPAaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nmeetcs nu pa3paOoTaHHBIN U yTBEpKACHHBIN | myHKT 24 [TpaBun
KOMIUIEKC MEp, HAIlpaBJICHHbBIN Ha HaJuIexalen
MUHUMU3ALHUI0 PUCKA KOHTAMUHALIUN IIPAKTUKU XPAHEHUS
JIEKapCTBEHHBIX MIPENapaToB, C y4ETOM
YCJIOBUI COOMIOACHUS 3alIUTHI OT (PAKTOPOB
BHEIIIHEH cpeibl ¢ 0hopMIIeHUEM:
MIPUKA30B? yHKT 24 [IpaBui
43 HaIeXxalen
MIPAKTUKU XPaHEHUS
COlIlog? nyHKT 24 [IpaBuin
HaJJIeXKaIen
MIPAKTUKU XPaHEHUS
WHCTPYKUUNA? nyHKT 24 [IpaBun
HaJUIeKaIlen
MIPAKTUKU XPAaHEHUS
Peructpupyrorcs au pe3ynbTaTsl nyHKT 21 [IpaBun
TEMIEPATYPHOT0 KAPTUPOBAHMSI U BIAXKHOCTH B | HALIEKAIIEH
CHEIHAIbHOM JXypHaje (KapTe) perucTpaluyd | IPaKTUKHU XPaHEHUS;
Ha OyMa)XHOM HocuTene U (Win) B yHKT 23 [IpaBun
44, | 7EKTPOHHOM BHUJIE €XKETHEBHO, B TOM YHCIIE B HaJIeXalen
" | BBIXOZHBIE U NPA3JHUYHBIE THU? IIPAKTUKU XPaHEHUS;
nyHKT 7 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CPEICTB
XpansTcst 1 )KypHaJbl (KapThl) peructpauuu | myHKT 21 [TpaBun
TEMIIEPaTypPHOTr0 KapTUPOBAHUS B TEUCHUE HaJuIexanen
IBYyX J1eT? IIPAKTUKU XPaHCHMUS;
nyHKT 23 [IpaBun
45, HaIexalen
IIPaKTUKU XPAaHEHUS;
nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

Co0:roaeTcst 11 3arpeT Ha COBMECTHOE nyHKT 34 IIpaBun
XpaHEHUE B OJJHOM TEXHUUYECKU YKPEIJIEHHOM | HaJjIeKalei
MOMEILIEHUY JIEKAPCTBEHHBIX MPENapaTos, MIPAKTUKU XPaHEHUS
46, |MPEYCMOTPEHHBIX IYHKTOM 32 IlpaBun
HaJIeXkKallel IPaKTUKU XPaHEeHUs, U
JIEKapCTBEHHBIX MIPENAPATOB, COAEPIKALUX
CHWJIBHOJIEWCTBYIOLIUE UJIU SIIOBUTHIE
BeliecTa?
CobmrotaeTcst T 3alpeT Ha XpaHEHHUE nyHKT S1 IIpaBun
OTHEOIACHBIX U B3PHIBOOMACHBIX HaJuIexalen
JIEKapCTBEHHBIX MPENapaToB BAAIH OT: MPAKTUKU XPaHEHUS
orHs? nyHKT 51 IIpaBun
HaIeXaIen
IIPAKTUKU XPaHEHUS
47.
OTONUTENbHBIX TPUOOPOB? nyHKT 51 [IpaBun
HaIeXxalen
MIPAKTUKU XPaHEHUS
BO3JEHUCTBUS MPSAMBIX COTHEYHBIX JIydye? | myHKT S1 [IpaBun
HaJJIeXKaIen
MIPAKTUKU XPaHEHUS
CoO:roaeTcst 1M 3ampeT Ha XpaHeHHe B nyHKT 20 [IpaBun
MIOMEILEHUAX XPAHEHUS JIEKAPCTBEHHBIX HaJuIexalen
IIpenapaToB: MIPAKTUKU XPAaHEHUS
MUIIEBBIX POYKTOB? nyHKT 20 [IpaBun
HaJUIeKAIEH
MIPAKTUKU XPaHEHUS
TabaYHBIX U3EIUI? nyHKT 20 IIpaBun
48. HaJuIexalen
MIPAKTUKU XPaHEHUS
HAIIUTKOB (32 UCKIIFOUEHUEM MUTHEBOM nyHKT 20 [IpaBun
BOJIBI)? HaIeKaIen
IIPAKTUKU XPaHCHUS
JIEKapCTBEHHBIX IIPEIapaToB, nyHKT 20 [IpaBuin
IIPEeIHA3HAYEHHBIX JUIS JINYHOIO HaJIeXalen
UCMOJIb30BaHUS paOOTHUKAMU? MIPAKTUKU XPaHEHUS

(moymxHOCTE M OO IOJDKHOCTHOTO JIMIla, SBallOoJIHMBIIETO
IIPOBEPOUHLI JIMCT, MNOANMCH, IaTa)

(mojpxkHOCTH M OVMO HOJDKHOCTHOTO JMla KPMAMYECKOI'O JiMlLa, IPMCYTCTBOBABIEIO
IpyY BalOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOOIMCH, IaTa)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[Tpunoxenue N 7

K npukazy denepanbHoil ciyKObI
0 Ha/130py B chepe 31paBoOXpaHEHHS
o1 09.11.2017 N 9438

[IPpOBEPOUHE JIUCT

(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOom
10 HaI30py B chepe 3OpaBOOXPaHEHUS U ee TEeppPUTOPMAJIbHEMU OpTaHaMu
Py [NPOBEIEHUM I[IJIAHOBHIX [IPOBEPOK NPUM OCYUECTBJIEHUM (elepajibHOTO
TOCYIAapPCTBEHHOTO HaIsopa B chepe obpaumeHus JIeKAPCTBEHHEX CPEIOCTB
(xpaHeHMrEe JIeKAPCTBEHHEIX [IPEenapaToB IJisg MEeOULUMHCKOTO IPMUMMEHEHUS

B alTeke MNPOM3BONCTBEHHOM C MNPABOM M3TOTOBJIEHMUS aCelTUUEeCKUX

JIEKAPCTBEHHHX I[IPEernapaToB)

(HaMMeHOBaHMe OpTraHa, OCYyHWeCTBJIANIET'O IIJIAHOBYIO HpOBepKy)

1. Bun TOCYyIapCTBEHHOTO KOHTPOJISA (Hanm3opa)

2. [lpenmeT [IJIaHOBOM IPOBEPKM OPUAOMYECKUX JINML, U MHIVMBUIOYAJbHBIX
IpennpuHuMaTesen orpaHMuMBaeTCcsa ofsg3aTesibHEIMU TpeBoBaHMAMM, COOJIOIOEHME
KOTOPHIX ABJSETCsS HauboJiee 3HAUMMEM C TOUYKM BPEeHMS HEeNOIyUeHMs BO3HMKHOBEHUS
YIPO3El MNPUYMHEHMS Bpela XM3HM, S3I0POBLI I'PaxIaH, M3JIOXKEHHEMM B bopme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIBHEIX BOINPOCOB) .

3. HauMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIMUUWN)
VHOVBUOYAJILHOTO NIPEeNIPUHYMATEIIS

4. MecTOo HnpoBemeHMS IJIAHOBOM MNPOBEPKM C BalOJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PexBUBUTH IIpMrMKasa O IIPpOBeOeHUM 1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUYeTHHM HOMEp MNPOBEPKM M IaTa NPUCBOEHUS YUeTHOT'O HOMepa [POBEPKU B
EovHOM peecTpe NPOBEPOK: .
7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (J1m11) ,
IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. .
8. IlepedyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeOOoBaHMI,

OTBET Ha KOTOPHE ONHOBHAYHO CBUIOETEJILCTBYET O COOJIOISHMUM WM HeCOOJIoIeHUMN
OPUONYECKUM JIMIIOM, MHIVBMIYAJIbHEIM NPEeINpMHMMATEJIEM 00S3aTeJIbHEX TpeOoBaHUM,
COCTaBJISIMX NPEIMET NPOBEPKM:

dopma

N Bomnpocsl, oTpaxaroiue coiepkanue PexBu3nTHI BriBox o
/11 00s13aTeNbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOOBaHUU

yKa3aHUEM UX
CTPYKTYPHBIX Aa
€IUHUIL], KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHbIC

HECT
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

| TpeGoBaHUS | |

®denepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "O06 obpareHun JIeKapCTBEHHBIX
cpenctB" (Cobpanue 3akoHomarenscTBa Poccuiickoit @eneparu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (manee - 61-®3); llpaBuna Hajuiexalleld NPaKTUKU XPaHEHUS U
MIEPEBO3KM JIEKAPCTBEHHBIX MPENapaTroB A MEAMIMHCKOIO NMPUMEHEHHUS, YTBEPK/ICHHBIC
npukazoM MunucrepcTBa 3apaBooxpanenus Poccuiickoit denepanuu ot 31 aBrycra 2016 1.
N 646Hn (3apeructpupoBan MunucrepcTBoM toctuniuu Poccuiickoit @enepanuun 9 sHBaps
2017 1., peructpannonnbiii N 45112) (nanee - [IpaBwira Haamexamier NpakTUKA XPaHEHHUS);
[IpaBuna Haanmexamel  anTeyHoOM  MPAKTUKU  JIGKAPCTBEHHBIX  MpenapaToB s
MEIUIMHCKOTO MPUMEHEHUS, YTBEPXKACHHbIE MPUKa30M MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccuiickoit ®denepanuu ot 31 aBrycra 2016 r. N 6471 (3apeructprpoBad MUHHCTEPCTBOM
rocturu Poccuiickoit @enepannu 9 ssuBapst 2017 r., peructparmonnsii N 45113) (nanee -
[IpaBuna Hamyexamieit anTeqHol mpakTukH); [IpaBuia XpaHeHHs TEKApCTBEHHBIX CPEJICTB,
YTBEPKACHHBIE MpPHKa30M MUHHUCTEPCTBA 3APAaBOOXPAHEHUS MU COLHUAIBHOIO Pa3BUTUA
Poccuiickoit ®denepanun ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuimu Poccuiickoit ®@enepaunu 4 oxtsi6ps 2010 r., perucrparmonssiii N 18608) ¢
M3MEHEHHUSMHU, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS] M COLUAIBHOIO
paszButusa Poccuiickoii @enepanuu ot 28 gexadbps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccuiickoit @eneparuu 4 deBpans 2011 r., peructpaioHHBINA
N 19703) (nanee - [IpaBuia xpaHeHHUs JIEKapCTBEHHBIX CPEJICTB)

VYmpasnenue kadectBoM (ctathsa 55 61-®3; rmaBa Il IlpaBun Hammexamiedl anTedHon
MIPAKTHUKH )

YTBepkKACHBI JTU PYKOBOJIUTEIEM CYOBhEKTa nyHKT 4 [TpaBun
oOparlieHus JIEKapCTBEHHBIX CPEICTB HaJuIeXKaIen

CTaHJIapPTHBIE ONIEPAIIMOHHBIC TTPOLIEAYPHI
(manee - COII)?

anTe4yHoM IIPaKTUKH

Nmeetcs nmu qokymMeHTausl CUCTEMbI KadecTBa | OyHKT S [IpaBuin
Ha OyMaXHBIX U (WJIH) 3JIEKTPOHHBIX HaIexaIen

HOCHTEIIAX: anTEeYHOU NPAKTUKHU
YKypHaJ pErUCTPALIMU TPUKA30B OOANYHKT "u"
(pacmiopspkeHHiA) IO CyOBEKTY PO3HUYHOM | myHKTa S [IpaBui
TOPTOBIU? HaJJIeKaIen

alTeYHOM MPAKTUKHU

n..n

KypHaJ €KEeTHEBHOM PErUCTPAIINH HOOAMYHKT "K
2. MapaMeTpoB TEMIIEpPaTypbl U BIXHOCTU B | myHKTa S [IpaBun
MOMEILEHUSX JUIsl XpaHEHUs HaJuIeXKaIen

JIEKapCTBEHHBIX IIPENapaToB?

anTe4yHoM IIPaKTUKH

n_n

)KypHAaJT TIEPHOTUYECKON PETUCTPALIUH HOAMYHKT "1
TeMIIepaTypbl BHYTPHU XOJIOAUIBHOTO nyHkra 5 [TpaBui
obopymoBaHus? HaJIexKaIen

anTEeYHOU NMPAKTUKHU

YKypHaJ ydeTa Olepalnii, CBA3aHHbIX C OOANYHKT "M"
oOpaleHneM JIEKapCTBEHHBIX CPEJICTB, nyHkra S [IpaBun

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 93 mn3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=393991&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=110451&date=22.07.2022&dst=100011&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393991&date=22.07.2022&dst=100620&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100016&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100024&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100034&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100043&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100043&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100044&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100044&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100045&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100045&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100046&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210618&date=22.07.2022&dst=100046&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

BKJIFOYEHHBIX B [IEPEUEHb JIEKAPCTBEHHBIX
CPENCTB, MOICKALIUX
MPEAMETHO-KOJIMYECTBEHHOMY YUeTy (IIpu
HaJIU4un)?

Haaexalen
anTeYHOU NPAKTUKU

KYypHaJI yueTa JICKApCTBEHHBIX NPENapaToB
C OIpaHUYEHHBIM CPOKOM T'OJIHOCTH?

OOAMYHKT "p"

nyHkTa S [TpaBuin
HaIexaIen

anTeyHOM IIPpaKTUKH

KypHaJ ydeTa IMOCTYIUICHHSI U pacxoja
BaKIMH (TIpH HAJTMYIUH)?

OOMMYHKT "X"

nyHkTa S IIpaBun
HaJUJIeXKallen

anTeYHOU NPAKTUKU

JKypHaJI PETUCTPALIUU PE3YJIbTATOB
IIPUEMOYHOIO KOHTPOJIA?

noAnyHKT """

nyHkra S [IpaBun
HaJyIeKalen

anNTEeYHOU NMPAKTUKHU

YKypHaJ pEruCTpalu onepanuu,
CBSI3aHHBIX C 000POTOM HAPKOTUYCCKUX
CPEICTB, IICUXOTPOITHBIX BEUIECTB U UX
MPEKYyPCOpOoB (TP HATTUIUH)?

OOAMYHKT "y"

nyHkTa S [TpaBun
HaIexalen

anTeyHOM IIPpaKTUKH

Cucrema oOecriedyeHusi KayecTBa XpaHEHMs] M TEPEBO3KU JIEKApPCTBEHHBIX MpernapaToB (
cTaths 54 61-03; rmasa II, myHkTel 3 - 6 [IpaBun HajuIekael MPaKTUKU XPaHEHHUS])

Ha3znaueno nu pykoBoauTeneM anTeqHoM
OpraHM3aIliy JTUI0, OTBETCTBEHHOE 32
BHEJPEHUE U 00ecrieueHre CUCTeMbI KauecTBa?

nyHKT S [TpaBun
HaIeXXalen

MPaKTUKH XPAHCHUA

Wndpactpykrypa. Ilomemenuss i XpaHEHUs JEKapCTBEHHBIX NpemnapaToB (craTbs 58
61-®3, mmasa IV IlpaBun Hamiexamied NpakTUKW XpaHeHus; llpaBuna XxpaHeHus
JIEKapCTBEHHBIX Cpe/IcTB; r1aBa V [lpaBui Haamexarieil anTeuHol IpaKkTUKH )

Nmetrotcs 1 HEOOXOIMMBIE TTOMETIEHUS (HITH)
30HBI, MPUHAITICKAIINE ATEYHON
OpraHu3alMK Ha MPaBe COOCTBEHHOCTH WJIM Ha
WHOM 3aKOHHOM OCHOBAHHWHU, HEOOXOAUMBIC TSI
OCYIIECTBIICHUS I€ATEIHHOCTH 0 XPAaHEHUIO
JIEKapCTBEHHBIX MpPenapaToB?

nyHKT 11 IIpaBun
HaJUIeKaIlen

IIPAKTUKU XPAHEHUs

Nmeetcs nu 0003HaueHHAs 30Ha WIN
OT/IeJIbHOE TIOMEILEHNE TPUEMKHU
JIEKapCTBEHHBIX IIPENapaToB?

IYHKTHI 15, 16
IIpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

Nmeetcs 1 0003HaYeHHAs 30HA WIN
OTJIEJIbHOE IIOMEILEHUE XPAHCHUS
JIEKapCTBEHHBIX NIPENapaToB, TPEOYIOUINX

OYHKTHI 15, 16
IIpaBun

HaIexaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CIELUATIbHBIX YCIOBHM?

MPAaKTUKH XPAHCHUA

Wmeetcst nu 715t XpaHEHUS! BBISIBICHHBIX
¢banbcupUIMPOBAHHBIX,
HE00pOKaYeCTBEHHBIX, KOHTpa(paKTHBIX
JIeKapCTBEHHBIX MPENapaToB:

IOYHKTHI 15, 16
[IpaBun

HaJUIeXXalen
MPAKTUKU XPaHEHUS

0003HaueHHas 30Ha?

OYHKTHI 15, 16

7 [IpaBun
HaJuIexalen
MIPAKTUKU XpaHEHUs
OTJEIBHOE ITIOMEIICHHE? IOYHKTHI 15, 16
[IpaBun
HaIeXXalen
IIPAKTUKU XPaHEHUS
Nwmeetcs 1 30Ha WK OTAEIbHOE TIOMEILeHHe, |IYyHKTHI 15, 16
o0ecreunBaroIasi Tpedyemble yCIOBHS [IpaBun
8. XpaHEHUs JIEKApCTBEHHBIX MPENapaToB AJs HaJuIexalen
KapaHTUHHOI'O XpaHEHUS JIEKAPCTBEHHBIX MIPaKTUKU XPaHEHUS
npenaparoB?
OcgerieHbl JI1 TOMELEHUS U 30HBI, nyHKT 17 [IpaBun
9. UCIIOJIb3YEMBIE JUIsl XpaHEHUs JICKApCTBEHHBIX | HaJlIeKalei
npenaparos? MIPAKTUKU XpaHEHUs
OTtaeneHsl 11 aIMUHUCTPATUBHO-OBITOBBIE yHKT 19 [IpaBun
10. |moMelieHust OT MOMENIEHUIA XPaHEHUS HaIexaIen
JIeKapCTBEHHbIX IpenapaToB? MIPAKTUKU XpaHEHUs
Nmeetcs mu oTaenbHas 30Ha (MIkadbr) 1J1s nyHKT 25 [IpaBun
1] |Xpanennus 000py10BaHUs, UHBEHTAps U Ha/JIexarien
" |marepuanoB 1 yOOPKHU (OUMCTKH), a TAKXKe IIPAKTUKU XPaHEHUS
MOIOIINX U Ie3UHPHUIUPYIOMIHUX CPEACTB?
[IpoBonuTcs nu yoopka noMerieHuit (30H) it | myHKT 25 [IpaBun
12. | XpaHeHMs JIEKapCTBEHHBIX IIPENApaToB B HaJUIeKaIlen
cootBeTcTBUM ¢ COIloM? IIPAKTUKU XPAHEHUs
Wwmeercs nu rnaakas oTaesKa MOMEIIeHud A | MyHKT 25 [TpaBun
XpaHEHUs JIEKapCTBEHHBIX IPENapaToB HaJuIexalen
(BHYTpEHHHE [TOBEPXHOCTHU CTEH, TOTOJIKOB), MIPaKTUKU XpaHEHHUS;
13. | momyckaromnias BO3MOXHOCTb IMPOBEICHUS IyHKT 6 [TpaBun
BJIQKHOW YOOPKHU M HCKITFOYAIOLIAst XpaHEeHUs
HAKOIUIEHHUE NbLIN? JIEKapCTBEHHBIX
CPEICTB
ObecneueHa M 3alUTa TOMEIICHUHN JUIs nyHKT 26 [IpaBui
14. | xpaHeHHs JeKapCTBEHHBIX IPENapaToB OT HaJuIexalen

IMPOHUKHOBCHUS HACCKOMBIX, I'PBI3YHOB WJIN

MIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

| JPYTUX KUBOTHBIX?

WNndpactpykrypa. O6opynosanue (raaBa IV [lpaBun Haanmexaiied MpakTUKA XpaHEHUS,
[IpaBuiia XpaHeHUs JIEKAPCTBEHHBIX CPEICTB)

15.

Nwmeetcs nmu HeoOxoaumoe obopyaoBanue (B
XOPOIIEM COCTOSIHUU U YHUCTOE),
MIpUHAJISKAIee OpraHu3alliy Ha paBe
CcOOCTBEHHOCTH MJIM HA MHOM 3aKOHHOM
OCHOBaHHH?

nyHKT 11 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

16.

OcHallieHbl 11 TOMELIEHUS JUIsl XpaHEHUs
JIEKapCTBEHHBIX CPEACTB MPUOOpaMHU IS
pEerucTpanyy napaMmeTpoB BO3ayXa:

nyHKT 7 [IpaBun
XpaHEHHUst

JICKAPCTBCHHBIX
CpCaACTB

17.

TepMoMeTpamu?

nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

nyHKT 37 [IpaBun
HaJyIeKaIen
MIPAKTUKU XpaHEHUS

rurpoMerpamu’?

nyHKT 7 [TpaBun
XpaHEHUs

JIeKapCTBEHHBIX
CPEICTB

nyHKT 37 IIpaBun
HaJyIeKaIen
MIPAKTUKU XPaHEHUS

AJIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [IpaBun
XpaHEHUst

JIeKapCTBEHHBIX
CpeACTB

nyHKT 37 IIpaBun
HaJUIeKaIeH
MIPaKTUKU XPaHEHUS

TEPMOTUTPOMETpaMu?

nyHKT 37 IlpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

18.

Pazmemnatorcs mu u3MepuTeIbHBIE YaCTH
MPUOOPOB JJISI PETUCTPALIMH ITAPAMETPOB
BO3/IyXa Ha pACCTOSTHUU HE MeHee 3 M OT
JBEpeH, OKOH U OTOMHUTENIbHBIX MPUOOPOB U Ha
BeicoTe 1,5 - 1,7 M ot moma?

nyHKT 7 [IpaBun
XpaHEHHUst

JICKAPCTBCHHBIX
CpCaACTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPEenapaToB, NOUIEKALIIX
MIPEIMETHO-KOINYECTBEHHOMY yueTy?

Peructpupytorcs nu nokasanus npuOopoB s | myHKT 7 [IpaBun
pEerucTpaluy MapaMeTpoB BO3yXa €KETHEBHO | XpaHEHUS
B CIICIIMAJIBHOM KypHaJe (KapTe) PErUCTPAlUK | JICKAPCTBEHHBIX
19. |Ha OymMa)XHOM HOCHTEJIE WIIH B SJIEKTPOHHOM CpEICTB
BUJIE C apXHUBaIMel (A1 AIIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BeACTCS
OTBETCTBEHHBIM JIMIIOM?
CepTtudunmpoBansl, KaTuOpOBaHBI U nyHKT 7 IpaBun
50, |MOZBEPratoTCs i MOBEPKE KOHTPOMPYIOWHUE | XPAHEHHS
" | mpuOOpHI A PETUCTPALINU ITAPAMETPOB JIEKapCTBEHHBIX
BO3ayXa? CpEICTB
NmeeTcst i X0JI0JMIIBHOE 000pYTOBaHUE: nyHKTHI 21, 36, 37
[IpaBun
HaIexaIen
MPaKTUKU XPAHEHUS
XOJIOJIMIIbHBIE KaMEPhl WIIH CIIEHUATIBHO OyHKTRI 21, 36, 37
21, 00opyI0BaHHOE MTOMeIleHne? [IpaBun §
HaJIeKalei
MPAKTUKU XPAHEHUS
(dapmalleBTHUECKHE XONOAMIbHbIC Kadbl | myHKTHI 21, 36, 37
WJTU XOJOUIBHUK JIJISl XpaHEHUS [IpaBun
TEPMOJIAOUITBHBIX JIEKAPCTBEHHBIX CPEICTB? | HAJIeKaIIEH
MPAKTUKU XPAHEHUS
NmeroTcst i cucTeMbl KOHIUIIMOHUPOBAHUS B | IYHKTRI 21, 36, 37
TTOMEMICHUSIX XPAaHEHHUS JICKAPCTBEHHBIX [TpaBun
npenaparoB? HaIeXxalen
2 MPaKTUKU XPAHEHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpenCcTB
Nmerotcs mu cUCTEMBI BEHTHIISIIAH B nyHKTHI 21, 36, 37
TTOMENICHUSIX XPAaHEHHUS JICKaPCTBEHHBIX [TpaBun
npenaparoB? HaIexalen
23 MPaKTUKU XPAHEHUS;
' nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpenCcTB
NmeroTcst mu mkagpl METAUTHIECKAE FITH nyHKT 31 IIpaBun
24, |MCPEBAHHBIE JUIsl XPAHEHHS JIEKAPCTBEHHBIX HaJJIeKalei

IIPAKTUKH XpaHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

25.

Nwmeetcs nu uioMOup 1715 ONIeYaThIBAHUS B
KOHIIe pabouero JHs MKa(hoB METATUTHUECKAX
WM IEPEBSIHHBIX (MM MMOMEIIEHUM) 1S
XpaHEeHHUs JIEKAPCTBEHHBIX MPENapaToB,
MOJyIeXKAIUX MPEIMETHO-KOINYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

HNmeroTcs mu B MOMEIICHUSIX JJIsI XpaHCHUA
JICKApCTBCHHBIX MPCIIAPATOB:

nyHKT 29 [IpaBun
HaJJIexalei

IIPaKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HaIeXaIen
MPAKTUKU XPAHEHNUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB

26.

cremiaxu’?

nyHKT 29 [IpaBui
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 31 [IpaBun
HaJUIeXXaIen
MPaKTUKU XPAHEHUS;
nyHKT S [TpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CpElCTB

mKagbI?

nyHKT 29 [IpaBun
HaIexalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJUIeKAIEeH
MIPaKTUKU XPaHEHMUS;
nyHKT S [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

HOIJ0HKI?

nyHKT 29 [IpaBun
HaJJIexalei

IIPaKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HaIexXaIen
MPAaKTUKU XPAHEHNUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MOJATOBAPHUKHU?

nyHKT 29 [IpaBun
HaIeXXalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHUS,
nyHKT S [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

27.

Nmerotes 11 3anacHbIE IOBEPEHHBIE CPEICTBA
HM3MEPEHUS B CIIy4ae pEMOHTA, TEXHUIECKOTO
00CITy’)KUBaHUsI, TOBEPKU 000PYAOBaHUS U
CPEICTB U3MEpEeHUs?

nyHKTHI 39, 40
IIpaBun

HaJIJIeXkKaIen
MPAKTUKU XPAaHEHNS,
nyHKT 7 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpenCTB

[Ipoueccsl

ACATCIIbHOCTH Cy'6’beKTa

PO3HUYHOM
accopTuMeHTa. JleficTBrs CyObeKTa OOpalleHus JIEKapCTBEHHBIX MPEMapaToB MO XPaHEHHUIO.
JIOKyMEHTBI TIO XpaHEHHIO JIKApCTBEHHBIX MpernapaToB. OleHKa eITeIbHOCTH (CTaThs 58,
nyHKT 3 crate 9 61-D3; rmaa V, VI IlpaBwn Haamexanieit nmpakTuku xpanenus; [IpaBuia
XpaHeHus JiekapcTBeHHbIX cpenctB; raBa VI w VII IlpaBun Hagnexamieid antedyHou
MIPAKTHUKH )

TOProBJIN

TOBapaMu

alITCYHOI O

COOTBETCTBYIOT JIU CBEJICHUS PE3yIbTaTOB
MPUEMOYHOTO KOHTPOJISI CBEJICHUSIM B
TOBapPOCOIPOBOIUTEILHON JOKYMEHTALINH:

nyHKT 46 [IpaBun
HaIeXXalen

IIPaKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

28.

10 ACCOPTUMEHTY M KOJIMYECTBY?

nyHKT 46 [IpaBun
HaIexalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

0 KayecTBYy?

nyHKT 46 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CPEICTB
10 COOJTIOJICHHUIO CIICIIMAIBHBIX YCIOBUI nyHKT 46 [1paBun
XpaHeHUs (MPU HAJTUYUH TAKOTO HaJIexalen
TpeOOBaHUSI B HOPMATHUBHOM JJOKYMEHTAIUH | TPAKTUKU XPaHEHHUS;
Ha JIEKapCTBEHHBIN Ipemnapar)? nyHKT 40 [IpaBun
XpaHeHUS
JIEKapCTBEHHBIX
CpENCTB
M0 HAJIMYHUIO OBPEXKIAECHUNA TPAaHCHOPTHOW | myHKT 46 [IpaBuin
Tapb1? HaIeXXalen
MPAKTUKU XPAHEHUS;
nyHKT 40 IIpaBun
XpaHEeHUs
JI€KapCTBEHHBIX
CPENCTB
Co3nana nu nprueMHasi KOMUACCHUS IS nyHKT 49 [IpaBun
79 |MPOBENICHUS MPUEMOTHOTO KOHTPOIIA, HaJyIexXalen
" | yIBepKIeHHas MPUKAa30M PyKOBOIAUTEIS anTEeYHOU NMPAKTHKU
CyObeKTa pO3HUYHOU TOPTroBIIN? XpaHEeHUs
OdopMASIOTCS I € TPOCTABJICHHEM ITaMiia o | myHKT 46 [IpaBun
IIPUEMKE, ITOATIHUCHIO HaJyIexalen
MaTepHUaJIbHO-OTBETCTBEHHOT O JINLIA, anTEeYHOU MPAKTUKU
3aBEpEHHOM MeyaTbio (MpU HATMYMK) CyOBEeKTa
PO3HUYHOM TOPIOBIIN:
cueta-aktypbi? IYHKT 46 [IpaBun
HaJyIeKaIen
30. anTe4YHON IPAKTHKH
TOBapHO-TPAHCIOPTHBIEC HAKJIaIHbIE? yHKT 46 IIpaBun
HaIexalen
anTEeYHOU NMPAKTHKU
peecTp TOKYMEHTOB IO KaueCTBY? nyHKT 46 [IpaBun
HaIeXXalen
anTEeYHOU MPAKTUKU
IIpoxoaaT 11 TOBapHI ANTEYHOTO nyHKT 50 [TpaBun
31. |accopTMMeHTa A0 0Ja4u B TOPrOBYIO 30HY HaJIexalen
MIPEANPOJAKHYIO IOATOTOBKY ? anTEeYHOM MPAKTUKU
WNnenTuduuupyroTcs I XpaHsSrecs nyHKT 29 [IpaBuin
JIEKapCTBEHHBIE CPECTBA B COOTBETCTBUU C HaJuIexalen
3p | TMPHMEHSIEMOH CcyOBEKTOM OOpaIeHUs! MIPAaKTUKU XPAHEHNUS;
JIEKapCTBEHHBIX MpenapaToB cucteMoil yuera? |noyHKT 49 [IpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MpernapaToB ¢ yueToM TpeOOBaHUI:

Ocy1iecTBisieTcs J1 XpaHEeHHe JIeKapCTBEHHBIX

nyHKT 47 [IpaBun
HaIeXXalen

IIPAKTUKU XpaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

HOPMAaTUBHOM JTOKYMEHTAIINH,

JIEKapCTBEHHBIN mpenapat?

COCTaBJISIONICH PErHCTPAIIMOHHOE JOChE Ha

nyHKT 47 [IpaBun
HaIexalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcTB

33.
MHCTPYKIIUHU 110 METUIIHTHCKOMY
MIPUMEHEHHUI0?

nyHKT 47 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHHUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

nH(pOpMaIH, CoAepKaIIencs Ha

JIEKapCTBEHHOI'0 Ipernapara u
TPaHCIOPTHOM Tape?

MEPBUYHOMN U (MJIM) BTOPUYHON yIIaKOBKE

nyHKT 47 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

(wn) TpeOGOBaHMSIMU, YKa3aHHBIMU Ha

Y4ETOM:

Pasmemarorcs 1y JIEeKapCTBEHHBIE IIPENapaThl B
MOMEUICHUAX U (MITM) 30HaX JIJIsl XpaHEHHS
JIEKAPCTBEHHBIX IIPENAPAaTOB B COOTBETCTBUH C
TpeOOBaHUSAMU HOPMATUBHON JOKYMEHTALUHU U

YIIAaKOBKEC JICKAPCTBCHHOT'O IIpCIiapaTta, C

nyHKT 49 [IpaBun
HaJUIeKaIen

MPAaKTUKHU XPAHCHUS;
nyHKT 8 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

34, (DUBUKO-XMMHYECKUX CBOMCTB
JIEKApCTBEHHBIX MPENapaToB?

nyHKT 49 [IpaBun
HaJIJIeKalen

MPAKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHeHUS
JIeKapCTBEHHBIX
CpeICTB

(bapMaKoIOrn4ecKux rpymnmn?

nyHKT 49 [IpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Haaexalen
MPaKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpEICTB

croco6a BBeIeHUs JIeKapCTBEHHBIX
npenapaTroB?

nyHKT 49 [IpaBun
HaIeXXalen

IIPAKTUKU XpaHEHUS;
nyHKT 8 [TpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

XpaHATCS U CBETOUYBCTBUTEIIHHBIC
JIEKapCTBEHHBIC TTPENapaThl B 3AIIUIIIEHHOM OT
cBeTa MecTe?

nyHKT 52 [IpaBun
HaIexalen

IPAKTUKU XPAHCHHA,

35. IYHKTHI 24 - 26
IIpaBui xpaHeHust
JIEKapCTBEHHBIX
CpEICTB
XpaHsTCs U BIaro4yBCTBUTEIBHBIC OYHKTHI 21, 47
JIEKapCTBEHHbIE CPEJCTBA B 3AILUIICHHOM OT [TpaBun
BJIaTA MecTe? HaIexalen
36 MPAaKTUKU XPAHEHUS;
) IOYHKTHI 27 - 29
IIpaBui xpaneHust
JIEKapCTBEHHBIX
CpEICTB
Ha3znaueHno nu npukazoM pyKOBOJMTEINS OyHKT 66 [IpaBun
cyOBeKTa pO3HMYHON TOPTOBIIM OTBETCTBEHHOE | HA/IJICKAIIICH
37. | numo 3a paboty ¢ panbcupuImpoBaHHBIMH, anTEeYHOM MPAKTHKU
N00pOKauYeCTBEHHBIMU, KOHTPa(haKTHEIMU
TOBapaMu anTEYHOr0 aCCOPTUMEHTA?
H3onmupoBaHbl 11 cieNHaibHO OyHKT 55 IpaBun
3 |MPOMAapKHPOBAHHbIC JIEKAPCTBEHHBIC HaJyIexalen
" | mpenapaTtsl, peHa3HAYEHHbIE 15 MPAKTUKU XPAHEHUS
YHUUTOKEHUS?
N3omupoBaHsl u: nyHKT 30 IIpaBun
HaJyIeKaIlen
MPAKTUKU XPaHEHUS
39.

JIEKapCTBEHHBIE MPENapaThl, B OTHOLUIEHUH
KOTOPBIX IPUHATO PEIICHUE O
MIPUOCTAHOBIICHUH TPUMEHEHHUS !

nyHKT 30 [TpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HeKapCTBeHHBIe HpenapaTbl, B OTHOIILICHUN
KOTOpI)IX HpI/IHﬂTO pemeHI/Ie 06 N3BbATUN U3
oOparnieHus?

nyHKT 30 [TpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

¢banbcupuIMpoBaHHbIE,
HEeT0OPOKAaYeCTBEHHBIC M KOHTPa(aKTHBIC
JIeKapCTBEHHBIE Tperaparhl?

nyHKT 30 [TpaBun
HaIeXaIen

IIPAaKTUKH XpaHCHUA

HNmerotcst 11 JOKYMEHTBI, OITUCHIBAIOIIUE
NEHCTBUS, BBITTOTHIEMBIC CYOBEKTOM
oOparlieHus JIeKapCTBEHHBIX MPENnaparos,
HaIpaBJICHHBIC HA COOTIOICHUE TPEOOBaHUIH,
yCTaHOBJICHHBIX [IpaBunamMuy Haaexalen
MPAKTUKU XPAHECHUS:

IYHKTBI 41 - 43
[IpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

UHCTpyKUUN?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

CTaHAAPTHBIC ONICPAIMOHHBIC ITPOLUCAYPBL

IYHKTBI 41 - 43

JIEKapCTBEHHbIX IIPENapaToB, C y4eTOM
YCIIOBUH COOJIIOJICHUS 3aIMUThI OT (JaKTOPOB

40. (COIIn)? [TpaBun
HaJUIeXKaIen
MIPAKTUKU XPaHEHUS
OTYETHI (CBOJIHBIC KYypHAIIbI)? OYHKTHI 41 - 43
[IpaBun
HaJIeXalen
MIPAKTUKU XPaHEHUS
JIOTOBOPBI? OYHKTHI 41 - 43
[IpaBun
HaIexaIen
IIPAKTUKU XPaHEHUS
Benercs nmu yder nekapCTBEHHBIX CPEICTB C nyHKT 11 TIpaBun
4] | OTPAHHYCHHBIM CPOKOM TOJHOCTH Ha XpaHEeHus
" | OyMa)kHOM HOCHUTEIIE WU B 3JIEKTPOHHOM BHUJIE | IEKAPCTBEHHBIX
C apXuBalueun? CpPENCTB
VY CcTaHOBIIEH JIM PYKOBOAMUTEIEM Opranu3auuu | myHKT 11 ITpaBun
4 |TOPS/IOK BE/ICHUS yeTa IEKAPCTBEHHBIX XpaHEeHus
" | cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nwmeetcs mu pa3paboTaHHBINA U YTBEPXKACHHBIN | myHKT 24 [TpaBun
KOMIUIEKC Mep, HalpaBJIeHHbIN Ha HaJuIexalen
43. | MUHUMU3ALHUIO PUCKAa KOHTAMUHALIUU MIPAKTUKU XpaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BHEIIHEH cpebl ¢ 0(hopMIICHUEM:

MPUKa30B?

nyHKT 24 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

COlIlos?

nyHKT 24 [IpaBuin
HaJUIeKaIEH

IIPAKTUKU XPAHEHUs

UHCTPYKLNN?

nyHKT 24 [IpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUs

Perucrpupytrorcs m pe3ynbTrarsl nyHKT 21 [IpaBun
TEMIIEPATyPHOI0 KapTUPOBAHUS U BIAXKHOCTH B | HaIJIEKaIei
CHeIHaIbHOM XypHaje (KapTe) perucTpalud | MPaKTUKHU XPaHEHUS;
Ha OyMa)XHOM HocuTene U (Win) B nyHKT 23 [IpaBun
44, |P7EKTPOHHOM BHUJIE €XKETHEBHO, B TOM THCIIE B HaJIexalen
" | BBIXOJHBIE U NPA3JHUYHbIE THU? MPAKTUKU XPAHEHUS;
nyHKT 7 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPENCTB
XpaHsTcs U )KypHabl (KapTel) peructpanuud | oyHKT 21 [TpaBun
TEMIIEpaTypPHOI'0 KapTUPOBAHUS B TEUEHUE HaJyIexalen
IBYX J1eT? MPaKTUKU XPAHEHUS;
nyHKT 23 IIpaBun
45, HaJyIeKaIen
MPAKTUKU XPAHEHUS,
nyHKT 7 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpEICTB
CoO:roaeTcst a1 3arpeT Ha COBMECTHOE nyHKT 34 [IpaBuin
XpaHEHUE B OJHOM TEXHMUYECKU YKPEIJIEHHOM | HaJJIe)Kalei
MTOMEILEHUY JIEKAPCTBEHHBIX MPENapaTos, MIPaKTUKU XPaHEHUS
46, | TPEAYCMOTPEHHBIX IYHKTOM 32 IIpaBun
HaJIeKallleld MPAKTUKU XPAaHEHHUs, U
JIEKApCTBEHHBIX MPEMAPATOB, COJIEPIKAIINX
CWJIBHOAECHUCTBYIOLIUE UIIU SIIOBUTHIE
BelecTa’
CoO:roaeTcst 1 3arpeT Ha XpaHeHHe nyHKT 51 IIpaBun
OTHEOIACHBIX U B3PBIBOOMACHBIX HaJuIexalen
47. |JIEKapCTBEHHBIX IPENAPATOB BAAJIM OT: MIPaKTUKU XPaHEHUS

orag?

nyHKT 51 IIpaBun
HaJyIeKaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

OTOIUTEIBHBIX TPUOOPOB? nyHKT 51 [IpaBun
HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

BO3JEHCTBUS NPSAMBIX COJIHEYHbIX ayuer? | myHKT S1 [IpaBun
HaJUIeKaIEH
IIPAKTUKU XPAHEHUs

CoO:roaeTcst I 3arpeT Ha XpaHEeHHE B nyHKT 20 IIpaBun
MTOMEILEHUAX XPAHEHHUS JIEKaPCTBEHHBIX HaJuIexaIen
[IpernapaToB: MIPaKTUKU XPaHEHUS
MUIIEBBIX MPOTYKTOB? nyHKT 20 [TpaBun
HaJyIeKaIen

MPAKTUKU XpaHEHUS

Ta0auHbIX U3JIEIHI? yHKT 20 [IpaBui
48. HaIexalen
MPAKTUKU XpaHEHUs

HAITUTKOB (32 UCKITIOUYEHUEM MTUThEBOU nyHKT 20 [TpaBun
BOJIbI)? HaIeXXalen

MPaKTUKH XPAHCHUA

JIEKApCTBEHHBIX MPENAPaATOB, nyHKT 20 [IpaBun
IIpEeIHA3HAYEHHBIX JUIS INYHOTO HaJIexalen
MCTIOJIb30BaHUS paOOTHUKAMU? MPAKTUKU XPAHEHUS

(mojpxHOCTE M OO IOJDKHOCTHOTO JIMIA, SBAalOJIHMBIIETO
IPOBEPOYHEI JIMCT, NONNMCH, HaTa)

(mommxHOCTE M OMO HOJDKHOCTHOTO JIMla OPMIOMYECKOT'O JMla, HNPUCYTCTBOBAaBIIEIO
IpyY 3aloJIHEHUM IIPOBEPOYHOTO JIMCTa, I[IOINMUCH, IaTa)

[Tpunoxenue N 8

K npukaszy denepanbHoii Ciryx0bl
0 Ha/130py B cepe 31paBoOXpaHEHUS

[IPOBEPOUHEI JIUCT
(CNIMCOK KOHTPOJIbHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOol
10 HaI30py B chepe 3OpaBOOXPaHEHUS U ee TEepPUTOPMAJIEHEMU OpTaHaMu
IpM NPOBEIEeHMM IIJIAHOBHX [IPOBEPOK MNPM OCYMECTBJIEHUM bemepajibHOTO
TOCYyHOapCTBEHHOTO Hamzopa B chepe obOpameHMUs JIEKAPCTBEHHHX CPEINCTB

o1 09.11.2017 N 9438

dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(xpaHeHMe JIeKAPCTBEHHEIX [pelnapaToB IJig MeIMUIMHCKOTO IIPMMEHEHUS
B MEIMUMHCKMX OPIaHM3alMax U MX ODOCOOJIEHHHIX INOoApasleJIeHMSX
(LeHTPE (OoTHmesyieHUdA) oObwelM BpadebHOM (CeMeMHOM) NPpaKTUKH,
ambynaTopuu, odesbrmepckue U QesybAmepCKOo-aKyllepCkKue IIYyHKTH) ,
PACIIOJIOXEHHEE B CeJIbCKMX HaCeJIEHHBIX I[IYyHKTax)

(HaMMeHOBaHMe OpraHa, OCYyHWeCTBJIANIEI'O IIJIAHOBYIO HpOBepKy)

1. Bun TOCYyIapCTBEHHOTO KOHTPOJISA (Hanm3opa)

2. IllpenmveT [IJIaHOBOM IPOBEPKM OPUONUYECKUX  JINI] n VHOVBUIYAJIbHEIX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofbsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOIOEHVE
KOTOPHIX ABJSETCsS HauboJjiee 3HAUMMEM C TOUYKM BPEeHMS HEeNONyUeHMs BO3HMKHOBEHUS
YIPO3El INPUYMHEHMS Bpela XM3HM, S3I0POBLI I'PaxIaH, M3JIOKEHHEMM B bopme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIbHEIX BOINPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIUUWN)
VHOVUBUOYAJILHOTO IPEennpPUHYMATENIS

4. MecTo HnpoBemeHMS IJIAHOBOM MNPOBEPKM C BallOJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PexBUBUTEH IIpMrMKasa O IIPpOBeOeHUN 1JIAHOBOM IIPOBEPKM: OT

N .

6. VYUeTHHM HOMEp MNPOBEPKM M IaTa NPMCBOEHUS YUeTHOT'O HOMepa IPOBEPKU B
EovHoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (J1m11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. .
8. IlepedyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeOoBaHMI,
OTBET Ha KOTOPHE OOHO3HAUHO CBMIOETEJILCTBYET O COOJIOOSHMUM WMJIM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIMBMIYAJIbHEIM NPeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKMU:

N Bomnpocsl, oTpaxaroue coiepkanue PexBU3NTHI BriBox o
/11 00s13aTebHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOoBaHUU

yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€IUHUIL], KOTOPBIMHU
YCTaHOBJIEHBI
00s13aTeNbHbIC
TpeOOBaHU

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHu# JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (mamee - 61-®3); [lpaBuina Haayexamieil MpakKTHUKA XpaHEHUS W
NIEPEBO3KU JIEKAPCTBEHHBIX IPENapaToB Ui MEAULUHCKOIO NPUMEHEHUs, YTBEpPXKICHHbIC
npuka3zoM MuHuctepcTBa 3apaBooxpaneHust Poccuiickoii @enepanuu ot 31 aBrycra 2016 r.
N 646n (3apeructpupoBad MunucrepctBoM roctuiun Poccuiickoit @enepanuu 9 sHBaps
2017 r., peructpanuonnbiii N 45112) (nanee - IIpaBuna Haanexaieil NpakTUKU XpaHEHUS);
[IpaBuyia Hajexalled anTeyHol  NPaKTUKM  JIEKApCTBEHHBIX  IpenaparoB  JUis
MEIUIMHCKOTO MPUMEHEHHUsI, YTBEPKACHHbIE NMpUKa3oM MUHHCTEPCTBA 3paBOOXPAHEHUS
Poccutickoit ®eneparuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MUHHUCTEPCTBOM
toctutinu Poccuiickoit @eneparuu 9 ssuBapst 2017 r., peructpaunonusii N 45113) (nanee -
[IpaBuna Haanexamiel anTeyHol mpakTukn); [IpaBuia XpaHeHUs JeKapCTBEHHBIX CPE/ICTB,
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

YTBEPKACHHBIE IIPUKa30M MUHUCTEPCTBA 3/1pPaBOOXPAHEHUS M COLUAIBHOIO pa3BUTHSA
Poccuiickoit ®denepanun ot 23 aBrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiiun Poccwmiickoit @eneparuu 4 oktsaopst 2010 r., peructpanmonsasii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMU NPUKa30M MUHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLUAIBHOIO
pasButusi Poccuiickoii @enepanmu ot 28 mexadbps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM roctuiinu Poccuiickoit @eneparuu 4 deBpans 2011 r., peructparoOHHBIN
N 19703) (nanee - [IpaBuna xpaHeHus JIEKAPCTBEHHBIX CPEJICTB)

VYrnpasnenue kadectBoM (ctaThsa 55 61-®3; rmaea Il IlpaBun Hammexamied anTedHon

HOCHUTCIIAX:

MIPAKTUKH)
Y TBepKeHBI I PyKOBOJUTEIEM CyObEKTa nyHKT 4 [IpaBun
1 oOpaleHus JIEKAPCTBEHHBIX CPENICTB HaJIexalen
' CTaHJapTHBIE OIlEPAaLlMOHHBIE IIPOLELYPBI anTeYHOU NPAKTUKU
(manee - COII)?
Nmeercs nmu qOKyMEHTaLUsl CUCTEMBI KadecTBa | MyHKT S [IpaBui
2. Ha OYMa)KHBIX U (HUJTH) DJIEKTPOHHBIX HaIexaIen

anNTEeYHOU NMPAKTUKHU

KypHaJ pEeTUCTPAIH IPUKA30B
(pacnopsixeHwHit)?

OOAMYHKT "u"

nyHkTa S [TpaBun
HaIexalen

anTeyHOM IIPpaKTUKH

KypHAJI eXKeIHEBHOI perucrpamnuu
MapaMeTpoB TEMIIEPATypPhl U BIAXKHOCTU B
MOMEIICHUSAX Il XpPaHEHUS
JIEKapCTBEHHBIX NIPENapaToB?

n..n

OOANMYHKT K

nyHkra S IlpaBun
HaJUJIeXKallen

anTeYHOU NPAKTUKU

KYpHaJ IEPUOJANICCKON PETUCTPAIIUH
TeMIepaTypsl BHyTPH XOJI0AWJIBHOTO
obopymoBaHus?

n_n

HOANMYHKT JI

nyHkra S [IpaBun
HaJyIeKaIen

aNTEeYHOU NMPAKTHKHU

KypHAJI yueTa Oleparuii, CBI3aHHbBIX C
oOparnieHrueM JICKapCTBEHHBIX CPECTB,
BKITIOYCHHBIX B IIEPEUCHb JICKAPCTBEHHBIX
CPEACTB, TOIEKAIITIX
MPEeIMETHO-KOJIMYECTBEHHOMY yueTy (Tipu
HaJIu4uu)?

HOOAMYHKT "M"

nyHkTa S [TpaBun
HaIexalen

anTeyHOM IIPpaKTUKH

KypHaJ ydeTa JISKapCTBEHHBIX MIPENapaToB
C OIpaHUYEHHBIM CPOKOM F'OJIHOCTH?

n.n

HOOANNYHKT P

nyHkra S [IpaBun
HaJyIeKaIen

aNTEeYHOU NMPAKTUKU

KYpHaJI ydeTa MOCTYIUIEHUS ¥ pacxoja
BaKIMH (IIPU HAJIUYUN)?

nen

NOAMYHKT X

nyHkTa S [TpaBun
HaIexalen

anTeyHOM IIPpaKTUKH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KYpHaJI PETUCTPALIUU PE3YIbTATOB
MPUEMOYHOTO KOHTPOJIsA?

OOAnYHKT "d"

nyHkra S IIpaBun
HaJUJIeXKallen

anTeYHOU NPAKTUKU

Wndpactpykrypa. Ilomemenuss Ui XpaHeHUs JEKapCTBEHHBIX INpemnapaToB (craTbs 58
61-®3, mmasa IV IlpaBun Hamiexamel NIpakTUKUA XpaHEHUS;
JIEKapCTBEHHBIX cpecTB; 1aBa V ITpaBui Haanexalel anTeyHol MpaKTHUKN)

[IpaBuna XxpaHeHUs

Hmeetcs mu 0003HaUEHHAS 30HA WIIH OYHKTHI 15, 16
3 OTJIeJTbHOE TIOMEIIIEHUE TPUEMKH [TpaBun
' JIEKapCTBEHHBIX MpemapaToB? HaJIJIeKaIen
MPAKTUKU XPaHEHUS
Hmeetcsa mu o003HaUYeHHAs 30HA WX IOYHKTHI 15, 16
4 OTJIETTLHOE TIOMEIIICHUE XPAHCHUS [TpaBun
' JIEKapCTBEHHBIX MPENapaToB, TPEOYIOUINX HaJIJIe)KaIIeH
CHELHUATIbHBIX YCIOBUM? MIPAKTUKU XPaHEHUS
Nmeetcst mu u1st XpaHEHUS BBISBIICHHBIX OYHKTHI 15, 16
¢banbcupUIMPOBAHHBIX, [IpaBun
HEJ00POKaYECTBEHHBIX, KOHTPA(DAKTHBIX HaJUIeKalen
JIEKapCTBEHHBIX MPETapPaTOB: MPAKTUKU XPaHEHUS
0003HaueHHas 30Ha? OYHKTHI 15, 16
5 [IpaBun
’ HaJIeKaIIeh
MPAKTUKU XPaHEHUS
OTJEIBHOE ITIOMEIICHUE? IOYHKTHI 15, 16
[IpaBun
HaIeXXalen
MIPAKTUKU XPaHEHUS

6. Nmeetcst i 30Ha WJIK OTJEIBHOE MIOMEIIEHNE, | IYHKTHI 15, 16
obecnieunBaroas TpeOyemble YCIOBHS [IpaBun
XpaHEHHUs JIEKaPCTBEHHBIX MTPENapaToB JIst HaJiJIeXKaIen
KapaHTUHHOTO XPaHEHUS JICKAPCTBEHHBIX MPAKTUKU XPAaHEHUS
npenaparoB?

7. OcgelieHb! JI1 TOMELEHHUS U 30HBI, nyHKT 17 [IpaBun
WCIIONIB3YEMBIC JIJISl XPaHECHUSI JICKAPCTBEHHBIX | HAJIC)KaIIEH
npenaparoB? MPAKTUKU XPaHEHUS
OTtaeneHsl 11 aIMUHUCTPATUBHO-OBITOBBIE yHKT 19 [IpaBun

8. MOMEIIEHUSI OT TOMEIIEHUN XpaHEHUS HaIexalen
JIEKapCTBEHHBIX TpemapaToB? MPaKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Nmeercs nmu otaenbHast 30Ha (mkadwbl) s

9 XpaHeHus: 000py/10BaHuUs, MHBEHTAPS U

' MaTepUasoB JUIsl yOOPKHU (OYMCTKH), a TaKXKe
MOIOIIMX U JIe3UHPUIHUPYIOMIHUX CPEACTB?

nyHKT 25 [IpaBuin
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

[IpoBoauTcst M yoopka momenieHu (30H) s
10. |xpaHeHUs JEKapCTBEHHBIX MpENapaToB B
cootrBeTcTBUU ¢ COIlom?

nyHKT 25 [IpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

HNmMmeercst nu ritagkas OTAEIKA HOMEIEHUN IS

nyHKT 25 [lpaBui

12.
IIPOHUKHOBCHUS HACCKOMBIX, I'PBI3YHOB WJIA

JPYTUX KUBOTHBIX?

XpaHEeHUs JIEKApCTBEHHBIX MpenapaToB HaJIexaren
(BHYTpEHHHE MMOBEPXHOCTU CTEH, TOTOJKOB), MIPAKTUKU XPaHEHHUS;
11. |nomyckaromiast BO3SMOYXKHOCTb ITPOBECHUS nyHKT 6 [TpaBun
BJIYKHOM YOOPKH M MCKITIOYAIOIIas XpaHEHHUst
HaKOIUICHHUE MbLIN? JIEKapCTBEHHBIX
CpeICTB
OO0ecrieyena JId 3amMra HOMELIEHUN It nyHKT 26 [IpaBun
XpaHEeHUsl JIEKApCTBEHHBIX MPErnapaToB OT HaJuIexaIen

MPAaKTUKH XPAHCHUA

HI!aBI/IJIa XpaHCHUA JICKAPCTBCHHBIX CpeIlCTB)

Wndpactpykrypa. O6opynosanue (rasa IV IlpaBun Haanexamield NMpakTHKH XpaHEHUS;

Nwmeercs nu HeoOxomumoe obopynoBaHue (B
XOpoIIeM COCTOSIHUH 31 YHUCTOEC),
13. |mpuHajgiexaiiee OpraHu3allid Ha  IpaBe
COOCTBEHHOCTHM MM HAa HMHOM 3aKOHHOM
OCHOBaHUM"?

nyHKT 11 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUs

OcHaleHbl M TIOMELIEHUS JUIsl XpaHEHUs
JIEKapCTBEHHBIX  CpPEeACTB mpuOopaMu  AJs
pPErucTpalyy MapaMeTpoB BO3yXa:

14.

nyHKT 7 [TpaBun
XpaHEHHUst

JICKAPCTBCHHBIX
CpeaAcCTB

TepMoMeTpamu?

15.

nyHKT 7 [IpaBun
XpaHeHus

JIEKapCTBEHHBIX
CpelCTB

nyHKT 37 [IpaBun
HaIeXaIen
MPAKTUKU XPaHEHUS

TUTPOMETPAMMU?

nyHKT 7 [TpaBun
XpaHEHUs

JIEKapCTBEHHBIX
CpEnCTB

nyHKT 37 [IpaBuin
HaJIJIeXKaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

ANEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [IpaBun
XpaHEHUst

JIEKapCTBEHHBIX
CpENCTB

nyHKT 37 [IpaBun
HaIexaIen
MPAKTUKU XpAHEHUS

TepMOTUTPOMETPaAMHU?

nyHKT 37 [IpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

Pa3memiatorcs 11 U3MepUTENbHBIE YaCTH nyHKT 7 [IpaBun
puOOPOB AJIsE PETUCTPALIMU TTAPAMETPOB XpaHeHus
16. |BO3Ayxa Ha pacCTOSIHUU HE MEHEE 3 M OT JIEKapCTBEHHBIX
JBepel, OKOH U OTOMUTENIbHBIX MPUOOPOB U HA | CPEJICTB
BeicoTe 1,5 - 1,7 M ot mona?
Peructpupytorcs nu nokasanus npuOopoB s | myHKT 7 [IpaBun
pPErucTpalvy MapaMeTPOB BO3yXa €KETHEBHO | XpaHECHHSI
B CIIEI[HAIBHOM JKypHaJe (KapTe) perucTpaluu | JIeKapCcTBEHHBIX
17. |Ha OyMa)kHOM HOCHUTEIIE WIH B AJIEKTPOHHOM CpeICTB
BUJIE C apXHUBaIMeH (151 DIIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN BEAETCS
OTBETCTBEHHBIM JIUIIOM?
CepTudunmpoBansl, KaTuOPOBaHBI U nyHKT 7 [IpaBun
|8, | MO/IBEPTraroTCs M MOBEPKE KOHTPOIMPYIOUIHE | XPAHEHHS
" | mpuOOPHI A PETUCTPALIMH ITAPAMETPOB JIEKapCTBEHHBIX
BO3ayXa? CpEICTB
Nmeercst mu xomoauiibHOE 000pyI0BaHUE:! nyHKTHI 21, 36, 37
[IpaBun
HaIeXXalen
MIPAKTUKU XPaHEHUS
XOJIOJIUIIbHBIC KaMEPhI I CIIEIAATIBHO OyHKTRI 21, 36, 37
19. 00opyI0BaHHOE MTOMeIeHne? [IpaBun §
HaJjIexanen
MPAKTUKU XPaHEHUS
(bapMarieBTHYECKHE XOIOAUIbHBIE KAl | MyHKTHI 21, 36, 37
WJTU XOJOUIBHUK ISl XpaHEHUS [TpaBun
TEPMOJIAOUITBFHBIX JIEKAPCTBEHHBIX CPENCTB? | HAIJICKAIIEH
MIPAKTUKU XpaHEHUS
NmeroTcst i cucTeMbl KOHIUIIMOHUPOBAHUS B | IYHKTHI 21, 36, 37
20. | moMemeHusIX XpaHEHH s JIEKAPCTBEHHBIX I[MpaBun
npenapaTroB? HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPAKTUKU XPaHEHUS;
nyHKT 4 [IpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

21.

NmeroTcst i cucTeMbl BEHTWISALINY B
MOMEILIEHUAX XPAHEHHUS JIeKapPCTBEHHBIX
npenapaTroB?

nyHKTHI 21, 36, 37
[IpaBun

HaIeXXalen
MPaKTUKU XPAHEHUS;
nyHKT 4 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpencTB

22.

HNmeroTcs mu IHKa(i)I)I METATNIMYCCKHUE NIIH
ACPEBAHHBIC IJI1 XPaHCHUS JICKAPCTBCHHBIX
IperiapaToB, MOAJICKAIINX
NpEeAMETHO-KOJIMYCCTBCHHOMY yquy?

nyHKT 31 [IpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

23.

Nmeetcs nmu mioMOup 171 OnieyaThIBaHUS B
KOHIIe pabouero aHs mkadoB METATTHUYECKUX
WM IEPEBSIHHBIX (MJIH MTOMEIICHUIN) IS
XPaHEHHUS JIEKaPCTBEHHBIX MPENapaToB,
MOJICXKAITUX MMPEIMETHO-KOJINYECTBEHHOMY
yuery?

nyHKT 31 [IpaBun
HaJIJIeKalen

IIPAKTUKU XPAHEHUs

24.

Nwmerorca 1n AJI XpaHCHUS JICKAPpCTBCHHBIX
MperapaToB:

nyHKT 29 [IpaBun
HaIexalen

MPAaKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJUIeKaIen
MIPaKTUKU XPaHEHMUS;
nyHKT S [TpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

cTEIIaXu?

nyHKT 29 [IpaBun
HaJJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHNUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

mKagbi?

nyHKT 29 IIpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

HaJUJIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT 31 [IpaBun
HaJlJIeXKaIen
MPAKTUKU XPAHEHNUS;
nyHKT 5 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpENCTB

MOJIJIOHBI? nyHKT 29 IIpaBun
HaJyIeKaIen
MPaKTUKU XPaHEHUS,
nyHKT 31 [IpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS;
nyHKT 5 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CPENCTB

MMOATOBAPHUKH? nyHKT 29 [IpaBun
HaIexalen
MPAaKTUKU XPAHCHUS,
nyHKT 31 [IpaBun
HaIexaIen
MPaKTUKU XPAaHEHUS;
nyHKT S [TpaBun
XpaHEHUst
JIEKapCTBEHHBIX
CpPENCTB

HmeroTcst M 3amacHble MOBEpEHHbIE cpeicTBa | MyHKTHI 39, 40
U3MEpPEHus B cllyyae peMOHTa, TexHuyeckoro | [IpaBui
00CITy’)KUBaHUsI, TOBEPKU 000PYAOBaHUS U HaJuIexalen
CpEeACTB U3MEPEHUs? MPAKTUKH XPAaHCHUS;
nyHKT 7 [TpaBun
XpaHEeHUs
JIeKapCTBEHHBIX
CpEICTB

25.

IIponiecchl  aedATenbHOCTH CyOBEKTa PO3HUYHOM TOProBIM TOBapaMH  alTEYHOI'O
accoptuMeHTa. JleficTBUsI cyObekTa oOpalleHus JeKapCTBEHHBIX MPEnapaToB 110 XPaHEHHUIO.
JIOKYMEHTBI 110 XpaHEHMIO JIEKaPCTBEHHBIX IpenapaTtoB. OLieHKa JesITeNbHOCTH (cTaThs S8,
nyHKT 3 crate 9 61-D3; riasa V, VI IlpaBun Haanexarieit npakTuku xpanenus; [Ipapuia
XpaHEHMs JIeKapcTBeHHbIX cpencts; miaBa VI m VIII [lpaBunm Hamiexamed antedHoOn
MIPAKTHUKH )

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CoOTBETCTBYIOT CBEICHUS PE3YJIHTATOB
MIPUEMOYHOI'O KOHTPOJISI CBEJICHUSIM B
TOBapOCONPOBOIUTENILHOM TOKyMEHTALIUU:

nyHKT 46 [IpaBuin
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

26.

MO0 aCCOPTUMCHTY U KOJII/I‘-IGCTBY?

nyHKT 46 [IpaBun
HaJUIeKAIEH

MPAaKTUKHU XPAHECHUS,
nyHKT 40 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

10 KayecTBy?

nyHKT 46 [IpaBun
HaJJIexalei

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHCHUS
JIeKapCTBEHHBIX
CpencTB

0 COOJIIOJICHUIO CIEIMABHBIX YCIOBHIMA
XpaHeHus (MPU HATUYUH TaKOTO
TpeOOBaHUSI B HOPMATUBHOM JOKYMEHTAIIUU
Ha JIEKapCTBEHHBIN npemnapar)?

nyHKT 46 [IpaBuin
HaJUIeXKaIen

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBuin
XpaHEeHUS
JIEKapCTBEHHBIX
CpeaCTB

10 HAJIMYHUIO NTOBPEKIEHUI TPAaHCIIOPTHON
Tapbl?

nyHKT 46 [IpaBun
HaIeXxalen

MIPAKTUKU XpaHEHHUS;
nyHKT 40 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeACTB

27.

Co3nana nu nprueMHasi KOMUCCHUS IS
HpOBe}IeHI/IH HpI/IeMOI-IHOl"O KOHTpOJ'IS[,
YTBEPIKACHHAS TPUKA30M PYKOBOIUTEIIS
CyObeKTa pO3HUYHOM TOPTOBIIN?

nyHKT 49 [IpaBun
HaIeXaIen

anTeYyHOMN IIPpaKTUKH
XpaHCHUA

28.

OdopmitsitoTCs 1M CONPOBOIUTEIBHBIE
JOKYMEHTBI C IPOCTABJICHUEM ILITaMIIa O
MIPUEMKE, MOANHNCHI0 MaTEpUAILHO
OTBETCTBEHHOTO JINIIA, 3aBEPEHHOM M1€YaThIO
(npu HaM4uMK) cyOBEKTa POZHUYHON

nyHKT 46 [IpaBun
HaJJIexalei

anTEeYHOU NPAKTUKHU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TOPIroOBJIN:

cueta-aktypbi?

nyHKT 46 [1paBun
HaJIJIeKaIen

anTeYHOU NPAKTUKU

TOBapHO-TPAHCIIOPTHBIE HaKJIaJHbIE?

nyHKT 46 [IpaBuin
HaJUIeKaIEH

anTEeYHOU NPAKTUKHU

peecTp IOKYMEHTOB IO KayecTBY?

nyHKT 46 IIpaBun
HaJyIeKalen

anNTEeYHOU NMPAKTUKHU

29.

[IpoxonsT 11 ToBaphl aTe€YHOrO
aCCOPTUMEHTA JI0 [10/1a4H B TOPTrOBYIO 30HY
IIPEANPOJAKHYIO TOATOTOBKY ?

nyHKT 50 [TpaBun
HaJJIeKaIei

alTeYHOM MPAKTUKHU

30.

W aeHTnduuupyrores Jin XpaHaupecs
JIEKapCTBEHHBIE CPEJICTBA B COOTBETCTBUU C
IPUMEHSIEMOH CyOBEeKTOM 00paleHUs
JIEKapCTBEHHBIX IIPENApaTOB CUCTEMOM yuera?

nyHKT 29 [IpaBun
HaIexalen

MIPAKTUKU XpaHEHHUS;
nyHKT 49 [IpaBun
HaJUIeKaIen
MIPaKTUKU XPaHEHUS

OcymiecTBIsIETCS I XpaHSHHE JIEKAPCTBEHHBIX
MIpernapaToB ¢ yueToM TpeOOBaHUIl:

nyHKT 47 IIpaBun
HaJyIeKaIen

MPaKTUKU XPaHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

31.

HOPMAaTUBHOM JOKYMEHTAIUH,
COCTaBJISIOLIEH perucTpaliMiOHHOE JOChE Ha
JIEKapCTBEHHBIN npenapart?

nyHKT 47 IIpaBun
HaJUIeKaIeH

MPaKTUKU XPAaHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CPEICTB

MHCTPYKIHHU IO METUIITHCKOMY
IIPUMEHEHHUIO?

nyHKT 47 [1paBuin
HaJJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHEeHUS
JIeKapCTBEHHBIX
CpeICTB

nH(popmaIuu, comepKaiieics Ha
NEPBUYHON U (WJT) BTOPUYHOM yITaKOBKE

nyHKT 47 [IpaBun
HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JIEKapCTBEHHOTO IIpenapara u
TpPaHCIOPTHOM Tape?

IIPAKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

PasmMeniarorcst Jn JIeKapcTBEHHBIE TIpenapaThl B
MTOMENIEHUAX U (UITK) 30HaX JIJIsT XpPaHEHUS
JIEKapCTBEHHBIX MPENapaTOB B COOTBETCTBHUHU C
TpeOOBaHUSAMH HOPMATUBHOM TOKYMEHTALIUU U
(unm) TpeOOBaHUAMHM, YKa3aHHBIMU Ha
YIIaKOBKE JIEKAPCTBEHHOTO IIperapara, ¢
Y4ETOM:

nyHKT 49 [IpaBun
HaIexaIen

MIPAKTUKU XpaHEHHUS;
nyHKT 8 [IpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpeAcCTB

32.

(U3NKO-XMMHYECKUX CBOWCTB
JIEKapCTBEHHBIX IpenapaToB?

nyHKT 49 [IpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHHUS;
nyHKT 8 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

(bapMaKoIOrn4ecKux rpymnmn?

nyHKT 49 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAHEHNUS,
nyHKT 8 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

croco0a BBeICHUS JICKapCTBEHHBIX
MpenapaToB?

nyHKT 49 [IpaBun
HaJUIeKaIen

MPAaKTUKHU XPAHECHUS;
nyHKT 8 [TpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB

33.

XpaHSITCH JIN CBGTO‘-IYBCTBI/ITGJIBHBIG
HeKapCTBeHHBIG HpenapaTH B 3AlIUIIICHHOM OT
cBeTa mecre?

nyHKT 52 [IpaBuin
HaJJIeKaIen

IIPAaKTUKU XPAHEHNUS,
OYHKTHI 24 - 26
[IpaBui xpaneHust
JIEKapCTBEHHBIX
CPEICTB

34.

XpaHsTCs JI BIarOYyBCTBUTEIILHBIC
JICKaApCTBEHHBIC CPEJICTBA B 3ALIUICHHOM OT
BJIaTU MecTe?

IYHKTBI 21, 47
IIpaBun

HaJUIeXKaIen
MPAaKTUKHU XPAHECHUS;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IYHKTHI 27 - 29
IIpaBui xpanenust

JIEKapCTBEHHBIX
CPEICTB
HaznaueHo i1 npuka3oM pyKOBOAUTENS
cyOBbeKTa pO3HUYHON TOPTOBJIM OTBETCTBEHHOE | MYHKT 66 IIpaBun
35. | mumo 3a paboty ¢ panbcupuImpoBaHHBIMH, HaJjIeKaIen
N00pOKaueCTBEHHbIMU, KOHTPa(haKTHBIMU anTEYHOM NPAKTUKH
TOBapaMU alTEYHOI0 aCCOPTUMEHTA?
W30nrpoBaHsl 11 criequalbHO
nyHKT 55 IlpaBun
36, |MPOMApKHPOBAHHbIC JIEKAPCTBEHHBIC HaTeKammeli
IpenapaTsl, IpeJHa3HAYEHHbIE [T
o MIPAKTUKU XPAHEHUS
YHUUTOKEHUSA
nyHKT 30 IIpaBun
N3onupoBansl 1u: HaJuIexaIen
MIPaKTUKU XPaHEHUS
JIEKapCTBEHHBIE Mpenaparthl, B oTHomEeHUH | myHKT 30 [IpaBun
KOTOPBIX IPUHATO PEIICHUE O HaJuIexalen
IIPUOCTAaHOBJICHUYU IIPUMEHEHU? IIPAKTUKU XPAaHEHUS
37.
JIEKapCTBEHHBIE ITpenaparsl, B OTHOEeHNN | myHKT 30 [IpaBui
KOTOPBIX IPUHATO PELIeHNEe 00 U3bATUH U3 | HaJJIexKalen
oOparieHus? IIPAKTUKU XPaHEHUS
(banscuuIMpoBaHHEIE, nyHKT 30 [TpaBun
He100pOKaueCTBEHHbIE M KOHTpadakTHbIE | HajJexalen
JIEKapCTBEHHBIE Mpenaparhl? IIPAKTUKU XPaHEHUS
HMmeroTces JOKYMEHTBI, OIIMCHIBAIOIINE
JIeCTBUS, BHIIOJIHIEMbIE CyOBEKTOM IYHKTBI 41 - 43
oOpalleHus JIEKAPCTBEHHBIX MPETaparTos, [IpaBun
HarpaBJICHHBIC Ha cOOMIOIeHNE TPeOOBaHUH, | HauIeXKalIeH
yCTaHOBJIEHHBIX [IpaBuiamu HaJiexamien MIPaKTUKU XpaHEHUS
IIPAKTUKU XPaHCHMUS:
OYHKTHI 41 - 43
38. WHCTPYKIUU? Ipasin .
HaJIeXalen

MPAaKTUKH XPAHCHUA

CTaHJIaPTHBIE ONIEPAIIMOHHBIC TPOLEAYPBI
(COIIn1)?

OYHKTBI 41 - 43
[IpaBun

HaJUIeXKaIlen
MPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTYETHI (CBOJHBIE KYypHAaJIbI)?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
MPAKTUKU XPaHEHUS

JIOTOBOPHI?

IYHKTBI 41 - 43
[IpaBun

HaJJIeXKaIen
MPAaKTUKHU XPAHEHUS

TEMIIEPATypPHOTO KAPTHUPOBAHUS M BIAKHOCTH B
CHEIHALHOM KypHaie (KapTe) perucTpaiuu
Ha OyMa)KHOM HOcHUTeNe U (UJIn) B
JIEKTPOHHOM BHUJIE ©KEAHEBHO, B TOM YHCIIE B
BBIXOJ/IHBIC M MTPA3THUYHbIC THU?

Benercs nu yueT nekapcTBEHHBIX CPEACTB C nyHKT 11 [TpaBun
39 | OTPaHMYCHHBIM CPOKOM TOJHOCTH Ha XpaHeHus
" | OyMa)kHOM HOCHTEIIE WU B 3JIEKTPOHHOM BHUJIE | IEKAPCTBEHHBIX
C apXuBaIMeun? CpenCTB
VY cTaHOBIIEH JIM PyKOBOAUTEIEM Oopranu3auuu | myHKT 11 ITpaBun
40, |TMOPAIOK BEJICHUS yueTa JIeKapCTBEHHBIX XpaHeHus
" | cpencTB ¢ OrpaHUYEHHBIM CPOKOM? JIeKapCTBEHHBIX
CpeICTB
Nmeetcs nu pa3paOOTaHHBIN U yTBEPKACHHBIN
KOMIUIEKC Mep, HalpaBJICHHBIX Ha
nyHKT 24 [1paBun
MUHUMU3ALUI0 PUCKA KOHTAMUHALIUN o
JIEKapCTBEHHBIX MIPENAPATOB, C YUETOM HaUeatien
o MIPAKTUKU XPaHEHUS
YCIIOBUIA COOJIIOJICHUS 3aIUTHI OT (DaKTOPOB
BHEIIIHEW cpeibl ¢ 0pOpMIICHUEM:
yHKT 24 IIpaBun
41, MpUKa30B? HaJuIexalen
MPAKTUKU XpaHEHUS
nyHKT 24 IIpaBun
COlIloB? HaJUIeKaIeH
MIPAKTUKU XpaHEHUS
yHKT 24 [IpaBuin
UHCTPYKIUIA? HaIeXxalen
MIPAKTUKU XPaHEHUS
42. |PeructpupyroTcs Ju pe3yabTaThl nyHKT 21 [IpaBuin

HaJUIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT 23 [IpaBuin
HaJJIeKaIei
MPaKTUKU XPaHEHNS,
nyHKT 7 [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpPENCTB
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JIBYX JIET?

43. | Xpassrtcs au )KypHaibl (KapThl) pETUCTpALUN
TEMIIEPaTypPHOTr0 KapTUPOBAHUS B TEUEHUE

nyHKT 21 IIpaBun
HaJyIeKaIen

MPaKTUKU XPaHEHUS,
nyHKT 23 [IpaBuin
HaJJIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT 7 [TpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CPENCTB

OT'HEOITaCHBIX u
JICKApCTBCHHBIX MPCIIApPaTOB BAAJIN OT:

44, |CobOmomaercss 7 3ampeT Ha  XpaHCHHE
B3PBIBOOTIACHBIX

nyHKT 51 [IpaBun
HaIexalen
MPAKTUKU XPAHEHUS

orag?

nyHKT 51 [IpaBuin
HaJJIeXKaIen
MPAKTUKU XPAHEHUS

OTOIHUTENIbHBIX PHUOOPOB?

nyHKT 51 [IpaBun
HaJJIexalei
MPAKTUKU XPAHEHUS

BO3JICUCTBUS NIPSIMBIX COJIHEUHBIX JTyuen?

nyHKT 51 IIpaBun
HaJUIeKAIEH
MIPAKTUKU XPaHEHUS

45. | Cobumromaercs 1 3anpeT Ha XpaHeHHE B
MMOMCHICHUAX XPAHCHUSA JICKAPCTBCHHBIX
IpernaparoB:

nyHKT 20 [TpaBuin
HaJJIeKaIei
MPAKTUKU XPAHEHUS

MUALIEBBIX POJAYKTOB?

nyHKT 20 [TpaBun
HaIexXaIen

IIPAaKTUKH XpaHCHUA

TaOaYHBIX U3IETNUI?

nyHKT 20 [TpaBun
HaIeXxalen
MPAKTUKU XPAHEHUS

HAIMTKOB (38 HCKIYEHUEM IMUTHEBOM
BO/IbI)?

nyHKT 20 [IpaBui
HaJUIeXKaIen
MPAKTUKU XPAHEHUS

JIEKapCTBEHHBIX MPENapaToB,
NpeJHa3HAYCHHBIX JJIS TMYHOTO
MCTIOJIb30BaHUS paOOTHUKAMU?

nyHKT 20 [IpaBun
HaJJIexaliei
MPAKTUKU XPAHEHUS

(momxHOCTBE M OVO IOJDKHOCTHOTO JIMLA,
[IPOBEPOYHEI JIMCT, NONIMUCH,

3aIOJIHUBIIET O
narTa)
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

(,ILOJ'DKHOCTI: u O®VO HOOJDXKHOCTHOTO Julla OPMINMYEeCKOIT'o JiMiia, IIPUMCYyTCTBOBaBIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, IO0OIMChH, ,HaTa)

ITpunoxenne N 9
K npukazy denepanbHoi CiryKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMblli delepalibHOM CIIyXOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS U €€ TepPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCyWEeCTBJIeHUM (emepalibHOTO
TOCYINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(XxpaHeHMe JIeKAPCTBEHHEIX MpenapaToB IJiS MEeOULIMHCKOTO
[IPUMEHEHNS MHIUBUIYAJLHBEMM [IPEINPYHYMATEJISIMMI)
(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBYI NPOBEPKY)
1. Bun IoCyIapCTBEHHOI'O KOHTPOJA (Haznszopa)
2. IpenmMerT [1JIaHOBOM IPOBEPKM WOPUIMUYECKMX JIMUIL U MVHIMBUIYAJbHBX
npennpruHyMaTesen orpaHMurBaeTCcsa ofOsa3aTesbHEIMU TpeboBaHUAMMU, COOJOIeHUEe
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela XU3HM, S3IOOPOBLI I'paxiaH, MW3JIOKEeHHEMM B QopMme
IPOBEPOUHOTO JIMCTA (CIOMCKA KOHTPOJBLHEIX BOIPOCOB) .
3. HamMeHOBaHME OPUOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUYECTBO (IPpM HAJIMUNN)
VHIVBUOYAJBbHOTO IPEINPUHMMATENS :
4. MecTO HNpOBeIeHMS IIJIAHOBOM IMIPOBEPKM C BallOJIHEHMEM IIPOBEPOYHOTO JIMCTA:
5. PexBMBUTH Ipukaza O NPOBEOEHMM ILJIAHOBOM NIPOBEPKM: OT N
6. VYUeTHH)V HOMEpP MNPOBEPKM UM IaTa NPUCBOEHUS YUETHOT'O HOMEepa MNPOBEPKU B
EouHOM peecTpe NPOBEPOK: .
7. IOJIXHOCTE, bamMums 1z VHULMAJTED IOOJIXKHOCTHOTO avia (Jmtn) ,
NPOBOIOAWETO (MX) ILJIAHOBYK NPOBEPKY :
1. ;
2. .
8. [IlepeueHb BOIPOCOB, oTpaxampumux comepxaHre o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE OOHOBHAYHO CBUIOETEJIECTBYET O COOJIOISHUM WM HeCODJIOIeHUM
OPUIONYECKUM JIMLIOM, MHIOMBUIYAJIbHEM NpenlprHuMaTesieM oOg3aTelIbHEX TpeBoBaHMiA,
COCTABJAKIMX MNPEeIMEeT IPOBEPKM:
N Bomnpocsl, oTpaxaroiiue cojiep:kanue PexBu3uThI BriBoa o
/1 00s3aTENBHBIX Tpe6OBaHI/II71 HOPMAaTHUBHBIX BBIITOJIHEHUHN
IIpaBOBBIX aKTOB, C Tpe6OBaHHﬁ
YKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IUHUL], KOTOPBIMU
YCTaHOBJICHEBL
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

o0s13aTelIbHbIE
TpeOoBaHUS

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpaieHUH JI€KapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @enmeparuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); [IpaBuina Hamyexamiell NMpPakTHUKA XpaHEHUS U
MIEPEBO3KMU JIEKAPCTBEHHBIX MPENapaTroB A MEAMIMHCKOIO MPUMEHEHHUS, YTBEP:K/ICHHBIE
npukazoM MunucrepcTBa 3apaBooxpanenust Poccuiickoit @enepanuu ot 31 aBrycra 2016 1.
N 646H (3apeructpupoBan MuHucTepcTBOM toctuiiuu Poccuiickoit @enepanuu 9 sHBaps
2017 r., peructpaunonnslii N 45112) (nanee - IlpaBuia Haanexarieil NpakTUKKA XpaHEHHUs);
[IpaBuna Hammexamed  anTeyHoOM IPaKTUKU  JIGKAPCTBEHHBIX  IPENapaTroB Ui
MEIUIMHCKOTO MPUMEHEHUSI, YTBEPKACHHbIE NMPUKa30M MUHHCTEPCTBA 31paBOOXPaHEHUS
Poccuiickoit ®denepanuu ot 31 aBrycra 2016 r. N 6471 (3apeructpupoBad MuHHCTEPCTBOM
rocturu Poccuiickoit @enepannu 9 ssuBaps 2017 r., peructparmonssii N 45113) (nanee -
[IpaBuna Haanmexaiiel anTeyHol MpakTHKK); [IpaBuia XpaHeHuUs JIEKapCTBEHHBIX CPEICTB,
YTBEPKACHHBIE IIPUKa30M MUHUCTEPCTBA 3pPaBOOXPAHEHUS M COLUAIBHOIO pa3BUTHSA
Poccuiickoit ®denepanun ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiiun Poccwmiickoii @eneparuu 4 oktsaopst 2010 r., peructpanmonasii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMU NPUKa30M MUHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLUAIBHOIO
pasButusi Poccuiickoii @enepanmu ot 28 mexadbps 2010 r. N 12218 (3apeructpupoBaH
MunucrtepctBoM roctuiinu Poccuiickoit @eneparuu 4 deBpans 2011 r., peructparioOHHBINA
N 19703) (nanee - [IpaBuna xpaHeHus JIEKAPCTBEHHBIX CPEJICTB)

VYrpasnenue kadectBoM (ctaThsa 55 61-®3; rmaBa Il IlpaBun Hammexamied anTedHon
MIPAKTUKH)

Y TBepKeHBI I PYyKOBOJUTEIEM CyObEKTa
DA Py A y nyHKT 4 [IpaBun
oOpalleHus JIEKAPCTBEHHBIX CPENICTB .
1. HaIexalen
CTaHJIapTHBIE OIIEpPALlMOHHBIE TPOLIEAYPBI "
9 anTEeYHOM MPaKTUKU
(manee - COII)?
Nmeercs nmu qOKyMeEHTalUsl CUCTEMBI KadecTBa | MyHKT S [IpaBui
Ha OyMaXXHbIX U (WJIN) 3JIEKTPOHHBIX HaJyIeKalen
HOCHTEIIAX: aNTEeYHOU NMPAKTUKHU
KYpHaJI pETUCTPALIUU IPUKA30B NOAMYHET It
YPHAI P b p . |myskra S [IpaBui
(pacmopsikeHu) O CyObEKTY PO3HUYHOM 9
HaJIeXalen
TOPIroBJIMN? o
anTEYHOM NPAKTUKH
2. .
JKYPHAII €KEHEBHOU PETUCTPAIINA HOAnyHKT "K"
[IapaMeTpPOB TEMIIEPATYPBI U BIIAXKHOCTU B | myHKTa S [IpaBun
MIOMEILEHUAX JUIsl XPAHEHUs HaJIexalen
JIEKapCTBEHHBIX NIPENapaToB? anTEeYHOM NMPaKTUKH
. noAanyHkT "n"
KypHaJI IEPUOANYECKON pErucTpaluu nyHkra 5 [IpaBm
TEMIIEPATYPBI BHYTPH XOJIOAWIBEHOTO HaUIeKAIIeH
obopynoBaHus? aNTEeYHOU NMPAKTUKHU
www.consultant.ru Crpanuua 120 n3 368
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

XKypHaJ ydeTra Onepaliuii, CBI3aHHBIX C
oOpareHueM JIGKapCTBEHHBIX CPECTB,
BKJIIOYEHHBIX B IIEPEUCHD JICKAPCTBCHHBIX
CpPEACTB, MOIEKAITIX
MPEIMETHO-KOJIMYECTBEHHOMY y4eTy (TIpu
HaJau4uu)?

OOANYHKT "M"

nyHkTa S [TpaBui
HaIexalen

anTeyHoM IIPpaKTUKH

KypHaJ ydeTa JICKapCTBEHHBIX MTPErapaToB
C OIpaHUYEHHBIM CPOKOM I'OJIHOCTH?

HOANYHKT "p" MYHKT
S IIpaBun
HaJUIeKAIEH
anTEeYHOU NMPAKTUKU

ODOAnyHKT "X" OVHKT

JKypHaJI y4era IIOCTYILICHHUS U pacxoa S IlpaBun

BaKIMH (IIPU HAJIUYUN)? HaJyIeXalen
anTEYHOM NPAKTUKH

YKypHaJl pEerUCTPALIMKU PE3YIbTATOB HOANYHKT "¢"

MPUEMOYHOT0 KOHTPOJIS? nyHkTa S [IpaBun
HaJJIeXKaIen

anTe4yHoM MPaKTUKH

61-®3,

WNndpactpykrypa. Ilomemenus Ui XpaHeHUs JEKapCTBEHHBIX MpemnapaToB (craTbs 58
miaga [V IlpaBun Hagnexamied IIpakTUKUH XpaHEHUS;
JIEKapCTBEHHbIX cpecTB; 1aBa V ITpaBuil Haanexalel anTeyHonl paKkTHUKN)

H[ )aBUJId XPAHCHUA

NmeroTcst 1 HeOOXO0IMMBIE TIOMEICHUS (TN )
30HBI, IPUHAAJICKAIINE allTCUHON
» MIPUHAL = nyHKT 11 [IpaBun
OpraHU3aIlMK Ha MPaBe COOCTBEHHOCTH WJIM Ha S
3. HaJIeKaIe
HHOM 3aKOHHOM OCHOBAaHHUHW, HEOOXOIUMEIE JIJIs
MPAKTUKU XpAHEHUS
OCYIIIECTBJICHUS ICATEILHOCTHU 110 XPaHEHUIO
JIEKApCTBEHHBIX IpenapaToB?
HNmeercst 11 0003HaUEHHAS 30HA HIU IOYHKTHI 15, 16
4 OT/I€JIbHOE TIOMEILIEHUE TPUEMKHU [IpaBun
‘ JIEKapCTBEHHBIX MpenapaToB? HaJICKaIIeH
MPAKTUKU XPAHEHUS
HNmeercs mu 0003HAUEHHAS 30HA WX OYHKTHI 15, 16
5 OTJIETIbHOE TIOMEILIEHUE XPAHCHUS [IpaBun
' JIEKapCTBEHHBIX MPEMApaTOB, TPEOYIOUTUX HaIeKaIen
CIIELUAIbHBIX YCIOBHI? NPAKTUKHU XPAaHEHUS
Nmeetcs nu 1151 XpaHEHUs BBISIBICHHBIX IOYHKTHI 15, 16
¢banbcuPUIMPOBaAHHBIX, [IpaBun
HeJI0OpOKaYECTBEHHBIX, KOHTPa(aKTHBIX HaJJIeKaIei
6. JIEKApCTBEHHBIX MPEMAPATOB: MPaKTUKU XPAHEHUS
IIYHKTHI 15, 16
0003HaUYeHHas 30Ha?
[IpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

OTAEIbHOE ToMeIeHue?

OYHKTHI 15, 16
IIpaBun

HaIexxaIen
NIPAKTUKU XpAHEHU

Hmeetcst 11 30HA UM OTAEIBHOE OMEIICHHUE,
oOecneunBaroas TpeOyemble YCIOBUS

7. XpaHEHUs JIEKapCTBEHHBIX MPETapaToB /IS
KapaHTHHHOTO XpaHEHUS JICKapCTBEHHBIX
IIpenapaTos?

IOYHKTHI 15, 16
[IpaBun

HaIeXxalen
MIPAKTUKU XPaHEHHUS;

OcBelieHsb! JI1 IOMEIIEHUS U 30HBI,
8. UCHOJIb3yEMBbIE JJIS1 XPAHEHUS JICKapCTBEHHBIX
IpenapaTos?

nyHKT 17 [1paBuin
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

OTneneHsl 1M aAMUHUCTPATUBHO-OBITOBBIE
9. MIOMEILEHUS OT IOMEILEHUI XpaHEHUS
JIEKapCTBEHHBIX MIpeNapaToB?

nyHKT 19 IIpaBun
HaJUIeKaIeH

IIPAKTUKU XPAHEHUs

Nwmeetcs nmu otaenpHast 30Ha (IIKagbl) IS
1o, |XpanemHus 000pyI0BaHUSs, UHBEHTAPS U

" | MarepuasnoB JUIsl yOOPKHU (OYMCTKH), a TAKXKe
MOIOIIUX U 1€3UH(UIUPYIOIUX CPEACTB?

nyHKT 25 [IpaBuin
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

[IpoBoauTcst M yoopka momenieHui (30H) 11t
11. |xpaHeHuUs JIEKAPCTBEHHBIX MPEMapaToB B
cootBercTBUU ¢ COIlTom?

nyHKT 25 [IpaBun
HaIexaIen

IPAaKTUKHU XPAHCHUA

Meercs nu rimaakas oToelika DOMEIEHHN UTA

nyHKT 25 [IpaBun

XpaHEeHUs JIEKapCTBEHHBIX MpenapaToB HaJIexaren

(BHyTpeHHHE TOBEPXHOCTHU CTEH, IOTOJIKOB), MIPAKTUKU XPaHEHHUS;
12. | nomyckarouiast BO3MOYXKHOCTb ITPOBEACHUS nyHKT 6 [TpaBun

BJIAYXKHOM YOOPKH M UCKJTIOYAIOIIast XpaHEHHUst

HAKOTUICHHUE TBLTH? JIEKapCTBEHHBIX

CpEICTB

O0ecrieyena JIg 3ammra MOMEMIEHUN I nyHKT 26 TIpapm

13, | XPAHEHHUS JIEKAPCTBEHHBIX MIPENAPATOB OT H—‘;annemameﬁ

MIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB WJIN
JPYTUX KUBOTHBIX?

MPAaKTUKH XPAHCHUA

WNndpactpykrypa. O6opynoBanue (raaBa IV [lpaBun Haanmexaied NMpakTUKA XpaHEHUS,

HI!aBI/IJIa XpaHCHUA JICKAPCTBCHHBIX CpeIlCTB)

Nmeercs nu HeoOxomumoe obopynoBaHue (B
4HCTOE),

npaBse
3aKOHHOM

|4, | Xopomiem COCTOSIHUHA u
" | mpuHamnekamiee — OpraHu3aludd  Ha
COOCTBEHHOCTH WJIA Ha HWHOM

nyHKT 11 ITpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OCHOBaHUU?

15.

OcHalleHbl JM TOMELIEHHUsS JUIsl XpaHEHUs
JICKapCTBEHHBIX CPEACTB  Npubopamu  JUis
perucTpanmy napameTpoB Bo3ayxa:

nyHKT 7 [IpaBun
XpaHEHUst

JICKAPCTBCHHBIX
CpEnCTB

16.

TepMoMeTpamu?

nyHKT 7 IIpaBun
XpaHEHUs

JIEKapCTBEHHBIX
CpeACTB IMyHKT 37
IIpaBun
HaIexalen
MPAKTUKU XPAHEHUS

rurpoMerpamu’?

nyHKT 7 [IpaBun
XpaHEeHUs

JIEKapCTBEHHBIX
CpencTB IMyHKT 37
[IpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS

AJIEKTPOHHBIMU TUTPOMETpaMu?

nyHKT 7 [IpaBun
XpaHEHUst

JIEKapCTBEHHBIX
CpeacTB MyHKT 37
[IpaBun
HaIexalen
MPAKTUKU XPAHEHUS

TEPMOTUTPOMETPaMu?

nyHKT 37 [IpaBun
HaIeXXalen

MPaKTUKH XPAHCHUA

17.

Pasmemarorcss U M3MEPUTENIbHBIC  YacTH
npuOOpoOB Ui  PETUCTpAllMd  [apamMeTpoB
BO3[lyXa Ha pacCTOSHWM HE MEHee 3 M OT
JIBEPEH, OKOH M OTOIUTENBHBIX TPUOOPOB U HA
Beicote 1,5 - 1,7 M ot mona?

nyHKT 7 [IpaBun
XpaHEeHUs

HeKapCTBeHHBIX
Cpe/CTB

18.

Perucrpupytorcst n nokazanus mpuOOpOB st
pPETHCTpaIMH TapaMETPOB BO3yXa €KEIHCBHO
B CIICIIMAJILHOM KypHaJje (KapTe) perucTpauu
Ha OyMa)KHOM HOCHUTENIE WJIH B AJIEKTPOHHOM
BUJE C apxuBanued (IS  DIEKTPOHHBIX
TUTPOMETPOB), KOTOPBIN Begercs
OTBCTCTBCHHBIM J'II/IIIOM?

nyHKT 7 [TpaBun
XpaHEHUs

JIEKapCTBEHHBIX
CpenCTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CepTudunupoBaHbl, KaJTMOpOBaHBI u | nyHkT 7 [IpaBun
|9 |TOABEPraioTCs 1 MOBEPKE KOHTPOJIMPYIOUIME | XPAHSHHUS
" |mpuOOpBl IS PETHCTpAIK  IapaMeTPOB | JIEKApCTBEHHBIX

BO3yXa? CpEICTB

Nmeercst mu xomoauiibHOE 000pyI0BaHUE:! OyHKTHI 21, 36, 37
[IpaBun
HaJJIeXKaIen

MPAaKTUKH XPAHCHUA

XOJIOAWJIbHBIE KAMEPhI WIIH CIIELIUATIBHO OyHKTHI 21, 36, 37
20 00opyI0BaHHOE MTOMeIIeHne? [IpaBun
' HaJJIexKaIei

MIPAKTUKU XPAHEHUS

(bapMarieBTHYECKHE XOIOAUIbHBIC KAl | MyHKTHI 21, 36, 37
WM XOJIOUIBHUK JJIs1 XpaHEHUS [IpaBun
TEPMOTAOUITBHBIX JIEKAPCTBEHHBIX CPEACTB? | HAJIC)KAIIEH
MIPAKTUKU XPaHEHUS

OyHKTHI 21, 36, 37
[IpaBun

HaJUIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT 4 [TpaBuin
XpaHEHHUst
JIEKapCTBEHHBIX
CpEICTB

Nwmerores 11 cucTeMbl KOHOUIIMOHUPOBAHNUS B
2]. |moMeleHusX XpaHEHUs JIEKapCTBEHHBIX
npenaparoB?

OyHKTHI 21, 36, 37
[IpaBun

HaJUIeXXaIen
MPaKTUKU XPAHEHUS;
nyHKT 4 [TpaBuin
XpaHEHHUst
JIEKapCTBEHHBIX
CpEICTB

Hmerores a1 cucTeMbl BEHTUIISLUY B
22. |nOMelLIEeHUSX XpPaHEHUs JIEKapCTBEHHBIX
npenaparoB?

HNmeroTcs mu I_HKa(bI)I METATNIMYCCKHUE NITH
ACPEBAHHBIC IJI XPaHCHUS JICKaAPCTBCHHBIX
npenaparos, MoJJIeKalux
NpEeAMCTHO-KOJIMYCCTBCHHOMY yquy?

nyHKT 31 [IpaBun
HaIeXXalen

MPaKTUKH XPAHCHUA

23.

Nmeetcs nmu mioMOup A1 OTieYyaThIBAHUS B
KOHIIE pabouero JHs mKkadoB METATTHUECKUX
24 | JEPEBSHHBIX (MM MOMEIIEHUN) IS
XPaHEHHUS JICKaPCTBEHHBIX MTPENapaToB,
TOJICXKAITUX MMPEIMETHO-KOJINYECTBEHHOMY
y4eTy?

nyHKT 31 IIpaBun
HaJyIeKalen

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HNmeroTcs 1 B MOMEIICHUSIX JJISI XpaHCHUA
JICKApPCTBCHHBIX MPCIIAPATOB:

nyHKT 29 [IpaBui
HaJJIeKaIei

MPaKTUKU XPaHEHUS,
nyHKT 31 [IpaBuin
HaJJIeXKaIen
MPaKTUKU XPAHEHUS;
nyHKT S [TpaBun
XpaHEeHUS
JIEKapCTBEHHBIX
CPENCTB

25.

cTeILIaXu?

nyHKT 29 [IpaBun
HaIexalen

MPAaKTUKH XPAHCHUA,

nyHKT 31 [IpaBuin
HaJJIeXKaIen

MPAaKTUKHU XPAHECHUS;
nyHKT S [TpaBun
XpaHEHHUst
JIEKapCTBEHHBIX
CpElCTB

mKagbl?

nyHKT 29 [IpaBun
HaIexalen

MPaKTUKU XPAHEHUS;
nyHKT 31 IIpaBun
HaJUIeKaIeH
MIPaKTUKU XPaHEHMUS;
nyHKT S [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

MO TOHBI?

nyHKT 29 [IpaBun
HaJJIexalei

IIPaKTUKU XPAaHEHUS;
nyHKT 31 [IpaBun
HaIexXaIen
MPAaKTUKU XPAHEHUS;
nyHKT S [IpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEXCTB

MOATOBAPHUKU?

nyHKT 29 [IpaBuin
HaJUIeXKaIen

MPaKTUKH XPAHCHUA,

nyHKT 31 [IpaBun
HaJJIeKaIe
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MIPAaKTUKU XPaHEHUS;
nyHKT 5 [IpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

26.

Nwmerotes 11 3anacHble TOBEPEHHbBIE CPECTBA
U3MEPEHUs B ClIyyae pEMOHTA, TEXHUUYECKOTO
00CITy’)KUBaHUs, TOBEPKU 000PYAOBaHUS U
CPEICTB U3MEPEHUA?

nyHKTHI 39, 40
[IpaBun

HaIeXXalen
MPaKTUKU XPAHEHUS;
nyHKT 7 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CpEICTB

[Tpoueccer

JESTEIIbBHOCTH  CyOBbeKTa

PO3HUYHOMN
accopTuMeHTa. JlelcTBUsI cyObekTa 0OpallleHus JIeKapCTBEHHBIX PENnapaToB 110 XPaHEHUIO.
JIOKyMEHTBI IO XpaHEHHIO JIEKAPCTBEHHBIX MpenaparoB. OleHKa 1esTenbHOCTH (cTaThs S8,
nyHKT 3 crateu 9 61-@3; rnasa V, VI [IpaBun Haanexamei npakTuky xpaHeHus; [Ipasuna
XpaHeHHUs JieKapcTBeHHbIX cpencts; miaBa VI w VII IlpaBun Hagnexamend antedyHou

TOPTOBJIN

MIPaKTUKN)

TOBapaMu

alITCYHOI'O

CoOTBETCTBYIOT JIU CBEJICHUS PE3YJIbTATOB
IIPUEMOYHOIO KOHTPOJISI CBEACHUSM B
TOBAapPOCOINPOBOJAUTEIBHON JOKYMEHTALINU:

yHKT 46 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAHEHUS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

27.

10 ACCOPTUMEHTY U KOJIMYECTBY?

nyHKT 46 [1paBun
HaJJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHeHUS
JIeKapCTBEHHBIX
CpEeICTB

10 Ka4ecTBYy?

nyHKT 46 [IpaBun
HaIeXxalen

IIPAKTUKU XPaHEHUS;
nyHKT 40 IIpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

0 COOJIIOJICHUIO CIEIHMAIbHBIX YCIOBHM
XpaHeHus (TpH HAJTMYUH TaKOTO

nyHKT 46 [IpaBun
HaIexalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Tpe6OBaHI/IH B HOpMaTHBHOﬁ JAOKyMCHTallUun

MPaKTUKH XPAHCHUA,

Ha JIEKapCTBEHHBIN Ipenapar)? nyHKT 40 IIpaBun
XpaHEHHS
JI€KapCTBEHHBIX
CpeAcTB
nyHKT 46 [IpaBun
HaIexaIen
. . | IpaKTHKHU XpaHEHMUS;
[0 HAJIMYMIO MTOBPEXKJICHUH TPaHCIIOPTHOM
TapBL? nyHKT 40 [IpaBun
XpaHEHUS
JIEKapCTBEHHBIX
CPEICTB
Co3znana 1 ipueMHasi KOMUCCHS ISt nyHKT 49 [IpaBun
7g.  |MPOBE/ICHUS PUEMOTHOTO KOHTPOIIS, Hazmemazueﬁ
yYTBEpKJIEHHAs! IPUKA30M PYKOBOIUTEIS anTeYHOHN NMPaKTHUKU
CyObeKTa pO3HUYHOU TOProBiIn? XpaHEHUS
OdopMIIsIOTCS TN ¢ IPOCTABICHUEM ILTAMIIA O
MpUEMKe, MONKCHIO nyHKT 46 [1paBun
MaTepHaIbHO-OTBETCTBEHHOTO JIMIIA, Ha/JIexaren
3aBEPEHHOM MevaThio (MPH HATMYMH) CyObEKTa | anTeYHOM MPaKTUKH
PO3HUYHOM TOPTOBIIN:
nyHKT 46 IIpaBun
cuera-pakTypbI? HaJjIeXKaIen
29. aNTEYHOU NMPAKTUKHU
TOBapHO-TPAHCIIOPTHBIEC HaKJIaHbIE? IYHKT 46 [IpaBun
HaJyIeKaIen
arTeYHOM MPAKTUKHU
peecTp T0KYMEHTOB I10 Ka4yecTBY? nyHKT 46 [IpaBun
HaIexalen
anTEeYHON MPaKTHUKU
[IpoxonsT i1 TOBaphl alTEYHOTO nyHKT 50 [TpaBun
30. |accopTHMeHTa JI0 oJjauu B TOPrOBYIO 30HY Ha/Jexarien
IIPEANPOJAKHYIO IOATOTOBKY ? anTEeYHOH MPaKTUKU
W aeHTuduumpyroTes Jin XpaHaupecs nyHKT 29 [IpaBui
JIEKapCTBEHHBIE CPECTBA B COOTBETCTBUU C HaJIexalen
31 MIPUMEHSEMOH CyOBEeKTOM 00paleHUs IIPaKTUKU XPAaHEHUS;
" | mexapcTBEHHBIX IIpenapaToB cucteMoi yuera? | myHKT 49 [Tpasun
HaJyIeKaIen
MIPAKTUKU XpaHEHUs
Ocy1ecTBIIsieTcs M XpaHeHHue JleKapcTBeHHbIX | IYHKT 47 Ipasun
32. | mpemapaToB ¢ y4€TOM TPeOOBaHMIA: HaJJIeXKaIeH

IIPAaKTUKHU XPAHCHH,
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

nyHKT 40 [IpaBun
XpaHeHus

HeKapCTBeHHBIX
Cpe/CTB

HOPMAaTUBHOM JOKYMEHTAIUH,

JIEKapCTBEHHBIN npenapar?

COCTaBJISIFOLICH PErUCTPALIMOHHOE I0ChE Ha

nyHKT 47 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPaHEHMUS;
nyHKT 40 [TpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

WHCTPYKIIAU TT0 MEAUITTHCKOMY
MPUMEHEHHUIO?

nyHKT 47 IIpaBun
HaJyIeKaIen

MPAKTUKU XPAaHEHNS,
nyHKT 40 [TpaBun
XpaHeHus
JIEKapCTBEHHBIX
CpEICTB

nH(pOpMaIIH, CoAepKaIIencs Ha
MEPBUYHOMN U (MJIM) BTOPUYHON YTIaKOBKE
JIEKapCTBEHHOI'0 Iperapara u
TPaHCHOPTHOM Tape?

nyHKT 47 IIpaBun
HaJUIeKaIEH

MPaKTUKU XPAHEHUS;
nyHKT 40 [TpaBun
XpaHeHus
JIeKapCTBEHHBIX
CPEICTB

33.

Pasmemarorcs au JICKaPCTBCHHBLIC ITPCIIapaThl B

INOMCIICHUAX U (I/IJ'H/I) 30HaX JIs1 XpaHCHUA
JICKApCTBCHHBIX NPCIIapaToOB B COOTBETCTBUU C

TpeOOBaHUSMHI HOPMATHBHOM TOKYMEHTALIUHU H

(unn) TpeOOBaHUAMH, YKa3aHHBIMU Ha
YIaKOBKe JIEKapCTBEHHOTO IIpenapara, ¢
yUeToM:

nyHKT 49 [IpaBun
HaJIJIeKaIen

MPAKTUKU XPAHEHUS;
nyHKT 8 [IpaBun
XpaHEeHUS
JIeKapCTBEHHBIX
CpeICTB

(U3NKO-XMMHYECKUX CBOWCTB
JIEKapCTBEHHBIX MpenapaToB?

nyHKT 49 [IpaBun
HaIeXalen

IIPAKTUKU XPaHEHUS;
nyHKT 8 [TpaBun
XpaHeHus
JI€KapCTBEHHBIX
CpeAcTB

(bapMaKoIOrH4ecKux rpymnmn?

nyHKT 49 [IpaBun
HaIexalen

IPAKTUKU XPAHCHHA,

nyHKT 8 [IpaBun
XpaHeHus
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JICKapCTBEHHBIX
CpenCTB

crioco0a BBeICHUS JICKApCTBEHHBIX
MpenapaTroB?

nyHKT 49 IIpaBun
HaJUIeKaIen

MPAaKTUKHU XPAHCHUS;
nyHKT 8 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

XpaHHTCH JIX1 CBETOYYBCTBUTCIILHBIC

nyHKT 52 [IpaBuin
HaJJIeKaIen

IIPAaKTUKU XPAHEHUS;

oOpareHus?

34. | nekapCTBEHHBIC MTPENapaThl B 3alIUIIEHHOM OT | IYHKTHI 24 - 26
cBeta mecrte? [IpaBun xpanenus
JIEKapCTBEHHBIX
CPENCTB
IYHKTBI 21, 47
IIpaBun
HaJUJIeXKallen
XpaHsTCA U BIaro4yBCTBUTEIbHBIC .
35. | nekapCTBEHHBIE CPEACTBA B 3AIUIIEHHOM OT MPAICTIIH XpAHCHHA,
) OYHKTHI 27 - 29
BJIaru Mecte?
[IpaBui xpaneHust
JIEKapCTBEHHBIX
CpENCTB
HasnaueHno nu npukazoM pyKOBOJUTENS
CcyOBeKTa pO3HUYHON TOPTOBJIHM OTBETCTBEHHOE | MYHKT 66 [IpaBun
36. |nuuo 3a paboty ¢ hanbCuPUIMPOBAHHBIMU, HaJIexalen
N00pOKaYeCTBEHHBIMU, KOHTPa(haKTHEIMU anTEeYHOM MPAKTUKU
TOBapaMu anTeYHOr0 aCCOPTUMEHTA?
N3onupoBaHsl 11 crienuaibHO
nyHKT 55 [IpaBun
MIPOMapKUPOBAHHBIE JIEKAPCTBEHHBIE .
37. HaJjIeXaIen
npenaparsl, IpeIHa3HAYCHHBIC TSI
MPAKTUKU XPAHEHUS
YHUUTOXEHHUS?
nyHKT 30 [IpaBun
N3onupoBansl Jiu: HaIexaIen
MPAKTUKU XPAHEHHUS
JIEKapCTBEHHBIE MpenapaTsl, B OTHOMIEHUM | OyHKT 30 [IpaBuin
38. KOTOPBIX MPUHATO pelieHrne 00 U3BATUU U3 | HaJJexKamei

MPAaKTUKH XPAHCHUA

JIEKapCTBEHHBIE IIPENapaThl, B OTHOLICHUHU
KOTOPBIX IIPUHATO PELICHUE O
IIPUOCTAHOBJIEHUU IPUMEHEHUS?

nyHKT 30 [TpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

danpcudurpoBaHHbIE,
HeT00pOKaYeCTBEHHBIE M KOHTpadaKTHBIE
JIEKapCTBEHHBIE ITpenaparsI?

nyHKT 30 [TpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

Nmerorcs 11 TOKYMEHTBI, OIMCHIBAOIINE
NeICTBUSI, BHITIOJHSIEMBIE CyOBEKTOM
oOpallieHus JIEKapCTBEHHBIX MPENaparos,
HampaBJIeHHbIE HA COOMI0ICHUE TPEOOBaHHIH,
yCTaHOBJICHHBIX [IpaBunamu Haamexamnei
MPAKTUKU XPAHEHUS:

IYHKTBI 41 - 43
[IpaBun

HaJJIeXKaIen
MPAaKTUKHU XPAHEHUS

UHCTpyKUIUN?

OYHKTHI 41 - 43
[IpaBun

HaIexXaIen
IIPAKTUKU XpAHEHUA

CTaHAAPTHLBIC ONCPALMOHHBIC ITPOLUCAYPhbL

OYHKTHI 41 - 43

BHEIIIHEH cpeibl ¢ ohopMIIeHUEM:

39. (COIIsr)? [IpaBun
HaIexalen
MPAKTUKU XPAHEHUS
OTYeTHI (CBOJIHBIC JKypHAIIBI)? OyHKTBI 41 - 43
[IpaBun
HaJUJIeXKaIen
MPAKTUKU XPAHEHUS
JIOTOBOPBI? OYHKTHI 41 - 43
[IpaBun
HaJyIeKaIen
MPAKTUKU XPAHEHUS
Benercs nu yder nekapCTBEHHBIX CPEICTB C nyHKT 11 IIpaBuna
40, |OTPAHUYEHHBIM CPOKOM TOJIHOCTH Ha XpaHeHus
" | OyMa)KHOM HOCHUTEJIE WU B DJIEKTPOHHOM BHUJIE |JIEKAPCTBEHHBIX
C apXuBaLuen? CpenCTB
YcraHoBieH 1M pykoBoguTeaeM opranu3anuu | nyHKT 11 ITpaBun
41, |TOPSZIOK BE/ICHUS yIeTa ICKAPCTBEHHBIX XpaHEeHUs
" | CpencTB ¢ OrPaHUYEHHBIM CPOKOM? JIEKapCTBEHHBIX
CPEICTB
Nmeetcs nu pa3pabOTaHHBINA U yTBEPKICHHBIN
KOMIUIEKC MEp HalpaBJIEHHBIX Ha
MUHUMU3ALHUI0 PUCKA KOHTAMUHALIUU nyHKT 24 TTpaBun
JIEKapCTBEHHBIX MPENapaToB, C y4eTOM HaTeKame
42. | ycnoBwuii cOOIIOAEHNS 3aIIUTE OT (PAKTOPOB

MIPAKTUKU XPAHEHUs

MPUKa30B?

nyHKT 24 [IpaBuin
HaJJIeXXaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

COlIlos?

nyHKT 24 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

UHCTPYKLNN?

nyHKT 24 [IpaBuin
HaJUIeKaIEH

IIPAKTUKU XPAHEHUs

43.

Perucrpupytorcs b7 pe3yabTaThI
TEMIIEPaTypHOT0 KapTHPOBAHUS U BIAYKHOCTH B
CHEIHAIbHOM JKypHaie (KapTe) perucrpauuu
Ha OyMmMaxHoMm HocuTene u  (wiM) B
JIEKTPOHHOM BHJI€ €KEIHEBHO, B TOM YHCIIE B
BBIXOJIHBIE U MPa3AHUYHbIE THU

nyHKT 21 [IpaBun
HaJyIeKalen

MPAKTUKU XPAHEHNUS,
nyHKT 23 [IpaBun
HaIeXXalen
MPaKTUKU XPAHEHUS;
nyHKT 7 IIpaBun
XpaHEeHUs
JIEKapCTBEHHBIX
CPENCTB

44.

XpaHsTcst I KypHaibl (KapTbl) perucTpanuu
TEMIIEPaTypHOrO0 KapTUPOBaHWS B TEUCHHE
JIBYX JIET?

nyHKT 21 [IpaBui
HaIexalen

MPAKTUKU XPAHEHUS;
nyHKT 23 [IpaBuin
HaJUIeKaIeH
MIPaKTUKN XPaHEHMUS;
nyHKT 7 [TpaBun
XpaHEHUs
JIEKapCTBEHHBIX
CPEICTB

45.

CoOnromaercst M 3ampeT Ha  XpaHEHUeE
OTHEOIACHBIX u B3PBIBOOIIACHBIX
JIEKAPCTBEHHBIX IIPENAapaToOB BIAIH OT:

nyHKT 51 [IpaBuin
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

orag?

nyHKT 51 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS

OTONUTENBHBIX TPUOOPOB?

nyHKT 51 IIpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

BO3JICHCTBUS NPSMBIX COJTHEUHBIX JTy4eil?

oyHKT 51 [IpaBun
HaJIJIexKaIen

MIPAKTUKU XpaHEHUS

46.

Cobmro1aeTcst Jin 3alpeT Ha XpaHEHHE B
MOMEIIEHNSAX XPAHEHHS JIEKapCTBEHHBIX
IpernaparoB:

nyHKT 20 [TpaBun
HaIexalen

IIPAaKTUKHU XPpAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

nyHKT 20 [TpaBun
MUIIEBBIX MPOTYKTOB? HaJIexaren

MPAaKTUKH XPAHCHUA

nyHKT 20 [TpaBuin
TaDaYHBIX U3IEITIUI? HaJyUIeXKaIen

IIPAKTUKU XPAHEHUs

HAITUTKOB (32 UCKIIOUYEHUEM ITUThEBOU nyHKT 20 [IpaBuin
BO/JIbI)? HaIexaIen

IIPAKTUKU XPAHEHUs

JIEKAPCTBEHHBIX npenapaTos, | IyHKT 20 [IpaBun
IIpeIHa3HaYEHHBIX TUISL JMYHOTO | HaJuIexkKalen
HCIOJIb30BaHUsl pa0OTHUKAMU? MIPAKTUKU XPAHEHUS

(momxHOCTE M OVO HOJDKHOCTHOTO JIMLla, 3alOJIHMBIIETO
IPOBEPOYHEI JIMCT, IIOANMCH, IaTa)

(,ILOJ'DKHOCTI: n ®VO HOJDXKHOCTHOT'O Julia OPUINMYECKOI'O JiMiia, IIPUMCYTCTBOBABUEI'O
IIpM 3aloJIHEHUM IIPOBEpOYHOI'O JiMcCTa, II0OIMChH, naTa)

ITpunoxxenue N 10

K npukazy denepanbHoi CiryXObI
10 HaJ30pYy B cepe 3ApaBOOXPaHEHUS
ot 09.11.2017 N 9438

®dopma
[IpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIIPOCOB), MCHOJNb3yeMei demepalibHOM CJIyXOoit
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS M €€ TepPPUTOPMAaJIbHEIMM OpITaHaMu
Ip¥Y [NPOBEIEeHUM I[IJIAHOBHIX [IPOBEPOK IPU OCyleCTBJIeHUM bemepajibHOTO
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIEKAPCTBEHHBEIX CPEACTB
(mepeBo3Ka JIEKAPCTBEHHHX [IpPenapaToB IJ8 MEeOUUIMHCKOTO NIPMMEHEeHUS
B OpraHM3aluM OITOBOM TOPTOBJIM JIEKAPCTBEHHHIMU CPEICTBAaMMU)
(HaMMeHOBaHMEe opTraHa, OCYUEeCTBJSRIETO [JIAHOBY IPOBEPKY)
1. Bun IoCynapCTBEHHOI'O KOHTPOJA (Haznszopa) .
2. llpenmeT [IJIaHOBOM IPOBEPKM WPUIMUECKMX JIUL U UHIVBUIYAJbHBX
npennpmuHuMaTeaen orpaHuurBaeTCcs obsg3aTesbHEIMU TpeboBaHMAMM, COOJ0IeHME
KOTOPHIX SABJSETCS HauboJiee 3HAUMMEM C TOUYKM BPEeHMS HEeNOIyUeHMs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpella XKWU3HM, S3IOOPOBLI I'paxiaH, MW3JIOKEHHEMM B bopMme
IPOBEPOUHOTO JIMCTa (CIOMCKa KOHTPOJBLHBIX BOIMIPOCOB) .
3. HamMeHOBaHME OPUAMUECKOTO Jula, GbamMmuiams, MMsS, OTUECTBO (OpM HaJIUUWN)
VHIVBUOYAJBLHOTO [IPEeINpPUHUMATEIS
4. MecTO NpOBeIeHMs IIJIaHOBOM MNPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

5. PexBMBMTH IIpMKaza O NPOBEIOEHMM IIJIAaHOBOM MNPOBEPKU: OT

N .

6. VYUeTHEM HOMEp MNPOBEPKM M IOaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EIouHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB, bammnma n VIHULIMAJIBL IOOJIKHOCTHOTO JmLa (smw) ,

NPOBOIOAWETIO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxamnumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU
OPUONYECKUM JIMIIOM, MHIMBMUIYAJIbHEIM NPEeINpMHMMaTeJieM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxaroiiue cojiep:kanue PexBuzuThI BriBoa o
n/m 00s13aTebHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpeboBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[Iyskr 4 crateu 9 @enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO0 obparienun
nexapcTBeHHbIX cpeacTB" (CobOpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (nmanee - 61-®3), rmaa 7 IlpaBun Hajiexaiein
MPAKTUKNA XPaHEHUS U TMEPEeBO3KM JIEKApPCTBEHHBIX IMpenapaToB s MEAUIIMHCKOIO
MPUMEHEHHUS, YTBEPXKICHHBIX INpUKa3oM MuHucCTepcTBa 3ApaBooxpaHeHus Poccuiickoit
®enepannu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHUIIUU
Poccuiickoit ®enepanuu 9 sHBaps 2017 r., peructpaumonssiii N 45112) (nanee - IIpaBuna
HaJUIeXkKallled MpakTUKW XpaHeHus); llpaBuna XpaHEHMsI JIEKApCTBEHHBIX CPEICTB,
YTBEPKACHHBIE IPUKa30M MUHUCTEPCTBA 3/pPAaBOOXPAHEHUS U COLUAIBHOIO Ppa3BUTHUSA
Poccuiickoit ®enepanun ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MuHHCTEPCTBOM
octuruu Poccutickori @eneparuu 4 oxtsa6ps 2010 r., peructpanuonusii N 18608) ¢
U3MEHEHMSMHU, BHECEHHBIMU IPUKa30M MMHUCTEPCTBA 3/1PaBOOXPAHEHUS M COLMAIBHOIO
paszButusa Poccuiickoii @enepanuu ot 28 gexabps 2010 r. N 12211 (3apeructpupoBaH
MunucrepcrBoM toctuiiuu Poccuiickoit ®@enepanuu 4 gespans 2011 r., peructparioHHbIH
N 19703) (nanee - [IpaBuna xpaHeHus JIEKAPCTBEHHBIX CPEJICTB)

1. Cornacyrorcs Jid ¢ ojiy4yaTesieM OCTaTouHble | MyHKT 56 IpaBun
CPOKH T'OJHOCTH MOCTABIISIEMbIX HaJuIexalen
JIEKapCTBEHHBIX MpemnapaToB? MIPAKTUKN XPaHCHUS

2. DukcupyeTcs M CyObeKTOM 00paIieHus nyHKT 58 [IpaBui
JIEKapCTBEHHBIX MPenapaToB HHGopMamms o HaJuIexalen
MEePEBO3KE JICKAPCTBEHHBIX MTPEnapaToB? MIPAKTUKN XPaHCHUS

3. OcymecTBisiercs 11 HHGOPMUpPOBAHUE nyHKT 61 IIpaBun
OTMPABUTENS U (WIJIH) TTOTyUYaTENs HaJIJIexKaIen
JIEKapCTBEHHBIX MIPEMApaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
MPOLIECCE TIEPEBO3KH CIyUasX HAPYIICHHUS
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TEMIIEPATYPHOTO peXUMa XpaHEeHUs?

4. OcymiecTBisieTcs Jin UHPOPMUPOBAHUE nyHKT 61 [IpaBuin
OTIPaBUTEIIS U (WIN) MOJTydaTes HaJIexalen
JIEKapCTBEHHBIX [IPENAPATOB O BBISIBJICHHBIX B | IPAKTUKHU XpaHEHUS
IIpOLIECCE MEPEBO3KU CIIyUasiX HapyLIEHUs
MOBPEXKICHUS YTAaKOBKU?

5. [IpenocraBnsrorces i cyObekToM obpameHust | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MIPENapaToB I10 3apoCcy HaJuIexalen
[OJTyyaTessl JIEKapCTBEHHBIX MIPENapaToB MIPAKTUKU XpaHEHUs
CBEJIEHUs O COOJIIOZICHUU TEMIIEPAaTypHOTO
peXHMMa IIPU NIEPEBO3KE JIEKAPCTBEHHBIX
IpenapaTos?

6. Hcnonp3yrores au U1 IEPEBO3KU IYHKT 62 [IpaBui
JIEKapCTBEHHBIX IIPENApaTOB TPAHCIIOPTHBIE HaJuIexalen
cpencrtBa? MIPaKTUKU XPaHEHUS

7. OObecneunBaloT 1M TPAHCIIOPTHBIE cpecTBa U | MyHKT 62 IpaBun
000pyI0BaHUE TS IEPEBO3KHU JIGKAPCTBEHHBIX | HAJIEKAIICeH
[IpernapaToB KauecTBO, 3(P(HEKTUBHOCT U MIPAKTUKU XPAHEHUS
0€30I1aCHOCTb JIEKapCTBEHHBIX MpenapaToB?

8. Hcnonb3yercs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEpPMOJIaOUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJulexKalen
CHeLMaIU3UpOBaHHOE 000py10BaHUE? MPAKTUKU XpaHEHUs

9. OO6ecnieynBaeT JIM CIICIHATU3UPOBAHHOE nyHKT 62 [IpaBun
00opyJ0BaHUE MOAJEpKAHNE TPeOyeMbIX Ha/exarein
TEMIEPATYPHBIX PEKUMOB XPaHEHHUS MIPAKTUKU XpaHEHUs
JIEKapCTBEHHBIX IIPENapaToB?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 [IpaBun
COOJIIOTaeTCsl JIM YCIIOBUE OTCYTCTBHS MIPSIMOTO | HAZIeXKaIeH
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npenapaTamMy B U30TEPMHUECKUX
KOHTeHHepax?

11. |PyxoBoauteneM cyObeKTa oOpaleHus yHKT 63 [IpaBui
JIEKapCTBEHHBIX IIPENapaToB MPOBOIUTCS JIH Ha/Jexarien
MHCTPYKTaX O MOPSAJIKE MOATOTOBKU MPAKTUKU XpaHEHUs
N30TEPMUUYECKUX KOHTEHHEPOB K IIEPEBO3KE
JIEKapCTBEHHBIX IIPENApaTOB (C yU4ETOM
CE30HHBIX OCOOCHHOCTEH), a TAKKE O
BO3MO>KHOCTH IIOBTOPHOTO HCIIOIb30BaHUS
XJIaJI0RJIEMEHTOB?

12. | IIpomuio mu 060pyaOBaHHUE, OTHOCSIICECS K nyHKT 64 [IpaBun
CpEACTBAM U3MEPEHU: HaIexalen

IPAaKTUKHU XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TIEPBUYHYIO TTOBEPKY M (MJIN) KaTUOPOBKY
710 BBOJIA B OKCILTyaTaIHi0?

nyHKT 64 [IpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

MEPBUYHYIO TIOBEPKY U (MJIM) KaTHOPOBKY
I10CJIE PEMOHTA?

nyHKT 64 [1paBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

NEPUOJINYECKYIO TIOBEPKY U (WJIN)
KaJHOPOBKY B MPOLECCE IKCIUTyaTauu?

nyHKT 64 [IpaBuin
HaJUIeKaIen

IIPAKTUKU XPAHEHUs

[IpaBun Hagexaiied IPakKTUKU XPaHEHHUS)

13. | locTaBisitoTcs JIM JIEKapCTBEHHBIE ITpenapaTsl | MyHKT 65 IlpaBun
IO aJpecy, yKa3aHHOMY B HaJuIexalen
TOBApOCOMPOBOJUTCIILHBIX I[OKYMGHTaX? IIPAKTUKH XPaHCHUA
14. | CoOmro1atoTCst JI YCIOBUS XPaHEHUS nyHKT 67 [IpaBun
JICKApCTBCHHBIX NPCIapaToB B IOMCUICHUAX HA Hannemameﬁ
TPaH3UTHBIX CKJIagax? MIPAKTUKU XpaHEHUS
15. | ObecneunBaetcs u 6€30MaCHOCTD nyHKT 67 IlpaBun
JIEKapCTBEHHBIX MPENapaToB Ha TPAH3UTHBIX HaJuIexaren
ckianax? MIPAKTUKU XpaHEHUS
Tapa, ymakoBka M MapKUpOBKa JICKAPCTBEHHBIX MpemapatoB (craths 46 61-d3, rmasa §

16. |Buuser au TpaHCOpPTHAs Tapa Ha Ka4eCTBO, nyHKT 68 [IpaBun
3¢ PEeKTUBHOCTH U OE30MTACHOCTh HaJUIeXKalen
JIEKApCTBEHHBIX MPEMNapaToB MPH UX MPAKTUKU XPAHEHUS
nepeBo3ke?

17. |ObecneynBaeT 1 TPaHCIOPTHAS Tapa 3amMTy | DyHKT 68 [IpaBun
OT BO3/IEUCTBHS (DaKTOPOB BHEUTHEW Cpebl? HaJUIeKaIen

MPAKTUKU XPaHEHUS

18. | Boibupaercs in TpaHCIIOpTHAs Tapa, yrakoBka | IyHKT 69 [IpaBun

C YYETOM: HaJIJIeKaIen

MIPAKTUKU XPAHEHUS

TpeOOBAaHUH K YCIOBUSAM XpaHEHHS U
MIEPEBO3KH JIEKAPCTBEHHBIX MpenapaToB?

nyHKT 69 [IpaBun
HaJJIeKaIei

MIPAKTUKU XpaHEHUS

o0beMa, He0OXOAMMOTO JIJIsl pa3MeIEeHHUS
JICKapCTBCHHBIX MPENapaToRB?

nyHKT 69 [IpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

KOJIeOaHUI TeMIIEpaTyphl OKPY KAFOIICH
cpenni?

nyHKT 69 [IpaBun
HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

MPAaKTUKH XPAHCHUA

JUTUTENIBHOCTH NEPEBO3KH, BKIIKOYas
BO3MO>KHOE IIPOMEKYTOUYHOE XpPaHEHUE
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 69 [1paBuin
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

19. |Ha TpaHCnOpTHYIO Tapy HaHOCATCS JIM: nyHKT 71 IIpaBun
HaJUJIeXKaIlen
MIPAKTUKU XPaHEHUS
HaVMEHOBAHUA JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
IpenapaToB? HaJuIexaIen
MIPaKTUKU XPaHEHUS
CEpUH JIEKapCTBEHHBIX IpernapaToB? nyHKT 71 [IpaBun
HaJyIeKaIen
MIPAKTUKU XPAHEHUS
JaTa BbITycKa? nyHKT 71 TIpaBun
HaIexalen
MPAKTUKU XPAHEHUS
KOJINYE€CTBO BTOPUYHBIX nyHKT 71 IIpaBun
(MOTpeOUTENBbCKIX) YITaKOBOK HaJIeKaIen
JIEKapCTBEHHBIX IIPENapaToB? MPAKTUKU XPAHEHUS
uH(pOpMaIIKs O IPOU3BOIUTENE nyHKT 71 [IpaBun
JIEKapCTBEHHBIX IIPENAPATOB C YKA3aHUEM | HajJIexaluen
HAaMMEHOBAHUM U MECTOHAXOXACHUS MPAKTUKU XPAHEHUS
(ampeca) mpOU3BOAUTEIS JIEKAPCTBEHHBIX
npenaparoB?
CPOK I'OJTHOCTH JIEKAPCTBEHHBIX nyHKT 71 [IpaBun
npenaparoB? HaJjIeKaIen
MIPAKTUKU XPAHEHUS
YCIIOBUSI XPaHEHUS U IIEPEBO3KHU nyHKT 71 TIpaBuin
JIEKapCTBEHHBIX MPENapaToB? HaJIJIexKaIen
MPAKTUKU XPAHEHUS
HEOOXOAUMBIE MPEyNPEIUTEIbHBIC nyHKT 71 IIpaBun
Hagmucu? HaIeXXalen
MPAKTUKU XPAHEHUS
MaHHUITYJISITOPHBIE 3HAKU? nyHKT 71 [IpaBun
HaJUJIeXKallen
MPAKTUKU XPAHEHUS
20. |Cobmrogaercs J1u 3apeT Ha HIOBTOPHOE nyHKT 63 [IpaBun
HCII0JIb30BaHNE HEJOCTATOYHO OXJIAKICHHBIX | HaIJIeKalei

XJIJI0DJIEMEHTOB?

MIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

21. |Cobmrogaercs v 3apeT Ha UCTIONb30BaHUE nyHKT 63 IIpaBun
MOBPEXICHHBIX XJIaI03JIEMEHTOB? HaJUTeXaen

MIPAKTUKU XPAHEHUS

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
[IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(ﬂOﬂKHOCTb u O®VO HOOJDXKHOCTHOTO Julia OPMINMYEeCKOIT'o JiMiia, IIPMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUMM IIPOBEpPOYHOI'O JiMcCTa, IIO0OIMCh, naTa)

ITpunoxenne N 11

K npukazy denepanbHoi Ciry>KObI
110 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

[IpOBEPOYHEI JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbli delepalibHOM CIIyXOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMVS U €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCYyMEeCTBJIEHMM (emepalibHOTO
TOCYINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(mepeBo3Ka JIEKAPCTBEHHHX [IpPenapaToB IJ8 MEeOUUMHCKOTO IPMMEHEeHUS
B MEIMUMHCKOM OPIaHM3aLMM M MHEIX OPTaHM3AUUAX, MMEOIMX JIUIIEH3MIO
Ha MEIVLMHCKYKD IOeaTeJIbHOCTH)

(HamMMeHOBaHMUE OpT'aHa, OCYyHWeCTBJIANIEIO I1JIaHOBYIO npOBepKy)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. IIpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOOd3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMSs BO3HMKHOBEHUS
YITPO3H [NPMYMHEHMs Bpela XWU3HM, SIOOPOBBI TpaxiaH, WU3JIOKEeHHEMM B QopMme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, damMmiams, ¥MMsa, OTUECTBO (OpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHYMATEJI

4. MecTo mpoBemeHMs IJIAHOBOM MPOBEPKM C 3BaloJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PekxBUMBMTH IIpMKaza O NPOBEIOEHMM IIJIAaHOBOM MNPOBEPKU: OT

N .
6. VYUeTHH)V HOMEpP MNPOBEPKM UM IaTa NPUCBOEHUS YUETHOT'O HOMEepa MNPOBEPKU B
EIonHOM peecTpe NPOBEPOK:
7. IOJIXHOCTE, bammnmsa 78 VHV/LIMAJIEL IOJIXHOCTHOT'O ama (g1m111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. [IlepeueHb BOIPOCOB, oTpaxamnumux comepxaHre o0sa3aTesIbHEX TpeOOoBaHUM,

OTBET Ha KOTOPHE OOHOBHAYHO CBUIOETEJIECTBYET O COOJIOISHUM MJIM HeCODJIOIeHUM
OPUIONYECKUM JIMLIOM, MHIOMBUIYAJILHEM NpenlprHuMaTesieM o0g3aTelIbHEX TpeBoBaHMiA,
COCTABJAKIMX MNPEeIMEeT IPOBEPKN:

dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEpXAEHMM (POPM NMPOBEPOYHBIX NNCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

BriBox o
BBITIOJTHCHAH
TpeboBaHMit

PexBU3UTHI
HOPMAaTHUBHBIX
MPaBOBBIX aKTOB, C

N Bomnpocsl, oTpaxaroiine coiepkanue
n/m 00s13aTeNbHBIX TPeOOBAHUMN

yKa3aHHEeM UX
CTPYKTYPHBIX
€IMHHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpeOOBaHMS

Ja HET

[lynkTt 4 crateu 9 ®@enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpamienun
nekapcTBeHHBIX cpencTB" (Cobpanue 3akoHomaTenbcTBa Poccuiickoit denepanum, 2010, N
16, ct. 1815; 2016, N 27, ct. 4283) (manee - 61-®3), rnaBa 7 IlpaBun Haamexarien
MPAaKTUKU XPAHEHUS W TEPEBO3KM JIEKAPCTBEHHBIX MpEnapaToB Mg MEAUIIMHCKOIO
IIPUMEHEHHUS, YTBEPKICHHBIX IpUKa3oM MuHucTepcTBa 3apaBooxpaHeHus Poccuiickoit
®enepanuu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @enepanmu 9 ssaBaps 2017 r., peructpanuonnsii N 45112) (nanee - [IpaBuna
HajuIexalled MpakTUKW XpaHeHus); [lpaBuna XpaHeHHs] JIEKApPCTBEHHBIX CPEICTB,
YTBEPKACHHBIE MPHKa30M MUHUCTEPCTBA 3APAaBOOXPAHEHUS M COLHUAIBHOTO Pa3BUTUA
Poccuiickoit ®denepanun ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiiuun Poccwmiickoii @eneparuu 4 oktsaopst 2010 r., peructpanmonnsii N 18608) ¢
W3MEHEHHUSMH, BHECEHHBIMU NPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
paszButusa Poccuiickoit @enepanuu ot 28 gexadbps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM roctuiiuu Poccuiickoit @eneparuu 4 deBpans 2011 r., peructpaioOHHBIN

N 19703) (nanee - [IpaBuna xpaHeHus JIEKapCTBEHHBIX CPEJICTB)

1. CornacyroTcs Ji ¢ oJiydaTeJaeM OcTaTouHble | myHKT 56 [IpaBuin
CPOKH F'OJJHOCTHU IIOCTABIISEMBIX HaJUIeXkKallen
JIEKapCTBEHHBIX MTPENapaToB? MIPAKTUKU XPaHEHUS

2. OukcupyeTcs 1 CyObeKTOM 0OpaIieHus nyHKT 58 [IpaBun
JIeKapCTBEHHBIX MpenapaToB HHPOpPMALIUS O HaJuIexalen
[IEPEBO3KE JIEKAPCTBEHHBIX MpEnapaToB? IIPAKTUKU XPAaHEHUS

3. OcymiectBisiercst I HHGOpMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBUTEINA U (WJIN) MOTydaTens HaJUIeKAIeH
JIEKapCTBEHHBIX MIPENAapaTOB O BHISIBICHHBIX B | IPAKTUKU XpaHEHUS
IpoLIecCe MEPEBO3KU CIyHasiX HapylICHUs
TEMIIEPATyPHOTO peXUMa XpaHEeHUs:?

4. OcyiecTBisiercs a1 UHPOPMUpPOBaAHUE nyHKT 61 [IpaBun
OTIIPaBUTEJIA U (WIIK) MOJTydaTes HaJUIeXkKaIlen
JIEKapCTBEHHBIX IIPENAPATOB O BBISIBJICHHBIX B | IPAKTHKU XPaHEHHUS
IIPOLIECCE MEPEBO3KHU CIIyUasX HapyLICHUs
MOBPEXKICHMS YIAaKOBKU?

5. [IpenocraBnstorces u cyObekToM oOpamieHust | myHKT 61 [IpaBun
JIEKapCTBEHHBIX IIPENApaTOB 10 3alpocy HaJJIexKallen
MOJIy4daTesl IEKapCTBEHHBIX NPEnapaToB MIPaKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CBEICHHUSI O COOJIIOICHUN TEMIIEPaTypHOTO
peXHUMa MPH MEePEBO3KE JTCKAPCTBEHHBIX
npenaparoB?

6. Hcnons3yrores nu 11 IepeBO3KU nyHKT 62 IIpaBun
JIEKapCTBEHHBIX MPENapaToB TPAHCIIOPTHHIC HaJuIexalen
cpencrtBa? MIPaKTUKU XPaHEHUS

7. OObecrnieunBaroT JIM TPAHCIIOPTHBIE CpeAcTBa U | yHKT 62 [IpaBun
00opy10BaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HaJUIeXKaIlIen
MpenapaToB KauecTBO, 3h(HEeKTUBHOCTH U MPAKTUKU XpaHEHUS
0€301MacHOCTb JIEKAPCTBEHHBIX MPEnapaToB?

8. Hcnonb3yeTrcs v npy nepeBo3Ke nyHKT 62 [IpaBun
TEepMOIaOUIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaaJeKamei
CHeLMAIU3UPOBaHHOE 000pyI0BaHUE? MIPAKTUKU XPaHEHUS

9. OObecnieunBaeT JIM CIICIHATU3UPOBAHHOE nyHKT 62 [IpaBui
o0opyI0BaHUE MOAJepKAHNE TPeOyeMbIX Ha/IexaIen
TEMIIEPATyPHBIX PEXKUMOB XpaHEHHS MIPAKTUKU XPAaHEHUS
JIEKapCTBEHHBIX MIPeNapaToB?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 IIpaBun
co0roaeTcs JIM yCJIOBUE OTCYTCTBHSI IPSIMOTO | HaJyIeKallen
KOHTAKTa XJIaJI03JIEMEHTOB C JICKAPCTBEHHBIMHU | IPAKTHKH XPaHCHHS
npenapaTamMy B U30TEPMHUECKUX
KOHTelHepax?

11. |PykoBomureneM cyObekTa oOpalieHus nyHKT 63 [IpaBun
JIEKapCTBEHHBIX MPENapaToB MPOBOIUTCS JIU HaJIexaren
MHCTPYKTaX O MOPSAJIKE MOATOTOBKU MIPAKTUKU XPaHEHUS
M30TEPMHUYECKUX KOHTEHHEPOB K IEePEBO3Ke
JIEKapCTBEHHBIX MPEnapaToB (C y4eToM
CE30HHBIX 0COOCHHOCTEH), a TAKXKE O
BO3MOYXHOCTH MIOBTOPHOTO HCIIOIb30BaHUS
XJIaJI09JIEMEHTOB?

12. | IIpomuio 1 060pya0OBaHKE, OTHOCSIIEECS K nyHKT 64 [IpaBun
CpeICTBaM U3MEPEHMIA: HaJIexaren

MPAaKTUKH XPAHCHUA

MEPBUYHYIO TIOBEPKY U (MJIM) KaTHOPOBKY
710 BBOJIa B OKCILTyaTaluio?

nyHKT 64 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

NEPBUYHYIO IOBEPKY U (WJIH) KAIUOPOBKY
110cJIe peMOHTa?

nyHKT 64 [IpaBuin
HaJUIeKaIlen

IIPAKTUKU XPAHEHUs

NEPUOINYECKYIO TIOBEPKY U (WJIH)
KaJIMOPOBKY B IIPOIIECCE IKCILTyaTaL UK ?

yHKT 64 IIpaBun
HaJyIeKaIen
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

[IpaBun HajuIexkalIeld IPaKTUKU XPaHEHHUST)

13. | locTaBistOTCS JIU JIEKapCTBEHHBIE MpenapaThl | MyHKT 65 [IpaBun
0 aJpecy, YKa3aHHOMY B Ha/Iexaren
TOBAPOCONPOBOAUTENIBHBIX IOKYMEHTAX? MPAKTUKU XpaHEHUs
14. | CobnroaroTcs M yCIOBUS XpaHEHUs nyHKT 67 IIpaBun
JIEKapCTBEHHBIX MPENapaToB B MOMEIICHUAX Ha | HaJyIexKalei
TPaH3UTHBIX CKIIaaax? MPAKTUKK XpaHEHHUS
15. | OGecneunBaercs 1 0€30MaCHOCTh IyHKT 67 [IpaBui
JIEKapCTBEHHBIX MPENapaToB HA TPAH3UTHBIX Ha/IIeKaIen
cKJIanax? MIPaKTUKU XPaHEHUS
Tapa, ynakoBka W MapKHpOBKa JIEKapCTBEHHBIX INpenaparoB (crarbs 46 61-D3, rasa 8

16. |Bnusier nmu TpaHCHOpTHAs Tapa Ha KauecTBo, nyHKT 68 [IpaBun
3¢ PeKTUBHOCTH U OE30ITACHOCTH HaJlJIexKaIen
JIEKAPCTBEHHBIX MPENapaToB MIPH UX MIPAKTUKU XPAHEHUS
nepeBo3ke?

17. | ObGecneunBaeT 1 TpAaHCTIOPTHAS Tapa 3amuTy | myHKT 68 [IpaBuin
OT BO3/ICHCTBUS (DaKTOPOB BHEITHEH CpeIbl? HaIeXXalen

MPAKTUKU XPAHEHUS
18. | BeiOupaeTcs iu TpaHCIIOPTHAS Tapa, YIMakoBka | OyHKT 69 IpaBun
C YYETOM: HaQIexalen
MPAKTUKU XPAHEHUS
TpeOOBaHUH K YCIOBHSIM XpaHEHUS U nyHKT 69 [IpaBuin
MEePEBO3KH JIEKAPCTBEHHBIX MTpenapaToB? HaJIexanen
MPAKTUKU XPaHEHUS
o0beMa, HeOOXOAMMOTO [T pa3MenieHus | myHKT 69 [IpaBun
JIEKapCTBEHHBIX NIPENapaToB? HaJuIexaIen
MPAKTUKU XPaHEHUS
KOoJIeOaHU TeMIepaTypbl OKPYKaroIIeH nyHKT 69 [IpaBun
cpenbl? HaJuIeKalen
MIPAKTUKU XPAHEHUS
JUIUTEIbHOCTHU IIEPEBO3KH, BKIIKOYAs yHKT 69 [IpaBui
BO3MOKHOE IIPOMEKYTOUYHOE XPaHEHUE HaJyIexXalen
JIEKApCTBEHHBIX MPEMapaToB? MPAKTUKU XPAHEHHUS
19. |Ha tpaHCnOpTHYIO Tapy HAHOCSITCA JIU: nyHKT 71 IIpaBun

HaIeXXalen
MPAKTUKU XPAHEHUS

HaUMCHOBAHUS JICKAPCTBCHHBIX

nyHKT 71 [IpaBun
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[aTta coxpaHeHus: 22.07.2022

IpenapaTos?

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

CCPUH JICKAPCTBCHHBIX npenapaTOB?

nyHKT 71 IIpaBun
HaJUIeKaIen

IIPAKTUKU XPAHEHUs

JaTa BhIMycka?

nyHKT 71 IlpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

KOJINYECTBO BTOPUYHBIX
(MOTpeOUTENbCKUX) YIIaKOBOK
JIEKapCTBEHHBIX MPENapaToB?

nyHKT 71 [IpaBun
HaJIJIexKaIen

MPAKTUKU XpaHEHUS

uH(popMaLrs 0 IPOU3BOIUTENE
JIEKapCTBEHHBIX IIPENapaToB ¢ YKa3aHUEM
HaMMEHOBaHUH U MECTOHAXO0XKICHHS
(ampeca) mpOU3BOAUTENS JIEKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 IIpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

CPOK I'OJJTHOCTH JIEKApPCTBEHHBIX nyHKT 71 IIpaBun
IpenapaTos? HaJUIeKaIlen

MIPAKTUKU XPAHEHUs

YCIIOBUSI XpAHEHUS U NIEPEBO3KU
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 71 IlpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

HEOOXOIUMBIC TIPEIyTIPEAUTEIHLHBIC
Haammcu?

nyHKT 71 [IpaBun
HaJIJIexKalen

MIPAKTUKU XpaHEHUS

MaHUIYJISTOPHBIE 3HAKU?

nyHKT 71 IIpaBun
HaIexalen

IPaKTUKHU XPAHCHUA

20. |Cobmromaercs U 3ampeT Ha TOBTOPHOE nyHKT 63 [IpaBun
WCIOJIb30BaHNE HEJIOCTATOYHO OXJIKICHHBIX | HaJJIexKamei
XJIaJI03JIEMEHTOB? MPAKTUKU XPAHEHUS

21. | Cobmromaercs v 3ampeT Ha UCIIOJIH30BaHUE nyHKT 63 [lpaBui

MOBPECIKACHHBIX XJ'IaJIOSJ'IeMCHTOB?

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

(moypxkHOCTE M OO IOJDKHOCTHOTO JIMIA, SBAalOJIHMBIIETO
IPOBEPOYHEI JIMCT, NONNMCH, HaTa)

(mommxHOCTE M OMO HOJDKHOCTHOTO JIMla OPMIOMYECKOT'O JMla, HNPUCYTCTBOBAaBIIEIO
Py 3aloJIHEHUM IIPOBEPOYHOTO JIMCTa, I[OIANMUCH, IaTa)
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

[Ipunoxenne N 12
K npuka3y denepanbHOM C1yKObI

10 Ha/130py B cepe 31paBoOXpaHEHUS
o1 09.11.2017 N 9438

dopma
[IPOBEPOUHEI JIUCT
(CIMCOK KOHTPOJIBHBEIX BOIPOCOB), MCHOJNb3yeMel demepalibHOM CJyXOol
10 HaIz0py B cbepe 3IOpaBOOXPaHEHMS UM €e TEePPUTOPMAaJIbHEIMM OpIT'aHaMu
P [NPOBEIEHUM I[IJIAHOBEIX [IPOBEPOK MNPM OCYUECTBJIeHUM (elepajibHOTO
TOCYHAapCTBEHHOT'O Hal3opa B cdhepe obpalleHUd JIEKAPCTBEHHBIX CPENCTB
(mepeBoO3Ka JIeKAPCTBEHHHX [IpelapaToB IJi8d MEeIUMUMHCKOI'O IPMMEHEHUS
B anTeke TOTOBHX (Gopwm)
(Ha¥MeHOBaHMEe OpTraHa, OCYWEeCTBJSKIETO IJIAHOBYI IIPOBEPKY)
1. BuI rocyIapCTBEHHOI'O KOHTPOJA (Han3opa)
2. [lpenmeT I1JIAaHOBOM IPOBEPKM OPUANUYECKUK JINML, U MHIVWBUIOYAJIbHEIX
NpennpuHMMaTesien orpaHMYMBaeTCcsa OOd3aTesIbHEIMKM TpeboBaHMAMM, COOJIIEHUE
KOTOPEIX SABJISeTCS HamboJiee BHAUMMBIM C TOUYKM BPEHMS HEeNONyUEeHMS BO3HMKHOBEHMUS
YITPO3E NPUUMHEHMS Bpela XM3HM, 3I0POBLI TI'pPaxIaH, M3JIOKEHHEMM B OGopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .
3. HauMeHOBaHME OPUIMYECKOTO JuMia, GaMunmsg, ¥MMsS, OTUECTBO (NPM HAJIWUMM)
VHOVUBUOYAJILHOTO MIPEeNIPUHYMATEJI
4. MecTo HpoBeIeHMS IIJIAHOBOM I[IPOBEPKM C BallOJIHEHMEM I[IPOBEPOYHOTO JIMCTA:
5. PexBUMBMTH IpMKaza O NPOBEIOEHMM IIJIAHOBOM MNPOBEPKM: OT
N .
6. VYUeTHEM HOMEp MNPOBEPKM M IaTa NPMCBOEHMS yUeTHOI'O HOMEepa NPOBEPKU B
EIovHOM peecTpe NPOBEPOK:
7. IOJIXHOCTE, bammnmsa u MHULIMAJIB IOJDKHOCTHOI'O amrua (g11111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxawnimMx comepxaHure o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHOBHAYHO CBUIETEJIECTBYET O COOJIOIEeHMM MIIM HEeCOOJIOOEHMUM
OPUONYECKUM JIMIIOM, MHIVBMIYAJILHEIM [NPEeINpMHMMAaTEeJIeM 00g3aTeJIbHEX TpeOOoBaHUM,
COCTaBJIgIMX [IPEIMET NPOBEPKM:
N Bomnpocsl, oTpaxaromue coiepkanue PexBu3nTHI BriBox o
n/a 00s3aTeNBHBIX Tpe6OBaHI/II71 HOPMAaTHUBHBIX BBIITOJIHCHUHN
MIPAaBOBBIX AKTOB, C | TpeOOBaHUI
yKa3aHUEM UX
CTPYKTYPHBIX nAa HCT
CAWHUIL, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeNbHBIC
TpeOoBaHUS
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[yskT 4 craten 9 denepansHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obparnieann
nexapcTBeHHBIX cpeactB" (CoOpanue 3akoHomatenscTBa Poccniickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (manee - 61-®3), rmaa 7 IlpaBun Hajexamen
MPAKTUKKA XpaHEHUS W TEPEBO3KU JIEKAPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOIO
MPUMEHEHUS, YTBEPKICHHBIX TNpUKa3oM MUHHUCTEpCTBA 3ApaBoOxpaHeHus Poccuiickoii
@eneparun ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit @enepannu 9 ssaBaps 2017 r., peructpanuonnsii N 45112) (ganee - [IpaBuia
HajuIexalled MpakTUKW XpaHeHus); [lpaBuna XpaHeHMsI JIEKapCTBEHHBIX CPEICTB,
yTBEp)KJICHHbIE MPUKa30M MUHUCTEPCTBA 37PaBOOXPAHEHUS M COLMAJIBLHOTO Pa3BUTHS
Poccutickoit ®eneparuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiiun Poccuiickoii ®@epeparuu 4 oktadpst 2010 1., peructpaumonsasii N 18608) ¢
W3MEHEHUSIMH, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
pasButus Poccuiickoit @enepamuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunuctepctBoM roctuiiuu Poccuiickoit @enepanun 4 ¢espans 2011 r., peructpaiiOHHBIN

N 19703) (nanee - [IpaBuia xpaHeHus JeKapCTBEHHBIX CPEJICTB)

1. CornacyroTcst Jid ¢ ToJiy4aTesieM OCTaTouHble | IyHKT 56 [IpaBun
CPOKHU TOJTHOCTHU TOCTaBIISIEMBIX HaJuIexanen
JIEKapCTBEHHBIX MPenapaToB? MIPAKTUKU XPaHEHUS

2. Oukcupyercss 5 cyObekToM  oOpamieHus | myHKT 58 IIpaBun
JIEKapCTBEHHBIX TpernaparoB HH(opmanus o | Haanexaen
MepPEeBO3KeE JIEKAPCTBEHHBIX MpenapaToB? MIPAKTUKU XPaHEHUS

3. OcymectBisieTcs Jin UHPOPMUPOBAHUE nyHKT 61 [IpaBuin
OTIIpaBUTENA U (WIIN) MOTydaTens HaJIeXKalen
JIEKApCTBEHHBIX MPEMApPaTOB O BBISIBJICHHBIX B | IPAKTUKU XPAHEHUS
IIPOLIECCE NMEPEBO3KHU CIIyUasiX HapyLICHUsI
TEMIIEPATYPHOI0 PEKUMa XpaHEHUs?

4. Ocymectaisiercst n HHGpOpMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBUTENA U (WJIN) MOTydaTens HaJyIeKaIen
JIEKapCTBEHHBIX MPENapaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
MIPOLIECCE MEPEBO3KU CIy4asiX HapyLICHUS
MOBPEXKICHUS YITAaKOBKU?

5. [Ipenocrapisrorcst 11 cyObekToM obOpamieHuss | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MPEMapaToB MO 3alpocy HaJIeXalen
I0JIy4aTesl IEKApCTBEHHBIX NIPENapaToB MIPAKTUKU XPaHEHUS
CBEJICHUS O COOIIOCHUN TEMIIEPATYPHOTO
peXHUMa MPH NMEePEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnosnb3yroTcs u 11 nepeBO3KU nyHKT 62 [IpaBuin
JIEKapCTBEHHBIX MIPENapaToB TPAHCIIOPTHBIE HaJuIexalen
cpenctBa? MIPAKTUKU XPaHEHUS

7. O6ecneynBaloT JIM TPAHCIIOPTHBIE cpecTBa M | MyHKT 62 [IpaBun
o0opyioBaHueE A5l IEPEeBO3KH JIEKAPCTBEHHBIX | HAJUIekKalllen
MpemnapaToB KauecTBO, 3(h(HEeKTUBHOCTH U MIPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

0€301acHOCTb JIEKapCTBEHHBIX MpenapaToB?

TPAH3UTHBIX CKHaI[aX?

8. Hcnonw3yercs 11 npu nepeBo3Ke nyHKT 62 [IpaBui
TEpMOJIAOUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJlexallen
CHeLMAIN3UPOBaHHOE 000pyI0BaHKE? MIPAKTUKU XPaHEHUS

9. ObecnieunBaeT M CHEUATU3UPOBAHHOE nyHKT 62 [IpaBun
o0opy0BaHUE MoANepKAHNE TPeOyeMbIX HaJuIexalen
TEMIEPATYPHBIX PEKUMOB XpaHEHHUS MIPAKTUKU XPaHEHUS
JIEKapCTBEHHBIX MIpenapaToB?

10. |IIpu nepeBo3Ke JI€KapCTBEHHBIX IIPENIapaToB nyHKT 63 [IpaBun
coOJroaeTcs JIM yCJIOBUE OTCYTCTBHSI IPSIMOTO | HaJIeXKaIlen
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npenapaTamMy B U30TEPMHUECKHUX
KOHTeWHepax?

11. |PyxoBomauteneM cyObeKTa oOpaieHus nyHKT 63 [lpaBui
JIEKapCTBEHHBIX NIPENApaToOB MPOBOIUTCS JIA HaJIexalen
MHCTPYKTaX O MOPSAKE MOATOTOBKU MIPAKTUKU XPAaHEHUS
M30TEPMHUYECKUX KOHTEHHEPOB K NIEPEBO3KE
JIEKapCTBEHHBIX MIPENapaToB (C y4eTOM
CE30HHBIX 0COOCHHOCTEM), a TAKXKE O
BO3MOYXHOCTH MTOBTOPHOTO HCIIOIH30BaHUS
XJIaZJ03JIEMEHTOB?

12. | IIpomwo nu 060pyI0BaHKE, OTHOCSIIEECS K nyHKT 64 [1paBun
CPEICTBAM U3MEPEHUM: HaJIexalen

MIPAKTUKU XPAHEHUS
NEPBUYHYIO IOBEPKY U (WIN) KAIMOPOBKY | MYHKT 64 [IpaBui
710 BBOJIa B OKCILTyaTaluio? HaJuIexalen
MIPaKTUKU XPaHEHUS
NEPBUYHYIO TIOBEPKY U (WIM) KAIMOPOBKY | MYHKT 64 [IpaBui
rmocJye peMoHTa? HaJjIexKaIen
MIPaKTUKU XpaHEHUS
MEPUOANYECKYIO TOBEPKY U (MUJIN) nyHKT 64 [IpaBun
KaJIMOPOBKY B IIPOIIECCE IKCIUTyaTauu? HaJJIe)KaIen
MIPAKTUKU XpaHEHUS

13. | ocTaBisitoTcs Jin JIEKapCTBEHHBIE IpenapaThl | MyHKT 65 IlpaBun
0 ajpecy, yKa3aHHOMY B HaJuIexaren
TOBapOCOIMPOBOJUTENBHBIX JOKYMEHTaxX ? MIPAKTUKU XPaHEHUS

14. | CobmroaroTCst JI YCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX MPENapaToB B MIOMEIICHUAX Ha | HaJJexKamei

MPaKTUKH XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

15.

Ob6ecnieunBaeTcs 11 0€3011aCHOCTD
HeKapCTBeHHBIX HpenapaTOB Ha TpaH3I/ITHI)IX
ckiamax?

nyHKT 67 [IpaBui
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

Tapa, ynakoBka W MapKHUpOBKa JEKapCTBEHHBIX NpenaparoB (crarbs 46 61-D3, riasa 8
[IpaBun Hajuiexalied NPakKTUKU XPaHEHHUS)

16. |BauseTr nu TpaHCHOpPTHAs Tapa Ha KauecTBo, nyHKT 68 IIpaBun
3¢ PeKTUBHOCTH U OE30MTACHOCTH HaJIJIexKaIen
JIEKapCTBEHHBIX MPENapaToB MpHU UX MIPAKTUKU XpaHEHUS
nepeBo3ke?

17. | OOGecreunBaeT 1 TpAaHCTIOPTHAS Tapa 3amuTy | myHKT 68 [IpaBui
OT BO3JIEHCTBUS (haKTOPOB BHEIIHEN CpeIbI? HaJIexanen

MIPAKTUKU XPaHEHUS
18. | BoiObupaercs nu TpaHcopTHast Tapa, ynakoBka | IyHKT 69 [IpaBun
C YYETOM: HaIexalen
IIPAKTUKU XPAHEHUS
TpeOOBaHUH K YCIOBUSAM XpaHEHHS U nyHKT 69 IIpaBun
[IEPEBO3KH JIEKAPCTBEHHBIX IpenapaToB? HaJuIexalen
MIPaKTUKU XPaHEHUS
o0beMa, HeOOXOAMMOTO [T pa3MenieHns | myHKT 69 [IpaBun
JIEKapCTBEHHBIX NPEnapaToB? HaJuIexalen
MIPAKTUKU XpaHEHUS
KOJIeOaHUI TeMIIEpaTyphl OKPY>KAIOIICH nyHKT 69 [IpaBun
cpensi? HaJIJIexKaIen
MIPAKTUKU XpaHEHUS
JUIUTEIBbHOCTHU IIEPEBO3KH, BKIIKOYAs yHKT 69 [IpaBuin
BO3MOXKHOE MPOMEXKYTOUHOE XpaHEHUE HaJuIexaIen
JIEKapCTBEHHBIX MPENapaToB? MIPAKTUKU XPaHEHUS
19. |Ha tpaHcnopTHYIO Tapy HAaHOCSITCA JIU: nyHKT 71 [IpaBuin

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

HaMMEHOBAHMS JIEKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

CCPUH JICKAPCTBCHHBIX npenapaTOB?

nyHKT 71 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS

JaTa BhIMycka?

nyHKT 71 IIpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KOJINYECTBO BTOPUYHBIX
(MOTPeOUTENbCKIX) YITaKOBOK
JIEKapCTBEHHBIX MPENapaToB?

nyHKT 71 IIpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

HHpOPMAIIUS O TPOU3BOIUTEIIE
JIEKapCTBEHHBIX MPEMapaToOB C yKa3aHUEM
HauMEHOBaHUU U MECTOHAXOKICHUA
(ampeca) mpOU3BOAUTEIS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

CPOK roagHOCTH JICKaPCTBCHHBIX
npenaparoB?

nyHKT 71 [IpaBun
HaJIJIexKaIen

MPAKTUKU XpaHEHUS

YCJIOBHS XpaHEHHUS U TTEPEBO3KHU
JIEKapCTBEHHBIX MPEnapaToB?

nyHKT 71 IIpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

HEOOXOIUMBIC MPEyNPEIUTEIbHBIC
Hagmucu?

nyHKT 71 IIpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

MaHUITYJIATOPHBIC 3HaKu?

nyHKT 71 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

20. |Cobnrogaercs Jin 3apeT Ha HIOBTOPHOE
HCIOJIb30BaHUE HEOCTATOYHO OXJIAXKICHHBIX

XJIJI0DJIEMEHTOB?

nyHKT 63 [IpaBui
HaJUIeKaIen

IIPAKTUKU XPAHEHUs

21. |Cobmrogaercs v 3alpeT Ha UCTIONb30BaHUE

MOBPEKICHHBIX XJIaJJ03JIEMEHTOB?

nyHKT 63 IIpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

(momxHOCTE M OMO HOJDKHOCTHOTO JIMLA,

npOBepqumﬁ JmcT,

NOONMChL, JaTa)

3aroJIHMBIIET'O

(mosmxHoCTE ¥ ®MO HOJIKHOCTHOTO JIMIA KPUOMUECKOTO JuULa,

IIpM 3aloJIHEHUM IIPOBEPOYHOI'O JiMCTa,

nongrnmnce,

IPUCYTCTBOBABIIETO
naTa)

ITpunoxxenne N 13

K npukazy denepanbHoi CiryKObI

10 HaJ30pYy B cepe 3ApaBOOXPaHEHHS
o1 09.11.2017 N 9438

®dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[IpOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIbHBEIX BOIIPOCOB), MCHOJNIb3yeMeli demepalibHOM CJyXOom
10 HaIB30py B cbhepe 3IOpaBOOXPaHEHMS UM €€ TEePPUTOPMaJIbHEIMM OpITaHaMu
IpM MNPOBEIEeHMM IIJIaHOBHX IIPOBEPOK IPM OCyleCTBJIeHMM (emepalibHOT'O
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIeKAPCTBEHHHEX CPEIACTB
(mepeBo3Ka JIEKAPCTBEHHHX [IpPenapaToB IJ8 MEeOUMUMHCKOTO IPMMEHEHMS
B aQllTEUHOM IIyHKTE)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAKIETO IIJIAHOBYI NPOBEPKY)

1. Bun ToCynapCTBEHHOT'O KOHTPOJA (Haznmsopa)

2. [lpenmeT [IJIAaHOBOM IPOBEPKM OPUIONUYECKMUX JINML, U MHIVMBUIOYAJbHBEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa ofdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEeHUE
KOTOPHIX SABJISEeTCS HauboJjiee 3HauUMMBIM C TOUYKM SBPEHMUS HEeNONYyUEeHMS BOSHUKHOBEHUS
YITPO3El INPUUMHEHMS Bpela XM3HM, 3I0POBLID I'pPaxlIaH, M3JIOXEHHEMM B bopme
IPOBEPOUYHOT'O JIMCTa (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO JMla, GamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHOVUBUOYAJILHOTO NIPEeNIpPUHYMATEIIS

4. MecTO NpPOBENEHMS IJIAaHOBOM MNPOBEPKM C 3BallOJIHEHMEM IIPOBEPOYHOT'O JIMCTA:

5. PexBMBUTH IIpMkaszsa O NPOBEIEHUM I1IJIAHOBOM MIPOBEPKU: OT

N .
6. VYYeTHEM HOMEp MNPOBEPKM M JaTa NPMCBOEHMS yYeTHOI'O HOMepa INPOBEPKM B
EonHOM peecTpe NPOBEPOK:
7. JOJIXHOCThE, dammnmsa 1 MHMLMAJIEL IOJIXKHOCTHOTI'O JmLa (g11111) ,
NPOBOIAMNETO (MX) IJIAHOBYK MNPOBEPKY:
1. ;
2. .
8. [IlepeueHb BOIPOCOB, OTpaXamolMUX COIepXaHMe o00sa3aTesIbHEX TpeBOBaHUM,
oTBET Ha KOTOPEIE OINHO3BHAUWHO CBMIOETEJIBCTBYET O CO@J‘IIOI[GHVH/I nmim HeCOGJ’IIOJIeHI/H/I
OPNONYECKYM JIMIIOM, MHIOMBMIOYAJIbBHBEIM IIPEOIIPVMHMMaATEIJIEM obsga3aTesIbHBIX Tpe@OBaHMIZ,
COCTABJIANIMX NpeIMeT NPOBEPKU:

N Bomnpocsl, oTpaxaromue cofepxanue PexBu3uThI BriBOI O
n/n 00s13aTeNbHBIX TPeOOBAHUI HOPMATUBHBIX BBINOJIHEHUH
IIPaBOBBIX AKTOB, ¢ | TpeOOBaHUH

yKa3zaHHeM UX
CTPYKTYPHBIX na HET
€/IMHUII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[yskT 4 crateu 9 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpauienun
nexapctBeHHbIX cpencTB" (Cobpanue 3akoHonatenbcTBa Poccuiickoii @eneparuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (manmee - 61-®3), rnaBa 7 [lpaBun Hagiexamiei
MPAaKTUKU XPAHEHUS W TIEPEBO3KU JIEKAPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOIO
MIPUMEHEHHUS, YTBEPXKICHHBIX MpUKa3oM MuHHCTEpCTBa 3ApaBooXpaHeHust Poccuiickoi
®enepanuu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @enepanuu 9 ssaBaps 2017 r., peructpanuonnsii N 45112) (nanee - [IpaBuna
HaJuIeXxaled MpakTUKW XpaHeHus); [lpaBuna XpaHeHHs] JI€KapCTBEHHBIX CPEICTB,
YTBEPK/ICHHbIE MPUKa30M MMUHHUCTEPCTBA 3/PABOOXPAHEHUS M COLHUAIBHOTO Pa3BUTHUS
Poccuiickoit ®enepanuu ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiinn Poccmiickoit @eneparuu 4 oktsaopst 2010 1., peructpanmonnsiin N 18608) ¢
W3MEHEHUSMH, BHECEHHBIMH TMPHUKa30M MUHHUCTEPCTBA 3IPABOOXPAHEHUS M COIMAIBHOTO
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

pa3Butust Poccuiickoit ®enepamuu ot 28 nexabps 2010 r. N 12211 (3aperucrpupoBan
MunucrepctBoM roctuiinu Poccuiickoit @enepanuu 4 gespans 2011 r., peructpaioHHbIH

N 19703) (nanee - [IpaBuna xpaHeHus J€KapCTBEHHBIX CPEJICTB)

1. CornacyroTcs 11 ¢ IoJIy4aTeaeM OCTaTo4YHble | MyHKT 56 IIpaBun
CPOKH I'OJJTHOCTHU TOCTABIISEMBIX HaJyIexalen
JIEKapCTBEHHBIX MIpenapaToB? MPAKTUKHA XPaHECHUS

2. @uxcupyercss Ju  cyObekToM  oOpauieHus | myHKT S8 IIpaBun
JIEKApCTBEHHBIX TMpenapaToB WHOOpMAIuUs O | HaJuIeKamen
NEPEBO3KE JIEKAPCTBEHHBIX NIPENapaToB? MIPAKTUKU XpaHEHUs

3. OcymecTBisieTcs Jin UHPOPMUPOBAHUE nyHKT 61 IIpaBun
OTMPAaBUTENS U (WJIH) TTOTyUYaTENs HaJJIeKaIen
JIEKapCTBEHHBIX MPENapaToOB O BBIBICHHBIX B | IPAKTUKU XPAHEHUS
IIPOLIECCE MEPEBO3KHU CIIy4asiX HapyLICHUs
TEMIIEPATYPHOTO peXuMa XpaHeHUs?

4. OcymiecTBisiercs i HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTMpPaBUTENA U (WIH) MOTyUYaTeNst HaIexaIen
JIEKapCTBEHHBIX ITPENApPaTOB O BHISIBICHHBIX B | IPAKTUKU XpaHEHUS
IIpOLIECCE MEPEBO3KU CIyUasiX HapyLICHUS
MOBPEX/ICHHSI YITAKOBKU?

5. [IpenocraBnsoTcs 1u cyoObekToM oOpaiienuss | myHKT 61 [TpaBun
JIEKapCTBEHHBIX IPENapaToB IO 3alpocy Ha/Jexarien
MoJTyyaTessl ISKapCTBEHHBIX MPENapaToB MPAKTUKU XpaHEHUs
CBEJICHUS O COOJIIOZICHUU TEMIIEPAaTypPHOTO
peXHUMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnons3yrores nu 1Jis IepeBO3KU nyHKT 62 IIpaBun
JIEKapCTBEHHBIX MIPENapaToB TPAHCIIOPTHBIE HaJyIexalen
cpencrtBa? MIPaKTUKU XpaHEHUS

7. OObecnieunBaroT JIM TPAHCIIOPTHBIE CpeAcTBa U | IyHKT 62 [IpaBun
0o0opyi0BaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HaJUIeXKaIlen
[IpenapaToB KauecTBo, 3(p(HPEeKTUBHOCTh U MIPAKTUKU XpaHEHUs
0€3011acHOCTb JIEKapCTBEHHBIX MpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEepMOJIAOUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJuIexalei
CHeLMAIU3UPOBaHHOE 000pyI0BaHUE? MIPAKTUKU XpaHEHUs

9. OObecnieunBaeT JIM CIICIIHATU3UPOBAHHOE nyHKT 62 [IpaBui
o0opyJ0BaHUE MOAJepKaHNE TPeOyeMbIX Ha/JIexaren

TEMIEPATYPHBIX PEKUMOB XPaHEHHUS
JIEKapCTBEHHBIX MIPENapaToB?

IIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

cKIIagax?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 IIpaBun
co0roaeTcs 1M yCJIOBUE OTCYTCTBHSI IPSAMOTO | HaJIeXKaIlen
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
IpernapaTtamMmu B H30TEpMHUECKUX
KOHTeWHepax?

11. |PykoBomurteneM cyObekTa oOpalieHus nyHKT 63 I[lpaBuin
JIEKapCTBEHHBIX MPENapaToB MPOBOIUTCS JIH Ha/JIexarien
MHCTPYKTaX O MOPSAKE MOATOTOBKU MIPAKTUKU XpaHEHHUS
HU30TEPMUUYECKUX KOHTEHHEPOB K I1EPEBO3KE
JIEKapCTBEHHBIX MIPENapaToB (C y4eToM
CE30HHBIX 0COOEHHOCTEN), a TAKXKE O
BO3MOKHOCTH ITOBTOPHOT'O UCIOJIb30BAHUS
XJ1a7103JIEMEHTOB?

12. | IIpomnuio mu 060pyaOBaHKUE, OTHOCSIICECS K nyHKT 64 [IpaBui
CpeAcTBaM U3MEpPEHHIA: Ha/Jexarien

MIPAKTUKU XpaHEHUs
MEPBUYHYIO IOBEPKY U (UJIH) KamuOpoBKy | myHKT 64 [IpaBun
710 BBOJIa B OKCILTyaTaluio? HaJuIexKaen
MPAKTUKK XPaHEHUS
NEPBUYHYIO TIOBEPKY U (WIM) KAIMOPOBKY | MYHKT 64 [IpaBui
110cJIe peMOHTa? HaJuIexalen
MPAKTUKHA XPaHECHUS
NEPUOANYECKYIO IOBEPKY U (MUJIN) yHKT 64 IIpaBun
KaJHOPOBKY B IMPOIECCE IKCIUTyaTaI[H? HaJuIexalen
MIPAKTUKHA XpaHCHUS

13. | ocTaBisitoTcs Jin JIEKapCTBEHHBIE IpenapaThl | MyHKT 65 IlpaBun
0 aJpecy, yKa3aHHOMY B HaJuIexalen
TOBAPOCONPOBOAUTENIBHBIX IOKYMEHTAX? IIPAKTUKU XpaHEHUs

14. | CobmroaroTCst JI YCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB B NOMEIICHUAX Ha | HaJulexallei
TPaH3UTHBIX CKJIaiax? MIPAKTUKU XpaHEHUs

15. | OGecneunBaercs i O€30MaCHOCTh nyHKT 67 [IpaBuin
JIEKapCTBEHHBIX MPENapaToB Ha TPAH3UTHBIX Ha/JIexarien

NPaKTUKH XPAHCHUA

Tapa, ynakoBka M MapKUpOBKa JIEKapCTBEHHBIX IpenaparoB (craThs 46 61-D3, rmasa 8
[IpaBun HajuexKale NPakTUKKA XPaHEHU )

16.

Bnusier niu TpaHCTIOpPTHAs Tapa Ha Ka4ecTBo,
3¢ (HeKTUBHOCTH U 0€30MacHOCTh
JIEKapCTBEHHBIX MPENapaToB MPHU UX
nepeBo3ke?

nyHKT 68 [IpaBuin
HaJJIexalei

IIPAKTUKU XPAHEHUS
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

17. | OGecnieunBaeT Jin TpAaHCIIOPTHAS Tapa 3alMTy | MyHKT 68 [IpaBun
OT BO3/ICUCTBHSI (DAaKTOPOB BHEUTHEW Cpepl? HaJuIexalen
MPAKTUKU XPaHEHUS
18. | BeiOupaercs m TpaHCTIOpTHAS Tapa, yrakoBka |ImyHKT 69 [IpaBun
C Y4ETOM: HaJIJIexKaIen
IIPAKTUKU XPaHCHUS
TpeOOBaHUH K YCIOBUSIM XpaHEHUS U yHKT 69 [IpaBui
IIEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB? HaJIeXalen
IIPAKTUKU XPaHEHUS
o0beMa, He0OXOAMMOTO JIJIsl Pa3MeIECHHUS nyHKT 69 [IpaBuin
JIEKapCTBEHHBIX NIPENapaToB? HaJuIeXkKalen
MIPAKTUKU XPaHEHUS
KoJIeOaHUH TeMIIepaTypbl OKpY Karomien nyHKT 69 [IpaBun
cpenbl? HaJUIeKalen
IIPAKTUKU XPAHEHUS
JUINTEIBHOCTH MEPEBO3KH, BKIIIOUAs nyHKT 69 IIpaBun
BO3MO>KHOE IIPOMEXKYTOUYHOE XpaHEHUE HaJuIexalen
JIEKapCTBEHHBIX NpenapaToB? MIPaKTUKU XPaHEHUS
19. |Ha tpancnopTHYyIO Tapy HAaHOCSITCS JIU: nyHKT 71 [IpaBun

HaIexaIen
MIPAKTUKU XpAHEHUA

HAaNMCHOBAHUA JICKAPCTBCHHBIX
MpenaparoB?

nyHKT 71 [IpaBun
HaJIJIexKaIen

IIPAaKTUKH XpaHCHUA

CEpHH JIEKApCTBEHHBIX IIpenapaToB?

nyHKT 71 IIpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

JlaTa BbITycKa?

nyHKT 71 [IpaBuin
HaJUIeXKaIen

MPaKTUKH XPAHCHUA

KOJINYECTBO BTOPUYHBIX
(MOTPEOUTENBCKUX) YTTAKOBOK
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 71 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

nH(pOpMAaIIKs O IPOU3BOIUTENE
JIEKapPCTBCHHBIX MPETAPATOB C yKA3aHUEM
HAaUMEHOBAHHIA U MECTOHAXOXKICHHUS
(ampeca) IpOW3BOAUTEIIS JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CPOK I'OJTHOCTH JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
npenaparoB? HaJjIeXaIen

MIPAKTUKU XPAHEHUS

YCIIOBUSI XPaHEHUS U NIEPEBO3KHU nyHKT 71 TlpaBun
JIEKapCTBEHHBIX MPENApaToB? HaJIJIexKaIen

IIPAaKTUKH XpaHCHUA

HEOOXOIUMBIC TPEYPEIUTEIbHBIC nyHKT 71 IIpaBun
Hagmucu? HaIexalen

MPAaKTUKH XPAHCHUA

MaHUIYJISITOPHBIE 3HAKU? nyHKT 71 [IpaBuin
HaJJIeXKaIen
MPAKTUKU XPAHEHUS

20. |Cobnroaercs J1u 3apeT Ha HOBTOPHOE nyHKT 63 [IpaBun
MCIOJIb30BaHUE HEJOCTATOUYHO OXJIAXKACHHBIX | HaJUIeXKalleH
XJIaZI03JIEMEHTOB? MPAKTUKU XpaHEHHUS

21. |Cobnrogaercs v 3apeT Ha UCTIONIb30BaHUE nyHKT 63 IIpaBun
MOBPEXICHHBIX XJI1a/103JIEMEHTOB? HaJJIexKalen

MIPAKTUKU XPAHEHUS

(mommxHOCTE M OMO HOJDKHOCTHOTO JIMlla, 3BalOJIHMBIIETO
IIPOBEPOYHEI JIMCT, MNONNMCH, IaTa)

(,I[OJ'DKHOCTI: n ®VO HDOJDXKHOCTHOT'O Julla OPMINMYEeCKOI'O JiMiia, IIPMCYTCTBOBABIEI'O
IIpy 3allOJIHEHMM IMNPOBEPOYHOI'O JiMCTa, IIOONMChH, nara)

[Ipunoxenue N 14

K npukaszy denepanbHoO CiryXObI

110 HaJ30pYy B cepe 3ApaBOOXPaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIbHBEIX BOIPOCOB), MCHOJNIb3yeMeli demepalibHOM CJIyXOol
10 HaIB30py B cbhepe 3IOpaBOOXPaHEHMS UM €€ TEePPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM IIJIaHOBHX IIPOBEPOK IIPM OCyleCTBJIeHMM (enmepalibHOT'O
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIeKAPCTBEHHHEX CPEIACTB
(mepeBo3Ka JIEKAPCTBEHHHX [IpPenapaToB IJi8d MEeOUMUIMHCKOTO IPMMEHEHMS
B allTeUYHOM KMOCKEe)

(HaMMeHOBaHME OpraHa, OCYLECTBJIANIETO IIJIAHOBYI MNPOBEPKY)

1. Bun ToCynapCTBEHHOT'O KOHTPOJA (Haznmsopa)
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

2. [lpenmeT IJIAHOBOM IPOBEPKM OPUAMYECKMX JINML, U MHIMBUAYAJbHEIX
npennpmuHMMaTesen orpaHMUMBaeTCsa oOdg3aTesibHEIMM TpeboBaHMAMM, COOJIOIeHUE
KOTOPEIX SBJISEeTCsS HauboJiee 3HAUMMEM C TOUYKM BPEHMS HENOIIyUEeHMSs BO3HMKHOBEHUS
YITPO3E NPUUMHEHMS Bpela XM3HM, 3I0POBLI I'paxlaH, M3JIOXEHHEMM B bopmMme
IPOBEPOYHOT'O JIMCTa (CIMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHME OPUOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHOVMBUIYAJIbHOTO INIPeNlpUHUMAaTEII

4. MecTO NpPOBENEHMS IJIAHOBOM MNPOBEPKM C 3alOJIHEHMEM IIPOBEPOYHOTI'O JIMCTA:

5. PexBUBUTEH IIpMrMKasa O IIPpOBeIeHUMN JIAHOBOM IIPOBEPKM: OT

N .

6. VYYeTHHM HOMEpP MNPOBEPKM M IaTa NPMCBOEHUS YUeTHOT'O HOMepa IPOBEPKU B
EnovHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXKHOCTHOT O Jmia (JImi11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. .
8. IlepeuyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeOOoBaHMI,
OTBET Ha KOTOPHE OOHO3HAUHO CBMAOETEJILCTBYET O COOJIOOSHMUM WMJIM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIVMBMIYAJIbHEIM NPEeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKMU:

N Bomnpocsl, oTpaxarolue coepkanue PexBusutel BriBox o
/1 00s13aTeNbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOoBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs

[yskT 4 craten 9 denepansHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obparnieann
nexapcTBeHHBIX cpeactB" (CoOpanue 3akoHomatenscTBa Poccniickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (manee - 61-®3), rmaBa 7 IlpaBun Hajiexamei
MPAKTUKUA XpaHEHUS U TEPEBO3KU JIEKAPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOIO
MPUMEHEHUS, YTBEPXKICHHBIX NpUKa3oM MUHHUCTEpCTBA 3ApaBooxpaHeHus Poccuiickoii
@eneparun ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit @enepannu 9 saBaps 2017 r., peructpanuonnsii N 45112) (nanee - [IpaBuina
HajuIeXxalled MpakTUKW XpaHeHus); [lpaBuna XpaHeHMsI JIEKapCTBEHHBIX CPEICTB,
yTBEp)KJICHHbIE MPHUKa30M MUHUCTEPCTBA 3APAaBOOXPAHEHUS M COLMAJIBLHOTO Pa3BUTHS
Poccutickoit ®eneparuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiiun Poccwuiickoii ®@epeparuu 4 oktadpst 2010 r., peructpaumonsusii N 18608) ¢
W3MEHEHUSIMH, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
pasButus Poccuiickoit @eneparuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunuctepctBoM roctuniuu Poccuiickoit @enepanun 4 ¢espans 2011 r., peructpaiiOHHBIN
N 19703) (nanee - [IpaBuna xpaHeHUs JIEKAPCTBEHHBIX CPEJICTB)

1. CornacyroTcst Jid ¢ oJiy4aTesieM OCTaTouHble | IyHKT 56 [lpaBun
CPOKH I'OJHOCTH ITOCTABJIACMBIX Ha)I.TIe)KaH_[eI\/’I
JIEKapCTBEHHBIX MPenapaToB? MIPAKTUKU XpaHEHUS
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

2. DukcupyeTcs 1 CyObeKTOM 0OpaIieHus nyHKT 58 [IpaBui
JIEKapCTBEHHBIX MpenapaToB HHPOPMALIUS O HaJuIexalen
MepPEeBO3KE JIEKAPCTBEHHBIX MpenapaToB? MPAKTUKU XPaHEHUS

3. OcymecTBisiercs 11 HHGOPMUpPOBaAHUE nyHKT 61 IIpaBun
OTMPABUTENS U (WIJIH) TTOTyUYaTENst HaJIJIexKaIen
JIEKapCTBEHHBIX IIPENapaTOB O BBIIBICHHBIX B | IPAKTUKU XPAHEHUS
npoliecce NepeBO3KH Caydasix HapyLUIeHUs
TEMIEPATYPHOTO peXUMa XpaHEHUs?

4. OcymiectBisiercs I HHGOpPMUPOBaHHE nyHKT 61 [IpaBun
OTIPaBUTEINS U (WIN) TTOTydaTes HaJuIexalen
JIEKapCTBEHHBIX [IPENAPATOB O BBISIBJICHHBIX B | IPAKTUKU XpaHEHUS
IIPOLIECCE MEPEBO3KU CIIyHasiX HapyLIeHUs
MOBPEXKICHHS YITAaKOBKU?

5. [IpenocraBnsroTcs 1u cyObekTOoM oOpaiieHuss | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MPENapaToB I10 3a1pocy HaJuIexanen
[OJIyyaTessl IEKapCTBEHHbBIX MIPENapaToB MIPAKTUKU XpaHEHUs
CBEJIEHUS O COOJIIOZICHUU TEMIIEPAaTypHOTO
peXHUMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnons3yrores nu i1 IepeBO3KU nyHKT 62 [IpaBun
JIEKapCTBEHHBIX IIPENApaTOB TPAHCIIOPTHBIE HaJuIexalen
cpencrtna? MIPAKTUKU XPaHEHUS

7. OObecneunBaloT JIM TPAHCIIOPTHBIE cpecTBa U | yHKT 62 IpaBun
o0opyi0oBaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HaJIeXKaIlen
MpernapaToB KauecTBO, 3G(HEKTUBHOCTH U MIPAKTUKU XPAHEHUS
0€3011aCHOCTb JIEKApCTBEHHBIX MpenapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEpPMOJIAOUIIBHBIX JIEKAPCTBEHHBIX NPENapaToB | HaJulexkKallei
CHeLMaIU3UpPOBaHHOE 000pyI0BaHUE? MIPAKTUKU XpaHEHUs

9. OObecneynBaeT JIM CIICIHAIM3UPOBAHHOE nyHKT 62 [IpaBui
00opyJ0BaHUE MoAJepKaHNuE TpeOyeMbIX Ha/yexarei
TEMIEPATYPHBIX PEKUMOB XPaHEHHUS MIPAKTUKN XPaHEHUS
JIEKapCTBEHHBIX IIpENapaToB?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 [IpaBun
COOJIFOTaeTCs JIM YCIOBUE OTCYTCTBHSI IIPSIMOTO | HAJIEXKAIIeH
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKU XPaHEHUS
npenapaTamMy B U30TEPMHUECKUX
KOHTeHHepax?

11. |PyxoBoauteneM cyObeKTa oOpaieHus yHKT 63 [IpaBui

JICKApCTBCHHBIX IIPE€IIapaToB IMPOBOJUTCA JIU
HHCTPYKTAX O IMOPAAKE TOATOTOBKHU

HaIeXxalen
MIPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

M30TEPMUYECKUX KOHTEHHEPOB K MEPEBO3KE
JIEKapCTBEHHBIX IIPENApaTOB (C yU4ETOM
CE30HHBIX 0COOEHHOCTEH), a TAKKE O
BO3MOXKXHOCTHU HOBTOpHOFO HNCITIOJIB30BAHUA
XJIaJI0RJIEMEHTOB?

12.  |IIpouwuto nu o6opynoBaHUE, OTHOCALIEECS K yHKT 64 IIpaBun
CpEACTBAM U3MEPEHU: HaIexaIen
MIPAKTUKU XpaHEHUS
MEPBUYHYIO TTOBEPKY M (MJIN) KaaTuOpoBKYy | myHKT 64 [TpaBun
710 BBOJIa B 9KCILTyaTaluio? HaJIexaren
MIPAKTUKU XPaHEHUS
MEePBUYHYIO IOBEPKY U (W) KanmuOpoBKy | myHKT 64 [IpaBun
nocje peMoHTa’? HaJIexaIen
MIPAKTUKU XPaHEHUS
MEPUOANYECKYIO TTOBEPKY U (HITH) nyHKT 64 [IpaBun
KaJHOPOBKY B MPOILECCE IKCIUTyaTauu? HaJIexaIen
MIPAKTUKU XPAaHCHUS
13. | docTaBmisiroTcs 1K JIEKApCTBEHHBIC MTpemapaThl | MyHKT 65 [IpaBun
10 ajpecy, yKa3aHHOMY B Ha/IIeKaIen
TOBApPOCOTPOBOAUTEIBHBIX JOKyMEHTaX? MIPAKTUKN XPaHCHUS
14. | CoOmro1atoTCst JI YCIOBHS XPaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX MPENapaToB B MIOMEIICHUAX Ha | HaJUIekKarei
TPaH3UTHBIX CKJIafax? MIPAKTUKU XpaHEHUS
15. | ObecneunBaetcs u 6€30MaCHOCTD nyHKT 67 IIpaBun
JIEKapCTBEHHBIX MPENapaToB Ha TPAH3UTHBIX HaJuIexaren
ckianax? MIPAKTUKU XPaHEHUS
Tapa, ymakoBka M MapKUpOBKa JICKAPCTBEHHBIX MpemapatoB (craths 46 61-d3, rmasa §

[IpaBun Hagexaiied IPakKTUKU XPaHESHHUS)

16. |Buwuser au TpaHCOpPTHAs Tapa Ha Ka4eCTBO, nyHKT 68 [IpaBun
3¢ PeKTUBHOCTH U OE30MTACHOCTh HaJUIeXKalen
JIEKApCTBEHHBIX MPEMNapaToB MPH UX MPAKTUKU XPAHEHUS
nepeBo3ke?

17. |Ob6ecneunBaeT U TPAaHCIOPTHAS Tapa 3amMUTy | IyHKT 68 [IpaBun
OT BO3/EUCTBHS (DaKTOPOB BHEUTHEW Cpebl? HaJUIeKaIeH

MPAKTUKU XPaHEHUS

18. | Boibupaercs in TpaHCIIOpTHAs Tapa, yrakoBka |IyHKT 69 [IpaBun

C YYETOM: HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TpeOOBAaHUH K YCIOBUSAM XPaHEHHS U
MIEPEBO3KH JIEKAPCTBEHHBIX MpenapaToB?

nyHKT 69 [IpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

o0BeMa, HeOOXOIUMOTO TSI pa3METCHHS
JIEKApCTBEHHBIX MPEMapaToB?

nyHKT 69 [IpaBun
HaIeXaIen

IIPAaKTUKH XpaHCHUA

KOJIeOaHUI TeMIIEPaTyphl OKPY>KAFOIICH
cpenni?

nyHKT 69 [IpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

JUIUTENIBHOCTH N1€PEBO3KH, BKIIHOYas
BO3MOKHOE IIPOMEXYTOYHOE XPaHEHUE
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 69 [IpaBuin
HaJJIeXKaIen

MPAaKTUKH XPAHCHUA

19.

Ha tpancnopTHyto Tapy HaHOCSTCS JIH:

nyHKT 71 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

HAaUMEHOBAHHUSI IEKAPCTBECHHBIX
npenaparoB?

nyHKT 71 IIpaBun
HaJUIeKAIEeH

MIPAKTUKU XPAHEHUS

CEpUH JIEKapCTBEHHBIX IIpernapaToB?

nyHKT 71 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

JaTa BhIMTycKa?

nyHKT 71 [IpaBun
HaIeXaIen

IIPAaKTUKH XpaHCHUA

KOJIMYECTBO BTOPHYHBIX
(MOTPEOUTENBCKUX) YITAKOBOK
JICKapCTBEHHBIX TpenapaToB?

nyHKT 71 IIpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

HHpOPMAIIUS O TPOU3BOIUTEIIE
JICKaApCTBEHHBIX MPENapaToB C YKa3aHUEM
HAUMEHOBAHHI U MECTOHAXOXKICHUS
(ampeca) mpoOU3BOAUTEIS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBuin
HaJUIeXKaIen

MPaKTUKH XPAHCHUA

CPOK T'OJTHOCTH JICKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

YCJIOBUS XpPAaHEHUs U NTEPEBO3KU
JIEKApCTBEHHBIX MPEMapaToB?

nyHKT 71 [IpaBun
HaIexaIen

IIPAaKTUKH XpaHCHUA

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 155 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100137&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100137&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100137&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100137&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100145&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

HEO0OXO0UMBIC TIPETyTIPEAUTEIHLHBIC nyHKT 71 [IpaBun
Haanucu? HaJyIeKaIen

MIPAKTUKU XPAHEHUS

MaHUIYJISATOPHBIE 3HAKU? nyHKT 71 TlpaBun
HaIeXaIen
MIPAKTUKU XpaHEHUs

20. | Cobmromaercs 1 3ampeT Ha TOBTOPHOE nyHKT 63 [IpaBun
WCIOJIb30BaHNE HEJOCTATOYHO OXJIKICHHBIX | HaJJIexKalei
XJIaJI03JIEMEHTOB? MIPAKTUKU XPaHEHUS

21. | Cobmromaercst 1 3ampeT Ha UCIIOJIH30BaHUE nyHKT 63 [lpaBuin
MOBPEKICHHBIX XJIaJ03JIEMEHTOB? HaJIexaren

MPaKTUKH XPAHCHUA

(moypxHOCTE M OO IOOJDKHOCTHOTO JIMIlA, SBAalOJIHMBIIETO
IPOBEPOYHEI JIMCT, NOONMCH, HaTa)

(momxHOCTE M OVO OOJDKHOCTHOTO JMlIa OPMIAMYECKOIO JMla, IPMCYTCTBOBABIEI'O
IpY 3aloJIHEHUMM [NPOBEPOYHOI'O JIMCTa, NOANMUCE, IaTa)

[Ipunoxenne N 15
K npuka3y denepanbHOM C1yKObI

10 Ha/130py B cepe 31paBoOXpaHEHHS
o1 09.11.2017 N 9438

®dopma
[IPOBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHBEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOol
10 HaIz0py B cbepe 3IOpaBOOXPaHEHMS UM €€ TEePPUTOPMAaJIbHEIMM OpIT'aHaMu
Ipy NPOBENEeHUM I1JIAHOBHIX INPOBEPOK IIPU OCYWECTBJIEHUM (QellepalibHOT'O
TOCYyHAapCTBEHHOT'O Hal3opa B cdhepe obpalleHUT JIEKAPCTBEHHBIX CPENCTB
(mepeBoO3Ka JIeKAPCTBEHHHX [IpelapaToB IJi8d MEeIUMUMHCKOI'O IPMMEHEHUS
B alTeKe [IPOMBBOICTBEHHOM)
(HamMeHOBaHMe opraHa, OCYUECTBJISKIETO IIJIAHOBY IPOBEPKY)
1. BuI rocyIapCTBEHHOI'O KOHTPOJA (Han3opa)
2. lpenmeT [IJIaHOBOM NPOBEPKM OPUONUYECKUX JNUL, U UHIUBUIOYAJbHBEIX
nNpennprHMMaTesen OTrpaHMUMBAEeTCHa OOsA3aTeJIbHEIMKM TpeboBaHUAMMK, COOJIOOEHHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HEINOIIyUEeHMS BO3HMKHOBEHUS
YTPO3Bl I[PUUMHEHMS Bpela XM3HM, 3IOOPOBLI0 I'paxlaH, M3JIOKEHHEMM B dopMe
NPOBEPOYHOTO JIMCTa (CHOMCKa KOHTPOJIBHBEIX BONPOCOB) .
3. HamMeHOBaHMEe OPUIMUYECKOTO Jmua, bamMmims, ¥MMsa, OTUECTBO (IPpM HaJIMUWN)
VHIMBULOYAJIBHOT'O MNPelNpUHMMATEJIS
4. MecTO NpoOBEeNEeHMS I[JIAHOBOM MNPOBEPKM C 3aIOJIHEHMEM IIPOBEPOYHOTO JIMCTA:
5. PexBMBMUTH IpMKasa O [NPOBEeIeHUM I1IJIAHOBOM MIPOBEPKMU: OT
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

N .

6. VYUeTHEM HOMEp MNPOBEPKM M IOaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EIonHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB, bammnma n VIHULIMAJIBL IOOJIDKHOCTHOTO JmLa (smw) ,

NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxamnumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU
OPUONYECKUM JIMIIOM, MHIMBMUIYAJIbHEIM NPEeINpMHMMaTeJIeM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxaroiiue cojiep:kanue PexBuzuThI BriBoa o
n/m 00s13aTebHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpeboBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[Iyskr 4 crateu 9 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO0 obparienuun
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (nmanee - 61-®3), rmaa 7 IlpaBun Hajiexaiein
MPaKTUKNA XPaHEHUS U TMEPEeBO3KM JIEKApPCTBEHHBIX IMPEenapaToB s MEAUIIMHCKOIO
MPUMEHEHHUS, YTBEPXKICHHBIX INpUKa3oM MuHuCTepcTBa 3/ApaBooxpaHeHus Poccuiickoii
®enepanuu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHUITUU
Poccuiickoit ®enepanuu 9 sHBaps 2017 r., peructpaumonssiii N 45112) (nanee - IIpaBuna
HaJuIeXkKalled MpakTUKKW XpaHeHus), llpaBuna XpaHEHMsI JIEKApCTBEHHBIX CPEICTB,
YTBEPKACHHBIE IPUKa30M MUHUCTEPCTBA 3/1pPaBOOXPAHEHUS U COLUAIBHOIO pa3BUTHUSA
Poccuiickoit ®denepanuu ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
octurun Poccutickorn @eneparuu 4 oxtsa6ps 2010 r., peructpanuonusii N 18608) ¢
U3MEHEHMSMHU, BHECEHHBIMU IPUKa30M MMHUCTEPCTBA 3/1PaBOOXPAHEHUS M COLMAIBHOIO
paszButusa Poccuiickoii @enepanuu ot 28 gexabps 2010 r. N 12211 (3apeructpupoBaH
MunucrepcrBoM roctuiiuu Poccuiickoit ®@enepanuu 4 ¢gespans 2011 r., peructpaioHHbIH
N 19703) (nanee - [IpaBuina xpaHeHus JEKapPCTBEHHBIX CPEJICTB)

1. Cornacyrorcs Jid ¢ ojiy4yaTesieM OCTaTouHble | MyHKT 56 IpaBun
CPOKHU FOJJHOCTH MOCTABIIIEMBIX HaJUIeKAIEH
JIEKapCTBEHHBIX MpemnapaToB? MPAaKTUKHU XPAHEHUS

2. @uxcupyercss s cyObekrom  oOpauienus | myHKT S8 IIpaBun
JIEKapCTBEHHBIX IMpernapaTtoB HH(pOpMAIUs O | HaJuiexanei

MIEPEBO3KE JICKAPCTBEHHBIX TPENapaToB? MIPAKTUKN XPaHCHUS
3. OcymecTBisiercs 11 HHGOPMUpPOBAHUE nyHKT 61 IIpaBun
OTMPABUTENS U (WIJIH) TTOTyUYaTENs HaJIJIexKaIen

JIEKapCTBEHHbIX IIPENapaTOB O BBIIBICHHBIX B | IPAKTUKU XPAHEHUS
npoliecce NepeBO3KH Cayvasx HapyLUIeHUs
TEMIEPATYPHOTO peXUMa XpaHEHUs?
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

4. Ocymiectaisiercst I HHGOPMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBuUTENA U (WJIN) MOTydaTens HaJyIeKaIen
JIEKapCTBEHHBIX MPENapaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
Ipolecce NepeBO3KY Caydasx HapyLUIeHUs
MOBPEXJICHHSI YITAKOBKU?

5. [Ipenocrapistorcs 11 cyObekToM obOparieHust | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MPENapaToB IO 3arpocy Ha/JIexarien
MoJTyyaTessi ISKapCTBEHHBIX MIPErapaToB MIPAKTUKU XpaHEHHUS
CBEJICHUS O COOIIOCHUN TEMIIEPATYPHOTO
peXHUMa MPH NMEePEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnonb3yroTcs i 11 nepeBO3KU nyHKT 62 [IpaBuin
JIEKapCTBEHHBIX MPENapaToB TPAHCIIOPTHHIE HaJuIexaren
cpeacrea? MIPAKTUKU XpaHEHUs

7. OO6ecneynBaloT JIM TPAHCIIOPTHBIE cpeicTBa M | MyHKT 62 [IpaBun
o0opy10BaHuE JUIsl IEPEBO3KU JIEKAPCTBEHHBIX | HaJIeXKallel
[pernapaToB KayecTBo, 3((HEeKTUBHOCTh U MIPAKTUKU XpaHEHUs
0€301acHOCTb JIEKApCTBEHHBIX MpenapaToB?

8. Hcnonw3yeTcs 11 npu nepeBo3Ke nyHKT 62 [IpaBun
TEepMOJIAOUIIBHBIX JIGKAPCTBEHHBIX MPENapaToB | HaJIexKalei
CHeLMAIN3UPOBAHHOE 000pyI0BaHUE? IIPAKTUKU XPAHEHUS

9. OobecnieunBaeT M CHEUATU3UPOBAHHOE IOYHKT 62 [IpaBui
o0opyioBaHuE TOJACPKAHIE TPEOYEMBIX HaJIexKaIen
TEMIIEPATYPHBIX PEKUMOB XpaHEHUS MPAKTUKHA XPaHECHUS
JIEKapCTBEHHBIX MpenapaToB?

10. |IIpu nepeBo3Ke JeKapCTBEHHBIX IIPENapaToB nyHKT 63 IIpaBun
coOroaeTcs 1M yCJIOBUE OTCYTCTBHSI IPSIMOTO | HaJIeXKaIien
KOHTAKTa XJIa/103JIEMEHTOB C JICKAPCTBEHHBIMHU | IPAKTHKHU XPaHEHUS
npernapaTtamMy B H30TE€pPMHUECKUX
KOHTeWHepax?

11. |PykoBoauteneM cyObeKTa oOpaiieHus nyHKT 63 [IpaBun
JIEKapCTBEHHBIX NIPENApaToOB MPOBOIUTCS JIN HaJuIexalen
MHCTPYKTaX O HMOPSAKE MOJrOTOBKU MPAKTUKK XpaHEHHUS
M30TEPMUYECKUX KOHTEHHEPOB K N1EPEBO3KE
JIEKapCTBEHHBIX MPENapaToB (C yueToM
CE30HHBIX 0COOCHHOCTEH), a TAKXKE O
BO3MO’KHOCTH ITOBTOPHOT'O UCIOJIB30BAHUS
XJIaZJ03JIEMEHTOB?

12. | IIpomwo nu 060pya0BaHKE, OTHOCSIIEECS K nyHKT 64 [IpaBun
CPEJICTBAaM U3MEPEHUM: Ha/Iexarien

IIPAKTUKU XPAHEHUs
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[aTta coxpaHeHus: 22.07.2022

NEPBUYHYIO TIOBEPKY U (WJIH) KATUOPOBKY
JI0 BBOJIA B 9KCIUTyaTaInio?

nyHKT 64 [IpaBui
HaJJIeKaIei

MIPAKTUKU XPAHEHUS

MEPBUYHYIO IOBEPKY U (MJIM) KATUOPOBKY
I1ocJie peMoHTa?

nyHKT 64 [IpaBun
HaIeXaIen

IIPAaKTUKH XpaHCHUA

MEPUOANYECKYIO TOBEPKY U (MUJITH)
KaJauMOpOBKY B IIpOLECCE IKCILTyaTauu?

nyHKT 64 [IpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

[IpaBun Hajuiexalield NpakKTUKU XPaHEHHUS])

13. | docTaBisroTcs v JEKapCTBEHHbIC Mpenaparsbl | yHKT 65 [IpaBuin
0 aJipecy, YKa3aHHOMY B Ha/JIexarien
TOBapOCOINPOBOJUTENBHBIX JOKYMEHTaX ? MIPAKTUKU XpaHEHHUs
14. | CobmronaroTcs 1M yCIOBUS XPAaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX NIPENAPATOB B IOMEIICHUAX Ha | HAAJIEKaIEeH
TPAH3UTHBIX CKJIagax? IIPAKTUKU XPAHEHUS
15. | OGecneunBaercs u 0€30MaCHOCTh nyHKT 67 IIpaBun
JIEKapCTBEHHBIX NIPENApaTOB HA TPAH3UTHBIX HaJuIexalen
cKJIaaax? MIPaKTUKU XPaHEHUS
Tapa, ynakoBka W MapKHpOBKa JIEKapCTBEHHBIX INpenaparoB (crarbs 46 61-D3, riasa 8

16. |Bauser nu TpaHCHIOpTHAs Tapa HAa KauecTBo, nyHKT 68 IIpaBun
3¢ (HeKTHBHOCTE M 0€30MaCHOCTh HaJjIeXaIen
JIEKapCTBEHHBIX MPEMapaToB MPH UX MPAKTUKU XPAHEHUS
nepeBo3ke?

17. | ObecnieynBaeT u TpaHCHIOPTHAS Tapa 3alIMTy | IyHKT 68 IIpaBun
OT BO3CUCTBUS (DaKTOPOB BHEITHEH CpeIbl? HaIexalen

MIPAKTUKU XPaHEHUS

18. | BeiOupaercs 1u TpaHCIIOpTHAs Tapa, ynakoBka | myHKT 69 [IpaBui

C Y4eTOM: HaJIexaren

MPaKTUKH XPAHCHUA

TpeOOBaHUH K YCIOBUSAM XpaHEHUs U
[IEPEBO3KH JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 69 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

o0BemMa, HeOOXOIUMOTO ISl pa3MEIICHUS
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 69 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS

Kosie0aHul TeMIepaTypbl OKPYKaroIIeH
cpenbl?

nyHKT 69 [IpaBuin
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

JUIUTENILHOCTH NIEPEBO3KH, BKIIFOYAs
BO3MOKHOE IIPOMEXKYTOUYHOE XPaHEHUE
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 69 [IpaBun
HaIeXXalen
MPAKTUKU XPAHEHUS

HUCIIOJB30BaAHHUEC HEAOCTATOYHO OXJIAXIACHHBIX

XJ1aI0RJIEMEHTOB?

19. |Ha tpancnopTHy0 Tapy HaHOCATCS JIU: nyHKT 71 [IpaBun
HaJUJIeXKallen
MPAKTUKU XPAHEHUS
HAauMEHOBAaHMSI JIEKAPCTBEHHBIX nyHKT 71 IIpaBun
IpenapaTos? HaJUIeKaIen
MIPaKTUKU XPaHEHUS
CEpHUH JIEKapCTBEHHBIX IpenapaToB? nyHKT 71 IlpaBun
HaJyIeKalen
MIPaKTUKU XPaHEHUS
JaTa BbITycKa? nyHKT 71 [IpaBun
HaJyIeKaIen
MIPAKTUKU XPAHEHUS
KOJINYECTBO BTOPUYHBIX nyHKT 71 [IpaBuin
(MOTPEOUTENBCKUX) YITAKOBOK HaJjIeKaIen
JIEKApCTBEHHBIX MPENapaToB? MPAKTUKU XPAHEHUS
nH(pOopMaIrs 0 IPOU3BOAUTEIIES nyHKT 71 [IpaBun
JIEKAPCTBEHHBIX MPEMAPATOB C YKAa3aHUEM | HaJuleKalen
HAaUMEHOBAHUM U MECTOHAXOXKACHHUS MPAKTUKU XPAHEHUS
(ampeca) mpoOM3BOAUTES JIEKAPCTBEHHBIX
npenaparoB?
CPOK I'OJJTHOCTH JIEKAPCTBEHHBIX nyHKT 71 IIpaBun
IpenapaTos? HaJuIexaIen
MIPaKTUKU XpaHEHUS
YCIIOBUSL XPAHEHUS U IIEPEBO3KHU nyHKT 71 [IpaBun
JIEKapCTBEHHBIX MpenapaToB? HaJuIexalen
MIPAKTUKU XPAHEHUS
He00X0UMbIE IPETyPEAUTEIbHbIE nyHKT 71 TIpaBun
Hagmucu? HaIexalen
MPAKTUKU XPAHEHUS
MaHUIYJISITOPHBIE 3HAKU? nyHKT 71 IIpaBun
HaIeXxalen
MPAKTUKU XPAHEHUS
20. | Cobmromaercs 1 3anpeT Ha TOBTOPHOE nyHKT 63 [IpaBui

HaJUIeXKaIen
MPAKTUKHU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438 [lokyMeHT npegocTasner KoncynsraHTilntoc
"
06 yTBepxaeHnn ¢opM NPOBEPOUHbIX IMCTOB (CNNCKOB nara c—y—oxpaHeHm: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

21. |Cobmrogaercs v 3apeT Ha UCTIONb30BaHUE nyHKT 63 IIpaBun
MOBPEXICHHBIX XJIaI03JIEMEHTOB? HaJUTeXaen

MIPAKTUKU XPAHEHUS

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
[IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,ILOJ'DKHOCTI: u O®VO HOOJDXKHOCTHOTO Julia OPMINMYEeCKOIT'o JiMiia, IIPMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUMM IIPOBEpPOYHOI'O JiMcCTa, IIO0OIMCh, ,HaTa)

ITpunoxxenue N 16

K npukazy denepanbHoi Ciry>KObI

110 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIUCT

(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbli delepalibHOM CIIyXOoM
10 HaI30py B cdepe 3OPpaBOOXPAHEHUS U €€ TepPpPUTOPMAJIbHEIMU OpIT'aHaMMU

IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCYyMEeCTBJIEHMM (emepalibHOTO
TOCYyIapCTBEHHOT'O HaIsopa B cbhepe obpalleHUs JIeKAPCTBEHHEIX CPEeACTB

(meperpo3Ka JIEKAPCTBEHHEIX IIpelapaToB IJjifd MeIULMHCKOTO IPMMEeHEHUS

B alTeke IIPOM3BOINCTBEHHOM C NPaBOM M3TOTOBJIEHMS aACEITUYECKUX

JIeKapCTBEHHLIX IIpelapaToB)
(HaMMeHOBaHMEe oOpraHa, OCYUEeCTBJIANIETO IIJIaHOBYI NPOBEPKY)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. IpenmerT [IJIAaHOBOM IPOBEPKM OPUAMYECKMX JINML, U MHIMBUAYAJbHEIX
npennpmuHuMaTesen orpaHMUYMBaeTCcsa oOdg3aTesibHEIMKY TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX SABJISEeTCsa HauboJiee 3HAUMMEM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YITPO3E NPUUMHEHMSA Bpela XM3HM, 3I0POBLI I'paxlaH, M3JIOXEHHEMM B bopMme
IPOBEPOYHOT'O JIMCTa (CHMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHME OPUOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHOVMBUIOYAJIbHOTO INIPeNlpUHYMAaTEeII

4. MecTO NpPOBENEHMS IJIAHOBOM INPOBEPKM C 3alOJIHEHMEM IIPOBEPOYHOT'O JIMCTA:

5. PexBUBUTH Ipukaza O NPOBeIeHMM I1IJIaHOBOM MIPOBEPKMU: OT
N .

6. VYUeTHHM HOMEP INPOBEPKM UM IaTa NIPUCBOEHUS YUETHOI'O HOMEpa IIPOBEPKU B
EmnHoM peecTpe MNPOBEPOK:

7. IOJIXHOCTB, bammnmsa n VIHULIM A JIBL IOJPKHOCTHOT'O mIa (onn) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. .

8. IlepeueHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMM,
OTBET Ha KOTOPHE OOHOB3HAYHO CBUAETEJIECTBYET O COOJIOIEHMUM MM HeCOOJIoLeHUM
OPUINYECKMM JIMIIOM, MHIMBUIYAJILHEIM IIpeAlNpMHMMaTesieM o0g3aTesibHEIX TpeboBaHU,
COCTABJIANIMX NPEeIMET IPOBEPKN:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEpXAEHMM (POPM NMPOBEPOYHBIX NNCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

BrBog o
BBINTOJIHEHU U
TpeboBaHMit

PexBu3nUTHI
HOPMAaTHUBHBIX
MPaBOBBIX aKTOB, C

N Bomnpocsl, oTpaxaroine coiepKanue
n/n 00s13aTeNbHBIX TPEOOBAHUI

YKa3aHHueM HX
CTPYKTYPHBIX Aa
€IMHHUII, KOTOPBIMU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOOBaHMS

HET

[lynkr 4 crateu 9 ®enepanbHoro 3akoHa ot 12 ampens 2010 r. N 61-®3 "OO6 obpamienuun
nexapcTBeHHbIX cpencTB" (Cobpanue 3akoHonatenbeTBa Poccuiickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, cr. 4283) (manee - 61-®3), rmaa 7 IlpaBun Hajexamei
NPAKTUKU XpAaHEHHs U TIepeBO3KM JIEKAPCTBEHHBIX MpenapaToB s MEIUIMHCKOIO
IIPUMEHEHHNS, YTBEP)KICHHBIX INpPUKa3oM MuHuUCTEpCTBa 3/apaBooxpaHeHus Poccuiickoit
@enepanuu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccuiickoit @enepannu 9 ssaBaps 2017 r., peructparuonnsii N 45112) (nanee - [IpaBuna
HajuIexalled MpakTUKW XpaHeHus); [lpaBuina XpaHeHHsI JIEKapCTBEHHBIX CPEICTB,
YTBEpP)KJCHHbIE NPUKA30M MMHUCTEPCTBA 3ApPAaBOOXPAHEHUS U COLMAIBHOIO Pa3BUTHUS
Poccuiickoit ®enepaunu ot 23 aBrycta 2010 r. N 706H (3apeructpupoBad MUHUCTEPCTBOM
toctuiimu Poccuiickoit ®@enepaunu 4 oxtsi6ps 2010 r., perucrparmonssiii N 18608) ¢
W3MEHEHHUSMHU, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHUS M COLUAIBHOIO
paszButus Poccuiickoii @enepanuu ot 28 gexadbps 2010 r. N 12211 (3apeructpupoBaH
MunuctepctBoM toctuniuu Poccuiickoit @enepanuu 4 despans 2011 r., peructpaiiOHHBIN

N 19703) (nanee - [IpaBuia xpaHeHUs JIEKAPCTBEHHBIX CPEJICTB)

1. CornacyroTcs JiM ¢ oJiydaTeJeM OCTaTouHble | myHKT 56 [IpaBuin
CPOKH 'OJTHOCTH IOCTABIISIEMbIX Ha/Jexalen
JIeKapCTBEHHBIX IpenapaToB? MIPAKTUKU XpaHEHUs

2. dukcupyeTcs JIn CyObEKTOM OOpaIeHHs nyHKT 58 [IpaBui
JIeKapCTBEHHBIX IpenapaToB HHPOpPMALIUS O Ha/yIexarei
NIEPEBO3KE JIEKAPCTBEHHBIX MpENnapaToB? MIPAKTUKU XpaHEHHUS

3. OcymectBisiercs I HHGOpMUPOBaHHE nyHKT 61 [IpaBun
OTIPaBUTEINS U (WJIN) TTOTydaTes HaJuIexalen
JIEKapCTBEHHBIX IIPENAPATOB O BBISIBJICHHBIX B | IPAKTUKU XpaHEHUS
IIPOLIECCE MEPEBO3KU CIyUasiX HapyLIeHUs
TEMIIEPATyPHOT0 PeKUMa XpaHEHHUs?

4. Ocymectsisiercst I HHGOpMUPOBaHHE nyHKT 61 TIpaBun
OTIIpaBUTENA U (WJIN) MOTyYaTens HaJyIeKalen
JIEKapCTBEHHbIX IIPENapaTOB O BBIBICHHBIX B | IPAKTUKU XPAHEHUS
npoliecce NepeBO3KH Cayvasix HapyLUIeHUs
MOBPEXKICHHSI YIIAaKOBKH?

5. [IpenocraBnstorcs 1u cyobekToM oOpamienust | myHKT 61 [IpaBun
JIEKapCTBEHHBIX NIPENApPaTOB 10 3alpocy HaJuIexalen
I10JIy4aTessl JIEKApCTBEHHBIX NIPENapaToB IIPAKTUKU XPAaHEHUS
CBEEHMSI O COOJIIOIEHNN TEMIIEPAaTypPHOTO
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

peKuMa MpH MepeBO3Ke JEKapCTBEHHBIX
IpenapaTos?

6. Hcnonp3yrores au U1 IEPEBO3KU nyHKT 62 [IpaBun
JIEKapCTBEHHBIX NIPENApaTOB TPAHCIIOPTHBIE HaJuIexalen
cpencrtBa? MIPaKTUKU XPaHEHUS

7. OObecneunBaloT 1M TPAHCIIOPTHBIE cpecTBa U | MyHKT 62 IpaBun
000pyI0BaHUE JUTSI IEPEBO3KU JICKAPCTBEHHBIX | HAJIEXKAIICH
[IpernapaToB KauecTBO, 3(P(HEKTUBHOCT U MIPAKTUKU XPAHEHUS
0€3011aCHOCTb JIEKapCTBEHHBIX MpenapaToB?

8. Hcnonb3yercs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEpPMOJIaOMUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJulexalen
CHeLMaIU3UPOBaHHOE 000py10BaHUE? MIPAKTUKU XpaHEHUs

9. OObecnieunBaeT JIM CIICIHATU3UPOBAHHOE nyHKT 62 [IpaBun
o0opyJ0BaHUE MOAJEepKAHNE TPeOyeMbIX Ha/Jexarien
TEMIEPATYPHBIX PEKUMOB XPaHEHHUS IIPAKTUKU XPaHEHUS
JIEKapCTBEHHBIX IIPENapaToB?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 [IpaBun
COOJIIOTaeTCsl JIM YCIOBUE OTCYTCTBHS MIPSIMOTO | HAZIe KAl
KOHTAKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
IpenapaTamMy B U30TEPMHUECKUX
KOHTeHHepax?

11. |PyxoBoauteneM cyObeKTa oOpaleHus yHKT 63 [IpaBui
JIEKapCTBEHHBIX IPENapaToB MPOBOIUTCS JIH Ha/Jexarien
MHCTPYKTaX O MOPSAJIKE MOATOTOBKU MIPAKTUKU XpaHEHUs
N30TEPMUUYECKUX KOHTEHHEPOB K IIEPEBO3KE
JIEKapCTBEHHBIX IIPENApPaTOB (C yU4ETOM
CE30HHBIX OCOOCHHOCTEH), a TAKKE O
BO3MO>KHOCTH IIOBTOPHOTO HCIIOIb30BaHUS
XJIaJI0RJIEMEHTOB?

12. | IIpomuio mu 060pyaOBaHHUE, OTHOCSIIEECS K nyHKT 64 [IpaBun
CpEICTBAM U3MEPEHU: HaIexalen

IPAaKTUKHU XPAHCHUA

TIEPBUYHYIO TTOBEPKY M (MJIN) KaTUOPOBKY
710 BBOJIA B OKCILTyaTaIu0?

nyHKT 64 [IpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

MEPBUYHYIO IOBEPKY U (MJIH) KaTHOPOBKY
I10CJIE PEMOHTA?

nyHKT 64 [1paBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

NEPUOINYECKYIO TIOBEPKY U (MIJIN)
KaJHOPOBKY B MPOILECCE IKCIUTyaTaIuu?

nyHKT 64 [IpaBuin
HaJUIeKaIlen

IIPAKTUKU XPAHEHUs
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

13. | docTaBisroTcs i JEKapCTBEHHbIE Mpenaparsbl | yHKT 65 [IpaBuin
0 aJipecy, YKa3aHHOMY B Ha/Jexarien
TOBapOCOIPOBOJUTENBHBIX JOKYMEHTaX ? MIPAKTUKU XpaHEHUs
14. | CobmrogaroTcs v yCIOBHS XpaHEHUS nyHKT 67 [1paBuin
JIEKapCTBEHHBIX IIPENAPATOB B IOMEIICHUAX Ha | HAIJIEKAIIEH
TPAaH3UTHBIX CKJIagax? MPAKTUKU XpaHEHUs
15. | OGecneunBaercs u 0€30MaCHOCTh nyHKT 67 IIpaBun
JIEKapCTBEHHBIX NIPENapaTOB Ha TPAH3UTHBIX HaJuIexalen
cKJanax? MIPaKTUKU XPaHEHUS
Tapa, ynakoBka M MapKHpOBKa JIEKapCTBEHHBIX IpenaparoB (crarbs 46 61-D3, riasa 8

[IpaBun HajuIexkalield IPaKTUKU XPaHEHMS])

16. |Bnuser nu TpaHCHOpTHAs Tapa Ha KauecTBo, nyHKT 68 IIpaBun
3¢ (HeKTHBHOCTE M 0€30MaCHOCTh HaJjIexKaIen
JIEKapCTBEHHBIX MPENapaToB MpHU UX MIPAKTUKN XPaHCHUS
nepeBo3ke?

17. | ObecneunBaeT U TPaHCIOPTHAs Tapa 3alUTy | MyHKT 68 IlpaBun
OT BO3/ICHCTBUS (DaKTOPOB BHEIITHEN CpeIbl? HaIexaIen

MIPAKTUKU XpaHEHUS
18. | BeiOupaercst 11 TpaHCcIOpTHas Tapa, ynakoBka |myHKT 69 [IpaBuin
C Y4eTOM: HaJIexaren
MIPAKTUKU XPaHEHUS
TpeOOBaHU K YCIOBHSIM XpaHEHUS U nyHKT 69 [1paBuin
[IEPEBO3KH JIEKAPCTBEHHBIX IpEnapaToB? Ha/IexaIen
MIPAKTUKU XPAaHEHUS
o0beMa, He0OOXOAMMOTO JUId pa3MenieHus | myHKT 69 [IpaBun
JIEKapCTBEHHBIX NIPENapaToB? HaJuIexalen
MPAaKTUKH XpaHEHUS
KoJIeOaHUH TeMIIepaTypbl OKpY Karomien nyHKT 69 IIpaBun
cpenbl? HaJJIexKaIen
MPAKTUKHA XPaHECHUS
JUINTEIIBHOCTH NIEPEBO3KH, BKIIIOUAs nyHKT 69 [IpaBun
BO3MO>KHOE IPOMEXKYTOYHOE XpaHEHUE HaJuIexalen
JIEKapCTBEHHBIX MPEenapaToB? MIPAKTUKU XpaHEHUS
19. |Ha tpancniopTHYIO Tapy HAaHOCSITCS JIU: nyHKT 71 IIpaBun

HaIexaIen
MPAKTUKU XPaHCHUS

HAaUMEHOBAHMUS JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 [IpaBun
HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MPAaKTUKH XPAHCHUA

CepUH JIEKapCTBEHHBIX MPENapaToB? nyHKT 71 [IpaBuin
HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

JaTa BblIycka? nyHKT 71 IIpaBun
HaJUIeKaIEH
MIPAKTUKU XPaHEHUS

KOJINYE€CTBO BTOPUYHBIX nyHKT 71 IlpaBun
(mOTpeOUTENBCKUX) YITaKOBOK HaJyIeKalen
JIEKapCTBEHHBIX MpenapaToB? MIPaKTUKU XPaHEHUS
uHpOpMaIUs O TPOU3BOIUTEINE nyHKT 71 [IpaBun
JIEKapCTBEHHBIX MIPENAPATOB C YKA3aHUEM | HaJUIeXKallen
HAaMMEHOBAHWN U MECTOHAXOXKACHHUS IIPAKTUKU XPAaHEHUS
(ampeca) MpOU3BOAUTENS JIEKAPCTBEHHBIX

IpenapaTos?

CPOK F'OJJTHOCTH JIEKapCTBEHHBIX nyHKT 71 IIpaBun
IpenapaTos? HaJUIeKaIlen

IIPAKTUKU XPAHEHUs

YCJIOBHSI XpPAHEHUS U NIEPEBO3KHU nyHKT 71 TIpaBun
JIEKAPCTBEHHBIX MpPEnapaToB? HaJIexalen

MIPAKTUKU XPAHEHUs

HE00XOIMMBbIE TIPeAyPEAUTEIbHbIC nyHKT 71 IlpaBun
Haanucu? HaJIeXalen

MIPAKTUKU XPAHEHUS

MaHUIYJISATOPHBIE 3HAKU? nyHKT 71 [IpaBun
HaJIeXaIen
MIPAKTUKU XpaHEHUs

20. |Cobmromaercs U 3anpeT Ha TOBTOPHOE nyHKT 63 [IpaBun
HCIOJIb30BaHNE HEJOCTATOYHO OXJIKICHHBIX | HaJJIexKamei
XJIaJI09JIEMEHTOB? MIPAKTUKU XPaHEHUS

21. | Cobmromaercst i 3ampeT Ha UCTIOJIH30BAHUE nyHKT 63 [IpaBun
MOBPEKICHHBIX XJIaJJ03JIEMEHTOB? HaJIexaren

MPAaKTUKH XPAHCHUA

(moymxkHOCTE M OO IOJDKHOCTHOTO JIMIA, SBallOJIHMBIIETO
IPOBEPOUHLI JIMCT, MNOANMCH, IaTa)

(mojpxkHOCTH M OMO HOJDKHOCTHOTO JMlLa KPMAOAMYECKOI'O JiMla, IPUMCYTCTBOBABIEIO
0Py BalOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOONMCH, IaTa)
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

[Tpunoxxenue N 17

K npukazy denepanbHoil ciyKObI

10 HaJ30pYy B cepe 3ApaBOOXpaHEHUS
o1 09.11.2017 N 9438

®opma
[IPOBEPOYHEI JIMCT
(CNIMCOK KOHTPOJIBHBIX BOIPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
10 HaIzopy B cbepe 3IpaBOOXPaHEHMS M €e TepPPUTOPMalIbHEIMM oOpTaHaMu
OpM NPOBEeIEeHMM IIJIAHOBHIX IIPOBEPOK MPM OCYyLECTBJeHUM (penepaibHOTO
TOCYyHapCTBEHHOTO Hazn3o0pa B chepe obpaleHus JIEKAPCTBEHHHX CPEeNCcTB
(mepeBoO3Ka JIeKAaPCTBEHHHX [IpelapaToB IJid MeIUUIMHCKOTO IPMMEHEHUS
B MEIMLMHCKMX OPTaHM3aLMAX M UX ODOCOOJIEHHEIX HNOIpasAejleHUsax (LeHTPBL
(oTmenienusa) obmwelr BpadeOHOM (CeMeMHOM) NpaKTUKM, aMOyJlaTopuu,
benpnmepckue u deybAmepcKo-aKyllepCkye IIYHKTH) , PaCIOJIOXEHHHE
B CEJIbCKMX HaCEeJIEHHHX IIyHKTax)
(HaMMeHOBaHME OpraHa, OCYUEeCTBJAKILETO IIJIAHOBYK MNPOBEPKY)

1. Bun rocyIapCTBEHHOI'O KOHTpoOJA (HaIn3opa)

2. IIpenmerT [1JIaHOBOM IPOBEPKM OPUIMYECKMX JIML M MHIWBUIYAJbHBIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOfOdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMSs BO3HMKHOBEHUS
YITPO3H [NPMYMHEHMs Bpela XWU3HM, SIOOPOBBI0 TpaxiaH, WU3JIOKEeHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Juia, damMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHMMATEJI

4. MecTO HnpoBeneHMs I[IJIAHOBOM I[IPOBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBUBUTH IpMkasza O NPOBEeIEeHMM IIJIAaHOBOM NPOBEPKM: OT
N .

6. VYUeTHHM HOMEp MNPOBEPKM M IaTa NPMCBOEHUS YUEeTHOT'O HOMepa IPOBEPKU B
EnovHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (J1m11) ,
IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:

1. ;

2. .

8. IlepedyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeOOoBaHMI,

OTBET Ha KOTOPHE OOHOB3HAYHO CBMAETEJIECTBYET O COOJIOOEHMUM MM HEeCOOJIOIeHUM
OPUIONYECKMUM JIMLOM, MHIMBMIYAJIbHEM INpenlpMHMUMaTeJeM OoOg3aTeJIbHEIX TpeboBaHMIL,
COCTAaBJIANIMX NpPeIMeT IPOBEPKM:
N Bomnpocsl, oTpakaromue cofaep;xanue PexBu3uThI BeiBOI O
/1 00s13aTEIBHBIX Tpe60BaHI/II71 HOPMAaTHUBHBIX BBIITOJIHCHU U
IMPaBOBLIX AKTOB, C Tpe6OBaHHﬁ
YKa3aHUEM HUX
CTPYKTYPHBIX Aa HET
€ANHHNIL, KOTOPbIMU
YCTaHOBJICHBI
00s13aTeNbHbIC
TpeOOoBaHUs
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[yskT 4 craten 9 denepansHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obparnieann
nexapcTBeHHBIX cpeactB" (CoOpanue 3akoHomatenscTBa Poccniickoit @enepanuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (manee - 61-®3), rmaa 7 IlpaBun Hajexamen
MPAKTUKKA XpaHEHUS W TEPEBO3KU JIEKAPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOIO
MPUMEHEHUS, YTBEPKICHHBIX TNpUKa3oM MUHHUCTEpCTBA 3ApaBoOxpaHeHus Poccuiickoii
@eneparun ot 31 asrycra 2016 r. N 6461 (3apeructpupoBaH MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit @enepannu 9 ssaBaps 2017 r., peructpanuonnsii N 45112) (ganee - [IpaBuia
HajuIexalled MpakTUKW XpaHeHus); [lpaBuna XpaHeHMsI JIEKapCTBEHHBIX CPEICTB,
yTBEp)KJICHHbIE MPUKa30M MUHUCTEPCTBA 37PaBOOXPAHEHUS M COLMAJIBLHOTO Pa3BUTHS
Poccutickoit ®eneparuu ot 23 aBrycra 2010 r. N 706H (3apeructpupoBad MUHHUCTEPCTBOM
toctuiiun Poccuiickoii ®@epeparuu 4 oktadpst 2010 1., peructpaumonsasii N 18608) ¢
W3MEHEHUSIMH, BHECEHHBIMU INPUKa30M MUHHUCTEPCTBA 3/IpaBOOXPAHEHHUS M COLUAIBHOIO
pasButus Poccuiickoit @enepamuu ot 28 nexabps 2010 r. N 12211 (3apeructpupoBan
MunuctepctBoM roctuiiuu Poccuiickoit @enepanun 4 ¢espans 2011 r., peructpaiiOHHBIN

N 19703) (nanee - [IpaBuia xpaHeHus JeKapCTBEHHBIX CPEJICTB)

1. CornacyroTcst Jid ¢ ToJiy4aTesieM OCTaTouHble | IyHKT 56 [IpaBun
CPOKHU TOJTHOCTHU TOCTaBIISIEMBIX HaJuIexanen
JIEKapCTBEHHBIX MPenapaToB? MIPAKTUKU XPaHEHUS

2. Oukcupyercs u cyObeKTOM 00paIieHus yHKT 58 [IpaBui
JIEKapCTBEHHBIX MpernapaToB UHGOpManus o HaJuIexKalen
MepPEeBO3KeE JIEKAPCTBEHHBIX MpenapaToB? MIPAKTUKU XPaHEHUS

3. OcymectBisieTcs Jin UHPOPMUPOBAHUE nyHKT 61 [IpaBuin
OTIIpaBUTENA U (WIIN) MOTydaTens HaJIeXKalen
JIEKApCTBEHHBIX MPEMApPaTOB O BBISIBJICHHBIX B | IPAKTUKU XPAHEHUS
IIPOLIECCE NMEPEBO3KHU CIIyUasiX HapyLICHUsI
TEMIIEPATYPHOI0 PEKUMa XpaHEHUs?

4. Ocymectaisiercst n HHGpOpMUPOBaHHE nyHKT 61 IIpaBun
OTIIpaBUTENA U (WJIN) MOTydaTens HaJyIeKaIen
JIEKapCTBEHHBIX MPENapaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
MIPOLIECCE MEPEBO3KU CIy4asiX HapyLICHUS
MOBPEXKICHUS YITAaKOBKU?

5. [Ipenocrapisrorcst 11 cyObekToM obOpamieHuss | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MPEMapaToB MO 3alpocy HaJIeXalen
I0JIy4aTesl IEKApCTBEHHBIX NIPENapaToB MIPAKTUKU XPaHEHUS
CBEJICHUS O COOIIOCHUN TEMIIEPATYPHOTO
peXHUMa MPH NMEePEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnosnb3yroTcs u 11 nepeBO3KU nyHKT 62 [IpaBuin
JIEKapCTBEHHBIX MIPENapaToB TPAHCIIOPTHBIE HaJuIexalen
cpenctBa? MIPAKTUKU XPaHEHUS

7. O6ecneynBaloT JIM TPAHCIIOPTHBIE cpecTBa M | MyHKT 62 [IpaBun
o0opyioBaHueE A5l IEPEeBO3KH JIEKAPCTBEHHBIX | HAJUIekKalllen
MpemnapaToB KauecTBO, 3(h(HEeKTUBHOCTH U MIPAKTUKU XPaHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

0€301acHOCTb JIEKapCTBEHHBIX MpenapaToB?

TPAH3UTHBIX CKHaI[aX?

8. Hcnonw3yercs 11 npu nepeBo3Ke nyHKT 62 [IpaBui
TEpMOJIAOUIIBHBIX JIEKAPCTBEHHBIX MPENapaToB | HaJlexallen
CHeLMAIN3UPOBaHHOE 000pyI0BaHKE? MIPAKTUKU XPaHEHUS

9. ObecnieunBaeT M CHEUATU3UPOBAHHOE nyHKT 62 [IpaBun
o0opy0BaHUE MoANepKAHNE TPeOyeMbIX HaJuIexalen
TEMIEPATYPHBIX PEKUMOB XpaHEHHUS MIPAKTUKU XPaHEHUS
JIEKapCTBEHHBIX MIpenapaToB?

10. |IIpu nepeBo3Ke JI€KapCTBEHHBIX IIPENIapaToB nyHKT 63 [IpaBun
coOJroaeTcs JIM yCJIOBUE OTCYTCTBHSI IPSIMOTO | HaJIeXKaIlen
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
npenapaTamMy B U30TEPMHUECKHUX
KOHTeWHepax?

11. |PyxoBomauteneM cyObeKTa oOpaieHus nyHKT 63 [lpaBui
JIEKapCTBEHHBIX NIPENApaToOB MPOBOIUTCS JIA HaJIexalen
MHCTPYKTaX O MOPSAKE MOATOTOBKU MIPAKTUKU XPAaHEHUS
M30TEPMHUYECKUX KOHTEHHEPOB K NIEPEBO3KE
JIEKapCTBEHHBIX MIPENapaToB (C y4eTOM
CE30HHBIX 0COOCHHOCTEM), a TAKXKE O
BO3MOYXHOCTH MTOBTOPHOTO HCIIOIH30BaHUS
XJIaZJ03JIEMEHTOB?

12. | IIpomwo nu 060pyI0BaHKE, OTHOCSIIEECS K nyHKT 64 [1paBun
CPEICTBAM U3MEPEHUM: HaJIexalen

MIPAKTUKU XPAHEHUS
NEPBUYHYIO IOBEPKY U (WIN) KAIMOPOBKY | MYHKT 64 [IpaBui
710 BBOJIa B OKCILTyaTaluio? HaJuIexalen
MIPaKTUKU XPaHEHUS
NEPBUYHYIO TIOBEPKY U (WIM) KAIMOPOBKY | MYHKT 64 [IpaBui
rmocJye peMoHTa? HaJjIexKaIen
MIPaKTUKU XpaHEHUS
MEPUOANYECKYIO TOBEPKY U (MUJIN) nyHKT 64 [IpaBun
KaJIMOPOBKY B IIPOIIECCE IKCIUTyaTauu? HaJJIe)KaIen
MIPAKTUKU XpaHEHUS

13. | ocTaBisitoTcs Jin JIEKapCTBEHHBIE IpenapaThl | MyHKT 65 IlpaBun
0 ajpecy, yKa3aHHOMY B HaJuIexaren
TOBapOCOIMPOBOJUTENBHBIX JOKYMEHTaxX ? MIPAKTUKU XPaHEHUS

14. | CobmroaroTCst JI YCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX MPENapaToB B MIOMEIICHUAX Ha | HaJJexKamei

MPaKTUKH XPAHCHUA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

15.

Ob6ecnieunBaeTcs 11 0€3011aCHOCTD
HeKapCTBeHHBIX HpenapaTOB Ha TpaH3I/ITHI)IX
ckiamax?

nyHKT 67 [IpaBui
HaJIJIeXKaIen

MIPAKTUKU XPAHEHUS

Tapa, ynakoBka W MapKHUpOBKa JEKapCTBEHHBIX NpenaparoB (crarbs 46 61-D3, riasa 8
[IpaBun Hajuiexalied NPakKTUKU XPaHEHHUS)

16. |BauseTr nu TpaHCHOpPTHAs Tapa Ha KauecTBo, nyHKT 68 IIpaBun
3¢ PeKTUBHOCTH U OE30MTACHOCTH HaJIJIexKaIen
JIEKapCTBEHHBIX MPENapaToB MpHU UX MIPAKTUKU XpaHEHUS
nepeBo3ke?

17. | OOGecreunBaeT 1 TpAaHCTIOPTHAS Tapa 3amuTy | myHKT 68 [IpaBui
OT BO3JIEHCTBUS (haKTOPOB BHEIIHEN CpeIbI? HaJIexanen

MIPAKTUKU XPaHEHUS
18. | BoiObupaercs nu TpaHcopTHast Tapa, ynakoBka | IyHKT 69 [IpaBun
C YYETOM: HaIexalen
IIPAKTUKU XPAHEHUS
TpeOOBaHUH K YCIOBUSAM XpaHEHHS U nyHKT 69 IIpaBun
[IEPEBO3KH JIEKAPCTBEHHBIX IpenapaToB? HaJuIexalen
MIPaKTUKU XPaHEHUS
o0beMa, HeOOXOAMMOTO [T pa3MenieHns | myHKT 69 [IpaBun
JIEKapCTBEHHBIX NPEnapaToB? HaJuIexalen
MIPAKTUKU XpaHEHUS
KOJIeOaHUI TeMIIEpaTyphl OKPY>KAIOIICH nyHKT 69 [IpaBun
cpensi? HaJIJIexKaIen
MIPAKTUKU XpaHEHUS
JUIUTEIBbHOCTHU IIEPEBO3KH, BKIIKOYAs yHKT 69 [IpaBuin
BO3MOXKHOE MPOMEXKYTOUHOE XpaHEHUE HaJuIexaIen
JIEKapCTBEHHBIX MPENapaToB? MIPAKTUKU XPaHEHUS
19. |Ha tpaHcnopTHYIO Tapy HAaHOCSITCA JIU: nyHKT 71 [IpaBuin

HaJUIeXKaIen
MPAaKTUKHU XPAHEHUS

HaMMEHOBAHMS JIEKAPCTBEHHBIX
IpenapaTos?

nyHKT 71 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

CCPUH JICKAPCTBCHHBIX npenapaTOB?

nyHKT 71 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS

JaTa BhIMycka?

nyHKT 71 IIpaBun
HaJJIeKaIei

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KOJINYECTBO BTOPUYHBIX
(MOTPeOUTENbCKIX) YITaKOBOK
JIEKapCTBEHHBIX MPENapaToB?

nyHKT 71 IIpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

HHpOPMAIIUS O TPOU3BOIUTEIIE
JIEKapCTBEHHBIX MPEMapaToOB C yKa3aHUEM
HauMEHOBaHUU U MECTOHAXOKICHUA
(ampeca) mpOU3BOAUTEIS JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBun
HaJJIeKaIen

IIPAKTUKU XPAHEHUs

CPOK roagHOCTH JICKaPCTBCHHBIX
npenaparoB?

nyHKT 71 [IpaBun
HaJIJIexKaIen

MPAKTUKU XpaHEHUS

YCJIOBHS XpaHEHHUS U TTEPEBO3KHU
JIEKapCTBEHHBIX MPEnapaToB?

nyHKT 71 IIpaBun
HaIexalen

IPAaKTUKHU XPAHCHUA

HEOOXOIUMBIC MPEyNPEIUTEIbHBIC
Hagmucu?

nyHKT 71 IIpaBun
HaIeXXalen

MPAaKTUKH XPAHCHUA

MaHUITYJIATOPHBIC 3HaKu?

nyHKT 71 [IpaBun
HaJIJIeKaIen

IIPAKTUKU XPAHEHUs

XJIJI0DJIEMEHTOB?

20. |Cobnrogaercs Jin 3apeT Ha HIOBTOPHOE
HCIOJIb30BaHUE HEOCTATOYHO OXJIAXKICHHBIX

nyHKT 63 [IpaBui
HaJUIeKaIen

IIPAKTUKU XPAHEHUs

MOBPEKICHHBIX XJIaJJ03JIEMEHTOB?

21. |Cobmrogaercs v 3alpeT Ha UCTIONb30BaHUE

nyHKT 63 IIpaBun
HaJyIeKaIen

MIPAKTUKU XPAHEHUS

(momxHOCTE M OMO HOJDKHOCTHOTO JIMLA,

npOBepqumﬁ JmcT,

NOONMChL, JaTa)

3aroJIHMBIIET'O

(mosmxHoCTE ¥ ®MO HOJIKHOCTHOTO JIMIA KPUOMUECKOTO JuULa,

IIpM 3aloJIHEHUM IIPOBEPOYHOI'O JiMCTa,

nongrnmnce,

IPUCYTCTBOBABIIETO
naTa)

ITpunoxxenne N 18

K npukazy denepanbHoi CiryKObI

10 HaJ30pYy B cepe 3ApaBOOXPaHEHHS
o1 09.11.2017 N 9438

®dopma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[IpOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIbHBEIX BOIIPOCOB), MCHOJNIb3yeMeli demepalibHOM CJyXOom
10 HaIB30py B cbhepe 3IOpaBOOXPaHEHMS UM €€ TEePPUTOPMaJIbHEIMM OpITaHaMu
IpM MNPOBEIEeHMM IIJIaHOBHX IIPOBEPOK IPM OCyleCTBJIeHMM (emepalibHOT'O
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIeKAPCTBEHHHEX CPEIACTB
(mepeBo3Ka JIEKAPCTBEHHHX [IpPenapaToB IJ8 MEeOUMUMHCKOTO IPMMEHEHMS
VHOVBUIYAJIbHEIMM [IPENIPUHYMATEeJIIMHI )

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAKIETO IIJIAHOBYI NPOBEPKY)

1. Bun ToCynapCTBEHHOT'O KOHTPOJA (Haznmsopa)

2. [lpenmeT [IJIAaHOBOM IPOBEPKM OPUIONUYECKMUX JINML, U MHIVMBUIOYAJbHBEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa ofdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEeHUE
KOTOPHIX SABJISEeTCS HauboJjiee 3HauUMMBIM C TOUYKM SBPEHMUS HEeNONYyUEeHMS BOSHUKHOBEHUS
YITPO3El INPUUMHEHMS Bpela XM3HM, 3I0POBLID I'pPaxlIaH, M3JIOXEHHEMM B bopme
IPOBEPOUYHOT'O JIMCTa (CIMCKa KOHTPOJIBHEIX BOIIPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO JMla, GamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHOVUBUOYAJILHOTO NIPEeNIpPUHYMATEIIS

4. MecTO NpPOBENEHMS IJIAaHOBOM MNPOBEPKM C 3BallOJIHEHMEM IIPOBEPOYHOT'O JIMCTA:

5. PexBMBUTH IIpMkaszsa O NPOBEIEHUM I1IJIAHOBOM MIPOBEPKU: OT

N .
6. VYYeTHEM HOMEp MNPOBEPKM M JaTa NPMCBOEHMS yYeTHOI'O HOMepa INPOBEPKM B
EonHOM peecTpe NPOBEPOK:
7. JOJIXHOCThE, dammnmsa 1 MHMLMAJIEL IOJIXKHOCTHOTI'O JmLa (g11111) ,
NPOBOIAMNETO (MX) IJIAHOBYK MNPOBEPKY:
1. ;
2. .
8. [IlepeueHb BOIPOCOB, OTpaXamolMUX COIepXaHMe o00sa3aTesIbHEX TpeBOBaHUM,
oTBET Ha KOTOPEIE OINHO3BHAUWHO CBMIOETEJIBCTBYET O CO@J‘IIOI[GHVH/I nmim HeCOGJ’IIOJIeHI/H/I
OPNONYECKYM JIMIIOM, MHIOMBMIOYAJIbBHBEIM IIPEOIIPVMHMMaATEIJIEM obsga3aTesIbHBIX Tpe@OBaHMIZ,
COCTABJIANIMX NpeIMeT NPOBEPKU:

N Bomnpocsl, oTpaxaromue cofepxanue PexBu3uThI BriBOI O
n/n 00s13aTeNbHBIX TPeOOBAHUI HOPMATUBHBIX BBINOJIHEHUH
IIPaBOBBIX AKTOB, ¢ | TpeOOBaHUH

yKa3zaHHeM UX
CTPYKTYPHBIX na HET
€/IMHUII, KOTOPBIMHU
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

[yskT 4 crateu 9 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3 "O6 obpauienun
nexapctBeHHbIX cpencTB" (Cobpanue 3akoHonatenbcTBa Poccuiickoii @eneparuu, 2010, N
16, cr. 1815; 2016, N 27, ct. 4283) (manmee - 61-®3), rnaBa 7 [lpaBun Hagiexamiei
MPAaKTUKU XPAHEHUS W TIEPEBO3KU JIEKAPCTBEHHBIX IMPEnapaToB s MEAUIIMHCKOIO
MIPUMEHEHHUS, YTBEPXKICHHBIX MpUKa3oM MuHHCTEpCTBa 3ApaBooXpaHeHust Poccuiickoi
®enepanuu ot 31 aBrycra 2016 r. N 646H (3apeructpupoBaH MUHUCTEPCTBOM IOCTULIUU
Poccutickoit @enepanuu 9 ssaBaps 2017 r., peructpanuonnsii N 45112) (nanee - [IpaBuna
HaJuIeXxaled MpakTUKW XpaHeHus); [lpaBuna XpaHeHHs] JI€KapCTBEHHBIX CPEICTB,
YTBEPK/ICHHbIE MPUKa30M MMUHHUCTEPCTBA 3/PABOOXPAHEHUS M COLHUAIBHOTO Pa3BUTHUS
Poccuiickoit ®enepanuu ot 23 asrycrta 2010 r. N 706H (3apeructpupoBad MUHHCTEPCTBOM
toctuiinn Poccmiickoit @eneparuu 4 oktsaopst 2010 1., peructpanmonnsiin N 18608) ¢
W3MEHEHUSMH, BHECEHHBIMH TMPHUKa30M MUHHUCTEPCTBA 3IPABOOXPAHEHUS M COIMAIBHOTO
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

pa3Butust Poccuiickoit ®enepamuu ot 28 nexabps 2010 r. N 12211 (3aperucrpupoBan
MunucrepctBoM roctuiinu Poccuiickoit @enepanuu 4 gespans 2011 r., peructpaioHHbIH

N 19703) (nanee - [IpaBuna xpaHeHus J€KapCTBEHHBIX CPEJICTB)

1. CornacyroTcs 11 ¢ IoJIy4aTeaeM OCTaTo4YHble | MyHKT 56 IIpaBun
CPOKH I'OJJTHOCTHU TOCTABIISEMBIX HaJyIexalen
JIEKapCTBEHHBIX MIpenapaToB? MPAKTUKHA XPaHECHUS

2. dukcupyeTcs M CyOhEeKTOM 0OpaIieHus nyHKT 58 [IpaBun
JIEKapCTBEHHBIX MPemnapaToB nH(oOpMaIus o HaJlJIexKaIen
MepPEeBO3Ke JIEKAPCTBEHHBIX MpenapaToB? MPAKTUKU XpaHEHUS

3. OcymecTBisieTcs Jin UHPOPMUPOBAHUE nyHKT 61 IIpaBun
OTMPAaBUTENS U (WJIH) TTOTyUYaTENs HaJJIeKaIen
JIEKapCTBEHHBIX MPEMApPaTOB O BHISIBICHHBIX B | IPAKTUKU XPaHEHUS
IIPOLIECCE MEPEBO3KHU CIIy4asiX HapyLICHUs
TEMIIEPATYPHOTO peXuMa XpaHeHUs?

4. OcymiecTBisiercs i HHGOpPMUPOBaHHE nyHKT 61 IIpaBun
OTMpPaBUTENA U (WIH) MOTyUYaTeNst HaIexaIen
JIEKapCTBEHHBIX ITPENApPaTOB O BHISIBICHHBIX B | IPAKTUKU XpaHEHUS
IIpOLIECCE MEPEBO3KU CIyUasiX HapyLICHUS
MOBPEXKICHUS YIAaKOBKU?

5. [IpenocraBnsoTcs 1u cyoObekToM oOpaiienuss | myHKT 61 [TpaBun
JIEKapCTBEHHBIX MPENapaToB I10 3aMpocy HaJuIexaren
MoJTyJaTessl IEKapCTBEHHBIX MPEnapaToB MIPAKTUKU XpaHEHUS
CBEJICHUS O COOJIIOZICHUU TEMIIEPAaTypPHOTO
peXHUMa MPH NEPEBO3KE JIEKAPCTBEHHBIX
npenaparoB?

6. Hcnons3yrores nu 1Jis IepeBO3KU nyHKT 62 IIpaBun
JIEKapCTBEHHBIX MIPENapaToB TPAHCIIOPTHBIE HaJyIexalen
cpencrtBa? MIPaKTUKU XpaHEHUS

7. OObecnieunBaroT JIM TPAHCIIOPTHBIE CpeAcTBa U | IyHKT 62 [IpaBun
0o0opyi0BaHuE /JIsl IEPEBO3KH JIEKAPCTBEHHBIX | HaJUIeXKaIlen
MpernapaToB KauecTBO, 3(H(HEeKTUBHOCTH U MIPAKTUKU XpaHEHUS
0€301MacHOCTb JIEKAPCTBEHHBIX MPENapaToB?

8. Hcnonb3yeTrcs v npu nepeBo3Ke nyHKT 62 [IpaBun
TEepPMOIaOMIBHBIX JIEKAPCTBEHHBIX MPENApaToB | HaJJIeKaleH
CHeLMAIU3UPOBaHHOE 000pyI0BaHUE? MIPAKTUKU XpaHEHUs

9. OObecnieunBaeT JIM CIICIIHATU3UPOBAHHOE nyHKT 62 [IpaBui
o0opyJ0BaHUE MOAJepKaHNE TPeOyeMbIX Ha/JIexaren

TEMIEPATYPHBIX PEKUMOB XPaHEHHUS
JIEKapCTBEHHBIX MIPENapaToB?

IIPAKTUKU XPAHEHUs
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

cKIIagax?

10. |IIpu nepeBo3Ke JIEKapCTBEHHBIX IIPENapaToB nyHKT 63 IIpaBun
co0roaeTcs 1M yCJIOBUE OTCYTCTBHSI IPSAMOTO | HaJIeXKaIlen
KOHTaKTa XJIa/103JIEMEHTOB C JIEKAPCTBEHHBIMH | IPAKTUKH XPaHEHUS
IpernapaTtamMmu B H30TEpMHUECKUX
KOHTeWHepax?

11. |PykoBomurteneM cyObekTa oOpalieHus nyHKT 63 I[lpaBuin
JIEKapCTBEHHBIX MPENapaToB MPOBOIUTCS JIH Ha/JIexarien
MHCTPYKTaX O MOPSAKE MOATOTOBKU MIPAKTUKU XpaHEHHUS
HU30TEPMUUYECKUX KOHTEHHEPOB K I1EPEBO3KE
JIEKapCTBEHHBIX MIPENapaToB (C y4eToM
CE30HHBIX 0COOEHHOCTEN), a TAKXKE O
BO3MOKHOCTH ITOBTOPHOT'O UCIOJIb30BAHUS
XJ1a7103JIEMEHTOB?

12. | IIpomnuio mu 060pyaOBaHKUE, OTHOCSIICECS K nyHKT 64 [IpaBui
CpeAcTBaM U3MEpPEHHIA: Ha/Jexarien

MIPAKTUKU XpaHEHUs
MEPBUYHYIO IOBEPKY U (UJIH) KamuOpoBKy | myHKT 64 [IpaBun
710 BBOJIa B OKCILTyaTaluio? HaJuIexKaen
MPAKTUKK XPaHEHUS
NEPBUYHYIO TIOBEPKY U (WIM) KAIMOPOBKY | MYHKT 64 [IpaBui
110cJIe peMOHTa? HaJuIexalen
MPAKTUKHA XPaHECHUS
NEPUOANYECKYIO IOBEPKY U (MUJIN) yHKT 64 IIpaBun
KaJHOPOBKY B IMPOIECCE IKCIUTyaTaI[H? HaJuIexalen
MIPAKTUKHA XpaHCHUS

13. | ocTaBisitoTcs Jin JIEKapCTBEHHBIE IpenapaThl | MyHKT 65 IlpaBun
0 aJpecy, yKa3aHHOMY B HaJuIexalen
TOBAPOCONPOBOAUTENIBHBIX IOKYMEHTAX? IIPAKTUKU XpaHEHUs

14. | CobmroaroTCst JI YCIOBHS XpaHEHUS nyHKT 67 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB B NOMEIICHUAX Ha | HaJulexallei
TPaH3UTHBIX CKJIaiax? MIPAKTUKU XpaHEHUs

15. | OGecneunBaercs i O€30MaCHOCTh nyHKT 67 [IpaBuin
JIEKapCTBEHHBIX MPENapaToB Ha TPAH3UTHBIX Ha/JIexarien

NPaKTUKH XPAHCHUA

Tapa, ynakoBka M MapKUpOBKa JIEKapCTBEHHBIX IpenaparoB (craThs 46 61-D3, rmasa 8
[IpaBun HajuexKale NPakTUKKA XPaHEHU )

16.

Bnusier niu TpaHCTIOpPTHAs Tapa Ha Ka4ecTBo,
3¢ (HeKTUBHOCTH U 0€30MacHOCTh
JIEKapCTBEHHBIX MPENapaToB MPHU UX
nepeBo3ke?

nyHKT 68 [IpaBuin
HaJJIexalei

IIPAKTUKU XPAHEHUS
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KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

17. | OGecnieunBaeT Jin TpAaHCIIOPTHAS Tapa 3alMTy | MyHKT 68 [IpaBun
OT BO3/ICUCTBHSI (DAaKTOPOB BHEUTHEW Cpepl? HaJuIexalen
MPAKTUKU XPaHEHUS
18. | BeiOupaercs m TpaHCTIOpTHAS Tapa, yrakoBka |ImyHKT 69 [IpaBun
C Y4ETOM: HaJIJIexKaIen
IIPAKTUKU XPaHCHUS
TpeOOBaHUH K YCIOBUSIM XpaHEHUS U yHKT 69 [IpaBui
IIEPEBO3KH JIEKAPCTBEHHBIX IPENapaToB? HaJIeXalen
IIPAKTUKU XPaHEHUS
o0beMa, He0OXOAMMOTO JIJIsl Pa3MeIECHHUS nyHKT 69 [IpaBuin
JIEKapCTBEHHBIX NIPENapaToB? HaJuIeXkKalen
MIPAKTUKU XPaHEHUS
KoJIeOaHUH TeMIIepaTypbl OKpY Karomien nyHKT 69 [IpaBun
cpenbl? HaJUIeKalen
IIPAKTUKU XPAHEHUS
JUINTEIBHOCTH MEPEBO3KH, BKIIIOUAs nyHKT 69 IIpaBun
BO3MO>KHOE IIPOMEXKYTOUYHOE XpaHEHUE HaJuIexalen
JIEKapCTBEHHBIX NpenapaToB? MIPaKTUKU XPaHEHUS
19. |Ha tpancnopTHYyIO Tapy HAaHOCSITCS JIU: nyHKT 71 [IpaBun

HaIexaIen
MIPAKTUKU XpAHEHUA

HAaNMCHOBAHUA JICKAPCTBCHHBIX
MpenaparoB?

nyHKT 71 [IpaBun
HaJIJIexKaIen

IIPAaKTUKH XpaHCHUA

CEpHH JIEKApCTBEHHBIX IIpenapaToB?

nyHKT 71 IIpaBun
HaIexalen

MPAaKTUKH XPAHCHUA

JlaTa BbITycKa?

nyHKT 71 [IpaBuin
HaJUIeXKaIen

MPaKTUKH XPAHCHUA

KOJINYECTBO BTOPUYHBIX
(MOTPEOUTENBCKUX) YTTAKOBOK
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 71 [IpaBun
HaJJIexalei

IIPAKTUKU XPAHEHUS

nH(pOpMAaIIKs O IPOU3BOIUTENE
JIEKapPCTBCHHBIX MPETAPATOB C yKA3aHUEM
HAaUMEHOBAHHIA U MECTOHAXOXKICHHUS
(ampeca) IpOW3BOAUTEIIS JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 IIpaBun
HaJUIeKaIeH

MIPAKTUKU XPAHEHUS
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CPOK I'OJTHOCTH JIEKAPCTBEHHBIX nyHKT 71 IlpaBun
npenaparoB? HaJjIeXaIen

MIPAKTUKU XPAHEHUS

YCIIOBUSI XPaHEHUS U NIEPEBO3KHU nyHKT 71 TlpaBun
JIEKapCTBEHHBIX MPENApaToB? HaJIJIexKaIen

IIPAaKTUKH XpaHCHUA

HEOOXOIUMBIC TPEYPEIUTEIbHBIC nyHKT 71 IIpaBun
Hagmucu? HaIexalen

MPAaKTUKH XPAHCHUA

MaHUIYJISITOPHBIE 3HAKU? nyHKT 71 [IpaBuin
HaJJIeXKaIen
MPAKTUKU XPAHEHUS

20. |Cobnroaercs J1u 3apeT Ha HOBTOPHOE nyHKT 63 [IpaBun
MCIOJIb30BaHUE HEJOCTATOUYHO OXJIAXKACHHBIX | HaJUIeXKalleH
XJIaZI03JIEMEHTOB? MPAKTUKU XpaHEHHUS

21. |Cobnrogaercs v 3apeT Ha UCTIONIb30BaHUE nyHKT 63 IIpaBun
MOBPEXICHHBIX XJI1a/103JIEMEHTOB? HaJJIexKalen

MIPAKTUKU XPAHEHUS

(mommxHOCTE M OMO HOJDKHOCTHOTO JIMlla, 3BalOJIHMBIIETO
IIPOBEPOYHEI JIMCT, MNONNMCH, IaTa)

(ﬂOﬂXHOCTb n ®VO HDOJDXKHOCTHOT'O Julla OPMINMYEeCKOI'O JiMiia, IIPMCYTCTBOBABIEI'O
IIpy 3allOJIHEHMM IMNPOBEPOYHOI'O JiMCTa, IIOONMChH, nara)

ITpunoxxenune N 19

K npukaszy denepanbHoO CiryXObI

110 HaJ30pYy B cepe 3ApaBOOXPaHEHUS
o1 09.11.2017 N 9438

dopma

[IpOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIbHBEIX BOIPOCOB), MCHOJNIb3yeMeli demepalibHOM CJIyXOol
10 HaIB30py B cbhepe 3IOpaBOOXPaHEHMS UM €€ TEePPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM IIJIaHOBHX IIPOBEPOK IIPM OCyleCTBJIeHMM (enmepalibHOT'O
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIeKAPCTBEHHHEX CPEIACTB
(OTIyCK JIeKAPCTBEHHEIX [IpEeNapaToBR IJisd MEeOULMHCKOTO IIPMMEHEHUs
B MEIMUMHCKOM OpIraHM3alMM M MHEIX OpTaHM3aluax,
VMEINX JIMLEeH3UIO Ha MEeIVLMHCKYH IeITeJIbHOCTH)

(HamMeHOBaHMe OpraHa, OCYHEeCTBJIAKIET'O IIJIAHOBYIO npOBepKy)
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

1. Bun rocyIapCTBEHHOI'O KOHTpoOJA (Han3opa)

2. [lpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
NpennpuHMMaTesien orpaHMYMBaeTCcsa oOOd3aTesIbHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMSs BO3HMKHOBEHUS
YITPO3H MNPMUYMHEHMs Bpela XWU3HM, SIOOPOBBI TpaxiaH, WU3JIOKeHHEMM B QopMme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, damMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHMMATEJI

4. MecTO HpoOBeneHMsS I[IJIAHOBOM I[POBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBUBUTEH IIpMrMKasa O IIPpOBeIeHUMN JIAHOBOM IIPOBEPKM: OT

N .

6. VYYeTHHM HOMEpP MNPOBEPKM M IaTa NPMCBOEHUS YUeTHOT'O HOMepa IPOBEPKU B
EnovHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXKHOCTHOT O Jmia (JImi11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. .
8. IlepeuyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeOOoBaHMI,
OTBET Ha KOTOPHE OOHO3HAUHO CBMAOETEJILCTBYET O COOJIOOSHMUM WMJIM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIVMBMIYAJIbHEIM NPEeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKMU:

N Bomnpocsl, oTpaxarolue coepkanue PexBu3nTHI BriBoz 0
/11 00s13aTeNbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOoBaHUU

yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€IUHUL], KOTOPBIMHU
YCTaHOBJIEHBI
00s13aTeNbHbIC
TpeOOBaHUs

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHu# JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); denepanbubiii 3akoH oT § stHBaps 1998 r. N 3-03
"O HaApPKOTHUYECKUX CPEICTBaX M NMCUXOTPONHbIX BemlecTBax" (CobpaHne 3aKOHOAATEIHCTBA
Poccwuiickoit @eneparuun, 1998, N 2, ct. 219; 2016, N 27, cr. 4238) (manee - N 3-D3);
[IpaBuna oTmycka JE€KAPCTBEHHBIX MPENApPATOB A1 MEIUIUHCKOTO NPUMEHEHHS, B TOM
YHciIe UMMYHOOMOJIOTHUECKUX JIEKAPCTBEHHBIX IMPEMapaToB, allTEUHBIMUA OpraHU3alMsIMU,
UHAUBUAYAIbHBIMU MPEANPUHUMATENIMU, UMEIOIIMMHU JIMIEH3UI0 Ha (DapMalieBTHUECKYIO
JeATEIbHOCTh, YTBEP)KJICHHbIE INpPHKa30M MuHuCTEpCTBA 31paBOOXpaHeHHs Poccuiickon
Oenepannu ot 11 urona 2017 r. N 4031 (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHUITUU
Poccuiickoit ®@eneparuu 8 centsiops 2017 r., peructpaunoHHslid N 48125) (manee -
[IpaBuna ormycka); [lopsiqok Ha3HA4YeHWs] W BBIMUCBIBAHUS JICKAPCTBEHHBIX IMPEMapaToB,
U3JeNUiH  MEIUIMHCKOTO HA3HAUYEHUS W CHEIHMAIM3HPOBAHHBIX MPOAYKTOB JIe4eOHOTO
MUTaHUs, YTBEP:KIEHHBIM MpUKa3oM MMHHCTEPCTBA 3[PaBOOXPAHEHHUS M COLUAIBHOIO
paszButusa Poccuiickoit @enepanuu ot 12 deBpans 2007 r. N 110 (3apeructpupoBaH
MunuctepctBoM roctuniu Poccuiickoit @enepanuu 27 anpens 2007 1., perucTpalliOHHbINA
N 9364) ¢ wu3MeHEeHHSIMH, BHECEHHBIMH MpPHKa30M MUHHCTEPCTBA 3IPaBOOXPAHEHUS
Poccuiickoit ®deneparmu ot 26 depainst 2013 r. N 941 (3apeructpupoBaH MUHUCTEPCTBOM
rocturuu Poccuiickoit @eneparuu 25 urons 2013 r., peructpaunronnsii N 28881) (nanee -
Wucerpykuus); [lepeuyeHb HApKOTUYECKUX CPEACTB, IICUXOTPOINHBIX BELIECTB U UX
MIPEKYPCOpPOB, TMOJJIEKAIMMX KOHTpoJMr0 B Poccuiickon @enepannu, yTBEP:KICHHBIN
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

nocraHoBieHueM IlIpaButensctBa Poccuiickoin @enepauyu ot 30 mrona 1998 r. N 681
(Cobpanwme 3akoHomarenscTBa Poccuiickoit @eneparn, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (manee - IlepeyeHb HAPKOTHYECKUX U TCHUXOTPOIMHBIX JIEKAPCTBEHHBIX
npenapaToB); [1opsnoK Ha3HAYEHUS U BBIMHCHIBAHUS JIEKAPCTBEHHBIX MPENApaToB, a TAKXKE
bopM penentypHeIXx OJaHKOB Ha JIEKapCTBEHHBbIE IpenapaTsl, MOPAI0K O(GOpMIICHUS
yKa3aHHbIX OJIaHKOB, MX ydeTa M XpaHEHUs, YTBEPXAEHHBbIH IMpHuKa3oM MuHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit ®epepaumu ot 20 gekabps 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit denepanuu 25 utons 2003 r.,
peructpauvoHHelii N 28883) ¢ WM3MEHEHHAMH, BHECEHHBIMU IpHKa3oM MMHHCTEpCTBa
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 21 anpenst 2016 r. N 254u (3apeructpupoBan
MunuctepctBoMm roctuun Poccuiickoit @enepanyu 18 utons 2016 r., perucTpalluOHHbINA
N 42887) (nanee - [Topsimok Ha3HAYCHUS U BHITTMCHIBAHUS )

1. [Tony4yatoT 1M MEAUIMHCKHE OpraHu3aluu | IyHKT 3.1
JICKapCTBEHHBbIE mpenaparbl U3  anteuHou | [Ipunoxenus N 13
OpraHM3aIlNH 10 TPEOOBAHUSIM-HAKIAHBIM? riassl 111

HNHucrpykuun

2. Nwmeercs nmu Ha TpeOOBaHUSAX-HAKIAAHBIX Ha |myHKT 26 [TpaBun

MOJTyYEHUE JICKAPCTBEHHBIX MPENnapaToB: OTITYCKa;

n. 3.1 [punoxenus
N 13 rnassr 111
HNucTpykuun

nyHKT 26 [IpaBun
OTITyCKa;

OyHKTHI 3.1, 3.2
ITpunoxenns N 13
rnassbl I11
NHucrpykunn

mramir?

yHKT 26 IIpaBun
OTITYCKa;

MEIMIIMHCKON | IYHKTHI 3.1, 3.2
[Tpunoxenus N 13
rinassl 111
HNHucrpykuun

KpyTiias 1e4aTsb
OpraHu3anuu?

nyHKT 26 [IpaBuin
OTITYCKa;

nyHKTHI 3.1, 3.2
noanuch ee pykoBoaurens win - ero | [Ipunoxenus N 13
3aMecTUTeNs 10 JiedeOHOM yacTu? riiassl [11
HNucTpykuun

nyHKT 26 [IpaBun
OTITYCKa;

OyHKT 3.1
[Tpunoxenns N 13
rinassl 111

HOMCEpa, 1aTbl COCTABJIICHUA I[OKYMGHTEI?
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HNHucrpykuun

OTIIPABUTCIIA )41
JICKapCTBEHHOTO Ipernapara?

oJjry4yaTteiisd

nyHKT 26 [IpaBuin
OTITYCKa;

nyHKT 3.1
[punoxenns N 13
rnassbl I11
HNucTpykuun

YIaKOBKH, CIIOCO0a MPUMEHEHHsT)?

HalMEHOBAaHME JIEKAPCTBEHHOI'O Ipenapara
Ha JIATUHCKOM s3blke (C  yKa3zaHUEM
JO3UPOBKH,  (OpMBI  BBIMYCKA,

nyHKT 26 [IpaBun
OTITyCKa;

IOyHKT 3.1
ITpunoxenns N 13
rnassbl I11
NHucrpykuun

KOJIUYECTBO
JIEKapCTBEHHBIX MPEnapaToB?

3aTpeOOBaHHBIX

yHKT 26 IIpaBun
OTITYCKa;

OyHKT 3.1
[Tpunoxenus N 13
rnasbl 111
HNHuctpykuun

JIEKapCTBEHHBIX NIPENapaToB?

KOJIMYCCTBO U CTOUMOCTH OTIYHICHHBIX

nyHKT 26 [IpaBuin
OTITYCKa;

nyHKT 3.1
[Ipunoxenns N 13
rnassbl I11

€ro (paMI/IJ'II/I}I n I/IHI/II_II/IaJ'ILI?

HNucTpykuun
3. OcymiecTBisieTcsl U OTIYCK MO OTIAEIBHBIM | IyHKT 27 [lpaBun
TpeOOBaHUSIM-HAKIIATHBIM: OTIyCKa
HapKOTUYECKUX 51 IICUXOTPONHBIX | MyHKT 27 [IpaBui
JiekapcTBeHHBIX npenaparoB Croucka Il u [ | oTmycka
[lepeynss HApKOTUYECKUX U TICUXOTPOIHBIX
JIEKApCTBEHHBIX MPENapaToB?
JIEKApCTBEHHBIX IpenapaToB, nojanexamux | nyHKT 27 [IpaBuin
MPEAMETHO-KOJIMYECTBEHHOMY YUETy? OTIyCKa
WHBIX JIEKAPCTBEHHBIX NpenaparoB, B TOM | OyHKT 27 [TpaBun
qHclie OTITyCKaeMbIx Oe3 perenta? OTIyCKa
4. Vka3pIBaloTCsi  JIM  TPU  BBINKMCHIBAHUU | MYHKT 3.2
JIEKApPCTBEHHOTO npenapara [Ipunoxenust N 13
WHAUBUAYATHHOTO OOJIHHOTO JOTOJHUTENBHO: | riaaBsl 11
NHucrpykuun
IOYHKT 3.2

[Ipunoxenns N 13
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

rinassl 111
HNHucrpykuun

HOMEp UCTOpHH O0se3Hn?

MOYHKT 3.2
[Ipunoxenns N 13

riiassl [11
WNHcrpykunn

BBITUCHIBAIOT JIM CTOMATONOTH, 3yOHBIC Bpayu
3a CBOEM MOJIMUCHI0 TpPeOOBAHMS-HAKIIAAHbIE
TOJBKO HAa  JIEKQpCTBEHHbIE  IIpEnaparsl,
IIpUMEHsIEMbIe B CTOMAaTOJIOTHYECKOM
KabuHere, O0e3 mpaBa BbIJauu UX MALMEHTaM Ha

pyku?

OyHKT 3.3
[punoxenus N 13

riiassl [11
HNucTpykiun

Hmeercs 1u Ha TpGGOBaHI/IHX Ha SAJOBHTBIC
JICKApCTBCHHBIC CPCACTBA:

OyHKT 3.4
[Ipunoxenns N 13

riiassl [11
WNHcrpykunn

MOJMKCH CTOMATOJIOTa WM 3yOHOTro Bpaua?

OyHKT 3.4
[punoxenus N 13

riassl [11
HNuctpykiun

OyHKT 3.4

MOANUCH  pykKoBoautenss  yupexnaeHus | [Tpunoxxenus N 13
(OTaeneHus ) UK €ro 3aMECTUTEIS? raassl 111
NHucrpykuun
OyHKT 3.4
Kpyrias ne4yarb MeauuuHckoH | [Tpunosxxenus N 13
opraHuzanuu? rnasbl [11
HNHctpykunn
Odopmiiensl 1 TpeOOBaHMSA-HAKIAIHBIE HA | IIYHKT 3.5

OTILyCK YaCTHOIIPAKTUKYHOLIUM BpauaM | [Tpunoxxenus N 13
JICKapCTBEHHBIX  MpenaparoB B  THopsake, | riaasbl 1
onpeneneHHoM 1. 3.1 - 3.4 UncTpykiuun? HucTpykiun
OcymectBisieTcs I XpaHEHHeE | MYHKT 3.6
TpeOOBaHMI-HAKIIATHBIX, o kotopbM | [Ipunoxenus N 13
OTIIYLIEHBI JIEKAPCTBEHHbBIE MTPENapaThl: riassl [11
HNHucrpykuun
Ha HApKOTHMYECKME M  ICUXOTPOIHbIE | IYHKT 3.6

nexapcTBeHHble npenapatbl Coucka 11 u 11
Ilepedynss HAPKOTUYECKUX U ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENApaToB - B TEUYEHUE
JIECSATH JIET?

[Ipunoxenns N 13
riiassl [11
WNHcrpykunn
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

Ha JICKapCTBEHHbIE npenaparsl, | yHKT 3.6

MoJyieKanme [Mpunoxxenust N 13

MIPEAMETHO-KOJIMYECTBEHHOMY y4eTy, - B |TuaBsl I11

TEUYEeHHE TpeX JeT? HNucTpykuun
IyHKT 3.6

Ha HHBIC JIEKapCTBEHHbIE mpenapaThl - B |lIpunoxenus N 13

TEeYeHHUe OqHOro roaa? riassl 111
HNHuctpykuun

(moyxHOCTE M OVO IOJDKHOCTHOTO JIMIlA, SBAlOJIHMBIIETO
IPOBEPOYHEI JIMCT, NONNMCH, HaTa)

(momxHOCTE M OVMO OOJDKHOCTHOTO JMlIa OPUMIAMYECKOIO JMlla, IPMCYTCTBOBABIEI'O
IpY 3aloJIHEHUMM [NPOBEPOYHOI'O JIMCTa, NOANMUCH, IaTa)

[Tpunoxenne N 20

K npuka3y denepanbHOM CI1yKObI

M0 HAJ30py B cepe 31paBOOXpaHEHUS
ot 09.11.2017 N 9438

dopma

[IPOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIBHBEIX BOIPOCOB), MCHOJNb3yeMel demepalibHOM CJyXOol
10 HaI30py B chepe 3OpaBOOXPaHEHUS U €€ TEeppPUTOPMAJIbHEMU OpTaHaMu
Ipy NPOBENEeHMM I[1JIAHOBBIX IIPOBEPOK IIPU OCYylEeCTBJIEHUM (QelepallbHOT'O
TOCYyHapCTBEHHOTO Hans3opa B cdepe obOpalleHMs JIEKAPCTBEHHHX CPEeNCTB
(OTHyCK VM pealims3alrda JIEKapCTBEHHEBIX IIpelrlapaToB IJIAd MEOMUIMVMHCKOI'O
IIPMMEHEHMA B allTeéKe T'OTOBEIX @OpM)

(HamMeHOBaHMe OpraHa, OCYHEeCTBJIAKILET'O IIJIAHOBYIO HpOBepKy)

1. BuI rocyIapCTBEHHOI'O KOHTPOJA (HaI3opa)

2. IIpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMUX JIML, U MHIMBMAYaJbHEIX
nNpennprHMMaTesen OTrpaHMUMBAEeTCHa OOsA3aTeJIbHEIMKM TpeboBaHUAMM, COOJIOOEHHUE
KOTOPEIX fABJIAeTCS HamboJiee 3HAUMMBIM C TOUYKM BPEHMS HeOONyLEeHMS BO3HMKHOBEHUS
YITPO3E NPUYMHEHMSA Bpela XM3HM, 3I0POBbLI TIpaxlaH, M3JIOXEHHEMM B QopmMme
NPOBEPOYHOTO JIMCTa (CHOMCKa KOHTPOJIBHBEIX BONPOCOB) .

3. HamMeHOBaHMEe OPUIMUYECKOTO Jmua, damMmims, ¥MMsa, OTUECTBO ([IPpM HaJIMUWN)
VHOMBUIOYAJIbHOTO NPenlpUHMMAaTEeId:

4. MecTO HNpoOBeHeHMA IJIAHOBOM NPOBEPKM C 3allOJIHEHMEM IIPOBEPOYHOTO JIMCTA:

5. PexBUBUTH IprMKasa O INpOoBedeHUM T1JIaHOBOM IIPOBEPKM: OT

N .
6. VYUeTHHM HOMEP MNPOBEPKM U IaTa IPUCBOEHMS YUETHOI'O HOMepa IPOBEPKU B
EnovHOM peecTpe NPOBEPOK:
7. JIOJIXHOCTh, bammnmsa " MHULMAJIBEL OOJIXKHOCTHOTO JuLa (J111) ,
NPOBOIOAWETIO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2.
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

8. IlepeyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHyue o00sa3aTesIbHEX TpeBOoBaHMIA,
OTBET Ha KOTOPHE OOHO3HAUHO CBMIOETEJIbCTBYET O COOJIOOSHUM WM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIMBMIYAJIbHEIM NPEeINpMHMMaTeJeM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKU:

N Bomnpocsl, oTpaxaroiue coepkanue PexBusutel BriBox o
/1 00s13aTeNbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOOBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs

@enepanbubiii 3akoH oT 12 ampens 2010 r. N 61-@3 "OO obpaiieHu# JIeKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit deneparuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); denepanbubiii 3akoH oT § stHBaps 1998 r. N 3-03
"O HaApPKOTHUYECKUX CPEICTBaX M NMCUXOTPONHBIX BemlecTBax" (CobpaHue 3aKOHOAATEIHCTBA
Poccwuiickoit @eneparuun, 1998, N 2, ct. 219; 2016, N 27, cr. 4238) (manee - N 3-D3);
[IpaBuna oTmycka JE€KApCTBEHHBIX MPENApPaTOB A MEIULUHCKOTO NPUMEHEHHs, B TOM
YHClie UMMYHOOHOJIOTHYECKHUX JIGKAPCTBEHHBIX TPENAapaToB, alTeYHbIMUA OpPTaHH3AIUSIMH,
WHJIWBHUIYATHHBIMH TPEITPUHUMATEISIMU, UMEIONUMHU JIUIICH3UI0 Ha (PapMarieBTUYECKYIO
JEeATEIbHOCTh, YTBEP)KJICHHbIE INpPHKa30M MuHucCTEpCTBa 31paBOOXpaHeHHs Poccuiickon
Oenepannu ot 11 urona 2017 r. N 4031 (3apeructpupoBaH MUHHUCTEPCTBOM FOCTHIIUU
Poccuiickoit ®eneparuu 8 centsiops 2017 r., peructpaunoHHslii N 48125) (manee -
[IpaBuna ormycka); [lopsiqok Ha3Ha4YeHWs] W BBIMUCBIBAHUS JICKAPCTBEHHBIX IMPEMapaToB,
U3JeNUH  MEIUIMHCKOTO HA3HAYEHUS W CHEIHMAIM3HPOBAHHBIX MPOAYKTOB JIe4eOHOTO
MATaHUS, YTBEPXKIEHHBIM MHpUKa3oM MUHHCTEPCTBA 3PABOOXPAHCHUS U COLMAIBHOTO
paszButusa Poccuiickoit @enepanuu ot 12 deBpanst 2007 r. N 110 (3apeructpupoBaH
MunuctepctBoM roctuniu Poccuiickoit @eaepanuu 27 anpens 2007 1., perucTpalluOHHbINA
N 9364) c wu3MeHEeHHSIMH, BHECEHHBIMH MpPHKa30M MUHHCTEPCTBA 3IPaBOOXPAHEHUS
Poccuiickoit ®deneparmu ot 26 depainst 2013 r. N 941 (3apeructpupoBaH MUHUCTEPCTBOM
rocturuu Poccuiickoit @eneparuu 25 utons 2013 r., peructpauronnsiii N 28881) (nanee -
WNuctpykuus); llepedyeHb HApPKOTUYECKHX CPEICTB, ICUXOTPOIMHBIX BEIIECTB W HX
MIPEKYPCOpPOB, TMOJJIEKAIMUX KOHTpoJto B Poccuiickoi @Penepannu, yTBEP:KICHHBIN
nocranoBieHueM IIpaButensctBa Poccuiickoii ®@enepaunu ot 30 urons 1998 r. N 681
(CoOpanue 3akoHoaarensctBa Poccuiickoit @eneparuu, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeyeHb HAPKOTUYECKHMX U TCHUXOTPOMHBIX JIEKAPCTBEHHBIX
npenaparoB); DopMbel OJAaHKOB PELENTOB, COJACPXKAIIUX HA3HAYCHHE HAPKOTUYECKHUX
CPEICTB WJIM TCHXOTPONHBIX BEUIECTB, MOPAJOK MX M3TOTOBJICHUS, PpACHpPEEICHHUs,
pEerucTpalny, yueTa U XpaHeHHs, a TaK)Ke MpaBmiia 0QOPMIICHHS, YTBEPKICHHBIC IPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MunuctepcTBoM roctuiu Poccuiickoii ®enepanuu 15 aBrycra 2012 r.,
peructpanronHelii N 25190) ¢ uW3MEHEHHUsSMH, BHECEHHBIMU MPHKa30M MHHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 21 anpens 2016 r. N 254H (3apeructprupoBaH
MunuctepctBoMm toctuniuu Poccuiickoit ®@enepanuu 18 urons 2016 r., peructpaiioOHHBIN
N 42887) (nanee - mpuka3 N 54); [Hopsyiok Ha3HAYCHUS W BBIUCHIBAHUS JICKAPCTBEHHBIX
MIpernapaToB, a Takxke (OPM pelenTypHbIX OJJAHKOB Ha JIEKAPCTBEHHBIE MIPEnapaThl, HOPSI0K
oopmIIeHHsI YKa3aHHBIX OJIAaHKOB, MX Yy4eTa U XpaHEHHUs, YTBEPKICHHBIA MPUKA30M
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 20 aexadpst 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit ®enepanuu 25 utons 2003 r.,
peructpanronubii N 28883) ¢ u3MeHEHUsMH, BHECEHHBIMH NpHKa3oM MMHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 21 anpenst 2016 r. N 254u (3apeructpupoBan
MunuctepctBoMm roctuunu Poccuiickoit @enepanyu 18 utons 2016 r., peructpalluOHHbBINA
N 42887) (manee - Ilopsimok Ha3HaueHUs W BBIMHCHIBaHUS); llepedeHb JeKapCTBEHHBIX
CPEICTB [UIsl MEIMLMHCKOIO IPUMEHEHMSI, MOJUIEKAIIUX IPEIMETHO-KOIMYECTBEHHOMY
YYETy, YTBEPKICHHBIM MpuKa3oM MuHuUcCTepcTBa 34paBOOXpaHeHus Poccuiickoin
@enepanuu ot 22 ampens 2014 r. N 183H (3apeructpupoBan MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepauuu 22 urons 2014 r., peructpaunonusii N 33210) ¢ usmeHeHUsIMH,
BHECEHHBIMH NMpHKa30M MuHHCTEpCTBA 3paBooxpaHeHus Poccuiickoit @enepanuu ot 10
cenTsaops 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIMHM Poccuiickoi
@eneparun 30 centsiops 2015 r., peructpamumonnsiii N 39063) (manee - IlepeueHs
JIEKapCTBEHHBIX CcpeacTB); [lopsanok oOTmycka (QU3MYECKHUM JIMLAM  JIeKapCTBEHHBIX
MIpenapaToB A MEIUIMHCKOTO NPUMEHEHUs, COJAEpPKAIIMX KpPOME MallbIX KOJUYECTB
HAapKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB M HUX MPEKypcoOpoB Jpyrue
(hapMaKoIOTMYeCKUe AaKTUBHbIE BEIIECTBA, YTBEPKICHHBIM MpuKazoM MuUHHUCTEpCTBA
3paBOOXPAaHEHUS U colaibHOro pa3sutusi Poccuiickoit denepamnuu ot 17 mast 2012 r. N
562n (3apeructpupoBan MunucrepcTBoM foctuuuu Poccuiickoit deneparyu 1 urons 2012
r., peructpaunoHHbii N 24438) ¢ U3MeHEHUSIMH, BHECEHHBIMH MpUKa3oM MuUHHCTEpPCTBA
3npaBooxpaHeHus Poccwiickoit ®emepanmu ot 10 centsops 2015 1. N 634H
(3apeructpupoBan MunuctepctBoM toctuiiuu Poccuiickoit denepanun 30 centsodps 2015
r., peructpanronbii N 39063) (nanee - mopsanok); [lepedeHr KU3HEHHO HEOOXOAUMBIX U
BaKHEHIIINX JIEKApCTBEHHBIX IpenapaTtoB Ha 2016 roj, a Takke MepPeUYeHb JEKAPCTBEHHBIX
IIpenapaToB Uil  MEAMLMHCKOIO INPUMEHEHUS W  MUHUMAJIBHBIM __ ACCOPTUMEHT
JICKApCTBEHHBIX TPENapaToB, HEOOXOAMMBIX JUISI OKa3aHHs MEAUIUHCKONW ITOMOIIH,
yTBEepkKAeHHbIE pacniopsbkeHreM [IpaBurtensbctBa Poccuiickoit ®enepaunn or 26 nexadps
2015 r. N 2724-p (Cobpanue 3axoHonarensctBa Poccuiickoit @enepauuu, 2016, N 2, cT.
413) (manee - IlepedyeHp JEKApCTBEHHBIX MPEMAPATOB, BXOIANIMX B MHUHHUMAJIbHBIN
accopTuMeHT); [lepeueHb JOMKHOCTEH (apMaleBTUYECKUX U METUIIMHCKUX pPAaOOTHUKOB B
OpraHM3alysIX, KOTOPBIM IIPEIOCTABIEHO MPABO OTIyCKa HAPKOTHYECKHUX JIEKapCTBEHHBIX
IpernapaToB W TCUXOTPOMHBIX JIGKAPCTBEHHBIX IpErapaTtoB (PU3MUECKUM  JIHIIAM,
YTBEPKJICHHBIN ITpUKa3oM MuHHCTEpCTBa 3ApaBooxpanenus Poccuiickon ®enepannn ot 7
centsiops 2016 r. N 681u (3apeructpupoBan MuHucTepcTBOM Ioctuiuu Poccuiickoit
Oenepannu 21 centsiops 2016 1., peructpanmonHsii N 43748) (mamee - Ilepedyenn
JTOJPKHOCTEH )

1. | OTmyckatoTcs Jii HApKOTUYECKUE U nyHKT 3 [TpaBun
MICUXOTPOIHBIE JIEKAPCTBEHHBIE MTPEnaparsl M0 | OTIIyCKa
peuenrtam?

2. | OTnyckaroTcst 11 MIMMYHOOHOJIOTHYECKHE nyHKT 3 [IpaBun
JIEKapCTBEHHbIE TPENaparsl 1o peuenram? OTIIyCKa

3. | OTnyckaroTcsi 11 HapKOTUUYECKUE U nyHKT 4 [IpaBun
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE NPENaparThl, OTIIyCKa;
BHeceHHble B Crincok 11 [lepeuns npuiaokeHusa N 1 u 2
HAapKOTUYECKUX U IICUXOTPOIHBIX K npukasy N 54n
JIEKapCTBEHHBIX MIPENapaToB, PU
MPEABSIBICHUU PELENTOB, BHIUCAHHBIX HA
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

peuenTtypHbix 6mankax ¢opmbl N 107/y-HII,
yTBEPkKACHHOM npuka3oM N 54H?

OTnyckaroTCst 1M IICUXOTPOIIHbIE
JIEKapCTBEHHBIE MPENapaThl, BHECEHHBIE B
Crucok I ITepeunss HApKOTUUECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX MPENapaToB,
IIPU OPEIbABICHUN PELIENITOB, BBITUCAHHBIX HA
peuenTtypHbix 6maHkax ¢popmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

nyHKT 4 [IpaBun
OTIIyCKa;

nyHKT 9 Tlopsinka
Ha3HA4YeHUs U
BBINHUCHIBAHUSA

OTtnyckaroTcst M HapKOTHYECKHE U
NICUXOTPOIIHbIE  JICKAPCTBEHHbIC IpenapaThl
Coucka II  IlepeuHss HapKOTHYECKHX U
TICUXOTPOITHBIX JIEKAPCTBEHHBIX IPETapaToB B
BUJC TPAHCACPMAIBHBIX  TEPANeBTHYECKUX
CHCTEM Tpu  TNPEABABICHUU  PELENTOB,
BBIMMCAHHBIX HA  pELeNnTypHbIX  OJaHKax
dopmbr N 148-1/y-88,  yTBep:KIeHHOMH
npukazom N 54u?

nyHKT 4 [IpaBun
OTITYCKa;

nyHKT 9 Ilopsinka
Ha3HA4YCHUS U
BBITTMCHIBAHUS

OTnyckaroTcst JIn JIeKapCTBEHHbIE IpenapaTsl,
BKJIIOYEHHBIE B TE€PEYCHb JIEKAPCTBEHHBIX
CpeACTB JUIS MEIUIIMHCKOTO TPUMEHEHHS,
MOJUIeKAMUX  MPEIMETHO-KOJIMYECTBEHHOMY
y4eTy, TpuU  TPEIbSBICHUU  PELENTOB,
BBIIMUCAHHBIX ~HA  PEHENTYpHBIX  OaHKax
dopmbr N 148-1/y-88,  yTBep:KIEeHHOMH
npukazom N 54u?

nyHKT 4 [IpaBun
OTIIyCKa;
paszenst [; I1; 11
[lepeuns
JIeKapCTBEHHBIX
CpeAcCTB

OTmyckaroTCsl JIM JICKApCTBEHHBIC TpenapaThl,
oOamarone aHaOOJUYECKON aKTHUBHOCTBIO,
MIPU TIPEIBSABICHUN PEIICTITOB, BHIMTUCAHHBIX HA
peuentypHbix OnaHkax ¢opmbl N 148-1/y-88,
YTBEPKIACHHOU nprka3zom N 54H?

1. 4 IlpaBun
OTITYCKa;

MOJNYHKT 3 IYHKTA
9 Iopsaka
Ha3HAYeHUI U
BBITTUCBHIBAaHUSA

OTnyckaroTcst 1M JIEKapCTBEHHBbIE Mpernaparsl,
collepkaliie  KpoMe  MajblX  KOJHUYECTB
HApPKOTUYECKUX  CPEACTB,  ICHUXOTPOIMHBIX
BEIIECTB U  HX  MPEKypCOpOB  JIPyTUe
(hapMaKoJIOTHICCKUE aKTUBHBIC BEIIECTBA, MPU
MPEIBSABICHUN PEIENTOB, BBITUCAHHBIX Ha
peuentypHbix OmaHkax ¢dopmbl N 148-1/y-88,
yTBEpKJIeHHOU npuka3zom N 5417

nyHKT 4 [TpaBun
OTITyCKa;

IIYHKT 5 MopsijiKa

OcymecTBisieTcst M OTIYCK JIEKApCTBEHHBIX
npenaparoB 0e3 pelnenToB B COOTBETCTBUHU C
UHCTPYKIMAMU [0  UX  MEJUIHUHCKOMY
IIPUMEHEHHUIO?

nyHKT S [TpaBun
OTITyCKa
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[aTta coxpaHeHus: 22.07.2022

10. |OcyuiecTBigercs U OTIYCK JIEKAPCTBEHHBIX | MyHKT 6 ITpaBui
IIpernapaToB B TEUYEHHWE YKA3aHHOI'O B PELENTE | OTIycKa
CpOKa €ro JAecTBHs?

11. |Ilpunumaercs 1nu B ciaydae OTCyTcTBUS | MyHKT 6 [TpaBun
JIEKapCTBEHHOIO  Mpernapara  peuenT  Ha |OoTIycKa
00CITy’)KUBaHHE B CIIEYIOLINE CPOKU:

penent ¢ nomeTkoi "statim" (HemeuieHHO) | myHKT 6 [TpaBuin
oOCily’)KMBaeTcs B~ TEYEHHE  OJIHOTO | OTIyCKa
paGouero AHs co JHsS OOpalleHus JHula K

CyOBbEKTy PO3HUYHOM TOPTOBIIH?

peuent c¢ momeTrkoil "cito" (cpouno) | myHKT 6 [TpaBun
00CITy’)KMBaeTCs B TEUYEHUE JBYX pabOuuX |OTIycKa

JHEW co JHS OOpaimeHus: Juma K CyObeKTy

PO3HUYHOI TOProBiIu?

peuent Ha JIEKapCTBEHHBIM Ipenapart, | yHKT 6 [TpaBui
BXOJSIIMM B MUHHUMAJIBHBIA ACCOPTHUMEHT | OTIIyCKa
JIEKapCTBEHHBIX IpernapaToB TUISt

MEIULUHCKOI0 IPUMEHEHHUs, HEOOXOIUMBIX

U1l OKa3aHUS MEIMIMHCKOW IOMOIIH,

00CITy’)KMBAeTCs B TEUYEHUE IATH pabouux

THEW co AHA OOpallleHUus JHLA K CyObeKTy

PO3HUYHOI TOProBiIu?

12. | O6cmy>KuBaeTcs JIM pelenT Ha JIEKapCTBEHHBIN | MyHKT 6 [TpaBun
IpenapaT, OTIyCKaeMblil OecIJIaTHO MM CO | OTIycKa
CKUIKOM ¥ HE BOIIEOIINHA B MHHUMAaILHBIN
aCCOPTUMEHT JIEKapCTBEHHBIX IpEnapaToB s
MEIULUHCKOTO TPUMEHEHHUs, He0OXOAUMBIX
JUId  OKa3aHUs MEIUIMHCKOM IIOMOIIM, B
TEUYEHUE JeCATH pabouymx JHEH co JHA
oOpamieHusi JHuma K CYOBEKTY PO3HUYHON
TOproBiu?

13. | ObcnyxuBaroTcs I penenTsl Ha | myHKT 6 [IpaBun
JIEKapCTBEHHbIE Tperaparhl, Ha3HayaeMble IO | OTITyCKa
pelIeHnI0 BpayeOHOM KOMHUCCHM, B TEUYCHHE
NATHAAUATH pabouynx AHEH co AHsA oOpalieHus
JMIA K CyOBEKTY pO3HUYHOU TOProBIiIu?

14. | OTtmyckaroTcs J1M JIEKapCTBEHHBIE Ipenapartsl | MyHKT 6 [TpaBui
10 pelenTaM ¢ UCTEKIIMM CPOKOM AEUCTBUS? | OTIycKa

15. |OcymecTBasieTcs M TNpPH HCTEUYEHUM CpoKa | MyHKT 6 [TpaBun
JEMCTBUS pelenTa B NEPUOJ HAaXOXKJIEHUS €ro | OTIycKa
Ha OTCPOYEHHOM OOCIYXHBaHUU  OTILYCK
JIEKapCTBEHHOI'0  IIpermapata IO  TaKoOMy
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

penenty (0e3 ero nepeodopmiaeHus)?

16.

OTHYCKaIOTCH JIM JICKAPCTBCHHBIC IIPCITIapaThl B
KOJIMYCCTBEC, YKA3aHHOM B peuenTe?

nyHKT 7 [IpaBun
OTIIYCKa;
npuioxenus N 1 u
N 2 INopsinka
HAa3HAYCHUS U
BBIITACHIBAHUS

17.

Otmyckaer au (apmarieBTUYECKUid PaOOTHHUK
npeeabHO JOTTYCTHUMOE WIH
PEKOMEHI0BaHHOE KOJIMYECTBO
JIEKApCTBEHHOT'0 MpernapaTta Jyisi BbIIUChIBAaHUS
Ha OJIMH PEUENT NpU MPEAbSIBICHUHN PELENTa ¢
MPEBBIINICHUEM MPEETbHO JTOMYyCTUMOTO WU
PEKOMEHI0BAaHHOTO KOJIMYECTBA
JIEKapCTBEHHOT'O IpernapaTa JJisi BbIIUChIBAHUS
HAa  OJIMH  peUenT C  MPOCTaBICHUEM
COOTBETCTBYIOIIEH OTMETKH B pelente?

nyHKT 7 [TpaBun
OTIyCKa

18.

OcymiecTBisieTcss 1M OTIYCK JIEKapCTBEHHOTO
mpernapara B MEPBUYHOM UM BTOPUYHOU
(moTpebuTeNnbCKOoit) yIIaKOBKax c
MapKUpPOBKOW?

crathsa 46 N 61-D3;
ovHKT 3 ctatbu 27 N
3-03;

nyHKT 8 [IpaBun
OTITyCKa

19.

Hapymaercs 1m  mepBuYHas  yNakoBKa
JIEKapCTBEHHOTO Tperapara npu ero OTITyCKe?

nyHKT 8 [IpaBun
OTITyCKa

20.

[IpocraBnsieTcs U Npu OTIIyCKe
JIEKapCTBEHHBIX MIPENapaToB Ha PELENTe
OTMETKa 00 OTITyCKE JIeKapCTBEHHOTO
rpenapara ¢ yKkazaHueM:

nyHKT 9 TlpaBun
OTITyCKa

TOProBOr0 HAMMEHOBAHUS, JO3UPOBKH U
KOJINYECTBA OTIYIIEHHOI'O JIEKAPCTBEHHOTO
npenapara?

nyHKT 9 [IpaBun
OTITyCKa

(hamMuiIMy, UMEHHU, OTYecTBa (TIPH HAJTMYUH)
MEIUIIMHCKOTO pa0OTHUKA B  CiydYasx,
YKa3aHHBIX B a03alle YeTBEPTOM INYHKTA 7 |
abszane tperbem myHkTa 10 IlpaBun
oTIyckKa?

nyHKT 9 [IpaBun
OTIyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUIHOCTH Juna, MTOJTY YU BIIETO
JIEKapCTBEHHBI  Tpemnapar, B  cilyd4ae,
ykazaHHOM B nyHkTe 20 [IpaBun ormycka?

nyHKT 9 TlpaBun
OTITyCKa

(dhamMuiuy, UMEHHU, oTyecTBa (TIPU HATMYUH)
(hapmareBTHIeCcKOoro paboOTHHUKA,

nyHKT 9 [IpaBun
OTITyCKa
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTITYCTHUBILIETO JIEKAPCTBEHHBIN Mpemnapart, 1
€ro Moanucu?

AAaThl OTIIYCKA JICKAPCTBECHHOI'O npenapaTa?

nyHKT 9 [TpaBun
OTITyCKa

21.

Bo3Bpamjaercs 1M penent ¢ OTMETKOM IIpU
OTIIyCKE JIEKAPCTBEHHBIX IpeNapaToB IO
pelenTy, BBINMCAHHOMY Ha peLenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok HOEUCTBUS KOTOPOTO
COCTaBISICT OJMH roj?

nyHKT 10 ITpaBun
OTITYCKa;

npunoxenue N 2
[Topsiaka
Ha3HAYeHUSI U
BBEITTUCBHIBAaHUSA

22.

[lepenaercs M (bapmaleBTUYECKUM
paboTHUKOM JUILLY, npuoOpeTaronemMy
(momyyarorieMy) J€KapCTBEHHBIE Tpernaparhbl
II0 PELENTy, BBIIMCAHHOMY Ha PELENTYpPHOM
OyaHke dopmer N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unu Qopmbl
N _148-1/y-06 (1), yTBepkaeHHON npukazoM N
54H, 3aNI0JTHEHHBIN KOPEIIOK TaKOTo perenTta?

nyHKT 11 ITpaBun
OTITyCKa

23.

[IpocraBnsercs M npu OTITyCKE
HApPKOTUYECKOTO u MICUXOTPOITHOTO
nekapcTBeHHoro  mpemapara  Comcka 11
[lepeyns HAPKOTUYECKHX W TICHUXOTPOIHBIX
JIEKapCTBEHHBIX IIpernapaToB Ha penente o0
OTIIyCKE JIEKapCTBEHHOI'O IIpernapara Ie4yaTh
OpraHM3alii, B KOTOPOH YyKa3aHO IOJHOE
HauMeHOBaHUE (TIPU HATUYUY TTeYaTH)?

nyHKT 12 [IpaBun
OTITyCKa

24.

VYkaspIBaeTcss JM Ha pelente WIH KOPEIIKe
pelenita TOYHOE Bpems (B YacaX M MHHYTAX)
OTITyCKa UMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO mpernapara’?

nyHKT 13 IIpaBun
OTITyCKa

25.

OTnyckaroTcsi JM ~ UMMYHOOHOJIOTUYECKUE
JIEKapCTBEHHBIE IIpenaparbl [pU  HAIUYUU
CHeIMaJIbHOTO TEPMOKOHTEMHEpa?

nyHKT 13 [IpaBun
OTITyCKa

26.

Ocratorcss W XpaHATcs JH y CyObeKkra
0OpaIleHusl JTIEKAPCTBEHHBIX CPEICTB PELEHTHI

nyHKT 14 TIpaBun
OTITyCKa

(c ormerkoit "JlekapCTBEHHBIM mpenapar

oTmymieH") Ha:
HapKOTUYECKUE 51 ncuxoTponHsle | IyHKT 14 [IpaBun
JekapcTBeHHble Tpenaparbl  Croumcka Il | oTmycka

[lepeuHss HAPKOTHUECKHUX U TCUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB - B TEUYCHHE
ATH JET?
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KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPENapaThl
Croucka III TlepeuHs HapKOTHUECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TCUCHUE IISITH JIET?

nyHKT 14 IIpaBun
OTITyCKa

JIEKapCTBEHHbIE Tpenaparhbl, OTIyCKaeMbIe
0eCIUIaTHO WJIM CO CKMIKOM, - B TEUCHHE
Tpex jier?

yHKT 14 [IpaBun
OTIIyCKa

KOMOWHUPOBaHHbIE JIEKapCTBCHHBIE
Ipenaparsl, COAEpXKAIUE HAPKOTHYECKUE
CpPEeICTBa WU IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crnucku Il u [I Ilepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKApCTBEHHBIX Ipenaparos,
U3TOTOBJICHHBIE B allITEYHON OpraHU3alyH, -
B TEYEHHE TPEX JIET?

nyHKT 14 [IpaBuin
OTITyCKa

JIEKapCTBEHHBIE Ipenaparhbl, o0Jajgaromye
aHa0OJIMYeCKOW aKTUBHOCTBHIO, - B TCUCHUE
Tpex jer?

nyHKT 14 [IpaBui
OTITyCKa

JICKapCTBEHHBIC Tpenapathl, Mmoiexkainue | myHKT 14 [TpaBun
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, - B |OTITyCKa
TEUEHHUE TpeX JeT?

JEKapCTBEHHBIE Tperapartbl B KUAKoM | myHKT 14 [IpaBun
JIeKapCTBEHHOH (hopMme, copeprkaiiue Oosee | OTIycKa

15% otmnoBoro cmmpra OT o0OBeMa

TOTOBOM TIPOJAYKIIMHM, - B TEUYCHHE TPEX

MecAeB?

VHBIE JIEKapCTBEHHBIE npenaparsl, | IyHKT 14 [TpaBun
OTHOCSIIIHECS o ATX K | OTIyCKa
AQHTUIICUXOTUYECKUM  cpeAacTBamM (KO

NO5A), ankcuomutukam (koxg NO5SB),

CHOTBOPHBIM M CCHATUBHBIM CpCACTBAM

(xom NOS5C), antumenpeccantaMm (KOf
NO6A) u He MO JIEXKAII[HE
MPEMETHO-KOJIMYECTBEHHOMY y4YeTy, - B

TECYCHHUC TPECX MGCHI_IGB?

[I0JIy4MBILIEMY JIEKAPCTBEHHBIN Npenapar?

27. |OTMeuaroTcs M pelenThl, HE YyKazaHHble B |OyHKT 15 [IpaBui
nyakte 14 [lpaBun oTmycka, IITaMIiOM | OTIycKa
"JlexapcTBEHHBIH Npenapar oTnyIeH"?

28. | Bo3BpamarnTcs U pelenThl, He yKa3aHHbIe B | MyHKT 15 [IpaBun
nyakre 14 IlpaBun  ormycka, — Juiy, | OTIycKa
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

29. | Umeetrcsa BJ051
PETHCTPUPYIOTCS  PEIENTHl, BBITUCAHHBIE C

HapyuienueM [IpaBun oTmycka, ¢ ykazaHueM:

KypHaJ, B  KOTOpPOM

nyHKT 15 [IpaBun
OTITyCKa

BBISIBIICHHBIX HapYHIEHUH B OQOpPMIICHUH
peuenta?

nyHKT 15 IIpaBun
OTIyCKa

(dbamMuTul, UMEHH, OTYeCTBa (TIPU HAJMYUH )
JIMIA, BBITUCABIIETrO penentT?

nyHKT 15 IIpaBun
OTIyCKa

HaMMCHOBaHUA MGI[I/IHHHCKOﬁ

OpraHu3anuu?

nyHKT 15 IIpaBun
OTIyCKa

MPUHSTHIX Mep?

nyHKT 15 IIpaBun
OTIyCKa

OrpanuveHus, HajaraeMbie Ha (apMaleBTUYCCKUX PaOOTHUKOB MPHU OCYIICCTBICHUU UMU
po¢eCCUOHAIBHON JIeSITENIbHOCTH (cTaThs 74 denepanbHoro 3akoHa ot 21 HosOps 2011 r.
N 323-®3 "O6 ocHOBax OxpaHbl 310pOBhs rpaxkaan B Poccuiickoit ®eneparnuun" (Cobpanue
3akoHoaarenbcTBa Poccuiickont @enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-03)

30.

dapmaneBTHUYECKHE pAOOTHUKH U
PYKOBOJIUTEINN allTEYHBIX OpraHU3aIHI:

HOOJAMYHKTHI 2 U 4
OVHKTA 2 ctateu 74

N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

MOJTyYaloT JIU OT KOMITAHWUH, TIPEJCTaBUTENS
KOMITAHUHU 00pa3Libl JJeKapCTBEHHbIX
IPEenapaToB /Ui BpPyUYEeHUs! HACEIECHUIO?

HOAMYHKTHI 2 U 4
IIyHKTa 2 cTathu 74

N 323-®3;

nyHKT 17 [IpaBun
OTITyCKa

MIPEIOCTABIISAIOT JTU HACETICHUIO
HEJOCTOBEPHYIO U (WUJIH) HEMOJIHYIO
nH(GOPMAIIHIO O HATUYHH JICKAPCTBEHHBIX
MpenaparoB, BKIIOYAs JICKAPCTBEHHBIC
npenaparsl, UMEIOIINE OJMHAKOBOE
MEXIyHApOIHOE HEITATCHTOBAHHOE
HanMeHOBaHHe?

HOOJANYHKTHI 2 U 4
OVHKTA 2 ctateu 74

N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

CKpPBIBAIOT JIM HMHGPOPMAIHMIO O HAIHYAN
JICKQpCTBEHHBIX  MPENapaToB, HMEIOIINX
00J1ee HU3KYIO IICHY?

OOANYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

mpermapaToB,  00JIAJAFOIIHX

aHA0OJINYECKON

TpeGoBaHust K OTMYCKYy HAapKOTHYECKHUX M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPETapaToB,
JIEKApCTBEHHBIX

AKTUBHOCTHIO,

HHBIX
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JICKApCTBCHHBIX NPCIAPATOB, HOAJICKAINNUX TPCAMETHO-KOJIMYCCTBCHHOMY YUCTY

31.

OcymiecTBIsIeTCsl JIM OTITYCK HAPKOTHYECKHX U
MICUXOTPOMHBIX JICKAPCTBEHHBIX IPENapaToB
(hapmaneBTHIECKUMU paboTHUKaMHU,
3aHUMAOIIUMU  JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepedyeHn AOMKHOCTEH?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
OJDKHOCTEM

32.

OcymiecTBisieTcs M OTIYCK JIEKapCTBEHHBIX
IpernapaToB, o00JajarOMUX aHAOOIHYECKON
aKTHBHOCTBIO, (bapmaneBTHIECKIMU
pabOTHUKAMH, 3aHMMAIOIIUMH  JOJDKHOCTH,
BKJIFOUECHHBIE B [lepedeHp 10IKHOCTEN?

nyHKT 19 [IpaBun
OTIIyCKa;

[lepeuenn
OJDKHOCTEN

33.

OTtmyck
MOJJIEXKALUX

JICKapCTBEHHBIX npenapaTos,

MIPEIMETHO-KOIHYECTBEHHOMY
y4ery, OCYIIECTBIISIETCS m
(hapmareBTHICCKUMU paboTHUKaMHU,
3aHUMAOIIAMHU JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepeyeHb AOMKHOCTEN?

nyHKT 19 [IpaBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

34.

OTtnyckaroTcst M HapKOTUYECKUE U
IICUXOTPOIIHbIE  JIEKAPCTBEHHBIE  IIpenaparsl
Coucka Il IlepeuyHss HapKOTHMYECKHX H
IICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENapaToB
npu MPEABSABICHUN JIOKYMEHTA,
YAOCTOBEPSIOIIETO JINYHOCTb, Uiy,
YKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
MPEACTABUTEN0  WIM  JIAIY, HUMEILEMY
o OopMIIEHHYIO B COOTBETCTBUU c
3akoHozarenbCcTBoM Poccuiickonn deneparuu
JIOBEPEHHOCTh Ha IMPAaBO MOJYYEHUS TaKHUX
HApKOTHUYECKHUX " MICUXOTPOIHBIX
JIEKapCTBEHHBIX MpemapaToB?

nyHKT 20 [TpaBun
OTIyCKa

35.

Brimaercs im mocne oTiycka HQpKOTUYECKUX U
MCUXOTPONHBIX JIEKAPCTBEHHBIX IMpenapaToB
Coucka I w I IlepeyHss HapKOTHUYECKUX H
MCUXOTPOMHBIX JIEKAPCTBEHHBIX IMpenapaToB
CUTHATypa C JKEJITOU MOJIOCOM B BEPXHEU YaCTH
U HAINUCBIO YEpHBIM MIPUPTOM Ha Hel
"Curnatypa', B KOTOPOH yKa3bIBaIOTCS:

nyHKT 22 [IpaBun
OTITyCKa

HAMMCHOBAHHUE M aJPEC MECTOHAXOKICHHUSI
cyObekTa  OOpamieHHuss  JIGKAPCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMEp U JlaTa BBIMMCAHHOTO perenTa?

nyHKT 22 [IpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

bamunus, uMs, OTYeCTBO (IPU HAJMYUH)
aMna, Uil KOTOpPOro  IpeJHa3HaueH
JIEKapCTBEHHBIN ITpenapar, ero Bo3pact?

nyHKT 22 [IpaBun
OTITyCKa

HOMEp MEIULMHCKON KapThl NAalleHTa,
MOJTyYalolIero MEIUIMHCKYI0 MOMOIIb B
aMOyJIaTOPHBIX YCIOBHAX, Ui KOTOPOIO
IpeJHa3HaueH JeKapCTBEHHBIH mpenapat?

nyHKT 22 [IpaBun
OTITyCKa

dbamMuiusa, uMs, OT4eCTBO (TIPH HAJIWYUH)
MEIUIMHCKOTO PAaOOTHUKA, BBIMKCABIIETO
perent, ero KOHTaKTHBIM TeneoH mmbo
TeneOH MEAUIIMHCKOW OpraHu3aIuu?

nyHKT 22 [IpaBui
OTITyCKa

COJIEp’KaHuE peLenTa Ha JaTUHCKOM s3bIKe?

nyHKT 22 [IpaBun
OTITyCKa

bamunus, UM, 0TYeCTBO (MIPH HAJIMYUH) U
NOANKCh (PapMaleBTUYECKOTO pPaOOTHHKA,
OTITyCTHBILIETO JEKapCTBEHHBII npenapar?

nyHKT 22 [IpaBun
OTIIyCKa

JaTa OTITyCKa JICKapCTBEHHOT'O IperapaTa’?

nyHKT 22 [IpaBun
OTITyCKa

TpeboBanust K OTMYCKYy JEKapCTBEHHBIX TPENaparoB IO TpeOOBaHHUSIM-HAKIATHBIM
MEIMIMHCKUX OpraHu3alui, MHAUBUAYAJIbHBIX MPEANPUHUMATENICH, UMEIOIINX JIMLIEH3UIO

Ha MCAWIUHCKYIO JCATCIbHOCTD

36.

Nmeercs mm Ha Tpe6OBaHI/IHX-HaKJ'IaI[HI>IX Ha
TIOJIYUCHHC JICKAPCTBCHHBIX IIPCIIapaTOB:

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

ruasbl 111
HNHucrpykuun

mramir?

nyHKT 26 [IpaBun
OTIIyCKa;

pumoxenne N 13

riiassl [11
WNHcTpykunn

Kpyrias nevarhb MEIUIIMHCKON

OpraHu3aiuu?

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

rnassl 111
HNHucrpykuun

MOANUCh €€ PYKOBOAMTENS WIH €ro
3aMECTUTEA 110 JieueOHON yacTtu?

nyHKT 26 [IpaBun
OTIIyCKa;

pumoxenne N 13

riassl 111
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HNHucrpykuun

HOMEp AOKyMEHTa?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
rnassbl I11
WNHcrpykunn

JaTa COCTABJICHHSI TOKYMEHTa?

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
riassl 111
HNHuctpykuun

HAaMMCHOBAHHE
JICKapCTBEHHOTO Ipernapara?

OTIPAaBUTCIIA

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
rnassl I11
WNHcrpykunn

HaWMEHOBAaHHE
JIEKapCTBEHHOr' 0 Ipernapara?

mojrydareid

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
riassl 111
HNHucrpykuun

HAaUMEHOBAaHHE JIEKaPCTBEHHOTO TMperapara
HAa JIATUHCKOM si3bIKe (C  yKazaHUEM
JO3UPOBKH,  (OPMBI  BBIMYCKa,  BHUJA
YIIAaKOBKH, CIIOCO0a TpUMEHEHUs)?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
rnassbl I11
WNHcrpykunn

KOJIMYECTBO 3aTpeOOBaHHBIX
JIEKapCTBEHHBIX IpenapaToB?

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
riassl 111
HNHuctpykuun

KOJIMYECTBO M CTOMMOCTH OTIIYIIEHHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 26 [IpaBuin
OTITYCKa;
Ipunoxenne N 13
raasel 111

[lepeuHsi HAPKOTHUUECKUX U TCHUXOTPOIHBIX
JIEKapCTBEHHBIX MPEnapaToB?

WNHcrpykunn
37. |OcymiecTBasieTcsi M OTIYCK MO OTAENbHBbIM | IyHKT 27 [IpaBun
TpeOOBaHUSM-HAKIIATHBIM: OTIIyCKa
HapKOTUYECKUX U NICUXOTPONHBIX | MyHKT 27 [TpaBuin
nexapcTBeHHbIX npenaparoB Crucka Il u Il | otmycka
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JICKApCTBCHHEBIX IIPEIapaToB, IMOJJICKAIINX
npeaAMETHO-KOJIIMYCCTBECHHOMY y‘ICTY?

nyHKT 27 [IpaBun
OTITyCKa

HHBIX JICKAPCTBCHHBIX IIp€rIaparoB, B TOM
YHUCJIC OTITYCKACMBbIX oe3 peuenTa?

nyHKT 27 [IpaBun
OTITyCKa

38.

[IpocTaBnsieTcss mu Ha TpeOOBaHUHM-HAKIATHON
OTMETKAa O  KOJMYeCTBE M  CTOMMOCTH
OTIYLIEHHBIX JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 29 [IpaBun
OTITyCKa

39.

OCYH.[CCTBJ'IHCTCH JIn XPaHCHUC
Tpe6OBaHI/II‘/’I-HaKHaI[HBIX, 1o KOTOPbIM
OTIYIICHBI JICKAPCTBCHHLIC NTPCIIapaThI:

nyHKT 30 [TpaBun
OTIyCKa

Ha  HApKOTMYECKUE M  IICUXOTPOIIHBIE
nexapcTBeHHble npenaparbl Coucka 11 u 11
Ilepeynss HAPKOTUYECKUX U ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENAapaToB - B TEUYEHUE
IIATH JIET?

nyHKT 30 [IpaBun
OTITyCKa

Ha JIEKapCTBEHHBIE
MO IJIEXKALIHE
MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, - B
TEUEHUE TpeX JeT?

Ipernaparsl,

nyHKT 30 [TpaBun
OTIyCKa

Ha WHBIC JICKAPCTBCHHBIC Tpernaparbl - B
TEeYeHHUE OqHOro roaa?

nyHKT 30 [TpaBun
OTIyCKa

40.

CoOxnromaercst JM  3ampeT Ha HapylleHUe
NIEPBUYHON YIaKOBKHU JIEKapCTBEHHOI'O
npemnapara pu ero OTIIyCKE o
TpeOOBaHUIO-HAKIAJHON (32  HCKIIIOYEHHEM
CyOBbeKTa PO3HUYHOM TOPrOBIH, HMEIOLIETO
JIMLIEH3HIO Ha (bapManeBTHYECKYIO
NeSITeNbHOCTh € IPaBOM  HM3TOTOBJIECHHUS
JIEKapCTBEHHBIX IIPENapaToB)?

nyHKT 31 [IpaBun
OTIyCKa

41.

CobmomaeTcst M 3ampeT  Ha  OTIYCK
JICKapCTBEHHBIX IIPENapaToB B KOJIUYECTBE,
YKa3aHHOM B pELENTe, B Ciy4yae, Koraa s
JICKApCTBEHHOT0  Mpenapara  yCTaHOBJICHBI
MpeIEIbHO JIOITyCTUMOE WA
PEKOMEHIOBAHHOE KOJIMYECTBO JIs
BBINKUCHIBAHUS HA OJIMH perenT?

nyHKT 7 [IpaBun
OTIIYCKa;

opuaoxkenua N 1 u

N 2 INopsinka
Ha3sHAYEHUA U
BBINTUCHLIBAHUS

42.

CoOnromaercst JId  3amper Ha HapylIeHUE

BTOPUYHOW  (MMOTPEOUTENBLCKOM)  YIMAaKOBKH
JEKapCTBEHHOTO  Mpemapata W OTIIYCK
JEKapCTBEHHOTO TMpernapaTta B IMEPBUYHOU
ynaxkoBke?

nyHKT 8 [TpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

43. |CobOmromaercss M 3ampeT Ha  OTHYCK | myHKT 28 [IpaBun
HapKOTHYECKUX " IICUXOTPOIHBIX | OTIIyCKa
nexapcTBeHHbIX mnpenaparoB Crwucka II u III
IlepeuHss HApKOTMYECKMX M ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IpenaparoB o
TpeOOBaHUSAM-HAKIAIHbBIM  WHIUBUAYAIbHOIO
IPEANPUHUMATENS, UMEIOIIEro JIMLIEH3NUI0 Ha
MEIUIMHCKYIO 1EATEIbHOCTD?

(moymxHOCTE M OVO IOJDKHOCTHOTO JiMIla, SBallOoJIHMBIIETO
IPOBEPOYHEI JIMCT, IOANMCH, IaTa)

(moypxHOCTH M OMO HOJDKHOCTHOTO JMla KPMAMYECKOI'O JiMla, IPMCYyTCTBOBAaBIETO
OpM 3alOoJIHEHMM NPOBEPOYHOT'O JIMCTAa, [NONNMCH, HaTa)

[Tpunoxenne N 21

K npukazy denepanbHoil ciyKObI

110 Ha/130py B cepe 3paBOOXpaHEHHUS
o1 09.11.2017 N 9438

®opmMma

[IpOBEPOUHEI JIUCT
(CNIMCOK KOHTPOJIBHBIX BOINPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
IO HaI30py B cdepe 3OPaBOOXPAHEHUS UM €€ TeppPUTOPMAJIbHEIMMU OpIT'aHaMU
Ipy NPOBENEHMM I1JIAHOBHEIX IIPOBEPOK IIPU OCYWECTBJIEHUM QelepalibHOT'O
TOCYyIAapCTBEHHOT'O Hansopa B cbepe obpameHus JIEKAPCTBEHHEIX CPEenCTB
(oTnyck M peaym3alus JIEKapCTBEHHEIX IIpelapaToB OJiS MeIMULMHCKOTO
IPVMMEHEHUS B allTE€UYHOM IIYyHKTE)

(HaMMeHOBaHME OpraHa, OCyHeCTBJIANILEIO IIJIaHOBYIO HpOBepKy)

1. Bun roCcyIapCTBEHHOT'O KOHTPOJIA (Haznszopa)

2. [IpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOOdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX ABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3PEHMS HEeIOIyUEeHMS BO3HMKHOBEHUS
YITPO3E NPMYMHEHMA Bpela XM3HM, 3I0POBBIOD TIpPaxiaH, M3JIOKEHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOINPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, GamMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIPMHMMATEJIA:

4. MecTO HnpoBelIeHMs I[IJIAHOBOM IMPOBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBUBUTEH IIprMKasa O IIPpOoBeOeHUN T1JIaHOBOM IIPpOBEPKM: OT

N

6. YUeTHBEM HOMEP I[IPOBEPKM U HOaTa [IPUCBOEHMS YyUYEeTHOT'O HOMepa IPOBEPKM B
EomHOoM peecTpe NPOBEPOK:
7. IOJIIXHOCTE, bammnmsa u MHULIMAJIB IIOJIXHOCTHOT O Juia (J1m11) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxawnimmMx comepxaHue o0sa3aTesIbHHX TPpeOOoBaHUM,
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

OTBET Ha KOTOPHE OIHOBHAYHO CBMUIETEJBLCTBYET O COOJIOOEHMM MM HeCOOJIOIeHUU
OPUIONYECKMUM JIMLIOM, MHIOMBMIYAJIbHEM NpenlprHMMaTelieM o0g3aTelIbHEIX TpeBoBaHMit,
COCTaBJISOIMX [NPEeIMET INPOBEPKN:

N Bomnpocsl, oTpaxaromue cofep:xanue PexBu3uTHI BriBOI O
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOpPMaTHUBHBIX BBITIOJTHEHUH
IIPaBOBBIX AKTOB, C | TpeOOBaHUH
YKa3aHHUEM UX
CTPYKTYPHBIX na HCT
€MHHULL, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOBaHMS

®enepanbhbliii 3akoH oT 12 ampenst 2010 r. N 61-®3 "OO obpamieHnu J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); Oenepanbhblii 3ak0H OT 8 sHBaps 1998 r. N 3-03
"O HapKOTHUYECKHUX CPEICTBAX U MCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOAATETHCTBA
Poccuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (manee - N 3-D3);
[IpaBusia oTmycKka JIEKAPCTBEHHBIX IMPENaparoB s MEIUIUHCKOTO NPUMEHEHHs, B TOM
Yyclie MMMYHOOMOJIOTMUECKHUX JIEKAPCTBEHHBIX MPENaparoB, alTeYHbIMU OpraHU3aIUsIMHU,
VH/MBUYaIbHBIMU NPEANPUHUMATENIAMU, UMEIOIIMMH JIMICH3UI0 Ha (papMaleBTHYECKYIO
NesITeNbHOCTh, YTBEP)KJICHHbIE NMPHUKa30oM MUHHCTEpPCTBA 31paBooxpaHeHHst Poccuiickoit
@eneparun ot 11 umrons 2017 r. N 4031 (3apeructpupoBaH MHUHHMCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepaumu 8 cenrsiops 2017 r., perucrpaumonssiii N 48125) (manmee -
[IpaBuna ormycka); Ilopsinok Ha3Ha4YeHHs] W BBIUCBHIBAHMS JIEKAPCTBEHHBIX IPENapaToB,
W3JIeU MEIMIMHCKOTO Ha3HAueHUsi U CIEUHUAIU3UPOBAHHBIX IPOJYKTOB JEueOHOIro
NUTAHUSA, YTBEP)KICHHBIM [pHKazoM MuHHCTEpPCTBAa 3]IPAaBOOXPAHEHHS] M COLMAIBHOIO
pa3Butust Poccuiickoit ®eneparuu ot 12 ¢despans 2007 r. N 110 (3apeructpupoBan
MunuctepctBoM roctunnu Poccniickoit ®enepannn 27 anpens 2007 1., perucTpaliiOHHbIN
N 9364) c u3MEHEHUsIMH, BHECEHHBIMU IIpHKa3oM MUHHCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®eneparmu ot 26 depanst 2013 r. N 94H (3apeructpupoBad MUHUCTEPCTBOM
rocturu Poccuiickoit @eneparuu 25 utoHs 2013 r., peructpamronssiii N 28881) (nanee -
Wnctpykuus); llepeyeHb HAPKOTUYECKHX CPEACTB, IICUXOTPOMNHBIX BEIIECTB M HX
MIPEKYpCOpPOB, TMOJuIekanumx KoHTpointo B Poccuiickorn ®enepanuu, yTBEpKIACHHbBIN
nocraHoBieHueM IlpaButensctBa Poccuiickoint @enepauyu ot 30 urona 1998 r. N 681
(Cobpanwue 3akoHomarenscTBa Poccuiickoit @eneparm, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (manmee - IlepeyeHb HAPKOTHYECKUX U TCHUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapaToB); Popmbl OJAHKOB PELENTOB, COJAEPXKALUIMX Ha3HAYEHHE HApKOTUYECKUX
CPEACTB WJM IICUXOTPOIHBIX BELIECTB, MOPAJOK HUX M3TOTOBJICHUSA, paclpeleseHus,
perucTpanyy, yuyera U XpaHeHHs, a TaKxke MpaBuiia ohopMIIeHHUs, YTBEPKACHHbIE IPUKA30M
MunucrepctBa 31paBooxpaHenust Poccuiickoir @enepanun ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan MunucrepctBoM roctutiuu Poccuiickoit @enepanuu 15 asrycra 2012 r.,
peructpauronHbii N 25190) ¢ u3MeHeHUsMH, BHECEHHBIMH NpPHKa3oM MMHHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit @enepanu ot 21 anpenst 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctumu Poccuiickoit ®deneparuu 18 urosst 2016 1., peructpalliOHHbINA
N 42887) (nanee - mpukaz N 54); [lopsanok Ha3HAYEHHsS U BBIMUCHIBAHUSA JIEKAPCTBEHHBIX
IpernaparoB, a Takke GOPM pelenTypHBIX OJIAHKOB Ha JIEKapCTBEHHBIE MTPENapaThl, HOPSIOK
oopmieHns ykazaHHBIX OJIAHKOB, MX ydYeTa M XpaHEHHUS, YTBEP)KICHHBIH MPUKa30M
MunuctepctBa 3npaBooxpanenust Poccuiickoit ®enepaunu ot 20 nexkadpst 2012 r. N 11751
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"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(3apeructpupoBan MunuctepctBoM toctuiiuu Poccuiickoit denepanuu 25 urons 2003 r.,
peructpauronHbii N 28883) ¢ u3MEHEHUs MM, BHECEHHBIMM NpHKa3oM MuHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 21 anpens 2016 r. N 254H (3apeructprupoBaH
MunuctepctBoM toctuiiun Poccuiickoit denepanun 18 uronst 2016 T., perucTparoHHBINA
N 42887) (manee - Ilopsmox Ha3Ha4YeHHWS W BBIMUCHIBaHUs); [lepedyeHb JeKapCTBEHHBIX
CPEeACTB UIsI MEIUUMHCKOTO MPUMEHEHHUs, MNOJIeKAINUX IMPEIMETHO-KOJINYECTBEHHOMY
Y4YETy, YTBEPKICHHBIM MpuKa3oM MuHucTepcTBa 3apaBooXpaHeHus Poccuiickon
@enepanuu ot 22 ampens 2014 r. N 183H (3apeructpupoBan MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepaunn 22 urons 2014 r., peructpaunonnsiii N 33210) ¢ usmeHeHUsIMH,
BHECEHHBIMH IPUKa30M MuHHUCTEpCTBa 3ApaBooxpaneHust Poccuiickoit ®enepanuu ot 10
centsiops 2015 r. N 634n (3apeructpupoBaH MUHHCTEPCTBOM IOCTHIMH Poccuiickoi
Oenepanmu 30 centsops 2015 r., peructpanmmonusii N 39063) (mamee - IlepedyeHn
JEKapCTBEHHBIX cpencTB); llopsaok oTmycka (GU3WYECKUM JIUIAM  JIEKapCTBEHHBIX
npenapaTroB JJis MEAUIMHCKOTO NPUMEHEHHS, COAEpKAIIUX KpPOME MajbIX KOJIHUYECTB
HAapKOTUYECKUX CPEJCTB, TICUXOTPOMHBIX BEHIECTB M HX NPEKypCOpPOB JIpyrue
(hapMakoJIOTHUYECKHE aKTUBHBIC BEIIECTBA, YTBEPKACHHBIM NpPHKAa30oM MUHUCTEPCTBA
3paBOOXpPaHEHUS U conuaibHOro pa3sutusi Poccuiickoit denepamuu ot 17 mast 2012 r. N
5621 (3apeructpupoBaH MuHHCTEpCTBOM tocTHIMKM Poccuiickoit @eneparnuu 1 urons 2012
r., peructpaunoHHbli N 24438) ¢ M3MEHEHHSIMH, BHECEHHBIMHU MPHKa30M MHHHCTEPCTBA
3npaBooxpaneHus Poccuiickoit ®enepanuu ot 10 centsOps 2015 1. N 634H
(3apeructpupoBan MunHCcTEpcTBOM FocTHIMH Poccuiickoit @eneparuu 30 centsopst 2015
r., peructpanronubiii N 39063) (manee - mopsanok); [lepedeHr KU3HEHHO HEOOXOANUMBIX U
BOXHEHIIMX JIEKApCTBEHHBIX MpenapatoB Ha 2016 roxa, a Takke NEePEUYEHb JICKAPCTBEHHBIX
npenaparoB Uil  MEAMIIMHCKOIO  NPUMEHEHUWsS W MUHUMAJBHBIA __ aCCOPTUMEHT
JIEKapCTBEHHBIX IMPEMapaToB, HEOOXOMUMBIX [JIS OKa3aHWs METUIIMHCKOW IMOMOIIIH,
yTBEp)KIeHHbIe pacriopsbkeHueM llpaButenscrBa Poccuiickoit @enepauuu ot 26 nexadps
2015 r. N 2724-p (Cobpanue 3axoHonarenbctBa Poccuiickoit @enepauuu, 2016, N 2, cT.
413) (manee - IlepedeHp JEKAPCTBEHHBIX MPENAPATOB, BXOIANIMX B MHUHHUMAJIbHBIN
accopTuMeHT); [lepeueHp JOMKHOCTEH (apMalleBTUYECKUX U METUIIMHCKUX paOOTHUKOB B
OpraHu3alMIX, KOTOPBIM MPEJOCTABICHO MPABO OTIYCKa HAPKOTHUYECKUX JIEKAPCTBEHHBIX
MpemapaToB M TMCUXOTPOIHBIX JIEKAPCTBEHHBIX MpemapaToB (U3MYECKHM UM,
YTBEPKICHHBIN ITpUKa3oM MuHHCTepcTBa 3apaBooxpanenus Poccuiickon ®enepanun ot 7
centsiops 2016 r. N 681H (3apeructpupoBaH MUHHCTEPCTBOM IOCTUIIMHM Poccuiickoit
Oenepannu 21 centsiops 2016 r., peructpanmonusii N 43748) (mamee - Ilepedyenn
JTOJKHOCTEH )

1. |OrnmyckaroTcst M HapKOTUYECKUE u | myHKT 3 [IpaBun
NICUXOTPOIIHBIE JIEKAPCTBEHHbIE IIPENapatsl 110 | OTIyCKa
peuenTtam?

2. |Ormyckatorcss 1 UMMyHoOWonorudeckue | myHKT 3 [IpaBun

JIEKapCTBEHHbIE Mpernaparsl Mo peuentam? OTITyCKa
3. | Ormyckatores I HapKOTHUYECKHE v | nyHKT 4 [IpaBun

NICUXOTPOIIHBIE  JIEKAPCTBEHHBIEC IIPENApaThl, | OTITYCKa;
BHeceHHble B Coucok Il Ilepeuns | npunoxenus N 1 u 2
HapKOTUYECKHUX u IICUXOTPONHBIX | K pukasy N 54H

JIEKapCTBEHHBIX [IpenapaTos, npu
MPEIbSABICHUN PELENTOB, BBIIUCAHHBIX Ha
peuentypubix Onmankax ¢opmer N 107/y-HII,
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

yTBEPkKACHHOM npuka3oM N 54H?

OTtnyckaroTcst M MICUXOTPOIHBIE
JIEKapCTBEHHbIE IIpenaparbl, BHECEHHbIE B
Coucok IIT IlepeyHss HapKOTHYECKHX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPENaparos,
MIPU TPEIBSIBICHUN PEIIETITOB, BHIMUCAHHBIX Ha
peuentypHubix OmaHkax ¢dopmbl N 148-1/y-88,
yTBEpKJIeHHOU npuka3zom N 54H?

nyHKT 4 [IpaBun
OTITYCKa;

nyHKT 9 Tlopsinka
Ha3HA4YCHUS U
BBITIMCHIBAHUS

OtnyckaroTcst M HapKOTUYECKUE U
IICUXOTPOIHBIE  JIEKAPCTBEHHBIE  IIPENapaThbl
Coucka 11 IlepeuyHss HAapKOTMYECKHX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB B
BUJE TpaHCIEPMAJIbHBIX  TEpPaleBTHUECKUX
CUCTEM  TpU  TPEABbABIEHUU  PELEINTOB,
BBIMMCAHHBIX HAa  pELEeNTypHbBIX  OJaHKax
dopmbr N 148-1/y-88,  yTBep:KIeHHOMH
npukazom N 54u?

nyHKT 4 [TpaBun
OTITyCKa;

nyHKT 9 Ilopsnka
Ha3zHA4YEeHHS U
BBLIITUCHIBAHUS

OTnyckaroTcsl 1M JIeKapCTBEHHBbIE Mperaparsl,
BKJIIOYCHHBIE B IE€pPEUYCHb JIEKAPCTBEHHBIX
CpeACTB JUIS MEIUIIMHCKOTO TIPUMEHEHUS,
MOJUIeKAMUX  MPEIMETHO-KOJIMUYECTBEHHOMY
y4eTy, TpHh  TPEIbSBICHUH  PEIEINTOB,
BBIIIMCAHHBIX HA  PEleNnTypHbIX  OJlaHKax
dopmbr N 148-1/y-88,  yTBep:KIeHHOMH
npukazom N 54u?

nyHKT 4 [IpaBun
OTITYCKa;
paszenst I; II; I
[lepeuns
JIEKapCTBEHHBIX
CpEeICTB

OTmyckaroTcsl JIn JICKapCTBEHHBIC Tpenaparsl,
obnajaromue aHaOOIMYEeCKOH aKTUBHOCTBIO,
NPU TIPEIbSBICHUH PEIECTITOB, BHIMMCAHHBIX Ha
peuentypHbix Onankax dopmbl N 148-1/y-88,
yTBepkaeHHOU puka3zom N 54u?

. 4 [IpaBun
OTITYCKa;

HOJMVHKT 3 IIYHKTA
9 Tlopsinka
Ha3HAYEHUS U
BBINTUCHLIBAHUS

OTmyckaroTCsl M JIGKQpCTBEHHBIE Ipemaparhl,
collepkaliie  KpoMe  MajblX  KOJHUYECTB
HApKOTUYECKUX  CPEACTB,  TMCUXOTPOIHBIX
BEIIECTB U  HUX  MPEKypcopoB  Jpyrue
(hapMaKoIOTUYECKUE aKTUBHBIC BEIIECTBA, MPHU
MPEAbSIBICHUN PELENTOB, BBIMUCAHHBIX Ha
peuentypHbix OnaHkax ¢Gopmbl N 148-1/y-88,
YTBEPKIACHHOU nprka3zom N 54H?

nyHKT 4 [TpaBun
OTITYCKa;

IIYHKT S TIOpsAJIKa

OcymiecTBisieTcsl I OTIYCK JIEKAPCTBEHHBIX
npenaparoB 0e3 penenToB B COOTBETCTBUHU C
UHCTPYKIMSAMH  TI0  UX  MEIUIHMHCKOMY
IIPUMEHEHHUIO?

nyHKT S [TpaBun
OTIyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

10. |OcyuiecTBigercs U OTIYCK JIEKAPCTBEHHBIX | MyHKT 6 ITpaBui
IIpernapaToB B TEUYEHHWE YKA3aHHOI'O B PELENTE | OTIycKa
CpOKa €ro JAecTBHs?

11. |Ilpunumaercs 1nu B ciaydae OTCyTcTBUS | MyHKT 6 [TpaBun
JIEKapCTBEHHOIO  Mpernapara  peuenT  Ha |OoTIycKa
00CITy’)KUBaHHE B CIIEYIOLINE CPOKU:

penent ¢ nomeTkoi "statim" (HemeuieHHO) | myHKT 6 [TpaBuin
oOCily’)KMBaeTcs B~ TEYEHHE  OJIHOTO | OTIyCKa
paGouero AHs co JHsS OOpalleHus JHula K

CyOBbEKTy PO3HUYHOM TOPTOBIIH?

peuent c¢ momeTrkoil "cito" (cpouno) | myHKT 6 [TpaBun
00CITy’)KMBaeTCs B TEUYEHUE JBYX pabOuuX |OTIycKa

JHEW co JHS OOpaimeHus: Juma K CyObeKTy

PO3HUYHOI TOProBiIu?

peuent Ha JIEKapCTBEHHBIM Ipenapart, | yHKT 6 [TpaBui
BXOJSIIMM B MUHHUMAJIBHBIA ACCOPTHUMEHT | OTIIyCKa
JIEKapCTBEHHBIX IpernapaToB TUISt

MEIULUHCKOI0 IPUMEHEHHUs, HEOOXOIUMBIX

U1l OKa3aHUS MEIMIMHCKOW IOMOIIH,

00CITy’)KMBAeTCs B TEUYEHUE IATH pabouux

THEW co AHA OOpallleHUus JHLA K CyObeKTy

PO3HUYHOI TOProBiIu?

12. | O6cmy>KuBaeTcs JIM pelenT Ha JIEKapCTBEHHBIN | MyHKT 6 [TpaBun
IpenapaT, OTIyCKaeMblil OecIJIaTHO MM CO | OTIycKa
CKUIKOM ¥ HE BOIIEOIINHA B MHHUMAaILHBIN
aCCOPTUMEHT JIEKapCTBEHHBIX IpEnapaToB s
MEIULUHCKOTO TPUMEHEHHUs, He0OXOAUMBIX
JUId  OKa3aHUs MEIUIMHCKOM IIOMOIIM, B
TEUYEHUE JeCATH pabouymx JHEH co JHA
oOpamieHusi JHuma K CYOBEKTY PO3HUYHON
TOproBiu?

13. | ObcnyxuBaroTcs I penenTsl Ha | myHKT 6 [IpaBun
JIEKapCTBEHHbIE Tperaparhl, Ha3HayaeMble IO | OTITyCKa
pelIeHnI0 BpayeOHOM KOMHUCCHM, B TEUYCHHE
NATHAAUATH pabouynx AHEH co AHsA oOpalieHus
JMIA K CyOBEKTY pO3HUYHOU TOProBIiIu?

14. | OTtmyckaroTcs J1M JIEKapCTBEHHBIE Ipenapartsl | MyHKT 6 [TpaBui
10 pelenTaM ¢ UCTEKIIMM CPOKOM AEUCTBUS? | OTIycKa

15. |OcymecTBasieTcs M TNpPH HCTEUYEHUM CpoKa | MyHKT 6 [TpaBun
JEMCTBUS pelenTa B NEPUOJ HAaXOXKJIEHUS €ro | OTIycKa
Ha OTCPOYEHHOM OOCIYXHBaHUU  OTILYCK
JIEKapCTBEHHOI'0  IIpermapata IO  TaKoOMy
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

penenty (0e3 ero nepeodopmiaeHus)?

16.

OTHYCKaIOTCH JIM JICKAPCTBCHHBIC IIPCITIapaThl B
KOJIMYCCTBEC, YKA3aHHOM B peuenTe?

nyHKT 7 [IpaBun
OTIIYCKa;
npuioxenus N 1 u
N 2 INopsinka
HAa3HAYCHUS U
BBIITACHIBAHUS

17.

Otmyckaer au (apmarieBTUYECKUid PaOOTHHUK
npeeabHO JOTTYCTHUMOE WIH
PEKOMEHI0BaHHOE KOJIMYECTBO
JIEKApCTBEHHOT'0 MpernapaTta Jyisi BbIIUChIBAaHUS
Ha OJIMH PEUENT NpU MPEAbSIBICHUHN PELENTa ¢
MPEBBIINICHUEM MPEETbHO JTOMYyCTUMOTO WU
PEKOMEHI0BAaHHOTO KOJIMYECTBA
JIEKapCTBEHHOT'O IpernapaTa JJisi BbIIUChIBAHUS
HAa  OJIMH  peUenT C  MPOCTaBICHUEM
COOTBETCTBYIOIIEH OTMETKH B pelente?

nyHKT 7 [TpaBun
OTIyCKa

18.

OcymiecTBisieTcss 1M OTIYCK JIEKapCTBEHHOTO
mpernapara B MEPBUYHOM UM BTOPUYHOU
(moTpebuTeNnbCKOoit) yIIaKOBKax c
MapKUpPOBKOW?

crathsa 46 N 61-D3;
ovHKT 3 ctatbu 27 N
3-03;

nyHKT 8 [IpaBun
OTITyCKa

19.

Hapymaercs 1m  mepBuYHas  yNakoBKa
JIEKapCTBEHHOTO Tperapara npu ero OTITyCKe?

nyHKT 8 [IpaBun
OTITyCKa

20.

[IpocTaBnsiercs M npu OTITyCKE
JIEKApCTBEHHBIX  IPEMapaToB Ha  pelente
OTMETKa 00  OTIyCKE  JIEKapCTBEHHOTO
rpenapara ¢ yKkazaHueM:

nyHKT 9 TlpaBun
OTITyCKa

TOProBOr0 HAMMEHOBAHUS, JO3UPOBKH U
KOJINYECTBA OTIYIIEHHOI'O JIEKAPCTBEHHOTO
npenapara?

nyHKT 9 [IpaBun
OTITyCKa

(hamMuiIMy, UMEHHU, OTYecTBa (TIPH HAJTMYUH)
MEIUIIMHCKOTO pa0OTHUKA B  CiydYasx,
YKa3aHHBIX B a03alle YeTBEPTOM INYHKTA 7 |
abszane tperbem myHkTa 10 IlpaBun
oTIyckKa?

nyHKT 9 [IpaBun
OTIyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUIHOCTH Juna, MTOJTY YU BIIETO
JIEKapCTBEHHBI  Tpemnapar, B  cilyd4ae,
ykazaHHOM B nyHkTe 20 [IpaBun ormycka?

nyHKT 9 TlpaBun
OTITyCKa

(dhamMuiuy, UMEHHU, oTyecTBa (TIPU HATMYUH)
(hapmareBTHIeCcKOoro paboOTHHUKA,

nyHKT 9 [IpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTITYCTHUBILIETO JIEKAPCTBEHHBIN Mpemnapart, 1
€ro Moanucu?

AAaThl OTIIYCKA JICKAPCTBECHHOI'O npenapaTa?

nyHKT 9 [TpaBun
OTITyCKa

21.

Bo3Bpamjaercs 1M penent ¢ OTMETKOM IIpU
OTIIyCKE JIEKAPCTBEHHBIX IpeNapaToB IO
pelenTy, BBINMCAHHOMY Ha peLenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok HOEUCTBUS KOTOPOTO
COCTaBISICT OJMH roj?

nyHKT 10 ITpaBun
OTITYCKa;

npunoxenue N 2
[Topsiaka
Ha3HAYeHUSI U
BBEITTUCBHIBAaHUSA

22.

[lepenaercs M (bapmaleBTUYECKUM
paboTHUKOM JUILLY, npuoOpeTaronemMy
(momyyarorieMy) J€KapCTBEHHBIE Tpernaparhbl
II0 PELENTy, BBIIMCAHHOMY Ha PELENTYpPHOM
OyaHke dopmer N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unu Qopmbl
N _148-1/y-06 (1), yTBepkaeHHON npukazoM N
54H, 3aNI0JTHEHHBIN KOPEIIOK TaKOTo perenTta?

nyHKT 11 ITpaBun
OTITyCKa

23.

[IpocraBnsercs M npu OTITyCKE
HApPKOTUYECKOTO u MICUXOTPOITHOTO
nekapcTBeHHoro  mpemapara  Comcka 11
[lepeyns HAPKOTUYECKHX W TICHUXOTPOIHBIX
JIEKapCTBEHHBIX IIpernapaToB Ha penente o0
OTIIyCKE JIEKapCTBEHHOI'O IIpernapara Ie4yaTh
OpraHM3alii, B KOTOPOH YyKa3aHO IOJHOE
HauMeHOBaHUE (TIPU HATUYUY TTeYaTH)?

nyHKT 12 [IpaBun
OTITyCKa

24.

Ha pemente wnmm  Kopemike — perenra
yKa3bIBae€TCS JIM TOYHOE Bpems (B dYacax H
MUHYTax) OTIyCKa HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOTO mpernapara’?

nyHKT 13 IIpaBun
OTITyCKa

25.

NMMyHOOHOMOTHYECKUE JIEKapCTBEHHBIE
npenaparbl OTIIYCKAKOTCA JIM TIPH HAJIWYUU
CHeIMaJIbHOTO TEPMOKOHTEMHEpa?

nyHKT 13 [IpaBun
OTITyCKa

26.

Ocratorcss W XpaHATcs JH y CyObeKkra
0OpaIleHusl JTIEKAPCTBEHHBIX CPEICTB PELEHTHI

nyHKT 14 TIpaBun
OTITyCKa

(c ormerkoit "JlekapCTBEHHBIM mpenapar

oTmymieH") Ha:
HapKOTUYECKUE 51 ncuxoTponHsle | IyHKT 14 [IpaBun
JekapcTBeHHble Tpenaparbl  Croumcka Il | oTmycka

[lepeuHss HAPKOTHUECKHUX U TCUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB - B TEUYCHHE
ATH JET?
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IIPENapaThl
Croucka III TlepeuHs HapKOTHUECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TCUCHUE IISITH JIET?

nyHKT 14 IIpaBun
OTITyCKa

JIEKapCTBEHHbIE Tpenaparhbl, OTIyCKaeMbIe
0eCIUIaTHO WJIM CO CKMIKOM, - B TEUCHHE
Tpex jier?

yHKT 14 [IpaBun
OTIIyCKa

KOMOWHUPOBaHHbIE JIEKapCTBCHHBIE
Ipenaparsl, COAEpXKAIUE HAPKOTHYECKUE
CpPEeICTBa WU IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crnucku Il u [I Ilepeuns
HapKOTUYECKUX u IICUXOTPOIHBIX
JIEKApCTBEHHBIX Ipenaparos,
U3TOTOBJICHHBIE B allITEYHON OpraHU3alyH, -
B TEYEHHE TPEX JIET?

nyHKT 14 [IpaBuin
OTITyCKa

JIEKapCTBEHHBIE Ipenaparhbl, o0Jajgaromye
aHa0OJIMYeCKOW aKTUBHOCTBHIO, - B TCUCHUE
Tpex jer?

nyHKT 14 [IpaBui
OTITyCKa

JICKapCTBEHHBIC Tpenapathl, Mmoiexkainue | myHKT 14 [TpaBun
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, - B |OTITyCKa
TEUEHHUE TpeX JeT?

JEKapCTBEHHBIE Tperapartbl B KUAKoM | myHKT 14 [IpaBun
JIeKapCTBEHHOH (hopMme, copeprkaiiue Oosee | OTIycKa

15% otmnoBoro cmmpra OT o0OBeMa

TOTOBOM TIPOJAYKIIMHM, - B TEUYCHHE TPEX

MecAeB?

VHBIE JIEKapCTBEHHBIE npenaparsl, | IyHKT 14 [TpaBun
OTHOCSIIIHECS o ATX K | OTIyCKa
AQHTUIICUXOTUYECKUM  cpeAacTBamM (KO

NO5A), ankcuomutukam (koxg NO5SB),

CHOTBOPHBIM M CCHATUBHBIM CpCACTBAM

(xom NOS5C), antumenpeccantaMm (KOf
NO6A) u He MO JIEXKAII[HE
MPEMETHO-KOJIMYECTBEHHOMY y4YeTy, - B

TECYCHHUC TPECX MGCHI_IGB?

27.

Penentel, He yka3zanHbie B nyHkTe 14 IlpaBun
OTITyCKa,
"JlexapcTBEHHBIH Npenapar oTnyIeH"?

OTMCYAOTCA I mTaMIIOM

nyHKT 15 [IpaBuin
OTITyCKa

28.

Peuentel, He yka3anHble B yHkTe 14 IIpaBun
OTITIyCKa,
[I0JIy4MBILIEMY JIEKAPCTBEHHBIN Npenapar?

BO3BpaliarOTCA JIn Juny,

nyHKT 15 [IpaBun
OTITyCKa
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29. |HUmeercs m JKypHAIL, B KOTOpOM
PETUCTPUPYIOTCS  PELENThl, BBIIMCAHHBIE C
HapyuienueM [IpaBun oTmycka, ¢ ykazaHueM:

nyHKT 15 [IpaBun
OTITyCKa

BBISIBIICHHBIX HapYHIEHUH B OQOpPMIICHUH
peuenta?

nyHKT 15 IIpaBun
OTIyCKa

(dbamMuTul, UMEHH, OTYeCTBa (TIPU HAJMYUH )
JIMIA, BBITUCABIIETrO penentT?

nyHKT 15 IIpaBun
OTIyCKa

HaMMCHOBaHUA MGI[I/IHHHCKOﬁ

OpraHu3anuu?

nyHKT 15 IIpaBun
OTIyCKa

MPUHSTHIX Mep?

nyHKT 15 IIpaBun
OTIyCKa

OrpanuveHus, HajaraeMbie Ha (apMaleBTUYCCKUX PaOOTHUKOB MPHU OCYIICCTBICHUU UMU
po¢eCCUOHAIBHON JIeSITENIbHOCTH (cTaThs 74 denepanbHoro 3akoHa ot 21 HosOps 2011 r.
N 323-®3 "O6 ocHOBax OxpaHbl 310pOBhs rpaxkaan B Poccuiickoit ®eneparnuun" (Cobpanue
3akoHoaarenbcTBa Poccuiickont @enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)

(mamee - N 323-03)

30. | dapmarneBTHUECKHE PAOOTHUKU U
PYKOBOJUTENN alITEUHBIX OPraHU3aLIMN:

HOOJAMYHKTHI 2 U 4
OVHKTA 2 ctateu 74

N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

MIOJTy4aroT JIU OT KOMIIAHWUH, TIPEJCTABUTENS
KOMITaHUU 00pa3iibl JIEKapCTBEHHBIX
MpenaparoB JUIsl BPYYEHUs HACEIECHUIO?

HOAMYHKTHI 2 U 4
IIyHKTa 2 cTathu 74

N 323-®3;

nyHKT 17 [IpaBun
OTITyCKa

MIPEIOCTABIISAIOT JTU HACETICHUIO
HEJOCTOBEPHYIO U (WUJIH) HEMOJIHYIO
nH(GOPMAIIHIO O HATUYHH JICKAPCTBEHHBIX
MpenaparoB, BKIIOYAs JICKAPCTBEHHBIC
npenaparsl, UMEIOIINE OJMHAKOBOE
MEXIyHApOIHOE HEITATCHTOBAHHOE
HanMeHOBaHHe?

HOOJANYHKTHI 2 U 4
OVHKTA 2 ctateu 74

N 323-03;

nyHKT 17 IIpaBun
OTIyCKa

CKPBIBAIOT JIM HH(OPMAIIHIO O HATHYUH
JICKapCTBEHHBIX MPENapaToB, UMEIOIIUX
OoJiee HU3KYIO IIEHY?

OOANYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

TpeGoBaHust K OTMYCKYy HAapKOTHYECKHUX M ICHUXOTPOIHBIX JIEKAPCTBEHHBIX IPETapaToB,
aHA0OJINYECKON

00a1aronmMx

JICKApCTBCHHBIX  MPEIaparTos,

AKTUBHOCTHIO,

HHBIX
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[aTta coxpaHeHus: 22.07.2022

JICKApCTBCHHBIX NPCIAPATOB, HOAJICKAINNUX TPCAMETHO-KOJIMYCCTBCHHOMY YUCTY

31.

OcymiecTBIsIeTCsl JIM OTITYCK HAPKOTHYECKHX U
MICUXOTPOMHBIX JICKAPCTBEHHBIX IPENapaToB
(hapmaneBTHIECKUMU paboTHUKaMHU,
3aHUMAOIIUMU  JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepedyeHn AOMKHOCTEH?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
OJDKHOCTEM

32.

OcymiecTBisieTcs M OTIYCK JIEKapCTBEHHBIX
IpernapaToB, o00JajarOMUX aHAOOIHYECKON
aKTHBHOCTBIO, (bapmaneBTHIECKIMU
pabOTHUKAMH, 3aHMMAIOIIUMH  JOJDKHOCTH,
BKJIFOUECHHBIE B [lepedeHp 10IKHOCTEN?

nyHKT 19 [IpaBun
OTIIyCKa;

[lepeuenn
OJDKHOCTEN

33.

OcymiecTBisieTcsl JIM OTIYCK JIGKAPCTBEHHBIX
MpemnapaTos, MOITIEKALITIX
MIPEeIMETHO-KOJIMYECTBEHHOMY y4ery,
(hapmareBTHICCKUMU paboTHUKaMHU,
3aHUMAOIIAMHU JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepeyeHb AOMKHOCTEN?

nyHKT 19 [IpaBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

34.

OTtnyckaroTcst M HapKOTUYECKUE U
IICUXOTPOIIHbIE  JIEKAPCTBEHHBIE  IIpenaparsl
Coucka Il IlepeuyHss HapKOTHMYECKHX H
IICUXOTPONHBIX JIEKAPCTBEHHBIX IIPENapaToB
npu MPEABSABICHUN JIOKYMEHTA,
YAOCTOBEPSIOIIETO JINYHOCTb, Uiy,
YKa3aHHOMY B pelenTe, €ro 3aKOHHOMY
MPEACTABUTEN0  WIM  JIAIY, HUMEILEMY
o OopMIIEHHYIO B COOTBETCTBUU c
3akoHozarenbCcTBoM Poccuiickonn deneparuu
JIOBEPEHHOCTh Ha IMPAaBO MOJYYEHUS TaKHUX
HApKOTHUYECKHUX " MICUXOTPOIHBIX
JIEKapCTBEHHBIX MpemapaToB?

nyHKT 20 [TpaBun
OTIyCKa

35.

Brimaercs im mocne oTiycka HQpKOTUYECKUX U
MCUXOTPONHBIX JIEKAPCTBEHHBIX IMpenapaToB
Coucka I w I IlepeyHss HapKOTHUYECKUX H
MCUXOTPOMHBIX JIEKAPCTBEHHBIX IMpenapaToB
CUTHATypa C JKEJITOU MOJIOCOM B BEPXHEU YaCTH
U HAINUCBIO YEpHBIM MIPUPTOM Ha Hel
"Curnatypa', B KOTOPOH yKa3bIBaIOTCS:

nyHKT 22 [IpaBun
OTITyCKa

HAMMCHOBAHHUE M aJPEC MECTOHAXOKICHHUSI
cyObekTa  OOpamieHHuss  JIGKAPCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMEp U J1aTa BBIMMCAHHOTO perenTa?

nyHKT 22 [IpaBun
OTITyCKa
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bamunus, uMs, OTYeCTBO (IPU HAJMYUH)
aMna, Uil KOTOpPOro  IpeJHa3HaueH
JIEKapCTBEHHBIN ITpenapar, ero Bo3pact?

nyHKT 22 [IpaBun
OTITyCKa

HOMEp MEIULMHCKON KapThl NAalleHTa,
MOJTyYalolIero MEIUIMHCKYI0 MOMOIIb B
aMOyJIaTOPHBIX YCIOBHAX, Ui KOTOPOIO
IpeJHa3HaueH JeKapCTBEHHBIH mpenapat?

nyHKT 22 [IpaBun
OTITyCKa

dbamMuiusa, uMs, OT4eCTBO (TIPH HAJIWYUH)
MEIUIMHCKOTO PAaOOTHUKA, BBIMKCABIIETO
perent, ero KOHTaKTHBIM TeneoH mmbo
TeneOH MEAUIIMHCKOW OpraHu3aIuu?

nyHKT 22 [IpaBui
OTITyCKa

COACPIKAaHUC PCLCIITA HA JIATUHCKOM SI3BIKE?

nyHKT 22 [IpaBun
OTITyCKa

bamunus, UM, 0TYeCTBO (MIPH HAJIMYUH) U
NOANKCh (PapMaleBTUYECKOTO pPaOOTHHKA,
OTITyCTHBILIETO JEKapCTBEHHBII npenapar?

nyHKT 22 [IpaBun
OTIIyCKa

AaTa OTITyCKa JICKAPpCTBCHHOI'O npenapaTa?

nyHKT 22 [IpaBun
OTITyCKa

TpeboBanust K OTMYCKYy JEKapCTBEHHBIX TPENaparoB IO TpeOOBaHHUSIM-HAKIATHBIM
MEIMIMHCKUX OpraHu3alui, MHAUBUAYAJIbHBIX MPEANPUHUMATENICH, UMEIOIINX JIMLIEH3UIO
Ha MEIUIUHCKYIO JIEATEIbHOCTh

36.

Nwmeercs nmu Ha TpeOOBaHUSAX-HAKJIAJAHBIX Ha
ITOJIyYEHUE JICKaPCTBEHHBIX MTPENapaToB:

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

ruasbl 111
HNHucrpykuun

mramir?

nyHKT 26 [IpaBun
OTIIyCKa;

pumoxenne N 13

riassl (11
WNHcTpykunn

Kpyrias MEIULINHCKOU

OpraHu3anuu?

reyaTtb

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

raassl 111

HNHucrpykuun
MOANNCH €€ PYKOBOAMTENS WIM  ero | myHKT 26 [IpaBun
3aMeCTHTeIN 1o JeueOHoM yacTu? OTIIYCKa;

pumoxenne N 13

raassl 111
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HNHucrpykuun

HOMCP I[OKYMGHTa?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raasbl [11
WNHcrpykunn

JaTa COCTaBJICHUA HOKYMGHTa?

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
raassl 111
HNHuctpykuun

HAanMCHOBAHUC
JICKApCTBECHHOT'O HpenapaTa?

OTIIPABUTCIIA

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raasbl [11
WNHcrpykunn

HanMCHOBAHUC
JICKapCTBEHHOTO Ipernapara?

nojry4yarteiisa

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
raassl 111
HNHucrpykuun

HalMEHOBAaHME JIEKAPCTBEHHOI'O Ipernapara
Ha JIATUHCKOM  s3bIKke (C  yKa3zaHUEeM
JIO3UPOBKH,  (OopMBI  BBIIyCKa,  BHJA
YIaKOBKH, CLI0OC00a MpUMEHEHHUS)?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raasbl [11
WNHcrpykunn

KOJIMYECTBO 3aTpe0OBaHHBIX
JIEKapCTBEHHBIX TpenapaToB?

nyHKT 26 [IpaBun
OTIIyCKa;

[punoxenue N 13
raassl 111
HNHuctpykuun

KOJINYECTBO U CTOMMOCTb OTIYIIEHHBIX
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raasbl [11
WNHcrpykunn

37.

OCYHIGCTBJISIGTCSI JU OTIYCK IO OTACJIbHBIM
Tpe60BaHI/I$[M-HaKJ'Ia)IHI>IM:

nyHKT 27 [IpaBun
OTITyCKa

HapKOTUYECKUX u IICUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB Crucka I u 11
IlepeuHss HAPKOTUYECKHUX U IICUXOTPOIHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 27 [IpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JICKApCTBCHHEBIX IIPEIapaToB, IMOJJICKAIINX
npeaAMETHO-KOJIIMYCCTBECHHOMY y‘ICTY?

nyHKT 27 [IpaBun
OTITyCKa

HHBIX JICKAPCTBCHHBIX IIp€rIaparoB, B TOM
YHUCJIC OTITYCKACMBbIX oe3 peuenTa?

nyHKT 27 [IpaBun
OTITyCKa

38.

[IpocTaBnsieTcss mu Ha TpeOOBaHUHM-HAKIATHON
OTMETKAa O  KOJMYeCTBE M  CTOMMOCTH
OTIYLIEHHBIX JIEKAPCTBEHHBIX MPENapaToB?

nyHKT 29 [IpaBun
OTITyCKa

39.

OCYH.[CCTBJ'IHCTCH JIn XPaHCHUC
Tpe6OBaHI/II‘/’I-HaKHaI[HBIX, 1o KOTOPbIM
OTIYIICHBI JICKAPCTBCHHLIC NTPCIIapaThI:

nyHKT 30 [TpaBun
OTIyCKa

Ha  HApKOTMYECKUE M  IICUXOTPOIIHBIE
nexapcTBeHHble npenaparbl Coucka 11 u 11
Ilepeynss HAPKOTUYECKUX U ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENAapaToB - B TEUYEHUE
IIATH JIET?

nyHKT 30 [IpaBun
OTITyCKa

Ha JIEKapCTBEHHBIE
MO IJIEXKALIHE
MPEIMETHO-KOJIMYECTBEHHOMY YYeTy, - B
TEUEHUE TpeX JeT?

Ipernaparsl,

nyHKT 30 [TpaBun
OTIyCKa

Ha WHBIC JICKAPCTBCHHBIC Tpernaparbl - B
TEeYeHHUE OqHOro roaa?

nyHKT 30 [TpaBun
OTIyCKa

40.

CoOxnromaercst JM  3ampeT Ha HapylleHUe
NIEPBUYHON YIaKOBKHU JIEKapCTBEHHOI'O
npemnapara pu ero OTIIyCKE o
TpeOOBaHUIO-HAKIAJHON (32  HCKIIIOYEHHEM
CyOBbeKTa PO3HUYHOM TOPrOBIH, HMEIOLIETO
JIMLIEH3HIO Ha (bapManeBTHYECKYIO
NeSITeNbHOCTh € IPaBOM  HM3TOTOBJIECHHUS
JIEKapCTBEHHBIX IIPENapaToB)?

nyHKT 31 [IpaBun
OTIyCKa

41.

CoOmromaercst  Jn 3ampeT  Ha  OTIIYCK
HapKOTUYECKUX u IICUXOTPOIHBIX
nexkapcTBeHHbIX npenaparoB Crwmcka 11 m III
Ilepeynss HapKOTMYECKUMX U IICUXOTPOIHBIX
JIEKApCTBEHHBIX IpenaparoB o
TpeOOBaHUAM-HAKIA[HbIM  MHIUBUIYaJIbHOI'O
MPEeANPUHUMATENS, UMEIOLIEro JIMLIEH3NUI0 Ha
MEIUIMHCKYIO 1€ATEIbHOCTD?

nyHKT 28 [IpaBui
OTIyCKa

42.

ColGmomaercst 1M 3ampeT Ha HapylIeHHe
BTOPUYHOM  (MOTPEOUTENbCKON)  yNaKOBKU
JIEKapCTBEHHOTO  Mpermapara W OTIYCK
JICKapCTBEHHOTO TIperapaTa B IEPBHUYHOU

nyHKT 8 [IpaBun
OTIyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

ynaKoBke?

43. |CobOmromaercss 1M 3ampeT Ha  OTmyck | myHKT 7 [IpaBun
JIEKApPCTBEHHBIX MpENapaToB B KOJMUYECTBE, | OTIYCKa;
yKa3aHHOM B pelente, B ciydae, Korjpa s | opuioxkeHus N 1 u
JeKapCcTBeHHOro  mpemapara  yctaHoBieHsl | N 2 [lopsaka
MpeeabHO JIOTTyCTUMOE WJI | HA3HAYEHUS U
PEKOMEH/I0BAaHHOE KOJIMYECTBO IUIS | BBITHCBIBAHUS
BBINIMCHIBAHUS HA OJTUH perenT?

(moymxHOCTE M OVO IOJDKHOCTHOTO JiMIla, SBallOoJIHMBIIETO
IPOBEPOYHEI JIMCT, IOANMCH, IaTa)

(moypxHOCTH M OMO HOJDKHOCTHOTO JMla KPMAMYECKOI'O JiMla, IPMCYyTCTBOBAaBIETO
OpM 3alOoJIHEHMM NPOBEPOYHOT'O JIMCTAa, [NONNMCH, HaTa)

[Tpunoxxenne N 22

K npukazy denepanbHoil ciyKObI

110 Ha/130py B cepe 3paBOOXpaHEHHUS
o1 09.11.2017 N 9438

®opmMma

[IpOBEPOUHEI JIUCT
(CNIMCOK KOHTPOJIBHBIX BOINPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
IO HaI30py B cdepe 3OPaBOOXPAHEHUS UM €€ TeppPUTOPMAJIbHEIMMU OpIT'aHaMU
Ipy NPOBENEHMM I1JIAHOBHEIX IIPOBEPOK IIPU OCYWECTBJIEHUM QelepalibHOT'O
TOCYyIAapCTBEHHOT'O Hansopa B cbepe obpameHus JIEKAPCTBEHHEIX CPEenCTB
(oTnyck M peaym3alus JIEKapCTBEHHEIX IIpelapaToB OJiS MeIMULMHCKOTO
IPVMMEHEHUS B allTE€UYHOM KMOCKE)

(HaMMeHOBaHME OpraHa, OCyHeCTBJIANILEIO IIJIaHOBYIO HpOBepKy)

1. Bun roCcyIapCTBEHHOT'O KOHTPOJIA (Haznszopa)

2. [IpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOOdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX ABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3PEHMS HEeIOIyUEeHMS BO3HMKHOBEHUS
YITPO3E NPMYMHEHMA Bpela XM3HM, 3I0POBBIOD TIpPaxiaH, M3JIOKEHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOINPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, GamMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIPMHMMATEJIA:

4. MecTO HnpoBelIeHMs I[IJIAHOBOM IMPOBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBUBUTEH IIprMKasa O IIPpOoBeOeHUN T1JIaHOBOM IIPpOBEPKM: OT

N .

6. YUeTHBEM HOMEP I[IPOBEPKM U HOaTa [IPUCBOEHMS YyUYEeTHOT'O HOMepa IPOBEPKM B

EomHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE, bammnmsa u MHULIMAJIB IIOJIXHOCTHOT O Juia (J1m11) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. .

8. IlepeueHb BOIPOCOB, oTpaxawnimmMx comepxaHue o0sa3aTesIbHHX TPpeOOoBaHUM,
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEpXAEHMM (POPM NMPOBEPOYHBIX NNCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

OTBET Ha KOTOPHE OIHOBHAYHO CBMUIETEJBLCTBYET O COOJIOOEHMM MM HeCOOJIOIeHUU
OPUIONYECKMUM JIMLIOM, MHIOMBMIYAJIbHEM NpenlprHMMaTelieM o0g3aTelIbHEIX TpeBoBaHMit,
COCTaBJISOIMX [NPEeIMET INPOBEPKN:

BriBox o
BBITIOJTHCHAH
TpeboBaHMit

PexBU3UTHI
HOPMAaTHUBHBIX
MPaBOBBIX aKTOB, C

N Bomnpocsl, oTpaxaroiine coiepkanue
n/m 00s13aTeNbHBIX TPeOOBAHUMN

yKa3aHHEeM UX
CTPYKTYPHBIX
€IMHHUII, KOTOPBIMU
YCTaHOBJICHBI
00s13aTeIbHBIC
TpeOOBaHMS

Ja HET

®enepanbhbliii 3akoH oT 12 ampenst 2010 r. N 61-®3 "OO obpamieHnu J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); [IpaBuna oTmycka JIEKapCTBEHHBIX MPENapaToB A
MEIULUHCKOTO TPUMEHEHHUs, B TOM YHCJIE€ HMMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX
[IPENapaToB, AaNTEUYHbIMM OpPraHU3alUsMU, WHIUBUIYAJIbHBIMU HpPEIIPUHUMATEISIMH,
MMEIOIIMMH JIMIEH3UI0 Ha (DapMaleBTUYECKYIO AEATEIbHOCTh, YTBEP)KICHHBIE MPUKA30M
MununcrepctBa 3apaBooxpanenust Poccuiickonn ®@enepamuu ot 11 wmrona 2017 r. N 403w
(3apeructpupoBan MunuctepcTBoM rocTuiuu Poccuiickoit denepanun 8 centsiops 2017 r.,
peructpanrionuslii N 48125) (manee - IlpaBuma otmycka); [lopsimok HasHaueHUS U
BBINIMCBIBAHUS JIEKAPCTBEHHBIX IPENApaTOB, W3JAEIMA MEIULUHCKOTO Ha3HAYEHUs W
CTHECLMANIN3UPOBAHHBIX  MPOAYKTOB JICUEOHOTO MHUTAHMSA, YTBEPKACHHBIA OPUKA30M
MuHucTepcTBa 3ApaBOOXPAHEHUS U COLMANIBbHOrO pa3BuTus Poccuiickoit @enepanuu ot 12
despans 2007 r. N 110 (3apeructpupoBan MHUHHCTEPCTBOM IOCTUIIMH Poccuiickoi
Oenepanuu 27 anpens 2007 r., peructparnoHHbiidi N 9364) ¢ M3MEHEHHsIMHU, BHECEHHBIMHU
npukazoM MuHucTepcTBa 31paBooxpanenus Poccuiickoit denepaunu ot 26 despans 2013
r. N 94u (3apeructpupoBan MunucrepctBoMm toctuninu Poccuiickoit @enepaunu 25 uroHs
2013 r., perucrpauuonsbii N 28881) (manee - WnHctpykuus); llepedyeHb KU3HEHHO
HEOOXOJMMBIX U BaKHEHINNX JIEKAPCTBEHHBIX IpenapatoB Ha 2016 rox, a Takke mepevyeHb
JIEKapCTBEHHBIX  MpEmapaToB Ui MEAMIMHCKOTO TPUMEHEHUS M  MUHUMAJIbHBII
ACCOPTUMEHT JIEKAPCTBEHHBIX IPENapaTroB, HEOOXOIUMBIX Ul OKa3aHUSA MEIULMHCKOMN
MOMOIIIH, YTBEpKIAEHHbIE pacnopsbkeHueM lIpaButensctBa Poccuiickoit @enepauuu ot 26
nexadps 2015 r. N 2724-p (Cobpanue 3akoHoaTenberBa Poccuiickoit @enepamuu, 2016, N
2, cT. 413) (nanee - IlepedeHb JeKapCTBEHHBIX IPENapaToB, BXOJSAIIMX B MUHMMAJIbHBIN
ACCOPTUMEHT)

1. OcyuecTBisieTcs JM OTIYCK JIEKAPCTBEHHBIX | IYHKT S [IpaBun
npernapaTtoB 0e3 pelenToB B COOTBETCTBHH C | OTITyCKa
WHCTPYKIUSAMH [0  UX  MEIHUIIMHCKOMY
MPUMEHEHHUIO?

2. OcymiecTBisieTcss M OTIYCK JIEKapCTBEHHOTO | cTaths 46 N 61-D3;
npemnapara B NEPBUYHOM W BTOPUYHOM | MyHKT 3 ctathu 27 N
(moTpeduTeNnbCKOif) yIaKOBKax c|3-D3;
MapKUPOBKOW? nyHKT 8 [TpaBun

OTITyCKa
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

3. Hapymiaercs 11 nepBuyHas

yIaKOBKa

JIEKapCTBEHHOTO TIperiapara Ipu ero oTIrycke?

nyHKT 8 IIpaBun
OTITyCKa

(manee - N 323-03)

Orpanuyenusi, HajlaraeMble Ha (hapMaleBTHUECKUX PAOOTHUKOB IMPH OCYLIECTBICHUN UMHU
npoeCCHOHATBHON JesITeIbHOCTH (CTaThs 74 PenepanbHOTO 3akoHa oT 21 HOs0ps 2011 r.
N 323-@3 "O06 ocHoBax oxpaHbl 340pOBbs TpaxkaaH B Poccuiickoit @enepanun" (Cobpanue
3akoHoarenscTBa Poccuiickoit @eneparuu, 2011, N 48, cr. 6724; 2017, N 31, cT. 4765)

4. dapMalleBTUYECKUE

pabOTHHUKHU u
PYKOBOJIUTEIN allTEYHbIX OpPraHU3aIHi:

OOANYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

KOMIIaHHH 00pa3iibl

I10JIy4aroT JIU OT KOMIIAaHUH, IPEICTaBUTENS
JIEKapCTBEHHBIX
MIpernapaToB JyIsl Bpy4Y€HUsl HAaCeJIeHUI0?

HNOAMYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTITyCKa

IIPEJOCTABIISAIOT Y HACEeJICHUIO
HEJOCTOBEpHYI0O H  (WJIHM)  HEMOJHYIO
MHPOPMALIMIO O HAIMYUM JIEKAPCTBEHHBIX
IpernaparoB,  BKJIIOYas  JICKAPCTBEHHBIC
npemnaparsl, UMEIoIIne OJTMHAKOBOE
MEXTyHapOIHOE HeTIaTeHTOBAaHHOE
HauMeHOBaHHe?

OOANYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

CKpBIBAIOT JI1 HWHGPOPMAIHIO O
JICKApCTBEHHBIX  IPENaparos,
OoJiee HU3KYIO LIeHY?

HATUYAH
MMEIOIIUX

MOJITYHKTBI 2 U 4
IVHKTA 2 cTaTthu 74

N 323-®3;

nyHKT 17 IlpaBun
OTIIyCKa

Ha MCANIUHCKYIO ACATCIbHOCTD

TpeGOBaHI/IH K OTHYCKY JICKAPCTBCHHLIX IMIPCIIapaToB II0 Tpe6OBaHI/IHM-HaKJ'IaI[HBIM
MCAUIIMHCKHUX opraHmauHﬁ, HHIAUBUYAJIbHBIX HpGIIHpHHHMaTCHCfI, UMCIOIMX JIMICH3HUIO

5. Nmeercss mu Ha TpeOOBaHMAX-HAKIAIHBIX Ha
I0JIy4Y€HHUE JIEKApCTBEHHBIX MPENapaToB:

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenuem 13
miaBbl 111
HNucTpykunn

mramir?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
HNHucTpykunn
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Kpyriias
opraHu3aiuu?

neyaTtb

MEIUIIUHCKON

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111

HNucTpykunn
MOJNUCh €€ PYKOBOAUTENs WM  ero | oyHKT 26 [IpaBun
3aMecTUTeNs 1o JiedeOHoi yacTu? OTITYCKa;

Ipunoxxenne N 13
raassl 111
HNHucTpykunn

HOMeEpa, 1aThl COCTABJIEHUS JOKYMEHTA?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

OTIIpaBUTEIS JIEKApPCTBEHHOTO Mpemnapara’?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
NHcTpykunn

HOJTy4aTelis JIeKapCTBEHHOTo Ipernapara’?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

Ha JIATUHCKOM  si3bIKe  (C
TO3UPOBKH,  (OpMBI  BBIMyCKa,
YIaKOBKH, CIIOCO0a MPUMEHEHHsT)?

HanMMCHOBAHUC JICKAPCTBCHHOI'O IIpIiapara
YKa3aHueM

BHIA

nyHKT 26 [IpaBuin
OTITyCKa;

Hpunoxenne N 13
raassl 111

NHcTpykunn
KOJIMYECTBO 3aTpe0OBaHHBIX | MyHKT 26 [IpaBun
JIEKapCTBEHHBIX MPENapaToB? OTIIyCKa;

[punoxenne N 13
miaBbl 111

HNucTpykunn
KOJIMYECTBO M CTOMMOCTb OTIIYIIEHHBIX | IYHKT 26 [IpaBun
JIEKapCTBEHHBIX NIPENapaToB? OTIIyCKa;

Ipunoxxenne N 13
raassl 111
NHucTpykunn
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

6. OcyuecTBisiercs M xpaneHue | myHKT 30 ITpaBun
TpeOOBaHMI-HAKIIATHBIX, 1o KOTOPBIM | OTITyCKa
OTIYIIEHbI JIEKAPCTBEHHBIE Mpenapartbl, B
TE€4EHHE OJHOTO roxa?

7. CobOmomaeTcst M 3ampeT Ha HapyueHue | myHKT 31 [IpaBun
NIEPBUYHON YIaKOBKHU JIEKapCTBEHHOT'O | OTITyCKa
nmpenapara pu ero OTIIyCKE 1o
TpeOOBaHUIO-HAKIAAHON (32  HUCKIIIOYCHHEM
CyObeKTa pO3HHMYHOW TOPrOBIH, HMEIOIIETO
JULEH3UIO Ha (bapMareBTHYECKYIO
NEeSTeIbHOCTh  C  IPaBOM  HU3TOTOBJICHUS
JIEKapCTBEHHbIX IIpenaparTos)?

8. CobmoaeTcst M 3ampeT  Ha  OTmyck | myHKT 3 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB 110 peuenram? OTIIyCKa

9. CobmoaeTcst 7M. 3ampeT Ha HapyuieHue | myHKT 8 [IpaBun
BTOPUYHOH  (IMOTPEOUTENTHCKOW)  YIAKOBKH | OTITyCKa
JEKapCTBEHHOI'O0  IIpemapara W OTIIYCK
JIEKapCTBEHHOI'O IpenapaTta B IEPBUYHOU
ynaxkoBke?

10. |Cobmogaercs aM  3ampeT Ha  OTHYCK | MyHKT 28 [IpaBun
HapKOTUYECKUX u IICUXOTPOIHBIX | OTIIyCKa
nexapcTBeHHbIX mnpenaparoB Crwucka 11 u I
[lepeuHss HApKOTUYECKHX M MCUXOTPOMHBIX
JIEKapCTBEHHBIX IIpenapaToB 1o
TpeOOBaHUSAM-HAKIAHBIM  MHIUBUIYaJTIbHOI'O
MpEeANPUHUMATENS, MMEIOLIEr0 JIMLEH3NUIO Ha
MEIUIMHCKYIO 1€ATEIbHOCTh?

(mosmxHOCTE M ®VMO HOOJDKHOCTHOT'O JiMila, BallOJIHMBIIET O
[IPOBEPOYHEI JIMCT, NOONMCH, IaTa)

(mosmxHoCTE ¥ ®MO HOJIKHOCTHOTO JIMIA KPUOMYECKOTO JIULA,
[IOINUCH,

Py 3aloJIHEHUM I[IPOBEPOYHOTO JIMCTA,

[I[POBEPOYHEI JIMCT

IPUCYTCTBOBABIIETO
naTa)

[Tpunoxenue N 23

K npukazy denepanbHoi ciy>KObI

10 Ha/130py B chepe 31paBoOXpaHEHHS
ot 09.11.2017 N 9438

dopma

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 210 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100145&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100149&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100027&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100073&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=407913&date=22.07.2022&dst=100178&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=407913&date=22.07.2022&dst=100315&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100141&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMblli delepalibHOM CIIyXxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS U €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCYyWEeCTBJIEHUM (emepalibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(oTnyCcK ¥ peanmszalus JIEKAPCTBEHHEIX NPEeNapaToB IJiS MEeOULMHCKOTO
IPVMMEHEHUS B allTeKe [IPOMBBOICTBEHHOM)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBY NIPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. llpenmeT [1JIaHOBOM [IPOBEPKM WPUINMUECKUX JIUL U MVHIVBULYAJIbHBX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofbsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOIOEHVE
KOTOPHIX ABJSETCsS HauboJjiee 3HAUMMEM C TOUYKM BPEeHMS HEeNONyUeHMs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela KWU3HM, S3IOOPOBLI I'paxiaH, MW3JIOKEHHEMM B bopwMme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIbHEIX BOINPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIUUWN)
VHIVBULOYAJBLHOTO [IPEeINpPUHNMATEJIS

4. MecTo HOpOBeIeHMs I[JIAHOBOM [IPOBEPKM C BallOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:

5. PekxBUMBMTH IIpMKaza O NPOBEIOEHMM IIJIAaHOBOM MNPOBEPKU: OT

N .

6. VYuUeTHEM HOMEp MNPOBEPKM M IHaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EIonHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB, bammnma n VIHULIMAJIBL IOOJIPKHOCTHOTO JmLa (smw) ,

NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxawpumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU
OPUONYECKUM JIMLIOM, MHIMBMIYAJIbHEIM NPEeINpMHMMaTeJieM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX [NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxkaroiiue cojiep:kanue PexBu3uThI BriBoa o
n/m 00s13aTebHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpebOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

@enepanbHbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpaleHuH J1€KapCTBEHHBIX
cpenctB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (nanee - 61-®3); Oenepanbubiil 3akoH ot § stHBaps 1998 r. N 3-03
"O HapKOTHUYECKHUX CPEJICTBAX W IMCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOAATEILCTBA
Poccutiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (manee - N 3-D3);
[IpaBuyia oTmycKa JIGKAPCTBEHHBIX MpENaparoB sl MEIUIUHCKOTO NPUMEHEHHS, B TOM
4Hclie UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENapaTroB, alTeYHbIMU OpPTaHHU3AIUSIMHU,
WH/IUBUYATbHBIMUA TPEANPUHUMATENISIMU, UMEIOIIMMH JIUICH3UI0 Ha (papMaleBTHYECKyIo
JeSATEIbHOCTD, YTBEPKICHHbIE IIPUKa3oM MuHucrepcrBa 3apaBooxpaHeHus Poccuickoin
@eneparuu ot 11 wmronsa 2017 r. N 403H (3apeructpupoBaH MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®deneparuun 8§ centsiops 2017 r., peructpamwionneii N 48125) (mamee -
[IpaBuna ormycka); [lopsnok Ha3Ha4YeHHs] W BBIMUCBHIBAHUS JIEKAPCTBEHHBIX IPENapaToB,
W3JIeNU MEAUIMHCKOTO Ha3HAueHUsT U CIEeNHUaJIU3UPOBAHHBIX MPOIYKTOB JEUeOHOTO
NUTaHUs, YTBEPXKIEHHBIM MpUKAa3oM MMHHCTEPCTBA 3paBOOXPAHEHHUS M COLUAIBHOIO
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHun GopM NPOBEPOYHBIX TMCTOB (CNNCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

pa3Butus Poccuiickoit ®enepamuu ot 12 ¢despans 2007 r. N 110 (3aperucrpupoBan
MunuctepctBoM toctunnn Poccuniickoit ®enepanunn 27 anpens 2007 1., perucTpaliiOHHbIN
N 9364) c u3MeHEHMsIMH, BHECEHHBIMU IpHKa3oM MUHHCTEPCTBA 31paBOOXPAHEHUS
Poccuiickoit ®enepaunu ot 26 gespanst 2013 r. N 941 (3apeructpupoBan MuHHCTEPCTBOM
rocturu Poccuiickoit @eneparuu 25 urons 2013 r., peructpanronnsiii N 28881) (nanee -
WNuctpykuus); [lepeueHb HApPKOTUYECKUX CPEACTB, IICUXOTPOINHBIX BEIIECTB U UX
MIPEKYpCOpPOB, MNoJuiekanux KoHTpointo B Poccuiickor ®Denepanuu, yTBEpKIACHHbBIN
nocraHoBieHueM IlpaButensctBa Poccuiickoii @enepauyu ot 30 urona 1998 r. N 681
(Cobpanwme 3akoHomarenscTBa Poccuiickoit @eneparum, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (manee - IlepeyeHb HAPKOTHYECKUX U TCHUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapaToB); Popmbl OJAHKOB PELENTOB, COJAEPXKALIMX Ha3HAYEHHE HAPKOTUYECKUX
CPEICTB WM TIICUXOTPONHBIX BELIECTB, NOPAJOK HX W3TOTOBIEHUS, pPACHpEIEIeHUs,
perucTpanuu, yuera U XpaHeHus, a TaKKe paBuiia 0pOPMIICHUS, YTBEPKICHHBIC IPUKA30M
MunuctepctBa 3npaBooxpaHeHust Poccuiickoir @enepanun ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan MunucrepctBoM roctutiuu Poccutickoit ®enepanuu 15 asrycra 2012 r.,
peructpanronubii N 25190) ¢ u3MeHEHUsMH, BHECEHHBIMH NpPHKa3oM MMHHCTEpCTBA
3npaBooxpanenus Poccuiickoit deneparuu ot 21 anpens 2016 r. N 254H (3apeructpupoBaH
MunuctepctBoM roctuiin Poccutickoit deneparuu 18 utonst 2016 1., peructpaliliOHHbINA
N 42887) (nanee - npukaz N 54); [lopsnok Ha3HAYEHHS] U BBIMTUCHIBAHUSA JIEKAPCTBEHHBIX
MPernapaToB, a Takke GOPM perenTypHBIX OJIAHKOB HA JIEKapCTBEHHBIE MTPENapaThl, HOPSIOK
oopmieHns yKa3aHHBIX OJIAHKOB, MX ydYeTa M XpaHEHHUsS, YTBEP)KICHHBIH MPUKa30M
MunuctepctBa 31paBooxpanenust Poccuiickoit ®enepauuu ot 20 nekadpst 2012 r. N 11751
(3apeructpupoBan MuHHCTEpCTBOM rOCTHIIMU Poccuiickoit deneparun 25 utons 2003 r.,
peructpanoHHbii N 28883) ¢ W3MEHEHUsSMH, BHECEHHBIMH TPHKa30M MMHHHCTEpCTBA
3npaBooxpaneHus Poccuiickoit @enepanuu ot 21 ampenst 2016 r. N 2541 (3apeructpupoBaH
MunuctepctBoM toctuiuu Poccuiickoit ®enepanun 18 urons 2016 r., peructpaiioHHbIN
N 42887) (manee - Ilopsnok Ha3HaueHUs W BbINMCHIBaHUSA); llepedeHb JIEKapCTBEHHBIX
CPEICTB JUISI MEAMLMHCKOIO INPUMEHEHMs], MOJUIekKAIIMUX MPEIMETHO-KOJINYECTBEHHOMY
y4yeTy, YTBEPXKICHHBIM mnpukKazoM MuHucTepcTBa  31paBooxpaHeHus Poccuiickoit
Oenepannu ot 22 ampens 2014 r. N 183u (3apeructpupoBaH MUHUCTEPCTBOM FOCTHITUU
Poccuiickoit ®eneparmu 22 urons 2014 r., peructpanuonusiii N 33210) ¢ uaMeHeHUsIMH,
BHECEHHBIMHM IIpHKa3oM MuHucrtepcrBa 3apaBooxpaHeHust Poccuiickoit @enepanuu ot 10
centsiops 2015 r. N 6341 (3apeructpupoBaH MUHHCTEPCTBOM FOCTUIIMHM Poccuiickoit
Oenepannu 30 centsiops 2015 r., peructpanmonusii N 39063) (mamee - Ilepedyenn
JIEKapCTBEHHBIX cpencTB); lLlopsanok oTmycka (GU3WYECKUM JIMIAM  JIEKapCTBEHHBIX
MpenaparoB s MEAUIMHCKOIO NPHUMEHEHUS, COAEpKAUIUX KpPOME MajblX KOJWYECTB
HapKOTUYECKUX CPEICTB, IICUXOTPOIHBIX BEIIECTB M HUX IPEKYypCOpOB Ipyrue
(apMakooTHYeCKUe AKTUBHBIC BEIIECTBA, YTBEPXKACHHBIH NpUKa3oM MHHHUCTEPCTBA
3/IpaBOOXPAHEHHUS U COIMaNIbHOTO pa3BuTusi Poccuiickoit @enepanuu ot 17 mas 2012 r. N
562n (3apeructpupoBan MunuctepcTBoM tocturuu Poccuiickoit @enepanuu 1 urons 2012
r., peructpannoHHbiii N 24438) ¢ u3MeHEHUSIMH, BHECEHHBIMH TPHUKa30M MUHHCTEPCTBA
3npaBooxpaneHnuss Poccuiickoit ®eneparun ot 10 centsa6ps 2015 1. N 634n
(3apeructpupoBan MunucrepctBoM roctunmu Poccuiickoit @eneparuu 30 centsadpst 2015
r., peructpannoHHbiii N 39063) (nanee - mopsiiok); llepedeHp KU3HEHHO HEOOXOAMMBIX H
BOKHEUIIIMX JICKAPCTBEHHBIX mpernapaToB Ha 2016 roj, a Takxke HEepeueHb JIEKApPCTBEHHBIX
IpernapaToB Ui  MEAMIMHCKOIO TPUMEHEHUS U  MUHUMAJBHBIM __ acCOPTUMEHT
JIEKapCTBEHHBIX IMpenapaToB, HEOOXOJUMBIX ISl OKa3aHWs METUIIMHCKOM IMOMOIIH,
yTBepKAeHHbIE pacniopsbkeHreM [IpaButennctBa Poccuiickoit denepanuu ot 26 nexadps
2015 r. N 2724-p (Cobpanue 3akoHoparenbctBa Poccuiickoit denepanuu, 2016, N 2, cr.
413) (manee - IlepedeHb JIEKapCTBEHHBIX MPENAapaTroB, BXOAAIIUX B MHHMMAJIbHBIN
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIpenapaToB

accoptuMeHT); llepedeHp A0KHOCTEH (hapMaleBTHUECKUX U MEAULIUHCKUX PaOOTHUKOB B
OpraHM3alysIX, KOTOPbIM IIPEIOCTABIEHO MPABO OTIYCKa HAPKOTHYECKHUX JIEKapCTBEHHBIX
U TCUXOTPONHBIX JIEKAPCTBEHHBIX IpPENapaToB
YTBEpKACHHBINA MTPUKa3oM MuHHUCTEpCTBa 3apaBooxpanenus Poccuiickon @enepannn ot 7
centsiops 2016 r. N 681n (3apeructpupoBaHn MUHHCTEPCTBOM IOCTHIMH Poccuiickoi
Oenepanmu 21 centsiops 2016 1., peructpanmonHsii N 43748) (mamee - IlepedyeHn

¢bu3nveckuM  IUIaM,

dopmbr N 148-1/y-88,  yTBep:KIEeHHOMH
npukazom N 54u?

JOTKHOCTEI )

1. |Otnyckarorcs I HapKOTHUYECKHUE u | nyHKT 3 [IpaBun
IICUXOTPOIIHBIE JIEKAPCTBEHHBIE IPENaparsl I0 | OTIyCcKa
peuenrtam?

2. |OrmyckatroTes M UMMyHoOMosoruueckue | myHKT 3 [IpaBun
JIEKapCTBEHHbIE PENaparsl Mo peuentam? OTITyCKa

3. |OrnyckaroTcst M HapKOTUYECKHUE 1 | myHKT 4 [IpaBun
IICUXOTPOIIHBIE  JIEKAPCTBEHHBIE IIPENApaThl, | OTIIYCKa;
BHeceHHble B Cmomcok Il Ilepeuns | mpunoxenus N 1 u 2
HapKOTUYECKUX u MICUXOTPONHBIX | K mpukazy N 54H
JIEKapCTBEHHBIX IpenapaTos, npu
NPEIbsBICHUM PELENTOB, BBIIMCAHHBIX Ha
peuentypHbix Onankax ¢opmel N 107/y-HII,
yTBEPkKACHHOM npuka3zoM N 54H?

4. | Ormyckatorcs I IICUXOTPONHbIE | IYHKT 4 [IpaBun
JIEKapCTBEHHbIE IIpenaparbl, BHECEHHbIE B |OTIIyCKa;
Coucok I Ilepeuns HapkoTmueckux U |myHKT 9 [lopsinka
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIPEraparoB, | HA3HAUYEHUS U
IIPU NPEABSABICHUN PELENTOB, BHITUCAHHBIX HA | BBITHCHIBAHUS
peuentypHbix OnaHkax ¢opmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3oM N 54H?

5. | Ornyckatorcs M HapKOTHYECKHE U | nyHKT 4 [IpaBui
IICUXOTPOIIHBIE  JIEKAPCTBEHHBbIE  IIpenapathl | OTIIYCKa;
Coucka 11 Ilepeunss HapkoTuueckux U |IyHKT 9 [lopsnka
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB B |Ha3HA4YEHUS U
BUJE TpaHCIEPMAJbHBIX  TEPaNeBTHUUECKUX | BBINUCHIBAHUS
CUCTEM  TpU  TNPEABABICHUU  PELENTOB,

BBIMMCAHHBIX HAa  pEleNnTypHbIX  OJaHKax
dopmbr N 148-1/y-88,  yTBep:KIEeHHOMH
npukazom N 54u?

6. |OtmyckaroTcs JIM JIEKapCTBEHHBIE Npenaparsl, | IyHKT 4 [TpaBui
BKJIIOUEHHBIE B II€PEUEHb JIEKAPCTBEHHBIX | OTITYCKa;
CPEACTB Uil MEIUIMHCKOrO MpUMEHEHHUs, | pazaenst [; I1; 111
MOAJIeKAUX  IpeaIMeTHO-KonuyecTBeHHOMY | [lepeuns
ydyery, HOpU  HIPEeIbsSBICHUM  PELENTOB, | JIEKAPCTBEHHBIX
BBIMMCAHHBIX HAa  PEHENnTypHBIX  OJaHKax | CpeiCTB

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHuua 213 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=204979&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100027&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100027&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=407913&date=22.07.2022&dst=100178&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=22.07.2022&dst=100017&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100035&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=22.07.2022&dst=100015&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=368024&date=22.07.2022&dst=100032&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=407913&date=22.07.2022&dst=100315&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100200&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100035&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100040&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=407913&date=22.07.2022&dst=100178&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100200&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100035&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100040&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100200&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100035&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=304849&date=22.07.2022&dst=100017&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=304849&date=22.07.2022&dst=100112&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=304849&date=22.07.2022&dst=100152&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTtnyckaroTcst 1M JIEKapCTBEHHbIE Iperaparsl,
oOmamaronie aHaOOJMYECKOW aKTHUBHOCTLIO,
TIPY TIPEIBSBICHUH PEIICTITOB, BHITUCAHHBIX Ha
peuentypHbix Onankax ¢opmbl N 148-1/y-88,
YTBEPKIECHHOU MpuKa3oM N 54H?

1. 4 [TpaBun
OTITYCKa;

[OJIIYHKT 3 MyHKTa
9 Ilopsiaka
Ha3HAUYEeHUSI U
BBIMUCHIBAHUS

OTnyckaroTcst JIn JeKapCTBEHHbIE IpenapaTsl,
coJepKallie  KpOM€  MallbIX  KOJUYECTB
HapKOTHYECKUX  CPEACTB,  ICHUXOTPOITHBIX
BEIIECTB W WX  TPEKypcOpOB  JIpyrue
(hapMakoIIOTHYECKHE aKTHBHBIC BEIIECTBA, TIPU
NPEABSBICHUHM PELENTOB, BBINHCAHHBIX Ha
peuentypHsix Onankax Gopmbl N 148-1/y-88,
yTBEPkKACHHOMN npuka3zoM N 54H?

nyHKT 4 [IpaBun
OTIIyCKa;

IIYHKT S5 mopsjika

OcymiecTBisieTcss M OTIYCK JIEKapCTBEHHBIX
npenapaTtoB 0e3 pelenToB B COOTBETCTBHM C
MHCTPYKIMAMH MO  MX  MEIUIMHCKOMY
MIPUMEHEHHUIO?

nyHKT S [IpaBun
OTIIyCKa

10.

OcymiecTBisieTcss JU OTHYCK JIEKAPCTBEHHBIX
MPENapaToB B TEUCHUE YKA3aHHOIO B pEILENTE
CpOKa €ro JAecTBHs?

nyHKT 6 [IpaBun
OTITyCKa

1.

B ciywae  oTcyTcTBHSL  JIEKapCTBEHHOTO
mpernapata INpUHUMAeTcs JM  pelent Ha
00CITy’)KUBaHHE B CIIEYIOLINE CPOKU:

nyHKT 6 [IpaBun
OTITyCKa

perenT ¢ nmomMeTkon "statim" (HeMeIeHHO)
OOCITy’)KMBaeTCsI B TEYCHHE  OJHOTO
pabouero AHS CO JHsS OOpaIICHUs JIHIa K
CyOBEKTY POSHHYHOU TOPTOBIN?

OyHKT 6 [TpaBun
OTIyCKa

perent ¢ TmoMmeTkoi "cito"  (cpouHO)
00CITy’)KMBaeTCs B TEUYEHHE JBYX paboumx
THEW co AHA OOpalleHus JHLA K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [IpaBun
OTITyCKa

peuenT Ha JIeKapCTBEHHBIM mpemnapar,
BXOJSAIINA B MHHUMAJIBbHBIM aCCOPTUMEHT
JIEKapCTBEHHBIX penaparoB TS
MEJIUIIMHCKOTO TIPUMEHEHUS, HEOOXOTUMBIX
JUIS  OKa3aHWS MEIUIMHCKOM IIOMOIIH,
o0CITyKMBaeTCsl B TEUYCHHUE MATH paboumx
THEW co JAHA OOpallleHUus JHLA K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [IpaBun
OTITyCKa
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12.

OO0cmy>KHUBaeTCs JIM PELENT Ha JICKaPCTBEHHBIN
npenapar, OTIYCKaeMbIil OecIylaTHO WU CO
CKUIKOM ¥ HE BOIIEOIINHA B MHUHUMAaILHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX IPEnapaToB i
MEIUIIMHCKOTO TMPUMEHEHHs, HE0OXOIUMBIX
JUIS  OKa3aHusg MEIUIIMHCKONM IIOMOIIU, B
TEYCHHE JIeCATH pabouymx JHEH co JHS
oOpamieHusi JHuna K CYOBEKTY PO3HUYHOMN
TOproBiu?

nyHKT 6 [IpaBun
OTITyCKa

13.

O06cmyKuBarTCA I penenTsl Ha
JICKapCTBEHHBIE Tperaparbl, Ha3HaA4YaeMble IO
peUIeHNI0 BpadeOHONl KOMHCCHH, B TEUYCHHUE
NATHAALUATH PabodnXx JHEH co AHSA oOpalleHHs
JMIA K CyOBEKTY pO3HUYHOU TOProBIIu?

nyHKT 6 [IpaBun
OTITyCKa

14.

OTHYCKaIOTCH JIX JICKApPCTBCHHBIC IIpENapaThbl
1o peuciiTaM € UCTCKIINM CPOKOM HeﬁCTBHH?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcyiecTBisieTcs T TpPU HUCTEYCHHHU CpOKa
JEHCTBUS perenTa B MEpUo HAXOXKICHHUS €ro
Ha OTCPOYCHHOM OOCIY)KMBAaHHU  OTITyCK
JEKapCTBEHHOTO  Mperapara 10  TaKoMy
penenity (0e3 ero nepeodopmieHus)?

nyHKT 6 [IpaBun
OTITyCKa

16.

OTtnyckaroTcst 1M JIeKapCTBEHHbIE MTpenapaTsl B
KOJIMYECTBE, YKa3aHHOM B penente?

nyHKT 7 [TpaBun
OTITyCKa;

npmiroxkeans N 1 u
N 2 INopsinka
Ha3HAUEeHUSI U
BBIIUCHIBAHUS

17.

Otnyckaer nu (hapMareBTHUECKUN pPaOOTHUK
MpEEIbHO JIOITyCTUMOE WA
PEKOMEHIOBAHHOE KOJIMYECTBO
JICKapCTBEHHOTO Mpernapara JJisi BHITUCHIBAHUSA
Ha OJIMH PEUENT MpHU MPEAbIBICHUN PeIenTa ¢
MPEBBIIICHUEM MPEIEIbHO TOMYyCTUMOTO WU
PEKOMEHIOBAHHOTO KOJINYeCTBa
JIEKapCTBEHHOT'O Ipernapara JJisi BHITUCHIBAaHUSA
Ha OJIVH peuent c MIPOCTABJICHUEM
COOTBETCTBYIOIIEH OTMETKHU B perente?

nyHKT 7 IIpaBun
OTIIyCKa

18.

OcyuecTBisieTcs JIM OTHYCK JIEKapCTBEHHOTO
mpenapara B NEPBUYHOW W BTOPUYHOU
(mOTpeOUTENHCKOM) yIIaKOBKax c
MapKHPOBKOM?

crathd 46 N 61-D3;

nyHKT 3 crateu 27 N
3-d3;

nyHKT 8 [IpaBun
OTITyCKa
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19.

Hapymaercs 1m  mepBuYyHas — yNakoBKa
JIEKapCTBEHHOTO TIperapara npu ero OTITyCcKe?

nyHKT 8 IIpaBun
OTITyCKa

20.

[Ipocrasnsiercs u pu OTILyCKe
JIEKAPCTBEHHBIX IIPENApaTOB HA PELENTE
OTMETKa 00 OTIIyCKE JIEKapCTBEHHOTO
rpenapara ¢ yKkasaHueM:

nyHKT 9 [IpaBun
OTITyCKa

TOProBOro HAMMEHOBAHHUA, JO3UPOBKU H
KOJINYECTBA OTIYIEHHOI'O JIEKAPCTBEHHOT'O
npenapara?

nyHKT 9 [IpaBun
OTIyCKa

(hamMuiiy, UMEHHU, oTYecTBa (TIPU HAJTUYUH)
MEIUIUHCKOTO pabOTHUKAa B  CIIy4Yasx,
yKa3aHHbBIX B a03alle YeTBEPTOM IYHKTA 7 U
abzane tperbeM myHkTa 10 [IpaBun
oTIycka?

nyHKT 9 [IpaBun
OTITyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUYHOCTD uua, MOy YU BIIETO
JIEKapCTBEHHBIA  TpemapaTr, B  Ciydae,
yka3zaHHoM B nyHkTe 20 [IpaBun ormycka?

nyHKT 9 [IpaBun
OTITyCKa

dbamMuIMy, UMEHH, OTYECTBA (MIPU HATTUYHUN)
(hapmareBTHIeCKOoro paboTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH Mpenapar, u
€ro MoJAIucH?

nyHKT 9 [TpaBun
OTIyCKa

AAaThl OTIIYCKA JICKAPCTBEHHOT'O npenapaTa?

nyHKT 9 IIpaBun
OTITyCKa

21.

BosBpamjaerca 1M penent ¢ OTMETKOM IpU
OTIyCKE JIEKAPCTBEHHBIX IpENapaToB IO
peuenty, BBIIMCAHHOMY Ha peUenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok IEHCTBHS KOTOPOTO
COCTaBJISIET OIUH rox?

nyHKT 10 [TpaBun
OTIIyCKa;

npuaoxenue N 2
[Topsaka
Ha3HAYEHUS U
BBIMTACHIBAHUS

22.

[lepenaercsa m bapmaleBTUYECKUM
PabOTHUKOM JUIy, npuoOpeTaromeMy
(momyyarorieMy) JeKapCTBEHHbIE TMpernaparhbl
[0 pEIEeNnTy, BHIIMCAHHOMY Ha pEleNnTypHOM
OyaHke dbopmer N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unn Qopmbl
N _148-1/y-06 (11), yTBepKIeHHON MpuKazoM N
54H, 3aNI0JTHEHHBIN KOPEILIOK TAKOT0 perenTta?

nyHKT 11 TIpaBun
OTIIyCKa

23.

[IpocraBnsercs M npu OTITyCKE
HapKOTUYECKOTO u IICUXOTPOITHOTO
JeKapcTBeHHoro  mpemapara  Coucka I

nyHKT 12 [IpaBun
OTIIyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

[lepeuHss HApKOTUYECKMX M TCHUXOTPOIMHBIX
JIEKapCTBEHHBIX TMpermapaToB Ha perente o0
OTIIyCKE JICKApPCTBEHHOTO TIIperapara MedaTh
OpraHu3allii, B KOTOPOH YKa3aHO TOJHOE
HavMEHOBaHHeE (IIPU HATMYNHU TTeYaTH)?

24. |Ha peuente wunum  Kopewke — peuenta | myHKT 13 IlpaBun
yKa3bIBaeTCsl JM TOYHOE BpeMms (B 4Yacax M |OTIyCKa
MHUHYTaX) OTIyCKa HMMYHOOHOJIOIMYECKOIO
JIEKapCTBEHHOI'0 Iipenapara’?

25. |OtnyckaloTest 1 MMMyHOOHoJjoruueckue | myHKT 13 IIpaBun
JIEKapCTBEHHbIE IIpenapaTrbl IPU  HAJU4YUU | OTIIyCKa
CIEIUaIbHOTO TEPMOKOHTEMHEpa?

26. |OcratoTcs u XpaHiaTcs JM Yy cyObekrta | myHKT 14 [IpaBun
oOpaleHusl JTeKApCTBEHHBIX CPEACTB PELENTHI | OTIIyCKa

(c ormerkoit "JlekapCTBEHHBIM mpenapar

oTmyieH") Ha:
HapKOTUYECKUE u NCUXOTponHbIe | MYHKT 14 [IpaBun
nexapcTBeHHble mpenaparbl  Croucka Il | oTmycka

[TepeuHss HAPKOTHUECKHUX W TICUXOTPOITHBIX
JICKaPCTBCHHBIX IPENapaToB - B TCUYCHHE
ATH JET?

IICUXOTPOIHBIE JIEKAPCTBEHHBIE ITPENapaTsl
Cnucka [II TlepeuHs HapKOTHMYECKHX U
IICUXOTPOITHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TEUECHUE MATH JIET?

nyHKT 14 [1paBun
OTIyCKa

JIEKapCTBEHHbIE MpEINapaThl, OTIyCKaeMble
0ecIulaTHO WJIM CO CKHIKOW, - B TEUCHHE
Tpex jier?

nyHKT 14 [IpaBun
OTITyCKa

KOMOWHHUPOBAHHBIE JIEKapCTBECHHBIE
Mpenaparbl, COJAEPKAIINE HAPKOTUYECKHUE
CpeICcTBa WM IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crowmcku Il w III Ilepeuns
HapKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETaparos,
W3TOTOBJICHHBIE B AITEYHON OpraHu3allvi, -
B TEUEHHUE TPEX JIET?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBCHHBIE TPETNapaThl, 000NN
aHa0O0JIMYECKON aKTUBHOCTBLIO, - B TEUCHUE
Tpex JaeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHBIC TPETapathl, IOJICKAIINE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TEYEHHE TPEX JIeT?

nyHKT 14 IIpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TEYEHHUE TPEX MECSIIEB?

JIGKapCTBEHHBIE Tpenaparbl B KUAKOM | yHKT 14 [IpaBun
JeKapcTBEeHHON opme, coaepkaiiue oosee | OTImycKa

15% »TunoBoro cmnupra oOT oObema

TrOTOBOM MpOIYKIUH, - B TEYEHHE TpeX

MecsueB?

UHBIE JIEKapCTBEHHBIE npemnaparsl, | yHKT 14 [TpaBuin
OTHOCSILIIUECS o ATX K | OTIyCKa
AHTUIICUXOTUYECKUM  cpeAcTBaM  (KOJ

NO5A), ankcuonutukam (kox NO5SB),

CHOTBOPDHBIM M CEJaTHBHBIM CpEICTBaAM

(xon NO5C), antugenpeccantam (KOJ

NO6A) u HE MoJyIeKanme
[IPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B

27.

OtmeuaroTcs JIM pelentTbl, HE yKa3aHHbIE B
nyakre 14 IlpaBun  oTmycka, IITaMIioM
"JlekapCTBEHHBIN IpenapaT OTHyIIeH"?

oyHKT 15 [IpaBun
OTITyCKa

28.

Bo3sBpamarorcss nu perienTsl, He yKa3aHHBIE B

nyHkre 14 TlpaBun  oTmycka,  Juiy,
MOJTy4HBILIEMY JIEKaPCTBEHHBIN Mpemnapar?

nyHKT 15 IIpaBun
OTIyCKa

29.

Nmeetcsa B0 JKypHa, B KOTOpPOM
PETUCTPUPYIOTCS  PEUENThl, BBIMHCAHHBIE C
HapyuieHueM [IpaBuit oTnycka, ¢ yKa3aHueM:

nyHKT 15 [IpaBun
OTITyCKa

BBISIBJICHHBIX HapylIeHUH B OQOpPMIICHUU
peuenTa?

nyHKT 15 [1paBuin
OTIyCKa

(hamMuiIiy, UMEHHU, oTYecTBa (TIPH HAJTMYUH)
JIUIa, BHITUCABIIETO perent?

nyHKT 15 [lpaBuin
OTIyCKa

HauMCHOBaHUA MG,HI/IHI/IHCKOI;'I

opraHu3anuu?

nyHKT 15 [lpaBuin
OTIyCKa

MIPUHATHIX Mep?

nyHKT 15 [lpaBuin
OTIyCKa

OrpanuueHus, HajaraeMble Ha (apMalleBTUYECKUX PaOOTHUKOB MPHU OCYLIECTBICHUU UMU
npodeccuoHanbHOM AestensHoCTH (cTaThs 74 ®enepanbHoro 3akona ot 21 Hosiops 2011 r.
N 323-®3 "O06 ocHOBax oxXpaHbl 3710pOBbs rpaxkad B Poccuiickoit @enepannn" (Cobpanue
3akoHoarenscTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-03)

30. HOOJMYHKTHI 2 U 4
dapmareBTHYECKUe PAaOOTHUKH 1 IIYHKTA 2 cTaThu 74

PYKOBOJIMTENIH aTEYHBIX OpraHUu3aIni: N 323-93;
nyHKT 17 [1paBuin
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTIIyCKa

MOJIYYaroT JIX OT KOMITAaHUH, MTPEJICTABUTEIIS
KOMIIaHUU o0pa3mpbl  JIEKAPCTBEHHBIX
IIPEnapaToB JUIsl Bpy4Y€HUsl HAaCEeJIEHUI0?

OOANYHKTHI 2 U 4
OvHKTA 2 ctateu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

MIPEIOCTABIISTFOT m HACEJICHUIO
HEJIOCTOBEpHYI0O U  (WIM)  HEMOJHYIO
WHPOPMALIMIO O HAIWYHH JIEKaPCTBEHHBIX
npernaparoB,  BKJIIOYAas  JICKAPCTBCHHBIC
npermaparsl, UMEIOIIUE OJIMHAKOBOE
MEXTyHApOIHOE HENATCHTOBAHHOE
HaWMEHOBaHHE?

HOOJIMYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTIyCKa

CKPBIBAIOT 11 WH(MOPMALUI0O O HAIHYUU
JICKApCTBCHHBIX InpemnaparTos, HNMCHOIIINX
0oJiee HU3KYIO IIeHY?

NOAMNYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

nperaparTtos, o6naz[aloumx

aHa0OJIMYECKON

TpeboBanusi K OTIYCKYy HApPKOTHYECKHX W TCUXOTPOIHBIX JIEKAPCTBEHHBIX MpPENapaToB,
JIEKapCTBEHHBIX
JIEKAPCTBEHHBIX MPENApaToOB, NOAJIEKAIIMX TPEAMETHO-KOJINYECTBEHHOMY YUETY

AKTUBHOCTBIO,

HWHBIX

31.

OcymiecTBIsIeTCsl JIM OTIYCK HAPKOTHYECKUX U
MICUXOTPOMHBIX JICKAPCTBEHHBIX IPEnapaToB
(hapmaneBTHIECKUMU paboTHUKaMHU,
3aHUMAOIIUMU JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepedyeHn AOMKHOCTEH?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

32.

OcymiecTBisieTcst M OTIYCK JIEKapCTBEHHBIX
IpernapaToB, o00JajaroMX aHAOOIMYECKON
aKTHBHOCTBIO, (bapmaneBTHIECKIMU
pabOTHUKAMH, 3aHMMAIOIIUMH  JOJDKHOCTH,
BKJIFOYECHHBIE B [lepedeHp 10IKHOCTEN?

nyHKT 19 [IpaBun
OTIIyCKa;

[lepeuenn
OJDKHOCTEN

33.

OcymiecTBisieTcsl JIM OTIYCK JIGKAPCTBEHHBIX
MpemnapaTos, MOITIEKALITUX
MIPEeIMETHO-KOJIMYECTBEHHOMY y4ery,
(hapmareBTHICCKUMU paboTHUKaMHU,
3aHUMAOIIUMHU  JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepeyeHb AOMKHOCTEN?

nyHKT 19 [IpaBuin
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

34.

OTtnyckaroTcst M HapKOTUYECKUE U
IICUXOTPOIIHbIE  JIEKAPCTBEHHBIE  ITpenaparsl
Coucka Il IlepeuyHss HapKOTHMYECKUX H
IICUXOTPONHBIX JIEKAPCTBEHHBIX IMIPENapaToB
npu pEeAbSIBICHUN JIOKyMEHTA,
YAOCTOBEPSIOLLETO JINYHOCTb, auny,

nyHKT 20 [IpaBun
OTIyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

yKa3aHHOMY B peLEeNTe, €ro 3aKOHHOMY
NpEeACTAaBUTCIIIO 50)0%0 jmny, HUMCIOLIEMY
o opMIICHHYTO B COOTBETCTBUU C

3akoHonarenscTBOM Poccuiickoit ®enepanun
JOBEPEHHOCTh Ha MpPaBO IIOJYYEHHsS TaKHUX
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB?

35.

Bergaercs i nocne oTiycka HapKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpENapaToB
Cnucka II u [I IlepeuyHss HapKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
CUTHATypa C JKEJITOM MOJIOCON B BEPXHEW YaCTH
U HAANUCBIO YEepHbIM WIpU(TOM HA HeH
"Curnarypa', B KOTOPOU yKa3bIBalOTCA:

nyHKT 22 [IpaBuin
OTIyCKa

HAaUMEHOBAHHME U aJIpeC MECTOHAXOXKJIECHUS
cyObekTa  oOpalieHus  JIEKapCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMCEp U [aTa BBIIIMUCAHHOT'O peueHTa?

nyHKT 22 [IpaBuin
OTIyCKa

(dbamMuius, uMs, OT4ecTBO (TIPH HAJIWYUH)
muna, AN KOTOpPOro  NpeaHa3HadyeH
JIEKapCTBEHHBIHN Mpemnapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTIyCKa

HOMEp MEIULMHCKON KapThl NAlUEHTA,
MOJIYYaIOLEero MEAMIMHCKYI0 IIOMOIIb B
aMOyJIaTOPHBIX YCJIOBHAX, AJs KOTOpPOTO
IpelHa3HayeH JIEKapCTBEHHbIN Npemnapar?

nyHKT 22 [IpaBuin
OTITyCKa

dbamunus, UM, OT4ecTBO (NPU HAJIMYUH)
MEIUIMHCKOTO0 pabOTHUKA, BBIMHMCABILETO
pelenT, ero KOHTaKTHhIH TenedoH mamdo
Tene(oH MEAULIMHCKONW opraHu3anuu?

nyHKT 22 [IpaBun
OTITyCKa

COACPIKAHUE PELCIITA HAa IATUHCKOM s3bIKE?

nyHKT 22 [IpaBun
OTITyCKa

(dbamMunus, uMsi, 0T4eCTBO (MIPU HATUYIUH) U
MOJNKCh (PapMaleBTUYECKOTO Pab0OTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH mpenapar?

nyHKT 22 [IpaBun
OTITyCKa

AaTa OTIIyCKa JICKAPpCTBCHHOT'O npenapaTa?

nyHKT 22 [IpaBuin
OTIyCKa

Tpe6OBaHI/I${ K OTHOYCKY JICKAapCTBCHHBLIX TIIp€IapaTtoB II0 Tpe6OBaHI/I${M-HaKJIa,I[HBIM
MCAUIIMHCKHX OpFB.HPBElLIPIIZ, HHIAUBUAYAJIbHBIX HpeHHpHHHMaTeHCﬁ, UMCIOIUX JIMICH3HUIO

Ha MCOAUIIUHCKYIO ACATCIbHOCTD
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

36.

Nmeercst nmu Ha TpeOOBaHUAX-HAKIAIHBIX Ha
MOJTy4€HHUE JIEKAPCTBEHHBIX MPENnapaTos:

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

mramir?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
HNHucTpykunn

KpyTiias 1e4aTsb
OpraHu3anuu?

MEIUIIMHCKOU

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

MOANMUCH €€ PYKOBOAMUTENS
3aMECTUTEA 10 JieueOHON yacTtu?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
NHcTpykunn

HOMEp TOKyMEHTa?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

JaTa COCTaBJICHUA ,Z[OKy'MeHTa?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
NHcTpykunn

HAaNMCHOBAHUC
JIEKapCTBEHHOTO TMperapara’?

OTIIPaBUTCIIA

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

HAaUMEHOBAaHUE
JIEKapCTBEHHOT 0 Ipernapara’?

ojry4dareiisa

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
NHucTpykunn

HAaUMEHOBAHME JICKaPCTBEHHOI'O IIpenapara
Ha JIAaTUHCKOM s3bIKE (C  yKa3aHUEeM

nyHKT 26 [IpaBuin
OTIIyCKa;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Ipunoxenne N 13

KOJIMYECTBO 3aTpeOOBAHHBIX
JIEKapCTBEHHBIX TpenapaToB?

JIO3UPOBKH,  (OopMBI  BBIIyCKa,  BHJA
o raassbl [11
YIaKOBKH, CIIOCO0a MPUMEHEHHS )’
NHucrpykuun
nyHKT 26 IIpaBun
OTIIyCKa;

[punoxenue N 13

raaBsl 111
HNucTpykunn

KOJINYECTBO U CTOMMOCTb OTIIYIIEHHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenne N 13

raassbl [11
NHucrpykuun

37.

OCYH.ICCTBJBIGTCﬂ JU OTIYCK MO OTHCJIbHBIM
Tpe60BaHI/I$IM-HaKJIaI[HI>IMI

nyHKT 27 IIpaBun
OTITyCKa

HapKOTUYECKUX u IICUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB Crucka I u 11
[lepeynss HApKOTUYECKUX U IICUXOTPOITHBIX
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 27 IIpaBun
OTITyCKa

JIEKApCTBEHHBIX TPENapaToB, MOJJIEKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY yueTy?

nyHKT 27 [IpaBun
OTIyCKa

WHBIX JIEKAPCTBEHHBIX MPEMApaToB, B TOM
quclie OTIyCKaeMbIX Oe3 penenta?

nyHKT 27 [IpaBun
OTIyCKa

38.

[IpocTaBnsieTcss u Ha TpeOOBaHUHM-HAKIATHON
OTMETKAa O  KOJMYEeCTBE M  CTOMMOCTH
OTIYIICHHBIX JIEKapCTBEHHBIX MpernapaToB?

nyHKT 29 [IpaBun
OTIyCKa

39.

OcyiecTBisiercs M XpaHeHue
TpeOOBaHMIT-HAKIIATHBIX, 1o KOTOPBIM
OTIIYLIEHBI JIEKAPCTBEHHbBIE MTPENapaThl:

nyHKT 30 [TpaBun
OTITyCKa

Ha HAapKOTMYECKHE M  IICUXOTPOIHBIE
nexapcTBeHHble npenaparsl Cnucka I u 11
IlepeyHss HAPKOTUYECKUX U IICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENApaToB - B TEUYEHUE
ISATH JIeT?

nyHKT 30 [TpaBun
OTIyCKa

Ha JIEKapCTBEHHBIE
MO/IIeKALIUE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TE€YEHHE TPEX JIeT?

npernaparsl,

nyHKT 30 [TpaBun
OTITyCKa

Ha WHBIC JIEKAPCTBEHHBIC Ipenaparsl - B
TEeYEeHHE OJHOro roga?

nyHKT 30 [TpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

40.

ColGumrofaercst 1M 3ampeT Ha HapylleHHe
MEepBUYHOMN YHaKOBKH JIEKapCTBEHHOI'O
npernapara npu ero OTITyCKE o
TpeOOBaHUIO-HAKIAAHON (32  HUCKIIIOUECHHEM
CyObeKTa pO3HHUYHOW TOPrOBIHM, HMEIOIETro
JULEH3UI0 Ha (bapMareBTHYECKYIO
NESATEIbHOCT  C  IIPaBOM  HU3TOTOBJIEHUS
JIEKapCTBEHHBIX MpenapaToB)?

nyHKT 31 [IpaBun
OTITyCKa

41.

Cobnromaercst JId 3ampeTr  Ha  OTIIYCK
JICKAPpCTBCHHLIX IPE€HaparoB B KOJMNYCCTBC,
yKa3aHHOM B peIenTe, B cilydae, Korjma JUis
JICKapCTBEHHOTO0  Mperapara  yCTaHOBJICHBI
HpeelIbHO JIOIyCTUMOE WITH
PEKOMEHJOBAaHHOE KOJIMYECTBO TSt
BBINIKMChIBAHUA HAa OJUH peueHT?

nyHKT 7 [TpaBun
OTITYCKa;

npusiokeHusa N 1 u
N 2 ITopsanka
Ha3HAUEeHUSI U
BBIMUCHIBAHUS

42.

CobOmrolaeTcsi 1M 3ampeT Ha HapyIIeHUE
BTOPUYHOU  (MOTPEOUTENHCKOM)  YMAKOBKHU
JIEKApCTBEHHOTO0  TIpemapara W OTIYCK
JIEKApCTBEHHOTO TIpermapara B TMEPBUYHOU
yIIaKOBKe?

nyHKT 8 [TpaBuin
OTITyCKa

43.

CobOmoaeTcst  AM  3ampeT  Ha  OTIYCK
HapKOTHYECKUX u IICUXOTPOIHBIX
nekapcTBeHHbIX npenaparoB Crwmcka II m III
IlepeuHss HApKOTMYECKMX M ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIpenaparoB 1o
TpeOOBaHUSAM-HAKIAIHbBIM  HWHIUBUAYAIbHOIO
MpEANPUHUMATEIS, UMEIOIIETO JIMIEH3UI Ha
MEIULMHCKYIO 1EATEIbHOCTD?

nyHKT 28 [IpaBun
OTIyCKa

(moymxHOCTE M OVO IOJDKHOCTHOTO JiMlla,
[IPOBEPOYHHI JIMCT, IONIUCH,

3ar0JIHMBIIETO
marTa)

(moypxHOCTE M OMO HOJDKHOCTHOT'O JMlla KPMAMYECKOITO JMLa,
MOONWUCH,

IpM 3aloJIHEHUM IIPOBEPOYHOI'O JiMCTa,

[I[POBEPOUHEI JIUCT

IPYCYTCTBOBABIETO
maTa)

ITpunoxxenue N 24

K npukazy denepanbHoil ciyKObI

10 HaJ30py B cepe 3ApaBOOXpaHEHHS
o1 09.11.2017 N 9438

®opmMma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMblli delepalibHOM CIIyXxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS U €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
Ip¥ [NPOBEIEeHUM I[IJIAHOBEIX [IPOBEPOK IIPUY OCylecCTBJIeHUuM denepajibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(oTnyCcK ¥ peanmszalus JIEKAPCTBEHHEIX NPEeNapaToB IJiS MEeOULMHCKOTO
IpYMEeHEeHUsT B alTeKe [IPOM3BOLCTBEHHONM C [IPaBOM M3TOTOBJIEHUS
aCenNTHUYEeCKMX JIEKAPCTBEHHHX IIpPelapaTosB)

(HamMMeHOBaHMUE OpT'aHa, OCYyHWeCTBJIANIEIO I1JIaHOBYIO HpOBepKy)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Hazsopa)

2. [lpenmeT IJIAaHOBOM IPOBEPKM OPUAMYECKMX JINML, U MHIMBUAYAJbHEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa oOdg3aTesibHEIMM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YITPO3E NPUUMHEHMS Bpela XM3HM, 3I0POBLI I'paxlaH, M3JIOXEHHEMM B bopmMme
IPOBEPOYHOT'O JIMCTa (CHMCKa KOHTPOJIbBHBEIX BOIPOCOB) .

3. HamMeHOBaHME OPUOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHOVMBUIOYAJIbHOTO NIPeNlpUHYMAaTEeII

4. MecTO NpPOBENEHMS IJIAHOBOM MNPOBEPKM C 3alOJIHEHMEM IIPOBEPOYHOTI'O JIMCTA:

5. PexBUBUTEH IprKasa O NINpOoBeIeHUMN TIJIAHOBOM IIPOBEPKM: OT

N .

6. VYYeTHEM HOMEp MNPOBEPKM M JaTa NPMCBOEHMS yYeTHOI'O HOMEepa IIPOBEPKM B
EmuHoM peecTpe MNPOBEPOK:

7. JOJIXHOCTE, bammnma " VIHVLIMAJIEL IOJDKHOCTHOT'O JmLa (Jm3a11) ,

NPOBOIOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OOHOB3HAYHO CBUAETEJIECTBYET O COOJIOIESHMUM MM HeCOOJIoLeHUM
OPUONYECKUM JIMLOM, MHIMBMIYAJIbHEIM NPeINpMHMMAaTeJIeM 00A3aTeJIbHEX TpeOOoBaHUM,
COCTaBJISOIMX [PEeIMET INPOBEPKN:

N Bomnpocsl, oTpaxaromue cofep;xanue PexBu3uTHI BriBOI O
n/m 00s13aTebHBIX TPeOOBAHUN HOPMAaTHUBHBIX BBIIIOJTHEHUH
IIPaBOBBIX AKTOB, C | TpeOOBaHUMH

yYKa3aHUEM UX
CTPYKTYPHBIX na HET
€MHHULL, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOoBaHMS

®enepanbhbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO0 obpamieHn# J1eKapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (nanee - 61-®3); Oenepanbhblii 3akoH OT 8 sHBaps 1998 r. N 3-03
"O HapKOTHYECKHUX CPEICTBAX U MCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOAATETHCTBA
Poccuiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, crt. 4238) (manee - N 3-D3);
[IpaBusia oTmycka JIEKAPCTBEHHBIX IMPENaparoB JJIsl MEIULUHCKOTO NPUMEHEHHs, B TOM
Yyclie UMMYHOOMOJIOTMYECKHUX JIEKAPCTBEHHBIX MPENaparoB, alTeYHbIMU OpraHHU3aIUsIMHU,
WHAUBUAYAIbHBIMU MPEANPUHUMATENIIMU, UMEIOIIMMHU JIMIEH3UI0 Ha (DapMalieBTHUECKYIO
JesITeNIbHOCTh, YTBEP)KICHHBIE IMPHKa3oM MUHUCTEpCTBA 3/ApaBooxpaHeHus: Poccuiickoii
@eneparuu ot 11 mrons 2017 r. N 4031 (3apeructpupoBaH MHUHHMCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepaunu 8 cenrsiops 2017 r., perucrpaumonssiii N 48125) (manmee -
[IpaBuna ormycka); Ilopsinok Ha3HaYeHHs] W BBIMUCBHIBAHUS JIEKAPCTBEHHBIX IPENapaTos,
W3JIeNU MEIULIMHCKOIO Ha3HAueHUsi U CIEeUHUaJIU3UPOBAHHBIX IPOIYKTOB JEueOHOIro
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHun GopM NPOBEPOYHBIX TMCTOB (CNNCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

MUTaHUs, YTBEPKIEHHBIM MpuKa3oM MUHUCTEPCTBA 3APABOOXPAHEHUS U COLMAIBHOIO
pasButus Poccuiickoit ®eneparuu ot 12 ¢despans 2007 r. N 110 (3apeructpupoBan
MunuctepctBoM roctuninn Poccuniickoit ®enepannn 27 anpens 2007 1., perucTpaliiOHHbIN
N 9364) c wu3MeHEeHUsIMH, BHECEHHBIMU MpHKa3oM MUHHCTEPCTBA 3pPaBOOXPAHEHUS
Poccutiickoit ®enepanuu ot 26 dpepans 2013 r. N 94n (3apeructpupoBad MUHHUCTEPCTBOM
rocturuu Poccuiickoit @eneparuu 25 uroHs 2013 r., peructpanronsbiii N 28881) (nanee -
Wuctpykuus); IlepeueHb HAPKOTUYECKUX CPEACTB, IICUXOTPOIMHBIX BEIIECTB U UX
MPEKYpCOpPOB, MOJuIekanmx KOHTpoito B Poccuiickorn ®denepainuu, yTBEpKIACHHbBIN
nocraHoBieHueM IlpaButensctBa Poccuiickoit @enepauyu ot 30 urons 1998 r. N 681
(Cobpanue 3akoHonarenscTBa Poccuiickoit @enepanuu, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (manee - IlepeyeHb HAPKOTHYECKUX U TCUXOTPOIHBIX JIEKAPCTBEHHBIX
npernapaToB); Popmbl OIAHKOB PELENTOB, COJAEPXKALIUX Ha3HAYEHHE HAPKOTUYECKUX
CPEICTB WM IICUXOTPONHBIX BEUIECTB, IOPAJOK MX W3TOTOBIICHUS, PACIpPEIEICHHUS,
pETHUCTpalH, YIeTa U XPaHEHUs, a TAaKXKe TpaBmiia 0POPMIICHHUS, YTBEPKICHHBIE IPHKA30M
MunuctepctBa 31paBooxpaHenust Poccuiickoit @enepanun ot 1 asrycra 2012 r. N 54n
(3apeructpupoBan MunuctepctBoM toctutiuu Poccuiickoit @eneparuu 15 asrycra 2012 r.,
peructpanoHHbii N 25190) ¢ u3MeHEeHUsMH, BHECEHHBIMH NpPHKa3oM MMHHCTEpCTBA
3npaBooxpanenus Poccuiickoit deneparuu ot 21 anpens 2016 r. N 2541 (3apeructpupoBaH
MunucrepctBoM toctuuuu Poccuiickoit ®denepauuu 18 urons 2016 r., peructpalliOHHbIN
N 42887) (nanee - mpuka3 N 54); [Hopsiiok Ha3HAUYEHUS U BBINUCHIBAHUS JIEKAPCTBEHHBIX
MpernapaToB, a Takke GOPM perenTypHBIX OJIAHKOB HA JIEKapCTBEHHBIE MPENapaThl, HOPSIOK
oopMIIeHHsI YKa3aHHBIX OJIaHKOB, MX Y4eTa U XpaHEHHUs, YTBEP)KICHHBIA IPUKA30M
MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 20 nexadps 2012 . N 11751
(3apeructpupoBadn MuHHUCTEpCTBOM rOCTHIIMU Poccuiickoit deneparun 25 utons 2003 r.,
peructpanronHelii N 28883) ¢ WM3MEHEHUSAMH, BHECEHHBIMU MPHKa30M MHHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepauyu ot 21 anpens 2016 r. N 254H (3apeructprupoBaH
MunuctepctBoM toctuiiuu Poccuiickoit denepanuu 18 urons 2016 r., peructpaiioOHHbIN
N 42887) (manee - Ilopsmox Ha3Ha4yeHHWsS W BBINUCHIBaHUs); [lepedyeHb JeKapCTBEHHBIX
CPEACTB UIsI MEIULMHCKOTO IPUMEHEHHUs, MO JIEKAMNUX IPEIMETHO-KOJINYECTBEHHOMY
y4eTy, YTBEpXKACHHbIM TNpHUKa3oM MUHHUCTEpCTBa 3/ApaBooXpaHeHus Poccuiickoi
@enepanyuu ot 22 ampens 2014 r. N 183H (3apeructpupoBan MUHHCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepaunn 22 urons 2014 r., peructpaunonsnsiii N 33210) ¢ usmeHeHUsIMH,
BHECEHHBIMM IpHKa3oM MuHuctepcTBa 3apaBooxpaHenust Poccuiickoit @enepanuu ot 10
centsiops 2015 r. N 634n (3apeructpupoBan MuHucTepcTBOM IocTuluu Poccuiickoit
Oenepanmu 30 centsops 2015 r., peructpanmmonusii N 39063) (mamee - Ilepedyenn
JIEKapCTBEHHBIX cpencTB); llopsaok ormycka ¢GU3WYECKUM JIUMIAM  JIEKapCTBEHHBIX
npenapaTroB JJis MEAUIMHCKOIO MPUMEHEHUS, COAEpKAUIUX KpPOME MajblX KOJHUYECTB
HAapKOTUYECKUX CPEJCTB, IICUXOTPOIHBIX BEIIECTB M HUX MPEKYypCcOpoB Ipyrue
(apMakooTHYeCKUe aKTUBHBIC BEIIECTBA, YTBEPXKACHHBIH NpUKa3oM MHHUCTEPCTBA
3IpaBOOXPaHEHUs U COIMANIBbHOTO pa3BuTusi Poccuiickoir @enepanuu ot 17 mas 2012 r. N
5621 (3apeructpupoBaH MunmcTepcTBOM tocTuIM Poccuiickoit ®eneparnuu 1 urons 2012
I., peructpanoHHbiii N 24438) ¢ W3MEHEHHUSIMH, BHECEHHBIMH TPHUKa30M MUHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit ®epeparuu ot 10 centsiOops 2015 r. N 634n
(3apeructpupoBan MunucTepcTBoM rocTummu Poccuiickoit @eneparuu 30 centsopst 2015
r., peructpannoHHbiii N 39063) (nanee - mopsiiok); llepedeHp )KU3HEHHO HEOOXOAMMBIX H
BaYKHEHMIIINX JIEKApCTBEHHBIX IpenapaTtoB Ha 2016 roj, a Takke MEPEUYEHb JIEKAPCTBEHHBIX
MpernapaToB Ui  MEAMIMHCKOTO  TPUMEHEHUS W  MUHUMAJBHBIM __ acCOPTUMEHT
JIEKapCTBEHHBIX IMpenapaToB, HEOOXOMUMBIX ISl OKa3aHHs METUIIMHCKOW IMOMOIIH,
yTBepXKJeHHbIe pacriopsbkeHueM llpaButenscrBa Poccuiickoit @enepauuu ot 26 nexadps
2015 r. N 2724-p (Cobpanue 3akonomarensctBa Poccuiickoit @enepamnun, 2016, N 2, cT.
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413) (manee - IlepedeHb JIEKApCTBEHHBIX MPENApaTOB, BXOAAIIUX B MHHHMAIbHBINA
accoptuMeHT); llepedeHp AOKHOCTEH (DapMaleBTHUECKUX U MEAULIUHCKUX PaOOTHUKOB B
OpraHM3alusIX, KOTOPbIM IPEIOCTABIEHO MPABO OTIYCKa HAPKOTHYECKHUX JIEKapCTBEHHBIX
U TCUXOTPONHBIX JIEKAPCTBEHHBIX IpPENapaTroB
YTBEPKICHHBIN NprKkazoM MuHHUCTEpCTBA 3apaBooxpaneHus Poccuiickoit depeparuu ot 7
centsops 2016 r. N 681n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIMHM Poccuiickoi
@eneparun 21 cenrsiops 2016 r., peructpanuonHslii N 43748) (manee - IlepeueHs

IpernapaToB

JOJIKHOCTEH)

(bU3UYECKUM  JTULIAM,

1.

OtnyckaroTcs M HapKOTHUYECKHUE u
NCUXOTPOMHLBIC JICKAPCTBCHHBIC MPCIIapaThl 110
peuenrtam?

nyHKT 3 [IpaBun
OTITyCKa

OTmyckatoTcst M MMMYHOOHOJIOTHYECKUE
JIEKapCTBEHHbIE MPEeaparsl Mo peuentam?

nyHKT 3 [TpaBun
OTITyCKa

OTmyckatorcst b7 HapKOTHYECKHE U
MICUXOTPOITHBIE  JICKAPCTBEHHBIE IPENapaThl,
BHECEHHBICE B Coucok Il Tlepeuns
HapKOTHYECKUX u HCUXOTPOIHBIX
JIeKapCTBEHHBIX npenapaTos, npu
NPEIbSIBICHUM PELENTOB, BBIIUCAHHBIX HAa
peuentypHbix Onankax ¢opmer N 107/y-HII,
yTBEPkKACHHOM npuka3zoM N 54H?

nyHKT 4 [IpaBun
OTITYCKa;

npusioxkeHus N 1 u 2

K npukazy N 54H

IlcuxoTpomHble JIEKapCTBEHHBIE IpENapaThl,
BHeceHHble B Cmomcok Il Ilepeuns
HapKOTUYECKUX u MICHUXOTPOITHBIX
JIEKapCTBEHHBIX IPENapaToB, OTIIYCKAIOTCA JIU
IIPU TPEABSABICHUN PELENTOB, BHIMUCAHHBIX HA
peuentypHbix Onankax ¢opmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

nyHKT 4 [IpaBun
OTIIYCKa;

nyHKT 9 Tlopsnka
Ha3HA4YCHUS U
BBINTMCHIBAHUS

Hapxotnueckue u IICUXOTPOIIHBIE
nexapcTBeHHble npenaparsl Cnucka Il Ilepeuns
HapKOTUYECKUX u MICUXOTPOIHBIX
JIEKApCTBEHHBIX IIpernapaToB B BUJIE
TPAHCAEPMAIBHBIX TEPANEBTUYECKUX CHUCTEM
OTIIyCKAIOTCS JIU IIPU NPEABABICHUU PELEIITOB,
BBIMMCAHHBIX HAa  pElENTypHbIX  OJaHKax
dopmbr N 148-1/y-88,  yTBep:KIECHHOMH
npukazom N 54u?

nyHKT 4 [IpaBun
OTIIyCKa;

nyHKT 9 Tlopsinka
Ha3HAa4YeHUs U
BBINHUCHIBAHUSA

JlekapcTBeHHBIC TIpemapaThl, BKIIOYCHHBIC B
nepeueHb  JICKApCTBEHHBIX ~ CPEACTB  JUIS
MEIUIIMHCKOTO  MPUMEHEHHUS, MOJJISKAIIUX
HPEeIMETHO-KOJIYECTBEHHOMY ydery,
OTITYCKAIOTCsI JIU TIPH MPEIbSIBICHUH PELCTITOB,
BBIIMMCAHHBIX ~HA  PEIENTYPHBIX  OJaHKax
dopmbr N 148-1/y-88,  yTBep:KIEHHOMH

nyHKT 4 [IpaBun
OTITyCKa;
paznenst [; II; 111
[Tepeuns
JIEKapCTBEHHBIX
CPEICTB
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npukazom N 54u?

HeKapCTBeHHBIe nperaparsl, 06J1anafoume
aHa0O0IMYECKOU AKTUBHOCTBIO, OTIIYCKAKOTCA
JIK Ipy IPEABABICHUN PCUCTITOB, BBIITMCAHHBIX

Ha  peuenTypHelx Omankax  ¢opmbl N
148-1/y-88, yrBepxaeHHoM npukazoM N 5417

. 4 [IpaBun
OTITYCKa;

IOJNYHKT 3 IyHKTA
9 lNopsinka
Ha3HAUYCHMS U
BBLIIHCHIBAHMS

JlexapcTBeHHbIE  Ipenaparbl,  COJAEpIKaIUe
KpOME MallbIX KOJHMYECTB HapKOTHYECKUX
CPEICTB, TIICUXOTPOIHBIX BEIIECTB MU HUX
MPEKypcopoB  Apyrue  (HhapMakoIOTHUYECKUE
AKTUBHBIE BEILECTBA, OTIYCKAIOTCA JIM MpHU
MPEAbSIBICHUN PELENTOB, BBIMUCAHHBIX Ha
peuentypubix OnaHkax ¢Gopmbl N 148-1/y-88,
YTBEPKIACHHOUN nprka3zom N 54H?

oyHKT 4 IlpaBun

OTNYCKa; IIYHKT 35
opsiIKa

OTnyck JIeKapCTBEHHBIX IpemapaToB  0Oe3
PELENTOB OCYIIECTBISETCS JIM B COOTBETCTBUH
C UHCTPYKIMSIMH 10 UX MEIUIUHCKOMY
IIPUMEHEHHUIO?

nyHKT S [TpaBun
OTIyCKa

10.

Otmyck JIEKapCTBEHHBIX MpernapaToB
OCYILIECTBIISIETCA JIM B TEYEHHE YKAa3aHHOTO B
penenTe cpoka ero AercTBus?

nyHKT 6 [IpaBun
OTIyCKa

11.

B cimywae  oTcyTcTBHSL  JIEKapCTBEHHOTO
mperapara peuenT [pUHUMAaeTcs Jd Ha
00CITyKMBaHHE B CIIETYIOIINE CPOKHU:

nyHKT 6 [IpaBun
OTITyCKa

perent ¢ nmomMeTkou "statim" (HeMeIeHHO)
oOCITyXMBaeTcsi B TEUEHHUE  OJIHOTO
pabouero AHS co IHA oOpalieHus: Juia K
CyOBEKTY PO3HUYHOU TOPTOBIIN?

nyHKT 6 [TpaBun
OTITyCKa

penent ¢ noMeTkou "cito" (cpoyHO)
00CITy’)KMBAETCSl B TEYCHHUE IBYX PabOUmX
JHEW CO JHs 0OpaIeHHUs JINIA K CYOBEKTY
PO3HUYHOM TOProBiIH?

nyHKT 6 [TpaBun
OTIyCKa

pelenT Ha JICKapCTBEHHBIH  Ipernapar,
BXOJSIINI B MHHHMAJBHBIM aCCOPTHMEHT
JICKApCTBCHHBIX npenapaTron JJIA
MCIUIHUHCKOI'O NpUMCHCHHA, HGO6XOZII/IMI)IX
J1s1 OKa3aHUuA MeHHHHHCKOﬁ IIOMOIIY,
00CITy’)KMBAEeTCsl B TEUYCHHE IISITH PadOUNX
JTHEW cO JHS OOpallleHus JIHIa K CyObeKTy
PO3HUYHOI TOProBiIn?

nyHKT 6 [IpaBun
OTIyCKa
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12.

OO0cmy>KHUBaeTCs JIM PELENT Ha JICKaPCTBEHHBIN
npenapar, OTIYCKaeMbIil OecIylaTHO WU CO
CKUIKOM ¥ HE BOIIEOIINHA B MHUHUMAaILHBIN
ACCOPTUMEHT JIEKAPCTBEHHBIX IPEnapaToB i
MEIUIIMHCKOTO TMPUMEHEHHs, HE0OXOIUMBIX
JUIS  OKa3aHusg MEIUIIMHCKONM IIOMOIIU, B
TEYCHHE JIeCATH pabouymx JHEH co JHS
oOpamieHusi JHuna K CYOBEKTY PO3HUYHOMN
TOproBiu?

nyHKT 6 [IpaBun
OTITyCKa

13.

O06cmyKuBarTCA I penenTsl Ha
JICKapCTBEHHBIE Tperaparbl, Ha3HaA4YaeMble IO
peUIeHNI0 BpadeOHONl KOMHCCHH, B TEUYCHHUE
NATHAALUATH PabodnXx JHEH co AHSA oOpalleHHs
JMIA K CyOBEKTY pO3HUYHOU TOProBIIu?

nyHKT 6 [IpaBun
OTITyCKa

14.

OTHYCKaIOTCH JIX JICKApPCTBCHHBIC IIpENapaThbl
1o peuciiTaM € UCTCKIINM CPOKOM HeﬁCTBHH?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcyiecTBisieTcs T TpPU HUCTEYCHHHU CpOKa
JEHCTBUS perenTa B MEpUo HAXOXKICHHUS €ro
Ha OTCPOYCHHOM OOCIY)KMBAaHHU  OTITyCK
JEKapCTBEHHOTO  Mperapara 10  TaKoMy
penenity (0e3 ero nepeodopmieHus)?

nyHKT 6 [IpaBun
OTITyCKa

16.

HeKapCTBeHHI)Ie nmpenaparbl OTIIYCKAKOTCA JIK B
KOJIMYECTBE, YKa3aHHOM B penente?

nyHKT 7 [TpaBun
OTITyCKa;

npmiroxkeans N 1 u
N 2 INopsinka
Ha3HAUEeHUSI U
BBIIUCHIBAHUS

17.

dapManeBTUYeCKUil pabOTHUK OTIMYCKaeT U
MpEEIbHO JIOITyCTUMOE WA
PEKOMEHIOBAHHOE KOJIMYECTBO
JICKapCTBEHHOTO Mpernapara JJisi BHITUCHIBAHUSA
Ha OJIMH PEUENT MpHU MPEAbIBICHUN PeIenTa ¢
MPEBBIIICHUEM MPEIEIbHO TOMYyCTUMOTO WU
PEKOMEHIOBAHHOTO KOJINYeCTBa
JIEKapCTBEHHOT'O Ipernapara JJisi BHITUCHIBAaHUSA
Ha OJIVH peuent c MIPOCTABJICHUEM
COOTBETCTBYIOIIEH OTMETKHU B perente?

nyHKT 7 IIpaBun
OTIIyCKa

18.

Otnyck JIEKAPCTBEHHOTO rpenapara
OCYILECTBIISAETCA JIN B IEPBUYHON M BTOPHUYHOMN
(mOTpeOUTENHCKOM) yIIaKOBKax c
MapKHPOBKOM?

crathd 46 N 61-D3;

nyHKT 3 crateu 27 N

3-03;

nyHKT 8 [IpaBun
OTITyCKa
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

19.

Hapymaercs 1m  mepBuYyHas — yNakoBKa
JIEKapCTBEHHOTO TIperapara npu ero OTITyCcKe?

nyHKT 8 IIpaBun
OTITyCKa

20.

[Ipu oTnycke nekapCTBEHHBIX NIPENApaToOB HA
perenTe NpoCTaBIseTCs JIM OTMETKA 00
OTITyCKE JIEKapCTBEHHOTO IIperapara ¢
yKa3aHHEM:

nyHKT 9 [IpaBun
OTITyCKa

TOProBOro HAMMEHOBAHHUA, JO3UPOBKU H
KOJINYECTBA OTIYIEHHOI'O JIEKAPCTBEHHOT'O
npenapara?

nyHKT 9 [IpaBun
OTIyCKa

(hamMuiiy, UMEHHU, oTYecTBa (TIPU HAJTUYUH)
MEIUIUHCKOTO pabOTHUKAa B  CIIy4Yasx,
yKa3aHHbBIX B a03alle YeTBEPTOM IYHKTA 7 U
abzane tperbeM myHkTa 10 [IpaBun
oTIycka?

nyHKT 9 [IpaBun
OTITyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUYHOCTD uua, MOy YU BIIETO
JIEKapCTBEHHBIA  TpemapaTr, B  Ciydae,
yka3zaHHoM B nyHkTe 20 [IpaBun ormycka?

nyHKT 9 [IpaBun
OTITyCKa

dbamMuIMy, UMEHH, OTYECTBA (MIPU HATTUYHUN)
(hapmareBTHIeCKOoro paboTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH Mpenapar, u
€ro MoJAIucH?

nyHKT 9 [TpaBun
OTIyCKa

AAaThl OTIIYCKA JICKAPCTBEHHOT'O npenapaTa?

nyHKT 9 IIpaBun
OTITyCKa

21.

Penent ¢ ormeTkoi BoO3Bpamiaercs JM IIpU
OTIyCKE JIEKAPCTBEHHBIX IpENapaToB IO
peuenty, BBIIMCAHHOMY Ha peUenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok IEHCTBHS KOTOPOTO
COCTaBJISIET OIUH rox?

nyHKT 10 [TpaBun
OTIIyCKa;

npuaoxenue N 2
[Topsaka
Ha3HAYEHUS U
BBIMTACHIBAHUS

22.

[lepenaercsa m bapmaleBTUYECKUM
PabOTHUKOM JUIy, npuoOpeTaromeMy
(momyyarorieMy) JeKapCTBEHHbIE TMpernaparhbl
[0 pEIEeNnTy, BHIIMCAHHOMY Ha pEleNnTypHOM
OyaHke dbopmer N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unn Qopmbl
N _148-1/y-06 (11), yTBepKIeHHON MpuKazoM N
54H, 3aNI0JTHEHHBIN KOPEILIOK TAKOT0 perenTta?

nyHKT 11 TIpaBun
OTIIyCKa

23.

[IpocraBnsercs M npu OTITyCKE
HapKOTUYECKOTO u IICUXOTPOITHOTO
JeKapcTBeHHoro  mpemapara  Coucka I

nyHKT 12 [IpaBun
OTIIyCKa
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[aTta coxpaHeHus: 22.07.2022

[lepeuHss HApKOTUYECKMX M TCHUXOTPOIMHBIX
JIEKapCTBEHHBIX TMpermapaToB Ha perente o0
OTIIyCKE JICKApPCTBEHHOTO TIIperapara MedaTh
OpraHu3allii, B KOTOPOH YKa3aHO TOJHOE
HavMEHOBaHHeE (IIPU HATMYNHU TTeYaTH)?

24.

Ha pemente wnmm  Kopemke — perenra
yKa3bIBaeTCs JM TOYHOE BpeMs (B dYacax u
MUHYTax) OTIyCKa HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOT O Tpernapara’?

nyHKT 13 IIpaBun
OTIyCKa

25.

HNmmyHOOMONIOTHYECKHE JICKapCTBCHHBIC
mpemapaTsl OTIYCKAIOTCA JIM TpPU HAIUYUU
CIEIUaIbHOTO TEPMOKOHTEMHEpa?

nyHKT 13 [lpaBun
OTIyCKa

26.

Ocratorcss W XpaHATCs JU y CyObekra
oOpalleHusl JIEKAPCTBEHHBIX CPEACTB PELENTHI

nyHKT 14 [IpaBun
OTITyCKa

(c ormerkoit "JlekapCTBEHHBIM mpenapar

oTmyieH") Ha:
HapKOTUYECKUE u NCUXOTponHbIe | MYHKT 14 [IpaBun
nexapcTBeHHble mpenaparbl  Croucka Il | oTmycka

[TepeuHss HAPKOTHUECKHUX W TICUXOTPOITHBIX
JICKaPCTBCHHBIX IPENapaToB - B TCUYCHHE
ATH JET?

IICUXOTPOIHBIE JIEKAPCTBEHHBIE ITPENapaTsl
Cnucka [II TlepeuHs HapKOTHMYECKHX U
IICUXOTPOITHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TEUECHUE MATH JIET?

nyHKT 14 [1paBun
OTIyCKa

JIEKapCTBEHHbIE MpEINapaThl, OTIyCKaeMble
0ecIulaTHO WJIM CO CKHIKOW, - B TEUCHHE
Tpex jier?

nyHKT 14 [IpaBun
OTITyCKa

KOMOWHHUPOBAHHBIE JIEKapCTBECHHBIE
Mpenaparbl, COJAEPKAIINE HAPKOTUYECKHUE
CpeICcTBa WM IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crowmcku Il w III Ilepeuns
HapKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETaparos,
W3TOTOBJICHHBIE B AITEYHON OpraHu3allvi, -
B TEUEHHUE TPEX JIET?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBCHHBIE TPETNapaThl, 000NN
aHa0O0JIMYECKON aKTUBHOCTBLIO, - B TEUCHUE
Tpex JaeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHBIC TPETapathl, IOJICKAIINE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TEYEHHE TPEX JIeT?

nyHKT 14 IIpaBun
OTITyCKa
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TEYEHHUE TPEX MECSIIEB?

JIGKapCTBEHHBIE Tpenaparbl B KUAKOM | yHKT 14 [IpaBun
JeKapcTBEeHHON opme, coaepkaiiue oosee | OTImycKa

15% »TunoBoro cmnupra oOT oObema

TrOTOBOM MpOIYKIUH, - B TEYEHHE TpeX

MecsueB?

UHBIE JIEKapCTBEHHBIE npemnaparsl, | yHKT 14 [TpaBuin
OTHOCSILIIUECS o ATX K | OTIyCKa
AHTUIICUXOTUYECKUM  cpeAcTBaM  (KOJ

NO5A), ankcuonutukam (kox NO5SB),

CHOTBOPDHBIM M CEJaTHBHBIM CpEICTBaAM

(xon NO5C), antugenpeccantam (KOJ

NO6A) u HE MoJyIeKanme
[IPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B

27.

Peuentel, He yka3aHHble B IyHKTe 14 IIpaBun
OTIIyCKa, OTMEYAKOTCS M LITAMIIOM
"JlekapCTBEHHBIN IpenapaT OTHyIIeH"?

oyHKT 15 [IpaBun
OTITyCKa

28.

Peuenterl, He yka3anHble B IyHKTe 14 IlpaBun
OTIIyCKa, BO3BPAILAIOTCS M ULy,
IIOJIyYHBILIEMY JIEKAPCTBEHHBIN Npenapar?

nyHKT 15 IIpaBun
OTIyCKa

29.

Nmeetcsa B0 JKypHa, B KOTOpPOM
PETUCTPUPYIOTCS  PEUENThl, BBIMHCAHHBIE C
HapyuieHueM [IpaBui oTnycka, ¢ yKa3aHUeM:

nyHKT 15 [IpaBun
OTITyCKa

BBISIBJICHHBIX HapylIeHUH B OQOpPMIICHUU
peuenTa?

nyHKT 15 [1paBuin
OTIyCKa

(hamMuiIiy, UMEHHU, oTYecTBa (TIPH HAJTMYUH)
JIUIIa, BHITUCABIIETO Perent?

nyHKT 15 [IpaBuin
OTIyCKa

HauMCHOBaHUA MG,HI/IHI/IHCKOI;'I

opraHu3anuu?

nyHKT 15 [IpaBuin
OTIyCKa

MIPUHSATBHIX Mep?

nyHKT 15 [IpaBun
OTIyCKa

OrpanuueHus, HajaraeMble Ha ¢apMalleBTUYECKUX PaOOTHUKOB MPHU OCYUIECTBICHUU UMHU
npodeccuoHanbHOM AestensHoCcTH (cTaThs 74 ®enepanbHoro 3akona ot 21 Hosiops 2011 r.
N 323-®3 "O06 ocHOBax oxXpaHbl 3710pOBbs rpaxkad B Poccuiickoit @enepannn" (Cobpanue
3akoHoatenscTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-®3)

30. HOOJMYHKTHI 2 U 4
dapmaneBTUYECKHE paboOTHUKHU U | yHKTa 2 cTaThu 74
PYKOBOJIMTENIH alTEYHBIX OpraHUu3aIui: N 323-93;

nyHKT 17 [1paBuin
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OTIIyCKa

MOJIYYaroT JIX OT KOMITAaHUH, MTPEJICTABUTEIIS
KOMIIaHUU o0pa3mpbl  JIEKAPCTBEHHBIX
IIPEnapaToB JUIsl Bpy4Y€HUsl HAaCEeJIEHUI0?

OOANYHKTHI 2 U 4
OvHKTA 2 ctateu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

MIPEIOCTABIISTFOT m HACEJICHUIO
HEJIOCTOBEpHYI0O U  (WIM)  HEMOJHYIO
WHPOPMALIMIO O HAIWYHH JIEKaPCTBEHHBIX
npernaparoB,  BKJIIOYAas  JICKAPCTBCHHBIC
npermaparsl, UMEIOIIUE OJIMHAKOBOE
MEXTyHApOIHOE HENATCHTOBAHHOE
HaWMEHOBaHHE?

HOOJIMYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTIyCKa

CKPBIBAIOT 11 WH(MOPMALUI0O O HAIHYUU
JICKApCTBCHHBIX InpemnaparTos, HNMCHOIIINX
0oJiee HU3KYIO IIeHY?

NOAMNYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

nperaparTtos, o6naz[aloumx

aHa0OJIMYECKON

TpeboBanusi K OTIYCKYy HApPKOTHYECKHX W TCUXOTPOIHBIX JIEKAPCTBEHHBIX MpPENapaToB,
JIEKapCTBEHHBIX
JIEKAPCTBEHHBIX MPENApaToOB, NOAJIEKAIIMX TPEAMETHO-KOJINYECTBEHHOMY YUETY

AKTUBHOCTBIO,

HWHBIX

31.

OTmyck HapKOTHYECKUX U TICHXOTPOITHBIX
JICKapCTBEHHBIX MPENapaToB OCYLIECTBISAETCS
I (bapmarieBTUYECKUMHU paboTHHKaMH,
3aHUMAIOIIUMHU JOJDKHOCTH, BKIIFOYCHHBIE B
[lepeueHp nomKHOCTENH?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

32.

Otnyck JIEKapCTBEHHBIX Ipenaparos,
oOjamaronnx aHa0OIMYECKOH aKTHUBHOCTLIO,
OCYIIECTBIIICTCS  JIU  (papMaleBTUICCKUMHU
paObOTHUKAMH, 3aHUMAIOIIUMH  JIOJDKHOCTH,
BKJIIOUEHHBIC B [lepeueHp JOKHOCTEH?

nyHKT 19 [IpaBun
OTIIyCKa;

[lepeuenn
OJDKHOCTEN

33.

OTtmyck
MOJJIEXKALUX

JICKapCTBEHHBIX npenapaTos,

IPEIMETHO-KOJTHYECTBEHHOMY
y4ery, OCYIIECTBIISICTCS m
(hapmareBTHICCKUMU paboTHUKaMHU,
3aHUMAOIIUMHU  JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepeyeHb AOMKHOCTEN?

nyHKT 19 [IpaBuin
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

34.

HapKOTquCKﬂe u ICUXOTPOITHBIC
JekapcTBeHHbIe npenapaThl Crrcka Il [Tepeuns
HApPKOTUYECKUX u MICUXOTPOIHBIX
JIEKApPCTBEHHBIX MPENapaToB OTIYCKAKOTCS JU
pu HpENbIBICHUN JOKYMEHTA,
YIOCTOBEPAIOIIETO JINYHOCTBD, JIALY,

nyHKT 20 [IpaBun
OTIyCKa
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

yKa3aHHOMY B peLEeNTe, €ro 3aKOHHOMY
NpEeACTAaBUTCIIIO 50)0%0 jmny, HUMCIOLIEMY
o opMIICHHYTO B COOTBETCTBUU C

3akoHonarenscTBOM Poccuiickoit ®enepanun
JOBEPEHHOCTh Ha MpPaBO IIOJYYEHHsS TaKHUX
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB?

35.

Bergaercs i nocne oTiycka HapKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpENapaToB
Cnucka II u [I IlepeuyHss HapKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
CUTHATypa C JKEJITOM MOJIOCON B BEPXHEW YaCTH
U HAANUCBIO YEepHbIM WIpU(TOM HA HeH
"Curnarypa', B KOTOPOU yKa3bIBalOTCA:

nyHKT 22 [IpaBuin
OTIyCKa

HAaUMEHOBAHHME U aJIpeC MECTOHAXOXKJIECHUS
cyObekTa  oOpalieHus  JIEKapCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMCEp U [aTa BBIIIMUCAHHOT'O peueHTa?

nyHKT 22 [IpaBuin
OTIyCKa

(dbamMuius, uMs, OT4ecTBO (TIPH HAJIWYUH)
muna, AN KOTOpPOro  NpeaHa3HadyeH
JIEKapCTBEHHBIHN Mpemnapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTIyCKa

HOMEp MEIULMHCKON KapThl NAlUEHTA,
MOJIYYaIOLEero MEAMIMHCKYI0 IIOMOIIb B
aMOyJIaTOPHBIX YCJIOBHAX, AJs KOTOpPOTO
IpelHa3HayeH JIEKapCTBEHHbIN Npemnapar?

nyHKT 22 [IpaBuin
OTITyCKa

dbamunus, UM, OT4ecTBO (NPU HAJIMYUH)
MEIUIMHCKOTO0 pabOTHUKA, BBIMHMCABILETO
pelenT, ero KOHTaKTHhIH TenedoH mamdo
Tene(oH MEAULIMHCKONW opraHu3anuu?

nyHKT 22 [IpaBun
OTITyCKa

COACPIKAHUE PELCIITA HAa IATUHCKOM s3bIKE?

nyHKT 22 [IpaBun
OTITyCKa

(dbamMunus, uMsi, 0T4eCTBO (MIPU HATUYIUH) U
MOJNKCh (PapMaleBTUYECKOTO Pab0OTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH mpenapar?

nyHKT 22 [IpaBun
OTITyCKa

AaTa OTIIyCKa JICKAPpCTBCHHOT'O npenapaTa?

nyHKT 22 [IpaBuin
OTIyCKa

Tpe6OBaHI/I${ K OTHOYCKY JICKAapCTBCHHBLIX TIIp€IapaTtoB II0 Tpe6OBaHI/I${M-HaKJIa,I[HBIM
MCAUIIMHCKHX OpFB.HPBElLIPIIZ, HHIAUBUAYAJIbHBIX HpeHHpHHHMaTeHCﬁ, UMCIOIUX JIMICH3HUIO

Ha MCOAUIIUHCKYIO ACATCIbHOCTD
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

36.

Nmeercst nmu Ha TpeOOBaHUAX-HAKIAIHBIX Ha
MOJTy4€HHUE JIEKAPCTBEHHBIX MPENnapaTos:

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

mramir?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenuem 13
raassl 111
HNHucTpykunn

KpyTiias 1e4aTsb
OpraHu3anuu?

MEIUIIMHCKOU

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

MOANMUCH €€ PYKOBOAMUTENS
3aMECTUTEA 10 JieueOHON yacTtu?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
NHcTpykunn

HOMEp TOKyMEHTa?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

JaTa COCTaBJICHUA ,Z[OKy'MeHTa?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
NHcTpykunn

HAaNMCHOBAHUC
JIEKapCTBEHHOTO TMperapara’?

OTIIPaBUTCIIA

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

HAaUMEHOBAaHUE
JIEKapCTBEHHOT 0 Ipernapara’?

ojry4dareiisa

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
NHucTpykunn

HAaUMEHOBAHME JICKaPCTBEHHOI'O IIpenapara
Ha JIAaTUHCKOM s3bIKE (C  yKa3aHUEeM

nyHKT 26 [IpaBuin
OTIIyCKa;
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Ipunoxenne N 13

KOJIMYECTBO 3aTpeOOBAHHBIX
JIEKapCTBEHHBIX TpenapaToB?

JIO3UPOBKH,  (OopMBI  BBIIyCKa,  BHJA
o raassbl [11
YIaKOBKH, CIIOCO0a MPUMEHEHHS )’
NHucrpykuun
nyHKT 26 IIpaBun
OTIIyCKa;

[punoxenue N 13

raaBsl 111
HNucTpykunn

KOJINYECTBO U CTOMMOCTb OTIIYIIEHHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenne N 13

raassbl [11
NHucrpykuun

37.

OCYH.ICCTBJBIGTCﬂ JU OTIYCK MO OTHCJIbHBIM
Tpe60BaHI/I$IM-HaKJIaI[HI>IMI

nyHKT 27 IIpaBun
OTITyCKa

HapKOTUYECKUX u IICUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB Crucka I u 11
[lepeynss HApKOTUYECKUX U IICUXOTPOITHBIX
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 27 IIpaBun
OTITyCKa

JIEKApCTBEHHBIX TPENapaToB, MOJJIEKAIINX
MPEeIMETHO-KOJIMYECTBEHHOMY yueTy?

nyHKT 27 [IpaBun
OTIyCKa

WHBIX JIEKAPCTBEHHBIX MPEMApaToB, B TOM
quclie OTIyCKaeMbIX Oe3 penenta?

nyHKT 27 [IpaBun
OTIyCKa

38.

[IpoctaBnsiercss Ha TpeOOBaHMHM-HAKIATHON
OTMETKA O KOJIWYECTBE HU  CTOMMOCTH
OTIYIICHHBIX JIEKapCTBEHHBIX MpernapaToB?

nyHKT 29 [IpaBun
OTIyCKa

39.

OcymectBisieTcs XpaHEeHHE
TpeOOBaHMIT-HAKIIATHBIX, 1o KOTOPBIM
OTIIYLIEHBI JIEKAPCTBEHHbBIE MTPENapaThl:

nyHKT 30 [TpaBun
OTITyCKa

Ha HAapKOTMYECKHE M  IICUXOTPOIHBIE
nexapcTBeHHble npenaparsl Cnucka I u 11
IlepeyHss HAPKOTUYECKUX U IICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENApaToB - B TEUYEHUE
ISATH JIeT?

nyHKT 30 [TpaBun
OTIyCKa

Ha JIEKapCTBEHHBIE
MO/IIeKALIUE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TE€YEHHE TPEX JIeT?

npernaparsl,

nyHKT 30 [TpaBun
OTITyCKa

Ha WHBIC JIEKAPCTBEHHBIC Ipenaparsl - B
TEeYEeHHE OJHOro roga?

nyHKT 30 [TpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

40.

Cobnromaercst  3amper  Ha  HapylICHUE
IIEPBUYHOMN YIIaKOBKU JIEKapCTBEHHOT' O
nperiapara  IpH ero OTITyCKE o
TpeOOBaHMIO-HAKIAJHON (32  HMCKIIIOYECHHEM
cyObeKTa pPO3HHUYHON TOPTOBIH, HMEIOIIETO
JULIECH3HIO Ha (bapmaneBTHYECKYIO
ACATCIIbHOCTD C IIpaBOM HU3TrOTOBJICHUA

JIEKapCTBEHHBIX MpenapaToB)?

nyHKT 31 [IpaBun
OTITyCKa

41.

Cobnromaercst JId 3ampeTr  Ha  OTIIYCK
JICKAPpCTBCHHLIX IPE€HaparoB B KOJMNYCCTBC,
yKa3aHHOM B peIenTe, B cilydae, Korjma JUis
JICKapCTBEHHOTO0  Mperapara  yCTaHOBJICHBI
HpeelIbHO JIOIyCTUMOE WITH
PEKOMEHJOBAaHHOE KOJIMYECTBO TSt
BBINIKMChIBAHUA HAa OJUH peueHT?

nyHKT 7 [TpaBun
OTITYCKa;

npusiokeHusa N 1 u
N 2 ITopsanka
Ha3HAUEeHUSI U
BBIMUCHIBAHUS

42.

CobOmrolaeTcsi 1M 3ampeT Ha HapyIIeHUE
BTOPUYHOU  (MOTPEOUTENHCKOM)  YMAKOBKHU
JIEKApCTBEHHOTO0  TIpemapara W OTIYCK
JIEKApCTBEHHOTO TIpermapara B TMEPBUYHOU
yIIaKOBKe?

nyHKT 8 [TpaBuin
OTITyCKa

43.

CobOmoaeTcst  AM  3ampeT  Ha  OTIYCK
HapKOTHYECKUX u IICUXOTPOIHBIX
nekapcTBeHHbIX npenaparoB Crwmcka II m III
IlepeuHss HApKOTMYECKMX M ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIpenaparoB 1o
TpeOOBaHUSAM-HAKIAIHbBIM  HWHIUBUAYAIbHOIO
MpEANPUHUMATEIS, UMEIOIIETO JIMIEH3UI Ha
MEIULMHCKYIO 1EATEIbHOCTD?

nyHKT 28 [IpaBun
OTIyCKa

(moymxHOCTE M OVO IOJDKHOCTHOTO JiMlla,
[IPOBEPOYHHI JIMCT, IONIUCH,

3ar0JIHMBIIETO
marTa)

(moypxHOCTE M OMO HOJDKHOCTHOT'O JMlla KPMAMYECKOITO JMLa,
MOONWUCH,

IpM 3aloJIHEHUM IIPOBEPOYHOI'O JiMCTa,

[I[POBEPOUHEI JIUCT

IPYCYTCTBOBABIETO
maTa)

[Tpunoxenue N 25

K npukazy denepanbHoil ciyKObI

10 HaJ30py B cepe 3ApaBOOXpaHEHHS
ot 09.11.2017 N 9438

®opmMma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOHpOCOB),MCHO".

(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMblli delepalibHOM CIIyXxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS U €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCYyWEeCTBJIEHUM (emepalibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(oTnyCcK ¥ peanmszalus JIEKAPCTBEHHEIX NPEeNapaToB IJiS MEeOULMHCKOTO
IPMMEHEHMS B MEIMUMHCKMX OPIaHM3aLMAaX M UX 000COOJIEHHEIX
nompaslesyieHMax (LeHTPH (oTHejieHMs) obumel BpadebHOM (CceMeMHOM)
OpakTukKy, amOyjiaTopuy, o¢esnbpmmepckre M desbIlepCcKo-aKylepCcKue
IIYHKTH) , PACIOJIOXEHHEE B CeJIbCKMX HACEJIEHHEIX IIYyHKTaX)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBYI NPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. [IpenmerT [IJIaHOBOM NPOBEPKM OPUIMYECKUX JIML UM MWHIMBUIYAJIbHBEIX
npennpuHyUMaTenen orpaHMUYMBaeTCcsa OO0d3aTesIbHEIMKM TpeOoBaHMAMM, COOJIIeHUe
KOTOPEIX 4BJISeTCsa HamboJjiee 3HAUMMEIM C TOUKM 3PEHMS HEeIOIyUIeHMS BO3HMKHOBEHUS
YTPO3Bl I[PUUMHEHMS Bpena XM3HM, 3OOPOBBI TI'paxiaH, M3JIOKEHHEIMM B QopMe
IPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, ¥WMsS, OTUECTBO (OpM HaJIMUUWN)
VHIUBUOYAJIBHOT'O MNPEeINPUHMMATEJIA

4. MecTo HNpoBeIeHMs I1IJIAHOBOM IMIPOBEPKM C BallOJIHEHMEM [IPOBEPOYHOTO JIMCTA:

5. PexBMBUTH IIpMKkasa O IPOBEIEHUM I1IJIAHOBOM MIPOBEPKMU: OT
N .

6. VYUeTHH)V HOMEP MNPOBEPKM UM IaTa NPUCBOEHUS YUETHOT'O HOMepa MNPOBEPKU B
EIonHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB , bammms 78 VHWMLIMAJIEL IOJIXKHOCTHOT'O amLa (g11111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. .

8. [IlepeueHb BOIPOCOB, oTpaxampumux comepxaHre o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU

OPpUIMYEeCKMM JIMIIOM, MHIOVIBUIOYAJIbHBIM MNPEeNIPpMHVMaTEeJIEM obsa3aTesIbHBIX Tpe@OBaHMf/’I,
COoCTaBJIdIMX IIpeIMeT IIPOBEPKM:

N
/1

Bormpocsl, oTpaxkaromiue cojiepkanue PexBu3uThI BriBog o
00s13aTeNbHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpebOBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

@enepanbHbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpaieHnH JI€KapCTBEHHBIX
cpenctB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (nanee - 61-®3); Oenepanbubiil 3akoH ot § stHBaps 1998 r. N 3-03
"O HAPKOTHUYECKHUX CPEJICTBAX U IMCUXOTPOIHBIX BemecTBax" (CoOpaHue 3aKOHOAATEILCTBA
Poccutiickoit @eneparuu, 1998, N 2, cr. 219; 2016, N 27, ct. 4238) (manee - N 3-D3);
[IpaBuyia oTmycKa JIGKAPCTBEHHBIX MpENaparoB sl MEIUIUHCKOTO NPUMEHEHHS, B TOM
4Hclie UMMYHOOHOJIOTHYECKHUX JIEKAPCTBEHHBIX MPENaparoB, alTeYHbIMUA OpPTaHHU3AIUSIMHU,
WH/IUBUYATbHBIMUA TPEANPUHUMATENISIMU, UMEIOIIMMH JIUICH3UIO Ha (papMaleBTHYeCKyIo
JeATEIbHOCTD, YTBEP)KICHHbIE IIpUKa3oM MuHucrepcrBa 3apaBooxpaHeHus Poccuickoin
@®eneparuu ot 11 wmronsa 2017 r. N 403H (3apeructpupoBaH MUHUCTEPCTBOM IOCTHULIUU
Poccuiickoit ®deneparuun 8§ centsiops 2017 r., peructpamwionneii N 48125) (mamee -
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHun GopM NPOBEPOYHBIX TMCTOB (CNNCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

[IpaBuna ormycka); [lopsinok Ha3Ha4YeHHs] W BBIMUCHIBAHUS JICKAPCTBEHHBIX IMPEMapaToB,
U3JeNUi MEIUIMHCKOTO HA3HAUYEeHUS W CHEeNHMaIM3HPOBAHHBIX MPOAYKTOB JIe4eOHOTO
MUTaHUs, YTBEP)KIEHHBIM MpUKa3oM MMHHCTEPCTBA 3[paBOOXPAHEHHUS M COLUAIBHOIO
paszButusa Poccuiickoit @enepanuu ot 12 deppans 2007 r. N 110 (3apeructpupoBaH
MunuctepctBoM roctuninn Poccuiickoit @eaepanuu 27 anpens 2007 r., perucTpalluOHHbINA
N 9364) c wu3MeHEHHSIMH, BHECEHHBIMU MpHKa3oM MUHHCTEPCTBA 3IPaBOOXpPAHEHUS
Poccuiickoii ®enepanuu ot 26 despanst 2013 r. N 941 (3apeructpupoBaH MUHUCTEPCTBOM
rocturun Poccuiickoit @eneparuu 25 utons 2013 r., peructpauronnsii N 28881) (nanee -
WHcerpykuus); [lepeueHb HApKOTUYECKUX CPEACTB, IICUXOTPOINHBIX BELIECTB M UX
IIPEKYPCOPOB, TMOJJIEKAIIMX KOHTpoJr0 B Poccuiicko @enepannu, yTBEP:KICHHBIN
nocranoBieHueM llpaButensctBa Poccuiickoii @enepanu ot 30 urona 1998 r. N 681
(CobOpanue 3akoHomatenbcTBa Poccuiickoit @eneparnuu, 1998, N 27, cr. 3198; 2017, N 33,
ct. 5182) (mamee - IlepeyeHb HAPKOTUYECKMX U TCHUXOTPOMHBIX JIEKAPCTBEHHBIX
npemnaparoB); @DopMbel OJaHKOB PELENTOB, COJACPXKAIIUX HA3HAYCHHE HAPKOTUYECKHUX
CPEICTB WJM TICUXOTPONHBIX BEUIECTB, MOPAJOK MX M3TOTOBJICHUS, PpACHpPEEICHHUs,
perucTpanuy, yuera i XpaHeHus, a TakKe IpaBuiia 0pOpMIICHUS, YTBEPKICHHbIE IPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanun ot 1 aBrycra 2012 r. N 54u
(3apeructpupoBan MunHCTepCcTBOM FocTuiinu Poccutickoit @eneparuu 15 aBrycra 2012 r.,
peructpanronuslii N 25190) ¢ uW3MeHEHHUSAMH, BHECEHHBIMU MpPHKa30M MHHHCTEPCTBA
3npaBooxpaHeHus Poccuiickoit @enepauyu ot 21 anpens 2016 r. N 254H (3apeructprupoBaH
MunuctepctBoM toctuniuu Poccuiickoit ®denepanuu 18 utons 2016 1., peructpaiioOHHbIN
N 42887) (nanee - mpukaz N 54); [Hopsiok Ha3HAUYCHUS W BBIUCHIBAHUS JICKAPCTBEHHBIX
MpernapaToB, a Takxke (OpPM peLenTypHbIX OJJaHKOB Ha JIEKApCTBEHHbIE MIPenapaThl, HOPSII0K
oopMIIeHHsI YKa3aHHBIX OJIAaHKOB, MX Yy4eTa M XpaHEHHUs, YTBEP>KICHHBIA MPUKA30M
MunucrepcTBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 20 aexadpst 2012 r. N 11751
(3apeructpupoBan MunuctepctBoMm roctuiuu Poccuiickoit ®enepanuu 25 utons 2003 r.,
peructpanronubii N 28883) ¢ u3MEHEHUsMH, BHECEHHBIMH NpHUKa3oM MMHHHCTEpCTBA
3npaBooxpaHeHus Poccuiickoit @enepauuu ot 21 anpens 2016 r. N 254H (3apeructpupoBan
MunuctepctBoMm roctun Poccuiickoit @enepanyu 18 utons 2016 r., peructpalluOHHbINA
N 42887) (manee - Ilopsimok Ha3HaueHUsT W BbIMHCHIBaHUS); llepedeHb JeKapCTBEHHBIX
CPEICTB [UIsl MEIMLMHCKOIO IPUMEHEHMSI, MOJUIEKAIIUX IPEIMETHO-KOIMYECTBEHHOMY
YYETy, YTBEPKICHHBIM MpuKa3oM MuHuUcCTEepcTBa 34paBoOXpaHeHus Poccuiickon
@enepanyu ot 22 ampens 2014 r. N 183H (3apeructpupoBan MUHHCTEPCTBOM IOCTULIUU
Poccuiickoit ®enepauuu 22 urons 2014 r., peructpaunonusii N 33210) ¢ usmeHeHUsIMH,
BHECEHHBIMM NMpHKa30M MuHHCTEpCTBA 31paBooxpaHeHust Poccuiickoit @enepanuu ot 10
centsaops 2015 r. N 634n (3apeructpupoBaH MUHHUCTEPCTBOM IOCTHIMHM Poccuiickoi
@eneparun 30 centsiops 2015 r., peructpamumonnsiii N 39063) (manee - IlepeueHs
JIEKapCTBEHHBIX CcpeacTB); [lopsanok oOTmycka (QU3MYECKUM JIMLAM  JIeKapCTBEHHBIX
MIpenapaToB A MEIUIMHCKOTO NPUMEHEHUs, COJAEpPKAIIMX KpOME MallbIX KOJUYECTB
HAapKOTUYECKUX CPEJICTB, IICUXOTPOIHBIX BEIIECTB M HUX MPEKypcoOpoB Jpyrue
(hapMakoJOTHYeCKUe aKTUBHbIE BEIIECTBA, YTBEPKICHHBIM MpuKazoM MuUHUCTEpCTBA
3paBOOXPAaHEHUS U colalibHOro pa3Butusi Poccuiickoit denepamuu ot 17 mas 2012 r. N
562n (3apeructpupoBan MunucrepcTBoM foctuuun Poccuiickoit deneparyu 1 urons 2012
r., peructpaunoHHbiii N 24438) ¢ U3MeHEHUSIMH, BHECEHHBIMH MpUKa3oM MUHHCTEpPCTBA
3npaBooxpaHeHus Poccwiickoit ®emepanuu ot 10 centsOps 2015 1. N 634H
(3apeructpupoBan MunnctepctBoM toctuniuu Poccuiickoit deneparnun 30 centsodps 2015
r., peructpanronubiii N 39063) (manee - mopsanok); [lepedeHp KU3HEHHO HEOOXOAMMBIX U
BAKHEWIIMX JICKAPCTBEHHBIX npemnapaToB Ha 2016 roxa, a Takxke OEpeuyeHb JIEKAPCTBEHHBIX
npenaparoB Uil MEAMIIMHCKOIO  NPUMEHEHUsS W MUHUMAJIbHBIA __ aCCOPTUMEHT
JIEKapCTBEHHBIX IPEMapaToB, HEOOXOMUMBIX IS OKa3aHWs METUIIMHCKOW IMOMOIIIH,
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

yTBEepXKJeHHbIe pacriopsbkeHueM llpaButenscrBa Poccuiickoit @enepauuu ot 26 nexadps
2015 r. N 2724-p (Cobpanue 3akonomarensctBa Poccuiickoit @eneparnum, 2016, N 2, cT.
413) (manee - IlepedeHbp JEKAPCTBEHHBIX TMPENAPATOB, BXOISIIMX B MHUHHUMAJIbHBIN
accopTuUMeHT); [lepeueHp JOMKHOCTEN (apMalleBTUYECKUX U METUIMHCKUX pPAaOOTHUKOB B
OpPraHM3alysIX, KOTOPBIM IIPEIOCTABIEHO MPAaBO OTIyCKa HAPKOTHYECKHUX JIEKApCTBEHHBIX
U ICUXOTPONHBIX JIEKAPCTBEHHBIX IPENapaToB
YTBEPKICHHBIN ITpUKa3oM MuHucTepcTBa 3apaBooxpanenus Poccuiickon Penepaunu ot 7
centsiops 2016 r. N 681u (3apeructpupoBan MUHHCTEPCTBOM IOCTUIIMHM Poccuiickoit
Oenepann 21 centsiops 2016 r., peructpanmonusii N 43748) (manee - Ilepedyenn

MpernapaToB

JOJKHOCTEIH)

(I)I/ISI/I‘IGCKI/IM Junam,

1.

HapKOTI/I‘-IeCKI/IG nu HCI/IXOTpOHHBIe
J'IeKapCTBeHHBIG npenapaTLI OTHyCKaIOTCSI JIn
1o peuentam?

nyHKT 3 [IpaBun
OTITyCKa

NmvmyHOOHOMTOTHYECKIE JIEKapCTBEHHBIC
MpernapaThl OTIYCKalTCA JIH 10 perentam?

nyHKT 3 [IpaBun
OTIyCKa

Hapkoruueckne u IICUXOTPOIIHBIE
JIEKApCTBEHHBIC IIpenaparbl, BHECEHHbIE B
Coucok Il TlepeuHss HapKOTHYECKHX H
IICUXOTPONHBIX JIEKAPCTBEHHBIX MIPENapaToB,
OTILYCKalOTCA JIA IIPU NPEAbIBICHUU PELENTOB,
BBIIMCAHHBIX HA  PEHEeNTypHbIX  OJlaHKax
dopmet N 107/y-HI1, yTBepskIeHHON PUKA30M
N 54n?

nyHKT 4 [TpaBun
OTITYCKa;

npuiaokeHUI N 1 u 2

k npukasy N 54n

[IcuxoTporHble  JIEKapCTBEHHBIC MPENapaThl,
BHeceHHble B Cnoucok [l Ilepeuns
HapKOTHYECKUX u TICUXOTPOITHBIX
JIEKapCTBEHHBIX MPENapaToB, OTIYCKAIOTCS JIK
MIPH TIPEIBSIBICHUH PEIIETITOB, BHITUCAHHBIX HA
peuentypHbix Onankax dopmbl N 148-1/y-88,
yTBepKAeHHOU puka3zom N 54u?

nyHKT 4 [TpaBun
OTITYCKa;

nyHKT 9 Tlopsnka
Ha3HAYEeHUSA U
BBIIMUCHIBAHUS

Hapkoruueckue u IICUXOTPOIIHBIE
nexapcTBeHHble npenaparsl Crucka Il I[epeuns
HapKOTHYECKUX U IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIpenapaToB B BUJIE
TPAHCIAEPMAJIBHBIX TEPANIEBTUYECKUX CUCTEM
OTILYCKalOTCs JI IIPU NPEAbIBICHUN PELENTOB,
BBIIMCAHHBIX HA  PEHEeNTypHbIX  OJlaHKax
dopmer N 148-1/y-88,  yTBepKIECHHOMH
npukazoMm N 54H?

nyHKT 4 IIpaBun
OTITYCKa;

nyHKT 9 Tlopsnka
Ha3HAYEHUSI U
BBITTMCBIBAaHUS

JlexapcTBEeHHBIE IIpenapaTsl, BKJIOYEHHBIE B
IepeYeHb  JICKAPCTBEHHBIX  CPEICTB  JJIA
MEIULMHCKOIO IPUMEHEHHs, IOJIeKAIIUX
[IPEAMETHO-KOJINYECTBEHHOMY y4ery,
OTILYCKalOTCA JIA IIPU NPEAbIBICHUU PELEINTOB,

nyHKT 4 [TpaBun
OTIIyCKa;
paznensr [; II; 11T
Ilepeuns
JIEKapCTBEHHBIX
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BBIIIMCAHHBIX ~ HAa  PEHENTYPHBIX  OJIaHKax
dopmbr N 148-1/y-88,  yTBepKICHHOM
npukazom N 54u?

CpencTB

JlekapcTBeHHbIE  Ipemaparbl, o00JanaroIme
aHa0OJMYECKOW AaKTHBHOCTBIO, OTITYCKAIOTCS
JIU TIPU IPEIbSABICHUH PELENTOB, BBIMMCAHHBIX

Ha  peuenTypHblx Omankax  Qopmbl N
148-1/y-88, yrBepkaeHHO# npukazoM N 54H?

1. 4 IlpaBun
OTIYCKa;

MOJIYHKT 3 MyHKTa
9 Iopsaka
Ha3HAUEeHUSI U
BBINUCHIBAHUS

JlekapcTBeHHbIE  NpemapaTthl,  COAEpIKallue
KpOME MaJlbIX KOJMYECTB HAPKOTUYECKHX
CpeACTB, TIICUXOTPONHBIX BEHIECTB M HX
MPEeKypcopoB  Jipyrue  (apMakoIOTHIECKHe
aKTHBHBIE BEIIECTBA, OTIYCKAIOTCS JH TIPU
NPEIbsSBICHUM PELENTOB, BBIIUCAHHBIX Ha
peuentypHbix OnaHkax ¢opmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3oM N 54H?

nyHKT 4 ITlpaBuin

OTIyCKa; IIYHKT 35
HopsiAKa

Otmyck  JIeKapCTBEHHBIX — IperapaToB  0e3
PELENTOB OCYLIECTBISETCS I B COOTBETCTBUU
C MHCTPYKUMSIMH IO HUX MEIUIHUHCKOMY
MIPUMEHEHHUIO?

nyHKT 5 [IpaBun
OTIIyCKa

10.

Otnyck JIEKApCTBEHHBIX IpernapaToB
OCYIIECTBIISIETCS JTU B TEUEHUE YKAa3aHHOIO B
perenTe cpoka ero AeUCcTBus?

nyHKT 6 [TpaBun
OTITyCKa

11.

B cmywae  oTcyTcTBHSL  JIEKapCTBEHHOTO
mpernapata peuent MNpUHUMAeTcs JM Ha
00CITy’)KHUBaHHE B CIEYIOLINE CPOKU:

nyHKT 6 [IpaBun
OTITyCKa

perenT ¢ nmomMeTkou "statim" (HeMeIeHHO)
OOCITy’)KMBaeTcss B TEYCHHWE  OJHOTO
pabouero AHS CO JHsS OOpaIICHUs JIHIa K
CyOBEKTY POSHHUYHOUN TOPToBIN?

nyHKT 6 [TpaBun
OTIyCKa

perent ¢ moMetrko "cito"  (cpodHO)
00CITy’)KMBAeTCd B TEUYEHUE JBYX pabouux
IHEW co AHA OOpallleHus LA K CyObeKTy
PO3HUYHOI TOProBiIn?

nyHKT 6 [IpaBun
OTIyCKa

pelenT Ha JIEKApCTBEHHBIM  Ipemnapar,
BXOJSAIINA B MHHUMAJIBHBIM aCCOPTUMEHT
JIEKapCTBEHHBIX IIpernapaToB TUISt
MEIULUHCKOTO IPUMEHEHHUS, HEOOXOIUMBIX
Ul OKa3aHWsA MEAMIHMHCKONM TIOMOILH,
00CITy’)KUBAeTCd B TEUYEHUE IATH pabouux
IHEW co AHA OOpallleHus LA K CyObeKTy
PO3HUYHOI TOProBiIu?

nyHKT 6 [TpaBun
OTITyCKa
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KROHCYJIbTAHTI UJTHOC
"06 yTBepxAeHWUM (HOPM MPOBEPOUHbIX JIUCTOB (CMIMCKOB HokymenT npepoctasnen Koncynbtantilnioc

[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

12.

OO0cmy»XuBaeTcs U PELenT Ha JIEKapCTBEHHBII
mpernapar, OTIYyCKaeMblii OecljaTHO WU CO
CKHUIKOM M HE BOIICAIINNA B MHHUMAaIbHBIN
ACCOPTUMEHT JICKapCTBEHHBIX IMpEnapaToB s
MEJIMIIMHCKOTO TPUMEHEHUS, HEO0OXOAUMBIX
JUIL  OKa3aHWs MEIUUMHCKOM TOMOIIM, B
TEUeHHe JecATH pabouyux JHEH co JHS
oOpaiieHus: JUIa K CYOBEKTY pO3HHYHOMN
TOproBin?

OyHKT 6 [TpaBun
OTITyCKa

13.

OO6cmyKuBaOTCA T perenThbl Ha
JIEKapCTBEHHbIC IpenapaThl, Ha3HA4aeMble 110
pElIeHrI0 BpaueOHOW KOMHCCHU, B TEUYCHUE
MATHAANATA PaboYMX JHEH co JHS OOpaIeHus
JUIA K CYOBEKTY POZHHUYHON TOPTOBIIN?

nyHKT 6 [IpaBun
OTIyCKa

14.

OTnyckaroTcsl M JIEKQpCTBEHHBIE Ipenaparhbl
10 pelenTaM ¢ UCTEKIINM CPOKOM JeHCTBUS?

nyHKT 6 [IpaBun
OTITyCKa

15.

OcytiecTBisieTcss JId TPU HWCTCUCHHH CPOKa
I[eflCTBPI?I peuciiTa B MEPpHUOd HAXOXKACHUA €ro
HAa OTCPOYEHHOM  OOCTYXXMBaHHH  OTITYCK
JICKApCTBEHHOTO  Tpermapara IO  TaKOMY
penenty (0e3 ero nepeodopmiaeHus)?

nyHKT 6 [IpaBun
OTITyCKa

16.

HeKapCTBeHHBIe npernaparsl OTIIYCKAKOTCA JIN B
KOJIMYCCTBEC, YKA3aHHOM B peuenTe?

nyHKT 7 [IpaBun
OTIIYCKa;
npuioxenus N 1 u
N 2 INopsinka
HAa3HAYCHHS U
BBIITMCHIBAHUS

17.

@dapmaneBTUYECKUl paOOTHUK OTIYCKaeT Ju
IIPENEIbHO JOIIyCTUMOE WIH
PEKOMEHI0BAaHHOE KOJIMYECTBO
JIEKAPCTBEHHOI'O IIpernapara JUisl BBIIUChIBAHUS
Ha OJIMH PELENT MPU NPEAbIBICHUN pELENTa ¢
MIPEBBIIICHUEM MPEIEIbHO JTOMYCTUMOIO WU
PEKOMEHIOBAaHHOTO KOJIMYECTBA
JIEKapCTBEHHOI'O IIpenapaTa JJIsl BBIIMCBIBAHUS
Ha  OJMH  peuent C  IMPOCTABICHUEM
COOTBETCTBYIOILIEN OTMETKH B perente?

nyHKT 7 [TpaBun
OTIyCKa

18.

OTtnyck JIEKapCTBEHHOT'O npenapara
OCYIIECTBJISIETCS JIM B IEPBUYHON ¥ BTOPUYHOMN
(moTpebuTeNnbCKOoit) yIaKOBKax c
MapKUpPOBKOW?

crathsa 46 N 61-D3;
ovHKT 3 ctatbu 27 N
3-03;

nyHKT 8 [IpaBun
OTITyCKa

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHvua 241 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100056&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100056&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100056&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100056&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100067&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=104&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=287500&date=22.07.2022&dst=100134&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100067&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393991&date=22.07.2022&dst=100556&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=370330&date=22.07.2022&dst=382&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100073&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

19.

Hapymaercs 1m  mepBuYyHas — yNakoBKa
JIEKapCTBEHHOTO TIperapara npu ero OTITyCcKe?

nyHKT 8 IIpaBun
OTITyCKa

20.

[Ipu oTnycke nekapCTBEHHBIX NIPENApaToOB HA
perenTe NpoCTaBIseTCs JIM OTMETKA 00
OTITyCKE JIEKapCTBEHHOTO IIperapara ¢
yKa3aHHEM:

nyHKT 9 [IpaBun
OTITyCKa

TOProBOro HAMMEHOBAHHUA, JO3UPOBKU H
KOJINYECTBA OTIYIEHHOI'O JIEKAPCTBEHHOT'O
npenapara?

nyHKT 9 [IpaBun
OTIyCKa

(hamMuiiy, UMEHHU, oTYecTBa (TIPU HAJTUYUH)
MEIUIUHCKOTO pabOTHUKAa B  CIIy4Yasx,
yKa3aHHbBIX B a03alle YeTBEPTOM IYHKTA 7 U
abzane tperbeM myHkTa 10 [IpaBun
oTIycka?

nyHKT 9 [IpaBun
OTITyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUYHOCTD uua, MOy YU BIIETO
JIEKapCTBEHHBIA  TpemapaTr, B  Ciydae,
yka3zaHHoM B nyHkTe 20 [IpaBun ormycka?

nyHKT 9 [IpaBun
OTITyCKa

dbamMuIMy, UMEHH, OTYECTBA (MIPU HATTUYHUN)
(hapmareBTHIeCKOoro paboTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH Mpenapar, u
€ro MoJAIucH?

nyHKT 9 [TpaBun
OTIyCKa

AAaThl OTIIYCKA JICKAPCTBEHHOT'O npenapaTa?

nyHKT 9 IIpaBun
OTITyCKa

21.

Penent ¢ ormeTkoi BoO3Bpamiaercs JM IIpU
OTIyCKE JIEKAPCTBEHHBIX IpENapaToB IO
peuenty, BBIIMCAHHOMY Ha peUenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok IEHCTBHS KOTOPOTO
COCTaBJISIET OIUH rox?

nyHKT 10 [TpaBun
OTIIyCKa;

npuaoxenue N 2
[Topsaka
Ha3HAYEHUS U
BBIMTACHIBAHUS

22.

[lepenaercsa m bapmaleBTUYECKUM
PabOTHUKOM JUIy, npuoOpeTaromeMy
(momyyarorieMy) JeKapCTBEHHbIE TMpernaparhbl
[0 pEIEeNnTy, BHIIMCAHHOMY Ha pEleNnTypHOM
OyaHke dbopmer N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unn Qopmbl
N _148-1/y-06 (11), yTBepKIeHHON MpuKazoM N
54H, 3aNI0JTHEHHBIN KOPEILIOK TAKOT0 perenTta?

nyHKT 11 TIpaBun
OTIIyCKa

23.

[IpocraBnsercs M npu OTITyCKE
HapKOTUYECKOTO u IICUXOTPOITHOTO
JeKapcTBeHHoro  mpemapara  Coucka I

nyHKT 12 [IpaBun
OTIIyCKa
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[aTta coxpaHeHus: 22.07.2022

[lepeuHss HApKOTUYECKMX M TCHUXOTPOIMHBIX
JIEKapCTBEHHBIX TMpermapaToB Ha perente o0
OTIIyCKE JICKApPCTBEHHOTO TIIperapara MedaTh
OpraHu3allii, B KOTOPOH YKa3aHO TOJHOE
HavMEHOBaHHeE (IIPU HATMYNHU TTeYaTH)?

24.

Ha pemente wnmm  Kopemke — perenra
yKa3bIBaeTCs JM TOYHOE BpeMs (B dYacax u
MUHYTax) OTIyCKa HMMYHOOHOJIOTHYECKOTO
JIEKapCTBEHHOT O Tpernapara’?

nyHKT 13 IIpaBun
OTIyCKa

25.

HNmmyHOOMONIOTHYECKHE JICKapCTBCHHBIC
mpemapaTsl OTIYCKAIOTCA JIM TpPU HAIUYUU
CIEIUaIbHOTO TEPMOKOHTEMHEpa?

nyHKT 13 [lpaBun
OTIyCKa

26.

Ocratorcss W XpaHATCs JU y CyObekra
oOpalleHusl JIEKAPCTBEHHBIX CPEACTB PELENTHI

nyHKT 14 [IpaBun
OTITyCKa

(c ormerkoit "JlekapCTBEHHBIM mpenapar

oTmyieH") Ha:
HapKOTUYECKUE u NCUXOTponHbIe | MYHKT 14 [IpaBun
nexapcTBeHHble mpenaparbl  Croucka Il | oTmycka

[TepeuHss HAPKOTHUECKHUX W TICUXOTPOITHBIX
JICKaPCTBCHHBIX IPENapaToB - B TCUYCHHE
ATH JET?

IICUXOTPOIHBIE JIEKAPCTBEHHBIE ITPENapaTsl
Cnucka [II TlepeuHs HapKOTHMYECKHX U
IICUXOTPOITHBIX JIEKAPCTBEHHBIX
IIPENapaToB - B TEUECHUE MATH JIET?

nyHKT 14 [1paBun
OTIyCKa

JIEKapCTBEHHbIE MpEINapaThl, OTIyCKaeMble
0ecIulaTHO WJIM CO CKHIKOW, - B TEUCHHE
Tpex jier?

nyHKT 14 [IpaBun
OTITyCKa

KOMOWHHUPOBAHHBIE JIEKapCTBECHHBIE
Mpenaparbl, COJAEPKAIINE HAPKOTUYECKHUE
CpeICcTBa WM IICUXOTPOIIHBIE BEIIECTBA,
BHeceHHble B Crowmcku Il w III Ilepeuns
HapKOTUYECKUX u MICUXOTPOIHBIX
JIEKapCTBEHHBIX MPETaparos,
W3TOTOBJICHHBIE B AITEYHON OpraHu3allvi, -
B TEUEHHUE TPEX JIET?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBCHHBIE TPETNapaThl, 000NN
aHa0O0JIMYECKON aKTUBHOCTBLIO, - B TEUCHUE
Tpex JaeT?

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHBIC TPETapathl, IOJICKAIINE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TEYEHHE TPEX JIeT?

nyHKT 14 IIpaBun
OTITyCKa
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[aTta coxpaHeHus: 22.07.2022

TEYEHHUE TPEX MECSIIEB?

JIGKapCTBEHHBIE Tpenaparbl B KUAKOM | yHKT 14 [IpaBun
JeKapcTBEeHHON opme, coaepkaiiue oosee | OTImycKa

15% »TunoBoro cmnupra oOT oObema

TrOTOBOM MpOIYKIUH, - B TEYEHHE TpeX

MecsueB?

UHBIE JIEKapCTBEHHBIE npemnaparsl, | yHKT 14 [TpaBuin
OTHOCSILIIUECS o ATX K | OTIyCKa
AHTUIICUXOTUYECKUM  cpeAcTBaM  (KOJ

NO5A), ankcuonutukam (kox NO5SB),

CHOTBOPDHBIM M CEJaTHBHBIM CpEICTBaAM

(xon NO5C), antugenpeccantam (KOJ

NO6A) u HE MoJyIeKanme
[IPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B

27.

Peuentel, He yka3aHHble B IyHKTe 14 IIpaBun
OTIIyCKa, OTMEYAKOTCS M LITAMIIOM
"JlekapCTBEHHBIN IpenapaT OTHyIIeH"?

oyHKT 15 [IpaBun
OTITyCKa

28.

Peuenterl, He yka3anHble B IyHKTe 14 IlpaBun
OTIIyCKa, BO3BPAILAIOTCS M ULy,
IIOJIyYHBILIEMY JIEKAPCTBEHHBIN Npenapar?

nyHKT 15 IIpaBun
OTIyCKa

29.

Nmeetcsa B0 JKypHa, B KOTOpPOM
PETUCTPUPYIOTCS  PEUENThl, BBIMHCAHHBIE C
HapyuieHueM [IpaBui oTnycka, ¢ yKa3aHUeM:

nyHKT 15 [IpaBun
OTITyCKa

BBISIBJICHHBIX HapylIeHUH B OQOpPMIICHUU
peuenTa?

nyHKT 15 [1paBuin
OTIyCKa

(hamMuiIiy, UMEHHU, oTYecTBa (TIPH HAJTMYUH)
JIUIa, BHITUCABIIETO perent?

nyHKT 15 [lpaBuin
OTIyCKa

HauMCHOBaHUA MG,HI/IHI/IHCKOI;'I

opraHu3anuu?

nyHKT 15 [lpaBuin
OTIyCKa

MPUHSTHIX Mep?

nyHKT 15 [lpaBuin
OTIyCKa

OrpanuueHus, HajaraeMble Ha (apMalleBTUYECKUX PaOOTHUKOB MPHU OCYLIECTBICHUU UMU
npodeccuoHanbHOM AestensHoCTH (cTaThs 74 ®enepanbHoro 3akona ot 21 Hosiops 2011 r.
N 323-®3 "O06 ocHOBax oxXpaHbl 3710pOBbs rpaxkad B Poccuiickoit @enepannn" (Cobpanue
3akoHoarenscTBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765)
(mamee - N 323-03)

30. HOOJMYHKTHI 2 U 4
dapmareBTHYECKUe PAaOOTHUKH 1 IIYHKTA 2 cTaThu 74

PYKOBOJIMTENIH aTEYHBIX OpraHUu3aIni: N 323-93;
nyHKT 17 [1paBuin
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OTIIyCKa

MOJIYYaroT JIX OT KOMITAaHUH, MTPEJICTABUTEIIS
KOMIIaHUU o0pa3mpbl  JIEKAPCTBEHHBIX
IIPEnapaToB JUIsl Bpy4Y€HUsl HAaCEeJIEHUI0?

OOANYHKTHI 2 U 4
OvHKTA 2 ctateu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

MIPEIOCTABIISTFOT m HACEJICHUIO
HEJIOCTOBEpHYI0O U  (WIM)  HEMOJHYIO
WHPOPMALIMIO O HAIWYHH JIEKaPCTBEHHBIX
npernaparoB,  BKJIIOYAas  JICKAPCTBCHHBIC
npermaparsl, UMEIOIIUE OJIMHAKOBOE
MEXTyHApOIHOE HENATCHTOBAHHOE
HaWMEHOBaHHE?

HOOJIMYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTIyCKa

CKPBIBAIOT 11 WH(MOPMALUI0O O HAIHYUU
JICKApCTBCHHBIX InpemnaparTos, HNMCHOIIINX
0oJiee HU3KYIO IIeHY?

NOAMNYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 IIpaBun
OTITyCKa

nperaparTtos, o6naz[aloumx

a”Ha0OJIMYECKON

TpeboBanust K OTIYCKYy HApPKOTHYECKHX W TCUXOTPOIHBIX JIEKAPCTBEHHBIX MpPENapaToB,
JIEKapCTBEHHBIX
JIEKAPCTBEHHBIX MPENapaToB, NOAJIEKAIIMX TPEAMETHO-KOINYECTBEHHOMY YUETY

AKTUBHOCTBIO,

HWHBIX

31.

OTmyck HapKOTHYECKUX U TICHXOTPOITHBIX
JICKapCTBEHHBIX MPENapaToB OCYLIECTBISAETCS
I (bapmareBTHYECKUMHU paboTHHKaMH,
3aHUMAIOIIUMHU JOJDKHOCTH, BKIIFOUCHHBIE B
[lepeueHp nomKHOCTENH?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

32.

Otnyck JIEKapCTBEHHBIX Ipenaparos,
oOjamaronnx aHa0OIMYECKOH aKTHUBHOCTLIO,
OCYIIECTBIIICTC  JIU  (papMaleBTUICCKUMHU
pabOTHUKAMH, 3aHUMAIOIIUMH  JIOJDKHOCTH,
BKJIIOUEHHBIC B [lepeueHp JOKHOCTEH?

nyHKT 19 [IpaBun
OTIIyCKa;

[lepeuenn
OJKHOCTEN

33.

OTtmyck
MOJJIEKALTUX

JICKapCTBEHHBIX npenapaTos,

MPEIMETHO-KOJTHYECTBEHHOMY
ydery, OCYIIECTBIISICTCS m
(hapmareBTHICCKUMU paboTHUKaMHU,
3aHUMAOIIUMHU  JIOJDKHOCTH, BKJIIOYCHHBIE B
[lepeyeHb AOMKHOCTEN?

nyHKT 19 [1paBun
OTITYCKa;

IlepeueHb
MOJDKHOCTEM

34.

HapKOTquCKﬂe u IMCUXOTPOITHBIC
JekapcTBeHHbIe npenapaThl Crucka Il [lepeuns
HApPKOTUYECKUX u MICUXOTPOIHBIX
JIEKAPCTBEHHBIX MPENapaToB OTIYCKAKOTCS JU
pu HpENbIBICHUN JOKYMEHTA,
YIOCTOBEPAIOIIETO JINYHOCTB, JIALY,

nyHKT 20 [TpaBun
OTIyCKa
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yKa3aHHOMY B peLEeNTe, €ro 3aKOHHOMY
NpEeACTAaBUTCIIIO 50)0%0 jmny, HUMCIOLIEMY
o opMIICHHYTO B COOTBETCTBUU C

3akoHonarenscTBOM Poccuiickoit ®enepanun
JOBEPEHHOCTh Ha MpPaBO IIOJYYEHHsS TaKHUX
HapKOTHYECKUX " IICUXOTPOIHBIX
JIEKapCTBEHHBIX IIPENapaToB?

35.

Bergaercs i nocne oTiycka HapKOTHYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IIpENapaToB
Cnucka II u [I IlepeuyHss HapKOTUYECKUX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX IpenapaToB
CUTHATypa C JKEJITOM MOJIOCON B BEPXHEW YaCTH
U HAANUCBIO YEepHbIM WIpU(TOM HA HeH
"Curnarypa', B KOTOPOU yKa3bIBalOTCA:

nyHKT 22 [IpaBuin
OTIyCKa

HAaUMEHOBAHHME U aJIpeC MECTOHAXOXKJIECHUS
cyObekTa  oOpalieHus  JIEKapCTBEHHBIX
cpencts?

nyHKT 22 [IpaBun
OTITyCKa

HOMCEp U [aTa BBIIIMUCAHHOT'O peueHTa?

nyHKT 22 [IpaBuin
OTIyCKa

(dbamMuius, uMs, OT4ecTBO (TIPH HAJIWYUH)
muna, AN KOTOpPOro  NpeaHa3HadyeH
JIEKapCTBEHHBIHN Mpemnapar, ero Bo3pact?

nyHKT 22 [IpaBui
OTIyCKa

HOMEp MEIULMHCKON KapThl NAlUEHTA,
MOJIYYaIOLEero MEAMIMHCKYI0 IIOMOIIb B
aMOyJIaTOPHBIX YCJIOBHAX, AJs KOTOpPOTO
IpelHa3HayeH JIEKapCTBEHHbIN Npemnapar?

nyHKT 22 [IpaBuin
OTITyCKa

dbamunus, UM, OT4ecTBO (NPU HAJIMYUH)
MEIUIMHCKOTO0 pabOTHUKA, BBIMHMCABILETO
pelenT, ero KOHTaKTHhIH TenedoH mamdo
Tene(oH MEAULIMHCKONW opraHu3anuu?

nyHKT 22 [IpaBun
OTITyCKa

COACPIKAHUE PELCIITA HAa IATUHCKOM s3bIKE?

nyHKT 22 [IpaBun
OTITyCKa

(dbamMunus, uMsi, 0T4eCTBO (MIPU HATUYIUH) U
MOJNKCh (PapMaleBTUYECKOTO Pab0OTHHKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH mpenapar?

nyHKT 22 [IpaBun
OTITyCKa

AaTa OTIIyCKa JICKAPpCTBCHHOT'O npenapaTa?

nyHKT 22 [IpaBuin
OTIyCKa

Tpe6OBaHI/I${ K OTHOYCKY JICKAapCTBCHHBLIX TIIp€IapaTtoB II0 Tpe6OBaHI/I${M-HaKJIa,I[HBIM
MCAUIIMHCKHX OpFB.HPBElLIPIIZ, HHIAUBUAYAJIbHBIX HpeHHpHHHMaTeHCﬁ, UMCIOIUX JIMICH3HUIO

Ha MCOAUIIUHCKYIO ACATCIbHOCTD
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36.

Nmeercst nmu Ha TpeOOBaHUAX-HAKIAIHBIX Ha
MOJTy4€HHUE JIEKAPCTBEHHBIX MPENnapaTos:

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

mramir?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
HNHucTpykunn

KpyTiias 1e4aTsb
OpraHu3anuu?

MEIUIIMHCKOU

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

MOANMUCH €€ PYKOBOAMUTENS
3aMECTUTEA 10 JieueOHON yacTtu?

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
NHcTpykunn

HOMEp TOKyMEHTa?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

JaTa COCTaBJICHUA ,Z[OKy'MeHTa?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenuem 13
raassl 111
NHcTpykunn

HAaNMCHOBAHUC
JIEKapCTBEHHOTO TMperapara’?

OTIIPaBUTCIIA

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

HAaUMEHOBAaHUE
JIEKapCTBEHHOT O Ipernapara’?

oJjry4yareiisa

nyHKT 26 [IpaBuin
OTITYCKa;
[punoxenue N 13
raaBbi 1
HNHucTpykunn

HAaUMEHOBAHME JICKaPCTBEHHOI'O IIpenapara
Ha JIAaTUHCKOM s3bIKE (C  yKa3aHUEeM

nyHKT 26 [IpaBuin
OTIIyCKa;
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Ipunoxenne N 13

KOJIMYECTBO 3aTpeOOBAHHBIX
JIEKapCTBEHHBIX TpenapaToB?

JIO3UPOBKH,  (OopMBI  BBIIyCKa,  BHJA
o raassbl [11
YIaKOBKH, CIIOCO0a MPUMEHEHHS )’
NHucrpykuun
nyHKT 26 IIpaBun
OTIIyCKa;

[punoxenue N 13

raaBsl 111
HNucTpykunn

KOJINYECTBO U CTOMMOCTb OTIIYIIEHHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenne N 13

raassbl [11
NHucrpykuun

37.

OCYH.ICCTBJBIGTCﬂ JU OTIYCK MO OTHCJIbHBIM
Tpe60BaHI/I$IM-HaKJIaI[HI>IMI

nyHKT 27 IIpaBun
OTITyCKa

HapKOTUYECKUX u IICUXOTPOIHBIX
nexapcTBeHHbIX npenaparoB Crucka I u 11
[lepeynss HApKOTUYECKUX U IICUXOTPOITHBIX
JIEKapCTBEHHBIX IIPENapaToB?

nyHKT 27 IIpaBun
OTITyCKa

JIEKApCTBEHHBIX TPENapaToB, MOJJIEKAIINX
MPEeIMETHO-KOJINYECTBEHHOMY yueTy?

nyHKT 27 [IpaBun
OTIyCKa

WHBIX JIEKAPCTBEHHBIX MPEMApaToB, B TOM
quclie OTIyCKaeMbIX Oe3 penenta?

nyHKT 27 [IpaBun
OTIyCKa

38.

[IpocTaBnsieTcss u Ha TpeOOBaHUHM-HAKIATHON
OTMETKAa O  KOJMYEeCTBE M  CTOMMOCTH
OTIYIICHHBIX JIEKapCTBEHHBIX MpernapaToB?

nyHKT 29 [IpaBun
OTIyCKa

39.

OcyiecTBisiercs M XpaHeHue
TpeOOBaHMIT-HAKIIATHBIX, 1o KOTOPBIM
OTIIYLIEHBI JIEKAPCTBEHHbBIE MTPENapaThl:

nyHKT 30 [TpaBun
OTITyCKa

Ha HAapKOTMYECKHE M  IICUXOTPOIHBIE
nexapcTBeHHble npenaparsl Coucka I u 111
IlepeyHss HAPKOTUYECKUX U IICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIPENApaToB - B TEUYEHUE
ISATH JIeT?

nyHKT 30 [TpaBun
OTIyCKa

Ha JIEKapCTBEHHBIE
MO/IIEKALIUE
MIPEIMETHO-KOJIMUYECTBEHHOMY YYeTy, - B
TE€YEHHE TPEX JIeT?

npernaparsl,

nyHKT 30 [TpaBun
OTITyCKa

Ha WHBIC JIEKAPCTBEHHBIC Ipenaparsl - B
TEYEeHHE OJHOro roga?

nyHKT 30 [TpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

40.

Cobnromaercst  3amper  Ha  HapylICHUE
IIEPBUYHOMN YIIaKOBKU JIEKapCTBEHHOT' O
nperiapara  IpH ero OTITyCKE o
TpeOOBaHMIO-HAKIAJHON (32  HMCKIIIOYECHHEM
cyObeKTa pPO3HHUYHON TOPTOBIH, HMEIOIIETO
JULIECH3HIO Ha (bapmaneBTHYECKYIO
ACATCIIbHOCTD C IIpaBOM HU3TrOTOBJICHUA

JIEKapCTBEHHBIX MpenapaToB)?

nyHKT 31 [IpaBun
OTITyCKa

41.

Cobnromaercst JId 3ampeTr  Ha  OTIIYCK
JICKAPpCTBCHHLIX IPE€HaparoB B KOJMNYCCTBC,
yKa3aHHOM B peIenTe, B cilydae, Korjma JUis
JICKapCTBEHHOTO0  Mperapara  yCTaHOBJICHBI
HpeelIbHO JIOIyCTUMOE WITH
PEKOMEHJOBAaHHOE KOJIMYECTBO TSt
BBINIKMChIBAHUA HAa OJUH peueHT?

nyHKT 7 [TpaBun
OTITYCKa;

npusiokeHusa N 1 u
N 2 ITopsanka
Ha3HAUEeHUSI U
BBIMUCHIBAHUS

42.

CobOmrolaeTcsi 1M 3ampeT Ha HapyIIeHUE
BTOPUYHOU  (MOTPEOUTENHCKOM)  YMAKOBKHU
JIEKApCTBEHHOTO0  TIpemapara W OTIYCK
JIEKApCTBEHHOTO TIpermapara B TMEPBUYHOU
yIIaKOBKe?

nyHKT 8 [TpaBuin
OTITyCKa

43.

CobOmoaeTcst  AM  3ampeT  Ha  OTIYCK
HapKOTHYECKUX u IICUXOTPOIHBIX
nekapcTBeHHbIX npenaparoB Crwmcka II m III
IlepeuHss HApKOTMYECKMX M ICUXOTPOIHBIX
JIEKAPCTBEHHBIX IIpenaparoB 1o
TpeOOBaHUSAM-HAKIAIHbBIM  HWHIUBUAYAIbHOIO
MpEANPUHUMATEIS, UMEIOIIETO JIMIEH3UI Ha
MEIULMHCKYIO 1EATEIbHOCTD?

nyHKT 28 [IpaBun
OTIyCKa

(moymxHOCTE M OVO IOJDKHOCTHOTO JiMlla,
[IPOBEPOYHHI JIMCT, IONIUCH,

3ar0JIHMBIIETO
marTa)

(moypxHOCTE M OMO HOJDKHOCTHOT'O JMlla KPMAMYECKOITO JMLa,
MOONWUCH,

IpM 3aloJIHEHUM IIPOBEPOYHOI'O JiMCTa,

[I[POBEPOUHEI JIUCT

IPYCYTCTBOBABIETO
maTa)

ITpunoxxenue N 26

K npukazy denepanbHoil ciyKObI

10 HaJ30py B cepe 3ApaBOOXpaHEHHS
ot 09.11.2017 N 9438

®opmMma
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMblli delepalibHOM CIIyXxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS U €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
Ip¥ [NPOBEIEeHUM I[IJIAHOBEIX [IPOBEPOK IIPUY OCylecCTBJIeHUuM denepajibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpalleHus JIEKAPCTBEHHHX CPENCTB
(oTnyCcK ¥ peanmszalus JIEKAPCTBEHHEIX NPEeNapaToB IJiS MEeOULMHCKOTO
IPVIMEHEHUS MHIVNBULYAJILHEIMM [IPEOIPUHUMATEIIIMN)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBY NIPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. llpenmeT [1JIaHOBOM [IPOBEPKM WPUINMUECKUX JIUL U MVHIVBULYAJIbHBX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofbsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOIOEHVE
KOTOPHIX ABJSETCsS HauboJjiee 3HAUMMEM C TOUYKM BPEeHMS HEeNONyUeHMs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela KWU3HM, S3IOOPOBLI I'paxiaH, MW3JIOKEHHEMM B bopwMme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIbHEIX BOINPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIUUWN)
VHIVBULOYAJBLHOTO [IPEeINpPUHNMATEJIS

4. MecTo HOpOBeIeHMs I[JIAHOBOM [IPOBEPKM C BallOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:

5. PekxBUMBMTH IIpMKaza O NPOBEIOEHMM IIJIAaHOBOM MNPOBEPKU: OT

N .

6. VYuUeTHEM HOMEp MNPOBEPKM M IHaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EIonHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB, bammnma n VIHULIMAJIBL IOOJIPKHOCTHOTO JmLa (smw) ,

NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. IlepeueHb BOIPOCOB, oTpaxawpumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU
OPUONYECKUM JIMLIOM, MHIMBMIYAJIbHEIM NPEeINpMHMMaTeJieM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX [NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxkaroiiue cojiep:kanue PexBu3uThI BriBoa o
n/m 00s13aTebHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpebOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX na HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

@enepanbHbiii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpaleHuH J1€KapCTBEHHBIX
cpenctB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815;
2016, N 27, cr. 4283) (nanee - 61-®3); [IpaBuna oTIIycKa JIEKAPCTBEHHBIX MPEMAPATOB s
MEIUIMHCKOTO TPUMEHEHUS, B TOM YHCJIE€ HMMMYHOOHMOJIOTUYECKUX JIEKAPCTBEHHBIX
MpernapaToB, AaNTeUYHbIMH OpraHU3alUsSMH, WHIUBUIYAJbHBIMU MpPEINPUHUMATEISIMH,
UMEIOIIMMH JIMLEH3UI0 Ha (DapMaleBTUYECKYIO AEATENbHOCTb, YTBEP)KICHHbIE IPUKA30M
MunucrepcrBa 31paBooxpanenus Poccuiickonn @enepanuu ot 11 mronsa 2017 r. N 403n
(3apeructpupoBan MunuctepcTBoM toctuiiuu Poccuiickoit @eneparun 8 centsiopst 2017 r.,
peructpauonHelii N 48125) (manee - IlpaBuna otnycka); I[lopsimok HazHaueHUs H
BBINIMCBIBAHUS JIEKAPCTBEHHBIX IpPENapaToB, M3JACIUA MEIULUHCKOIO Ha3HAueHUs W
CHEIMATM3UPOBAHHBIX  MPOJYKTOB JIeYeOHOTrO TMHTaHUSA, YTBEPXKACHHBIM I[PUKA30M
MuHucTepcTBa 3ApaBOOXPAHEHUS U COLIMaIbHOTO pa3BuTusa Poccuiickoit @enepaunn ot 12
¢despans 2007 r. N 110 (3apeructpupoBaH MUHHMCTEPCTBOM OCTUIMHM Poccuiickoit
Oenepanuu 27 ampens 2007 r., peructpaunoHHblii N 9364) ¢ U3MEHEHUSAMHU, BHECEHHBIMU
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

npuka3oM MunuctepcTBa 3apaBooxpanenus Poccuiickoit ®eneparuu ot 26 ¢espans 2013
r. N 94u (3apeructpupoBan MunucrepctBoM toctuninu Poccuiickoit @enepanuu 25 uroHs
2013 r., perucrpauvonHslii N 28881) (manee - WHctpykuwus); [lopanok HazHaueHUsS U
BBIIIMCHIBAHUS JIEKAPCTBEHHBIX IpEnaparoB, a Takxke (OpPM pelenTypHbIX OJIAHKOB Ha
JIEKapCTBEHHbIE MpernapaThl, MOPSJIOK OGOpMIIECHUS YyKa3aHHbIX OJaHKOB, UX YydeTa M
XpaHEHMs, YTBEpPXKICHHBIM MpuKazoM MwuHuUCTEpCTBA 3apaBOOXpaHeHuss Poccuiickoi
®eneparun ot 20 nexadbps 2012 r. N 11751 (3apeructpupoBaH MUHUCTEPCTBOM FOCTULIUU
Poccuiickoit ®enepaunn 25 utonsa 2003 r., peructpaunonHslii N 28883) ¢ u3MeHeHUAMH,
BHECEHHBIMM IIpHKa3oM MuHucrtepcrBa 3apaBooxpaHeHust Poccuiickoit @enepanuun ot 21
ampens 2016 . N 254n (3apeructpupoBaH MMUHHCTEPCTBOM fOocTULIMUM Poccuiickoi
Oenepanuu 18 utons 2016 r., peructpannonnbiii N 42887) (manee - [lopsinok HazHayeHUS U
BBIUCHIBaHUA); llepeyeHb IEKapCTBEHHBIX CPEACTB ISl METUIIMHCKOTO TMPUMEHEHHUS,
MOMJIEKAIUX  NPEAMETHO-KOJUYECTBEHHOMY  YYeTy,  YTBEpPXKACHHBIM  IPUKA30M
MunuctepctBa 3apaBooxpanenus Poccuiickoit @enepanuu ot 22 anpens 2014 r. N 183n
(3apeructpupoBan MunuctepctBoM roctuiuu Poccuiickoit ®@enepanuu 22 urons 2014 r.,
peructpanronubii N 33210) ¢ uW3MEHEHUsSMH, BHECEHHBIMH NpPHKa3oM MMHHHCTEpCTBA
3npaBooxpanenus Poccuiickoit ®eneparum ot 10 centsaOps 2015 1. N 634n
(3apeructpupoBan MunHCcTepcTBOM toctuiinu Poccuiickoit ®eneparun 30 centsops 2015
r., peructpanrionusiii N 39063) (manee - IlepeueHp nexkapcTBEHHBIX CpeACTB); Llopsaok
OTITyCKa (PU3MYECKUM JTUIAM JICKApCTBEHHBIX MPENapaToB JUIsi MEJUIIMHCKOTO IPUMEHEHUS,
CoJIepKalIuX KpOME€ MajblX KOJIMYECTB HAPKOTHUECKHUX CPEACTB, MCUXOTPOIHBIX BEIIECTB
U UX TPEeKypcopoB Jpyrue (apMaKoJOTHUYECKHE AKTHUBHBIE BEIECTBA, YTBEP)KICHHBIN
NMpUKa3oM MWUHHCTEpCTBA 3IPAaBOOXPAHEHHMS M COIMAJIBLHOrO pa3BUTHs Poccuiickoi
Oenepanmu ot 17 mas 2012 r. N 562H (3apeructpupoBaH MHUHHCTEPCTBOM FOCTHITUU
Poccuiickoit @enepanun 1 uronsa 2012 r., peructpaunonssii N 24438) ¢ u3mMeHeHUSAMH,
BHECEHHBIMHM IIpHKa3oM MuHucrtepcrBa 3apaBooxpaHeHust Poccuiickoit @enepanuu ot 10
centsiops 2015 r. N 6341 (3apeructpupoBaH MUHHCTEPCTBOM FOCTUIIMHM Poccuiickoit
Oenepannn 30 centsiops 2015 1., peructparmumonasidi N 39063) (mamee - mOpSIOK);
[lepedyeHr XM3HEHHO HEOOXOAMMBIX W BAXKHEWIIWX JICKAPCTBEHHBIX mpemnapaToB Ha 2016
roJl, a TakKe MEepEeyYEHb JIEKApCTBEHHBIX MPENapaToB Il MEIULMHCKOTO NMPUMEHEHUS U
MUHHUMAJIbHBI aCCOPTUMEHT JIEKAPCTBEHHBIX IpEnapaToB, HEOOXOMUMBIX JUIS OKa3aHUs
MEIULMHCKOM IIOMOINM, YTBEpXKACHHbIE pacnopstkenuem IlpaBurensctBa Poccuiickoin
Oeneparum ot 26 nekadps 2015 r. N 2724-p (CobpanHue 3akoHOIaTeNbeTBa Poccuiickoit
Oenepanun, 2016, N 2, ct. 413) (nanee - [lepedens TekapCTBEHHBIX TPEMApaTOB, BXOISIIINX
B MUHUMAJIbHBIN aCCOPTUMEHT)

1. |JlekapcTBeHHBIE IIpenapaThl, BKIKOUYEHHbIE B |IyHKT 4 ITpaBuin
nepeyeHb  JICKAPCTBEHHBIX  CPEICTB IS | OTITYCKa,
MEIUIMHCKOTO  MPUMEHEHHS, IO yIeKanux | pasaenst I; IT; 111
PEAMETHO-KOJINIECTBEHHOMY yuery, | [Tepeurst
OTITYCKAIOTCS JIA TIPH TPEIBSIBICHUN PEIENITOB, | ICKAPCTBEHHBIX
BBIMMCAHHBIX ~HA  PEIENTYPHBIX  OJaHKaX | CPE/ICTB
dopmer N 148-1/y-88,  yTBepKIECHHOMH
npukazoMm N 54H?

2. |JlekapcTtBeHHble mpemapatrbl, obnangaromue | . 4 [IpaBun
aHa0ONMMYEeCKOl aKTUBHOCTBIO, OTIYCKAlOTCS | OTIYCKa;
JIU TIPH TIPEIBSBICHUH PELIETITOB, BBIMMCAHHBIX | IOJMYHKT 3 MYHKTA

Ha  peuentypHblx  Omankax  ¢opmbel N |9 Ilopsaka
148-1/y-88, yTBepkaeHHOM mpuka3zoM N 54H? | Ha3Ha4YeHUS U
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BBIIIMCBIBAHUA

JlekapcTBeHHbIE  NpenapaThl,  COAEpIKallue
KpOME MaJlbIX KOJMYECTB HAPKOTUYECKHX
CpeACTB, TIICUXOTPONHBIX BEHIECTB M HX
MPEKypcopoB  Jipyrue  (apMakoIOTHIECKHe
aKTHBHBIE BEIIECTBA, OTIYCKAIOTCS JH TIPU
NPEIbsSBICHUM PELENTOB, BBIIUCAHHBIX Ha
peuentypHbix OnaHkax ¢opmbl N 148-1/y-88,
yTBEPkKACHHOM npuka3zoM N 54H?

nyHKT 4 [IpaBun

OTILyCKa; IIYHKT 5
HopsiAKa

OTmyck  JIeKapCTBEHHBIX — IperapaToB  0e3
PELENTOB OCYLIECTBISETCS I B COOTBETCTBUU
C MHCTPYKUMSIMH IO HUX MEIUIHUHCKOMY
MIPUMEHEHHUIO?

nyHKT 5 [IpaBun
OTIIyCKa

Otnyck JIEKApCTBEHHBIX IpernapaTroB
OCYIIECTBIISIETCS JTU B TEUEHUE YKAa3aHHOIO B
pernenTe cpoka ero AeUCcTBus?

nyHKT 6 [TpaBun
OTITyCKa

B cmywae  oTcyTcTBHSL  JIEKapCTBEHHOTO
mpernapata peuent MNpUHUMAeTcs JM Ha
00CITy’)KUBaHHE B CIEYIOLINE CPOKU:

nyHKT 6 [IpaBun
OTITyCKa

perenT ¢ nmomMeTkon "statim" (HeMeIeHHO)
OOCITy’)KMBaeTcss B TEYCHHWE  OJHOTO
pabouero AHS CO JHsS OOpaIICHUs JIHIa K
CyOBEKTY POSHHUYHOUN TOPToBIN?

nyHKT 6 [TpaBun
OTIyCKa

perenT ¢ MoMeTKo# "cito" (CpovHO)
00CITy’)KUBAETCs B TEUEHHUE JIBYX pabounx
JHEW co JAHS OOpalIeHuUs JINIA K CYOBEKTY
PO3HUYHOI TOProBiIu?

nyHKT 6 [IpaBun
OTIyCKa

pelenT Ha JIEKApCTBEHHBIM  Ipemnapar,
BXOJSAIINA B MHHUMAJIBHBIM aCCOPTUMEHT
JIEKapCTBEHHBIX IIpernapaToB TUISt
MEAULUHCKOTO IPUMEHEHHUS, HEOOXOIUMBIX
Ul OKa3aHWsA MEAMIHMHCKONM TIOMOILH,
00CITy’)KMBAeTCd B TEUYEHUE IATH pabouux
IHEW co AHA OOpallleHus LA K CyObeKTy
PO3HUYHOI TOProBiIn?

nyHKT 6 [TpaBun
OTITyCKa

OO0cmy>KHUBaeTCs JIM PELENT Ha JeKapCTBEHHBIN
npenapar, OTIYCKaeMblii OecIlaTHO WU CO
CKHUIKOM ¥ HE BOIIEHIINHA B MHHUMAaILHBIN
ACCOPTUMEHT JIEKapCTBEHHBIX MpPEnapaToB it
MEJIUIIMHCKOTO TPUMEHEHUsS, HEeO0OXOIMMBIX
JUIS  OKa3aHus MEJIUIMHCKOM IIOMOIIY, B
TEYCHHE JecATH pabouymx [HEH co JHS
oOparmieHuss JUIa K CYOBEKTY pO3HUYHOMN

nyHKT 6 [TpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

TOprosin?

OO6cmyKuBaOTCA T perenThbl Ha
JIEKapCTBEHHbIC IpernapaThl, Ha3HA4aeMble 110
pelIeHNI0 BpaueOHOW KOMHCCHU, B TEUYCHUE
MATHAANATA PaboYnX JHEH co JHS OOpaIeHus
JUIA K CYOBEKTY POZHUYHON TOPTOBIIN?

nyHKT 6 [IpaBun
OTIyCKa

OTnyckaroTcsl M JIEKQpCTBEHHBIE Ipenaparhbl
0 pelenTaM ¢ UCTEKIINM CPOKOM JeHCTBUS?

nyHKT 6 [IpaBun
OTITyCKa

10.

OcytiecTBisieTcss JId TPU HCTCUCHHU CPOKa
I[eflCTBPI?I peuciiTa B MEPHUOd HAXOXKACHUA €Iro
HAa OTCPOYCHHOM OOCTYXXMBaHHH  OTITYCK
JICKApCTBEHHOTO  TIpermapara IO  TaKOMY
penenty (0e3 ero nepeodopmiaeHus)?

nyHKT 6 [IpaBun
OTITyCKa

11.

HeKapCTBeHHBIe npernaparsl OTIIYCKAKOTCA JIM B
KOJIMYCCTBEC, YKA3aHHOM B peuenTe?

nyHKT 7 [IpaBun
OTIIYCKa;
npuioxenus N 1 u
N 2 INopsinka
HAa3HAYCHUS U
BBIITMCHIBAHUS

12.

®dapMmaneBTUYECKUIl paOOTHUK OTIyCKaeT JIu
IIPENEIbHO JOIyCTUMOE WIH
PEKOMEHI0BAaHHOE KOJIMYECTBO
JIEKAPCTBEHHOI'O IIperapara Uil BBIIUChIBAHUS
Ha OJIMH PELENT MPU NPEAbIBICHUN pELENTa ¢
MIPEBBIIICHUEM MPEIEIbHO JTOMYCTUMOIO WU
PEKOMEHIOBAaHHOTO KOJIMYECTBA
JIEKapCTBEHHOI'O IperapaTa JJIsl BBIITMCBIBAHUS
Ha  OJMH  peuent C  IMPOCTABICHUEM
COOTBETCTBYIOILIEN OTMETKH B perente?

nyHKT 7 [TpaBun
OTIyCKa

13.

Otnyck JIEKapCTBEHHOT'O npenapara
OCYIIECTBJISETCS JIM B IEPBUYHON ¥ BTOPUYHOMN
(moTpebuTeNnbCKoit) yIIaKOBKax c
MapKUpPOBKOW?

crathsa 46 N 61-D3;

ovHKT 3 ctatbu 27 N

3-03;

nyHKT 8 [IpaBun
OTITyCKa

14.

Hapymaercs 1m mepBUYHas — yNakoOBKa
JIEKaApCTBEHHOTO Tperapara npu ero OTITyCcKe?

nyHKT 8 [IpaBun
OTITyCKa

15.

[Ipu oTycke JeKapCTBEHHBIX MpenapaToB Ha
pelienTe MPOCTABIISETCS I OTMETKA 00
OTITyCKE JIEKapCTBEHHOTO Mpernapara ¢
yKa3aHHUEM:

nyHKT 9 TlpaBun
OTITyCKa

TOProBoro HaWMMCEHOBaHHWsA, OO3WPOBKHU U
KOJIMYCCTBA OTIIYHICHHOI'O JICKAPCTBCHHOI'O

nyHKT 9 [IpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

npenapara?

(hamMuiuy, UMEHHU, oTYecTBa (TIPH HAJTMYIUH)
MEIUIIMHCKOTO pabOTHUKA B  CiIydYasx,
YKa3aHHBIX B a03alle YeTBEPTOM NYHKTA 7 |
abszane tperbem myHkTa 10 IlpaBun
oTIyckKa?

nyHKT 9 [IpaBun
OTIyCKa

PEKBU3UTOB JIOKYMEHTA, YJIOCTOBEPSIIOIIETO
JTUIHOCTD Juna, MTOJTY YU BIIETO
JIEKapCTBEHHBI  Tpemapar, B  cilyd4ae,
ykazaHHOM B nyHkre 20 [IpaBun ormycka?

nyHKT 9 TlpaBun
OTITyCKa

(hamMuiuy, UMEHHU, oTyecTBa (TIPH HAJTUYUH)
(hapmareBTHIeCcKOoro paboOTHHUKA,
OTITyCTHBILIETO JIEKAPCTBEHHBIH Mpenapar, u
ero moanucu?

nyHKT 9 [IpaBun
OTITyCKa

AAaThbl OTIIYCKA JICKAPCTBECHHOI'O npenapaTa?

nyHKT 9 [TpaBun
OTITyCKa

16.

Peuent c ormeTkoi BoO3Bpamiaercs JM IIpU
OTIIyCKE JIEKAPCTBEHHBIX IpeNapaToB IO
pelenTy, BBINMCAHHOMY Ha peLenTypHOM
omanke Qopmer N 107-1/y, yTBepKIESHHOMH
npukazoM N 54H, cpok HOEUCTBUS KOTOPOTO
COCTaBISICT OJMH roj?

nyHKT 10 ITpaBun
OTITYCKa;

npunoxenue N 2
[Topsiaka
Ha3HAYeHUSI U
BBEITTUCBHIBAaHUSA

17.

[lepenaercs M (bapmaleBTUYECKUM
paboTHUKOM JUILY, npuoOpeTaronemMy
(momyyaroriemMy) JE€KapCTBEHHBIE Tpenaparhbl
II0 PELENTy, BBIIMCAHHOMY Ha PELENTYpPHOM
OyaHke dopmel N 148-1/y-04 (1),
yTBepKIeHHON mpukazoM N 54H, unn Qopmbl
N _148-1/y-06 (1), yTBepkaeHHON npukazoM N
54H, 3aNIOJTHEHHBIN KOPEIIOK TaKOTo perenTta?

nyHKT 11 ITpaBun
OTITyCKa

18.

Ocratorcss W XpaHATCA JH y CyObekra
oOpallleHUsl JIEKAPCTBEHHBIX CPEACTB PELENThI
(c ormerkoit "JlekapcTBeHHBIH — mpemnapar
oTmyiieH") Ha:

nyHKT 14 [IpaBun
OTITyCKa

JIEKapCTBEHHbIE MpENapaThl, OTIyCKacMble
0ecIulaTHO WJIM CO CKHMIKOM, - B TEUCHHE
Tpex jer?

nyHKT 14 [IpaBun
OTITyCKa

JICKaApCTBEHHBIC TIpenapaThl, 00JagaroIme
aHa0OJIMYECKOW aKTUBHOCTBIO, - B TCUCHHUE
Tpex jier?

nyHKT 14 TIpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JIEKApCTBEHHBIC Mpenaparhl, IOJUIeKAIINE
NpeaAMETHO-KOJIMYECTBCHHOMY YUCTYy, - B
TEUYEeHHE TpeX JeT?

nyHKT 14 IIpaBun
OTITyCKa

CHOTBOPHBIM M CCHATUBHBIM CpCACTBAM

(kom NOS5C), antumenpeccantaM (Ko
NO6A) u HE HOJUIE)KALIIIE
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, - B

TEYEHHE TPEX MECSIIEB?

JIEKapCTBEHHbIE Tpernaparbl B KuAKOW | myHKT 14 [IpaBun
JIeKapCTBEHHOU opme, conepkaline Oosiee | OTImycka

15% otunoBoro coupra oOT oObema

FOTOBOM MpPOAYKLHMH, - B TEUYEHHE Tpex

Mecsues?

WHBIE JIEKAPCTBEHHbIE npenaparsl, | IyHKT 14 [TpaBun
OTHOCSIIECS o ATX K | OTIIyCKa
AHTUIICUXOTUYECKUM  CpeAcTBaM  (KOJ

NO5A), ankcuonutukam (xkox NOS5SB),

19.

Peuentel, He yka3aHHble B IyHKTe 14 IIpaBun
OTITyCKa, OTMEYaIoTCs M LITAMIIOM
"JlexapcTBEeHHBIH npenapar oTmnyIueH"?

nyHKT 15 IIpaBun
OTIIyCKa

20.

Peuentel, He yka3aHHble B IyHKTe 14 IIpaBun
OTIIyCKa, BO3BPAIIAIOTCS I ULy,
MTOJIyYMBIIEMY JIEKAPCTBEHHBIN Mperapar?

nyHKT 15 [IpaBun
OTITyCKa

21.

Nwmeercs I JKypHa, B KOTOpOM
PErUCTPUPYIOTCA PELENThl, BBIIUCAHHBIE C
HapyuieHueM [IpaBun oTmycka, ¢ yKkazaHUEM:

nyHKT 15 IIpaBun
OTIyCKa

BBISIBIICHHBIX HapylmieHuid B o(opmMiIeHUH
peuenta?

nyHKT 15 [IpaBun
OTIyCKa

dbamMuInK, UMEHH, OTYECTBA (MIPU HATTUYHUN)
JIMLIA, BBIITUCABILETO perent?

nyHKT 15 [IpaBun
OTIyCKa

HaNMEHOBAHUA
Opranu3anuu?

MEIUIIMHCKOU

nyHKT 15 [IpaBun
OTIyCKa

MPUHSTHIX Mep?

nyHKT 15 IIpaBun
OTIyCKa

OrpanuyeHus, HajaraeMble Ha (apMalleBTUYECKUX paOOTHUKOB MPHU OCYUIECTBICHUU UMU
npo¢eCCUOHAIBHON JeSITENIbHOCTH (cTaThs 74 denepanbHoro 3akoHa ot 21 HosOps 2011 r.
N 323-®3 "O06 ocHOBax oxpaHbl 3710p0oBbs rpaxaH B Poccuiickoit @enepaunn" (Cobpanue
3akoHonarenbcTBa Poccuiickoit @enepauu, 2011, N 48, cr. 6724; 2017, N 31, ct. 4765)

(manee - N 323-@3)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

22.

dapmaneBTUYECKHE paboTHUKHU "
PYKOBOJUTEH aNlTEYHbIX OpraHU3alui:

HNOANYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTITyCKa

MOJIYYaroT JIU OT KOMITAaHUH, NTPeJICTABUTEIS
KOMITaHUU o0pa3upbl  JIEKAPCTBEHHBIX
IIPENapaToB JUIsl Bpy4Y€HUsl HACEJIEHUIO?

OOANYHKTHI 2 U 4
IIVHKTA 2 cTaThu 74

N 323-03;

nyHKT 17 [IpaBun
OTITyCKa

MIPEJOCTABIISIOT T HACEJICHUIO
HEJIOCTOBEpHYI0O U (WIM)  HEMOJHYIO
MH(GOPMaLIMI0O O HAJIWYUM JIEKapCTBEHHBIX
npernaparoB,  BKJIIOYAash  JICKAPCTBCHHBIC

npemnaparsl, HMEIOLIIE OJIMHAKOBOE
MeXIyHapOIHOE HEIMATEHTOBAHHOE
HanuMeHOBaHUE?

HNOAMYHKTHI 2 U 4
IIYHKTA 2 cTaThu 74
N 323-03;

nyHKT 17 [IpaBuin
OTITyCKa

CKPBIBAIOT 11 HWH(GOPMALMI0O O HAIMYUU
JICKApCTBCHHBIX  IPCrapaToB, HUMCIOIIINX
0oJiee HU3KYIO TIeHY?

HOANYHKTHI 2 U 4
IYVHKTa 2 cTathu 74

N 323-03;

nyHKT 17 [IpaBun
OTIyCKa

AKTHUBHOCTBIO, HMHBIX JICKAPCTBCHHBIX
NpEeAMETHO-KOJIMYCCTBCHHOMY YUCTY

TpeGoBanusi K OTMYCKY JIEKapCTBEHHBIX TMIpPENaparoB, OOJaJArONIMX aHAOOJIWYECKON

Impemnaparos, IO JIC)KaIl X

23. | Ornoyck JIEKapCTBEHHBIX Mpernaparos,
oOnanaromux aHaOONIMYECKON aKTUBHOCTHIO,
OCYIIECTBIISIETCS 1M (papMaleBTUICCKUMU
pabOTHUKAaMH, 3aHUMAIONIUMH  JIOJDKHOCTH,
BKJIIOUEHHBIE B [lepeueHb TOKHOCTEN?

nyHKT 19 [IpaBuin
OTITyCKa;

IlepeueHb
JIOJDKHOCTEH

24. | Otnyck JIEKapCTBEHHBIX IIpenaparos,
MOJUIeKAMUX  MPEIMETHO-KOJIMYECTBEHHOMY
y4ery, OCYIIECTBIISICTCS by
(hapMareBTHUYECKUMU pabOTHHKAMHU,
3aHUMAIOIIUMU JIOJDKHOCTH, BKIIOYCHHBIE B
[lepeyeHb AOMKHOCTEM?

nyHKT 19 [IpaBun
OTIIyCKa;

Ilepeuenn
IOJDKHOCTEN

Ha MCOAUIUHCKYIO ACATCIBbHOCTD

TpeGoBaHMsi K OTHYCKY JIEKAPCTBEHHBIX NpenapaToB IO TpeOOBaHUSIM-HAKIAIHBIM
MEIULIMHCKUX OpraHu3alui, WHAWBUIAYAIbHBIX MpEeINpUHUMATENeH, UMEIOIINX JIULEH3UIO

25.

WNmeercs nmu Ha TpeOOBaHMAX-HAKIAIHBIX Ha
IIOJIyYEHUE JICKAPCTBEHHBIX NIPENapaToB:

IyHKT 26 [IpaBun
OTIIYCKa;

[punoxxenue N 13

www.consultant.ru CrpaHuua 256 n3 368

HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=100742&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100107&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=100742&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100107&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=100742&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100107&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=100742&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022&dst=101175&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100107&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=204979&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100114&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=204979&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=204979&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100114&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=204979&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=365105&date=22.07.2022&dst=100136&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=402178&date=22.07.2022&dst=151&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

raaBsl 111
HNHucrpykuun

mramir?

nyHKT 26 [IpaBuin
OTITYCKa;

Ipumoxenne N 13

raassbl [
HNucTpykuun

Kpyriias
OopraHu3anuu?

1e4yaTb

MEIULIMHCKON

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

raaBsl 111
NHucrpykuun

IIOAIINCH cc
3aMECTUTEI TI0 JIeUeOHOM YacTu?

PYKOBOAMTENS  WIH

€ro

nyHKT 26 [IpaBuin
OTITYCKa;

Ipumoxenne N 13

raassbl [
HNucTpykuun

HOMCP I[OKYMGHTa?

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenune N 13

raaBsl 111
HNHucrpykuun

JaTa COCTaBJICHUA HOKYMGHTa?

nyHKT 26 [IpaBuin
OTITYCKa;

Ipumoxenne N 13

raassbl [
HNucTpykuun

HalMEHOBaHUE
JIEKapCTBEHHOTO Npemnapara’?

OTIIPAaBUTECIIA

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

raaBsl 111
NHucrpykuun

HanMCHOBAHUC
JIEKapCTBEHHOTO Ipernapara?

oJjry4yareiisa

nyHKT 26 [IpaBuin
OTITYCKa;

Ipumoxenne N 13

raassbl [
HNucTpykuun

Ha JIATUHCKOM  si3bIKE  (C
TO3UPOBKH,  (OPMBI  BBIITYCKA,
YIIaKOBKH, CIIOCO0a TPUMEHEHUs)?

HAMMCHOBAHME JICKAPCTBEHHOIO Tpernapara
yKa3aHUEeM

BHJA

nyHKT 26 [IpaBun
OTITyCKa;

Ipunoxenue N 13

raaBsl 111
HNHucrpykuun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KOJIMYECTBO 3aTpeOOBaHHBIX
JIEKapCTBEHHBIX IpenapaToB?

nyHKT 26 [IpaBuin
OTIIyCKa;

[punoxenne N 13
miaBbl 111
HNucTpykunn

KOJIMYECTBO M CTOMMOCTb OTIIyIIEHHBIX
JIEKapCTBEHHBIX NIPENapaToB?

nyHKT 26 [IpaBuin
OTITyCKa;

Ipunoxxenne N 13
raassl 111
HNHucTpykunn

26.

OcyuecTBisieTcs JId OTHYCK IO OTIEJIbHBIM
TpeOOBaHUAM-HAKIIAHBIM:

nyHKT 27 [IpaBuin
OTITyCKa

JIEKAPCTBEHHBIX IpPEnapaToB, MOMJIEKAIINX
MIPEIMETHO-KOJIMYECTBEHHOMY yueTy?

nyHKT 27 [IpaBuin
OTIyCKa

HHBIX JICKAPCTBCHHBLIX NpCraparoB, B TOM
quclie OTIyCKaeMbIX 0e3 perenta?

nyHKT 27 [IpaBuin
OTITyCKa

27.

[IpocTaBnsieTcs nu Ha TpeOOBaHUHM-HAKIIAIHOU
OTMETKa O  KOJMYEeCTBE M  CTOMMOCTH
OTITYIIEHHBIX JIEKapCTBEHHBIX MpenapaToB?

nyHKT 29 [IpaBuin
OTITyCKa

28.

OcyuecTBisiercs M XpaHeHue
TpeOOBaHUN-HAKIIATHBIX, 1o KOTOPBIM
OTIIyIIEHBI JICKAPCTBEHHBIE ITPENapaThl:

nyHKT 30 [TpaBun
OTITyCKa

Ha JIEKapCTBEHHBIE
MO JIEXKAIIHE
MPEeIMETHO-KOJIMYECTBEHHOMY YYeTy, - B
TEUEHHUE TpeX JeT?

npenapaTsl,

nyHKT 30 [TpaBun
OTIyCKa

Ha WHBIC JIEKAPCTBEHHBIC Mperaparbl - B
TEeYEeHHUE OQHOTr0 roaa?

nyHKT 30 [IpaBun
OTITyCKa

29.

CoOnromaeTcst JM  3ampeT Ha HapylIeHue
NIEPBUYHON YIaKOBKHU JIEKapCTBEHHOI'O
npernapara pu ero OTITyCKE 1o
TpeOOBaHMIO-HAKIATHONH (32  HCKIIOYCHHEM
CyOBbeKTa PO3HUYHOM TOPTOBIH, HMEIOLIETO
JIMLIEH3HIO Ha (bapManeBTUUECKYIO
NeSITeIbHOCTh € IPaBOM  HM3TOTOBJIECHHUS
JIEKapCTBEHHBIX IIPENapaToB)?

nyHKT 31 [IpaBun
OTIIyCKa

30.

CobOmomaeTcst 7M. 3ampeT  Ha  OTIYCK
HApPKOTHUYECKUX CPEACTB WM TCUXOTPOIHBIX
BemecTB, BHeceHHBIX B Crmmcku Il u III
[lepeuHss HApPKOTMYECKUX M TICUXOTPOIHBIX

nyHKT 3 [IpaBun
OTITyCKa
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JIEKapCTBEHHBIX IIPENapaToB?

31.

CoO:roaeTcst M 3ampeT Ha OTITYCK
UMMYHOOHOJIOTHUECKUX JIEKapCTBEHHBIX
IIpenapaToB 110 peuentam?

nyHKT 3 [IpaBun
OTIyCKa

32.

CoOnromaercst  Jid 3ampeT  Ha  OTIIYCK
JIEKapCTBEHHBIX IIPENapaToB B KOJUYECTBE,
YKa3aHHOM B pelenTe, B ciydae, Korjaa s
JIEKapCTBEHHOI'O0  IIpernapara  yCTaHOBJIEHBI
IIPENEIbHO JOIIyCTUMOE WIH
KOJIMYECTBO

nyHKT 7 [IpaBun
OTIIyCKa;

npuaoxkeans N 1 u
N 2 Iopsinka
Ha3HAYeHUSI U
BBEITTUCBHIBAaHUSA

PCKOMCHIAOBAHHOC JJIA
BBIIIKMCBIBAHHA HA OJJWH peuenT?

33. |CobmromaeTcst AW 3alpeT Ha HapylIeHHe
BTOpUYHON  (HOTPEOUTENBCKOM)  YMaKOBKHU
JEKapCTBEHHOTO  Mpemapata W OTIIYCK
JIEKapCTBEHHOTO TMperaparta B  IMEPBUYHOU

ynakoBke?

nyHKT 8 [IpaBun
OTIyCKa

34. |CoOmrogmaeTcst M 3alpeT  Ha  OTIYCK
HAapKOTUYCCKHX n MCUXOTPOITHBIX
JekapcTBeHHbIX mnpenapatoB Crowmcka II u I
[lepeuHss HApKOTHYECKHX M TMCUXOTPOIMHBIX
JIeKapCTBEHHbIX IpernaparoB o
TpGGOBaHI/ISIM-HaK.HaI[HBIM HHIAWBUYAJIBbHOT'O
MpeaNpUHUMATENS, UMEIOLIEro JIMIEH3UI0 Ha

MEJIUIIMHCKYIO IeSITEIbHOCTh?

nyHKT 28 [IpaBuin
OTITyCKa

(mommxHOCTE M MO HOOJKHOCTHOTO JiMlia,
[IPOBEPOYHEI JIMCT, I[IONIUCH,

3aIOJIHVBIIETO
nara)

(mosmxHoCTE M ®MO HOJIKHOCTHOTO JIMIA KPUOMUECKOTO JULa,
IpY 3aMOJIHEHUM [POBEPOUHOTO JIMCTA, IOOMNUCH,

IPUCYTCTBOBABIIETO
naTa)

ITpunoxxenune N 27

K npukazy denepanbHoii CiryKObI
10 HaJ30pYy B cepe 3ApaBOOXpaHEHHS

[IpOBEPOYHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIIPOCOB), MCHOJNb3yeMeni demepalibHOM CJyXOoit
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMS M €€ TepPPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIeHMM ILJIaHOBHX I[IPOBEPOK IPM OCyleCTBJIeHUM (enmepalibHOTO
TOCYIAapCTBEHHOTO Hansopa B chepe obpameHus JIEKAPCTBEHHBEIX CPEACTB

o1 09.11.2017 N 9438

®dopma
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparenws:: 22.07.2022

KOHTPOJIbHbIX BOHpOCOB),MCHO".

(peanmmszalms JEeKAaPCTBEHHHX CPENCTB IJiS MEeIMLMHCKOT'O IIPMMEHEHUS
opTraHM3alMel ONTOBOM TOPIOBJM JIEKAPCTBEHHHMM CPEINCTBaMMU
oJ1S MEIMUMHCKOT'O IIPMMEHEHNS)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBY NIPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. llpenmeT [1JIaHOBOM [IPOBEPKM WPUINMUECKUX JIUL U MVHIVBULYAJIbHBX
IpennpuHuMaTesen orpaHMuMBaeTCsa ofbsg3aTesyibHEIMU TpeboBaHMAMM, COOJIOIOEHME
KOTOPHIX ABJSETCsS HauboJjiee 3HAUMMEM C TOUYKM BPEeHMS HEeNOINIyUeHMs BO3HMKHOBEHUS
YTPO3El [PUUMHEHMS Bpella KWU3HM, S3IOOPOBLI I'paxiaH, MW3JIOKEHHEMM B bopwMme
[IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIbHEIX BOINPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO Jula, GamMmuiams, MMsS, OTUECTBO (OpM HaJIMUUWN)
VHIVBULOYAJBLHOTO [IPEeINpPUHNMATEJIS

4. MecTo HOpOBeIeHMs I[JIAHOBOM [IPOBEPKM C 3BallOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:

5. PexBUMBMTH IIpMKaza O NPOBEIAEHMM IIJIaHOBOM MNPOBEPKU: OT

N .

6. VYUeTHEM HOMEp MNPOBEPKM M HaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EIonHOM peecTpe NPOBEPOK:

7. IOJIXHOCTB, bammnma n VIHULIMAJIBL IOOJIKHOCTHOTO JmLa () ,

NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. .
8. [IlepeueHb BOIPOCOB, oTpaxawnumux comepxaHre o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUMU
OPUONYECKUM JIMIIOM, MHIMBMUIYAJIbHEIM NPEeINpMHMMaTeJieM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX HNpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxkaroiiue cojiep:kanue PexBu3uThI BriBoa o
n/m 00s13aTebHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpebOBaHUM

yKa3aHUEM UX
CTPYKTYPHBIX Aa
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTeNnbHbIe
TpeOoBaHUS

HET

®enepanun 4 pespains 2011 r., peructpaunonssiii N 19698) (nanee - [IpaBuia)

Cratbu 53, 54, 57 ®enepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-®3 "O06 obparienun
nexapcTBeHHbIX cpeacTB" (CoOpanue 3akoHonatenscTBa Poccuiickoit @eneparum,
16, crt. 1815; 2016, N 27, cr. 4283) (manee - 61-®3); [IpaBuna onToBOMl TOProBIU
JIEKapCTBEHHBIMU CPEJICTBAMU JJII MEAUIIMHCKOTO MPUMEHEHMSI, YTBEPKICHHBIE TPUKA30M
MuHHCTEPCTB 3ApaBOOXPAHEHMS U coluanbHOro pa3sutus Poccuiickonn denepanuum ot 28
nexabpss 2010 r. N 1222n (3apeructpupoBaH MHUHHCTEPCTBOM IOCTHIIMH Poccuiickoi

2010, N

1. Opranuzanuu ONTOBOM TOproBiiM | OyHKT 4 [IpaBui
JIEKapCTBEHHBIMU CpeacTBaMHu TUIS
MEJIMIIUHCKOTO MTPUMEHEHHUS OCYIIECTBIISIOT JIN
MpOJaXy  JICKAPCTBEHHBIX  CPEACTB  WJIHU

epenaroT ux B YCTaHOBJICHHOM
3akoHonarenscTBOM Poccuiickoit denepanun
HOpsJKE:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OpraHu3alusIM ONTOBOM
JIEKapCTBEHHBIMU CpPEICTBAMU?

TOPrOBJIN

nyHKT 4 IpaBun

COTIPOBOIUTEINIbHBIN TOKYMEHT (JI0JKHOCTbD,

MIPOU3BOUTENSIM JIEKAPCTBEHHBIX CpeACTB | myHKT 4 [IpaBui

JUTsL 1Ie7ield TIPOM3BOJICTBA JIEKAPCTBEHHBIX

CpeacTB?

anTeYyHbIM OpraHu3anusaM? nyHKT 4 [TpaBun

Hay4YHO-UCCJIE0BATEIbCKUM opraHu3anusm | nyHkT 4 [IpaBui

TSl HAYYHO-HCCIIE0BATENILCKON paboThI?

WHUBU]TyaIbHBIM npeAnpuHUMaTeIsiM, | yHKT 4 [TpaBun

MMEIOIINM JIUTIEH3HIO Ha

(hapMaIeBTHUECKYI0  JICSITEIIbHOCTh  WJIH

JUICH3UIO Ha MEAUIIMHCKYIO

NEATENbHOCTE?

MEIMIIMHCKUM OPTaHU3aIUsIM? nyHKT 4 [IpaBun
ConpoBouTENBHBIE JIOKYMEHTBI Ha | myHKT 8 [IpaBun
JIEKapCTBEHHbIE  CpEACTBA  COJEpXKaT  Jin
nH(pOpMAILIHIO:

0 nate o(OpMIICHHS COITPOBOAUTEIHLHOTO nyHKT 8 [IpaBun

JNOKyMeHTa?

0 HaMMEHOBAaHMHU JIEKAPCTBEHHOT'O cpeJcTBa | MyHKT 8 [IpaBui

(MeXTyHapOIHOE HEMATEHTOBAHHOE

HaMMEHOBAHHE JIEKAPCTBEHHOTO CPEJICTBA U

TOProBO€ HAUMEHOBAHHUE JIEKAPCTBEHHOT'O

cpenctea)?

0 CpPOK€E roJTHOCTH? nyHKT 8 [TpaBui

0 HOMepe cepun’? nyHKT 8 [IpaBun

0 KOJIMYECTBE YMaKOBOK? nyHKT 8 [IpaBun

0 MOCTaBIIUKE (MAECHTU(DHUKAITNOHHBINA nyHKT 8 [IpaBun

HOMEp HaJIOTOIUIATENbINNKA, TOTHOE

HaMMEHOBAHME MOCTABIIMKA, €TO

MECTOHAXOXK/ICHHE)?

0 moKymnarene (UaAeHTH(PUKAITMOHHBII nyHKT 8 [TpaBun

HOMEp HAJIOTOIUIATENbIINKA, TOJHOE

HAaWMEHOBAHHE MOKYTIATENs, Er0

MECTOHAXOXKCHHUE)?

0 JIOJDKHOCTHOM JIUIIE, COCTaBUBILIEM nyHKT 8 IIpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

®.1.0.)?

O IMPOU3BOAUTEIIC JICKAPCTBCHHOI'O IIYHKT 8 HpaBI/IJ'I
CpeAcCTBa C YKa3aHUCM HAUMCHOBAHHUA U
MECTOHAXOXACHUA HpOI/ISBOI[I/ITGJIH?

3. ConpoBoaurenbHbIe JTOKYMEHTBI Ha | nyHKT § [IpaBui
JIEKapCTBEHHBIE CPEJICTBA 3aBEPEHBI JIU:

HOJIHUCHIO JOJKHOCTHOTO muna, | IyHKT 8 [TpaBui
COCTaBHBILETO COINPOBOIUTENBHBIN

JOKYMEHT?

NeYaThl0 OpraHu3auy (Mpu HaTHIum)? nyHKT 8 [TpaBun

MHPOPMALIMOHHBIM  IITPUX-KOJAOM  (mpH | myHKT 8 [IpaBun

HaJIu4uu)?
4. [Ipuem JIEKapCTBEHHBIX cpencts | myHKT 9 [IpaBun
OCYIIECTBIISICTCS JIW IPUEMHBIM  OTIEIIOM
opraHu3aluu?
5. Jluma,  OTBETCTBEHHbIE  3a  IpoBeneHue | MyHKT 9 [IpaBun
MOTPY304YHO-PA3TPy30UHBIX pabot

JICKApCTBCHHBIX CPCIACTB!:

o0ecreynBalOT JIM  KaKAyl  mapTuio | myHKT 9 [paBun
JIEKapCTBEHHBIX CpEICTB
COIIPOBOJIUTENbHBIMU IOKYMEHTaMHU?

KOHTPOJIUPYIOT JIM Halnuue HeoOxoaumoi | myHKT 9 [IpaBui

uH(popManuu B COTPOBOIUTENBHBIX
JNOKyMeHTax?
6. 30Ha TNPUEMKHU JIEKAPCTBEHHBIX  CpeAcTB | MyHKT 9 [IpaBun

OTACICHA JIN OT 30HbI UX XpaHeHI/IH?

7. [Ipu npoBegeHMH NOrPy30YHO-pa3rpy304HbIX | MyHKT 10 ITpaBun
paboTt obecrieueHa M 3alUTa MOCTYMAIOIINX
JIEKapCTBEHHBIX CPEACTB OT aTMOC(EPHBIX
0CaIKoB?

8. |Ilpm mnpoBeneHMM NOTrPY304HO-PA3rpy304HBIX | IYHKT 10 [TpaBun
pabot olecreyeHa M 3aIIMTa MOCTYHAIOIIUX
JICKAPCTBEHHBIX CPEACTB OT  BO3JCHUCTBUSA
HU3KUX U BBICOKHX TeMreparyp?

9. JlexapcTBEHHbIE CpeICTBAa NMPOMapKUpoBaHbl U | MyHKT 11 [TpaBun
IIOMCIICHBI JIM B CICHUAIBHO BBIACICHHYIO
(kapaHTUHHYIO) 30HY OTIEIBHO OT JPYTUX
JIEKapCTBEHHBIX CPEJ/ICTB:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

B IIOBPEXKICHHOMN YIIaKOBKe?

nyHKT 11 IIpaBun

HC COOTBCTCTBYHOIIINC 3as41BJICHHBIM B
COIMPOBOAUTCIIBHOM AOKYMCHTC
HaMMCHOBAaHUAM U KOJ'II/I'-ICCTBy?

nyHKT 11 IIpaBun

HE UMEIOIINE COIIPOBOJIUTENHEHOTO
JOKyMeHTa?

nyHKT 11 IIpaBun

MOJUICXKAIUEC HU3BATHIO U3 TPAXKITAHCKOTO
obopoTa?

nyHKT 11 IIpaBun

TOPIroOBJIIO He}106pOKa‘—IeCTBCHHI)IMI/I
JICKAapCTBEHHBIMU CpC,I[CTBaMI/I?

10. |BosBpalieHHble MOJIy4yaTesleM JeKapcTBEHHbIE | IyHKT 12 IIpaBun
CpEeICTBAa MEpEeMEIIAloTCsl JU B 30HY JUIS
OCHOBHOTO XPAaHEHHUS JIEKApCTBEHHBIX CPEICTB
IPU  YCIOBUM  COOJIOAEHUHM  CIETYIOLIUX
YCIIOBUI:
onToBas TOPIOBJIsS JIeKapCTBEHHBIMU | IyHKT 12 [IpaBui
cpeAcTBaMu HE IPOTUBOPEYUT
TpeOOBaHUAM 3aKOHOATEIbCTBA
Poccuiickoit ®enepanuu u [Ipapun?
JIEKapCTBEHHbIE CpEJICTBAa HaxoAaTcs B |OyHKT 12 [IpaBun
CBOMX II€PBOHAYAJIBHBIX HEBCKPBITBIX U
HEMOBPEXACHHBIX yIIaKOBKaX?
JIEKapCTBEHHOE CPEACTBO COOTBETCTBYET | MyHKT 12 [IpaBun
TpeOOBaHMSAM K €ro KadecTBy, 4YTO
MOJITBEPKJIEHO COOTBETCTBYIOIIUMU
JOKyMEHTaMu?
11. |JlekapcTBeHHBIE CpEACTBA, BO3BpalleHHbIE B |IyHKT 13 [IpaBui
OpraHU3al|I0, U30JIMPOBAHBI JIU B CHELUATIBHO
BBIICJICHHYI0  (KapaHTUHHYIO)  30HY  JO
MIPUHSTHS 110 HUM peIIeHus?
12. |Cobmtomaercss s 3ampeT Ha  ONTOBYIO | yHKT S [IpaBui
TOPTOBIIIO HE3aperuCTpUpPOBaHHBIMU B
Poccuiickoit  denepauuu  JI€KapCTBEHHBIMU
cpeacrBamu?
13. |Cobmogaercss M 3ampeTr Ha  ONTOBYIO | MyHKT 6 [TpaBun
TOPTOBIIIO (banbcupuUIIPOBaHHBIMA
JIEKapCTBEHHBIMU CPEJCTBAMU?
14. |CoOmromaeTcss M 3alpeT Ha  ONTOBYIO | yHKT 6 [IpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

15. |Cobmogaercs M 3ampeTr Ha  ONTOBYIO | MyHKT 6 [TpaBun
TOPTOBIIIO KOHTPAa(PaKTHBIMU JIEKAPCTBEHHBIMU
cpeacTtBamu?

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
[IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,ILOJ'DKHOCTI: u O®VO HOOJDXKHOCTHOTO Julia OPMINMYEeCKOIT'o JiMiia, IIPMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUMM IIPOBEpPOYHOI'O JiMcCTa, IIO0OIMCh, ,HaTa)

ITpunoxenne N 28

K npukazy denepanbHoi Ciry>KObI

110 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIUCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbli delepalibHOM CIIyXOoM
IO HaIz0py B chepe 3IPaBOOXPAHEHMS M €€ TePPUTOPMaJIbHEIMM OpTaHaMu
IpyY MNPOBEIEeHUM IIJIAHOBEIX IIPOBEPOK IPM OCylEeCTBJIeHUM (emepaibHOTO
TOCYyIapCTBEHHOT'O HaIsopa B cbhepe obpalleHUs JIeKAPCTBEHHEIX CPEeACTB
(YHMUTOXEHME JIeKaPCTBEHHHX [penapaToB Ojd MEeIULMHCKOIO
IIPVIMEHEHUS B OPTaHM3alMy OINTOBOM TOPTOBIIM
JIeKapCTBEHHLEMM CPelCcTBaMM)
(HaMMeHOBaHMEe oOpraHa, OCYUEeCTBJIANIETO IIJIaHOBYI NPOBEPKY)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. IIpenmeT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOOd3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMSs BO3HMKHOBEHUS
YITPO3H [NPMYMHEHMs Bpela XWU3HM, SIOOPOBBI TpaxiaH, WU3JIOKEeHHEMM B QopMme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, damMmiams, ¥MMsa, OTUECTBO (OpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHYMATEJI

4. MecTO HpoOBeneHMs I[IJIAHOBOM I[POBEPKM C 3BallOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBUBUTH INpukasza O NPOBEeIEeHMM I1IJIAaHOBOM NPOBEPKM: OT
N .

6. VYUYeTHHM HOMEp MNPOBEPKM M IaTa NIPMCBOEHUS YUEeTHOT'O HOMepa IPOBEPKU B
EnovHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (JIm11) ,
IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:

1. ;

2. .

8. IlepedyeHb BOIPOCOB, OTpaxamolMxX CcoIepXaHyue o00sa3aTesIbHEX TpeBOoBaHMIA,
OTBET Ha KOTOPHE OOHOB3HAYHO CBMAETEJIECTBYET O COOJIOOEHUM MM HeCOOJIOOeHUM
OPUIONYECKMUM JIMLIOM, MHIMBMIYAJIbHEM IpenlpMHMUMaTeJieM oOOg3aTeJIbHEIX TpeboBaHMIL,
COCTAaBJIANIMX NpPeIMeT IPOBEPKM:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

N Bomnpocsl, oTpaxaroine coiepKanue PexBuzutsl BriBoa o
n/n 00s13aTeNbHBIX TPEOOBAHUI HOPMAaTHBHBIX BBITIOJTHCHUH
MIPaBOBBIX aKTOB, C | TpeOOBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJIEHBI
00s13aTeNbHBIC
TpeOOBaHMS
[IpaBuiia YHUUTOKEHUS HeT00pPOKaYeCTBEHHBIX JIEKapCTBEHHBIX CpPEJICTB,

(dhanpcuUIMPOBaHHBIX JIEKAPCTBEHHBIX CPEICTB W KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpKIEeHHbIE MocTaHoBJIeHHeM IIpaButenbctBa Poccuiickoit deneparuu ot 3
okTs10ps 2010 1. N 674 (Cobpanue 3akoHoaTenscTBa Poccuiickoit @eneparun, 2010, N 37,

cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

1.

Nmeertcs i 10roBOp ¢ OpraHu3anueit mno nyHKT 8 [IpaBun
cOopy, UCTIOIB30BAHUIO, 00E3BPEIKUBAHHUIO,
TPAHCIIOPTUPOBKE M Pa3MEIICHUIO OTXOI0B | -
IV knacca onmacHOCTH Ha YHHUUTOXKEHHE
HEJ00POKAYECTBCHHBIX JICKAPCTBCHHBIX
cpencts, GpanbcUpUIIIPOBAHHBIX U
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB?

B akTax 00 yHHUTOXCHHUH JICKAPCTBEHHBIX nyHKT 11 [IpaBun
CPEICTB YKa3bIBAIOTCS JIH:

Jata YHUUYTOXEHUS JiekapcTBeHHBIX | MyHKT 11 ITpaBun
cpencT?
MECTO YHUUTOXKEHHUS JICKAPCTBEHHBIX nyHKT 11 [IpaBun
cpencT?
(hamMusIMy, UMEHa, OTYECTBA JIUII, nyHKT 11 [IpaBun

MPUHUMABIIUX YYacTHE B YHUUTOKEHUU
JIEKapCTBEHHBIX CPEJICTB, UX MECTO PabOTHI,
JTOJKHOCTE?

000CHOBAaHUE YHUUTOXKCHHS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPEACTB?

HaMMEHOBAHMUS JIEKAPCTBEHHBIX cpencTB? | myHKT 11 [IpaBui

JeKapcTBeHHbIE POPMBI? nyHKT 11 [IpaBun
JIO3UPOBKH JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 [IpaBun
€V HHULIbI U3MEPEHMUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CEpUH JIEKApPCTBEHHBIX CPEICTB? nyHKT 11 IIpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPENCTB? nyHKT 11 IIpaBun
Tapa WM yrakoBka? nyHKT 11 [IpaBun
HaVMEHOBAHHE MPOU3BONUTENS nyHKT 11 [IpaBun

HCKapCTBeHHBD(CpCﬂCTB?

CBEJICHUS O BJIAJENbIIEC JEKAPCTBEHHbBIX nyHKT 11 [IpaBun
cpencT?
CIoco0 YHHUYTOKECHUS JICKAPCTBEHHBIX oyHKT 11 [TpaBun
cpencT?

3. | AKTBI 00 YHUUYTOKCHHH JICKAPCTBECHHBIX nyHKT 12 [IpaBuin

CPEZCTB COCTABJIAIOTCS JIU B JIEHb
YHUYTOXKEHUS HETOOPOKaueCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (UJIN)
(banbcuUIMPOBAHHBIX JIEKAPCTBEHHBIX
cpencTn?

4. | AKT 00 yHHUYTOXEHUH JICKapPCTBEHHBIX CPeACTB | MyHKT 13 [IpaBui
WM €ro KOMus B TeueHue 5 pabouux aHel co
TIHSI €70 COCTABJICHUsI HAlIPaBJIseTCs JIU
BJIAJIENIbLIEM YHHUUTOKEHHBIX JIEKAPCTBEHHBIX
CPEJCTB B YIIOJIHOMOUYEHHBIN OpraH?

(moymxHOCTE M OVO IOOJDKHOCTHOTO JIMIlA, SBAalOJIHMBIIETO
IPOBEPOYHEI JIMCT, HNONNMCH, IaTa)

(momxHOCTE M OVO OOJDKHOCTHOTO JMlIa OPMIAMYECKOIO JMla, IPMCYTCTBOBABIEI'O
IpY 3aloJIHEHUMM [NPOBEPOYHOI'O JIMCTa, NOANMCH, IaTa)

[Ipunoxenne N 29

K npukazy denepanbHOI C1yKObI

M0 HAJ30py B cepe 3IpaBOOXpaHEHUS
ot 09.11.2017 N 9438

dopma

[IPOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIBHBEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJyXOol
10 HaI30py B chepe 3OpaBOOXPaHEHUS U €€ TEeppPUTOPMAJILHEMU OpTaHaMu
Ipy NPOBENEeHMM I[IJIAHOBBIX IPOBEPOK IPU OCYylEeCTBJIEHUM (QelepalibHOT'O
TOCYyHapCTBEHHOTO Hans3opa B cdepe obOpalleHMs JIEKAPCTBEHHHX CPEeNCTB
(yHM‘{TO)KeHMe JIEKapCTBEHHEIX IIpellapaTOoB IJIAd MEOMUVMHCKOI'O IIPMMEHEHMA
B Me,HMLU/IHCKOIZ opraHM3alnmMy M MHBIX OpTaHM3alMAX, MMEeRIMX JIMIIEH3UIO
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

Ha MeIMLMHCKYII ﬂeHTeﬂbHOCTb)

(HaMMeHOBaHMUE OpT'aHa, OCYyHWeCTBJIANIEIO I1JIaHOBYIO HpOBepKy)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)
2. [lpenmeT IJIAaHOBOM IPOBEPKM OPUAMYECKMX JINML, U MHIMBUAYAJbHEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa oOdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIEHUE

KOTOPEIX SBJgeTCS HauboJiee B3HAUMMBIM C TOUKM 3PEHUsS HEeNONyUeHMS BO3HUKHOBEHMUS
YTPO3El [NPUUMHEHMS Bpela XM3HM, SIOOPOBbLI TpaxnaH, W3JIOXEeHHEMM B bopMme
IPOBEPOYHOTO JIMCTA (CHMCKA KOHTPOJIBHEIX BOMNPOCOB) .
3. HauMeHOBaHME OPUINUYECKOTO Jula, baMunms, wuMs,
VHOUBUOYAJBHOTO MNPEeOIpUHMMATEIISA
4. MecTO MNpPOBeNEeHMS I[JIAHOBOW MNPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOTO JIUCTA :

OTUeCTBO (OpM HaJIW4UM)

5. PexBUBUTEH IprKasa O NINpOoBeIeHUMN TIJIAHOBOM IIPOBEPKM: OT

N .
6. VY4YeTHEM HOMEp MNPOBEPKM M JaTa NPMCBOEHMS yYeTHOI'O HOMEepa INPOBEPKM B
EmnHoM peecTpe MNPOBEPOK:
7. IOJIXHOCTB, bammnmsa n
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;

2.

8. IlepeueHb BOIPOCOB, OTpaXamolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OOHOB3HAYHO CBUAETEJIECTBYET O COOJIOIEHMUM MM HeCOOJIoLeHUM
OPUONYECKYM JIMLOM, MHIMBMIYAJIbHEIM NPeINpMHMMAaTeJIeM 00A3aTeJIbHEX TpeOoBaHU,
COCTAaBJIANIMX NpeIMeT NPOBEPKM:

MHMLIMAJIE IOJIDKHOCTHOTO Juia (g11111) ,

cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

N Bomnpocsl, oTpaxaroiine coepkanue PexBuzuThl BriBoa o
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOPMAaTHBHBIX BBITIOJTHCHUH
MIPaBOBBIX aKTOB, C | TpeOOBaHUI
yYKa3aHUEM UX
CTPYKTYPHBIX Aa HCT
€MHUL, KOTOPBIMHU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOoBaHMS
[IpaBuia YHUUTOKEHUS HEe100pOKaYeCTBEHHbIX JIeKapCTBEHHBIX CPEJICTB,

GbanbCUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEJICTB M KOHTPA(aKTHBIX JIEKApCTBEHHBIX
CpEe/CTB, YTBEpKICHHBIC MocTtaHoBIeHHEeM [IpaButenbcTBa Poccuiickoit deneparyu ot 3
okTs10ps 2010 . N 674 (Cobpanue 3akoHonaTenscTBa Poccuiickoii @eneparuu, 2010, N 37,

1.

HmMmeercs nu A0roBop € OpFaHHSaHHeﬁ 110 IIYHKT 8 HpaBI/IJ'I

cOopy, UCTIOIH30BAHUIO, 00E3BPEIKUBAHHUIO,
TPAHCIIOPTHPOBKE U Pa3MEUICHUIO OTXOOB I -
IV xnacca onmacHOCTH Ha yHUYTOXEHUE
HeI0OPOKaYeCTBEHHBIX JICKAPCTBEHHBIX
CpencTB, Gpanbcu(PUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

B aktax 00 yHUUTOKEHUH JeKapCTBEHHbIX nyHKT 11 TIpaBun

CpCACTB YKA3bIBAOTCA JIU:

www.consultant.ru
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

JgaTta YHI/I‘-ITO)I(CHI/ISI JIeKapCTBeHHbIX
cpencts?

nyHKT 11 IIpaBun

MECTO YHI/I‘ITO)KGHI/ISI JIeKapCTBeHHBIX
cpencts?

nyHKT 11 IIpaBun

(dbamMunn, UMEHa, OTYECTBA JIUIL,
MPUHUMABIIIUX YYaCTHUE B YHUUTOKEHUHN
JIEKApCTBEHHBIX CPEJICTB, UX MECTO PaOOTHI,
JOKHOCTE?

nyHKT 11 IIpaBun

000CHOBaHUE YHUUTOXKECHUS
JIEKapCTBEHHBIX CPEICTB?

nyHKT 11 TIpaBun

HAaNMCHOBAHUA JICKAPCTBCHHBIX CpeHCTB?

nyHKT 11 TIpaBun

JeKapcTBeHHbIE (HOpMBI?

nyHKT 11 TIpaBun

JIO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

€IMHULIBI U3MEPEHNUS JIEKaPCTBEHHBIX nyHKT 11 IIpaBun
cpencts?

CEpHUH JIEKApCTBEHHBIX CPEJCTB? nyHKT 11 IIpaBun
KOJINYECTBO JICKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun

Tapa UM yrnakoBka?

nyHKT 11 [IpaBun

HAaNMCHOBAHUC ITPOU3BOAUTEIIA
JICKApCTBCHHBIX CpCI[CTB?

nyHKT 11 TIpaBun

CBEJICHUS O BJIAJICIIbIIC JICKAPCTBEHHBIX
cpeacTB?

nyHKT 11 TIpaBun

CIoCcO0 YHUUYTOXKEHUS JICKAPCTBEHHBIX
cpeacTB?

nyHKT 11 TIpaBun

AKTBI 00 YHUUTOXKEHHUH JIEKaPCTBEHHBIX
CPEIICTB COCTaBIISFOTCS JIM B JICHD
YHHUTOXKEHHUSI HET0OPOKAYECTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (HITH)
banbcuPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

nyHKT 12 [IpaBun

AKT 00 YHUUTOXXEHHUHU JICKAPCTBEHHBIX CPEJICTB
WJIM €ro KOMus B TeueHue 5 pabouux aHel co
JTHSI €70 COCTABJICHUS HAIIPABIISETCS JIN
BJIAJICJIbLIEM YHUUYTOKCHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBIN OpraH?

nyHKT 13 [IpaBun
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

(momxHOCTE M OMO HOJDKHOCTHOTO JIMLla, 3alOJIHMBIIET'O
IPOBEPOYHEI JIMCT, NOONMCH, IaTa)

(mosmxHOCTE M QMO HOJKHOCTHOTO JIiMIa OPUIAMYECKOTO JiMlla, IPUCYTCTBOBABIEIO
IpM 3alOJIHEHUM I[IPOBEPOYHOI'O JIMCTA, [IOAIMCH, IaTa)

[Tpunoxenue N 30
K npukazy denepanbHoil ciyKObI

0 Ha/130py B chepe 31paBoOXpaHEHUS
ot 09.11.2017 N 9438

®dopma
[IpOBEPOUHEI JIUCT
(CIMCOK KOHTPOJIBHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJIyxOom
10 HaI30py B cbepe 3IOpaBOOXPAHEHMS UM €€ TEePPUTOPMAJIbHEIMM OpIT'aHaMu
Py [NPOBEIEeHUM I[IJIAHOBHIX [IPOBEPOK NPUM OCYUECTBJIEHUM delepajlbHOTO
TOCYyIapCTBEHHOT'O Hanzopa B cbepe obpalleHMS JIEKAPCTBEHHEX CPEeNnCTB
(YHUUTOXEHME JIEKaPCTBEHHHX [IPEelapaToB IOJjid MEeIMUMHCKOI'O
IPVMEHEHUs B alTeKe TOTOBHX (GopM)
(HaMMeHOBaHMe oOpraHa, OCYUEeCTBJIALIETO IIJIaHOBYI NPOBEPKY)
1. Bup roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)
2. IpenmerT [1JIaHOBOM IPOBEPKM WOPUIMYECKMX JIMUIL UM MHIVMBUIYAJbHBX
npennpruHyMaTesen orpaHMuMBaeTCsa ofOsa3aTesibHEIMU TpeboBaHUAMMU, COOJOIeHUEe
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela XU3HM, SIOOPOBLI I'paxiaH, MW3JIOKEeHHEMM B GopMme
IPOBEPOUHOTO JIMCTA (CIOMCKA KOHTPOJIBLHEIX BOIMIPOCOB) .
3. HamMeHOBaHME OPUOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUYECTBO (IPpM HAJIMUNN)
VHIVBUOYAJBbHOTO IIPEINpPUHMMATENS :
4. MecTO NpPOBENEHMS IJIAHOBOM INPOBEPKM C 3alOJIHEHMEM IIPOBEPOYHOT'O JIMCTA:
5. PekBUBMTH IpMKasza O NPOBEIOEHMM IIJIaHOBOM MNPOBEPKM: OT
N .
6. VYUeTHHMV HOMEP MNPOBEPKM U IaTa NIPUCBOEHUS YUETHOI'O HOMEpa IIPOBEPKU B
EmmHoM peecTpe MNPOBEPOK:
7. IOJIXHOCTh, bamMums 128 VIHULIMAJIEL IOOJDXHOCTHOTO mLa (onn) ,
NPOBOIOAWETO (MX) IJIAHOBYK MNPOBEPKY :
1. ;
2. ;
8. IlepeuyeHb BOIPOCOB, OTpaXamolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OOHOB3HAYHO CBUAETEJIECTBYET O COOJIOIESHMUM MM HeCOOJIoLeHUM
OPUONYECKUM JIMIIOM, MHIVMBUIYAJILHEIM NPeINpUHMMaTeJieM o0sS3aTelIbHEX TpeOoBaHUM,
COCTABJIANIMX NPEIMET IPOBEPKN:
N Bomnpocsl, oTpaxaromue cofep;xanue PexBu3uTHI BriBOI O
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOPMAaTUBHBIX BBIITOJIHEHU U
IIPaBOBEBIX aKTOB, C Tpe6OBaHHﬁ
YKa3aHHUEM UX
CTPYKTYPHBIX nAa HET
CAWUHUIL, KOTOPBIMU
www.consultant.ru CrpaHuua 269 n3 368
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

"06 yTBepxaeHUn opM NPOBEPOYHBIX IMCTOB (CNUCKOB

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

YCTaHOBJICHBI
o0s13aTeNbHbIE
TpebOoBaHUs
[paBuna YHUYTOXCHUS HEeT0OPOKAYECTBEHHBIX JICKapCTBEHHBIX Cpe/CTB,

GbanbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB U KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPenCTB, YTBEepXKIAeHHBbIC mocTtaHoBieHueM lIpaButenbctBa Poccuiickoit @enepanuu ot 3
okTs16ps 2010 r. N 674 (CoOpanue 3akoHomarenbcTBa Poccniickoit @enepanun, 2010, N 37,

cT. 4689; 2016, N 4, cT. 535) (manee - [IpaBuna)

1.

HNmeetcs nmu 10oroBop ¢ OpraHU3aiuei mno
cOopy, UCTIOIB30BaAHUIO, 00E3BPEIKUBAHHUIO,

TPAHCIIOPTHUPOBKE U PA3MCIICHHUIO OTX010B I-

IV xiacca omacHOCTH Ha yHUYTOXEHUE
HEZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpEICTB, Qabcu(PUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

nyHKT 8 [TpaBun

B akTax 00 yHMUTOXCHHUH JIEKAPCTBEHHBIX
CPEICTB YKa3bIBAtOTCS JIH:

nyHKT 11 TIpaBun

aara YHI/I‘ITO)KGHI/IH J'IeKapCTBeHHBIX
CpeacTB?

nyHKT 11 TIpaBun

MECTO YHI/I'-ITO)KCHI/HI J'IeKapCTBeHHBIX
cpeacTB?

nyHKT 11 TIpaBun

(hamMuMy, UMEHa, OTYECTBA JIUII,
MPUHUMABIINX YYaCTUE B YHUUTOKECHUN

JOJDKHOCTB?

JICKApCTBCHHLIX CPECACTB, UX MECTO pa6OTI>I,

nyHKT 11 TIpaBun

000CHOBaHHUE YHHUUYTOKCHUA
JICKApCTBCHHBIX CpC,Z[CTB?

nyHKT 11 [IpaBun

HaUMCHOBAHUS JICKAPCTBCHHBIX CpCI[CTB?

nyHKT 11 [IpaBun

JieKapCTBeHHBIC (DOPMBI?

nyHKT 11 ITpaBun

JIO3UPOBKHU JIEKAPCTBEHHBIX CPEICTB?

nyHKT 11 TIpaBun

CANHUIIBI I/I3MepeHI/I$I JICKapCTBeHHI)IX
cpencts?

nyHKT 11 [IpaBun

CepHH JIEKAPCTBEHHBIX CPENICTB?

nyHKT 11 [IpaBun

KOJIMYCCTBO JICKAPCTBCHHBIX CpGI[CTB?

nyHKT 11 ITpaBun

Tapa Win yrnakoBka?

nyHKT 11 IIpaBun

HAUMCHOBAHHUC IIPOU3BOINUTCIIA
JICKApCTBCHHBIX Cpe,Z[CTB?

nyHKT 11 [IpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

CBEJICHUS O BJIAJENbIIE JEKAPCTBEHHBIX nyHKT 11 ITpaBun
CpeacTB?
CIoco0 YHUYTOXKEHUS JTICKAPCTBEHHBIX nyHKT 11 ITpaBun
CpeacTB?

3. | AKTBHI 00 YHHUTOXCHHH JICKAPCTBEHHBIX nyHKT 12 [IpaBun

CPEIICTB COCTaBJISIOTCS JIU B JIEHDb
YHHUTOXKEHHUSI HET0OPOKAYECTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (MJIN)
banbcuPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHUYTOXEHUH JICKaPCTBEHHBIX CPEACTB | MyHKT 13 [IpaBui
WM €ro KOMus B TeueHue 5 pabouux JHel co
TIHSI €70 COCTABJICHUsI HAIIPaBJIsIeTCs JIU
BJIAJIENIbLIEM YHHUUTOKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBII OpraH?

(moymxHOCTE M OO IOJDKHOCTHOTO JIMIA, SBalOJIHMBIIETO
IPOBEPOUHLI JIMCT, MNOANMCH, IaTa)

(mojpxkHOCTE M OMO HOJDKHOCTHOTO JMlLa KPMAOAMYECKOI'O JiMlLa, IPUMCYTCTBOBABIEIO
0Py BalOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOONMCH, IaTa)

[Tpunoxenue N 31

K nnpuka3y denepanbHOI C1yKObI

M0 HaJ30py B cdepe 3paBOOXpaHEHUS
ot 09.11.2017 N 9438

®opmMma

[IPOBEPOUHEIM JIUCT
(CNIMCOK KOHTPOJIBHBEIX BOINPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
10 HaIzopy B cbepe 3IpaBOOXPaHEHMS UM €e TEepPPUTOPMaJIbHEMM OpIl'aHaMu
Ipy NPOBENEeHUM I1JIAHOBHIX IIPOBEPOK IIPU OCYWECTBJIEHUM (QelepalibHOT'O
TOCYyHOapCTBEHHOTO Hamzopa B cdepe obOpalleHMs JIEKAPCTBEHHHX CPENCTB
(YHMUTOXEHME JIeKapCTBEHHHX [IpelapaToB IOJjid MeIUUMHCKOI'O
IPpMMEeHEHUS B allTEUYHOM I[IYyHKTE)

(HamMMeHOBaHME OpraHa, OCYHEeCTBJIAKIET'O IIJIAHOBYIO npOBepKy)

1. BuI rocyIapCTBEHHOI'O KOHTpOJIA (HaIz3opa)

2. IIpenmerT [1JIaHOBOM NPOBEPKM OPMAMYECKMUX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesen orpaHMYMBaeTcsa oOdg3aTesIbHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJIAeTCA HamboJiee 3HAUMMBIM C TOUYKM 3BPEHMS HeOOoNylleHMS BO3HMKHOBEHUS
YITPO3E NPUYMHEHMA Bpela XM3HM, 3I0OPOBbLI TIpaxiaH, M3JIOXKEHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3. HauMeHOBaHME OPUIMYECKOTO Juia, (GaMunmsa, ¥MMsS, OTUECTBO (IPM HAJIUUMM)
VHIOIVBUIOYAJIbHOTO NIPEIINPUHMMAaTENS
4. MecTO HNpOBeHeHMS IIJIAHOBOM IIPOBEPKM C BallOJIHEHMEM IIPOBEPOYHOTO JIMCTA:

5. PexBUBUTEH IIpMrMKasa O IIPpOBeOeHUN JIaHOBOM IIPOBEPKM: OT

N .

6. VYUYeTHHM HOMEp MNPOBEPKM M IaTa NPMCBOEHUS YUEeTHOT'O HOMepa IPOBEPKU B
EnomHOoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (JImi11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IIPOBEPKY:
1. ;
2. ;
8. [IlepeueHb BOIPOCOB, OTpaxamlMxX CcoIepxXaHMue o00sa3aTesIbHEX TpeBOoBaHMI,
OTBET Ha KOTOPHE OOHO3HAUHO CBMIOETEJILCTBYET O COOJIOOSHMUM WM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIVMBMIYAJIbHEIM NPEeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKMU:

cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

N Bomnpocsl, oTpaxaroiue coiepkanue PexBusutel BriBox o
/1 00s13aTebHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOoBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs
[IpaBuna YHUAUYTOXKEHHUS HET00pOKaYECTBEHHBIX JIEKapCTBEHHBIX CPEACTB,

banbcuPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB W KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpKICHHbIE mocTaHOBIeHHEM [IpaButenscTBa Poccuiickoir denepanuu ot 3
okTs6ps 2010 r. N 674 (CoOpanue 3akoHoaarenbecTBa Poccuiickoit @enepanuu, 2010, N 37,

1. |Mmeercs i 1oroBOp ¢ opraHu3aluei mo nyHKT 8 [IpaBun
cOopy, UCTIOIB30BAHUIO, 00E3BPEKUBAHHUIO,
TPAHCIIOPTUPOBKE U pa3MELIEHUIO OTXO0/0B | -
IV knacca onacHOCTH Ha YHHUUTOXKEHHE
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpEeICTB, Gabcu(PUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akrax 00 yHUYTOXEHHH JIEKaPCTBEHHbIX nyHKT 11 TIpaBun
CPEICTB YKa3bIBArOTCS JIU:

JlaTa YHUYTOXKEHHUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
MECTO YHUUTOXXEHHUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
dbamuny, UMeHa, 0TUYECTBA JIULL, nyHKT 11 TIpaBun
IIPUHUMABILINX Y4aCTHE B YHUUTOKEHUHU
JIEKapCTBEHHBIX CPEACTB, MX MECTO PalboOThI,
JOJKHOCTB?

HaaeXHasa npaBoBasi nogaep)XKa w
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

000CHOBaHNE YHUYTOKEHUS nyHKT 11 ITpaBun
JIEKapCTBEHHBIX CPEACTB?

HAaNMMEHOBAHMS JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 ITpaBun

JieKapCTBeHHBIC (DOPMBI? nyHKT 11 ITpaBun
JO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 [IpaBun
€MHHULIBI U3MEPEHNUS JIEKapCTBEHHBIX nyHKT 11 ITpaBun
cpencts?

CEpUH JIEKapCTBEHHBIX CPEICTB? nyHKT 11 IIpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPENCTB? nyHKT 11 IIpaBun
Tapa WM yrakoBka? nyHKT 11 [IpaBun
HAaNMMEHOBAHUE TTPOU3BOIUTEIIS nyHKT 11 ITpaBun

JICKapCTBCHHLIX CpCI[CTB?

CBEJICHUS O BJIAJENbIIE JEKAPCTBEHHBIX nyHKT 11 ITpaBun
CpeacTB?
CIoCco0 YHUYTOXKEHUS JICKAPCTBEHHBIX nyHKT 11 ITpaBun
CpeacTB?

3. | AKTBHI 00 YHHUTOXCHHUH JICKAPCTBEHHBIX nyHKT 12 [IpaBun

CPEICTB COCTABJISIOTCS JIU B JICHD
YHHUTOKEHUSI HETOOPOKAYECTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (MJIN)
banbcuPUIIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHUYTOXEHUH JICKaPCTBEHHBIX CPEACTB | MyHKT 13 [IpaBui
WIM €ro KOMus B TeueHue 5 pabouux JHel co
TIHSI €70 COCTABJICHHsI HAlIPaBJIsIeTCs JIA
BJIAJIENIbLIEM YHUUTOKEHHBIX JIEKAPCTBEHHBIX
CPEICTB B YIIOJIHOMOUYEHHBIN OpraH?

(moymxHOCTE M OVO IOJDKHOCTHOTO JIMIA, SBalOJIHMBIIETO
IIPOBEPOUHLI JIMCT, [NOANMCH, IaTa)

(mojpxkHOCTH M OVMO HOJDKHOCTHOTO JMlLa KPMAOAMYECKOI'O JiMlLa, IPUCYTCTBOBABIEIO
0Py BaNOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOONMCH, IaTa)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438 [1oKyMeHT npeaocTasnieH KoncynbTaTItoc
" KoHcynbraHtlntoc
06 yTBepxaeHnn ¢opM NPOBEPOUHbIX IMCTOB (CNNCKOB [laTa coxparenws:: 22.07.2022

KOHTPOJIbHbIX BOHpOCOB),MCHO".

[Ipunoxenue N 32

K npukazy denepanbHoOi CiryXObI

110 HaJ30pYy B chepe 3ApaBOOXPaHEHUS
o1 09.11.2017 N 9438

®dopma

[IpOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIbHBEIX BOIIPOCOB), MCHOJNb3yeMeli demepalibHOM CJIyXOom
10 HaIB30py B cbhepe 3IOpaBOOXPAHEHMS UM €e TEePPUTOPMaJIbHEIMM OpITaHaMu
IpM MNPOBEIEeHMM ILJIaHOBHX IIPOBEPOK IIPM OCyleCTBJIeHUM (enmepalibHOT'O
TOCYIapCTBEHHOTO Hansopa B chepe obpameHus JIeKAPCTBEHHHEX CPEIACTB
(YHUUTOXEHME JIEKaPCTBEHHHX [IpPelapaToB OJd MeIMUMHCKOITO
IIPUMEHEeHMSI B alTeYHOM KMOCKE)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIANIETO IIJIAHOBYI NPOBEPKY)

1. Bup ToCcynapCTBEHHOT'O KOHTPOJA (Hazmszopa)

2. [lpenmeT [IJIAaHOBOM IPOBEPKM OPUIOMUYECKMUX JINML, U MHIVMBUIOYAJbHBEIX
npennpmuHMMaTesen orpaHMUMBaeTCcsa ofOdg3aTesibHEIMKM TpeboBaHMAMM, COOJIOIeHUE
KOTOPHIX fABJISeTCsa HamboJiee 3HAUMMBEM C TOUKM 3PEHMS HEeIOINyUIEeHMS BO3HMKHOBEHUS
YITPO3El [NPUUMHEHMS Bpela XM3HM, 3I0POBLID I'paxlIaH, M3JIOXEHHEMM B bopme
IPOBEPOYHOT'O JIMCTa (CIMCKa KOHTPOJIBHEIX BOIPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO JMla, GamMmuiams, ¥MMsS, OTUECTBO (IPpM HAJIMUUNN)
VHOVUBUOYAJILHOTO INIPEeNIPUHYMATEIIS

4. MeCcTO MNpPOBEeIEeHMs ILJIAaHOBOM INPOBEPKM C 3BallOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:

5. PexBUBUTH IIprMKasa O INPpOoBedeHUM T1JIaHOBOM IIPOBEPKM: OT

N .
6. VY4YeTHEM HOMEep MNPOBEPKM M IHaTa NPMCBOEHMS yYeTHOI'O HOMEepa IIPOBEPKM B
EnovHOM peecTpe NPOBEPOK:
7. I OJIXHOCTh, bammnmsa " MHMULMAJIBEL OOJIXKHOCTHOTO JuLa (J1m11) ,
NPOBOIOAWETIO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. IlepedyeHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOoBaHMM,
OTBET Ha KOTOPHE OIOHOB3HAYHO CBMUAETEJIECTBYET O COOJIOOEHMUM MM HeCOOJIoIeHUM
OPUONYECKYM JIMLOM, MHIMBMIYAJIbHEIM NPEeINpMHMMAaTeJIeM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIAKIIMX NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxaroine coiepKanue PexBuzutsl BriBoa o
n/n 00s13aTeNbHBIX TPEOOBAHUI HOPMAaTHBHBIX BBITIOJTHCHUH
MIPABOBBIX aKTOB, C | TpeOOBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJIEHBI
00s13aTeNbHBIC
TpeOOBaHUS

[IpaBuina YHUYTOXKEHUS HEeT00pOKaYeCTBECHHBIX JIEKapCTBEHHBIX CPEJCTB,
(dhanpcuUIMPOBaHHBIX JICKAPCTBEHHBIX CPEJICTB W KOHTpPa(aKTHBIX JIEKAPCTBEHHBIX
CpEICTB, YTBEpKICHHBbIE MocTaHoBIeHHeM IIpaButensctBa Poccuiickoit deneparuu ot 3
okTs10ps 2010 . N 674 (Cobpanue 3akoHogaTenscTBa Poccuiickoii @eneparuu, 2010, N 37,
cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

1. |Hmeetcs nu 10roBop ¢ oOpraHu3aiuei mo nyHKT 8 [TpaBuin
cO0py, UCTIOIB30BAHHIO, 00E3BPEKUBAHUIO,
TPAHCIIOPTHPOBKE U Pa3MEIICHUIO OTXOOB I -
IV knacca onacHOCTH Ha YHUYTOKEHHE
HEe100pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, GalbCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JEKaPCTBEHHBIX CPEICTB?
2. | B akTax 00 yHHUTOXXEHHUH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEACTB yKa3bIBAIOTCS JIU:
JaTa YHUUTOKEHUS JICKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
MECTO YHHUUTOXKEHHS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
(bamuum, UMEHa, 0OTYECTBA JIUI], nyHKT 11 IIpaBun

HpI/IHI/IMaBI_HI/IX y‘-IaCTI/Ie B yHI/I‘-ITO)KCHI/II/I
J'IeKapCTBeHHI)IX CpeI[CTB, HUX MECTO pa60T bl,
JTOJIKHOCTR?

000CHOBAaHNE YHUUTOKECHHS
JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpCI[CTB?

nyHKT 11 IIpaBun

JexapcTBeHHbIE (HOpMBI?

nyHKT 11 IIpaBun

JO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 IIpaBun
€IMHULIBI U3MEPEHUS JTIEKapCTBEHHBIX nyHKT 11 TIpaBun
cpencts?

CEpHH JIEKAPCTBEHHBIX CPENICTB? nyHKT 11 [IpaBun

KOJMYCCTBO JICKAPCTBEHHBIX Cpe,Z[CTB?

nyHKT 11 [IpaBun

Tapa WM yIakoBka?

nyHKT 11 TIpaBun

HAaNMMCHOBAHUC ITPOU3BOAUTCIIA
JIEKApCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

CBEJICHUS O BIAJENbILE JEKAPCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

Croco0 YHUYTOXKEHUS JICKapCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

www.consultant.ru
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3. | AKTBI 00 YHHUYTOXXECHUH JIEKAPCTBEHHBIX nyHKT 12 IIpaBun
CPEJCTB COCTABJISIOTCS JIU B IEHb
YHUUYTOXECHUS HeTOOPOKaYeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (HJIH)
banbcuPUIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHHUUTOKEHHUU JIEKAPCTBEHHBIX CpeACTB | myHKT 13 [TpaBun
WIH €T0 KOIUS B TeYCHUE 5 paboumx IHEH co
JTHS1 €70 COCTABJICHUSI HAIIPABIISAETCS JIN
BJIA/IETIBLIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX
CPEACTB B YIIOJHOMOYEHHBIN Opran?

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,ILOJ'DKHOCTI: u O®VO HOJDXKHOCTHOTO Julla OPMINMYEeCKOIT'o JiMiia, IIPUMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, I0OIMCh, ,HaTa)

ITpunoxxenne N 33

K npukazy denepanbHoi CiryKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIMCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbl delepalibHOM CIIyxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMVS U €€ TeppPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCyWEeCTBJIeHMM (emepalibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpaleHus JIEKAPCTBEHHHX CPENCTB
(YHUUTOXEeHME JIeKaPCTBEHHHX [pPEenapaToB OJd MEeOMUMHCKOTO
IPVMMEHEHUS B allTeEKe [IPOMBBOICTBEHHOM)
(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBYI NIPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznmszopa)

2. IpenmMerT [1JIaHOBOM IPOBEPKM WOPUIMUYECKMX JIMUIL UM MVHIVMBUIYAJbHBX
npennpruHyMaTesen orpaHMurBaeTCcsa ofOsa3aTesibHEIMU TpeboBaHUAMMU, COOJIOIeHUe
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela XU3HM, SIOOPOBLI I'paxiaH, MW3JIOKEeHHEMM B QopMme
IPOBEPOUHOTO JIMCTA (CIOMCKA KOHTPOJIBLHEIX BOIMIPOCOB) .

3. HamMeHOBaHME OPUAOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IpM HAJIMUNN)
VHIVBUOYAJBbHOTO IIPEINPUHMMATENS :

4. MecTO HNpPOBEeIEeHMs IIJIaHOBOM NPOBEPKM C BalOJIHEHMEM IIPOBEPOUYHOTO JIMCTA:

5. PekBUBMTH IpMKaza O NPOBEIOEHMM IIJIaHOBOM MNPOBEPKM: OT
N .

6. VYUeTHHM HOMEP MNPOBEPKM UM IaTa NIPUCBOEHUS YUETHOI'O HOMEpa IIPOBEPKU B
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

EmmHoM peecTpe MNPOBEPOK:
7. IOJIXHOCTB , bammnmsa n VIHULIM A JIBL IOJPKHOCTHOT'O mLa (onn) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :
1. ;
2. ;

8. [IlepeyeHb BOIPOCOB, OTpaxamolMxX coIepxXaHyue o00sa3aTesIbHEX TpeOoBaHMIA,
OTBET Ha KOTOPHE OOHO3HAUHO CBMAOETEJILCTBYET O COOJIOOSHMUM WMJIM HEeCOOJIIeHUN
OPUONYECKMM JIMIOM, MHIMBMIYAJIbHEIM NPEeINpMHMMaTeJeM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKU:

N Bomnpocsl, oTpaxaroiue coepkanue PexBusutel BriBox o
/1 00s13aTebHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOOBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs

[IpaBuina YHUYTOXKEHUS HET00pOKaYECTBEHHBIX JIEKapCTBEHHBIX CPEJCTB,
banbcUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB W KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpKICHHbIE TocTaHOBIeHHEM [IpaButenscTBa Poccuiickoit denepanuu ot 3
okTs6ps 2010 r. N 674 (Cobpanue 3akoHoaarenbcTBa Poccuiickoit @enepanuu, 2010, N 37,
cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

1. |Hmeercs iu 1oroBop ¢ opraHu3anuei mo nyHKT 8 [IpaBun
cOopy, UCTIOIB30BaAHUIO, 00E3BPEKUBAHHUIO,
TPAHCIIOPTUPOBKE U pa3MELIEHUIO OTXO00B | -
IV knacca onacHOCTH Ha YHHUUTOXKEHHE
HEZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, Qabcu(PUIUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akrax 00 yHUYTOXEHHH JIEKaPCTBEHHBIX nyHKT 11 TIpaBun
CPEICTB YKa3bIBArOTCS JIN:

zara YHUYTOXEHHUS JIEKapCTBEHHBIX | IYHKT 11 [TpaBun
CpeacTB?
MECTO YHUUTOXKEHHUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
(dbamuny, UMeHa, 0TUYECTBA JIULL, nyHKT 11 TIpaBun

MPUHUMABIINX YYaCTHE B YHHUYTOKCHUHU
JICKApCTBEHHBIX CPEACTB, MX MECTO PabOTHI,
JOJDKHOCTE?

000CHOBAaHUE YHUUTOXKECHHS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPEACTB?
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

HaAaNUMCHOBAHUA JICKAPCTBCHHBIX CpCZ[CTB?

nyHKT 11 IIpaBun

JeKapcTBeHHbIE (HOpMBbI? nyHKT 11 IIpaBun
JI03UPOBKH JIEKApPCTBEHHBIX CPEACTB? nyHKT 11 TIpaBun

€IMHUIBI U3MEPEHUS JICKAPCTBEHHBIX
cpencT?

nyHKT 11 [IpaBun

CEepUH JIEKApCTBEHHBIX CPEJCTB?

nyHKT 11 [IpaBun

KOJNYCCTBO JICKAPCTBCHHBIX Cpe)ICTB?

nyHKT 11 TIpaBun

Tapa Wi yrnakoBka?

nyHKT 11 IIpaBun

HaAaNUMCHOBAHUC ITPOU3BOAUTCIIA
JIEKapCTBEHHBIX CPEACTB?

nyHKT 11 IIpaBun

CBEJICHUS O BJIAJIEIIbLIE JIEKAPCTBEHHBIX
cpencts?

nyHKT 11 IlpaBun

Croco0 YHUYTOXKEHUS JICKapCTBEHHBIX
cpencts?

nyHKT 11 IIpaBun

3. | AKTBI 00 YHHUYTOXXECHHUH JIEKAPCTBEHHBIX
CPEJCTB COCTaBJISIOTCS JIU B JIEHb
YHHUYTOXECHUS HeTOOPOKaYeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (HJIH)
GbanbcuPUIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

nyHKT 12 IIpaBun

4. | AKT 00 YHUUYTOKEHUH JIEKAPCTBEHHBIX CPEICTB
WJIM €T0 KOMUs B TeueHue 5 pabouux aHel co
JTHS €r0 COCTABJICHUS HAIIPABIISIETCS JIU
BJIAJIEJIBLIEM YHUUYTOKEHHBIX JICKAPCTBEHHBIX
CPEACTB B YIIOJHOMOYEHHBIN Opran?

nyHKT 13 [IpaBun

(mosmxHOCTE M ®VO HOJDKHOCTHOT'O JiMlla,

3aroJIHMBIIET'O

HpOBequHHﬁ JmcT, nogrnmcsob, naTa)

(ﬂOﬂXHOCTb u O®VO HOOJDXKHOCTHOTO Julia OPMINMYEeCKOIT'o JiMiia, IIPMCYyTCTBOBaBIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, II0OIMCh, naTa)

ITpunoxxenue N 34

K npukazy denepanbHoi CiryKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

HafeXHasa npaBoBas noaaepXxka
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

®opmMma

[IPOBEPOUHEI JIUCT
(CIMCOK KOHTPOJIBHBEIX BONPOCOB), MCHOJNb3yeMel demepalibHOM CJIyXOOoM
o Hamzopy B chepe 3IpaBOOXPaHEHMS U e€e TeppUTOPMaJIbHBEIMU OpTaHaMu
OpM NPOBEeIEeHMM IIJIAHOBHIX IIPOBEPOK MNPM OCYyWEeCTBJeHUM (pemepasibHOTO
TOCYyHapCTBEHHOTO Hazn3o0pa B chepe obpalleHUs JIEKAPCTBEHHHIX CPeNCcTB
(YHMUTOXEHME JIeKapCTBEHHHIX [pelnapaToB Ojd MeIULMHCKOITO
NPMMEHEHMSA B alTeKe MNPOM3BONCTBEHHOM C MNPaBOM M3TOTOBJIEHMS
acenTrYeCKMxX JIEKapPCTBEHHHIX IIpelnapaTos)

(HaMMeHOBaHME OpTraHa, OCYWECTBJIANIETO IIJIAHOBYI MPOBEPKY)

1. Bun ToCcynapCTBEHHOT'O KOHTPOJA (Haznsopa)

2. IIpenmerT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
nNpennprHMMaTesen OTrpaHMUMBAEeTCHa OOA3aTeJIbHEIMKM TpeboBaHUAMM, COOJIOOEHHUE
KOTOPEIX fABJIAeTCS HamboJiee 3HAUMMBIM C TOUYKM BPEHMS HeOONyLEeHMS BO3HMKHOBEHUS
YTPO3E NPUYMHEHMSA Bpela XM3HM, 3I0POBbLI TIpaxlaH, M3JIOXEHHEMM B QopMme
NPOBEPOYHOTO JIMCTa (CHOMCKa KOHTPOJIBHBEIX BONPOCOB) .

3. HamMeHOBaHMEe OPUIMUECKOTO Jmua, damMmuims, ¥MMsa, OTUECTBO (IPpM HaJIMUWN)
VHOMBUIOYAJIbHOTO NPenlpUHMMAaTEeId:

4. MecTO HnpoBelIeHMs [JIAHOBOM I[POBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:

5. PexBMBMTH IIpMKasza O NPOBEIOEHMM IIJIAaHOBOM MNPOBEPKM: OT

N .
6. YUeTHBEM HOMEP I[POBEPKM U HdaTa [NPUCBOEHMUS YyUYEeTHOT'O HOMepa IPOBEPKM B
EIovHOM peecTpe NPOBEPOK:
7. IOJIXHOCTE, bammnmsa u MHULIMAJIB IOJDKHOCTHOI'O amrua (g11111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2.

8. IlepeueHb BOIPOCOB, oTpaxawimx comepxaHure o0sa3aTesIbHEX TpeOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIETEJIbLCTBYET O COOJIOIEHUM MM HECOOJIIOOeHUMU
OPUINYECKMM JIMLOM, MHIMBUIOYAJIbHEIM IIpeAnNpMHMUMaTesieM OOg3aTesIbHEIX TpeOOoBaHMUM,
COCTAaBJIAKIMX NpelIMeT NIPOBEPKM:

N Bomnpocsl, oTpaxaromue coiepkaHue PexBu3nTHI BriBox o
n/a 00s13aTeNbHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MIPAaBOBBIX AKTOB, C | TpeOOBaHUI
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€JIMHULL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOoBaHUS

[IpaBuna YHUYTOKEHUS He100pOKaYeCTBEHHBIX JIEKapCTBEHHBIX CPEJICTB,
(banbCcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB M KOHTPA(AKTHBIX JIEKAPCTBEHHBIX
CpenCTB, YTBepXKIAeHHBbIe mocTtaHoBieHueM lIpaButenbctBa Poccuiickoit @enepanuu ot 3
okTs10ps 2010 r. N 674 (CoOpanue 3akoHonatenscTBa Poccuiickoit @enepanuu, 2010, N 37,
cT. 4689; 2016, N 4, cT. 535) (nanee - [IpaBuia)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

1. |Hwmeetcs noroBop ¢ opranuzanueit mo coopy, |moyHkr 8 [lpaBun
WCTIOJIB30BAHUIO, 00E3BPEKHBAHHUIO,
TPAHCIIOPTHPOBKE U Pa3MEIICHUIO OTXOOB I -
IV knacca onacHOCTH Ha YHUYTOKEHHE
HEe100pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, GalbCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JEKaPCTBEHHBIX CPEICTB?
2. | B akTax 00 yHHUTOXXEHHUH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEACTB yKa3bIBAIOTCS:
nara YHUYTOXKECHUS JeKapcTBeHHbIX | MyHKT 11 [TpaBun
cpencts?
MECTO YHHUUTOXKEHHS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
(bamuum, UMEHa, 0OTYECTBA JIUI], nyHKT 11 IIpaBun

HpI/IHI/IMaBI_HI/IX y‘-IaCTI/Ie B yHI/I‘-ITO)KCHI/II/I
J'IeKapCTBeHHI)IX CpeI[CTB, HUX MECTO pa60T bl,
JTOJIKHOCTR?

000CHOBAaHNE YHUUTOKECHHS
JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpCI[CTB?

nyHKT 11 IIpaBun

JexapcTBeHHbIE (HOpMBI?

nyHKT 11 IIpaBun

JO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 IIpaBun
€IMHULIBI U3MEPEHUS JTIEKapCTBEHHBIX nyHKT 11 TIpaBun
cpencts?

CEpHH JIEKAPCTBEHHBIX CPENICTB? nyHKT 11 [IpaBun

KOJMYCCTBO JICKAPCTBEHHBIX Cpe,Z[CTB?

nyHKT 11 [IpaBun

Tapa WM yIakoBka?

nyHKT 11 TIpaBun

HAaNMMCHOBAHUC ITPOU3BOAUTCIIA
JIEKApCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

CBEJICHUS O BIAJENbILE JEKAPCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

Croco0 YHUYTOXKEHUS JICKapCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3. | AKTBI 00 YHHUYTOXXECHUH JIEKAPCTBEHHBIX nyHKT 12 IIpaBun
CPEJCTB COCTABJISIOTCS JIU B IEHb
YHUUYTOXECHUS HeTOOPOKaYeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (HJIH)
banbcuPUIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHHUUTOKEHHUU JIEKAPCTBEHHBIX CpeACTB | myHKT 13 [TpaBun
WIH €T0 KOIUS B TeYCHUE 5 paboumx IHEH co
JTHS1 €70 COCTABJICHUSI HAIIPABIISAETCS JIN
BJIA/IETIBLIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX
CPEACTB B YIIOJHOMOYEHHBIN Opran?

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,ILOJ'I?KHOCTI: u O®VO HOJDXKHOCTHOTO Julla OPMINMYEeCKOIT'o JiMiia, IIPUMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, I0OIMCh, ,HaTa)

ITpunoxenne N 35

K npukazy denepanbHoi CiryKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIMCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbl delepalibHOM CIIyxOoM
10 HaIB30py B cbhepe 3IpaBOOXPaHEHMVS U €€ TeppPUTOPMaJIbHEIMM OpTaHaMu
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCyWEeCTBJIeHMM (emepalibHOTO
TOCYyINapCTBEHHOTO Hazn3opa B cbepe obpaleHus JIEKAPCTBEHHHX CPENCTB
(YHUMUTOXEHM e JIEKaPCTBEHHEX [IPEenapaToB IJiS MEeIULMHCKOTO IPUMMEeHEeHNSI
B MEIMUMHCKMX OPTaHM3aLUMAX UM UX ODOCOOJIEHHBEIX NOIPAa3IOeJIEHUSIX
(LeHTpPH (oTHmesieHus) obmey BpadeOHOM (CeMelHOM) MNpPakKTUKH,
ambynaTopum, OdesbImepckue U QesibOmepCcKo-akKyllepcKue
IIYHKTH) , PACIOJIOXEHHEE B CeJIbCKMX HACEJIEHHEIX IIYyHKTaX)
(HaMMeHOBaHME OpTraHa, OCYWECTBJIAOIETO IIJIAHOBY NIPOBEPKY)

1. Bun IoCcynapCTBEHHOI'O KOHTPOJA (Haznmszopa)

2. [lpenmeT [1JIaHOBOM IPOBEPKM WOPUIMUYECKMX JIMUIL UM MHIVMBUIYAJbHBX
npennpruHyMaTesen orpaHMurBaeTCcss ofOsa3aTesibHEIMU TpeboBaHUAMMU, COOJOIeHUEe
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela XU3HM, SIOOPOBLI I'paxiaH, MW3JIOKEeHHEMM B QopMme
IPOBEPOUHOTO JIMCTA (CIOMCKA KOHTPOJILHEIX BOIMIPOCOB) .

3. HamMeHOBaHME OPUAOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VHIVBUOYAJBbHOTO IPEINPUHMMATENS :

4. MecTO HpOBeHmeHMS IIJIAHOBOM MIPOBEPKM C BallOJIHEHVEM IIPOBEPOYHOTO JIMCTA:
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

5. PexBUBUTEH IIpMrMKasa O IIPpOBeOeHUN 1JIAHOBOM IIPOBEPKM: OT

N .

6. VYUYeTHHM HOMEp MNPOBEPKM M IaTa NPMCBOEHUS YUEeTHOT'O HOMepa IPOBEPKU B
EovHoM peecTpe NPOBEPOK:

7. IOJIIXHOCTE , bammnmsa n MHULIMAJIBEL IOJIXHOCTHOT O Jmia (JImi11) ,

IPOBOIAMETO (MX) IJIAaHOBYIO IPOBEPKY:
1. ;
2. .
8. [IlepeyeHb BOIPOCOB, OTpaxamolMxX CcoIepxXaHMue o00sa3aTesIbHEX TpeOoBaHMI,
OTBET Ha KOTOPHE OOHO3HAUHO CBMAOETEJILCTBYET O COOJIOOSHMUM WM HEeCOOJIeHUN
OPUONYECKMM JIMIOM, MHIVMBMIYAJIbHEIM NPEeINpMHMMaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTAaBJIANUMX [NPeIMET IPOBEPKMU:

cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

N Bomnpocsl, oTpaxaroiue coiepkanue PexBusutel BriBox o
/1 00s13aTebHBIX TPEOOBAHUN HOPMAaTHUBHBIX BBIIIOJIHEHUH
MPaBOBBIX aKTOB, C | TpeOoBaHUU
YKa3aHUEM UX
CTPYKTYPHBIX Aa HET
€MHUL, KOTOPBIMHU
YCTaHOBJICHBI
00s13aTeNbHEIE
TpeOOBaHUs
[IpaBuna YHUAUYTOXKEHHUS HET00pOKaYECTBEHHBIX JIEKapCTBEHHBIX CPEACTB,

banbcUPUIMPOBAHHBIX JICKAPCTBEHHBIX CPEICTB W KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CPEICTB, YTBEpKICHHbIE mocTaHOBIeHHEM [IpaButenscTBa Poccuiickoir denepanuu ot 3
okTs6ps 2010 r. N 674 (CoOpanue 3akoHoaarenbeTBa Poccuiickoit @enepanuu, 2010, N 37,

1. |Mmeercs i 1oroBOp ¢ opraHu3aluei mo nyHKT 8 [IpaBun
cOopy, UCTIOIB30BaAHUIO, 00E3BPEKUBAHHUIO,
TPAHCIIOPTUPOBKE U pa3MELIEHUIO OTXO0/0B | -
IV knacca onacHOCTH Ha YHHUUTOXKEHHE
HEZ00pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeICTB, Gabcu(PUIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB?

2. |B akrax 00 yHUYTOXEHHH JIEKaPCTBEHHbIX nyHKT 11 TIpaBun
CPEICTB YKa3bIBAKOTCS JIU:

JlaTa YHUYTOXKEHHUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
MECTO YHUUTOXXEHHUS JIEKAPCTBEHHBIX nyHKT 11 TIpaBun
cpeacTB?
dbamuiny, UMeHa, 0TUYECTBA JIULL, nyHKT 11 TIpaBun
IIPUHUMABIINX Y4aCTHE B YHUUTOKEHUU
JIEKapCTBEHHBIX CPEACTB, MX MECTO palboOThI,
JOJKHOCTB?

HaaeXHasa npaBoBasi nogaep)XKa w
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

000CHOBAaHNE YHUUTOKCHHS nyHKT 11 IIpaBun
JIEKapCTBEHHBIX CPEACTB?

HAauMEHOBAHMsI JIEKAPCTBEHHBIX CPEACTB? nyHKT 11 IIpaBun

JexapcTBeHHbIE (HOpMBbI? nyHKT 11 IIpaBun
JO3UPOBKH JIEKAPCTBEHHBIX CPEICTB? nyHKT 11 [IpaBun
€IMHULIBI U3MEPEHUS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
cpencT?

CEpUH JIEKapCTBEHHBIX CPEICTB? nyHKT 11 [IpaBun
KOJIMYECTBO JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 TIpaBun
Tapa WIH yrakoBka? nyHKT 11 ITpaBun
HaVMEHOBAHUE POU3BOIUTEIA nyHKT 11 IlpaBun

JIEKapCTBEHHBIX CPEACTB?

CBEJICHUS O BJIAJIEIIbLIE JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
CIOCO0 YHHUUTOXKEHHS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?

3. | AKTBI 00 YHHUYTOXXECHUH JIEKAPCTBEHHBIX nyHKT 12 IIpaBun

CPEACTB COCTABIIAIOTCS JIA B ICHB
YHUYTOXXCHUS HEA00POKaYECTBCHHBIX
JIEKApCTBEHHBIX CPEJICTB U (HJIH)
(babCUBUITMPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHHUUTOKEHHUU JIEKAPCTBEHHBIX CpeACTB | myHKT 13 [TpaBun
WIH €T0 KOIUS B TeYCHUE 5 paboumx IHEH co
JTHS1 €70 COCTABJICHUSI HAIIPABIISAETCS JIN
BJIA/IETIBLIEM YHUUTOKEHHBIX JIEKAPCTBEHHBIX
CPEACTB B YIIOJHOMOYEHHBIN Opran?

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,I[OJ'I)KHOCTI: u O®VO HOJDXKHOCTHOTO Julla OPMINMYEeCKOIT'o JiMiia, IIPUMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, IIO0OIMCh, ,ZlaTa)

ITpunoxxenue N 36
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

K npukazy denepanbHoi cyKObI
0 Ha/130py B chepe 31paBoOXpaHEHHS
o1 09.11.2017 N 9438

dopma

[[POBEPOYHEIL JIUCT
(CNIMCOK KOHTPOJIBHEIX BOIPOCOB), MCHOJNb3yeMeli demepalibHOM CJIyxOom
10 HaI30py B chepe 3OpaBOOXPaHEHUS U ee TEeppPUTOPMAJIEHEMU OpTaHaMu
Ip¥Y [NPOBEIEHUM I[IJIAHOBEHIX [IPOBEPOK NPUM OCYUECTBJIEHUM delepajlbHOTO
TOCYIApPCTBEHHOTO HaIsopa B chepe obpameHus JIeKAPCTBEHHEX CPEAOCTB
(YyHMUTOXEHME JIEKAPCTBEHHEX MPEerNapaToB OJiSd MEeOUUMHCKOTO
IPVIMEHEHUS MHIVMBUILYAJILHEIMM [IPEOIPUHUMATEIIAMN)

(HamMMeHOBaHMUE OpT'aHa, OCYyHWeCTBJIANIEIO I1JIaHOBYIO npOBepKy)

1. Bup roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. IIpenmerT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JINML, U MHIMBMAYaJbHEIX
NpennpuHMMaTesien orpaHMYMBaeTCcsa oOOdg3aTesIbHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMS BO3HMKHOBEHUS
YITPO3H [NPMYMHEHMs Bpela XWU3HM, SIOOPOBBI TpaxiaH, WU3JIOKEeHHEMM B Qopme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHMe OPMIMYECKOTO Jula, damMmiams, ¥MMsa, OTUECTBO (OpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHYMATEJI

4. MecTo mpoBemeHMs IJIAHOBOM MPOBEPKM C 3aloJIHEHMEM IPOBEPOYHOTO JIMCTA:

5. PekxBUBMTH IIpMKaza O NPOBEIOEHMM IIJIaHOBOM MNPOBEPKU: OT

N

6. VYUeTHH)V HOMEpP MNPOBEPKM UM IaTa NPUCBOEHUS YUETHOT'O HOMEepa MNPOBEPKU B
EouHOM peecTpe NPOBEPOK:

7. IOJIXHOCTE, bammnmsa 78 VHV/LIMAJIEL IOJIXKHOCTHOT'O amLa (g11111) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. .
8. [IlepeueHb BOIPOCOB, oTpaxampumux comepxaHue o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE ONHO3HAYWHO CBUIOETEJIECTBYET O COOJIOIEHUM MM HECOOJIIOEHUM
OPUONYECKUM JIMIIOM, MHIMBMUIYAJIbHEIM NPEeINpMHMMaTeJIeM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIAKIMX NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxaroiiue cojiep:kanue PexBu3uThI BriBoa o
n/m 00s13aTeNbHBIX TPEOOBAHUN HOPMATHUBHBIX BBITIOJTHEHUH
MIPABOBBIX aKTOB, C | TpeboBaHUM
yKa3aHUEM UX
CTPYKTYPHBIX nAa HCT
€IMHUI], KOTOPBIMH
YCTaHOBJICHBI
o0s3aTenbHbIe
TpeOoBaHUS

[IpaBuia YHUUTOKEHUS HET00pOKaYeCTBEHHBIX JIEKapCTBEHHBIX CPEICTB,
(banbCcuUIMPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB M KOHTPA(aKTHBIX JIEKAPCTBEHHBIX
CpelCTB, YTBepxkIeHHBbIe noctaHoBieHueM lIpaBurensctBa Poccuiickoit @enepanuu ot 3
okts0ps 2010 1. N 674 (Cobpanue 3axononatensctBa Poccuiickoit deneparmu, 2010, N 37,
cT. 4689; 2016, N 4, ct. 535) (nanee - [IpaBuna)

www.consultant.ru CrpaHvua 284 n3 368
HafeXHasa npaBoBas noaaepXxka


http://login.consultant.ru/link/?req=doc&base=LAW&n=192613&date=22.07.2022&dst=100008&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

1. |Hmeetcs nu 10roBop ¢ oOpraHu3aiuei mo nyHKT 8 [TpaBuin
cO0py, UCTIOIB30BAHHIO, 00E3BPEKUBAHUIO,
TPAHCIIOPTHPOBKE U Pa3MEIICHUIO OTXOOB I -
IV knacca onacHOCTH Ha YHUYTOKEHHE
HEe100pOKaYECTBEHHBIX JIEKAPCTBEHHBIX
CpeACTB, GalbCUPUIMPOBAHHBIX U
KOHTpa(aKTHBIX JEKaPCTBEHHBIX CPEICTB?
2. | B akTax 00 yHHUTOXXEHHUH JIEKAPCTBEHHBIX nyHKT 11 IIpaBun
CPEACTB yKa3bIBAIOTCS JIU:
JaTa YHUUTOKEHUS JICKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
MECTO YHHUUTOXKEHHS JIEKapCTBEHHBIX nyHKT 11 IIpaBun
cpencts?
(bamuum, UMEHa, 0OTYECTBA JIUI], nyHKT 11 IIpaBun

HpI/IHI/IMaBI_HI/IX y‘-IaCTI/Ie B yHI/I‘-ITO)KCHI/II/I
J'IeKapCTBeHHI)IX CpeI[CTB, HUX MECTO pa60T bl,
JTOJIKHOCTR?

000CHOBAaHNE YHUUTOKECHHS
JIEKAPCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

HAaNMMCHOBAHUA JICKAPCTBCHHBIX CpCI[CTB?

nyHKT 11 IIpaBun

JexapcTBeHHbIE (HOpMBI?

nyHKT 11 IIpaBun

JO3UPOBKHU JIEKAPCTBEHHBIX CPEJICTB? nyHKT 11 IIpaBun
€IMHULIBI U3MEPEHUS JTIEKapCTBEHHBIX nyHKT 11 TIpaBun
cpencts?

CEpHH JIEKAPCTBEHHBIX CPENICTB? nyHKT 11 [IpaBun

KOJMYCCTBO JICKAPCTBEHHBIX Cpe,Z[CTB?

nyHKT 11 [IpaBun

Tapa WM yIakoBka?

nyHKT 11 TIpaBun

HAaNMMCHOBAHUC ITPOU3BOAUTCIIA
JIEKApCTBEHHBIX CPEJICTB?

nyHKT 11 IIpaBun

CBEJICHUS O BIAJENbILE JEKAPCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

Croco0 YHUYTOXKEHUS JICKapCTBEHHBIX
CpeacTB?

nyHKT 11 IIpaBun

www.consultant.ru
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3. | AKTBI 00 YHHUYTOXXECHUH JIEKAPCTBEHHBIX nyHKT 12 IIpaBun
CPEJCTB COCTABJISIOTCS JIU B IEHb
YHUUYTOXECHUS HeTOOPOKaYeCTBEHHBIX
JIEKApCTBEHHBIX CPEJICTB U (HJIH)
banbcuPUIPOBAHHBIX JIEKAPCTBEHHBIX
cpencts?

4. | AKT 00 yHHUUTOKEHHUU JIEKAPCTBEHHBIX CpeACTB | myHKT 13 [TpaBun
WIH €T0 KOIUS B TeYCHUE 5 paboumx IHEH co
JTHS1 €70 COCTABJICHUSI HAIIPABIISAETCS JIN
BJIA/IETIBLIEM YHUUTOXKEHHBIX JIEKAPCTBEHHBIX
CPEACTB B YIIOJHOMOYEHHBIN Opran?

(nosmxHOCTE M ®VO HOJDKHOCTHOTO JiMlla, 3B3allOJIHMBIIETO
IPOBEPOYHEI JIMCT, INONNMCH, IaTa)

(,ILOJ'DKHOCTI: u O®VO HOJDXKHOCTHOTO Julla OPMINMYEeCKOIT'o JiMiia, IIPUMCYyTCTBOBaBIIEI'O
IIpM 3aloJIHEHUM IIPOBEpPOYHOI'O JiMcCTa, I0OIMCh, ,HaTa)

ITpunoxxenune N 37

K npukazy denepanbHoi CiryKObI

10 Ha/130py B chepe 31paBOOXpaHEHHUS
ot 09.11.2017 N 9438

dopma
[IpOBEPOYHEI JIMCT
(COMCOK KOHTPOJIBHEIX BOINPOCOB), MCHOJIb3yeMbl delepalibHOM CIIyxOoM
10 HaI30py B cdepe 3OPpaBOOXPAHEHUS U €€ TepPUTOPMAJIbHEIMU OpIT'aHaMU
IpM MNPOBEIEeHMM ILJIAHOBHX IIPOBEPOK IIPM OCyWEeCTBJIeHMM (emepalibHOTO
TOCYyIapCTBEHHOT'O Hansopa B cbhepe obpalleHUs JIeKAPCTBEHHEIX CPEeACTB
(cobnoneHre cybObekTaMu oOpalleHMs JIEKAPCTBEHHEIX CPEeICTB
YCTAHOBJIEHHHX TpPeOOBaHMM K NPOBENEHMIO OOKJIMHUYUECKMX
MCCJIeNOBaHUM JIeKaPCTBEHHEX CPEeNCTB)
(HaMMeHOBaHMEe oOpraHa, OCYUEeCTBJIALIETO IIJIaHOBYI NPOBEPKY)

1. Bun roCcynapCTBEHHOI'O KOHTPOJA (Haznszopa)

2. IpenmerT [IJIaHOBOM IPOBEPKM WOPUIMUYECKMX JIMUIL UM MVHIVMBUIYAJbHBX
npennpruHyMaTesen orpaHMUMBaeTCcsa ofOdg3aTesibHEIMY TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX SBJISEeTCsa HauboJiee 3HAUMMEIM C TOUYKM BPEHMS HENOIIyUEHMSs BO3HMKHOBEHUS
YTPO3E [PUUMHEHMS Bpela XU3HM, SIOOPOBLI I'paxiaH, MW3JIOKEeHHEMM B QopMme
IPOBEPOYHOT'O JIMCTa (CHMCKa KOHTPOJIBHBEIX BOIPOCOB) .

3. HamMeHOBaHME OPUAOMYECKOTO Jmua, bamMmuims, ¥MMsS, OTUECTBO (IpM HAJIMUNN)
VHIVBUOYAJBbHOTO IIPEINPUHMMATENS : .

4. MecTO NpPOBENEHMS IJIAHOBOM INPOBEPKM C 3aIOJIHEHMEM IIPOBEPOYHOTI'O JIMCTA:

5. PexBUBUTH Ipukasza O NPOBeIeHMM I1IJIaHOBOM [IPOBEPKMU: OT
N .

6. VYUeTHHM HOMEP MNPOBEPKM UM IaTa NIPUCBOEHUS YUETHOI'O HOMEpa IIPOBEPKU B
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

EmmHoM peecTpe MNPOBEPOK:

7. IOJDXHOCTh, bamunms n VIHMLMAJIEL IOOJDKHOCTHOTO ania (Jm3a11) ,
NPOBOIOAWETO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. .
8. IlepeuyeHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOBaHMIM,
OTBET Ha KOTOPHE OIOHO3HAYHO CBUAETEJIECTBYET O COOJIOIEHMUM MM HeCOOJIoLeHUM
OPUONYECKUM JIMLOM, MHIMBMIYAJIbHEIM NPeINpMHMMAaTeJIeM 00A3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIANIMX NpeIMeT NPOBEPKM:

N Bomnpocsl, oTpaxaromue cofep;xanue PexBu3uTHI BriBOI O
n/m 00s13aTeNbHBIX TPeOOBAHUMN HOPMAaTUBHOI'O BBIIIOJTHEHUH
IIPaBOBOTO aKTa, ¢ | TpeOoBaHUI

yKa3aHUEM UX
CTPYKTYPHBIX nAa HET
€MHHULL, KOTOPBIMU
YCTaHOBJIEHBI
o0s3aTeNnbHbIe
TpeOOBaHMS

Oenepanbhbliii 3akoH oT 12 ampens 2010 r. N 61-®3 "OO obpamieHnH J1eKapCTBEHHBIX
cpenctB" (CobOpanue 3akoHomatenbcTBa Poccuiickoit ®eneparnuu, 2010, N 16, cr. 1815;
2016, N 27, ct. 4283) (manee - 61-®3); [IpaBuna Hamexamieil 1a00paTOpPHON MPAKTHUKH,
yTBEpKACHHBIE TprUKa3oM MuUHHUCTEpCTBA 3/paBooxpaHeHus: Poccuiickoir @eneparun ot |
anpenss 2016 r. N 1991 (3apeructpupoBano B MuHuctepcrBe roctunuu Poccuiickoi
@enepanuu 15 asrycra 2016 1., peructpanumonnsii N 43232) (nmanee - Ilpasumiia
HaJyIeKaIen 1ab0opaTopHO PAKTUKH),

1. TpeGoBaHMsI K HCIIBITATENTLHOMN JIAOOPATOPUH M TIEPCOHATY UCIIBITATEIBHON JabopaTopuH,
cucTema obecreyeHHs KauecTBa JOKIMHUYECKUX UCCIIEeIOBaHUM

1.1 | UcnwiTaTensHas 1abopaTopust UMEET JIM TIOMEIIEHUS U 30HBI JIJIS:

W30JISIIIH, 00eCTIeYeHHsI COXPaHEHHsSI COCTaBa | | 9acTh 3 cTaThy 11
KOHIIEHTPAIUU, YUCTOTHI U CTAOUIIEHOCTH 61-D3;
TeCT-cucTem? IYHKTEI 2, 5 [IpaBui
HaIexalen
nabopatopHoOit
MPaKTUKU

M30JISIIUH, 00ecTiedeHHs] COXpaHEeHHsI COCTaBa | | 4acThb 3 cTaThy 11
KOHIIEHTPAIIUH, YACTOTHI U CTAOUITEHOCTH 61-D3;

00pa3uos? IYHKTEI 2, 5 TIpaBun
HaJIeKaIe
nabopaTtopHoOit
MPaKTHKH

M30JISIUN, 00€CTICUCHNS COXPAHECHHS COCTaBa M | 4acTh 3 cTaThu 11
KOHIICHTPAIlUU, YUCTOTHI M CTAOUIILHOCTH 61-D3;

mpo06? OyHKTEI 2, 5 [IpaBun
HaJJIexalei
n1abopaTopHOi
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IIPpaKTUKH

U30JIALUH, 00eCTIeYeHHsI COXpPaHEHHsI COCTaBa U
KOHIICHTPALUHU, YUCTOTHI U CTAOMIIBHOCTH
pacTBopuTenei?

JacTh 3 cTaThi 11
61-D3;

IyHKTBI 2, 5 [IpaBun
HaJIe)KaIe
nabopaTtopHOi
MPAKTHKH

1.2

Tect-cuctembl, 00pasiibl ¥ paCTBOPUTEIH IPOMAPKUPOBAHBI JIU C YKa3aHUEM:

cocrasa?

nyHKT S [IpaBun
HaJJIeKaIei

nabopaTopHOI
MIPAKTHKH

KOHIIEHTpaluu?

nyHKT S [TpaBun
HaIeXXalen

1a0opaTopHOit
MPaKTHKH

Cpoka rogHoctu?

nyHKT S [IpaBun
HaJUIeKaIen

nabopaTopHOi
NIPAaKTUKU

0COOEHHOCTEN XpaHeHus?

nyHKT S [IpaBun
HaJJIeKaIei

nabopaTopHOI
MPAKTHKH

HUCTOYHHKA HOHy‘IeHI/IH?

nyHKT S [TpaBun
HaIeXXalen

1a00paToOpHOt
MPaKTHKH

JaThl HpI/IFOTOBJ'IeHI/IH?

nyHKT S [IpaBun
HaJUIeKaIlen

nabopaTopHOi
NIPAKTUKU

CTa0MIBHOCTH?

nyHKT S [IpaBun
HaJJIeKaIei

nabopaTopHOI
MIPAKTHKH

1.3

3a/10KyMEHTHPOBAHBI JI BCE ITAIBI U BUIBI
oOpallleHHsI TECT-CUCTEM, 00pa3IloB CpaBHEHUS,
00pas1oB, Mpod, pacTBOpUTENEH?

nyHKT S [TpaBun
HaIeXXalen

1a0opaTopHOit
MPaKTHKH
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1.4 | PykoBoauTeneM UCTIBITATEIbHOM Ja00paTOpUK | MyHKT 6, IOAIMYHKT
YTBEPKICHBI JIU CTaHAAPTHBIE onepanonsbie | "0" myHkra 9
MpOLEAYPbl, HOAPOOHO U MOCIEI0BATEIBHO [IpaBun
perinaMeHTHPYIOLIME MOPAIOK IIPOBEACHMUS HaJIeXalen
JOKJIMHUYECKOT'0 UCCIIeI0BaHUS WM TIOPSIIOK | TabopaTOpHOM
OCYIIECTBJIEHUS MPOLIENYP, HE ONTUCAHHBIX MIPaKTUKU
MoJIpOOHO B MPOTOKOJIE UCCIIEAOBAHUS (ajee -

COlIlsr)?
1.5 | YrBepxaennbsie COIlbl pernamMeHTUPYIOT JIu:
MOCTYTIJICHNUE, UICHTU(UKALIUIO, MADKUPOBKY, | IOAIMYHKT "a"
00paboTKy, 0TOOp MPOO, UCIIOIL30BAHKE, nysakTa 7 [TpaBuin
XpaHEHUe, YHUUTOKEHHUE, YTUITN3ALUIO HaJuIexalen
HCCIIETyeMbIX BEILIECTB, JIEKAPCTBEHHBIX nabopaTtopHoOit
CpeACTB U 00pa3LOB CpaBHEHUs? IIPaKTUKU
o0CiTyKMBaHUE U MMOBEPKY N3MEPUTENbHBIX HOANYHKT "0"
puOOpOB U 000pyI0BaHUS? nyHkTa 7 [IpaBun
HaJJIeXKaIen
1abopaTopHOit
MIPaKTUKU
IIPUTOTOBJICHUE PEAKTUBOB, TUTATEIIbHBIX HOANYHKT "B"
cpell, KOpMOB? nyHkra 7 ITpaBuin
HaJyIeKaIen
nabopaTtopHoOit
IIPaKTUKU
BEJICHUE 3alUCeld, OTYETOB U UX XpaHEHUe? OOIITYyHKT """
nyHkTa 7 [IpaBun
HaJUIeXXaIen
1abopaTopHOit
MIPaKTUKU
CoJIep/KaHue TIOMELIEHUH, UCIIOIb3YEMBIX NPU | IOAMYHKT "1
IIPOBEICHUH UCCIIET0BAaHUSA? nyHkra 7 [IpaBun
HaJyIeKaIen
nabopaTtopHoit
IIPAKTUKU
MpHUEM, TPAHCIIOPTUPOBKY, Pa3MEIICHNUE, OOMNYHKT "e"
OIMCaHMe, UJICHTU(DUKALIUIO UCCIIeyEeMbIX nyskTa 7 IIpaBun
BEIIECTB U TECT-CUCTEM? HaJuIexalen
1abopaTopHOi
MIPaKTUKU
BBINIOJTHEHHUE NTPOTOKOJIA UCCIIEOBAHUS? HOANYHKT "x"
nyHkTa 7 [TpaBui
HaJyIeKaIen
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1a0opaToOpHOit
MIPAKTUKH
1.6 |Benercs nu katanor aeiicrsyromux COII ¢ nyHKT 7 [IpaBun
yKa3aHHEM UX BEPCUH, aThl BCTYIUICHUS B Ha/IexaIien
CUJIY Y JJaThl UX TiepecmoTpa’? nabopaTopHOI
MPAKTHKH
1.7 |HccnenoBaTenu UMEIOT JIM Ha CBOMX pabounx | myHKT 7 [lpaBun
MecTaxX KOIUU akTyainbHbIX Bepcuid COII? HaJyIeKaIen
nabopaTopHOI
MPAKTUKH
1.8 | JlIokyMEeHTabHO MOATBEPKICHO JTU nyHKT 7 [TpaBun
MIPOXOXKJCHHUE UCCIeIoBaTeIsIMU O0yUeHHsI 10 | HaJIexKalen
COII, B ToM yHcIe B CiIydasix UX nepecMorpa? |nabopaTopHOM
MIPAKTUKH
1.9 | PykoBoauTeneM UCHBITATENbHOM Ja00opaTopuy Ha3HAUEHBI JIM KBATU(DUIIUPOBAHHBIE:

PYKOBOAMTEIb TOKIUHUIECKOTO
HUCCIIEIOBAHUS?

n_n

NOANYHKT T

nyHkra 9 ITpaBuin
HaJUIeKaIen

nabopaTopHOi
NIPAaKTUKU

BEyLIUH HUCCIEA0BATENb?

n.n

NONMYHKT T

nyHkTa 9 [TpaBuin
HaIexaIen

nabopaTopHOI
MPAKTHKH

I/ICCJ'IG,Z[OBaTeJ'II/I?

n_n

NOANYHKT T

nyHkra 9 ITpaBuin
HaJUIeKaIlen

nabopaTopHOi
NIPAKTUKU

OTBETCTBEHHBIH 32 Pa3paboOTKy
KOMITBIOTEPU3UPOBAHHBIX CUCTEM?

nyHKT 21 [IpaBun
HaJIeXaIen

nabopaTopHOI
MPAKTHKH

OTBETCTBEHHBIHN 3a BAIMIALIHIO
KOMIThIOTEPU3UPOBAHHBIX CUCTEM?

nyHKT 21 [IpaBun
HaIeXXaIen

1abopaTopHOii
MPaKTHKH

OTBETCTBEHHBIN 3a HKCILTyaTaL1I0
KOMIIBIOTEPU3UPOBAHHBIX CUCTEM?

nyHKT 21 [IpaBun
HaJUIeKaIlen

nabopaTopHOi
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[aTta coxpaHeHus: 22.07.2022

IIPpaKTUKH

OTBETCTBEHHEIH 3a O6CJ'Iy>KI/IBaHI/Ie
KOMIIBIOTCPU3HUPOBAHHBIX cucTem?

nyHKT 21 [IpaBun
HaJIJIeKaIen

nabopaTtopHoOit
MIPAKTUKHU

OTBETCTBEHHBIN 3a CHCTEMY O0eCIIeUeHHUs
KayecTBa UCTIBITATENbHOM JabopaTopun?

IIYHKT 8, HOAOYVHKT
"B" myHKTa 9
[IpaBun
HaIexalen
nabopaTopHOI
MPaKTUKU

1.10

Jlunom (nMMIamMu), OTBETCTBEHHBIM (OTBETCTBEHHBIMH) 3a CHCTEMY OOCCIICUCHHS

KadyecTBa 00ECIICUCHBI JIN:

paszpabotka COIl u cBoeBpeMEHHBIH

IYHKT 7, DIOANYHKT

[IEPECMOTP B LIEIAX UX aKTyalIU3aluy, C "a" myHkTa 8
Y4€TOM HAKOILJIEHHOTO OMbITAa U HAYYHBIX [IpaBun
JTOCTH>KCHH? HaJyIeKalen
nabopaTopHOit
MIPaKTUKU
noseaeHue yreepxkaeHubix COII no cBenenust | moamyHkT "a'
MepCcoHaJIa UCTIBITATeIbHON JJabopaTopuu 1 nyHkTa 8 [TpaBun
CUCTeMaTH4ecKasi IpoBepKa UX COONMIOACHUS? | HaJIeKaIlen
1a00paToOpHOt
MIPAKTUKU
MPOBEICHUE UHCIIEKLIUU C LIENBIO noAmyHKT "0"
MOATBEPKICHUS COOTBETCTBUA NMPoBoAUMOro | nyHkra 8 [IpaBui
JOKJIMHUYECKOro rccieaoBanus [IpaBuiam HaJlJIeKaIen
HaJyIeKaIen 1ab0paTopHO PAKTUKH? nabopaTopHOI
MIPaKTUKU
IIPOBEICHUE UHCIIEKLIUU C LIEIIBIO HOANYHKT "0"
MOATBEPKIEHUS JOCTYITHOCTH IEPCOHATY, nyHkTa 8 [Tpasun
y4acTBYIOIIEMY B IPOBEJCHUH HaJIexaren
JOKJIMHUYECKOTO UCCIIE0BAHMS, IPOTOKOJIA nabopatopHoit
uccnenoBanus u COII? MIPaKTUKHU
MIPOBEICHUE UHCIIEKLIUU C LIENBIO noAmyHKT "0"
MOATBEPKIeHUS (haKTa COONTIOACHUS nyHkra § [IpaBun
MPOTOKOJIA JOKIMHUYECKOTO UCCIIeIOBAHMUs? HaJjIeXalen
nabopaTtopHOit
MIPaKTUKU
IIPOBEICHUE UHCIIEKLIUU C LIEIIBIO HOANYHKT "0"
noaTrBepxkaeHus (axra codmonenus COIT nyHkTa 8 [IpaBun
OpraHu3aiuu? HaIeXXalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

1a0opaToOpHOit
MPaKTHKH

IIPOBEPKA 3aAKIIIOYUTCIBHBIX OTYCTOB HA

nonon_n

moanyHkTel "B", """

COOTBETCTBUE II€PBOHAYATIBHBIM JAHHBIM O nyHkra 8 [TpaBun

JOKJIMHUYECKOM HCCIIEI0BAaHUU C HaJuIexalen

MOCJICYIOIIUM COOOIIIEHNEM O pe3yJIbTaTax nabopaTopHOI

PYKOBOJUTEIIO UCTIBITATENBHOM MPAKTUKH

1a00paTOPUH/UCCIIEIOBAHUS B TUCbMEHHOM

BUIE?

MOATOTOBKA U MOANKMCAHUE MO Pe3yIbTaTam noAmyHKT "1"

IIPOBEPKHU 3aKJIIOUEHUS? nyHkra 8 [TpaBun
HaJlJIeXKaIen
nabopaTopHOi
MIPAKTHKH

1.11 |ITonTBepxneHa au KBaU(UKAIMS TepcoHala, |IIyHKT 2, HOJMYHKT
3a1€ICTBOBAHHOIO B IIPOBEJCHUE "a" myHkTa 9
NOKJINHHUYECKOT'O UCCIIEIOBAHUS? [IpaBun

HaIeXXalen
1a0opaToOpHOit
MIPAKTUKH

1.12 | ObecnieueHo 11 HaTM4KEe 00OPYAOBAHUS, HOANYHKT "a"
CPEICTB U MAaTEPHAJIOB /1JIs1 CBOEBPEMEHHOTO nyHkra 9 [TpaBun
MIPOBEJICHUS TOKJIMHUYECKOIO UCCIIEIOBaHM? | HaJIexKalei

nabopaTtopHoOit
MPAKTUKH

1.13 | O0ecnieveHo Jiv HAITUYUE BAIUIUPOBAHHOM HOANYHKT "B"
CHUCTEMBI MPOTPAMMHOTO 00ECTICUCHHS, nyHkTa 9 [TpaBun
HE00XO0AUMOTO 15l IPOBEICHHS Ha/JIexarien
JOKJIMHUYECKOTO UCCIIEN0BAaHUsA? 1a0opaToOpHOit

MIPAKTUKH

1.14 | Baninpanus KOMIbIOTEpU3UPOBaHHBIX cucTeM | IyHKT 21 [IpaBun
OCYIIECTBJIEHA JIU 10 Hayaja €€ HKCIUTyaTalu | HaJule)Kalien
Y IPOBOJIUTCS B COOTBETCTBUU C IJIAHOM, nabopaTopHOi
YTBEPKICHHBIM PYKOBOAUTEIIEM MPAKTHKH
WCIIBITAaTEIbHOM JTabopaTopun?

1.15 | 3amena pyKoBOaUTENS JOKIMHHUYECKOTO OOANYHKT T
HCCIIeIOBaHMsI, BEAYIIEro Uccie10BaTers, nyHkTa 9 [TpaBun
ucclieioBaTeNs OCYILIeCTBICHA JIU Ha/Jexarien
PYKOBOJIUTENIEM UCIIBITATENIbHOM JIAOOpaTopuH, |J1ab0paTopHOH
cornacHo coorBeTcTBytomen COII? MIPAaKTUKHU

1.16 | Obecnieuena a1 opraHu3anus HoANnyHKT "1
JOKYMEHTO000pOTa, COTJIACHO nyHkra 9 [TpaBun
cootBercTBytomieit COIN? HaJjIexalen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

1a0opaToOpHOit
MPaKTHKH

1.17 | PykoBoauTeNIeM HCIIBITATENIHON J1abopaTopuu
00ecIreyeHo 1 B3aUMOACHCTBUE MEXKITY
PYKOBOAMTEINIEM UCCIIENOBAHUS, BEY UM
UCCIIeIOBATEIEM U UCCIIe10BaTeIsIMU?

n.n

HOANIYHKT €

nyHkra 9 ITpasun
HaJyIeKaIen

nabopaTtopHOi
MPaKTHKH

1.18 | PykoBoauTenem NOKIMHUYECKOTO UCCIIEJOBAHUSI 00ECTIEUEHO JIH:

YTBEP>KJICHHE MPOTOKOJIA UCCIICIOBAHMUS,
W3MEHEHUH U JOITOJIHEHUI?

nan

HNOAMYHKT a4

nyHkTa 10 IpaBun
HaIexalen

nabopaTopHOI
MPAKTUKH

pacnpenenenre 00s3aHHOCTEN MEXKIY
HUccIea0BaTeasIMu?

HOOJAIMYHKT "0"

nyHkra 10 IIpaBun
HaJUIeKaIeH

nabopaTopHOi
NIPAKTUKU

CBOEBPEMEHHOE MPEJICTABIICHUE JIUIIaM,
OTBETCTBEHHBIM 33 CUCTEMY 00€CTICUCHUS
KadecTBa, KOMHH MPOTOKOJIA UCCIIEAOBAHMS,
U3MEHEHUN U JOIOJIHEHUN?

n_n

HNOAMYHKT B

nyHkTa 10 IpaBun
HaIexalen

nabopaTopHOI
MPAKTHKH

IpeaACTaBJICHUC UCCIICAOBATCIIAM IIPOTOKOJIA
HUCCICI0BaHMsI, I/I3MCHCHI/II71, CTaHAApTHBIX

n_n

NOANYHKT T

myeakTa 10, oyskT 11

OTIEpPaLIMOHHBIX IPOLEAYD, OTHOCAIIMXCS K [IpaBun
JOKJIIMHUYECKOMY UCCIIEJOBAaHUIO? HaJuIexaIen
nabopaTtopHoOit
MIPaKTUKU
coOmroieHne  TpoUeayp,  yKa3aHHBIX B |HOANYHKT "ma"
MPOTOKOJIE UCCIEAOBAHUS? nyHkTa 10 IpaBun
HaIeXXalen
1a00paToOpHOt
MIPAKTUKU
JOKYMEHTHPOBaHHUE JIFOOBIX OTKIOHEHUH OT noAanyHkT "'
IIPOTOKOJIA UCCIIEIOBAHMS, BIUSIOIIUX HA nyskTa 10 IIpaBun
KaueCTBO U JOCTOBEPHOCTb MCCIIEI0BAaHUS U HaJuIexaIen
MIPUHITHE KOPPEKTUPYIOIIUX Mep? nabopaTtopHOit
MIPaKTUKU
JOKYMEHTalIbHOE O(pOpMIIEHUE U perucTpanus | IOAnyHKT "e"
BCEX MOJIYYEHHBIX TIPU IPOBEACHUN nyHkTa 10 IpaBun
JOKJIMHUYECKOTO UCCIIeIOBAHUS MCXOIHBIX HaJIexaren
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JTaHHBIX? nabopatopHoit
MIPAKTUKU
MIPOXOKICHUE BAJIMIALINU OOANYHKT "x"
KOMITbIOTEPU3UPOBAHHBIX CUCTEM, nyskTa 10 IIpaBun
HCIIOJIb3YEMBIX B IOKJITUHUYECKOM HaJjIexalen
HCCIIeI0BaHUU? nabopaTtopHOi
MIPaKTUKU
HOJIINCAaHNE 3aKIIOUYUTEIILHOIO OTYETa OOANYHKT "3"
NOKJINHUYECKOT'O UCCIIEIOBAHUS? nyHkTa 10 IpaBun
HaIeXXalen
1a0opaTopHOit
MIPAKTUKU
1.19 | Bce oTKIIOHEHUS OT MPOTOKOJIA UCCIEAOBAHMS:
o opMIIeHBI 1 00OCHOBAHBI JTH OyHKTRI 11, 19
HCCIeA0BaTENIIMU IOKYMEHTAJIbHO? [IpaBun
HaJlJIeXKaIlen
nabopaTopHOi
MPaKTHKHU
nepeaanbl U PyKOBOJIUTENIO UCCIIEIOBaHUS U | IYHKTHI 11, 19
(wm) BemymiemMy UCCIe0BATENIO IS [TpaBun
COTJIACOBAHUS C COXPaHEHUEM MCXOJIHBIX HaJuIexaren
JTAHHBIX ? nabopaTopHOI
MIPAKTUKU
1.20 | UccnemoBaTreneM odecrieueHa au nyHKT 11 [IpaBun
CBOEBpPEMEHHAs U TOUYHASI PETUCTPALIMS HaJyIexalen
MOJIYYEHHBIX JAHHBIX, UX IOCTOBEPHOCTD U nabopatopHoit
00BEKTHBHOCTH? MIPaKTUKU
1.21 | Ob6ecriedeHo a1 COOTBETCTBUE MOMEIICHHIA, nyHKT 12 IIpaBun
NpeAHa3HaYEHHBIX JUISl TPOBEICHUS HaJjIexKaIen
JTOKJIMHUYECKUX MCCIICIOBAaHUN, TPEOOBaHUSIM | J1a0OpaTOpPHOM
CaHUTAPHO-3MUAEMHUOJIOTMYECKUX TPABUI U MIPaKTUKU
TUTHEHUYECKUX HOPMaTUBOB?
1.22 | IIpoBoauTcs nu:

TEXHUUYECKOe 00CIIy)KHUBaHHE 000pyJOBaHMUS,
HCTIOJIB3yEMOTO TIPH MTPOBEICHUN
JTOKIMHUYECKOTO HCCIIETOBAHUS?

nyHKT 14 IIpaBun
HaIexalen

nabopaTopHOI
MPAKTUKH

npoduIaKTUIeCKHii OCMOTp 000pyI0BaHUS,
KCIIOJIb3YEMOTO IIPU MPOBECHUU
JOKJIMHUYECKOTO UCCIIEeI0BaHUS?

nyHKT 14 [1paBun
HaJIJIeKaIen

n1abopaTopHOit
MIPAKTUKHU
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KaIMOpOBKa 000PYI0BaHMUSI, UCTIOIB3YEMOTO

nyHKT 14 IIpaBun

COII, 61Mon0rM4ecKrx UCHLITATEIbHEIX CUCTEM
K YCJIOBUSIM JOKIMHUYECKOTO UCCIIETOBAHUS
nepe nepBbIM BBEACHUEM ?

IIPU IPOBEICHUH JOKIMHHUUYECKOTO Ha/Jexarien

HCCleI0BaHus? 1a0opaTopHOii
MIPAKTUKH

1.23 | ObecnieueHo 11 COOTBETCTBUE 000pyRoBaHus, |IyHKT 14 [IpaBun

HCII0JIb3YEMOT0 NP MPOBEACHUN HaJuIexalen

JOKJIMHUYECKOTO UCCIIEI0BAaHUs, BUAAM nabopaTopHOi

MIPOBOAMMBIX UCCIIEI0BAaHUIT? MIPAKTHKH

1.24 | CoTpyiHUK, Ha3HaYEHHBIN PYKOBOJIUTEIEM nyHKT 15 [IpaBun

WCIIBITATEIFHOM TA00OpaTOPUH, PETUCTPUPYET | HAJISKAIIEH

71 B paboyeM xypHase HHPOPMAIIHIO O nabopaTopHOI

MOJIyYEHHUHU TECT-CUCTEM? MPAKTUKH

1.25 | Ucnonb3yeMble B UCCIEIOBAHUU TECT-CUCTEMBI | MYHKT 15 IIpaBun

IIPOMapKHUPOBAHBI JIU? Ha/Jexarien
1a0opaTopHOit
MIPAKTUKH

1.26 | )KuBOTHBIE, paCTUTEIILHBIE UCIIBITATEIbHBIC nyHKT 16 IIpaBun

CUCTEMBI, IOCTYNHBILINE JJIs1 IPOBEACHMUS HaJuIexalen

JOKJIMHUYECKOTO UCCIIEI0BAaHUs, M30JUPOBaHbI | IabopaTOpHOH

mu B cootBetcTBuu ¢ COII? MIPAKTHKHU

1.27 | O0ecnie4yeHo Ji1 UCTIOIb30BaHUE B nyHKT 16 [IpaBun

HCCIIEIOBAaHUH KUBOTHBIX, PACTUTEIbHBIX HaJuIexalen

UCHBITATEIbHBIX CUCTEM, COOTBETCTBYIOIINX 1a00paTOpHOi

BUJY U LIEJISIM JOKITMHUYECKOTO MPAKTUKH

HCCleI0BaHMsA?

1.28 | cnibITaTenbHble CUCTEMBI, TOPa)KEHHbIE 0OJIE3HBIO WITU TOBPEXKIEHHBIE IPU

IIPOBEJIEHUH TOKIMHUYECKOTO UCCIEIOBAHNUS:

H30JIMPOBAHBI JIU? nyHKT 16 [1paBun
HaJUJIeXKallen
1abopaTopHOi
MPAKTUKH

uccaeaoBansl U B cootBeTcTBum ¢ COIN? nyHKT 16 [IpaBun
HaJyIeKalen
nabopaTopHOi
MPAKTUKH

1.29 | O0ecnieueHa a1 aganTanus, B COOTBETCTBUU ¢ | IyHKT 16 [IpaBun

HaIexalen
nabopaTopHOI
MPAKTUKH
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MOAIIACEH UCCIIeqoBaTeIIs?

1.30 | BuBapuii, ucnonb3yemblii 1Jist nyHKT 17 [IpaBun
9KCIIEPUMEHTAJIbHBIX UCCIEA0BAHNMN, OTBEYAET |HaJexalei
JIM CAHUTAPHO-3MHIEMUOJIOTUYECKUM nabopaTtopHoit
TpeOoBaHUSAM? MIPAKTUKU
1.31 | Kopma, o6opyaoBaHuie v HHBEHTaph /Ui yxoaa | myHKT 17 [IpaBun
3a JKUBOTHBIMU XPAHSATCS JIU B IOMEUICHUSIX, HaJuIexaren
W30JIMPOBAHHBIX OT MECT COJAEPIKAHUS nabopaTtopHoOit
KUBOTHBIX? MIPAKTUKU
1.32 | Bce npouenypsl, CBA3aHHBIE C YXOAO0M 32 nyHKT 17 [IpaBun
KUBOTHBIMU onucanbl 11 B COITax? HaJUJIeXKaIen
n1abopaTopHOi
MIPaKTUKU
2. IIpoBenieHue NOKIMHUYECKOIO UCCIIEOBAHUS
2.1 | Jlara Hauana TOKIMHUYECKOTO HccaeaoBanus | MyHKT 4 [TpaBui
COOTBETCTBYET JIM JaTe MOANNCAHUS HaJuIexalen
PYKOBOJUTENEM JOKIMHUYECKOTO nabopaTopHOI
HCCIIEIOBaHMsI POTOKOJIA UCCIIETOBAHUS? MIPaKTUKU
2.2 | IIpoTOKOJ JOKIMHUYECKOTO MCCIIEIOBAHUS yacTh 4 cratbu 11
COJIEPXKUT JI1 HH(POpMaIHIo, yCTaHOBICHHYIO | 61-D3;
nyHkToMm 18 IlpaBun Hagexanien nyHKT 18 [IpaBui
nabopaTopHOI MPAKTUKH? HaJIexanen
n1abopaTopHOi
MIPaKTUKU
2.3 |W3MeHeHus, 1ONOJHEHMS B IPOTOKOI nyHKT 19 IIpaBun
HCCIIEI0OBaHUS YTBEPKAEHBI JIU HaJuIexalen
PYKOBOAMTENIEM UCCIEOBAHUS U IPUOOIIEHBI | 1abopaTOpHO
K IIPOTOKOJIY UCCIIEIOBAHHUS? NIPAKTUKU
2.4 |KaxnoMy TOKIMHUYECKOMY HCCIIEJOBAaHUIO nyHKT 20 IIpaBun
MIPUCBOEH JIM YHUKATbHBIN HaJuIexalen
UJEeHTU(DUKAITMOHHBIN HOMEP? nabopaTopHOI
MIPAKTUKU
2.5 | Bce ucnosb3zyembie B JOKIMHUYECKOM nyHKT 21 [IpaBuin
WCCIIeIOBAaHUH MaTepHalbl OMICAHBI JIU B HaJIexaren
JOKYMEHTaX UCCIEI0BAaHUS C LIETIbI0 UX 1abopaToOpHOi
IIPOCJIEKUBAEMOCTH? MIPAaKTUKHU
2.6 | B xozxe uccnenoBaHus UCCIIENOBATEIEM nyHKT 21 [IpaBun
0(hOpMIISFOTCS T OTUYETHI, COJIEpIKAIINE HaJuIexalen
JaHHbIE TIOJyYaeMbl€ B XOJI€ TOKIMHUYECKOTo | JIabopaTopHOH
HcclieIoBaHus, naTy coctaBienus, DO u TPAKTUKHA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

UCCIICIOBAHMSI B COOTBETCTBUU C
YTBEP)KJICHHBIM Pa3padO0TIUKOM
JIEKapCTBEHHOT'O CPEJICTBA TUIAHOM
(IporpamMmoii, TpOTOKOJIOM)?

2.7 |lloaTBepskaeHa U BalnuIanus KOMIbIOTEpHON | myHKT 21 IIpaBun
CUCTEMBI, €CJIU OTYET UCCIIEeI0BaTeNs HaJuIexalen
COCTABJIEH B DJIEKTPOHHOM BUJE? nabopaTtopHoit

IIPAKTUKH
2.8 | OGecrieueHo I TPOBEACHHUE TOKIMHUYECKOTO |4acTh 4 cTaThu 11

61-®3

3. Odopmienne pe3ynbTaToB JOKIHHUYECKOTO UCCIICIOBAHUS

COCTaBJICHHbIE BEIYIIIMM HCCIIEI0BATETIEM,
HCCIIEIOBATEISIMU B XOE IPOBEACHUS
JOKJIMHUYECKOTO MCCIICAOBaHMUS, ITOIITMCAHBI
JIA BEAYIIUM UCCIEA0BATEIEM U
uccienoparensiMu ¢ ykazannem OO u natei?

3.1 |CocraBieH 11 3aKII0YUTSIBHBIN OTYET O yacThb 4 crathu 11
MIPOBEACHHOM JIOKJIMHUYECKOM UccienoBanuu, |61-D3; myHKT 23
MIOATIMCAHHBIM PYKOBOAUTEIIEM [IpaBun
JTOKIIMHAYECKOT'O MCCIIeI0BAHUS? HaJIIe)KaIen

nabopaTtopHoit
MPaKTUKHU

3.2 | Jlata noanucaHusi pyKOBOJMUTEIEM nyHKT 4 [TpaBun
JOKIMHUYECKOTO HUCCICAOBAHUS HaJIeKaIen
3aKJIIOYUTENBHOTO OTYETA O TPOBEACHHOM nabopatopHoOit
JOKJIMHUYECKOM HCCIIEIOBAHUU COOTBETCTBYET | IPAKTUKU
JIM 1aT€ OKOHYAHMS UCCIICIOBAHMS ?

3.3 | 3aKIIIOYUTENBHBIN OTYET COAEPIKUT JIN nyHKT 22 [IpaBun
CBEJICHUS, TPEAYCMOTPEHHBIC IYHKTOM 22 HajIexaIen
[TpaBun Hagexariei 1adopaTtopHO nabopaTopHOIt
MIPaKTUKU? NIPAKTUKU

3.4 |3meHenus, JOTOTHEHUS K 3aKII0OUNTEIbHOMY | yHKT 23 [IpaBun
oTueTy opOPMIICHBI JTU B BUJIC TIPWJIOKEHUS U | HAJIJICKATIICH
MOAMKMCAHBI PYKOBOJAUTENIEM JOKIMHUYECKOTO | JIa00paToOpHOM
HUCCICA0BAHUS? MPaKTUKU

3.5 | OT4eThl 0 JOKIMHUYECKOM MCCIIEJOBAHNH, nyHKT 23 [IpaBui

HaJJIeXKaIen
1abopaTopHOi
MPAKTUKH

4. XpaHeHne TOKYMEHTOB U MaTEPHAJIOB JTOKIUHUYECK

OIr'0 UCCJICAOBaAHUA

4.1

ObecnieueHo 1 XpaHEHUE TOKYMEHTOB U
MaTCpraIoB JOKJIMHUYCCKOTO UCCIICIOBAHUA B
IIOMCHICHUAX, UMCIOIINX PEKUM
OrPaHUYCHHOT'O JJOCTYTIA, 00ECICYHBAIOIINX
KOHQUICHIIMATBHOCTD MOIYYaeMbIX

yHKT 24 IIpaBun
HaJyIeKaIen

nabopaTtopHoit
MPaKTHKH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MaTepuajioB U ,[[aHHLIX?

B CITy4dae MpeKpalieHus AesTeIbHOCTU
UCTIBITATEIbHOM Ta00paTOPHH 10 UCTEUCHUS
YCTaHOBJICHHOT'O CPOKA XPaHEHHSI JIOKYMEHTOB
nu MaTepI/IaJ'IOB JOKJIIMHUYCCKOT'O
HUCCIIEIOBAHUS?

4.2 | locTymn K apXUBHBIM JOKYMEHTaM U nyHKT 25 [lpaBuin
MaTepuagaM JOKIMHUYECKOIO UCCIENOBAHNS | HaJIeKalel
HMEET JIU TOJBKO CIIELHUAIbHO n1abopaTopHOit
YIIOJITHOMOYEHHBIA pAa0OTHHUK MCIIBITATEIbHOW | IPAKTHUKH
naboparopun?

4.3 | JlokyMeHTBI 1 MaTepHalibl JOKIMHUYECKOTO IyHKT 26 [IpaBun
UCCIIEI0OBaHMsI, TIOMEIIEHHBIE B apXUB, UMEIOT | HaJlJIeKalei
71 0003HAUCHUS B COOTBETCTBHH C MOPSAKOM | 1abopaTopHOi
XpaHeHus? IIPaKTUKU

4.4 | Opranu3zaTopoM TOKJIMHUYECKOTO nyHKT 26 [IpaBun
HCCIIEIOBaHMS OIIPENEIICH JIU CPOK XpaHEHHs | HaJIe)Kalen
apXUBHBIX MaTepUanoB? 1a0opaToOpHOit

MIPaKTUKU

4.5 | PykoBoauTesnb UCHBITATEIbHOM JabopaTopuu | MyHKT 26 [IpaBun
yBEJIOMUJI JI B MUCbMEHHOM (hopme HaJUIeKaIeH
OpraHm3aTropa JOKIMHUYECKUX UCCIIEI0BaHUI | 1abopaTopHOi
0 HaMEpPEeHUH YHUUTOXKUTh MaTepuasbl U MIPaKTUKU
JOKYMEHTBI JOKJIMHUYECKOTO HCCIIENOBAHUS 110
UCTEYECHNUHN CPOKA XpaHEHUs?

4.6 | YHUUYTOXKEHUE IOKYMEHTOB U MaTEPHUAIOB nyHKT 26 [IpaBun
JOKJIIMHUYECKOTO UCCIIEOBAHUS 10 UCTEUEHUS | HaJIeKaIen
YCTaHOBJIEHHOT'O CPOKA XpaHEHUS, 1a00paToOpHOt
OCYIIECTBJIEHO JIM C MUCbMEHHOTO COTJIacHs MIPaKTUKU
OpraHuMsaTopa JOKIMHUYECKOT O
HCciIenoBaHus?

4.7 |llonTBepkaeH 1u GakT nepesayu apxmupa nyHKT 27 [IpaBun
UCIBITAaTEIbHOM J1abopaTOpun HaJyIeKaIen
IIPABONIPEEMHUKY HJIU IIPU €70 OTCYTCTBUU 1a00paTOpHOi
OpPraHMU3aTOPy JOKJINHUYECKOTO UCCIIEI0BAHUS, | IPAKTUKH

(moymxHOCTE M OO IOJDKHOCTHOTO JiMlila,

3aroJIHMBIIET'O

HpOBequHMﬁ JmucT, nogrnmcsob, ﬂaTa)

(mojpxkHOCTE M OMO HOJDKHOCTHOT'O JMlla KPMAMYECKOTO JMLa,

IIpM 3aloJIHEHUMM IIPOBEPOYHOI'O JMcCTa, IIOOIMCh, naTa)

IpucyTCcTrBOBaBIEeIro
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

[Tpunoxenne N 38
K npukazy denepanbHOi CITyKObI

TI0 HA/130pY B cdepe 3ApaBoOXpaHECHUS
ot 09.11.2017 N 9438

®opma
[I[POBEPOUHEI JIUCT
(CNIMCOK KOHTPOJIBHBEIX BONPOCOB), MCHOJNb3yeMel demepalibHOM CJIyXOou
10 HaIzopy B cbhepe 3IpaBOOXPaHEHMS M €€ TePPUTOPMalIbHEIMM OpTaHaMu
OpM NPOBEeIEeHMM IIJIAHOBHIX IIPOBEPOK MPM OCYyUEeCTBJeHUM (pemepasibHOTO
TOCYyHapCTBEHHOTO Hazn3o0pa B chepe obpalleHUs JIEKAPCTBEHHHIX CPeNCcTB
(cobnoneHre cyObekTaMu obOpalleHMs JIEKAapPCTBEHHEIX CPEeICTB
YCTaHOBJIEHHHX TPeOOBaHMM K NPOBEIEHMIO KJIIMHUYUECKUX
MCCJIeNOBaHUM JIEKAPCTBEHHBEIX [IPenapaTos)
(HaMMeHOBaHME OpTaHa, OCYWEeCTBJSNIEIO [JIaHOBY IPOBEPKY)

1. Bun roCcynapCTBEHHOT'O KOHTPOJA (Haznsopa)

2. [lpenmeT [1JIaHOBOM IPOBEPKM OPUIMYECKMX JIML U MHIMBUIYAaJIbHBIX
npennpuHMUMaTenen orpaHMUMBaeTCsa OOs3aTesIbHEIMKM TpeOoBaHUAMMK, COOJIOIEHHUE
KOTOPEIX ABJIAETCHA HaubOOJlee B3HAUMMEIM C TOUYKM 3BPEHMS HEeNONyUEeHMS BO3HMKHOBEHUS
YyTPO3El NPUYUMHEHMSA Bpella XM3HM, S3HOOPOBbLI0 TIpaxiaH, MW3JIOKEHHEMM B QopMme
IPOBEPOYHOTO JIMCTa (CHMCKa KOHTPOJIBHBIX BONPOCOB) .

3. HamMeHOBaHME OPUAMUECKOTO JMla, GamMmuiams, ¥MMsS, OTUECTBO (IPpM HAJIMUNN)
VMHIVMBUIOYAJbHOTO NPEeINpUHMMaTe I :

4. MecTo HNpoBeIeHMS IJIAHOBOM NPOBEPKM C BallOJIHEHMEM [IPOBEPOYHOTO JIMCTA:

5. PexBUBUTH Ipukasza O NPOBEeIeHMM I1IJIaHOBOM NPOBEPKM: OT
N .

6. VY4YeTHHM HOMep MNPOBEPKM M IHaTa NPMCBOEHMS yUeTHOI'O HOMepa IIPOBEPKU B
EnovHOM peecTpe NPOBEPOK:

7. I OJIXHOCTh, bammnmsa " MHULMAJIBEL OOJIXKHOCTHOTO JuLa (J1m11) ,
NPOBOIOAWETIO (MX) IJIAHOBYK NPOBEPKY :

1. ;

2. ;

8. IlepedyeHb BOIPOCOB, OTpaXaolMX COIepXaHMe 00sa3aTesIbHEIX TpeBOoBaHMIM,

OTBET Ha KOTOPHE OIOHO3HAaYHO CBMUAETEJIECTBYET O COOJIOOEHMUM MM HeCOOJIoOeHUM
OPUONYECKMM JIMLOM, MHIMBMIYAJIbHEIM NPEeINpMHMMAaTeJleM o0A3aTeJIbHEX TpeOOoBaHUM,
COCTaBJIAOIMX [NPeIMeT MNPOBEPKU:
N Bomnpocsl, oTpakaromue cofaep;xanue PexBu3uThI BriBOI O
/1 00s13aTEIIbHBIX TpCﬁOBaHI/Iﬁ HOPMAaTUBHBIX BBIITOJTHCHU U
IMPaBOBLBIX AKTOB, C Tpe6OBaHHﬁ
YKa3aHuEM UX
CTPYKTYPHBIX Aa HCT
CAUHUI], KOTOPBIMU
YCTaHOBJICHBI
00s13aTeNbHBIC
TpeOOBaHUS
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

Pemenne CoBera EBpasmiickoii Dxonomuyeckoit Komuccuu ot 3 Hos6ps 2016 r. N 79
(manee - [IpaBuna Hamexamed kinHudeckoil npaktuku EADC); denepanbHblil 3aKOH OT
12 ampenst 2010 r. N 61-®3 "O6 obpamenun nekapcTBeHHbIX cpeacts" (CoOpanue
3aKoHoarenscTBa Poccuiickoit @eneparuu, 2010, N 16, cr. 1815; 2016, N 27, cT. 4283)
(manee - 61-@3); denepanbubiii 3ak0H OT 21 HOsO0ps 2011 r. N 323-®3 "OO6 ocHoBax
OXpaHbl 370poBbs rpaxknaaH B Poccuiickoit ®enepanun" (CobpaHue 3aKOHOJATENHCTBA
Poccuiickoit ®enepanuu, 2011, N 48, ct. 6724; 2017, N 31, ct. 4765) (nanee - 323-03);
[IpaBunia akkpeauTalui MEAUIIMHCKUX OPTaHHW3allMid Ha MPaBO MPOBEICHUS KIMHUYECKUX
WCCIEAOBAaHUN  JICKAPCTBEHHBIX  NPEMapaTroB  JJII  MEIUIMHCKOTO  MPUMEHEHUS,
yTBEpKJIeHHbIE TocTaHoBlIeHHeM [IpaButenncTBa Poccuiickoit denepanuu ot 3 ceHTIOps
2010 r. N 683 (Cobpanme 3akoHomatenbcTBa Poccuiickoit ®@eneparuu, 2010, N 37, cT.
4697; 2012, N 37, ct. 5002) (nanee - IlpaBuia akkpeIuTallud METUIIMHCKUX OpraHU3alui
Ha TpaBO MPOBEJACHUS KIMHUYECKUX HCCIICIOBAHUM JIEKAPCTBEHHBIX IpErnapaToB s
MEIUIIMHCKOTO MPUMECHEHHS); THIOBBIC MpaBuia O0S3aTEIILHOTO CTPAaXOBaHUsS >KH3HU H
3I0pOBbsl TAI[MEHTa, YYacCTBYIOIIETO B KIMHUYECKHX HCCIEAOBAHUAX JIEKAPCTBEHHOIO
npemnapara, yrBepkKJaeHHble noctaHoBieHreM [IpaButenscTtBa Poccuiickoit ®@enepauuu ot
13 cents0ps 2010 r. N 714 (Cobpanue 3akoHogaTensctBa Poccuiickoit @eneparuu, 2010,
N 38, cr. 4832; 2014, N 43, ct. 5892) (manee - TumoBbie mpaBuia 00S3aTENHLHOTO
CTPaxOBaHUS )KU3HU U 3/I0POBbsI MALMEHTA, YYACTBYIOLIETO B KIMHUYECKUX HCCIIEIOBAHUAX
JIEKapCTBEHHOTO  mpemapara); [lpaBuna  Hammexamedl - KIMHUYECKOW  MPaKTHKH,
YTBEpXKACHHBIEC NTpUKa3oM MunucrepcTBa 31paBooxpanenus Poccuniickoit ®enepanun ot 1
ampens 2016 r. N 200H (3apeructpupoBaHo B MUHHUCTEPCTBE IOCTHIMH Poccuiickoi
@eneparun 23 aBrycta 2016 1., peructpauuonHsiii N 43357) (nmanee - IlpaBuna
HaJUIeKalled KIMHUYECKOM mpakTuku); [lpaBuia Haajexameid MNpou3BOJCTBEHHON
MPAKTUKH, YTBEPXKJICHHBIE MNpPUKa30M MUHUCTEPCTBA MPOMBILUICHHOCTH W TOPTOBIU
Poccuiickoit ®eneparuu ot 14 utonst 2013 r. N 916 (3aperucrpupoBano B MuHucrepcTse
octuruu Poccuiickoit ®eneparuun 10 centsiops 2013 r., peructpanuonubii N 29938)
(manee - IlpaBuna Hajuiexkaiiel MPOU3BOACTBEHHOIN MpPakTHKM); [1opsnok ocyliecTBiIeHUs
(bapmakoHa30pa, yTBEpKIEHHbIN Mmpuka3oM PociznpaBHamzopa ot 15 ¢espans 2017 r. N
1071 (3apeructpupoBaHo B MuHuctepctBe roctuuuu Poccuiickoit ®@enepannu 20 mapra
2017 r., peructpannonnsiit N 46039) (nanee - [lopsaok ocymecTBieHus hapMakoHaI30pa)

na HET

1. OO111e monoXKEHUS

1.1 | YupexeHne akkpeJUTOBAHO JIU Ha MPaBO 4yacTh 7 crathu 38
MIPOBEICHUS KIIMHUYECKUX UCCIICIOBAHUI 61-D3;
JIEKApCTBEHHBIX MPEMApaTOB AJIs [IpaBuia
MEJIUIIUHCKOTO MPUMEHEHUS? aKKpeIUTalUU
MEJIUIIUHCKUX
OpraHu3aIuil Ha
MIpaBo MPOBEJICHUS
KITMHUYECKHUX
HCCIIEIOBAHUI
JIEKapCTBEHHBIX
npenapaToB st
MEJIUIIUHCKOTO
MIPUMEHEHHUS

HafeXHasa npaBoBas noaaepXxka

www.consultant.ru Crpanuua 300 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=207651&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=207651&date=22.07.2022&dst=100014&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393991&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=393997&date=22.07.2022
http://login.consultant.ru/link/?req=doc&base=LAW&n=135231&date=22.07.2022&dst=100009&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=169970&date=22.07.2022&dst=100008&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=203764&date=22.07.2022&dst=100011&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=361989&date=22.07.2022&dst=100011&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=393991&date=22.07.2022&dst=100444&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=135231&date=22.07.2022&dst=100009&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

A1 MEAUIUHCKOTO ITPUMCHCHU A COACPKUT JIU:

1.2 | Knuauueckoe uccieoBaHUE JICKAPCTBEHHOTO | 4acTb 4 cTaThu 38,
IpenapaTa NpoBOJUTCS JIU B YUPEKICHUM HA | 4acTH 1, 2 ctatbu 39
OCHOBAaHMHM PA3peELICHUs Ha IIPOBEACHUE 61-D3;
KJIMHUYECKOI'0 UCCIIeI0BaHUs, BBIJAHHOTO IYHKTHL 5, 6, 21
MUHHCTEPCTBOM 3/IpaBOOXPAHEHUS [IpaBun
Poccuiickoit ®enepanuun? HaIexalen

KJIMHUYECKOU
MPAKTHKH

1.3 | KinuHuueckoe ucciae0BaHue JIEKApCTBEHHOro | 4acTh | crateu 41
rpenapara Jiuisi MEJUIUHCKOIO IPUMEHEHHUS 61-03
MIPOBOAMTCS JIM B COOTBETCTBUHU C IOTOBOPOM?

1.4 | loroBop o npoBeeHNN KIMHUYECKOTO UCCIIEA0BAHUS JIEKapCTBEHHOT' O IIpernapara

YCJ'IOBI/ISI nu CpOKI/I HpOBGI[GHI/IH JAaHHOTI'O
HUCCIIEIOBaHUS?

oveKT "1" yactu 2
crateu 41 61-O3

orpejieNieHue 00IIel CTOMMOCTH MTPOTPAMMBI
JTAHHOTO MCCJICIOBAHUS C YKa3aHUEM CyMMBI,
MpeAHa3HAYAIOMICHCS SIS BBITIAT
HCCIIENOBATEIIO U COUCCIEN0BATENAM?

ovHKT "2" yactu 2
crateu 41 61-O3

ornpeesieHue GOpPMbI ITPEICTABICHHS
pe3yabTaTOB TAHHOTO MCCIICIOBAHUS B
YIOJTHOMOYCHHBIN (peiepanbHbIii OpraH
HUCIOIHUTENLHON BiacTU?

nvHKT "3" yactu 2
cratbu 41 61-®3

2. HezaBucumblii aTnyeckuii komutet (nanee - HOK)

2.1 |Bxopasat nu B coctaB HOK nuna, obnangaromue | myHKT 11 [IpaBun
HEO0OXOUMBIM OTIBITOM U KBaNM(UKAIMEH U | HaAJexKamei
SKCIEPTHOM OLICHKU HAYYHbBIX, MEIUIIMHCKUX U | KITMHUYECKON
ATUYECKUX ACTIEKTOB IJIAHUPYEMOTO MIPAKTUKH
KIIMHAYECKOTI'O UCCIIEIOBAaHUA?

2.2 | HOK ocyiecTBisieT 1 CBOIO AEeSTENbHOCTh B | IyHKT 12 IIpaBun
COOTBETCTBUU C YTBEPKICHHBIMH UM HaJJIeKalei
CTaHJAPTHBIMU OTICPAIIMOHHBIMH MPOLIETYPAMH | KTHHUYECKOM
(manee - COII)? MPaKTUKU

2.3 | COIIer HOK conepxat ju, B TOM YUCIIE:

TpeOOBaHUS K COCTaBY M KBATM(DUKAITUN
YJICHOB?

nyHKT 12 [IpaBun
HaIeXxalen

KJIMHUYECKOHN
MPaKTUKU

cBeZieHHst 00 yupeaurene?

nyHKT 12 [IpaBun
HaJJIexalei
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KJIMHUYECKOHN
MIPAKTUKU

MOPSII0K OPTaHU3aLUU [TPOBEACHUS
3aceqauuinn’?

nyHKT 12 [IpaBun
HaJUIeKaIen

KJIMHUYECKOM
MPaKTUKHU

MOPSIIOK PACCMOTPEHUS JOKYMEHTOB U
MPUHSTHS 110 HUM PEIeHui?

nyHKT 12 [IpaBun
HaJIeXaIen

KJIIMHAYECKOU
MPaKTHKH

24

B xone npunstus pemenniit HOK paccMoTpeHsb! iu ciienyronme JOKyMEHTbI:

IIPOTOKOJ KIIMHUYCCKOT'O I/ICCJ'IGJIOBaHI/ISI?

nyn

HIOAMYHKT "a
nyHkTa 13,
OoAnyHKT "x"

nyHkra 15 [IpaBun
HaJUIeKaIeH

KJIMHUYECKON
MPaKTUKHU

Oporiropa uccieaoBaress?

OOAMYHKT "0"

nyHkTa 13 IlpaBun
HaIexalen

KJIIMHAYECKOU
MIPAKTUKU

MH(pOPMAITMOHHBIN JTUCTOK TalreHTa’?

nn

HOJITYHKT "B
IOyHKTa 13,
n.n

OOANMYHKT T

nyHkra 15 [IpaBun
HaJIJIexKaIen

KJIIMHAYECKOU
MPaKTHKH

CBeJIeHUs 00 OMbITe pabOThl U KBATH(PUKAIINH
HCCIIeIOBATENIS IO COOTBETCTBYIOIICH
CHEIHNaTbHOCTH, BKIIFOYAs €T0 OMBIT PabOTHI IO
MPOBEACHUIO KIIMHUYECKUX UCCIEA0OBaHUMN?

n_mn

OOAMYHKT T
OyHKTa 13,
noAmyHKT "0"

nyHkTa 15 IlpaBun
HaJyIeKaIen

KJIMHUYECKOM
MPaKTUKHU

CBEJICHUS O MEAUIIMHCKUX OpTaHU3aIMIX, B
KOTOPBIX IPEIOoaraeTcs NpoBeIeHIe
KIIMHUYECKOTO UCCIIEIOBaHUS?

OOAYyHKT "i1"

nyHkTa 13 IlpaBun
HaIeXXalen

KJIMHUYECKOHN
MIPAKTUKU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

CBCACHUA O IMPCAIIoJaraCMbIiX CpoKax
IMPOBCACHUS KIIMHUYCCKOT'O I/ICCJ'IG,I[OBaHI/IH?

nn

HOOANMYHKT ©

nyHkra 13 [IpaBun
HaIexXaIen

KJIIMHAYECKOU
MIPAKTUKU

KOIIus JO0roBopa 00513aTEILHOIO CTanOBaHI/IH?

noAnyHKT "x"

nyHkra 13 [IpaBun
HaJUIeKallen

KIIMHUYECKOU
MPAKTHUKH;
Tunosbie npaBuia
0053aTEILHOrO
CTpPaxOBaHHUs KU3HU
Y 310POBbS
nalnyeHTa,
YYaCTBYIOIIETO B
KIIMHUYECKUX
HCCIETOBAHUIX
JIEKapCTBEHHOI'O
npenapara

uHpOpMalKs O COCTaBe JIEKaPCTBEHHOTO
npenapara?

nyn

NOAIIYHKT 3

nyHkTa 13 IIpaBun
HaJUIeKAIEH

KJIMHHUYECKOM
MPaKTUKHU

MaTepHabl, COAEPKAIINE OMUCAHNUE ICVCTBUI,
HaHpaBHeHHBIX Ha HpI/IBHC‘—IeHI/IC IIAaITMEHTOB,
3JI0POBBIX JTOOPOBOJIBIIEB K YYACTHIO B
KIIMHUYECKOM HUCCIIEJOBAHUU?

nyHKT 13 TIpaBun
HaIexaIen

KJIIMHAYECKOU
MIPAKTUKU

MMCbMEHHbIE MaTepuaibl, KOTOpbIE OyAyT

IYHKT 13, IOJOVHKT

MMCEMEHHOM BHUIE COOOIIAET JIU
HCCIIEA0BATEI0, OPraHU3aTOPY KIMHUYECKOTO
HUCCIIEIOBAHMUS?

MPEAOCTABIICHBl YYaCTHUKAM KIMHUYECKOTO "n" nyHkra 15
HCCIIEIOBaHMs, COEPKAILLME B TOM YHCIIE [IpaBun
MH(POPMALIKIO O BHIIIATaX M KOMIICHCAIHSIX HaJuIexalen
Y4aCTHUKAM KJIMHUYECKOTO UCCIIEeI0BaHMS? KJIMHUYECKOU
MPaKTHKH
2.5 |Illpunsareie pemenus HOK nyHKT 14 [IpaBun
3aJI0KyMEHTHPOBAHBI JIN? HaJuIexaren
KJIIMHUYECKOU
MIPAKTUKU
2.6 | O60 Bcex npuHATHIX pemenusx HOK B nyHKT 16 [1paBuin

HaJJIeXXaIen
KIIMHUYECKOU
MPAKTUKHU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

2.7 | B xone npoBeneHus KiuHu4Yeckoro uccienopanus HOK obecnieunBaer nu:

n_mn

MepHOANYECcKoe (He peke OJTHOTO pa3a B TOJ)) | MOAMYHKT "B
paccMOTpeHHe TOKyMeHTaluuu uccnegopanus? | myHkra 15 [IpaBun
HaJIJIeXKaIen
KIUHUYIECKOM
MPAKTHKHU

COIJIaCOBAaHUE IOIIPABOK B IIPOTOKOJI IOANYHKT "x"
KIIMHUYECKOI'0 MCCIIEIOBAHU? nyHkTa 15 IIpaBun
HaJUIeXKaIen
KJIIMHUYECKOU
MPAKTUKHU

nn

2.8 | B ciiyuae npuBiieueHus Juisl IPUHSTHS HNOAMNYHKT "¢
peleHui I1il, 00JIaAaI0NNX CIIeIUATbHBIMA nyHkra 15 IlpaBun
3HAHUSIMU B COOTBETCTBYIOIIUX 00JIACTSIX, HaJIeKaIeH
HOK He gomyckaer v UX K y4acTHIO B KJIIMHAYECKOU
MPEHUSIX U TOJIOCOBAHUIO? MPaKTUKHU

2.9 |HOK obecnievena v 3amura mpas, OyHKT 10, DOAOYHKT
0€301acHOCTh M OXpaHa 3JI0POBhS YYaCTHUKOB |'"a" myHKTa 195,
KJIIMHUYECKOTO MCCIIEJOBAaHUsA? nyHKT 17 [IpaBun
HaJUJIeXKaIen
KJIMHUYECKOUN

MIPAKTHKH

2.10 | HOK obecneueHo 1 XpaHEHUE TOKYMEHTOB, | IMyHKT 18 [IpaBun
CBSI3aHHBIX C TIPOBEIEHUEM KIIMHHYECKOTO Ha/IIeKamen
HCCIIEIOBaHUS? KIIMHAYECKOU
MPaKTHKH

3. Opranu3zanus, OCyIeCTBISIONIAs TPOBEACHUE KIMHUYECKOTO
uccaenaoanus/FOpunnueckoe auIo, Ha UM KOTOPOTO BBIJIAHO pa3peIlIeHUE Ha IMTPOBEACHUE
KJIMHUYECKOTO UCCIIEN0BAHUS

3.1 |IlosyueHo nu pa3zpemienne MuHuCTEpCTBa yacTh 1 cratbu 39
3npaBooxpanenus Poccuiickoit denepanuu Ha | 61-D3;

MPaBo MPOBEICHUS KIMHUYECKOTO IYHKT 21, DOANYHKT
HCCIIEIOBaHMs 10 Hayasla ero NpoBeAeHUs? "a" myHkTa 22
[IpaBun
HaIeXaIen
KJIMHUYECKOMN

IIPpaKTUKH

3.2 | OGecreyeHo 1 MIPOBEICHUE KIIMHUYECKOTO IOYHKTBI 7, 20
HCCIeA0BaHMs JIEKapCTBEHHOTO IIpenapara B [IpaBun
COOTBETCTBUU C MPOTOKOJIOM? HaJUIeKalen
KJIIMHAYECKOU
MIPAKTUKHU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

ayJIHUTa KauecTBa MPOBECHUS KIMHUYECKOTO
HUCCIIEIOBAHUS?

3.3 | O60 BceX UBMEHEHUSAX B MPOTOKOI yacTb 4 cratbu 40
KJIMHUYECKOT'0 UCCIIEOBAHMS, B CIIydasiX 61-93;
HEOOXOIMMOCTH MX BHECEHHMsI, cooOmaercs a1 | myHKTHI 20, 31
B MUHHCTEpPCTBO 3/IpaBOOXpPaHEHUS [IpaBun
Poccuiickoit ®enepanuun? HaJJIeXKaIen

KJIMHUYECKOU
MPAKTUKHU

3.4 | ObecmniedeHo Ju pacrpeaeneHue npas u OOAMYHKT "0"
00513aHHOCTEH MEX/Ty BCEMH JIUIIAMU, nyHkra 22 [IpaBun
YY4acCTBYIOIIUMHU B KIMHUYECKOM HaJuIexalen
HUCCIIEIOBAHUU? KJIIMHAYECKOU

MPAKTHKHU

3.5 | YTBepkKACHBI U JOKYMEHTHI IO MOPSAKY HOANYHKT "B"
MIPOBEACHUS KIIMHUYECKOTO UCCIIEA0BaHMS, nyHkra 22 [IpaBuin
cOopy, perucTpauu 1 rnpeacTaBIeHHIO HaJIexalen
JAHHBIX B COOTBETCTBUHU C TPOTOKOJIOM U KJIIMHUYECKOU
[IpaBunamMy HajyIeKalend KIMHAYECKOU [IPaKTUKU
npaktuku (nanee - COIl opranuzaropa)?

3.6 | ObecriedeH a1 mepecMoTp OPOIITIOPHI OOAIMYHKT "T"
HCCIIEIOBATEINS IO MEPE MOIYUYEHHSI HOBBIX IYHKTa 22, IYHKT 28
JTAHHBIX, HE PEXE OJTHOTO pa3a B roja? [TpaBun

HaIeXxalen
KJIMHUYECKOU
MPaKTUKU

3.7 | ObecmnedeHo a1 MpeJoCTaBIeHUE aKTyalbHOW | MOANYHKT "T"

pemakiuu Oporropsl uccnegoparento 1 HOKy? | mynkra 22 [Tpasun
HaJUIeKAIEH
KJIMHUYECKOMN
MPAKTHKHU

3.8 | OOecnieueHo i1 BHEAPEHUE U MOAIEp)KaHNE noAnyHKTe! "a", "p"
CUCTEeM 00ecTieyeHHs] U KOHTPOJISl KauecTBa B nyHkTa 22 [IpaBui
cootrBercTBuu ¢ COII opranuzaropa? HaIexalen

KJIIMHUYECKOU
MPaKTUKU

3.9 |IlomyuyeHo nu corinacue BCeX NPUBJICYCHHBIX K | IOANYHKT "e"
Y4aCTHIO B KIIMHUYECKOM HCCIIEA0BAHUH nyHkra 22 [IpaBun
CTOPOH Ha IPEJOCTaBICHHUE NPSMOro OCTyNa | HaJyulexKallen
KO BCEM JIaHHBIM KJIIMHUYECKOTO UCCIIEOBAHUS, | KITMHUYECKON
HEO0OXOIMMOE JIJISl T1eJIeii MOHUTOPUHTA U MPAKTHKH
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OPUINYCCKUM JIMIOM IIPU HUCIIOJIB30BAHUHU JJICKTPOHHBIX CHCTEM JJIA pa60TLI C
JaHHBIMHW  KIIMHHYCCKOI'O HCCICAOBAHUA H (I/IJ'II/I) 9JICKTPOHHBIMHU CHCTCMaMH

YAAJICHHOI'O J0CTYyIIa K YKa3aHHBIM JaHHBIM:

3.10 | Haznauens! au 1ura, 00IagaroIime OOANYHKT "x"
COOTBETCTBYIOIEH KBaTU(UKAIUCH, JITIst nyHkTta 22 [IpaBun
OKa3aHMs KOHCYJIBTATUBHOMW MTOMOIITH HaJJIeKaIen
HcCaea0BaTesam? KJIIMHUYECKOU

MIPAKTUKU

3.11 | OGecnieyeHa it KOHPUACHIMAIBHOCTD JUYHBIX | HOJMYHKT "3"
JAHHBIX YYaCTHUKA UCCIIETOBAHUS nyHkTa 22 [IpaBun
MOCPEICTBOM UCIIOIb30BAHMS MPUCBOCHHOIO | HAJUIeKaIIEeH
eMy UICHTH(PUKAIMOHHOTO Koa? KIIMHUYECKOU

MIPAKTUKHU

3.12 | ObecnieueHo M BEeACHNE HHIUBUIYATbHON HOANYHKT "n"
PEruCTpallMOHHON KapThl KAXI0T0 yyacTHUKa | myHKTa 22 [IpaBun
KIIMHAYECKOTI'0 UCCIIEIOBAaHUA? HaIexaIen

KJIIMHUYECKOU
MIPAKTUKU

3.13 | ChopmMupoBaH i1 HE3aBUCUMbIA KOMHUTET I10 noAnyHKT "K"
MOHHUTOPHHTY JTAHHBIX 7Sl OLIEHKH nyHkTa 22 [IpaBun
MIPOBOJIUMOTO KIIMHUYECKOTO UCCIIEIOBaHUs? | HaJuIeKalen

KJIMHUYECKOUN
MPAKTUKHU

3.14 | ObecnieueHo M XpaHEHHE TOKYMEHTOB, HOANYHKT "a"
OTHOCAIINXCS K KIMHUYECKOMY nyHkTa 22 [IpaBun
HCCTIEIOBAHUIO, B TCUCHUE YCTAHOBIIEHHOTO HaJJIeKaIen
cpoka? KJIMHUYECKOMN

MIPAKTUKU

3.15 | B cny4ae npekpanieHusi KIMHUYECKON OOANYHKT "M"
pa3paboTKH UCCIIeyeMOTO JIEKApCTBEHHOTO nyHkTa 22 [IpaBun
mpermapaTa cooOIIeHO i 00 ’TOM BceM HaJIexalen
YYaCTBYIOIIUM B KIIMHUYECKOM UCCIEAOBAHUM | KITIMHUYECKOU
cTopoHam? MIPaKTUKU

3.16 | Bce nuua, npuBieyeHHBIE K IPOBEIECHUIO noAnyHKT "m"
JII000T0 U3 3TANOB KIIMHUYECKOTO nyHkTa 22 [IpaBun
Hccae0BaHus, 00Iadar0T JIA HaJJIeKaIen
COOTBETCTBYIOIICH KBaTU(UKAIIEH? KJIMHUYECKOMN

MIPAKTUKU
3.17 |Opranu3aTopoM  KIMHUYECKOIO  MUCCIENOBAHMS  WIM  NPUBICYEHHBIM UM

JOKYMEHTAIbHO 0(OPMIICHO JIU COOTBETCTBUE
CHCTEM 3JICKTPOHHOM 00pabOTKH JaHHBIX
TpC6OBaHI/I$[M K IIOJTHOTE€, TOYHOCTH U

nyn

HOOANMYHKT a

nynkra 23 [IpaBuin
HaJIJIeXKaIen
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HaJEKHOCTH JAHHBIX, 4 TAK)KE CTaOMIBHOCTD KJIMHUYECKOM

TOCTHXKEHHsI TpeOyeMoro pe3ysbrata (Janee - | MpaKTUKH

BaJIUJIAIMSA TAHHBIX)?

yrBepxaeHsl iu COIlbl ucnionb3oBaHus OOANYHKT "0"

ANEKTPOHHBIX cUCTEM? nyHkTa 23 [IpaBun
HaJUIeKaIeH
KJIMHAYECKOMN
MPaKTUKHU

obecrieueHa jau paboTa SJIEKTPOHHBIX CUCTEM | MOANYHKT "B"

TaK, 4TOOBI IPH U3MEHEHUU BBEACHHBIX nyHkTa 23 [IpaBun

JaHHBIX BHOCUMBIE U3MEHEHNU ObIIN HaJJIexKalei

3a/I0KYMEHTUPOBAHbI U paHEe BBEICHHbBIC KJIMHUYECKOMN

JTaHHBIC HE ObUIH yAaJICHbI? MPaKTUKHU

obecrieyena JIM CUCTEMA 3aIATHI JaHHBIX noANYHKT "r"

KJIMHUYECKOT'0 UCCIIEOBaHHS, nyHkra 23 [IpaBun

IIPEAOTBPALIAOIAs HECAHKIIMOHUPOBAHHBIN HaJyIeKaIen

JIOCTYT K JaHHBIM, B TOM YKCJI€ IOCPEICTBOM | KIMHUYECKOU

YTBEPKJICHUSI CIIMCKA JIUL], UMEIOIIUX JOCTYII K | IPAKTUKH

JIAaHHBIM KJIWMHUYECKOT'O UCCIICIOBAHUS C

MPaBOM BHECEHHUS B HUX U3MEHEHUH U

PEe3epBHOrO KOMMMPOBAHUS IAHHBIX ?

o0ecreyeHa Jii COXpaHHOCTh MAaCKUPOBKU HoAnyHKT "1

KIIMHUYECKOTO MCCIIEIOBAHUS, TPOBOIUMOTO nyHkra 23 [IpaBun

CJIETIBIM METOJIOM, IPH BBOJIE U 00pabOoTKe HaJUIeKalen

JTAHHBIX B AJIEKTPOHHOU cucTeMe? KJIIMHAYECKOU
MPaKTUKHU

3.18 |I[loaTBepskaeH iU GakT MPeaOCTaBICHUS nyHKT 24 [IpaBun

HCCIIEIOBATENIO U MEIMIIMHCKOM OpraHu3allii | HaJiJIexKalen

MIPOTOKOJIA KIIMHUYECKOTO UCCIIEAOBAHUS U KJIMHUYECKOM

OpOIIIOPHI B TEKYIIEH PEAAKINH 10 MPAKTUKHU

MOJIUCAHUS ¢ MEIUIIMHCKON OpraHu3anuein

JIOTOBOPA HA MPOBEACHUE KITUMHUIECKOTO

HUCCIIEIOBAHUS?

3.19 |IlosiyyeHO 7M1 MHCBMEHHOE COTrJACUE MCCIEAOBATENsl U YIOJHOMOYEHHOIO JIMIlA

MEIMIIMHCKON OpraHu3alliy Ha:

MPOBEJICHUE KIIMHUYECKOTIO HCCIIEI0BaHUS B OOAMYHKT "a"

COOTBETCTBUU C MPOTOKOJIOM, [IpaBuiamu nyHkTa 25 [IpaBun

HaJIJIe)Kalled KIMHUYECKOW MPAaKTUKU U HaIeXXaIen

TpeOOBaHUSAMU 3aKOHOIATENIbCTBA Poccuiickoil | KITMHUMYECKOM

®denepanun B chepe oOpaieHus MPAKTUKU

JIEKapCTBEHHBIX CPEACTB?

cOOJII0ICHHNE TPOLIEYPBl PETHCTPALUHU U OOANYHKT "0"

MNpEACTABJICHUA JAHHBIX KIIMHUYCCKOI'O

nyHkra 25 [IpaBun
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HUCCIIEIOBAHUS?

HaJUIeXKaIen
KJIMHUYECKON
MPAKTUKHU

IIPOBEJICHUE MOHUTOPUHTIA U ayauTa?

n_n

OOANYHKT B

nyHkra 25 [IpaBun
HaJIJIexKaIen

KJIIMHAYECKOU
MPaKTHKH

XpaHEHHE T0KYMEHTOB, CBS3aHHBIX C
MIPOBEICHUEM KIIMHUYECKOTO UCCIIE0BAHUS, 110
TE€X IO, IOKa OPraHU3aTop KIMHUYECKOIO
UCCIIEJOBaHHsI HE COOOILIUT UCCIIEA0BATENIO U
MEIUIMHCKONW OpraHu3aliu, YTO JaHHbIE
JIOKYMEHTBI MOTYT ObITh YHUUTOKEHBI?

n_mn

OOANMYHKT T

nyHkTa 25 [IpaBun
HaJUJIeXKallen

KJIMHUYECKOMN
MPAKTUKHU

3.20 | 3akiroueH JIM I0TOBOP 00s3aTEIBLHOTO yacTu 1, 14 cratbu
CTpaxOBaHUs PUCKa NPUYMHEHUS Bpea Ku3HH, |44 61-D3;
37I0pOBBIO MAIIMEHTA B pe3yJsibTaTe MpoBeaeHUs | myHKT 26 [IpaBun
KIIMHUYECKOTO UCCIIEIOBaHUS? HaJIexaren

KJIMHUYECKOU
MIPAKTUKU;
Tunosbie npaBuna
00513aTeIBLHOTO
CTpaxOBaHUs KU3HU
1 3JI0POBBS
MalKeHTa,
Y4aCTBYIOIIETO B
KIIMHUYECKUX
HCCTIEOBaHUSIX
JIeKapCTBEHHOTO
npemnapara

3.21 | OGecnieyeHo U COOTBETCTBUE CPOKOB yacTh 7 cratbu 44
JIOTOBOPA 0053aTEILHOTO CTPaxoBaHMs )ku3HU | 61-D3
Y 3/10pOBbS NAIIMEHTA, YYACTBYIOILIETO B
KIIMHUYECKUX UCCIEAOBaHUSIX JIEKAPCTBEHHOTO
rpenapara, CpokaM MpOoBEACHUS KIMHUYECKOTO
HCCIIe0BaHUS JICKAPCTBEHHOTO TIpenapara’?

3.22 |I[lony4yeHo U 3aI0KYMEHTUPOBAHO JIU:
cornacue HOK Ha mposenenune knuHuyeckoro | myHKT 27 IlpaBun
HCCleI0BaHMs Ha 60a3e MeAUIIMHCKON HaJIJIeXKaIen
OpraHu3aIum? KJIMHUYECKOMN

MIPAKTUKU
noATBepkIeHue Toro, uro HOK B cBoeit nyHKT 27 [IpaBun
NesITeNIbHOCTH PyKoBOACTBYyeTcs [IpaBunamMu | Haamexamei
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HaJIexKaled KITMHIYeCKON PaKTHKU?

KJIMHUYECKOHN
MIPAKTUKU

3.23

I/ICCJ'ICI[yeMBIe JICKAPCTBCHHLIC IIPCIIapaThl,
KIIMHUYCCKOI'O NCCICIOBAaHUA:

HCIIOJIb3YCMBIC  IIpU

IMPOBCACHNU

IIPOU3BEICHBI JIU B COOTBETCTBUH C
TpeboBanusmu [IpaBui HaIexKamen
IIPOU3BOJICTBEHHON MTPAKTUKHU?

vacTh 18 cTaThu 5
61-D3;

OYHKTHI 3, 29
[IpaBun
HaIexalen
KIIMHUYECKOH
MPAKTHUKU;
oprioxenne N 13 k
[IpaBunam
HaJUIeKaIeH
MPOU3BOACTBEHHOM
MPaKTUKHU

HMEIOT JIM COOTBETCTBYIOIINE TOKA3aTeNIN
Ka4yecTBa, XPAHATCS U TPAHCIIOPTUPYIOTCS B
cooTBeTcTBUM ¢ [IpaBuiamu Hajexaen
MIPAKTUKU XPAHEHUS U [IEPEBO3KU
JIEKapCTBEHHBIX MTPENapaToB?

JacTh 18 cTaThy 5
61-D3;

IYHKTHI 3, 29
IIpaBun
HaJIeKaIe
KIIMHUYECKON
MPaKTUKH;
npmiaoxkenne N 13 k
[IpaBunam
HaJIeKaIen
MPOU3BOACTBEHHOMN
MPAKTUKHU

3aKOAUPOBAHBI 1 MAPKHUPOBAHBI JIM B LHCJIAX
o0ecrnieueHrss MacCKUPOBKHU?

yacTh 18 cTaThu 5
61-03;

IYHKTHI 3, 29
IIpaBun
Haaexalen
KIIMHUYECKOU
MPaKTHUKU;
npunoxenue N 13
[IpaBunam
HaIeXXalen
MIPOU3BOJCTBEHHOMN
MPaKTUKU

3.24

Ha nepBuuHy0 W/iiM BTOPUYHYIO YITAKOBKY
JIEKapCTBEHHBIX MPEMAPaATOB,
HpCl[HEBHa‘-IeHHbIX JJIA KIMHUNYCCKUX
HCCIIeIOBAaHUM, HAHECCHBI TN Haamucu: " st
KJIIMHUYECKHUX UCCiIeaqoBaHun'"?

vacThb 8 cTaThu 46
61-03;

nyHKT 29 [IpaBun
HaJUIeKaIeH
KIIMHUYECKOH
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MIPAKTUKU

3.25 | OGecnieyeHo U NPUMEHEHUE CUCTEMBI nyHKT 30 [TpaBun
KOJUPOBAHUS MCCIEAYEMOT0 JIEKAPCTBEHHOTO | HAJIEKaIE
npernapara, BKJIIOYaroIei B ce0sl MeXaHU3M, KJIMHUYECKOU
MO3BOJISIIOIINN B KCTPEHHBIX CIIydasiX ObICTPO | IPAaKTUKH
UIEeHTU(DUIIMPOBATH JAHHBIN JIEKApPCTBECHHBIN
npenapar, Ipu 3TOM HE JOMyCKarolei
BO3MO>XHOCTH HE3aMETHO PAaCKPHITh KOJ?

3.26 | OGecrnieyeHo U HATMYHUE UCCIIETYEMOTO nyHKT 32 [IpaBun
JIEKapCTBEHHOT'O TIperapara B KOJMYECTBE, HaJIexaren
HE00XO0IUMOM JJIsl IPOBEICHHSI KITMHUYECKOTO | KIIMHUYECKOM
HCCIIEI0OBaHUs? MIPAKTUKHU

3.27 | IloaTBEpKACHO JIM KAYECTBO UCCIIEyEMOIO nyHKT 32 [IpaBun
JIEKapCTBEHHOI'0 Ipenapara’? HaJuIexalen

KJIMHUYECKOMN
MPAKTUKHU

3.28 | HoxymeHTHpyeTcs I HHPOpMAaIus o:

MOCTYIUIEHUH UCCIIEyEMOT0 JIEKapCTBEHHOro | MyHKT 32 [TpaBuin

IpenapaTa B MEIMIUHCKNE OpraHu3aluu? HaJuIexaIen
KJIMHUYECKOMN
MIPaKTUKU

0 BO3BpATE UCCIIEAYEMOIO JIEKAPCTBEHHOTO nyHKT 32 [IpaBun

npemnapara? HaIexaIen
KJIIMHUYECKOU
MIPAKTUKU

00 YHUYTOXKEHUH HCCIIEAYEMOTO nyHKT 32 [IpaBun

JIEKapCTBEHHOI'0 Iipenapara’? HaJIexalen
KJIMHUYECKOUN
MPAKTUKHU

3.29 | Ocy1ecTBas€TCS 1M OCTOSIHHASL OLICHKA nyHKT 32 [IpaBun
0€30MaCHOCTH UCCIIEYEMOT0 JIEKAPCTBEHHOTO | HaJIeKalIeH
npenapara? KJIIMHUYECKON

MIPaKTUKU

3.30 | OGecnieyeHO U yBEIOMIIEHHE BCEX nyHKT 32 [IpaBun
BOBJICUEHHBIX B POBEJACHHUE KIIMHUYECKOTO HaJuIexaren
WCCIIeIOBaHMS JIUI] O JAaHHBIX, KOTOPhIE MOTYT | KITMHHUYECKOMN
HEeOJIaronpusITHO OTPA3UTHCS HAa OE30MACHOCTU | MPAKTHUKHU
MalKueHToB?

3.31 | OGecnieueHo 1 coodIIeHUE 000 BCEX CEPhE3HBIX U HEMPEABUACHHBIX

HCKCIIATCIIbHBIX PCAKIIUAX !
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

BCCM BOBJICUCHHBIM B IIPOBCACHUC
KIIMHUYCCKOI'O UCCICIOBaHUA JIUIIaM

OVHKT 3 crateu 64
61-D3;

nyHKT 33 [IpaBun
HaIexalen
KIIMHUYECKOU
MPaKTUKU

denepanbHOil ciryx0e o Haa30py B chepe
31paBooxpaHeHus (nanee - PocaapaBHanzop)
yepe3 ABTOMaTU3UPOBAHHYIO
nH(popMalnoHHYy0 cucteMy Poc3npasHanzopa
(manee - AUC PocanpaBnamzopa) mubo mo
JIEKTPOHHOM OYTe
pharm@roszdravnadzor.ru?

IOYVHKT 3 craThu 64
61-D3;

nyHKT 33 [IpaBuin
HaJIeKaIe
KJIIMHAYECKOU
MPaKTUKH;

noAnyHKT "1"
IIYHKTA 6, OYHKTHI 10
, 11, 12 Tlopsinka

HACTOSIIIETO TPOBEPOYHOTO JIUCTA, B CPOK, HE
MpeBbIIAIOIUN 15 KaneHIapHbIX THE?

OCYIIECTBIICHUS
(dhapmakoHaa3opa
3.32 | OGecnieyeHo U IPEICTABIICHUE B nyHKT 33 [IpaBun
Poc3npaBHan3op nepuoauveckiux OTYETOB 10 | HaJJIexKalei
0e30MacHOCTH KIIMHUYECKON
uccienyeMoro/pazpadbaTeiBaeMoro npenapara | MpakTUKH;
(manee - POOB) B cootBercTBuM ¢ [lopsnkom | moamyHKT "3"
ocymiecTBIeHus hapMakoHaazopa’? [yHKTa 6, MyHKT 12
[Topsinka
OCYIIECTBIICHUS
(dhapmakoHazopa
3.33 | OGecneueHo nu coobuienue B Poc3napaBuaazop | myHKT 22, 25
0 JICTAJIbHBIX U (UJIN) KU3HEYTPOKAIOLTIX [opsnka
CEpbE3HBIX HETIPEABUICHHBIX HEXKETATeNbHBIX | OCYIIECTBICHUS
peakiusx Ha UCCIETyEeMbIH B XO/1e (dhapmakoHaa30pa;
KJIIMHUYECKUX UCCIIEJOBAaHUM JIEKapCTBEHHbIN | myHKThI 1.2.1, 1.3.1
rpenapar, B Cpok He 0oJiee 7 KaJleHIapHbIX [punoxenus N 11 k
JHEH (ecii UHOe He TIPETyCMOTPEHO [TpaBunam
0J100pEHHBIM TPOTOKOJIOM KIIMHUYECKOTO HaJuIexaIen
uccienoBanus)? KIIMHUYECKON
npaktuku EADC
3.34 | OGecnieueHo nu coobuienue B Poc3apaBHaazop | myHKTHI 23, 25
0 CephE3HBIX HETPEIBUACHHBIX [Mopska
HEXeJaTeJIbHBIX PEeaKIUAX, 32 UCKIIOUCHUEM | OCYIIECTBICHUS
peakIuii, ykazaHHbIX B cTpoke 3.33 (dhapmakona3opa

ovHKTE 1.2.1, 1.3.1
Ipunoxennsa N 11 k
[IpaBunam
HaJIJIeKaIen
KIIMHUYECKON
npaktuku EADC
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

3.35 | OGecnieyeHo U HAIIPABJICHUE COOOIICHUI B nyHKT 24 Tlopsinka
Pocznpasnanzop u HOK 06 uno# nHpOpMaIiK | OCyIIeCTBICHUS
10 6e30MaCHOCTH, KOTOPasi MOXKET U3MEHSTh (bapmakoHa30pa;
OLIEHKY COOTHOILIEHUS MOJIb3a-PUCK IYHKT 1.5
HCCIIElyEMOr0 npenapara, B CpokK, He [punoxenus N 11 k
MpeBbIIAIOMIMKA 15 KaneHaapHbIX AHEN? [IpaBunam

HaIexaIen
KJIIMHUYECKOU
npaktuku EADC

3.36 | OGecnieueHO U IPOBEICHUE MOHUTOPHUHTA nyHKT 34 [IpaBun
KJIIMHUYECKOTO UCCIIEI0OBAaHUS B COOTBETCTBUM | HAJUJIEKALEH
¢ nporokoiom, COIlamu, TpeGoBaHUAMU KJIIMHUYECKOU
3akoHoJaTenbcTBa Poccuiickoii @enepaiiuit 06 | MpaKTHKH
oOpaIieH!u JICKapCTBEHHBIX CPEICTB?

3.37 | HaznaueHo i ¢pusndeckoe IuIo, oonaaatomiee | myHKT 34 [IpaBun
Hay4YHBIMH U (WJIK) CIELUaIbHBIMU 3HAHUSAMH, |HaJJexamei
JUISL IPOBEJICHUSI MOHUTOPUHTA KIIMHUYECKOTO | KITMHUYECKOMN
UCCIIeTIOBaHUS? MIPAKTUKU

3.38 |[IpoBeaeHNE MOHUTOPUHTA KIMHUYECKOTO UCCIIEIOBaHMS O0ECTIEYMBALT JIH:
cobmonenne COII opranuzaropa nyHKT 34 [IpaBun
KJIIMHUYECKOTO UCCIIeI0OBAaHUS WIIN HaJuIexaren
MIPUBJIEYEHHOTO UM IOPUAUYECKOTO JIUIA KIIMHUYECKON

MIPAKTUKU
MPOBEPKA HATMYMS KBATU(DUKAITUN HOOJAIMYHKT "0"
HCCIIEIOBATENS U PECYPCOB MEIULIMHCKON nyHkTa 36 [IpaBun
OpraHu3aIlH, HEOOXOIUMBIX JUIS IPOBEACHUS | HaJIexKallen
KJIIMHUYECKOTO UCCIIEI0BAaHUS, BKIIOYAs KJIIMHUYECKON
naboparopun, 000pyI0BaHHUE U TTEPCOHAIT? MPAKTUKHU
KOHTPOJIb Y4€Ta, paCIpeae/ICHUAs U YCIOBUI HOJAIYHKT "B"
XpaHEHUs UCCIIeyEeMbIX IIpenapaToB? nyHkra 36 [IpaBui
HaIexalen
KJIIMHUYECKOU
MIPAKTUKU
KOHTPOJIb COOJTFOICHHS MCCIICIOBATEIIEM OoANYHKT """
YTBEPKACHHOIO IPOTOKOJIA U BCEX U3MeHeHui | myHkTta 36 [TpaBui
K HEMY? HaJUIeKaIeH
KJIMHUYECKOMN
MPAKTHKHU
KOHTPOJIb MIOATBEPKACHUS (haKTa MONydyeHuss | MOAmyHKT "nx"
J0OPOBOJIBHOIO MTUCBMEHHOI'O COTJIacHs nyHkra 36 [IpaBui
Ka)KJJOT0 y4aCTHUKA KIIMHUYECKOTO HaJuIexaren
WCCIIETIOBaHMS 10 Hayasa ero y4yacTHs B KIIMHUYECKON
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

KJIIMHUYECKOM HUCCIIEJOBAHUU? MPaKTHKU
HaJM4Me y UCCIeA0BaTeNsd TeKyIel pelakuuy | DOANyHKT "e"
OpOILIOPHI, UHBIX JOKYMEHTOB U MaTepuaioB, |myHkTa 36 [IpaBun
HEOOXOUMBIX /ISl IPOBEACHHSI KIIMHUYECKOTO | HaJIIeKamei
HCcIIefoBaHus? KIIMHUYECKOH
MPAKTUKHU
JIOBEJICHUE /10 UCClieioBaTeNnel HeoOXoAMMON | HOAMYyHKT "x"
JUISL IPOBEJICHUS KIIMHUYECKOT0 HccienoBanusa | myHkTa 36 [IpaBun
nHpopmanuu? HaJUIeKalen
KIIMHUYECKOH
MPaKTUKU
MPOBEPKA COOJIOICHUS UCCIISIOBATEIIEM OOANYHKT "3"
KpUTEpHUEB 0TOOPA yUaCTHUKOB KIMHUYECKOro |myHkTa 36 [IpaBun
HUccIenoBauua? HaIexaIen
KJIIMHAYECKOU
MPAKTUKHU

IMPpOBEpPKa MPaBUIbHOCTH, ITIOJTHOTHI U CPOKOB

"

HOJMITYHKTHI "u", "k

pETUCTpalNK JAHHBIX KJIMHUYECKOTO nyHkTa 36 IIpaBun

HUCCIIEIOBaHUS? HaIexalen
KJIMHUYECKOMN
MPaKTUKU

IIpOBEpKa nmopAaKa BEACHUA TOKYMCHTOB

MOAOVHKTEL "'H"

KJIWMHUYECKOT'O UCCIICI0BaHUA? nyHkra 36 [IpaBuin
HaJIeKaIen
KIIMHUYECKOM
MIPAKTUKN
CcOoO0OIIEHNE UCCIIEN0BATEIIO O JIOOBIX noAnmyHKT "n"
JIONMYIIEHHBIX B UHIWBUIY ATbHOMN nyHkTa 36 IIpaBun
PEruCTPallMOHHON KapTe OmnOKax, MPOIyCcKax | HauieKamien
1 HEpa30OpUYUBBIX 3AITUCAX ? KIIMHUYECKOM
MIPAKTUKU
KOHTPOJIb 32 TeM, YTOOBI UCITPABJICHUS B noanyHkt "a"
WHANBUAYATbHON PETUCTPAIIMOHHON KapTe nyHkTa 36 [IpaBun
OBLTH CIIENIaHbl, TATUPOBAHBI, OOBSICHEHBI U HaJJIeKalei
MOAITUCAHBI UCCIIeI0BaTENEM? KJIMHUYECKOM
MIPAKTUKU
COOOIIIEHUE UCCIIEIOBATEIO 00 OTKJIIOHEHUAX | HOJAMYHKT "M"
ot npotokoia, COII opranuzaropa, nyHkTa 36 [IpaBun
TpeboBanwmii [IpaBui HaIexKamen HaIexalen
KIIMHAYECKOW MPAKTHKHU U 3aKOHOJATENhCTBA | KITMHUYECKON
Poccuiickoii @eneparun 06 oOpaiieHun IIPaKTUKU

JIEKapCTBEHHBIX CPEACTB?
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPUHATHE MEP IO YCTPAHEHUIO U HOANYHKT "M"
HEZOIYILEHUIO TOBTOPEHHS OTKJIOHEHUH OT nyHkTa 36 IIpaBun
nporokoina, COII opranuzaropa, TpeOoBaHuil | HaaIeKaei
[IpaBua HajuIe)KaEd KIMHUYECKON IPAKTUKKU | KITIMHUYECKOU

u 3akoHojarenberBa Poceniickon denepauyu | IPaKTUKKU

00 oOpalieHun JeKapCTBEHHBIX CPECTB?

3.39 | [loxnTBepxaeH Ju GakT NpercTaBICHHs nyHKT 37 [IpaBun
MIMCBMEHHBIX OTYETOB IO MOHUTOPHUHTY HaJuIexalen
KJIIMHUYECKOIO UCCIIEI0OBaHMs Ha3HAYEHHBIM KJIIMHUYECKOU
JIUIIOM B MOPSAJKE U CPOKHU, YCTAaHOBJICHHBIE MIPaKTUKU
COII opranuzaropa?

3.40 | Conmep:xaHue OTUETOB 110 MOHUTOPUHTY nyHKT 37 IlpaBun
KJIIMHUYECKOTO UCCIIEIOBAaHUS COOTBETCTBYET | HaJJIeKamei
nu TpeboBanmsM [IpaBui HaIexKaIen KJIIMHAYECKOU
KIIMHUYECKOU TIPAKTHKU? MIPAKTUKU

3.41 | OcyuiecTBisIeTCs M He3aBUCUMAsl OT nyHKT 38 [IpaBui
MOHHUTOPHHTA OLIEHKA COOTBETCTBUS HaJIeXKaIen
IIPOBOAMMOI0 KIIMHUYECKOTO UCCIIEI0BAaHUS KJIIMHUYECKON
npotokoiy, COII opranuzatopa, TpeOOBaHUAM | IPAKTHUKH
3akoHOJaTenbcTBa Poccuiickoit deneparyn 00
oOparieHuu JICKapCTBEHHBIX CPEJICTB (J1ajee -
ayJIuT KIMHUYECKOTO HCClea0BaHus)?

3.42 | 1ns mpoBeaeHUs ayIUTa KIMHUYECKOTO nyHKT 38 [IpaBun
WCCIIeIOBaHMs Ha3HAUCHBI JIN HaJuIexKalen
KBIM(UIIMPOBAHHBIE, HE3aBUCUMBIE OT BCEX | KITMHHYECKOM
CyOBEKTOB KIIMHUYECKOTO UCCIIE0BAaHUS JIUIIA, | TPAKTUKH
HMEIOLIUE OIBIT IPOBEACHUS ayAUTOB?

3.43 | Oprann3aTopoM KJIMHUYECKOTO UccaenoBanus | myHKT 38 IlpaBun
YTBEPKACH JIM IJIaH U 00bEM ayuTa HaJUIeKAIEH
KJIIMHUYECKOIO UCCIIEIOBaHUS? KJIIMHUYECKOU

MIPaKTUKU

3.44 | ObecrnieueHo M MpeKpalleHue y4acTHs B nyHKT 39 IIpaBun
KJIIMHUYECKOM HCCIIEIOBAaHUH UCCIIeIOBATENs U | HaJlIexKalei
MEIUIIMHCKONW OpraHu3aliy, B IEATEIbHOCTH | KITMHUYECKON
KOTOPBIX OOHAPYKEHBI CEPbe3HbIE U (KITH) MIPAKTUKU
MOBTOPSIOLINECS CIIy4au HECOOTI0IeHUS
YCTAQHOBJICHHBIX TPEOOBAHH K IPOBEICHUIO
KIIMHUYECKOI'0 UCCIIENOBAHN?

3.45 | OGecrieueHo 1 BHECEHHE N3MEHEHUH B nyHKT 39 IIpaBun
IIPOTOKOJI KIIMHUYECKOIO UCCIIEIOBAHUS B HaJuIexalen
cirydae oOHapyKEHHs CEPbE3HBIX U (WIIH) KJIMHUYECKOMN
MOBTOPSIIOLIUXCA CIy4YaeB HECOOIIOICHUS MIPAKTUKU

YCTaHOBJICHHBIX Tpe60BaHHfI K IIPOBCACHUTO
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

KIMHUYCCKOI'O I/ICCHCILOBB.HI/IH?

TPEXMECSYHBIA CPOK OTUETA O pe3yJIbTaTax
KJIMHAYECKOTO MCCIIeIOBaHNs B MUH3IpaB
Poccun?

3.46 | ObecrieueHa I BO3MOXXHOCTD NMPUHSATHS yacThb 6 cratbu 40
pelIeHus 0 NPUOCTAaHOBJICHUH WX 61-03
MpEKpaICHUU KIMHUYECKOTO UCCIEA0OBaHUS
JIEKapCTBEHHOI'O IIpernapaTa Jisi MEIULUHCKOTO
MIPUMEHEHHUS B CITy4ae BO3SHUKHOBECHHUS
OIMACHOCTH ISl )KU3HHU, 3[JOPOBBS MalleHTa
(MaMeHToB), y4acTBYIOUIETO (Y4aCTBYIOUINX)

B KJIMHUYECKOM HCCIIEIOBAaHUU?

3.47 | IluceMeHHOE COOOIICHHE O 3aBEPILICHUH, yactu 6, 7 ctateu 40
[IPUOCTAHOBIICHUU HUJIU IIPEKPALLCHUN 61-D3;
KJIIMHUYECKOT0 MCCIIeIOBAaHUs HarlpaBiieHo Jiu B | OyHKT 40 [TpaBun
Munsapas Poccun B Cpok, HE IPEBBIIAOIMIMKN | HAIUIe)KALEH
IATH paboyux JHEH co JHS 3aBepUICHUs? KJIIMHUYECKOU

MIPaKTUKU

3.48 | IIpu mpoBeA€HMN MHOTOIIEHTPOBBIX KIMHUYECKUX MCCIICIOBAHUNM 00CCTICUCHO JIH:
MIPOBEACHUE KIMHUYECKOTO UCCIIETOBAHNS Hoanynkr "a"
BCEMH MEJIUIIMHCKUMH OPTaHU3AIUSIMH B nyHkrta 41 [IpaBun
CTPOTOM COOTBETCTBHH C IPOTOKOJIOM HaJuIexaren
KIIMHUYECKOTO UCCIIEIOBAHUS? KIIMHUYECKON

MIPAKTUKU
pa3paboTKa MHAUBHTYyaIbHBIX Honnyskt "6"
PEruCTPALIMOHHBIX KapT, MO3BOJISIOIINX nyHkrta 41 IIpaBun
coOpatb TpeOyembie JaHHBIE U3 BCEX HaJIexKaIen
MEJIMIIMHCKUX OpTraHu3aIuii? KJIIMHAYECKOU
MPAKTHKHU
JIOKYMEHTAJIbHOE 3aKPEIJICHUE MPaB U HonnyskTt "B"
00s13aHHOCTEN METUIIMHCKUX OpraHu3alui u nyHkTa 41 IIpaBun
ucciexoBareneii? HaIexaIen
KJIIMHUYECKOU
MIPAKTUKU
MpEeI0CTaBICHUE METUIIMHCKUM opranu3anusM | [loanyHkT "B"
u uccienosarensam nporokona, COII nyskra 41 IIpaBun
OpraHu3aTopa, MHCTPYKIIHMH 10 3aMOJTHEHUIO HaJjIexanen
WHJUBUIYATbHBIX PETUCTPAIMOHHBIX KApT A0 | KIIMHUYECKOU
Hayajia KIMHUYECKOIo UcClieJOBaHUsA? MPAKTUKHU
3.49 |IloaTBepxaeH U (haKkT NpeCTaBICHUS B OYHKTEL 9, 61

[IpaBun
HaIexalen
KIIMHUYECKOH
MPaKTUKU

gacTth 11 craten 40
61-d3
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

4. Opranuzanus paboThl UCCIEAOBATEIS

COUCCIIEIOBATEIIEH:

4.1 |PyxoBoauTenieM MEAMIIMHCKON OpraHU3alii 00€CIeyeHo JIM:
Ha3HAUYCHHE OTBETCTBEHHOI'O HCCIIENOBATeNs, |4acTh 1 craThu 40
HMMEIOIIETO JICUSOHYIO CIIEIUATbHOCTD, 61-03;
COOTBETCTBYIOLIYIO POBOJIUMOMY nyHKT 42 [IpaBun
KIIMHUYECKOMY HCCIIE0BAHHUIO, CO CTAXKEM HaJIJIe)KaIIeH
paboThI MO MpOrpaMMaM KIMHUYECKUX KIMHHYECKOM
HcCcIe0BaHUIM HE MEHee YeM Tpu roja’? MPAKTUKHU
2) Ha3HAYCHHUE COMCCIICIOBATEIICH M3 YKCIIa vacTh 1 ctatbu 40
Bpadel 3TON MEAUIIMHCKON OpraHu3alyu? 61-D3;

nyHKT 42 [IpaBun
HaJJIeKaIei
KIUHUYECKOM
MPaKTHKH
COOOIIIEHUE B YIIOJTHOMOYCHHBIN (enepaibHblii |4acTh 3.1 cratbu 40
OpraH UCTIOJIHUTEIBLHON BJIACTH, BBIIABIIUN 61-@3
paspelieHre Ha IPOBeIeHUE KIMHUYECKOTO
HCCICIO0BAHNUS, O Hayae KIMHUIECKOrO
HCCIe0BaHus, B CPOK, HE MPEBHIIAIONIUN
Tpex pabouux AHEH CO JHS Havayia MPOBEACHUS
TAKOT'0 UCCieqoBaHusd?
MPUHATHE PEIICHHS O TPUOCTAHOBIICHUH yacTh 6 crathu 40
KJIMHUYECKOT0 UCCIEOBAaHMS JIeKapcTBeHHOTO |61-D3;
npenapaTa Ha 0a3e yupexJAeHUs, B cIydae nyHKT 58 [IpaBun
BO3HUKHOBCHHS OIMACHOCTH JJIS YKU3HH, HaJICKaIIeH
310POBbS MALMEHTA, YYACTBYIOIIETO B KIMHAYECKOM
KIMHHYECKOM UCCIICAOBAHUU? MPAKTUKHU
4.2 | ObecriedeHO U OATBEPKIACHO JIM 03HAKOMIJICHHE UCCIIEIOBATENS U

C pe3yJibTaTaMU1 NOKJIIMHUYECKOT'O
HCCIIEA0BaHUS UCCIIENYEMOT0O JIEKAPCTBEHHOT O
npernapara, akTyaJlbHON Bepcuell OpoIIophl
HUCCIIeIoBaTENS?

yacTh 3 craTbu 40
61-03;

nyHKT 43 [IpaBun
HaIexalen
KIIMHUYECKOH
MIPAKTUKU

IIPOTOKOJIOM KIMHHUYCCKOI'O UCCIICTOBAHUS
JICKAapCTBECHHOT'O npenapaTa?

yacTh 3 cTtaThu 40
61-D3;

nyHKT 43 [IpaBun
HaJIeKaIe
KIIMHAYECKOU
MPaKTUKHU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

I[OKyMeHTaMI/I 1 JaHHbIMH, UMCIOIIINMH
OTHOHICHUC K HpOBGI[eHI/IIO KIMHNYCCKOI'O
HUCCIIEIOBaHUS?

yacTh 3 craTbu 40
61-D3;
nyHKT 43 [IpaBun

HaIexalen
KIIMHUYECKOU
MIPAKTUKU
4.3 | OcyuiecTBIieH 11 0TOOp MaIMeHTOB - qacTh 2 ctateu 40
YYaCTHUKOB KIIMHUYECKOTO UCCIIENOBaHMS, 61-D3;
KOTOPbIE MO MEJUIIMHCKUM MOKAa3aHUsAM MOTYT | OyHKT 44 [1paBun
OBITh TIPUBIICYCHBI K YYACTHIO B KJIMHHYECKOM | HaJIe)KAIICH
HCCIIE0BaHUM JIEKaPCTBEHHOT O IIpenapara’? KJIMHUYECKOU
MPAKTHKH
4.4 | OOecredeHo I OKa3aHUE MEIUIIMHCKOM qacTh 2 cTaTthu 98
MOMOIIY YYaCTHUKAM KJIMHUYECKOTO 323-®3;
HCCIeA0BaHMs JIEKapCTBEHHOT O Ipenapara’? yacTh 2 cTaThu 40
61-D3;
yHKT 44 IIpaBun
HaJIeKaIe
KIIMHTYECKON
MPaKTHKH
4.5 |HccnenoBartelb pacnoiaract Ju pecypcamu, nyHKT 46 [IpaBun
HEOOXOAUMBIMH JIJIsl TPOBEICHHMS HaJJIeXKalei
KIMHUYECKOTO HCCIEA0BAHMS, BKIIIOUast KJIMHUYECKOM
naboparopun, 000pya0BaHUE U TIEPCOHAT? MPaKTUKU
4.6 | OGecrieyeHo M yBeAOMIIEHHE Jevalux Bpauel | myHKT 47 [IpaBun
Y4aCTHUKOB KJIMHIUYECKOTO UCCIICIOBaHMS 00 | Hasexamiei
Y4aCTHH MOCIEAHUX B KIMHUYECKOM KJIMHUYECKOM
HUccIenoBaHun? MPAKTUKHU
4.7 | ObecrieueHo 1 COOIIOICHIE MPOTOKOJIA OyHKTHI 3, 7, 48, 50
KJIMHUYECKOTO UCCIIEI0BaHUA? [TpaBun
HaIexaIen
KIIMHUYECKOH
MIPAKTUKU
4.8 | Bce OTKJIOHEHHUA OT MPOTOKOJIa KIMHUYECKOro | myHKT 48 [IpaBui
uccienoBaHus 0hOpMIEHBI I HaJJIeXKalei
uccaeaoBaTesieM JOKyMEHTalbHO? KJIMHUYECKOMN
MPAKTUKHU
4.9 | O6ecrieyeHO 1 HAaNPaBJICHUE OPraHU3aTOPyY nyHKT 48 IIpaBun
KJIMHUYECKOT'O UCCIIEIOBAHUS COTIaCOBAHUSI HaJJIeKalei
BCEX OTKJIOHEHHH OT MPOTOKOJIa KIMHUYECKOTO | KITMHUYECKON
HCCIIEIOBaHUS? MPaKTUKHU
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

4.10 | Uccnenoarens mpourdopmuposan 1u HOK o:
OTKJIOHEHMSIX OT ITPOTOKOJIA WIIM U3MEHEHUAX | IYHKT 48, MOAMYHKT
IIPOTOKOJIA KJIMHUYECKOT O UCCIIEA0BaHNA? "a" myHkra 49
[IpaBun
HaIeXaIen
KJIIMHUYECKOU
MIPAKTUKU
BCEX U3MEHEHUAX, HETOCPEICTBEHHO HOOJAIMYHKT "0"
BIUSIONINX HA TMPOBEACHNUE KITMHUYECKOTO nyHkTa 49 [IpaBun
UCCIIeIOBAaHMS U (MJTH) YBEITMUMBAIOIINX PUCK | HAJUIeXKaIIeH
IIPU Y4aCTUU B KJIMHUYECKOM UCCIIEJOBAHUU? | KITMHUYECKON
MIPAKTUKH
BCEX HEXKENATENBHBIX PEAKLUAX HA OOANYHKT "B"
HCCIIeAYEMBII JIEKapCTBEHHBIN Ipenapar, nyHkTa 49 [lpaBun
KOTOpBIE ABJISIOTCS OJTHOBPEMEHHO HaJuIexanen
CEpbE3HBIMU U HETIPEABUICHHBIMU? KIIMHUYECKON
MIPAKTUKU
HOBBIX JJAHHBIX, KOTOPbIE MOTYT noAnyHKT """
CBUCTEIHCTBOBAThH O BO3pPACTAHUU pUcKa Juist | myHKTa 49 [IpaBun
YYaCTHUKOB KJIMHUYECKOIO UCCIICJOBAHMS NN | HAJUJIEKAIE
MOTYT HEOJIAronpusTHO MOBIUITH HA X0 KJIMHUYECKOU
KJIIMHUYECKOIO UCCIIEIOBaHUS? MIPaKTUKU
4.11 | Ob6ecrieveHo a1 MPUMEHEHHE yYaCTHUKAMU IyHKTBI 3, 50
KJIIMHUYECKOTO UCCIIEIOBAaHUS UCCIIEAYEMBIX [IpaBun
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUHU C | HaJJIeKalIei
MIPOTOKOJIOM? KJIIMHUYECKOU
MIPAKTUKU
4.12 | O0ecrieyeHo au COOIIFOAEHNE nyHKT 50 [TpaBun
MPeTyCMOTPEHHON MPOTOKOJIOM METOUKU HaJIexanen
pangomuzanun? KJIIMHUYECKON
MIPAKTUKU
4.13 | PackpbITHE 1M PaHIOMHU3AL[MOHHOTO KO/1a nyHKT 50 IIpaBun
OCYIIECTBIISIETCS JIU TOJBKO B COOTBETCTBUM C | HAJUIeXKaIleH
MIPOTOKOJIOM? KJIIMHUYECKON
MIPAKTUKH
4.14 | CoobuieHo 11 npekaeBpeMeHHOe packpbiTue | myHKT 50 IIpaBun
KOJIa UCCIIeIyEMBIX JIEKAPCTBEHHBIX HaJuIexaren
[pernapaToB OPraHU3aTopy KIMHUYECKOTO KIIMHUYECKON
HCCIeIOBaHUS? MIPAKTUKU
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

IIPEJCTaBUTENIb UHPOPMUPYETCSI JIU UCCIIEOBATENIEM O CIEAYIOIIEM:

4.15 | ObGecrieueH U 33J0KyMEHTUPOBAH JI YUYET UCCIIEAYEMBIX JICKapPCTBEHHBIX MTPETapaToB
U (WIK) TIpenapaToB CPaBHEHHS TTOCPECTBOM BEJICHUS yU€Ta UX:
MIOCTYIUIEHUS? nyHKT 51 IIpaBun

HaJyIeKaIen
KJIMHUYECKOMN
MPAKTHKHU
(akTHyecKkoro Haau4us? nyHKT 51 [IpaBun
HaIexalen
KJIMHUYECKOU
MPaKTUKU
KOJIMYECTBA UCIOJIb30BAHUS KaXKIbIM nyHKT 51 [IpaBun
YYaCTHUKOM KJIMHUYECKOTO UCCIIEI0BAHUS? HaJjIexalen
KJIMHUYECKOUN
MIPAKTUKHU
YHUUTOKEHUS? nyHKT 51 IIpaBun
HaJyIeKaIen
KJIMHUYECKOMN
MPaKTHKHU
BO3BpaTa OPraHU3aTopy KINHUYECKOTO nyHKT 51 [IpaBun
HUCCIIEIOBaHUS? HaIexalen
KJIIMHUYECKOU
MPaKTUKU

4.16 | ObecrieueHo a1 BEJCHUE 3aIUCel MO yueTy nyHKT 51 [IpaBun
HCCIEAYEMbIX JIEKAPCTBEHHBIX MIPENapaToB U | HaJuIeKalen
(w1n) mpenapaToB CPaBHEHUSI B COOTBETCTBHUH C | KITUHUYECKOM
TpeboBanusiMu [IpaBui HajyIexamen MPAKTUKHA
KJIIMHUYECKOW MPAKTUKHU?

4.17 | ObecnieueHo 11 BeIEHHE 3aIIMCENH, nyHKT S1 [IpaBun
MTOATBEPKIAIOIINX, YTO YUACTHUKHI HaJuIexalen
KJIMHUYECKOT'0 MCCIIEOBAHUS MOyl KJIIMHUYECKOU
HCCTIEAYEMBbIE JIEKAPCTBEHHBIE MPENapaThl U MPaKTUKU
(wn) mpenapatbl CPaBHEHUS B 103aX U
KOJIMYECTBAX, MPEyCMOTPEHHBIX TPOTOKOJIOM
KIIMHUYECKOI'0 UCCIIENOBAHU?

4.18 | YyacTHUK KIMHUYECKOTO UCCIIeI0BaHUs (ITAllUEeHT) WU €r0 3aKOHHBIN

KJIMHUYECKOE UCCIIEA0BAHUE HOCHUT
SKCTIIEPUMEHTAJIbHBIN XapakTep?

nan

HOOANMYHKT a

nyHkTta 52 [IpaBun
HaIeXaIen

KJIIMHAYECKOU
MIPAKTUKU
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

ydacTue B KJIMHUYECKOM HCCIIEA0BaHUU
SIBJIIETCS JOOPOBOJIBHBIM?

qacTh | crateu 43
61-D3;
OOJIIMYHKT "a"

nyHkTa 52 [IpaBun
HaJJIeXKaIen

KJIMHUYECKOHN
MPAKTUKHU

CYIIECTBYET BO3MOXXHOCTh OTKa3aThCs OT
y4acTHs B KJIMHUYECKOM HCCIIEIOBAHUH Ha
J000M cTaAuU MPOBEIEHUS TAKOTO
HUCCIIEIOBaHUS?

yacTh 4 ctateu 43
61-03;
OOANYHKT "a"

nyHkTa 52 IlpaBun
HaIexalen

KJIMHUYECKOHN
MPaKTUKU

O KIMHHUYCCKOTI'O I/ICCJ'IG,I[OBaHI/ISI?

nvHKT "4" yactu 2
crathu 43 61-D3;

OOAmyHKT "0"

nyHkTta 52 [IpaBun
HaIexaIen

KJIIMHAYECKOU
MIPAKTUKU

MIPOJIODKUTEIIEHOCTH KIIMHUYECKOTO
HUCCIIEIOBAHUS?

nvHKT "4" yactu 2
crathu 43 61-D3;

OOAMYHKT "0"

nyHkra 52 [IpaBuin
HaJIJIeKaIen

KJIMHHUYECKOH
MPaKTUKHU

HpI/I6J'II/I31/ITe.]'H)HOM KOJIMYECTBEC y‘-IaCTHI/IKOB?

noAanyHKT "0"

nyHkTa 52 [IpaBun
HaJUIeXKaIen

KJIMHUYECKOHN
MPAKTUKHU

BapHaHTAaX JIEYEHHS B IPOLIECCE KIIMHUYECKOTO
HCCIIEIOBaHMS U BEPOSITHOCTH CIIy4aiHOTO
pacnpesesieHus B OJIHy U3 TPYIII JIEUEHUs?

oveKT "3" vactu 2
cratbu 43 61-03;

nyn

OOANMYHKT B

nyHkTa 52 IlpaBun
HaIexalen

KJIMHUYECKOHN
MPaKTUKU

nponeaypax KIMHUYECKOTro UCCICA0OBaHuA,
BKJIrO4ass BCC MHBAa3HMBHLBIC Hpoue,uypbl?

n_mn

NOAMYHKT T

nyHkTa 52 [IpaBun
HaJUIeKaIeH

KJIMHHUYECKOM
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[aTta coxpaHeHus: 22.07.2022

IIPpaKTUKH

00513aHHOCTSAX YYaCTHHUKA KIIMHUYECKOTO
HUCCIIEIOBAHUSS?

nvHKT "5" yactu 2
crathu 43 61-D3;

noAanyHkT "'

nyHkra 52 [IpaBuin
HaJJIeKaIei

KJIIMHAYECKOU
MPaKTHKH

OKHMJIaeMBIX pUCKaX U (WJIH) O3 TS
YYaCTHHUKA KIIMHUYECKOTO MUCCIICIOBAHMUS, B
TOM YHCIIe JJI1 YMOPUOHA, TUIOa UITU TPYTHOTO
pebenka?

OyHKT "2" yacTtu 2
cratbu 43 61-03;

n.n

HOOANIYHKT €

nyHkTa 52 [IpaBun
HaJyIeKaIen

KJIMHUYECKOM
MPaKTUKHU

UHBIX, IOMUMO NPEAYCMOTPEHHBIX
IIPOTOKOJIOM, ITPOLEypax UM METONAX
JIeYeHHsI, KOTOPbIE MOTYT OBITh IOCTYIIHBI
YYaCTHUKY KIMHHYECKOTO UCCIEA0BaHNA?

ovHKT "2" yactu 2
craten 43 61-D3;

OoAnyHKT "x"

nyHkra 52 [IpaBuin
HaJUIeKaIEH

KJIMHUYECKOM
MPaKTUKHU

KOMIIEHCAIH U (WIN) JIEYEHUH, JOCTYITHOM
YYaCTHUKY KJIMHUYECKOIO UCCIIEJOBAHUS B

ovHeKT "6" yactu 2
cratbu 43 61-03;

nyn

Clly4ae MIPUYUHEHUS BPela €T0 340POBbIO B HOJAIYHKT "3
pe3yJsbTaTe y4acTHsl B KIIMHUYECKOM nyHkTa 52 [IpaBun
HCCIIEI0BaHUU? HaJIexalen
KJIMHUYECKOU
MIPaKTUKU
IJIJAHUPYEMBIX BBIIUIATAX YYACTHUKY HOANYHKT "n"
KJIIMHUYECKOTO MCCIIEIOBAHUS 3a €ro yuacTue B | myHkTa 52 [IpaBun
KJIIMHUYECKOM HCCIIEJOBAaHUU? HaJyIeKaIen
KIIMHUYECKON
IIPaKTUKU
IJIAHUPYEMBIX PacxoJlax y4acTHUKaA HOAnyHKT "K"
KJIIMHUYECKOTO UCCIIEI0OBaHMs, CBSI3aHHBIX C €ro | myHKTa 52 [TpaBui
y4acTUEM B KJIMHHUYECKOM HCCIEA0BaHNN? HaJIexalen
KJIIMHUYECKOU
MIPaKTUKU
0 TOM, YTO MOJANKMCAaHUEe UH(HOPMAIITHOHHOTO HOANYHKT "1"
JINCTKA MAlMEHTa CO CTOPOHBI y4aCTHUKA nyHkTa 52 [IpaBun
KJIMHAYECKOTO MCCIIEJOBAHUS NN €T0 HaJyIeKaIen
3aKOHHOTO MPEJCTABUTENA, NACT PA3PEUICHUE | KITMHUYECKON
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

Ha JOCTYII JIUILY, HA3HAUEHHOMY JJIs
MPOBEACHUS MOHUTOPUHTA, Ay TUTOPOB,
HE3aBUCUMBIX 3THUYECKUX KOMHUTETOB,
YIIOJITHOMOYEHHBIX OPTaHOB K METUITUHCKUM
3aMUCsIM yYaCTHUKA KIIMHUYECKOTO
HUCCIIEIOBAHUS?

IIPpaKTUKH

0 TOM, YTO 3aMKCH, HICHTUPUITUPYIOIIHE
YYaCTHHKA KIIMHUYECKOTO UCCIICIOBAHUS,

nyHKT "7" yacTtu 2
cratbu 43 61-03;

XpaHATCS B TailHe, PACKPBITHE UX JOIYCKAETCs | MOAMYHKT "M"

B COOTBETCTBHH C 3aKOHOAATEILCTBOM nyHkTa 52 [IpaBun

Poccuiickoit ®eneparuun? HaJIJIeXKaIen
KJIIMHUYECKOU
MPAKTUKH

YCIIOBUSIX O3HAKOMJICHUSI C HOBOM OOANYHKT "H"

nH(popManue, cmocoOHOHN MOBIHITH Ha nyHkTa 52 [IpaBun

KeJlaHMe MPOI0JIKATh yyacTHe B KIIMHUYECKOM | HaJylexallen

HCCIIEI0BaHUU? KJIIMHUYECKON
MIPAKTUKH

JIMIAX, K KOTOPBIM MOXKHO OOpaTUTHCS JUIs HOANYHKT "0"

MOJTyYeHHS JONOJHUTENbHOM nHpopmarmu o | myHKTa 52 [TpaBun

KJIIMHUYECKOM HCCIIEIOBaHUM, U TIPaBax HaJuIexaIen

YYaCTHUKOB KIIMHUYECKOI'O UCCIIEIOBAHUS? KJIIMHUYECKON
MPAKTUKH

0 BO3MOXHBIX 00CTOSATENBCTBAX U (HIIH) noANnyHKT "m"

MPUYMHAX, 110 KOTOPHIM YYacTHE JIMIIA B nyHkTa 52 [IpaBun

KJIMHUYECKOM HCCIIEIOBAHUN MOXKET ObITh Ha/Jexarien

IIPEKpALLEHO? KJIIMHUYECKON
MIPAKTUKH

000 BCceX U3MEHEHMAX B JOKYMEHTAX U JaHHBIX | IyHKT 55 IlpaBun

KJIIMHUYECKOIO UCCIIEI0BaHMS, KaCAIOIINUXCS HaJuIexalen

€ro y4acTHsl B KIIMHUYECKOM HUCCIIEI0BAaHUU? | KIIMHUYECKOU
MIPaKTUKU

4.19 | 3aduxcupoBaH 11 GakT MPeIOCTABICHUS nyHKT 54 [IpaBun
YYaCTHUKY KJIMHHUYECKOTO UCCIIEI0BAHUS U HaJuIexalen
(M) ero 3aKOHHOMY NPEICTAaBUTEII0 BPEMEHH | KIIMHUYECKOM
IUIsl IPUHATHS pelieHus 00 y4acTUH UIIH MPAKTUKH
OTKa3e OT y4acTHUs B KJIMHUYECKOM
HCCIIEIOBAaHUM NIEPE] NTOJIyUEHUEM
MH(OPMHUPOBAHHOT'O COTIacus?

4.20 | O6ecrie4eHo JH MPeIOCTAaBICHNE YYACTHUKY nyHKT 55 IIpaBun
KJIIMHUYECKOTO MCCIIeIOBAaHUsA U (W) €ro HaJjIexXalen
3aKOHHOMY IPEICTaBUTEINIO MOANUCAHHOIO M | KITMHUYECKOMN
JATHPOBAHHOIO 3K3EMILIAPA MPAKTUKH
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

I/IH(I)OpMaI_[I/IOHHOFO JIMCTKA IMallUCHTA IICPC
BKJIIOUCHUEM €I'0 B KIMHUYCCKOC

uccienoBaHue?

4.21 | ObecrnedeHo JI1 MOANMCAHUE yacTh 3 crarbu 43
MH(OPMHUPOBAHHOTI'O JIMCTKA MallMeHTa KaxbIM | 61-D3;
YYaCTHUKOM KJIIMHUYECKOTO UCCIIECOBAHUS IYHKTHI 4, 55
00 ero 3aKOHHBIM MPEJICTABUTENIEM 10 [IpaBun
Hayasa MpoBeJACHUS TAKOTrO UCCIIeIOBaHUSA? HaJIexaren

KJIMHUYECKOU
MIPAKTUKU

4.22 | B ciy4ae ydacTusi B Ka4€CTBE ITaLlUEHTOB yacTb S crarey 43
JeTei 00ecIeYeHo JI MOJTyYeHre 61-D3;
MMHUCBMEHHOT'O COTJIACHS UX yacTh 2 crarbu 20
poauTenei/yCeIHOBUTEIEH? 323-@3

4.23 | YyacTHUKaMH KJIMHUYECKOTO UCCIIEIOBaHUs HE |4acTh 6 cTtaThu 43
SIBJISIFOTCSL JIV MTAIlMEHTHI, OTHOCSIINECS K 61-®3
KaTeropusiM rpaxiaH, 0003Ha4Y€HHBIM YaCThbIO
6 cratbu 43 61-D37?

4.24 | OpranuzaTopy KIMHUYECKOTO UCCIETOBAHMS nyHKT 56 [IpaBun
coob1aercs i 000 BCeX CEPbEe3HBIX HaJIexaren
HEXeJIaTeNIbHbIX PEAKIUAX, 32 UCKIIFOUCHUEM | KITIMHUYECKOU
TeX, KOTOPBIE B TPOTOKOJIE I B OpOIIIOpe MPaKTUKU
OTIpeJIeNIeHbl Kak He TpeOyrommue
HEMEJIJIEHHOTO COOOIICHHS B yCTAHOBJICHHBIE
MPOTOKOJIOM CPOKHU?

4.25 | OGecrieueHO I TIPEIOCTABIICHNE nyHKT 56 [IpaBun
OpraHu3aTopy KIMHUYECKOTO UCCIIEJOBAHMUS HaJuIexaren
MOIPOOHOTO MUCHMEHHOTO OTYETa O CEPhE3HBIX | KITMHUYECKON
HEXeJaTebHbIX PEAKIUAX ? MIPAKTUKU

4.26 | ObecrieyeHo 1M MpeIoCTaBlIeHUE 10 3anpocy | myHKT 57 [IpaBun
OpraHu3aTopa KJIMHUYECKOTO UCCIEOBAHMS, | HaAJexalei
HBK, MunucrepcTa u (1in) KJIMHUYECKOUN
Poc3npaBranzopa m000 AOMOIHUTEIBHON MPaKTUKHU
“H(pOpMaAIIMKA OTHOCUTEIIBHO CITy4asi CMEPTH
Y4aCTHUKA KIIMHUYECKOTO UCCIIEIOBaHMS, B
TOM YHCJI€ TPOTOKOJIA BCKPBITUS U
MIOCMEPTHOTO 3MUKpH3a?

4.27 | OGecrnieueHo 11 HHOOPMUPOBAHUE yacThb 6 cratbu 40

PYKOBOAUTEIS MEIULIMHCKON OpraHU3aluu U
OpraHu3aTopa KJIMHUYECKOTO UCCIIEI0BAHMS B
ClIyyae BOZHUKHOBEHUSI OMACHOCTH JUJIS )KU3HU,
3)IOpOBI)$I yLIaCTHI/IKa KIMHNYCCKOI'O
HCCIIeOBaHus, B TeueHue 24 yacon?

61-D3;

nyHKT 58 IIpaBun
HaJIeKaIen
KIIMHAYECKOU
MPaKTUKHU
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4.28 | B cityyae 10CpOYHOTO pEeKpaIeHust nyHKT 58 [IpaBui
KIMHHYECKOTO MCCIEIOBAHUS U €0 HaIeKaIen
MIPUOCTAHOBIICHUS 00ECTICYCHO TN KIMHAYECKOMN
He3aMeIUTeNIbHOE HH()OPMHUPOBAHKE MPAKTHKH
nccaeaoBareneM u (W) MeTUIIMHCKOM
OpraHu3alKel yyacCTHUKOB KIMHUYECKOTO
HCCIeA0BaHMs, IPEIOCTaBICHUE UM
HE00XO0IMMOro HAOIIOAECHUA U JeUeHNs?

4.29 | B cityyae 10CpOYHOTO IPEKpaIeHHs nyHKT 58 [IpaBui
KIMHHYECKOTO MCCIIEIOBAHUS U €0 HaIeKaIen
MIPUOCTAHOBIICHUS 00ECTICYCHO TN KIMHAYECKOMN
He3aMeIUTeNIbHOE HH)OPMHUPOBAHKE MPAKTHKH
uccaeaoBareneM u (WIM) MeTUIIMHCKOM
opranmsanueit opranuzaropa 1 HOK ¢
MIPEIOCTABICHUEM TIOJIPOOHOTO MUCEMEHHOTO
O0OBACHEHHS IPUYMH TPUOCTAHOBIICHUS WJTH
MpeKpanieHus] KITIMHUYECKOTO UCCeI0BaHMS?

4.30 | ObecrieyeHo 11 MOJIHOE U JJOCTOBEPHOE nyHKT 59 IIpaBun
BEJICHHE BCEX 0€3 MCKITFOUCHHS IOKYMEHTOB HaIeKanen
KIMHUYECKOTO HCCIEA0BaHUA? KIMHHYECKOMN

MIPAKTUKU

4.31 | OGecrieueHo 11 XpaHEHHUE IOKYMEHTOB nyHKT 60 [TpaBuin

KIMHUYECKOTO UCCIEA0BAHUA? HaIeKaIen
KIIMHUYECKOM
MPAKTUKHU

4.32 | UccnenoBaTens MpoUHGOPMUPOBA JIN nyHKT 61 IIpaBun
PYKOBOAMTEIIS METULIIMHCKON OpTraHU3alluU O HaJICKaIIeH
3aBEPIICHUH KIMHUYECKOTO UCCIIeIOBAHMUS? KIMHHYECKOMN

MPAKTHKHU

4.33 | UccnenoBarens NpeACcTaBUI I opraHu3aTopy |IyHKT 61 IlpaBun
ucciaenoBannsg 1 HOK moArotoBieHHBI UM B | HAIeKaIen
COOTBETCTBUU ¢ MYHKTOM 9 IIpaBun KJIMHAYECKOMN
HaJJIexaleld KIMHIYEeCKON MPaKTUKH OTYET O | MPAKTUKH
3aBEPILICHUH KIMHUYECKOTO UCCIIEI0BAHUS?

4.34 | ObecrnieyeHo 11 MPOBEICHUE KIMHUYECKOTO yacTh | crarey 38,
HCCIIEIOBAHUS JIEKAPCTBEHHOIO IIpenapara B yacTh 12 crateu 40
cooTBeTCTBUU ¢ [IpaBuiamuy Haexamen 61-03;
KIIMHAYECKOW TIPAKTUKU M TPEOOBAHUIMHU nyHKT 45 TIpaBun
3akoHoJaTenbeTBa Poccniickor denepaunivl B | HaJJIexKamen
chepe oOpareHus JIEKapCTBEHHBIX CPEACTB? KIMHHYECKOMN

MIPAKTUKU

(moymxHOCTE M OVO IOJKHOCTHOTO JIMIla, S3allOoJIHMBIIETO
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

"
06 yTBepxaeHUn hopM NPOBEPOUHBIX NIUCTOB (CMUCKOB [laTa coxparerms: 22.07.2022

KOHTPOJIbHbIX BOHpOCOBL ncno...

HpOBepO‘:IHbIﬁ JmucT, I1oAgrnmcCsh, naTa)

(mojpxkHOCTH M OMO HOJDKHOCTHOTO JMlIa KPMAMYECKOI'O JiMla, IPUMCYTCTBOBABIETO
IpyY 3alOJIHEHMM MNPOBEPOYHOTO JIMCTa, NOONMCH, IaTa)

[Tpunoxxenue N 39
K npukazy denepanbHoil ciyKObI

10 HaJ30pYy B cepe 3ApaBoOOXpaHEHUS
o1 09.11.2017 N 9438

®opma
[IPOBEPOYHEI JIMCT
(CIMCOK KOHTPOJIBHBIX BOINPOCOB), MCHOJb3yeMel demepalibHOM CJyXOol
10 HaIzopy B cbepe 3IpaBOOXPaHEHMS M €e TEepPPUTOPMalIbHEIMM OpTaHaMu
OpM NPOBEeIEeHMM IIJIAHOBHIX IIPOBEPOK MPM OCYyLECTBJeHUM (pemnepalibHOTO
TOCYyHapCTBEHHOTO Hazn3o0pa B chepe obpaleHus JIEKAPCTBEHHHX CPEeNCTB
(cobnopneHne cydObekTaMu oOpalleHMs JIEKaPCTBEHHBIX CPEeNCTB
YCTaHOBJIEHHEIX TPeBOOBaHMM K KadeCTBY JIEKQPCTBEHHHX CPEINCTB)
(HaMMeHOBaHME OpraHa, OCYUEeCTBJAKILETrO IIJIAHOBYK NPOBEPKY)
1. Bun rocyIapCTBEHHOI'O KOHTpoOJA (HaI3opa)
2. IIpenmerT [1JIaHOBOM NPOBEPKM OPMAMYECKMX JIML, U MHIMBMAYaJbHEIX
npennpuHMMaTesien orpaHMYMBaeTCcsa oOOd3aTesIbHEIMKM TpeboBaHMAMM, COOJIOIEHUE
KOTOPEIX fABJISeTCsa HauboJiee 3HAUMMEIM C TOUYKM 3BPEHMS HEeIOIyUEeHMS BO3HMKHOBEHUS
YITPO3H [NPMYMHEHMs Bpela XWU3HM, SIOOPOBBI TpaxiaH, WU3JIOKEHHEMM B QopMme
NIPOBEPOYHOI'O JIMCTa (CHMCKa KOHTPOJIBHEIX BOIPOCOB) .
3. HamMeHOBaHMe OPMIMYECKOTO Jula, damMmiams, ¥MMsa, OTUECTBO (IpM HaJIMUMN)
VHOVMBUIOYAJIbHOTO NPEeNIpPMHMMATEJI .
4. MecTO HnpoBeneHMs I[IJIAHOBOM I[POBEPKM C 3allOJIHEHMEM [POBEPOYHOTI'O JIMCTA:
5. PexBUMBMTH IIpMKaza O NPOBEIOEHMM IIJIaHOBOM MNPOBEPKU: OT
N .
6. VYUeTHEM HOMEp MNPOBEPKM M IHaTa NPMCBOEHMS yYeTHOI'O HOMepa NPOBEPKM B
EouHOM peecTpe NPOBEPOK:
7. IOJIXHOCTh, bamunms n VIHULMAJIEL IOOJDKHOCTHOTO auia (qm3a11)
NPOBOIOAWETO (MX) ILJIAHOBYK NPOBEPKY :
1. ;
2. ;
8. [IlepeueHb BOIPOCOB, oTpaxampumux comepxaHre o0sa3aTesIbHEX TpeOOoBaHUM,
OTBET Ha KOTOPHE OINHO3HAYHO CBUIETEJIBCTBYET O COOJIOIEHMM WIIM HECOOJIOOEHUM
OPUONYECKUM JIMIOM, MHIMBMIYAJIbHEIM NPEeINpMHMMaTeJieM o0g3aTeJIbHEX TpeOoBaHUM,
COCTAaBJIANIMX NpeIMeT IPOBEPKU:
N /o Bomnpocsl, oTpaxkaroiue coaepxranue PexBusutel BriBox o
00s13aTENIbHBIX Tpe6OBaHI/II71 HOPMAaTHUBHBIX BBITTIOJTHEHHUH
IIpaBOBBIX aAKTOB, C Tpe6OBaHHﬁ
YKa3aHUEM UX
CTPYKTYPHBIX na HCT
CANHUL, KOTOPBIMU
YCTaHOBJICHEBL
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

o0s13aTeNnbHbIC
TpeOoBaHUS
1. | dapmaneBTHUECKas CUCTEMa KayecTBa
[IpaBuna opraHu3alMyd MPOU3BOJACTBA M KOHTPOJIS KauecTBa JIEKApPCTBEHHBIX
CpEeACTB, YTBEPXKICHHBIC MPHUKa30M MHHHUCTEPCTBA MPOMBIIIJICHHOCTH M TOPTOBIIN
Poccuiickoit ®denepauun ot 14 urons 2013 r. N 916 (3apeructpupoBaHo B
Munucrtepctse roctuninu Poccun 10 centsiops 2013 r., peructpanuonasii N 2993
8) (manee - IIpaBma opraHu3aIuy MPOU3BOICTBA)

1.1. | ®apmaneBTuyeckas CuCTeMa KauecTBa nyHKT 12. (1.7)

JOKYMEHTaIbHO oopmiieHa iu? [TpaBun
OpraHU3aIIH
MIPOM3BOJICTBA

1.2. | IIpousBoauteneM yTBEPKIAEHO JIH nyHkT 12. (1.7)

PYKOBOJCTBO I10 Ka4eCTBY? IIpaBun
OpTaHu3aIIH
MIPOM3BOJICTBA

1.3. |IIpousBoauTeneM yTBEpKAECH JU TOKyMEHT, |MOyHKT 12.(1.7)
COJIepIKAIINI OTTMCAHNE CUCTEMBI [TpaBun
yIpaBiIeHUs] KaYeCTBOM, BKIIIOUAs OpraHu3aluu
OTBETCTBEHHOCTh PYKOBOJICTBA? MIPOU3BOJICTBA

1.4. | ®apmarneBTHUECKas CHCTEMa KayecTBa ovHKT 9. (1.4) 0)
BKJIIOYAET JI OCYyIleCTBIeHHUE ynpasnenuss | (xiv) [IpaBun
pUCKaMH 11 KauecTBa? OpraHU3aIIH

MIPOM3BOJICTBA

1.5. | Pa3paboranbl 11 aKTyalbHbIe JOKYMEHTHI, | IyHKT 9.(1.4) 1) (v)
OTIpeIeNIAIONINE OTBETCTBEHHOCTh U [TpaBun
00513aHHOCTH TTepcoHamna? OpTaHu3aINH

MIPOM3BOJICTBA

1.6. | [IpuHATBI MEpBI U YTBEPIKICHA JIH oysekT 9.(1.4) e) (vi)
JOKyMEHTAIMs, 00ecTieunBaromas [TpaBun
MIPOU3BOJICTBO, TOCTABKY U UCIOJB30BaHUE | OpraHU3aluu
HaJJIeXKAIIUX UCXOJIHOTO ChIPhS U MIPOU3BOJICTBA
YIIaKOBOYHBIX MaTEpUAJIOB?

1.7. | IIpuHSTHI MEpBI M yTBEPIKACHA JTH nyHKT 9.(1.4) e) (vi)
JOKYMEHTAIU 110 BBIOOPY M KOHTPOJIIO [TpaBun
MOCTABIIMKOB, MOATBEPKIAIOIINE, YTO OpraHu3aINH
Kak/1ast IOCTaBKa OCYIIECTBISIETCS Yepe3 MIPOM3BOJICTBA
YTBEPKACHHYIO LIEIb TOCTAaBOK?

1.8. | Buenpens! nu mpoiiecchl, odecrieunBaomue | oyHKT 9.(1.4) %)
yIpaBJICHUE NEITEIbHOCTHIO, epenaBaeMont | (vii) [Ipaswmn
JUISL BBITIOJTHEHUS IPYTOM OpraHu3aluu OpraHu3aluu
(ympaBiieHHEe ayTCOPCUHTOM)? MIPOU3BOJICTBA
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[aTta coxpaHeHus: 22.07.2022

1.9. | YTBepxkaeHa 11 JOKyMEHTaIus, nyHKT 9.(1.4) x)
oOecrnieunBaromias ynpaBieHUe (vii) [MpaBun
JIeSITeIIbHOCTBIO, TIEpeIaBaeMOi JJist OpraHu3aIuu
BBITOJIHEHUS IPYTOil OpraHu3ainun MIPOU3BOJICTBA
(ynpaBneHue ayTCOPCUHTOM)?

1.10. |/lokyMeHTaJIbHO MOATBEPXKIICH JIH Tpoliece | MyHKT 9.(1.4) 3)
MTOCTOSTHHOTO KOHTPOJISI COCTOSTHHS (viii) TTpaBun
3(PEeKTUBHOCTH TIpoIIecca MPOU3BOJICTBA U | OpTraHU3AIIT
Ka4yecTBa JICKAPCTBEHHOTO CPEJICTBA ITyTEM | TPOU3BOJICTBA
pa3pabOTKU ¥ UCIIOIB30BAHUS
3¢ (HEeKTUBHOTO MOHUTOPUHTA U
KOHTPOJIBHBIX cUCTEM?

1.11. |Pe3ynbraThl MOHUTOPUHTA JIEKAPCTBEHHOTO | MyHKT 9.(1.4) u) (ix)
CpeCTBa U MPOLIECCOB UCTIONB3YIOTCS T [TpaBu
MIPU BBIITYCKE CEPHHU, TIPH PacCeI0BaHUN OpTaHu3aIIH
OTKJIOHECHHH U JIJIS IPUHSTUS MIPOM3BOJICTBA
MPEIYIPEKAAIONNX MEpP BO N30S)KaHUE
MOTEHIUATbHBIX OTKJIOHEHHI?

1.12. |TIpoBoauTCs TX KOHTPOJIb IPOMEKYTOUHOU | myHKT 9.(1.4) k) (X)
MPOAYKIUU B COOTBETCTBHU C [paBun
YTBEP)KJICHHOM TOKYMEHTAIUEH? OpraHu3aIuu

MIPOU3BOJICTBA

1.13. | JIokyMeHTaJIbHO MOATBEPKICHBI JIN nvHKT 9.(1.4) i) (xi)
pe3yabTaThl KOHTPOJIS 3a YIIyUIICHUEM [TpaBu
MTOCPEICTBOM BHEIPCHHUS OpraHu3aIUH
YCOBEPIICHCTBOBAHWH, OCHOBAaHHBIX Ha MIPOU3BOJICTBA
aKTyaJbHBIX 3HAHHSIX TpoIecca U
NPOAYKIIUH?

1.14. |Pa3paboraH M TOKyMEHTAILHO YTBEPKICH nyHKT 9.(1.4) 0)
JIM TIOPSIIOK OTIPEIeNICHUs U Tocienyromero | (xiv) [TpaBun
MPUMEHEHHS KOPPEKTUPYIOIIUX U (WITH) OpraHu3aIuu
NpeayIpERTAIOMNX IEUCTBUN ITPU MPOU3BOACTBA
paccie10BaHN HECOOTBETCTBUIA?

1.15. | DddexTuBHOCTH KOPpPEKTUPYIOMUX | (WaK) | myHKT 9.(1.4) 0)

NpeyNpEeRIAIOMNX TCUCTBUNA MTPU
pacciieIoOBaHUU HECOOTBETCTBUM
MPOBEPSAETCS U OLICHUBAETCA JIU B
COOTBETCTBUU C MPUHIIMIIAMH YIIPABICHUS
pUCKaMU J1Jis KauecTBa?

(xiv) [IpaBun
OpraHu3aluu
IIPOU3BOJICTBA

1.16.

BBon JIEKapCTBEHHBIX CpenCTB B
IpaXkIaHCKUI obopor hi (6] BbIJIaUU
YIIOJIHOMOYEHHBIM JIMIIOM pa3pelieHus Ha
BBIITYCK HE JOITyCKaeTCsl JIn?

oyHKT 9.(1.4) m) (xv)
[IpaBun
OpraHu3aluu
IIPOU3BOJICTBA
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

[IpaBuna opraHuszanMu MPOU3BOJICTBA M KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX
CPEICTB, YTBEPKICHHBIC IPUKA30M MUHHCTEPCTBA IPOMBIIINICHHOCTH M TOPTOBIH
Poccuiickoit ®enepanun ot 14 wmrons 2013 1. N 916 (3apeructpupoBaHbl B
MunucrtepctBe tocturu Poccum 10 centsiops 2013 r., peructpamuoHHbi N

29938)

1.17. | YTBepkaeHa u JoKyMeHTaIbHO oopmiteHa | myHKT 9.(1.4) i) (xv)
JIM TIpOLIeTypa YIOCTOBEPEHUS [TpaBun
YIOJIHOMOYEHHBIM JIULIOM, YTO KaXKAast OpraHu3aIIH
cepus JIEKapCTBEHHOT'O CpeIcTBA ObLIa MIPOM3BOJICTBA
MPOU3BEICHA U MPOKOHTPOIUPOBAHA B
COOTBETCTBUM C TPeOOBaHUSAMU
PETUCTPALIMOHHOTO J0Che?

1.18. | YTBepxkaeHa U TOKYMEHTaIbHO opopmiieHa |myHKT 9.(1.4) c)
JIY TIpOlIeTypa MPOBeACHUS caMorHCekmH, | (xvii) [TpaBun
B COOTBETCTBUH C KOTOPOU PETYISIPHO OpraHu3aIuu
oLieHUBAIOTCs 3 (HEKTUBHOCTh U MIPOM3BOJICTBA
MIPUTOJTHOCTH (PapMareBTUUECKON CUCTEMBI
KauecTBa?

1.19 | Onpenenena u foKkymeHTanbHO opopmiena | myHKT 10. (1.5)
JIM OTBETCTBEHHOCTh PykoBOACTBA IIpaBun
MpeanpusaTHs 3a Hamuuue 3¢ HEeKTUBHON OpraHu3alNx
(apmaleBTHUECKOI cUCTEMBI KauecTBa 1 MIPOU3BOJICTBA
HE0OXOTUMBIX pecypcoB?

1.20. | Onpenenensl 1 JOKYMEHTAIbHO ovHKT 10. (1.5)
00513aHHOCTH, OTBETCTBEHHOCTH U [TpaBun
MIOJTHOMOYUS Ka)KI0ro paboTHHUKA? OpraHu3aIH

MIPOM3BOJICTBA

1.21. | O0s3aHHOCTH, OTBETCTBEHHOCTD U ovHKT 10. (1.5)
MIOJTHOMOYHS IOBEJICHBI JIU /10 CBEJICHHS [TpaBun
Ka)X/10T0 pabOTHHKA U BBITIOJIHSIIOTCS BO BCEX | OPTaHU3ALUU
MOJIPA3ICIICHUSX TPOU3BOIUTEIIS? MIPOM3BOJICTBA

1.22. |IIpoBoasaTcs 1 JOKyMeHTalIbHO oopmiieHbl | myHKT 11. (1.6)
T IEPUOTNIECKHE 0030PbI [paBun
(hyHKIMOHUPOBaHUSA (PapMaIieBTHIECKOM OpraHu3aINH
CHUCTEMBI Ka4ecTBa C BOBJICUECHUEM B 3TOT MIPOU3BOJICTBA
Ipo1ecc PyKOBOJCTBA ISl HOCTOSIHHOTO
yIy4IIeHUs POIYKIIMHU, TIPOLIECCOB U CAMOI
CUCTEMBI?

2. |Ilepconan

(manee - IlpaBuna opranuzanuu Npou3BOACTBA);

HO[ZHQ!OK aTTCCTAllUX YIIOJTHOMOYCHHOT'O JIMIAa ITPOU3BOAUTCIIA JICKAPCTBCHHBIX
CPENCTB Il MEUIIMHCKOTO IPUMEHEHMSI, YTBEPKACHHBIA NTpUKa3oM MuHn3apasa
Poccun o1 01.11.2013 N 8111 (3apeructpupoBan B Munrocte Poccuu 16 nexadpst
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

2013 r., peructpanuonusiii N 30602) (nanee -

[Topsinok arrecranmu)

2.1. |Hmeercs nu B HaTMYUU OyHKT 25. (2.1)
KBaJIM(UIUPOBAaHHBIN niepcoHall, uMmeronuii | [IpaBun
OTIBIT PaOOTHI MO CHEIMATBLHOCTH? OpraHu3aIIH

MIPOM3BOJICTBA

2.2. |IlpencraBiieHa Jiu 4eTKasi OpraHu3allMOHHas | IyHKT 26. (2.2)

CTPYKTYpa IpeAnpUsITHS? [TpaBun
OpTaHu3aIIH
IIPOU3BOJICTBA

2.3. |HmeroTcs U B HAIMYUM aKTyallbHbIE IYHKT 26. (2.2)
JOJPKHOCTHBIE MHCTPYKLIMH, B KOTOPBIX [TpaBun
U3JI0KEHbI TOJDKHOCTHBIE 0053aHHOCTH OpraHu3aIH
pabOTHHKOB, 3aHUMAIOIIMX OTBETCTBEHHBIE | IPOU3BOCTBA
OJDKHOCTH?

2.4. | OtrcyTcTBYeT i1 HEOOOCHOBAHHOE IYHKT 26. (2.2)
nyOnupoBaHue 00s3aHHOCTEHN U QyHKIMN IIpaBun
paboTHUKOB? OpraHu3aluu

MIPOM3BOJICTBA

2.5. | OTCYTCTBYIOT JIU ClIy4au, KOTJa Kakue-Iu00 | myHKT 26. (2.2)
0053aHHOCTH HE 3aKPEeTICHBI HU 3a OHUM U3 | [IpaBun
pabOTHHUKOB? OpraHu3aINH

IIPOM3BOJICTBA

2.6. | ATTecToBaHO JM YIOJHOMOYEHHOE JHUIO | OyHKT 29 [IpaBui
MIPOU3BOIUTENS JIEKAPCTBEHHBIX CPEJCTB JJIS | OpraHU3aLUuU
MEIULUHCKOTO IPUMEHEHNUs? IIPOU3BOJICTBA;

IYHKTHI | - 4
[Topsinka aTrectauuu

2.7. | YIOJIHOMOUYEHHOE JIUII0 COCTOMT J B IuTaTe |MyHKT 29 [TpaBun

peanpusTHs? OpTaHu3aIIH
MIPOM3BOJICTBA

2.8. |Pa3paboraHa 1 BHEIpEeHA JIM IPOTpaMmMa oyHKT 33. (2.8)
oOydeHus 1Jid mepcoHana [TpaBun
MIPOU3BOJICTBEHHBIX 30H? OpraHu3aIlu

IIPOM3BOJICTBA

2.9. |Pa3zpaborana u BHEIpEHA JIM TporpaMma nyHKT 33. (2.8)
o0yueHMs I IepCoHaia KOHTPOJIbHBIX ITpaBun
naboparopuii? OpraHu3aIIH

MIPOM3BOJICTBA
2.10. |Pa3paboTana u BHeIpEHA JIU IporpaMmma oyHKT 33. (2.8)

OGy‘-IeHI/ISI TCXHUYCCKOT'O IMICPpCOHAIA
MPOU3BOACTBCHHBIX 30H U KOHTPOJIbHBIX

IIpaBun
OpraHu3alNx
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HOMEIEHUI?

IMPpONU3BOACTBA

2.11.

Pa3pa60TaH U BHCAPCH JIM KOMIIJICKC

nyHKT 38. (2.13)

MEPOIPHUATUHI 11O IPOU3BOJCTBEHHOM [IpaBun
TUTHEHE C YYEeTOM OCOOCHHOCTEM OpraHu3aluu
KOHKPETHOT'O MPOU3BOJICTBA? MIPOU3BOJICTBA
3. | HokyMeHTanus
[IpaBuna opraHuzanMu TMPOU3BOJICTBA M KOHTPOJIA KayecTBa JIEKAPCTBEHHBIX
CPEICTB, YTBEPKICHHBIC IPUKA30M MUHHCTEPCTBA IPOMBIIINICHHOCTH M TOPTOBIH
Poccuiickoit ®enepanun ot 14 wurons 2013 r. N 916 (3apeructpupoBaHo B
MunuctepctBe tocturuu Poccum 10 centsiops 2013 r., peructpamuoHHbi N
29938) (nanee - [IpaBuna opraHuzanuy Npou3BOACTBA)
3.1. |BHenpeHa 1y KOMIUIEKCHas CUCTEMA ovHKT 99. (4.1)
JOKyMeHTauuu? [TpaBun
OpraHu3aluu
MIPOU3BOJICTBA
3.2. | OcymiecTBisieTcs I KOHTPOJIb 3a cUcTeMOM | myHKT 99. (4.1)
JOKyMEeHTauu? [TpaBun
OpraHu3aINH
MIPOU3BOJICTBA
3.3. |IlpoBeneHa u ohopMiIeHA JIM BaTHIAIINS oyHKT 99. (4.1)
CHUCTEMBI IOKYMEHTALINU? [IpaBun
OpraHu3aIuu
MIPOU3BOJICTBA
3.4. |IIpoBoasTCsl T MEPONPUSATHS 1JIS oyHKT 99. (4.1)
o0ecreyeHus EeJIOCTHOCTH 3anKceil B IIpaBun
TEYEHUE CPOKa XpaHEeHUs1? OpraHu3aluu
MIPOU3BOJICTBA
3.5. | YcraHOBIIEH JI1 IOPSIOK pa3paboOTKH, nyHKT 100. (4.2)
odopMIIeHUS, BBIIAYH, U3BIATUS JOKYMEHTOB | [IpaBu
Y BHECCHHS B HUX U3MEHEHUN? OpraHu3aINH
MIPOU3BOJICTBA
3.6. | PermameHTupyomue JOKyMEHTBI oyHKT 101. (4.3)
MOAINKCAHBI JIM TUIAMH, UMetoluMu npaso | [Ipasun
MOJIIUCH, C YKa3aHUEM JaThl? OpraHu3aIuu
MIPOU3BOJICTBA
3.7. | YcTaHOBIJEH JIU CPOK JICHUCTBUS ovHKT 101. (4.3)

peraaMeHTHPYIOIIUX JOKYMEHTOB?

[IpaBun
OpraHu3aluu
IIPOU3BOJCTBA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

3.8. | HckitoueHo M ucnoiab30BaHue ycrapeBmux |oyHKT 103. (4.5)
BEpCHil pernaMeHTHpYyomKX JoKkyMeHToB? | [IpaBui
OpraHu3aluu
IIPOU3BOJICTBA
3.9. | JloKyMeHTBI peryisipHo nepecmaTpuBatoTcst | oyHKT 103. (4.5)
U aKTyaJIM3UPYIOTCS JIU? [IpaBun
OpraHu3aIiu
MPOU3BOJICTBA

3.10. | JlokyMeHTauus Ha CEpUI0 XPAHUTCS JIU B nyHKT 109. (4.11)
TEYEHUE OJIHOTO r'0J1a MOCJIe OKOHYaHUs [TpaBun
CpOKa I'OJJTHOCTH 3TOM cepuun? OpraHu3aluu

IIPOU3BOJICTBA

3.11. | JlokyMeHTauust Ha CEpUI0 XPAHUTCS JIU HE oyHKT 109. (4.11)
MEHee IISITH JIET 10CJIe OLIEHKH cooTBeTcTBUA | [IpaBui
CEpUU YIOTHOMOYEHHBIM JTUIIOM? OpraHu3aINH

IIPOU3BOJICTBA

3.12. | Kputnueckas JOKyMEHTaIs, BKIIOYAst oyHKT 110. (4.12)
WCXOJHBIC JaHHBIE, TOATBEPKIAIOIINE [TpaBun
MH(OPMAILIHIO PETUCTPALIMOHHOTO TOCHE, OpraHH3aIiu
XPaHUTCS JIU HA TPOTSHKEHUU CPOKa MPOU3BOJICTBA
JEHUCTBUS PETUCTPALIMOHHOTO
yAOCTOBEpeHUs?

3.13. |HWmerotcs u yTBepx)ACHHbBIE crienndukanmu | oyHKT 111. (4.13)
Ha MUCXO/HOE ChIPbE C YKAa3aHUEM AAThl [TpaBun
YTBEPKIACHUS? OpraHu3aluu

MIPOU3BOJICTBA

3.14. | merotcs mu yTBepkIeHHbIE cnieruukanuy | myHKT 111. (4.13)
Ha YIaKOBOYHbIE MaT€pPHAJIbI C YKa3aHUEM [TpaBun
JaThl YTBEPIKIEHUS? OpraHH3aIiu

MPOU3BOJICTBA

3.15. |Hmerotcs nu yTBepxkaAeHHbIE cienndukamyu | oyHKT 111. (4.13)
Ha TOTOBYIO MPOIYKIIUIO C YKa3aHueM naTtel | [IpaBuin
yTBEpKJICHUS? OpraHu3aluu

IIPOU3BOJICTBA

3.16. |HWwmerorcs nu yTBepx)ACHHbBIE crienndukanmu | oyHKT 113. (4.15)
Ha IPOMEXYTOUHYIO U HepacpacOBaHHYIO [IpaBun
MPOJYKIIUIO C YKa3aHUEM JaThl OpraHu3aINH
YTBEPKIACHHUS? MIPOU3BOJICTBA

3.17. | Amerotcs mu peraaMeHThl IPOU3BOICTBA IyHKT 115;

(TyCKOBOI1, ONIBITHO-NIPOMBIIIICHHBINA WU
MIPOMBIIIIJICHHBIN ) WU YTBEPKICHHBIC

oyskT 117. (4.18)
[IpaBun

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpanHuua 331 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100308&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100308&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100316&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100316&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100317&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100319&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100319&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100319&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100332&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100343&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=191811&date=22.07.2022&dst=100345&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

PYKOBOJICTBOM TEXHOJIOTHUECKHUE
WHCTPYKIIMU Ha KaXKI0€ MPOU3BOAUMOC
JIEKapCTBEHHOE CPEICTBO?

OpraHH3aIiH
MIPOU3BOJICTBA

BTOPUYHBIX ¥ MMEYATHBIX YIAKOBOYHBIX
MaTepuaioB UMEIOTCS JIU B HAJTMYUU
YTBEPKICHHBIC TTPOU3BOAUTEIIEM
MPOIIEAYPHI U TTOATBEPIKIAIONINE 3AIHCH?

3.18. | s Kaka0ro JIeKapCTBEHHOTO CPE/ICTBA, oyvHKT 118. (4.19)
pa3Mepa U Tuna ynakoBku npoussBojauteneM | [IpaBun
YTBEP>KJCHBI JIN HHCTPYKITUH 110 YIIAaKOBKe? | OpraHu3aluu

MIPOU3BOJICTBA

3.19. | Jlocke Ha cepuro COAECPKUT JIM 3aITUCH TI0 oyHKT 119 I[paBun
MIPOU3BOJICTBY CEPHH, KOTOpBIE OpraHu3aluu
OCHOBBIBAIOTCS Ha MMPOMBIIIIICHHBIX MIPOU3BOJICTBA
periaMeHTax u TeXHOJIOTHYECKUX
MHCTPYKLHAX?

3.20. |/locee Ha cepHur0 COAEPIKUT JIM 3aIIUCH 110 nyHKT 119 ITpaBun
YIIaKOBKE CEPUH, KOTOPbIE OCHOBBIBAIOTCS HA | OpTraHU3aLUU
MIPOMBIIIICHHBIX PErJIaMeHTaxX U IIPOU3BOJICTBA
TEXHOJIOTHYECKUX WHCTPYKIHAX?

3.21. |/Jlocke Ha ceputo COAEPKUT JIM JOKYMEHThI, | IyHKT 119 ITpaBun
[IOATBEP K IA0IIUE POU3BOICTBO CEPUH, OpraHu3aluu
KOTOpBIE OCHOBBIBAIOTCS HA MPOMBIIUIEHHBIX | TPOU3BOJICTBA
permamMeHTax ¥ TEXHOJIOTUYECKUX
HMHCTPYKLHUAX?

3.22. | docke Ha ceputo COAEPKUT JIM JOKyMEHThl | myHKT 119 [IpaBun
Ha pealln3aluio cepun? OpraHU3aIIH

MIPOM3BOJICTBA

3.23. |3amnucu no npou3BOACTBY cepuu NpoayKuuu |myHKT 121 [IpaBun
0(hOpMIISIOTCS T TOKYMEHTAIBHO OpraHu3aIIH
OJIHOBPEMEHHO C BBITIOJHEHHEM IIPOU3BOJICTBA
COOTBETCTBYIOILIEH onepanuu?

3.24. | Ha xaxayro Npou3BeACHHYIO CEPUI0 WIIH oyHKT 123. (4.21)
4acTh CEPUH COXPAHSIOTCS JIM 3alIUCH IO [IpaBun
yIHaKoBKe cepuun? OpraHu3aluu

MIPOU3BOJICTBA

3.25. |Ha npueMKy KaxJa0il TOCTaBKH KaXXJI0TO OyHKT 125. (4.22)
BUJIA UCXOJTHOTO CHIPbSI UMEIOTCSA JIH B [TpaBun
HAJIMYMU YTBEPIKICHHBIC IPOU3BOIUTENIEM | OpTraHU3aLUU
MIPOLEAYPBI U IOATBEPKAAOLINE 3alUCH? IIPOU3BOJICTBA

3.26. |Ha npueMmKy ka0 NOCTaBKU EPBUYHBIX, |IYHKT 125. (4.22)
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3.27. |IlpousBoauteneM yTBEPKJICHBI U oyHKT 128. (4.25)
0 OpPMIICHBI JT JIOKYMEHTAITLHO mporenypsl | [TpaBwr
1o oTOOpy MPoO, coziepKaIIre CBeICHHs 00 | OpraHu3aIuu
HCIOJIb3YEMBIX METOJ]aX U 00OpPYIOBAaHUH, | IPOU3BOJCTBA
KOJIMYECTBaX, KOTOPbIE JOJKHBI OBITh
0TOOpaHBI, U JIFOOBIX MO IEKAIIIX
COOJIIOJICHHIO MEPAX MPETOCTOPOKHOCTH BO
n30exaHre KOHTAMUHAIIMHA MaTeprala Win
JTF000T0 YXYAIICHUS €T0 KayecTBa?

3.28. |IIpousBoauteneM yTBEPKIEHBI U myHKT 129. (4.26)
0o OpPMIICHBI JT JIOKYMEHTAIILHO MeTOuKH | [IpaBmn
WCIBITaHUS UCXOAHOTO CHIPBS C YKa3aHUEM | OpraHu3aluu
HCIOJIb3YEMBIX METOJIOB U 000pyAoBaHUA? | IPOU3BOJCTBA

3.29. |IIpousBoauteneM yTBEPKICHBI U nyHKT 129. (4.26)
o OpMIIEHBI TU TOKyMEHTalIbHO MeToauku | [IpaBun
WCTIBITAHUS YITAKOBOYHBIX MAaTEPHAIIOB C OpraHH3aIiH
yKa3aHUEM UCTIOIb3YEMBIX METOOB U MIPOU3BOJICTBA
obopynoBanus?

3.30. |IIpousBoauteneM yTBEPKJIECHBI U nyHKT 129. (4.26)
0 OpPMIICHBI JTN TOKYMEHTAITLHO MeToauKu | [TpaBwir
WCTIBITAHUS TTPOAYKIIMH HA PA3IMIHBIX OpraHH3aIiH
CTaIUAX MPOU3BOJCTBA C yKa3aHUEM MIPOU3BOJICTBA
WCIOJIb3YEMBIX METOJIOB U 000pyaoBaHUsA?

3.31. |IIpoBenennbie uctbITaHus OPOPMIIIOTCS M | MYHKT 129. (4.26)
JOKYMEHTAIbHO? [TpaBun

OpraHH3aIiH
MIPOU3BOJICTBA

3.32. |IIpousBoaureneM yTBEPKIECHbBI U nyHKT 130. (4.27)
0(OpPMIICHBI JT TOKYMEHTAIILHO mpornenypsl, | [IpaBui
YCTaHABIIMBAIOIINE TIOPSAO0K BBITyCKa H OpraHH3aIIH
3a0paKOBKH CBHIPBS U MPOTYKIIAN? MTPOU3BOJICTBA

3.33. | Benytcs v COXpaHSIIOTCS JIU 3aIUCH T10 oyHKT 131. (4.28)
peanu3anun Kaxa0i cepuu mpoayKuuu? [TpaBun

OpraHu3aluu
MIPOU3BOJICTBA
3.34. | Pa3zpaboTaHbl M aKTyaJIbHbIE MHCTPYKIMU | myHKT 133. (4.30)

0 KCIUTyaTaIllill OCHOBHBIX €IIHHUII
MIPOU3BOJICTBEHHOTO U
KOHTPOJIbHO-aHATUTUIECKOTO
obopynoBanus?

[IpaBun
OpraHu3aluu
IIPOU3BOJICTBA
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KOHTPOJIbHbIX BOI'IpOCOB), ncno...

3.35. | PeructpanuoHHbIe KypHaJIbl UCIIOJIb30BaHUs | MYHKT 134. (4.31)
MOMEILeHUH, 000py10BaHMsI, METO/I0B, [IpaBun
MPOBEICHUS KaTMOPOBKH, TEXHHUECKOTO OpraHu3aluu
00CITy’)KUBaHUs1, OUUCTKH UM PEMOHTA IIPOM3BOJICTBA
0(hOPMIISIOTCS T JOKYMEHTAIBHO
OJIHOBPEMEHHO C BBITIOJHEHUEM
COOTBETCTBYIOIIEH onepanuu?

3.36. |PerucrpanioHHbIE )ypHaJbl UCIIONb30BaHMs | IYHKT 134. (4.31)
MIOMEILEHUH, 000py10BaHMsl, METO/I0B, IIpaBun
MIPOBEICHUS KaTMOPOBKH, TEXHUUECKOTO OpraHu3aluu
00CITyKUBaHUS, OYMCTKH UM PEMOHTA MIPOU3BOJICTBA
o(opMIIAIOTCS M JJOKYMEHTAJIBHO C
yKa3aHHEM JAaT U JIUILI, BBITOJHUBIINX 3TH
paboTbI?

3.37. |Benercs nu yueT TOKyMEHTOB B paMKax IYHKT (4.32)
CUCTEMBI YIIPaBJIEHHUs KaueCTBOM?

4. [IpouzBoacTBo
[IpaBuia opraHuzanuy IPOU3BOJCTBA U KOHTPOJS KayecTBa JIEKaApCTBEHHBIX
CPEICTB, YTBEPKICHHbIE NIPUKAa30M MUHHMCTEPCTBA IPOMBIIIJIEHHOCTH U TOPTOBIU
Poccuiickoit ®eneparun ot 14 wurons 2013 r. N 916 (3apeructpupoBaH B
MunuctepctBe tocturuu Poccum 10 centsiops 2013 r., peructpamuoHHbiii N
29938) (manee - [IpaBmira opraHu3auy Mpou3BOACTBA)

4.1. |Bce noctynaromue HCXOIHOE ChIPhE U ovHKT 138. (5.3)
YIIaKOBOUYHBIE MaTepHabl, mpoMexyTounas | [IpaBun
1 Hepac(acoBaHHas MPOTYKIHS OpraHu3aIIH
IIPOBEPSIOTCS JIM HA COOTBETCTBUE 3aKazy? | IPOM3BOJCTBA;

oyHkT 141. (5.6)
[IpaBun
OpraHM3alyu
IIPOU3BOJICTBA
4.2. | TapHble MECTa MAapKUPYIOTCA JH? myHKT 138. (5.3)
IIpaBun
OpraHu3aluu
MIPOU3BOJICTBA

4.3. |Iloctynaromiue UCXOTHOE CHIPhE U novHKT 140. (5.5)
yHaKOBOUYHbIE MaTepHalbl momeratorces jau B | [IpaBun
KapaHTHUH J10 [TOJIyYeHHsI pa3pelieHns Ha OpraHu3aLu
HCIOJIb30BAHUE UCXOIHOTO ChIpbsi? MIPOM3BOJICTBA

4.4. |IIpousBeaeHHasi rOTOBAsI MPOIYKIIUS ovHKT 140. (5.5)
MOMENIAETCs JIU B KapaHTHH 10 nonydeHus: | [IpaBun
pa3peleHus Ha BBIITyCK TOTOBOM OpraHM3alyu
POIYKIUU? IIPOU3BOJCTBA
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4.5. | YcnoBust XpaHEHHUS UCXOAHOIO CHIPbS IyHKT 142. (5.7)
COOTBETCTBYIOT JIM TPEOOBaAHUSIM [TpaBun
HOPMAaTUBHOM TOKyMEHTallUN OpraHu3aluu
IIPOU3BOANTEIIA? IIPOM3BOJICTBA

4.6. | YcnoBus XpaHEHHs YITAKOBOYHBIX oyHKT 142. (5.7)
MaTepHalloB COOTBETCTBYIOT JIU ITpaBun
TpeOOBaHUAM NPOU3BOAUTENS? OpraHu3aIIH

IIPOU3BOJICTBA

4.7. | YcnoBust XpaHEeHUs TOTOBOW ITPOAYKIIMH oyHKT 142. (5.7)
COOTBETCTBYIOT JIU TPEOOBAHUIM K [TpaBun
XpaHEHUIO, YTBEPKICHHBIM B IIpoLiEcCe OpraHu3aluu
perucrpauuu? MIPOU3BOJCTBA

4.8. |HMcxonHoe chIpbe XpaHUTCS JIM B OPSIKE, oyHKT 142. (5.7)
obecneunBaroleM paszaeneHue no cepusim? | [IpaBun

OpraHu3aluu
IIPOM3BOJICTBA

4.9. | YnakoBOYHBIE MaTepHaJIbl XPaHATCS JIU B oyHKT 142. (5.7)
nopsjke, odecrneunBaroiieM pasaenenue no | [Ipasun
cepusim? OpraHu3aIIH

IIPOU3BOJICTBA
4.10. |ToroBas mpoAyKUMs XpaHUTCS JIU B IOPSAIKE, | IyHKT 142. (5.7)
oOecrieunBarolieM paszeneHue no cepusim? | [IpaBun
OpraHu3aluu
MIPOU3BOJICTBA
4.11. |Bce ucxoaHoe ChIpbe, YIIaKOBOUYHbIE nyHkT 142. (5.7)
MaTepuasbl U IPOAYKIHMS XPAHATCS JIH B [IpaBun
nopsiike, 00ecreunBaroIleM 04epeHOCTh OpraHu3aluu
HCIOJIb30BAaHUS CKJIQJCKHUX 3a1acoB? IIPOM3BOJICTBA
4.12. |He nomyckaeTcs i1 OJHOBPEMEHHOE WU nyHKT 144. (5.9)
nocjeoBareabHOE NpoBeeHue onepauuii ¢ | [IpaBun
Pa3IUYHBIMU NIPOAYKTAMH B OJTHOM U TOM K€ | OpraHu3aluu
MIOMEILEHUY, 32 UCKIIFOUEHUEM TEX CIIy4aeB, |IIPOU3BOJCTBA
KOI'JIa HE CYLIECTBYET PUCKA MEPEIYy ThIBaHUSI
WM NIEPEKPECTHON KOHTaMUHAIUU?
4.13. |IIpousBoautenem pazpaboTaHa u oyHkT 145, (5.10)

yTBEPKJICHA JIU TIpOrpaMma MEPOTIPUATUN 110
3aIUTE MPOAYKIIMH OT MUKPOOHOU U

JPYTOo KOHTAaMUHAITUU Ha BCEX CTAJIMSIX
MPOU3BOACTBA?

[IpaBun
OpraHu3alNH
IIPOU3BOJICTBA
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4.14. |IIpousBoautenem pazpaboTaHa u oyHkT 145, (5.10)
YTBEP:KJI€HA JI IporpamMma mepornpusatui no | [Ipasun
3alIUTe UCXOTHOTO CHIPhSI OT MUKPOOHON M | OpraHU3aluu
Jpyroil KOHTAMUHAIMK Ha BCEX CTaJUAX IIPOM3BOJICTBA
MPOU3BOACTBA?

4.15. |IIpousBomuTeneM paspaboTaHa U oyHKT 145. (5.10)
yTBEp)KJCHA JIM IporpamMma Meponpustuii no | [Ipasun
3alIUTe YIIAKOBOYHBIX MaTepHAIOB OT OpraHu3aIIH
MUKPOOHOH M APYyroil KOHTAaMUHAIIUY Ha [IPOU3BOACTBA
BCEX CTaJUsIX MPOU3BOJICTBA?

4.16. |IIpexycMOTpEHBI I TEXHUYCCKUE U (MIIH) oyHKT 154. (5.19)
OpTaHU3aI[OHHBIE MEPHI JIJIs [TpaBun
MPEOTBPAICHHS TIEPEKPECTHOM OpTaHu3aIIH
KOHTaMUHauu? IIPOM3BOJICTBA

4.17. |TlpousBoauTeneM cOOTIOIACTCS JIH nvHKT 155. (5.20)
NePUOIMYHOCTb IpoBeieHus Meporpuatuil | [IpaBun
10 MIPEJOTBPALLEHHIO [TEPEKPECTHOM OpraHu3aIH
KOHTaMUHAIMU U UX 3()(PEeKTUBHOCTD B MIPOM3BOJICTBA
COOTBETCTBUH C YTBEP)KICHHBIMU
MIPOU3BOIUTEINIEM MPOLIEAYPaMu?

4.18. | McxoaHOE ChIpbE 3aKyMaeTCsl JIU TOJIBKO y oyHKT 161. (5.26)
YTBEPKJICHHBIX TIPOU3BOIUTEIIEM
OCTaBIIUKOB?

4.19. | MapkupoBKa HaXO/SIIETOCs B CKIAICKON oyHKT 164. (5.29)
30HE UCXOJHOTO CHIPBSi COOTBETCTBYET JTU [TpaBun
YTBEp)KJICHHOH Npou3BoauTeseM Gpopme OpraHu3aLu
CTaTyCHBIX 3TUKETOK? MIPOM3BOJICTBA

4.20. |IIpousBoguTeIeM YTBEPKIACHBI U oyHKT 165. (5.30)
JOKyMEHTaIbHO 0(OopMIIEHBI JI1 nponeypsl, | [IpaBun
rapaHTHUPYIOLIHE MOUTMHHOCTh OpraHu3aIIH
COZICPKMMOTO KaXKI0Tr0 KOHTEHEepa MIPOM3BOJICTBA
HCXOJIHOTO CHIPhsi?

4.21. | B npou3BoACTBE UCIIOJIB3YETCS JIU TOJIBKO IYHKT 166. (5.31)
HCXOJ/THOE CBIPhE, Pa3peIIeHHOe [TpaBun
MOJIpa3IeIeHueM KOHTPOJIS KauecTBa? OpTaHu3aIIH

IIPOM3BOJICTBA

4.22. | B npou3BoACTBE UCIONB3YETCS JIU TOIBKO IYHKT 166. (5.31)

HCXOJIHOE ChIPhE, UMEIOIIIEE HEe NCTEKIIHMA
CPOK rogHoctu?

[IpaBun
OpraHH3aIiu
MPOU3BOJICTBA
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4.23. | OOecrieueHO JIM XpaHEHUE MTEYATHBIX nyHKT 176. (5.41)
MaTepHAIIOB B O€30TTaCHBIX YCIIOBHSIX, [TpaBun
WCKJTFOYAIONINX JIOCTYT MOCTOPOHHUX JIMI? | OpTaHU3aluU

IIPOU3BOJICTBA

4.24. | ObecrieueHO JIM XpaHEHUE U oyHKT 176. (5.41)
TPAHCIIOPTUPOBKA pa3pe3aHHbIX ATUKETOK U | [IpaBui
JPYTHUX pa3pO3HEHHBIX MEYATHBIX OpraHu3aIiu
MaTepHalioB pa3AeibHO B 3aKPHITOM Tape, MIPOM3BOJICTBA
HCKIIIOYAIONICH UX MepenyThiBaHue?

4.25. |PaspelicHue Ha UCTIOIB30BAHUE nyHKT 176. (5.41)
YIIaKOBOYHBIX MAaTEPUAJIOB BBIAAETCS JIN [TpaBun
TOJILKO CIIEIMAIbHO HA3HAYCHHBIMH JIMIIAMHU | OPTaHU3aLUU
B COOTBETCTBHUH C YTBEPIKICHHOM TIPOM3BOJICTBA
MPOU3BOAUTEIEM MTPOLEAYPO?

4.26. | Kaxmoli mocTaBKe WM CEPUH MEPBUYHBIX oyHKT 177. (5.42)
WM TIEYaTHBIX YIAKOBOYHBIX MaTepUaJoOB [TpaBun
MIPUCBANBAETCs TU UACHTU(UKAIIMOHHBIN OpraHH3aIiu
HOMEp WIH UICHTHU(PUKAITMOHHBIN 3HAK? MIPOM3BOJICTBA

4.27. | JoKkyMeHTanbHO ohopmitsieTcs nm | myHKT 178. (5.43)
YHUYTOXKECHUE MIPOCPOYCHHBIX v | [TpaBun
HETNPUTOAHBIX K HCIOJIb30BAHUIO IMEYATHBIX | OPTraHU3ALUU
WJIA IEPBUYHBIX YIIAKOBOYHBIX MaTepHAIIOB? | TPOM3BOICTBA

4.28. |He nomyckaercs Jid yIakOBbIBAaHHE nyHKT 179. (5.44)
MIPOYKITUH PA3TUIHBIX BHJIOB B [TpaBun
HETIOCPEICTBEHHOM OJIM30CTH IPYT OT JIPyTa, | OpraHU3aluu
3a UCKIIIOYEHHEM CITy4acB, MIPOU3BOJICTBA
MpeaycMaTpuBaomuX Gpusndeckoe
paznenenue?

4.29. |Ilepen HagamoM onepanuii IO yIaKOBKe oyHKT 180. (5.45)
MPEANPUHUMAIOTCS TH MEPHI, [TpaBun
rapaHTUpYyIOLIxe, 4To padoyas 30Ha, OpraHu3aIIH
yIIaKOBOYHBIE JINHUH, TIEYaTHBIE MAIIMHBI U | TPOMU3BOJICTBA
npyroe 000pyIOBaHUE SIBISIOTCS YACTHIMU H
HE coJIep>KaT JitoOble UCII0JIb30BABILINECS
paHee NeKapCTBEHHbBIE CPEJICTBA,

YMaKOBOYHBIC MaTEpUaIbl WIH JOKYMEHTHI?
4.30. |OuucTka JIMHUU TPOBOAUTCS I cornacHo | myHKT 180. (5.45)

YTBEPKICHHOU
npoueaype?

MPOU3BOJAUTCIICEM

[IpaBun
OpraHu3aluu
IIPOU3BOJCTBA
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4.31. |Ha kax10M yIaKkOBOYHOM MECTE WM JTMHUU | oyHKT 181. (5.46)
YKa3bIBAIOTCS JIM HANMEHOBAHUE H HOMEP [TpaBun
CEpHH YIIaKOBBIBAEMOM MPOLYKIUHN? OpraHu3alu
IIPOM3BOJICTBA
4.32. | ObecrieunBarOTCS I MPEIOTBPAIICHHE U nvHKT 183. (5.48)
yCTpaHeHue J000H KOHTaMHUHALUU ITpaBun
MEePBUYHOM YIAKOBKH, TAKOW KaK OCKOJIKU OpraHu3aIIH
CTEKJIa U METAJUIMYECKHE YaCTHUIIbI? MIPOM3BOJICTBA
4.33. | MapkupoBKa NpoayKIuu ocymiecTisieTcss | myHKT 184. (5.49)
JM OTHOBPEMEHHO C BBITOJIHEHUEM [TpaBun
COOTBETCTBYIOIIEH omneparu (JacoBKH U OpraHu3aIIH
yHaKoBKU? MIPOU3BOJCTBA
4.34. |3anucu 0 MapKUPOBKE 0OPMIISIOTCS JIH nyHKT 184. (5.49)
OJTHOBPEMEHHO C BBITTOJTHEHHEM orieparun | [IpaBun
(hacoBKH U YITaKOBKH? OpTaHU3aIIH
IIPOM3BOJICTBA
4.35. | [IpuHSTHI 1 MEpBI, FApAHTUPYIOIIKE, yTO He | myHKT 184. (5.49)
MIPOU30MUJET NepenyThIBAHUS WU ITpaBun
OLIMO0YHONU MapKUPOBKU? OpraHu3aIIH
MIPOM3BOJICTBA
4.36. |Ilocne 3aBepuieHus onepanuii Mo ynakopke |myHKT 193. (5.57)
r00bIe OCTABIIMECS YITAKOBOYHBIE [TpaBun
MaTepHalibl C HAHECEHHBIM HAa HUX HOMEPOM | OpraHU3aLuu
CepUH YHHUTOXKAIOTCS JIH C TIOCIIEAYIONIMM | IPOM3BOJICTBA
JIOKYMEHTaJIbHBIM 0opmiieHneM?
437. |Bo3Bpar Ha ckiax = HeMapKUpOBaHHBIX | HyHKT 193. (5.57)
YIaKOBOYHBIX MaTePUAIIOB Tpou3BOUTCS 1 | [IpaBwn
B COOTBETCTBUU c YTBEP)KJICHHOMH | OpraHu3aLuu
MIPOU3BOIUTENEM MPOLEAYPO? MIPOM3BOJICTBA
4.38. | Jlo MOMEHTa NOJTyYEHHS pa3pelieHus Ha oyHKT 195. (5.59)
BBIITYCK MPOBOAMTCS JIM OLIEHKA KauecTBa [TpaBun
TOTOBOH NMPOJYKIMU M JOKYMEHTALMU Ha OpraHu3aIIH
ceputo? MIPOU3BOJICTBA
4.39. | OTKJIOHEHHbIE MaTepUabl U MPOTyKIUS nyHKT 197. (5.61)
MapKupyooTcs Jau?
4.40. | OTkJIIOHEHHbIE MaTepuagbl M NPOAYKIMS | IyHKT 197. (5.61)
XpaHiATCd JH  pa3feabHO B 30HaX C
OTpaHUYEHHBIM JIOCTYIIOM?
4.41. | IeiicTBuUS C OTKJIOHEHHBIMM MaTepuagaMu U | IyHKT 197. (5.61)

MPOAYKIHEH opopMISIOTCS TN

[IpaBun
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JIOKYMEHTaJIbHO? OpraHu3aIIH
IIPOU3BOJICTBA
4.42. | JIeficTBUS C OTKJIOHEHHBIMM MaTepuagaMu U | IyHKT 197. (5.61)
MPOAYKIMEN CAHKIIMOHUPOBAHBI JIU IIpaBun
YIOJIHOMOYEHHBIMH JIUL[AMU? OpraHu3aluu
IIPOU3BOJICTBA
5. KonTponp kauecTBa
[IpaBuyia opraHuzaluy IPOU3BOJCTBA W KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CPEeCTB, YTBEPXKIECHHbIE NPHUKa30M MHMHUCTEPCTBA NPOMBIIIJICHHOCTH M TOPTOBIIN
Poccuiickoit ®eneparuu or 14 wmrons 2013 r. N 916 (3apeructpupoBaH B
MunucreperBe toctuiun Poccunm 10 centsiops 2013 r., peructpanuoHHbii N
29938) (nanee - [IpaBuia opraHU3aIuu MPOU3BOICTBA)

5.1. |Ilompa3neneHne KOHTPOJIA KauecTBa oyHKT 203. (6.1)

HE3aBHCHUMO JI OT JPyIux noapasaeneHuit? | [Ipasui
OpraHu3aluu
IIPOU3BOJICTBA

5.2. | PykoBoauTens noapasaesieHust KOHTPOJISt nyHKT 203. (6.1)
KauecTBa UMEET JI COOTBETCTBYIOLIYIO [IpaBun
KBaTM(UKAIMIO U OTBIT PabOTHI? OpraHu3aINH

IIPOM3BOJICTBA

5.3. |Ha npeanpusitun uMeeTcs 11 KOHTpoiabHas | myHKT 203. (6.1)

nabopatopusi(n)? [TpaBun
OpraHU3aIIH
IIPOU3BOJICTBA

5.4. | Kontponbhas nabopatopus odecrieueHa 11 | myHKT 208. (6.6)
MOMEIICHUSAMHU U 000pYyIOBAHUEM IS [TpaBun
KOHTPOJISI Kaue€CTBa UCXOAHOIO ChIPhS, OpraHu3aluu
MaTepUaJIOB U JEKapCTBEHHBIX CPEJICTB, IIPOU3BOJICTBA
IIPOU3BOIMMBIX Ha IPEANPHUATHN?

5.5. | Kontponwsnas nabopatopus obecrieuena nu | myHKT 208. (6.6)
NIEPCOHAJIOM JIJIsl KOHTPOJIS KauecTBa [TpaBun
HCXOJIHOTO CBIPbsl, MAaTEpUAIIOB U OpraHu3aIH
JIEKapCTBEHHBIX CPEJCTB, IPOM3BOAMMBIX Ha | IPOU3BOJCTBA
MPEANPUATHU?

5.6. |IlnanupoBKa 30H KOHTPOJIS KayecTBa nyHKT S1. (3.5)
HCKJIFOYAET JIM CKBO3HOM NPOXOJ mnepcoHana, |IIpasun
He paboTaromero B Hux? OpraHu3aluu

IIPOU3BOJICTBA

5.7. |[nomane wu mIaHUpoBKa Jnaboparopwii | myHKT 74. (3.27)
HCKJTIOYaeT M nepenyThIBaHNE u | IIpaBun
NEePEKPECTHYI0 KOHTAMUHAINIO? OpraHu3aIu

IIPOM3BOJICTBA
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5.8. | AMeroTcs U BeIIEIEHHEBIE MECTA JUIA ovHKT 74. (3.27);
XpaHEeHH 00pa3IoB U 3aMuceit? nyHKT 88. (3.41)
5.9. | KanuOpoBKa KOHTPOJIHLHO-U3MEPUTENHHOTO U | MYHKT 88. (3.41)
aQHAJIUTUYECKOTO 000py0BaHUS (B TOM [TpaBun
quciie BECOB, IPUOOPOB 11 MOHUTOPUHIA) | OpraHU3aLUU
MIPOBOJIUTCS JIM B COOTBETCTBUU C MIPOM3BOJICTBA
WHCTPYKIHUSAMH TI0 X paboTe U
00CITy )KHBaHUIO?

5.10. | KanuOpoBka KOHTPOJIBHO-M3MEPUTEILHOTO U | IyHKT 88. (3.41)
aQHAJIUTUYECKOT0 000py0BaHUS (B TOM [IpaBun
YHUCJIe BECOB, MPUOOPOB /ISl MOHUTOPUHTA) | OpraHU3aIuu
MIPOBOAMTCS JIM B COOTBETCTBUU C MIPOU3BOJICTBA
YTBEP)KJICHHOMN NPOU3BOAUTEIEM
NEPUOANYHOCTHIO?

5.11. |Bce onepauuu no KOHTPOJIIO B IpoLEcce oyHKT 221. (6.18)
MIPOU3BOJICTBA OCYIIECTBIISIOTCS JIU B [TpaBun
COOTBETCTBUH C METO/IUKAMH, OpTaHu3aIIH
YTBEP)KJICHHBIMH TOJIPA3/IeIICHUEM KOHTPOJIS | TPOU3BOICTBA
KadecTBa?

5.12. | Pe3ynbTathl Bcex oneparuii o KOHTPoJo B | MyHKT 221. (6.18)
rporecce Npou3BoaAcTBa opopmisitorest | [Ipasun
JIOKYMEHTaJIbHO? OpraHu3aIuu

MIPOM3BOJICTBA

5.13. | PeakTuBbI U CTaHJIapTHBIE PACTBOPHI OyHKT 222. (6.19)
TOTOBSTCS JIU B COOTBETCTBHUHU C [TpaBun
MHCTPYKIMSAMH TI0 UX UCIIOJIb30BAaHUIO U OpraHu3aIIH
XpaHeHUu1o? IIPOU3BOJCTBA

5.14. |PeakTuBbI U CTaHAAPTHBIE PACTBOPHI OyHKT 222. (6.19)
MapKHUPYIOTCS JIU B COOTBETCTBHH C [TpaBun
WHCTPYKIHUSAMH TI0 X UCIIOJIb30BaHUIO H OpTaHu3aINH
XpaHEeHHUro? MPOU3BOACTBA

5.15. |Ha nocyne ¢ aHamUTUYECKMMHU peakTUBaMu | MyHKT 223. (6.20)
WM CTaHJApTHBIMH PacTBOpaMH [TpaBun
yKa3bIBaeTCs JIM JaTa, 10 KOTOPOH OHU OpraHu3aIuu
MOTYT UCIIOJIb30BaThCs ("UCIOIB30BATh MIPOM3BOJICTBA
I[OH)?

5.16. |Ha Tape yka3pIBaeTcs JM JaTa I1OJTYYECHUS OYHKT 224. (6.21)

KaXZ10ro BE€UIeCTBa, UCIOJIb3YECMOTO JJIA
IIPOBCACHUA HCHBITaHHfI, C UHCTPYKIUAMU
110 €TI0 UCII0JIb30BAaHUIO 1 xpaHeHmo?

IIpaBun
OpraHu3alnx
IIPOU3BOJICTBA
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KOHTPOJIbHbIX BOI'IpOCOB), ncno...

5.17. | Ouenka kauecTBa rOTOBOM MPOAYKIIMHI nyHKT 205. (6.3)
MIPOBOJIUTCS JIM HA OCHOBAHUH BCEX [TpaBun
(hakTOpOB, KOTOPHIE MOTYT TIOBJIHSTh HA €€ | OpraHU3aIIH
KauecTBO (BKJIIOYasl yCIOBHS MPOU3BOJICTBA, | IPOU3BOJICTBA
pe3yNbTaThl KOHTPOJIS B poIiecce
MIPOU3BOJICTBA, 0030 MPOU3BOICTBEHHOMN
JOKYMEHTAIH, COOTBETCTBHUE
crienu(UKaIUsIM Ha TOTOBYIO MPOIYKINIO U
MPOBEPKY OKOHYATEIEHOW yITaKOBKA
TOTOBOM MPOTYyKIINH)?

5.18. |Ilepconan noapasaeneHuss KOHTPOIIS nyHKT 206. (6.4)
KauecTBa UMEET JIM JIOCTYI B [TpaBun
MIPOU3BOJICTBEHHBIE 30HBI I 0TOOpa MPOO U | OpraHU3aluu
MIPOBEICHUS UCCIIEIOBAHUI? MIPOM3BOJICTBA

5.19. |Bcs nokyMeHTaIus o KOHTPOJIIO KauecTBa, |OyHKT 211. (6.8)
OTHOCSIIASICS K 3aIKCSIM 110 Tpou3BoAcTBY | [IpaBun
cepuil MPOAYKINHU, XPAaHUTCS JIH B TEUCHHE | OpraHU3aIIH
OJTHOTO TO/1a TIOCJIE UCTEYCHHS CPOKa MIPOM3BOJICTBA
TOAHOCTH CEpUH U B TCUCHHE HE MEHEE IATH
JIET MOCJIe OLIEHKH COOTBETCTBUS CEPUU
YIOJTHOMOYEHHBIM JIUIIOM B YCTAHOBJICHHOM
MIPOU3BOIUTENEM TTOPSIKE?

5.20. |IIpoBoguTCs MM OLEHKA TEHICHLIMH noyvHKT 212. (6.9)
WM3MEHEHHUS MTapaMeTpOB ISl HEKOTOPBIX [TpaBun
BHJIOB JIAHHBIX ? OpraHu3aIIH

MIPOM3BOJICTBA

5.21. |CoxpaHsI0TCS U SBISIOTCS JIN oyHKT 213. (6.10)
JIETKOJIOCTYITHBIMHE JJabopaTopHbIe KypHais! | [IpaBun
u (unm) 3anucu? OpraHu3alNx

MIPOU3BOJICTBA

5.22. |IlpousBoauTteneM OCyIIECTBIsACTCS U 0TOOp | myHKT 214. (6.11)
po0 B COOTBETCTBHH C [TpaBun
JIOKYMEHTHUPOBAaHHBIMH MIPOLIETypaMu? OpraHH3aIiu

MIPOM3BOJICTBA

5.23. | B mpoueaypax or6opa npob onpeeneHsl 11 | OyHKT 214. (6.11)
croco6 0Tdopa MpoOBI U KOIMYECTBO [TpaBun
o0pa3iua, KOTOpoe JOJKHO OBITh OTOOpaHO? | OpraHu3aIUH

MIPOM3BOJICTBA

5.24. | B mpoueaypax orbopa npob onpeeneHsl 1u | OyHKT 214. (6.11)
UCTIOJIb3yeMoe 000pyI0BaHUE, TUI U [TpaBwt
COCTOSTHUE Tapbl, HCMIOIB3yEMOM /Ui 0TOOpa | OpraHU3aIiH
poOsI? MIPOU3BOJICTBA
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

5.25. |IIpoBoauTcs 11 UACHTU(DUKAIUS Taphl C oyHKT 214. (6.11)
oToOpaHHBIMU TIpoOamMu U Tapsl, U3 KoTopoil | [IpaBun
OB OTOOPaHBI TPOOHI? OpraHu3aIu

IIPOU3BOJICTBA

5.26. | B mpouenypax orbopa mpob onpesaesnensl i | myHKT 214. (6.11)
MPOLIEAYPHI IO Pa3eICHNUI0 OTOOPAHHOTO [TpaBun
oOpa3siia Ha yacTu? OpraHu3aIiu

MIPOM3BOJICTBA

5.27. | B mpouenypax or6opa npo6 onpezeneHsl u | MyHKT 214. (6.11)
r00bIe 0cOObIe MephI peocTopokHoCTH, | [IpaBun
KOTOpBIE HEOOXOAMMO COOII0AATh, OCOOCHHO | OpraHU3aLUuU
pu 0TOOpE 00Pa3IOB CTEPUITBHBIX U MIPOU3BOJICTBA
BpPEIIHBIX BEIIECTB?

5.28. | B mpouenypax orbopa npob ornpezaenensl i | myHKT 214. (6.11)
yCIIOBUS XpaHeHUs po0? [IpaBun

OpraHu3aluu
MIPOU3BOJICTBA

5.29. | B mpouenypax orb6opa npob onpeaeseHsl i | myHKT 214. (6.11)
MPOLIEYPHI IO OYUCTKE U XPAHEHUIO [TpaBun
o0opyaoBanus st oT00pa npo6? OpraHM3alyu

MIPOM3BOJICTBA

5.30. |OTtoOpaHHBIE KOHTPOIBHBIE 0Opa3IIbI OyHKT 215. (6.12)
MPEJCTABISIOT I co00ii npencTaBurenbuyto | [IpaBun
BBIOOPKY CEPHH MCXOIHOTO CHIPHS, OpTaHU3aIIH
YIaKOBOYHBIX MaTEPHUAIOB MIIK TOTOBOU TIPOM3BOJICTBA
NPOAYKIUH?

5.31. |DTukeTKa Taphl C OTOOpPAHHBIMU 00pa3aMu | MyHKT 216. (6.13)
COJICP>KUT JIK HH(GOPMAIIHUIO O €e [TpaBun
COJIEP>KUMOM? OpraHH3aIiu

MIPOM3BOJICTBA

5.32. | DtukeTKa Tapsl ¢ OTOOpaHHBIMU OOpa3uamu | IMyHKT 216. (6.13)
COJICPKUT JIU UHPOPMALIUIO O HOMEpPE [TpaBun
cepun? OpraHu3aluu

MIPOM3BOJICTBA

5.33. |Drtukerka Tapbl ¢ OTOOpaHHBIMU OOpa3namMu | OyHKT 216. (6.13)
COJIEP>KUT Ji MH(pOpMaInio o0 nate oroopa | [Ipaswr
po06? OpraHu3aluu

MIPOU3BOJICTBA

5.34. | OTukeTKa Taphl C OTOOpPAHHBIMU 00pa3aMu | MyHKT 216. (6.13)

COZIEPIKUT JIM 0003HAUCHHE YIIAaKOBKH, W3
KOTOPO#1 5TU MpoObI ObUTH 0TOOpaHBI?

[IpaBun
OpraHH3aIiu
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

M3Yy4YEeHHsI CTaOMIIBHOCTH JIEKAPCTBEHHbIX
CpeAcTB 00CIIy>KUBAETCsI JIM B COOTBETCTBUU
¢ TpeOOBaHUSAMH, YCTAHOBJICHHBIMU
nyHkTamu 46 - 91 IlpaBui opranuzanuu
IIPOU3BOJICTBA U KOHTPOJIS Ka4eCTBa
JIEKapCTBEHHBIX CPEJICTB, YTBEPKIECHHBIX

MIPOU3BOJICTBA

5.35. | MeToauKu KOHTPOJISI Ka4eCcTBa ovHKT 218. (6.15)
BaUAMPOBAHBI JTH? [TpaBun

OpraHH3aIiH
MIPOU3BOJICTBA

5.36. | Bce ucnibiTanust npoBOJSTCS U B myHKT 218. (6.15)
COOTBETCTBUU C METOIUKAMH, [TpaBun
MIPUBEJICHHBIMH B PETHCTPAIIIOHHOM JIOChe? | OpraHU3aIluu

MIPOU3BOJICTBA

5.37. |llomy4eHHble pe3yIbTaThl UCITBITAHUI oyHKT 219. (6.16)
JOKYMEHTaJIbHO OQOPMIISIIOTCS U [TpaBun
MIPOBEPSIOTCS JIH JIsl TApAHTUU UX OpraHu3aIu
COOTBETCTBUS APYT APYTY? MIPOU3BOJICTBA

5.38. | Bce onepanuu no KOHTPOJIO B IpoIiecce OyHKT 221. (6.18)
MIPOU3BOJICTBA OCYILECTBISIOTCS JIU B [TpaBun
COOTBETCTBUU C METOJUKAMH, OpraHH3aIiH
YTBEP>KICHHBIMU MOAPA3/ICIICHUEM KOHTPOJIS | IPOU3BOJICTBA
KadecTBa?

5.39. | Pe3synbTaThl onepaiiii Mo KOHTPOIIIO B OyHKT 221. (6.18)
nporiecce mpou3BoicTBa opopmirsirorest | [IpaBun
JOKYMEHTaJIbHO? OpraHu3aluu

MIPOU3BOJICTBA

5.40. |Ilocne BBITyCcKa B 0OOparieHne IOYHKT 226. (6.23)
MIPOU3BOIUTENIEM IPOBOAUTCS JIH [TpaBun
MOHHUTOPHHT CTaOUIHLHOCTH JICKAPCTBEHHOTO | OpraHU3aIlluu
mpernapaTa B COOTBETCTBHHU C YTBEPIKICHHOUW | TPOU3BOJICTBA
MIPOrpaMMoit?

5.41. |IIporpamma nocineayromero u3y4eHus IyHKT 229. (6.26)
CTAOWJIBHOCTHU JIEKAPCTBEHHBIX CPEJICTB [TpaBun
odopmIieHa JTM IOKYMEHTaJIbHO B OpraHH3aINH
COOTBETCTBUU C TpeOOBaHUSIMU, MIPOU3BOJICTBA
YCTaHOBJICHHBIMU IIyHKTamu 92 - 134
[IpaBun opranu3anuu NpoON3BOACTBA U
KOHTPOJISI KAa4eCTBa JIEKApPCTBEHHBIX CPEJICTB,

YTBEPKACHHBIX MTPUKA30M MHUHIIPOMTOpra
Poccun ot 14 nrons 2013 r. N 916?
5.42. | ObopynoBaHue, UCIIOIB3YEMOE ISt OyHKT 229. (6.26)

[IpaBun
OpraHM3alyu
IIPOU3BOJICTBA
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

npukazoM Munnpomropra Poccuu ot 14
nioHs 2013 r. N 916, u Hpunoxenuem N 15
K [IpaBuiiam opranuszaiuu mpou3BOACTBA U
KOHTPOJIS KAa4eCTBA JICKAPCTBEHHBIX CPEJICTB,
YTBEPKICHHBIM ITPUKa30M MHUHIIpOMTOpra
Poccun ot 14 mrons 2013 r. N 916?

5.43. | Otder o paboTe Mo mporpamme nyHKT 230. (6.27)
MOCIIEAYIONIEro 3y4eHus: CTabUIbHOCTH [TpaBun
JICKapPCTBEHHBIX CPEJICTB BKIIIOUAET JIU B ceOs | OpraHu3aiuu
BECh MEPUOJ] 10 UCTEUEHUS CPOKA TOJAHOCTH | IPOU3BOJICTBA
MPOIYKIUH?

5.44. |Ywucno cepuil ¥ NEpUOANYHOCTb UCTIBITAHUM | MyHKT 232. (6.29)
CTAOMJIBHOCTHU JIEKAPCTBEHHBIX CPEJICTB [TpaBun
TTO3BOJISIIOT JIX TTPOBOJIUTH aHAJIN3 OpraHH3aIiH
TEHIECHIINNA U3MEHEHUS? MPOU3BOACTBA

5.45. | Pe3ynbTaThl MOCIEYIONMIETO U3yUYCHUS oyHKT 234. (6.31)
CTaOUIILHOCTHU AOCTYIIHBI JIU IS [TpaBun
MIpe/ICTAaBICHHS YIIOTHOMOYECHHOMY OpraHu3aIu
(beneparbHOMY OpraHy HCIOJTHUTEIHHON MIPOU3BOJICTBA
Biactu?

5.46. |IIpoBoauTcs 1M aHAIU3 CIIydaeB BbIXOAA OyHKT 235. (6.32)
PE3yNBTATOB AaHAU30B 32 MPEIEIbI [TpaBun
cnieruduKanum’? OpraHHU3aIiH

MIPOM3BOJICTBA

5.47. |IlpoBoauTcs i1 aHAW3 TEHICHIIUNA OyHKT 235. (6.32)
CYIIECTBEHHBIX HETUITUIHBIX PE3YJIbTATOB [TpaBwr
aHaIn30B? OpraHu3alu

MIPOU3BOJICTBA

5.48. |IlonrBepskaeHHBIE BBIXOIbI 32 MPEIEIbI IyHKT 235. (6.32)
CHeu(pUKAIUU WU CYIIECTBEHHbIE [TpaBun
HEraTUBHBIE TCHICHIIUH PE3yIbTaTOB OpraHH3aIiH
AQHAJIM30B JOBOJATCS JIU O CBEICHUS MIPOU3BOJICTBA
YIIOJIHOMOYEHHOTO (heZepalbHOTO OpraHa
WCTIOTHUTEJIPHON BIIacTh?

5.49. | lokyMeHTaJIbEHO O(DOPMIISIOTCS JIH oyHKT 236. (6.33)
3aKJTIOYEHUS 110 U3YYCHHUIO CTAOMIBHOCTH [TpaBwr
JIEKapCTBEHHBIX CPEJICTB, B TOM YHCIIE OpraHu3aluu
MIPOMEXYTOYHBIE BHIBOBI? MIPOU3BOJICTBA

5.50. | JlanHbBIE IO CTAOUIBLHOCTH JIGKAPCTBEHHBIX | MYHKT 236. (6.33)

CPEJICTB MOIBEPTAtOTCS JIH IEPUOANIECKOMY
0030py?

IIpaBun
OpraHu3aluu
MPOU3BOACTBA
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"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

6. KontposbHble 1 apXuBHBIE 00pa3ilbl KauecTBa
[IpaBuna opraHuzaluy IPOU3BOJCTBA W KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CPEICTB, YTBEPKICHHbIE MMPUKAa30M MHUHHCTEPCTBA MPOMBIIIJICHHOCTH U TOPTOBIU
Poccuiickoit ®eneparuu or 14 wmrons 2013 r. N 916 (3apeructpupoBaH B
MunuctepctBe tocturuu Poccun 10 centsiops 2013 r., peructpanvioHHbId N
29938) (nanee - [IpaBuia opraHuzanuy NPOU3BOICTBA)
6.1. | OcymecTBaseTcs Iu XpaHEHHE IYHKT 6. (2.2)
KOHTPOJIbHBIX U (WJIM) apXUBHBIX 00pa3uoB | [IpaBun
Ka)KJJOW CEpUU FOTOBOM MPOIYKIUU? OpraHu3anuu
MIPOU3BOJICTBA
6.2. | OcymiecTBisieTcs Jin XpaHEHUE IYHKT 6. (2.2)
KOHTpPOJIbHBIX U (WJIN) apXUBHBIX 00pa3uoB | [Ipasuin
HUCXOJHOTO ChIPhS KaXA0U cepru? OpraHu3aIuu
IIPOM3BOJICTBA
6.3. | OcymuiecTBiseTCS I XpaHEHUE IYHKT 6. (2.2)
KOHTPOJIBHBIX ¥ (UJTM) apXUBHBIX 00pa3ioB | [IpaBun
MIPOMEKYTOUHOM MPOAYKLUH KaKI0N ceprun? | OpraHu3aluu
IIPOU3BOJICTBA
6.4. |Ha npennpustuu oCyuiecTBIs€TCs U IYHKT 6. (2.2)
XpaHeHHEe KOHTPOJIbHBIX 00pa3noB kaxaon | [IpaBun
CEpUU NIEPBUYHBIX YIIAKOBOYHBIX OpraHu3aluu
MaTepUajIoB U NEYaTHBIX MaTepUaIoB? IIPOU3BOJICTBA
6.5. |Benercs nu joKyMeHTalMs, MO3BOJISIIONIAas | OYHKT 8. (2.4)
o0ecnevnTh MpOCIeKUBaEMOCTh [IpaBun
KOHTPOJIbHBIX U apXUBHBIX 00pa3oB? OpraHu3aluu
IIPOM3BOJICTBA
6.6. |3amucu yuyeTa IBUKEHHUS KOHTPOJIBHBIX U IYHKT 8. (2.4)
apXMBHBIX 00PA3LIOB ABISIOTCA JIU ITpaBun
JOCTYITHBIMU YIIOJTHOMOYEHHBIM OpraHu3aIH
(benepanbHBIM OpraHaM UCTIOJTHUTEIbHON IIPOU3BOJICTBA
BJIACTH?
6.7. | KoHTponbHBIE U apXUBHBIE 00pa3Ibl KaXJ0W | IyHKT 9. (3.1)
CepUM IOTOBOM IPOAYKIIMHU XPAHATCS JIU B IIpaBun
TE€YEHHUE CPOKA FOJJHOCTU CEPUU U OJTHOTO OpraHu3aluu
rojia mocjie UCTEYeHHs CpoKa roTHOCTH? MIPOU3BOJICTBA
6.8. | KonTponbHbIit 0Opa3el ynakoBaH Jid B ero | oyHKT 9. (3.1)
MEPBUYHYIO YIIAKOBKY? [TpaBun
OpraHu3aILu
MIPOM3BOJICTBA
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(coryameHus M) MEX1y BCEMHU
YYaCTBYIOUIMH CTOPOHAMH

6.9. | OOpasipbl HCXOIHOTO CHIPbS (Kpome nyHkKT 10. (3.2)
pacTBOPUTEINEH, ra30B WU BOJIbI, [TpaBun
MpeHa3HAYCHHBIX IS TEXHOJIOTHIECKUX OpTaHu3aIIH
LeJsiel) XpaHATCs JIU B TEUEHUE HE MEHee IIPOM3BOJICTBA
JIBYX JIET MOCJIE BBIMYCKa JIEKAPCTBEHHOTO
npenapara?

6.10. | YnakoBouHbIe MaTepuaibl XpaHsaTcs v He | oyHKT 10. (3.2)
MeHee CpoKa roIHOCTH cooTBeTcTBYIomero | [IpaBun
TOTOBOTO MPOJYKTa? OpraHu3aIIH

MIPOM3BOJICTBA

6.11. | KoHTposbHBIE 00pa3ibl XpaHATCS JIU B oyHKT 11. (4.1)
KOJIMYECTBE /IS TpoBeieHNs AByKpaTHoTro | [IpaBmn
MIOJTHOTO aHATTUTHYECKOTO KOHTPOJISI CEPUU | OpTaHHU3aIuU
IPOAYKLUHU B COOTBETCTBUU C IIPOM3BOJICTBA
TpeOOBaHUSAMHU, YCTAaHOBJICHHBIMU IIPU
rOCyJJapCTBEHHOM peructpanuu?

6.12. | OTOupaeMble KOHTPOJIbHBIE 0Opa3IIbI nyHKT 13. (4.3)
SBJISIFOTCS JTU pENpPE3eHTaTUBHBIMU /TS [TpaBun
CepUH UCXOAHOTO CHIPhS, IPOMEKYTOYHOH | OpraHu3aIiu
WJIY TOTOBOM MPOAYKIUH, U3 KOTOPOH OHU IIPOU3BOACTBA
oTOOpaHsbI?

6.13. | YcioBust XpaHeHHsI KOHTPOJIBHBIX 00pa31oB | myHKT 16. (5.2)
COOTBETCTBYIOT JIM TPEOOBAHUSM, [TpaBun
YCTQHOBJICHHBIM 1P FOCYIapCTBEHHOMN OpraHu3aILu
perucTparym JeKapcTBEHHOTo cpeacTBa? MIPOM3BOJICTBA

6.14. | Benercs 1y HeNpepbIBHBI MOHUTOPUHT OyHKT 16. (5.2)
TEMIIEPaTypHOTO PeKUMa XpPaHEHHUS [TpaBun
apXHUBHBIX 00PA3II0B B COOTBETCTBHH C OpraHu3aIIH
YCIIOBHUSMH, YTBEPKJACHHBIMU TPU MIPOM3BOJICTBA
rOCyIapCTBEHHOW PErucTpaluu
JIEKapCTBEHHOT'O CPEeACTBA?

6.15. | ApxuBHbIe 00pa3ibl XpaHITCS JIU Y OyHKT 24. (8.3)
MIPOU3BOIUTEIS, IMEIOIETO JIUIIEH3UIO Ha [IpaBun
IIPOU3BOJICTBO JIEKAPCTBEHHBIX CPEACTB? OpraHu3alu

MIPOM3BOJICTBA

6.16. | ApxuBHBIC 00pa3Ibl JOCTYITHBI JIU JIS ovHKT 24. (8.3)
YIOJIHOMOYEHHOTO (heZiepalibHOTO OpraHa [TpaBun
WCTIOJHUTENIBHOM BIacTu? OpraHu3aIIH

MIPOM3BOJICTBA

6.17. |OnpeneneHa au corjalieHueM OyHKT 25. (8.4)

IIpaBun
OpraHu3alNN
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

OTBETCTBEHHOCTH 32 OTOOP U XpaHEHUE
ApXUBHBIX 00PA3I0B MPU YYACTHH B
MOCJIeI0BATEILHOCTH "BBO3 - MPOIECC
YIaKOBKU - KOHTPOJIb - BBITYCK CepUu"
00Jj1ee 0AHOTO IPOU3BOIUTENS B IIpeenax
Poccuiickoit denepann?

IMPpONU3BOACTBA

HpeTeHSI/Iﬁ 10 Ka4Y€CTBY MMPOAYKIHUHU C
YKa3aHUEM UCXOOHbIX )laHHBIX?

7. [Iperen3un v OT3bIB MPOAYKIUU

[IpaBuna opraHuzaldyd MPOU3BOJICTBA W KOHTPOJS KayecTBa JIEKApCTBEHHBIX
CPEICTB, YTBEPKICHHBIE MPUKAa30M MHUHHCTEPCTBA MPOMBIIIJICHHOCTH U TOPTOBIHU
Poccuiickoit ®eneparun ot 14 wmrons 2013 r. N 916 (3apeructpupoBaH B
MunuctepctBe tocturun Poccun 10 centsiops 2013 r., peructpanmioHHsii N
29938) (nanee - [IpaBuia opraHu3anuu NpoOU3BOICTBA)

7.1. |IlpousBoauresneM yTBepkaeHa U oopmiieHa | myHKT 256 IlpaBun
JM TOKyMEHTaJIbHO CUCTEMa ObICTPOTO U OpraHu3aluu
3¢ (HeKTUBHOTO OT3bIBA C PHIHKA MPOAYKIIMH | TPOU3BOJICTBA
C BBISIBIIGHHBIMH WJIH TPEATOIaraeMbIMU
HapyUICHUSIMHA KauecTBa?

7.2. |IIpousBoauTeneM yTBEPKACHBI U OyHKT 256 I[IpaBun
MPOLIEYPHI paccleOBaHUs BCEX MPETEH3UN | OpraHu3aluu
1 MH(pOpMAaINH, Kacaromencs MOTeHIMAIBHO | TPOU3BOICTBA
HEZ00POKaYECTBEHHBIX JIEKAPCTBEHHBIX
cpenct?

7.3. |Ha npeanpusatuu onpeaeneHo Jiu nyHKT 257. (8.1)
OTBETCTBEHHOE JIUIIO 32 PACCMOTPEHUE [IpaBun
MPETEeH3UI U PUHATHE PEUICHUM, UMEIOIIee | OpraHu3aIuu
MPaBo MPHUBJIEKATh HEOOXOIUMBIH MepcoHan? | MPOU3BOCTBA

7.4. | YIoIHOMOYEHHOE JIULIO TIOCTaBJICHO JIU B myHKT 257. (8.1)
M3BECTHOCTH 000 Bcex (akTax [TpaBun
MIpeIbsBICHUS MPETEH3UH, pacCIeIOBaHUI U | OpraHU3aIluu
OT3BIBOB MPOAYKLUHU? MIPOM3BOJICTBA

7.5. | IIpousBonuTeneM yTBEPKACHBI iU oyHKT 258. (8.2)
MPOLEAYPBI [0 PACCMOTPEHHUIO ITpeTeH3uid Ha | [IpaBun
MOTEHIIMAJIbHO HEA0OPOKaYECTBEHHbBIE OpraHu3aluu
JIeKapCTBEHHbIE cpeicTBa? IIPOU3BOJICTBA

7.6. |IlpousBoauTesieM yTBEPKACHBI JTH nyHKT 258. (8.2)
MIPOLIEAYPHI TIO IPUHATHIO PEIICHHS 00 [IpaBun
OT3bIBE HEAOOPOKAYECTBEHHOM MPOAYKIIMU? | OpraHU3aINH

MIPOU3BOJICTBA
7.77. | OnpeneneH v NOPSIIOK pErUCTPALIUU IyHKT 259. (8.3)

IIpaBun
OpraHu3aluu
MPOU3BOACTBA
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

7.8. | Pemienus u Mepsl, IPUHATHIE 110 IYHKT 261. (8.5)
pe3yabTaTaM pacCMOTPEHUS JIF000H [TpaBun
MIPETEH3UH, TOKYMEHTAIBHO 3a)IKCHPOBAHBI | OpTaHU3AINU
am’? IIPOU3BOJICTBA

7.9. | Pemenus u Mepsl, IPUHATHIE 110 IYHKT 261. (8.5)
pe3ysbTaTtaM pacCMOTpPEHUs JTI000H [TpaBun
MIPETEeH3HUH, BKIIFOUEHBI JIU B OpraHu3aIiu
COOTBETCTBYIOIIEE JOChE HA CEPUI0? MIPOM3BOJICTBA

7.10. |PerynsipHO aHAIM3UPYIOTCS U OyHKT 262. (8.6)
JOKYMEHTaIbHO 0(OPMIISIOTCS JIU 3aIHCH [TpaBun
paccMOTpeHHs IPETEH3UH € IEeNbI0 OpraHu3aIIH
BBISIBIICHUS CTICITU(PHUECKUX U MIPOM3BOJICTBA
MTOBTOPSIONINXCS (PAKTOPOB, KOTOPHIE
TpeOYIOT 0COO0T0 BHUMAHUS U MOTYT
MIPUBECTH K OT3bIBY MPOTYKITHH?

7.11. | Onpenenen iu mopsaoK HHGOPMUpPOBaHHUs | MyHKT 264. (8.8)
COOTBETCTBYIOIIETO YIOJTHOMOYEHHOTO [TpaBun
(benepanbHOro OpraHa UCHOIHUTEIBHOM OpraHu3aIIH
BJIACTH B CIIy4ae, €CIIU MPEANPUHUMAIOTCS | IPOM3BOICTBA
NIUCTBUS, SIBIISIOLINECS CIICACTBUEM
BO3MOJKHBIX OIMMOOK B TIPOU3BO/ICTBE,
yXyALIEHUS Ka4eCcTBA MPOIYKIIIH,

BBISIBIICHUS (DaTbCUPUITMPOBAHHOM
MPOAYKIUH UK JPYTUX CEPbE3HBIX
pooJIeM, CBA3aHHBIX C KAYECTBOM
MIPOTYKIIHH?

7.12. | Ocy1iiecTBiseTcs 1 ONEPATUBHBIN OT3HIB IYHKT 267. (8.11)
MPOIYKIUH? [IpaBun

OpTaHu3aIIH
MIPOU3BOJICTBA

7.13. | 3anucu o OTrpy3Ke COAEpKaT JIh OyHKT 269. (8.13)
nH(popMaIKo 00 OpraHu3alusIX ONTOBON [TpaBun
TOPTOBIU JIGKAPCTBEHHBIMH CPEICTBAMU U OpraHH3aIiu
NpsSIMBIX 3aKa3yuKax (axpeca, Homepa MIPOM3BOJICTBA
tenedoHoB u (nin) akcoB B pabodee U B
Hepabodee BpeMs, HoMepa Cepril 1 00bEMBI
ITOCTaBOK?

7.14. | BeiaeneHa au U30JIMpOBaHHAS 30HA JIJIS oyHKT 270. (8.14)

XPAaHEHMS OTO3BAaHHOM MPOMapKUPOBAHHOMN
IIPOLYKIMH 10 IPUHATHS PELICHHS O €€
JAJIbHENIIEM HCIIOJIB30BAHUN WIIH
YHUUYTOKEHUN?

[IpaBun
OpraHM3alyx
IIPOU3BOJCTBA
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438

KROHCYJIbTAHTI UJTHOC
"O6 yTBEpX/AEHUM (hOPM MPOBEPOYHBIX INCTOB (CMUCKOB HokymenT npepoctasnen Koncynbtantilnioc

[aTta coxpaHeHus: 22.07.2022

KOHTPOJIbHbIX BOI'IpOCOB), ncno...

7.15. | OkoHYATEIbHBIN OTYET COACPKUT JIU nyHKT 271. (8.15)
MaTepuaIbHbINA OalaHC MeXIy KoiaudecTBoM | [Ipasui
ITOCTaBJIEHHOMN W BO3BPAIllCHHON OpraHu3alu
HEe100pOKaYEeCTBEHHON POAYyKIMH? IIPOM3BOJICTBA
7.16. | JlokyMeHTambHO OPOPMIISETCS JTM OTYET MO | MyHKT 272. (8.16)
aHanmu3y 3¢ dexTuBHOCTH MeponpusaTuii mo | [IpaBun
OT3bIBY IPOAYKIIUH? OpraHu3aIIH
IIPOU3BOJICTBA
8. | IIpereH3uu u OT3BIB NPOAYKIUH
@enepanbHblii 3akoH oT 27 gekabps 2002 r. N 184-®3 "O TtexHHYECKOM
perynupoBanun" (CoOpanue 3akoHoaarenscTBa Poccuiickoit denepaunn, 2002, N
52, ct. 5140; 2017, N 31, ct. 4765) (nanee - ®enepanbublii 3akoH N 184-D3)
8.1. |Hudbopmanus o0 HECOOTBETCTBUU Cratbs 37
BBINYIIEHHOW B 00pallieHrne NpoAyKIUU denepanbHOrO
TpeOOBaHUSM HOPMATUBHON JOKyMeHTaluu |3akoHa N 184-03
HaIpaBJsIeTCs JIM B OpraH rocy1apcTBEHHOIO
KOHTpPOJIS (HaA30pa) B COOTBETCTBHHU C €TO
KOMIIETEHIIUEN B TEUEHHE JECATH THEH C
MOMEHTA MOJIy4YEHUs] YKa3aHHOU
uHpopmanun?
8.2. |IIpoBoauTcs 1 MpoBEpKa JOCTOBEPHOCTH Cratbs 38
nH(pOpMallMK O HECOOTBETCTBUU NpoAyKuuu | DeaepanbHOro
TpeOOBaHUSIM HOPMATUBHON JOKyMeHTaluu |3akoHa N 184-03
B TEUCHME JECATH JTHEH ¢ MOMEHTa
NoJIy4eHHs HHpopManuu?
8.3. |IIpu moarBepkaeHUU JOCTOBEPHOCTH Cratbs 38
MH(pOpPMAaLUU O HECOOTBETCTBUU NPOAyKIMH | DenepaabHOro
TpeOOBaHUSAM HOPMATHUBHOM JIOKyMeHTauuu |3akoHa N 184-D3
B TEUEHHE JICCATHU JIHEH pa3zpabaTbIBaeTcs Jin
IIporpaMMa MepONpPUATHI 110
MPEeIOTBPALLECHUIO IPUYNHEHHS Bpeia U
COIJIaCY€eTCsl ¢ OPraHOM I'OCYJJapCTBEHHOTO
KOHTpPOJIS (HaA30pa) B COOTBETCTBHHU C €TO
KOMITIETEHITEN?
8.4. |B ciayuyae HEBO3MOXHOCTH YCTPaHEHHUS Cratps 38
yTpo3bl IPUUMHEHUS Bpea npousBoautenem | PeaepanbHOro
JIEKapCTBEHHBIX CPEJICTB MIPUHUMACTCS JTU 3akoHa N 184-®3
pelieHre o MPUOCTaHOBKE IPOU3BOICTBA U
peanu3anuu NpoayKIUH U OT3bIBE
NPOAYKIUH?
9. | YHuuroxeHue He00pOKaYeCTBEHHBIX JIEKapCTBEHHBIX CPEICTB,
¢banbcupUIMPOBAHHBIX JIeKapCTBEHHBIX CpeZCTB u KOHTpa(aKTHBIX
JIEKapCTBEHHBIX CPE/ICTB
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MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

[IpaBuia yHUYTOXKEHHUS HETOOPOKAUECTBEHHBIX
banbcupUIIPOBAaHHBIX JIEKAPCTBEHHBIX
JICKApPCTBEHHBIX  CPEJICTB, YTBEPKICHHBIC

Poccuiickoit  ®enepauun  or 3 OKTAOps

CpEnCTB u

IIOCTAHOBJICHUCM HpaBI/ITCJILCTBa
N 674 (CoGpanue
3akoHojarenbecTBa Poccuiickoin @enepanuu, 2010, N 37, ct. 4689; 2016, N 4, crt.

2010 r.

535) (nanee - IlpaBuna yHUYTOXKEHHSI IEKAPCTBEHHBIX CPE/ICTB)

JICKAPCTBCHHBIX

CPEICTB,
KOHTpa(aKTHBIX

9.1. |Hmeercs 11 10roBOp ¢ OpraHu3anuen no nyHKT 8 [IpaBun
cOopy, UCTIOJIb30BAHUIO, 00E3BPEKUBAHNIO, | YHUUTOXKEHUS
TPAHCIOPTUPOBKE U Pa3MEIICHUIO OTXOA0B | | IeKapCTBEHHBIX
- IV xnacca onacHOCTH Ha YHUUTO)KEHHE CpeAcTB
HEeT00pPOKAaYECTBEHHBIX JICKAPCTBEHHBIX
CPEICTB, Qasbcu(PULIUPOBAHHBIX
JIEKapCTBEHHBIX CPEACTB U KOHTPa()aKTHBIX
JIEKapCTBEHHBIX CPEICTB?

9.2. | B akTax 00 YHUYTOXCHHUH JIEKAPCTBEHHBIX nyHKT 11 [IpaBun
CPEZCTB, YKa3bIBACTCS JIM JjaTa YHUUTOXKEHUS | yHUUTOXKEHUS
JI€KapCTBEHHBIX CPEICTB? JIeKapCTBEHHbIX

CPEICTB

9.3. | B akTax 00 yHUYTOXKECHUU JIeKapcTBEHHBIX | MyHKT 11 [IpaBun
CpPEeZCTB, YKa3bIBAETCS JIH MECTO YHUYTOXXECHUS
YHUYTOXXEHUS JIEKAPCTBEHHBIX CPEJICTB? JIeKapCTBEHHBIX

CpEICTB

9.4. |B akTax 00 YHUYTOXXCHUU JIeKapcTBEHHBIX | myHKT 11 [TpaBun
CPEeACTB, YKa3bIBAIOTCS JIU (PaMUIIHSL, UM, YHHUYTOXKCHUS
OTYECTBO JIMILI, IPUHUMABIIUX y4acTHe B JIEKapCTBEHHBIX
YHUUTOXKEHUH JIEKAPCTBEHHBIX CPEJICTB, UX | CPENICTB
MECTO pabOThl M JOKHOCTB?

9.5. | B akTax 006 yHUYTOXKEHUU JIeKapcTBEHHbIX | MyHKT 11 [IpaBun
CpPEZCTB, YKa3bIBaeTCs JI1 000CHOBaHHE YHUYTOXKECHUS
YHUYTOXEHUS JIEKAPCTBEHHBIX CPEJICTB? JIeKapCTBEHHBIX

CPEICTB

9.6. |B akTax 00 yHUYTOXXECHUU JIeKapcTBEHHBIX | myHKT 11 [IpaBun
CPEJICTB, YKa3bIBAIOTCS JIU CBEIEHUS 00 YHHUYTOXCHHUS
YHHYTOKCHHBIX JICKAPCTBEHHBIX CPEJCTBAX | JICKAPCTBEHHBIX
(HammMeHoBaHUe, JIeKapcTBeHHas (hopma, CpencTB
JI03UPOBKa, €AMHULIBI U3MEPEHHUs], Cepusi) U
UX KOJIMYECTBE, O Tape UM yHaKoBKe?

9.7. | B akTax 00 yHUYTOXKEHUU JIeKapCTBEHHBIX | MyHKT 11 [IpaBun

CpCACTB, YKA3bIBACTCA JIX HANMCHOBAHUC
MIPOU3BOAUTCIIA JICKAPCTBCHHBIX Cpe,[ICTB?

YHUYTOXKCHUS
JICKApCTBCHHBIX
CpEICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MOApa3ICJICHUs] KOHTPOJI KaueCcTBa
ONPEIEIICHBI JIU YCIOBUS XPAHEHUS
MPOYKIIMH?

9.8. | B akTax 00 yHUYTOXXECHUU JIeKapcTBEHHBIX | myHKT 11 [TpaBun
CPEICTB, YKa3bIBAIOTCS JIU CBEICHUS O YHUUTOXKEHHUS
BJIa/IEIIbIIE JIEKAPCTBEHHBIX CPEACTB? JIEKapCTBEHHBIX
CpencTB
9.9. |B aktax 00 yHUYTOXXEHHUH JIeKapcTBEHHbIX | MyHKT 11 IIpaBun
CPEJICTB, YKa3bIBAETCS JIU CIIOCOO YHUYTOXKEHUS
YHUUTOKEHUS JIEKapCTBEHHBIX CPECTB? JIEKapCTBEHHBIX
CPEICTB
9.10. | AKTbI 00 YHUYTOXKEHUH JICKAPCTBEHHBIX nyHKT 12 [IpaBun
CPEJICTB COCTaBJISIOTCS JIU B IEHBb YHUYTOXKEHUS
YHUUTOKEHUS HE0OPOKAUECTBEHHBIX JIEKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB U (UJIN) CPEICTB
(banbcuPUIMPOBAHHBIX JIEKAPCTBEHHBIX
CpencTB?
9.11. | AkT 00 yHHUYTOKEHUU JIEKAPCTBEHHBIX nyHKT 13 [IpaBun
CPEICTB WU €ro KOMUs B TeYEHHUE 5 pabouux | yHUYTOKEHUS
JTHEH cO IHA e€ro COCTaBIEHUS HAMpPABISETCs | JIeKapPCTBEHHBIX
JIM BJIAJIENIBLIEM YHUUTOKEHHBIX CPEICTB
JIEKapCTBEHHBIX CPEJICTB B
YIOJIHOMOYEHHBIN opraH?
10. | XpaHeHwue JieKapCTBEHHBIX CPEJICTB
[IpaBuia opraHuzaluy IPOU3BOJCTBA W KOHTPOJS KayecTBa JIEKapCTBEHHBIX
CPEICTB, YTBEPKICHHbIE MPUKAa30M MHUHHCTEPCTBA MPOMBIIIJICHHOCTH U TOPTOBIU
Poccuiickoit ®enepanun ot 14 wurons 2013 r. N 916 (3aperucrpupoBaHo B
MunuctepctBe toctuumu Poccmiickoit ®enepauuu 10 centsabps 2013 1.,
peructpanuonusiii N 29938) (nanee - [IpaBuna opranu3aiu mpou3BOICTBA)
10.1. | ®apmarieBTHUECKAsA CUCTEMA KA4eCTBa, ovHKT 9. (1.4) p)
IIpeHa3HaueHHast IS IPOU3BOJICTBA (xvi) [IpaBun
JIEKapCTBEHHBIX CPEJICTB, TAPaHTUPYET JIH, OpraHu3aluu
YTO MPEANPUHATHIE MEPBI 00ECTICUNBAIOT IIPOM3BOJICTBA
KauecTBO JIEKAPCTBEHHBIX CPEJICTB B TEUECHUE
BCEro CpOKa FOJJHOCTHU MPU UX XPAHEHUU U
MOCIeAYIoEeM o0paleHuun?
10.2. | PykoBoauTenssMu IpOU3BOJICTBA U ovHKT 32. (2.7)
Mo/Ipa3/iesieHrs] KOHTPOJIS KauecTBa [TpaBun
OIIpEEIIEHBI JIU YCIIOBUS XPAaHEHUS OpraHu3aluu
HCXOJHOTO ChIpba? IIPOU3BOJICTBA
10.3. |PykoBoauTensiMu poU3BOJICTBA U IyHKT 32. (2.7)

IIpaBun
OpraHu3alNH
MIPOU3BOJICTBA
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10.4. |PykoBoauTensiMu IIPOU3BOJICTBA U IyHKT 32. (2.7)
MOIpa3/IeJICHUsT KOHTPOJISI KauecTBa [TpaBwt
MIPOBOMTCS JTU MOHUTOPHUHT yCIIOBUI OpraHH3aIiH
XpaHEHUS UCXOIHOTO ChIPhs? IIPOU3BOJICTBA

10.5. | PyxoBoauTenssmMu Npou3BOJICTBA U nyHKT 32. (2.7)
MoJIpa3/IelIeHUs] KOHTPOJIS KauecTBa [TpaBwi
MIPOBOJIUTCS T MOHUTOPUHT YCIIOBUH OpraHu3aIuH
XpaHeHUs TPOAYKIIHH? MIPOU3BOJICTBA

10.6. |OcBelieHre COOTBETCTBYET JIM Ha3HAUEHUIO | OYHKT 49. (3.3)
MOMeNIeHuA? [TpaBun

OpraHH3aIiH
MIPOU3BOJICTBA

10.7. | Temneparypa COOTBETCTBYET JIU oyHKT 49. (3.3)

Ha3HAYEHUIO TIOMEIEHUA? [TpaBwr
OpraHH3aINH
IIPOU3BOJICTBA

10.8. | Bna)XHOCTh COOTBETCTBYET JIM Ha3HAUeHHUIO | OYHKT 49. (3.3)

OMeEIeHUs? [IpaBun
OpraHu3aIuH
MIPOU3BOJICTBA
10.9. | BeHTuisAIMs COOTBETCTBYET JIM Ha3HAUCHUIO | OYHKT 49. (3.3)
MOMeNIeHua? [TpaBui
OpraHH3aIiH
MIPOU3BOJICTBA
10.10. | OcBelieHre HE OKA3BIBAET U nyvHKT 49. (3.3)
HEOJIarONPUATHOTO BO3JICHCTBHUS HA [IpaBun
JICKapCTBEHHBIE CPECTBA BO BPEMS HX OpraHH3aIiH
IIPOU3BOJICTBA U XPAHCHHUS? IIPOU3BOJICTBA
10.11. | Temneparypa He OKa3bIBaET JIA nyHKT 49. (3.3)
HEeOJIarONMPHUATHOTO BO3JICHCTBHS HA [TpaBwi
JICKapCTBEHHBIC CPEJICTBA BO BPEMS HX OpraHu3aIuH
MIPOU3BOJICTBA M XpaHEHUs? MIPOU3BOJICTBA

10.12. | Bna)xHOCTB HE OKA3bIBAET JIA nyHKT 49. (3.3)
HEOJIaronpusATHOTO BO3JCHCTBUS HA [TpaBun
JICKapCTBEHHBIE CPEACTBA BO BPEMSI HX OpraHH3aIiH
MIPOU3BOJICTBA ¥ XPAHCHUS? MTPOU3BOJICTBA

10.13. | BeHTmidamnus He OKa3bIBAET JIU ovHKT 49. (3.3)

HEOJIArONPUATHOTO BO3JICHCTBHUS HA
JIEKapCTBCHHBIE CPEJICTBA BO BPEMS HX
MPOM3BOCTBA U XPAHCHHUS?

[IpaBun
OpraHu3alNH
IIPOU3BOJCTBA
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10.14. | OcBenieHue HE OKa3bIBAET JIU nyHKT 49. (3.3)
HEeOJIaronpusITHOTO BO3ICHCTBUS HA [IpaBun
(GbyHKIIMOHUpOBaHUE 000pyAOBaHUA? OpraHu3alNH

IIPOM3BOJICTBA

10.15. | Temneparypa He OKa3bIBaET JIA nyHKT 49. (3.3)
HeOJaronpusATHOTO BO3/IeHCTBUS Ha ITpaBun
(GyHKIMOHMpOBaHUE 000pyA0BaHUA? OpraHu3aIIH

IIPOU3BOJICTBA

10.16. | Bra)kHOCTh HE OKa3bIBACT JIK oyHKT 49. (3.3)
HEeOJIaronpusTHOTO BO3CHCTBUS Ha [TpaBun
(GyHKIMOHMpPOBaHUE 000PyIOBaHHA? OpraHu3aluu

IIPOU3BOJICTBA

10.17. | BeHTus1Ms HE OKa3bIBAET JIU oyHKT 49. (3.3)
HEeOJIarompusITHOTO BO3ICHCTBUS HA [IpaBun
(GbyHKIIMOHUpOBaHKUE 000pyAOBaHUA? OpraHu3alNH

IIPOM3BOJICTBA

10.18. | IlnaHupOBOYHBIC PEIICHHS OyHKT 55. (3.8)
IIPOU3BOJICTBEHHBIX 30H U ITpaBun
BHYTPUIIPOU3BOACTBEHHBIX 30H XPaHEHHS OpraHu3aIIH
o0ecreynBaroT JIM MoCceI0BaTeIbHOE U MIPOM3BOJICTBA
JOTMYHOE pa3MeIIeHue 000pya0BaHHs U
MaTepUajIoB, CBOASIIEE K MUHUMYMY PUCK
MIepenyTHIBAHUS PA3ITUYHBIX JIEKAPCTBEHHBIX
CPEACTB WJIM UX KOMIIOHEHTOB?

10.19. | IlnaHupOBOYHBIC PEIICHHS OyHKT 55. (3.8)
IIPOU3BOJICTBEHHBIX 30H U ITpaBun
BHYTPUIIPOU3BOACTBEHHBIX 30H XPaHEHHS OpraHu3aIH
00€eCTeYnBaroT JI1 OTCYTCTBUE NMEPEKPECTHOH | IPOU3BOJICTBA
KOHTaMUHaluu?

10.20. | Cxiaackue 30HBI HIMEIOT JTH BMECTUMOCTD OyHKT 65. (3.18)
JUI yIOPSA0YEHHOT O XpaHeHus ucxoaHoro | [Ipasui
CBIPhsSI U YITAKOBOYHBIX MaTEPHAIIOB? OpraHu3aluu

MIPOU3BOJICTBA

10.21. | Cxnaackue 30HbI HIMEIOT JIH BMECTUMOCTD OyHKT 65. (3.18)
JUIS YIOPSAOYEHHOTO XpaHEHUS [IpaBun
IIPOMEKYTOUYHOM U Hepac(hacoBaHHOM OpraHu3aIlu
IPOAYKLUU? MIPOM3BOJICTBA

10.22. | Cknaackue 30HBI UMEIOT JIA BMECTUMOCTD OVHKT 65. (3.18)

JUTSL YIOPSAOYEHHOTO XpaHEHUS IPOAYKIINH,
HaxoJsIlIencs B KapaHTUHE?

[IpaBun
OpraHu3aluu
IIPOU3BOJCTBA
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BBICOKOAKTHMBHBIX BCIICCTB U
JICKAPCTBCHHLBIX CPEACTB, B OTHOIICHHUN

10.23. | Cxyiagckue 30Hbl UMEIOT JIM BMECTUMOCTD IYHKT 65. (3.18)
JUTSL YIIOPSIAOYEHHOTO XPaHEHUsI TOTOBOM [IpaBun
MPOAYKIHH, pa3peIEHHOM ISl BBIITyCKa? OpraHu3aIuu

MIPOM3BOJICTBA

10.24. | Cxiackue 30HbI UMEIOT JIM BMECTUMOCTD IYHKT 65. (3.18)
JUISL YTIOPSZIOYSHHOTO XPaHCHHUS [TpaBun
OTKJIOHEHHOM, BO3BpAIllEHHON M OpraHu3aIuH
OTO3BaHHOU MPOAYKIINN? MIPOU3BOJICTBA

10.25. | OcymiecTBisercs 11 HEMPEPbIBHBIN IYHKT 66. (3.19)
MOHHUTOPHHT YCIIOBUI XpaHEHUs? [TpaBun

OpraHH3aIiH
MIPOM3BOJICTBA

10.26. | OGecrieueHa Jin 3aIUTa UCXOAHOTO ChIpbs, | MyHKT 67. (3.20)
YIAKOBOYHBIX MaTePUAIOB U MPpoayKiuu ot | [TpaBwr
BO3JICHCTBUS TIOTOJTHBIX YCJIOBHI B MECTaX | OpraHU3aIluu
npueMKu? MIPOM3BOJICTBA

10.27. | OGecrieueHa Jin 3aIUTa KHCXOAHOTO ChIphs, | MyHKT 67. (3.20)
YIIAKOBOYHBIX MaTEPUAIOB U MpoAyKuuu oT | [IpaBui
BO3JICHUCTBHSI TOTOJIHBIX YCIIOBHI B MECTaX | OpraHU3aIiu
OTTpy3KH? MIPOU3BOJICTBA

10.28. | BeizeneHo M MeCTO B 30HE IPUEMKH ISt oyHKT 67. (3.20)
OYHMCTKH Taphl C TIOCTYMAKOIIUMHU UCXOAHBIM | [TpaBui
CBIPbEM U YIIAKOBOYHBIMH MaTepHaIaMH OpraHH3aIiH
nepe] CKJIaAnpoBaHuem? MIPOM3BOJICTBA

10.29. | Pa3paboTaHbl i1 KpUTEPUH JOITyCKa nyHKT 68. (3.21)
[IEpCOHAJIA, UMEIOLIEro MOJIHOMOYHS, B [IpaBun
OT/ICJTbHBIC 30HBI XPAaHCHHUS MPOTYKITHN? OpraHH3aIiH

MIPOM3BOJICTBA

10.30. | [T;1aHupoBKa 30HBI OTOOpPA MPOO UCXOAHOTO | MyHKT 69. (3.22)
CBIPbsI, YIIAKOBOYHBIX MaTEPUAIOB [TpaBun
WCKJTFOYAET JIM BO3MOXKHOCTh KOHTAMHHAILIMU | OPTaHU3aluU
WA TIEPEKPECTHOW KOHTAMUHAIINU MIPOU3BOJICTBA
MPOAYKIIMH?

10.31. | B ckimaackux 30Hax NpeayCcMOTPEHBI JIU nyHKT 70. (3.23)
W30JIMPOBAHHBIC 30HBI JIS XPaHEHUS [TpaBu
3a0paKoOBaHHBIX, OTO3BAHHBIX HITU OpraHu3aIUH
BO3BPAIICHHBIX UCXOTHOTO CHIPhS, MTPOU3BOJICTBA
YITAKOBOYHBIX MAaTEPUAJIOB HIIU MPOIYKIIAHU?

10.32. | O6ecrieyeno a1 6e30MacHOe XpaHEHHE oyHKT 71. (3.24)

[IpaBun
OpraHH3aIiu
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KOTOPBIX HOPMaTUBHBIMU IIPABOBBIMU
akramu Poccuiickoit denepanuu
YCTaHOBJICHBI CIIELIUAJIbHBIE YCIIOBUS
XpaHeHus?

IMPpONU3BOACTBA

10.33. | OGecrieueHo 1 6e30MaCHOE U HAJIC)KHOE OyHKT 72. (3.25)
XpaHEHHUE MeYaTHbIX YIIaKOBOYHBIX [TpaBun
MaTEepHUaIOB B U30JUPOBAHHBIX YCIOBHSIX? OpraHu3aluu

MIPOU3BOJICTBA

10.34. | IIpenycMOTpeHO i KapaHTHHHOE XpaHeHue |myHKT 140. (5.5)
MOCTYMAIOUIET0 HCXOIHOTO ChIPhs, [TpaBun
YIIaKOBOYHBIX MaTEpUaJIOB? OpraHU3aIIH

IIPOU3BOJICTBA

10.35. | IIpenycMOTpeHO 11 KapaHTUHHOE XpaHeHue |myHKT 140. (5.5)

IIPOU3BENEHHOM rOTOBOM MPOXyKIUU? IIpaBun
OpraHu3aluu
IIPOU3BOJICTBA

10.36. | UcxoaHoe chIpbe, ynakoBouHble MaTepuaisl | myHKT 140. (5.5)
COJIEpIKaTCs JIU B TOMEILEHUHU KapaHTUHHOTO | [IpaBui
XpaHEeHus 10 TOJy4YeHHs pa3pelieHus Ha OpraHu3aluu
WCIOJIb30BaHNE UCXOAHOTO CHIPhS? MIPOU3BOJICTBA

10.37. |IIpousBeneHHasi roToBasi MIPOAYKIIUS ovHKT 140. (5.5)
COJICPKUTCS JIU B TOMEIIEHUHU KapaHTUHHOTO | [TpaBun
XpaHEeHHUs J0 MOIYy4YEHHUs pa3peleHus Ha OpraHU3aIIH
BBIIIYCK T'OTOBOM MpOayKUuu? IIPOU3BOJICTBA

10.38. | McxonHoe ChIpbE, yIaKOBOUHbIE MaTepHuaibl | IyHKT 142. (5.7)
U TIPOJYKIMS XPAHATCS JIU B TIOPSIZIKE, [TpaBun
o0ecreurBaroIeM pasziefieHHe 1o cepusiM? | OpraHu3aIiu

IIPOU3BOJICTBA

10.39. | McxoaHoe chIpbe, yHakOBOUHbIE MaTepHuaibl | IyHKT 142. (5.7)
U IPOAYKIMS XpaHATCSA JIM B cOOTBEeTCTBUU € | [IpaBui
YCIIOBUSIMH, YTBEPKIEHHBIMU MTPH OpraHu3aluu
rOCy/IapCTBEHHOU PETUCTpaLlUU MIPOU3BOJICTBA
JIEKapCTBEHHOT'O CpeicTBa?

10.40. | Bce ucxoaHoe cbIpbe, yIIakOBOUHBIE ovHKT 142. (5.7)
MaTepHualibl U MPOIYKIMS XPAHITCS JIU B [TpaBun
nopsiike, 00eCeynBaroIleM YCTAHOBJICHHYIO | OpraHU3aluu
IIPOU3BOUTEIIEM OUEPETHOCTD IIPOU3BOJICTBA
HCIIOJIb30BAaHUs CKJIa/ICKHX 3aI11acoB?

10.41. | DTUKeTKH, IPUKPEIUICHHbIC K KOHTeHHepaM, |oyHKT 148. (5.13)

000pYIOBAaHUIO WJIA TTOMEIICHUSIM, YETKHE,
OJTHO3HAYHBIE, YCTAHOBJICHHOM
MPOU3BOAUTENIEM (POPMBI?

[IpaBun
OpraHM3aIyu
IIPOU3BOJCTBA
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10.42. | IIpousBoauTeneM yTBEPKICHBI JTU nyHKT 127. (4.24)
MPOLEAYPHI IO BHYTPU3aBOJICKOMN [TpaBun
MapKHPOBKE, KAPAHTUHY U XPAHEHUIO OpraHu3aIIH
HCXOJIHOTO CBHIPbsI, YIIAKOBOYHBIX U JPYTUX | IPOU3BOICTBA
MaTepHuaIoB?

10.43. | DTUKETKH CcOlepKAaT JIM HEOOXOJUMYFO oyHKT 164. (5.29)
MH(POPMAIINIO B 3aBUCUIMOCTH OT CUCTEMBI [TpaBun
ydeTa U XpaHeHus? OpTaHu3aIIH

MIPOU3BOJICTBA

10.44. |ITocne BpIIauM pa3pellieHus: Ha BBITYCK IyHKT 196. (5.60)
roToBasi MPOAYKIIHS XPAHUTCS JIU KaK [TpaBun
MIPUTO/IHAA [T pealu3allii B yCIOBHSIX, OpraHu3aIu
YCTAQHOBJICHHBIX IPOU3BOUTETIEM? MIPOM3BOJICTBA

10.45. | OTKIOHEHHBIE MaTEpHANIbl U IPOYKIUS ovHKT 197. (5.61)
UMEIOT JI YETKYIO0 MapKUPOBKY? [TpaBun

OpraHu3aIIH
MIPOM3BOJICTBA

10.46. | OTKIOHEHHBIE MaTEPHUAIIBI XPAHATCS JIU nyHKT 197. (5.61)
pa3aenbHO B 30HAX C OTPaHUYEHHBIM [TpaBun
noctynom? OpraHu3aluu

MIPOU3BOJICTBA

10.47. | OTKI0HEHHAs NPOAYKLUS XPAHUTCS JIU nyHKT 197. (5.61)
pa3aeNnbHO B 30HaX C OrPaHUYEHHBIM [IpaBun
noctyrnom? OpraHu3aIuu

MIPOM3BOJICTBA
10.48. | Oto3BaHHas MPOAYKLHS IPOMApPKUPOBaHa nyHKT 270. (8.14)
am? IIpaBun
OpraHu3aIIH
MIPOM3BOJICTBA
10.49. | OTo3BaHHAas MPOAYKIUS XPAHUTCS TN nyHKT 270. (8.14)

OTAEIBHO B 0e30I1acHoM 30HEe?

IIpaBun
OpraHu3alNx
IIPOU3BOJCTBA

11.

XpaHeHHe JICKAPCTBCHHBIX IMpETIapaToB 11 MCAUIUHCKOI'O MPUMEHCHUA

[IpaBuna HamIexameil NPaKTUKA XpaHEHHUs U IEPEBO3KH JICKApPCTBEHHBIX
IpernapaTroB Uil  MEIUIMHCKOTO IPHUMEHEHMs, YTBEpXKAECHHBbIE IPHKa30M
Munuctepcrsa 3apaBooxpanenus Poccuiickoit @enepauuu ot 31 aBrycra 2016 r.
N 646H (3apeructpupoBad B MunHucTepcTBe foctuiun Poccuiickoit @exeparu 9
suBapsg 2017 1., peructpanuonnbii N 45112) (manee - IlpaBuna xpaHeHus
JIEKapCTBEHHBIX CPEJICTB)
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

JOJKHOCTHBIX MHCTPYKIUAX?

11.1. |Hmerorcs m1 JOKYMEHTHI, nyHKT 3 [TpaBun
peraaMeHTHPYIOIIME MOPAIOK COBEPIICHNUS | XpaHEHUs
paboTHUKaMU JAEUCTBUN TPU JIEKapCTBEHHBIX
OCYILECTBIICHUH XpaHEHUs U (WUIIH) CpeAcTB
NePEBO3KE JIEKAPCTBEHHBIX MPENnapaToB?

11.2. | AmeroTcs 11 JOKYMEHTHI, nyHKT 3 [IpaBun
periaMeHTHPYIOLIUe MOPSI0K XpaHeHHUs
00CITy’)KUBaHUs U IOBEPKU U3MEPUTEIBHBIX | JIEKapCTBEHHBIX
pubOpPOB U 000pyHOBaHUS? CpeJlCTB

11.3. | merorcs 1 JOKYMEHTHI, nyHKT 3 [TpaBun
peraaMeHTHpYIOIINE BECHUE 3allCeH, XpaHEeHUs
OTYETOB U UX XpaHeHue? JIEKapCTBEHHBIX

CpEeICTB

11.4. | merorcs 11 JOKYMEHTHI, nyHKT 3 [TpaBun
peraaMeHTHPYIOIINE TPUEMKY XpaHeHus
JIEKapCTBEHHBIX MpernapaToB? JIeKapCTBEHHbIX

CpeAcTB

11.5. | meroTcs 11 JOKYMEHTHI, nyHKT 3 [IpaBun
periaMeHTHPYIOIIUE TPAHCIIOPTUPOBKY XpaHeHHUs
JIEKapCTBEHHBIX ITpeNapaToB? JIEKapCTBEHHBIX

CPEICTB

11.6. |Hmerorcs mu JOKYMEHTHI, nyHKT 3 [TpaBun
peraaMeHTHpYIOIINE pa3MelIeHNe XpaHEeHUs
JIEKapCTBEHHBIX MTpenapaToB? JIEKapCTBEHHBIX

CpEeICTB

11.7. |Cucrema kauecTBa rapaHTupyeT Jid, UTO nyHKT 4 [TpaBun
NepeMelleHue JIEKapCTBEHHBIX MPENapaToB | XpaHEHUs
MeXJy CyObeKTaMu oOpaleHus JIeKapCTBEHHbIX
JIeKapCTBEHHBIX IpenapaToB, B TOM YHUCIIe CpeAcTB
BHYTPH KOHKPETHOT'O CyOBeKTa 0OpaleHus
JIEKapCTBEHHBIX IpenapaToB, 00ecIeynBaeT
XpaHEHHUE U NMEePEBO3KY C COOIII0IEHUEM
TpeOOBaHMI, YCTAHOBICHHBIX
3aKOHOIATEILCTBOM Poccuiickoit
Oenepaunn?

11.8. | O0s13aHHOCTH ¥ OTBETCTBEHHOCTh nyHKT 4 [IpaBun
pabOTHUKOB CyObEeKTa OOpaIieHHs XpaHeHUs
JIEKapCTBEHHBIX IIPENApPaTOB, B TOM YHUCIIE JIEKapCTBEHHBIX
OTBETCTBEHHOTO JINLIA, 3aKPEIUICHBI JIU B CPEICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

11.9. | OcymiecTBisercs u KOHTPOJIb 3a nyHKT 6 [IpaBun
JEeSTENIbHOCTBIO 110 XPAaHEHUIO U (WJIH) XpaHEHUS
MepeBO3Ke JIEKApCTBEHHBIX MPENapaToB, JIEKapCTBEHHBIX
repeaaHHON MPOU3BOUTEIIEM CPEICTB
JIEKapCTBEHHBIX MPENapaToB WIH
OpraHu3aluen ONTOBOM TOPTOBIIN
JIEKapCTBEHHBIMU NpenapaTtaMu AJis
OCYIIECTBJIEHUS IPYroi (CTOPOHHEN)

OopraHu3anuein?

11.10. | HoroBop, Mo KOTOPOMY OCYLIECTBIIAETCS nyHKT 6 [TpaBun
nepenaya e TEIbHOCTH Ha ayTCOPCHHT, XpaHeHus
3aKJIIOYEH JIM C yKa3aHUuEeM 00sS3aHHOCTEH JIEKAPCTBEHHBIX
KaXI0W U3 CTOPOH, MOPsAIKA JEUCTBUHI U CpPENCTB
OTBETCTBEHHOCTH CTOPOH?

11.11. | o 3akitoueHust 10ropopa ayTCOpCUHTa nyHKT 6 [IpaBun
IIPOU3BOIUTEIIb JIEKAPCTBEHHBIX NIPENIApaTOB | XpaHEHUS
yOeIuIics 1 B MPaBOCTIOCOOHOCTH JIEKapCTBEHHBIX
WCIIOJIHUTEIIS U €r0 BO3MOKHOCTH CPEICTB
BBITIOJTHUTH 00513aTENIbCTBA 110 I0TOBOPY
ayTcopcuHra?

11.12. | ITomewieHus 115 XpaHEHUs IEKAPCTBEHHBIX | IYHKT 12 [IpaBun
IpernapaToB 00eCIeYNBAIOT JIU OE30MacHOe | XpaHEHUS
pa3zenbHOEe XpaHEHUE U NepeMEIICHUE JIEKapCTBEHHBIX
JIEKapCTBEHHBIX MTpENapaToB? CPEICTB

11.13. | O0OecrieynBaeT JI ILIOMIAAb ITOMEIIEHUHA nyHKT 13 [IpaBun
XpaHEHUE JIEKAPCTBEHHBIX MpenapaToB? XpaHEHUs

JIEKapCTBEHHBIX
CPEICTB

11.14. |IInomanp NOMENIEHUI COCTABIISIET JIU HE nyHKT 13 TIpaBun

MmeHee 150 kB. MmeTpoB? XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB

11.15. | UmeroTcs nu BBIACIICHHBIE 30HA IPUEMKH U | IIyYHKT 14 [IpaBun

SKCIEIULINH JIEKAPCTBEHHBIX NIPenapatoB? | XpaHEHUS
JIEKaApCTBEHHBIX
CPEICTB

11.16. | Umeetcs nu BeIAeIeHHAS 30HAa OCHOBHOI'O nyHKT 14 [IpaBun

XpaHEHUs JIEKapCTBEHHBIX IIpenapaToB? XpaHEeHUs
JIEKapCTBEHHBIX
CPEICTB
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"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

11.17. | UmeroTcs 11 BbIACIEHHBIC 30HbI XpaHeHUs! | MyHKT 14 [IpaBun
JIEKapCTBEHHBIX MIPENapaToB, TPEOYIOMIMNX XpaHEeHUs
CIELNAJIbHBIX YCIOBHI? JIEKapCTBEHHBIX

CpeAcTB

11.18. | Umeercs nu BlIETIEHHAS 30HA yHKT 14 [IpaBun
KapaHTUHHOT'O XPaHEHUS JIEKapCTBEHHBIX XpaHEeHHUs
npemnaparon? JIeKapCTBEHHbIX

CpeAcCTB

11.19. | Umeetcs nu BeIAEIEHHAS 30HA XPAaHEHMUS nyHKT 14 [IpaBun
BBISIBIIEHHBIX (hanbcu(DUIIMPOBAHHBIX, XpaHEHUs
HEe100pOKaYeCTBEHHBIX, KOHTPa(paKTHBIX JIEKapCTBEHHBIX
JIEKapCTBEHHBIX MTpenapaToB? CPEICTB

11.20. |ITomemieHus 1 30HBI, UCIIOJIB3YEMBIE JUIS nyHKT 17 IIpaBun
XpaHEeHUs JIEKapCTBEHHBIX MPENaparTos, XpaHEeHUs
OCBELICHBI JIU? JIEKAPCTBEHHBIX

CpeAcTB

11.21. | Cucrema, 3aMeHsroIIas pa3iesieHHE 30H nyHKT 18 [IpaBun
XpaHEeHHUs1, B TOM YHCJIE IOCPEACTBOM XpaHEeHHUs
3JIEKTPOHHON 00pabOTKHU 1aHHBIX, JIeKapCTBEHHbIX
oOecrieunBaeT i TpeOyeMblil ypOBEHb CPEICTB
0€30MMacHOCTH U BaTuAUpOBaHa?

11.22. | ATMMHUCTPAaTUBHO-OBITOBBIC TTOMEIIICHHS nyHKT 19 IIpaBun
OTJIEJIEHBI JIU OT 30H XPaHEHUSI XpaHEeHUs
JIEKapCTBEHHBIX MTpenapaToB? JIEKapCTBEHHBIX

CpeAcTB

11.23. | B nomenieHusx u (Min) 30Hax nyHKT 21 TIpaBun
MOIEPKUBAIOTCA JIU TEMIIEpPATypHbIE XpaHeHus
PEXKUMBI XpaHEHHUs1, COOTBETCTBYIOLINE JIeKapCTBEHHbIX
YCIIOBUSAM XpaHEHUs, yKa3aHHBIM B CpeAcTB
JOKYMEHTAIH, COCTABJIAIOIIEN
PETUCTPALIMOHHOE JOChE JIEKAPCTBEHHOTO
npenapara?

11.24. | B nomeuienusx u (Win) 30Hax nyHKT 21 TIpaBun
MOJIEPKUBAETCS JIU BIAXKHOCTD, XpaHEeHUs
COOTBETCTBYIOIAsl YCIOBUSM XpaHEHHUS, JIEKapCTBEHHBIX
yKa3aHHbIM B JOKYMEHTALlUH, CpeAcTB
COCTaBJIAIOLIEH PErUCTPAllMOHHOE JI0ChE
JIEKapCTBEHHOTI'0 Ipenapara’?

11.25. | OcymecTBisercs U JOKyMEHTAIBHO nyHKT 22 [IpaBun
YTBEPKACHA JIU NPOLIETypa TEMIIEPATYPHOTO | XpaHEHUS
KapTHPOBaHUS sl obecrieueHust TpeOyeMbIX | JIeKapCTBEHHBIX
YCIIOBUH XpaHEHUsI JIEKaPCTBEHHbIX CPEICTB
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[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

MIPEemapaToB B MOMEMICHUAX (30HAX),
HCIIOJIb3YCMBIX IUIS XPaHCHUS
JIEKapCTBEHHBIX MPENApPaTOB,
IIPOU3BOAUTCIIAMUA JICKAPCTBCHHBIX
npenapaTroB?

MIOBEPXHOCTHU CTEH, MOTOJIKOB) JIJIsl XpaHEHHUSI
JIEKapCTBEHHBIX IIPENAPATOB JOIYCKAET JIU
BO3MOKHOCTh MPOBEJICHUS BIaKHOU YOOPKHU
1 UCKJIF0YAET HAKOIUIEHUE TN ?

11.26. | O6opynoBaHue JUist KOHTPOJIS TeMrepaTtypsl | myHKT 22 [IpaBun
pa3Meniaercs i B MOMENIeHus (30HaX) B XpaHCHUS
COOTBETCTBUH C pe3yJibTaTaMu JIEKapCTBEHHBIX
TEMIIEPaTypHOro KapTUPOBAHUS, HA CPEICTB
OCHOBaHUU MPOBEACHHOIO aHAJIN3a U OLIEHKH
pUCKOB?

11.27. | TemnepaTypHO€E KapTUpOBaHUE NOBTOpsieTcs | MyHKT 22 [IpaBun
JIM B COOTBETCTBUH C pe3yJIbTaTaMU aHAJIN3a | XpaHEHUS
PHUCKOB U TIPH H3MEHEHUSX B KOHCTPYKIIMU | JIEKAPCTBEHHBIX
roMenieHus (30H) Wik 000pyI0BaHUS TS CpencTB
KOHTPOJISI TEMITepaTypbl?

11.28. | Pe3ynpTarsl TEMOEpaTypHOro KapTUpPOBaHUs | MyHKT 23 [IpaBun
PETUCTPUPYIOTCS JIU B CHICIIUATIBHOM XpaHeHUs
KypHase (KapTe) perucTpanuiu Ha JIEKapCTBEHHBIX
OyMaXHOM HOcHTeJe U (WIK) B DJIEKTPOHHOM | CPEICTB
BUJIE €KEHEBHO, B TOM YHCJIE B BBIXOJIHBIC
Y TIpa3IHAYHBIC THUA?

11.29. | Kypnan (kapTa) peructpaluu XpaHuTcs Ju B | MyHKT 23 [IpaBun
TE€YEHUE ABYX JIET? XpaHEeHHUS

JIEKapCTBEHHBIX
CpencTB

11.30. | Pa3paboTan u yTBEpKJICH JTU KOMIUJIEKC Mep, | IMyHKT 24 [IpaBun
HaIpaBJIEHHBIX HA MUHUMHU3AIIMIO PUCKA XpaHeHUs
KOHTaMHUHAIIMA MaTEePHUAaIOB WU JIEKapCTBEHHBIX
JIeKapCTBEHHBIX MPEnapaToB, IPU YCIOBUH | CPENICTB
cOOII0ACHUS 3alllUThI OT BO3/IEHCTBUS
(hakTOpOB BHELIHEN Cpeibl?

11.31. | UmeroTcst 1M JOKYMEHTUPOBAHHBIE yHKT 25 [IpaBun
MPOIIEAYPHI 110 YOOPKE MOMEIICHHH (30H) XpaHEHHUs
JUISL XpaHEHUSs JIEKapCTBEHHBIX MpenapaTtoB? | J1eKapCTBEHHBIX

CpencTB
11.32. | OTnenka moMemnieHui (BHyTpEHHHE nyHKT 25 [IpaBun

XpaHCHHUS
JICKapCTBEHHBIX
CpEICTB
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[aTta coxpaHeHus: 22.07.2022

11.33. | OGopynoBanue, ”HBEHTAPh U MaTEPHAIIbI nyHKT 25 IIpaBun
111 yOOpPKH (OUMCTKH), @ TAKXKE MOIOIINE | XpAaHEHHUS
Ne3uHGUIMPYIOLIUE CPEACTBA XPAHATCS JIU B | I€KApPCTBEHHBIX
OTJIeTIbHBIX 30HaX (1mKadax)? CpeICTB

11.34. | IlomemieHus 115 XpaHEHUs IEKAPCTBEHHBIX | IYHKT 26 [IpaBun
[IpernapaToB 00eCHIeUnBalOT JIU 3alUTY OT XpaHEeHHUs
MIPOHUKHOBEHUS HACEKOMBIX, TPHI3YHOB WII | JIEKAPCTBEHHBIX
JPYTUX KUBOTHBIX? CpeAcCTB

11.35. | IIpenycmoTpeHo Jiu pa3feiaeHue NOTOKOB nyHKT 28 [IpaBun
NIEPEMEILEHUS JIEKAPCTBEHHBIX MPENapaToB | XpaHEHUS
MEX/1y IOMEUIEHUSIMU U (WIN) 30HAMM JUIsl | JIEKApCTBEHHBIX
XpaHEeHUs JIEKapCTBEHHBIX IpernapaToB? CPEICTB

11.36. | Cremnaxwu (mkadbl) Uit XpaHEHUS nyHKT 29 [IpaBun
JIEKapCTBEHHBIX IIPENapaToB XpaHEeHUs
MIPOMapKUPOBAHBI JIN? JIEKapCTBEHHBIX

CpeAcTB

11.37. | UmeroTcs nu CTeIIaXHbIe KapThl, nyHKT 29 [IpaBun
obecreunBaroIue HACHTU(HUKALIUIO XpaHEeHHUs
JIeKapCTBEHHBIX MpenapaToB B COOTBETCTBUM | JICKAPCTBEHHBIX
C IPUMEHsIEMON CyObEKTOM 00paleHHs CPEICTB
JIEKapCTBEHHBIX IIPENApaTOB CUCTEMOM
yuera?

11.38. |IIpumeHseTcs 11 BMECTO CTEJUIAXKHBIX KapT | MyHKT 29 [IpaBun
AJIEKTPOHHAS CUCTEMa 00pa0OTKHU TaHHBIX C | XpaHEHHUS
UAeHTUPUKAIUEH TeKapCTBEHHBIX JIEKapCTBEHHBIX
[IpenaparoB MPH MOMOIIU KOJIOB? CpeAcTB

11.39. | IIpeanpuHATHI JIn MEPBI U30JIALIMI yHKT 30 [TpaBun
JIEKapCTBEHHBIX MPENapaToB, BBIBEACHHBIX | XpaHEHHUs
u3 o0palleHus, KOTOpble TapaHTUPYIOT JIeKapCTBEHHbIX
UCKJIIOUEHHE UX MONaJaHus B oOpaiieHue? | CpelcTB

11.40. | JlekapcTBeHHbIe npenaparsl, noanexamue | myHKT 31 [IpaBun
MIPEIMETHO-KOJIMYECTBEHHOMY YUETY, 3a XpaHEeHUs
HCKIIIOYEHUEM HapKOTHUUECKHUX, JIEKapCTBEHHBIX
MICUXOTPOIHBIX, CHJILHOIEHCTBYIOIINX U CPEICTB
SJTOBUTBHIX JIEKAPCTBEHHBIX CPEJ/ICTB,

XpaHATCA JIM B METAJUINYECKUX UITH
JIepeBSHHBIX LIKa(ax, ONeuaTbIBAEMbIX UIH
IUIOMOUpPYEMBIX B KOHIIE pabouero THs?

11.41. | JlekapcTBeHHBIE ITpenapaThl, CoepKallne nyHKT 32 [IpaBun
HapKOTUYECKUE CPEJCTBA U IICUXOTPOIIHBIE | XpAaHEHUS
BELIECTBA, XPAHATCSA JIM B COOTBETCTBUU C JIEKapCTBEHHBIX
3aKOHOATenbCTBOM Poccuiickon CPEICTB
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q)e;[epaunn O HAPKOTHYCCKUX CPCACTBAX U
NCUXOTPOIMHBIX BGH_IGCTBaX?

PEMOHTA, TEXHUIECKOTO 00CITyKUBAHUS,
MOBEPKH U (W) KAITMOPOBKH
obopynoBanus?

11.42. | XpaHeHue eKapCTBEHHBIX IIPENapaToB, nyHKT 33 [IpaBun
COJIepKAIINX CHIIBHOJCHCTBYIOIINE U XpaHeHHUs
STOBHUTHIC BEIIECTBA, HAXOASIINXCS IO JIeKapCTBEHHBIX
KOHTPOJIEM B COOTBETCTBUU C CpEICTB
MEXTyHapOAHBIMU MPABOBBIMH HOPMaMHU,

OCYIIECTBIISICTCS JIU B TOMEIICHUSX,
000pYIOBaHHBIX MHKEHEPHBIMH U
TEXHUYECKUMU CPEICTBAMH OXPAaHbI,
aHAJIOTHYHBIMU TPEAYCMOTPEHHBIM JIJIS
XpaHEHHST HAPKOTHYECKUX U TICUXOTPOITHBIX
JIEKapCTBEHHBIX CPEACTB?

11.43. | O6ecnieunBaeTcs Jid OXpaHHAs CUCTEMA, nyHKT 35 TIpaBun
MO3BOJISIONIAs MTPEIOTBPALIATh XpaHeHUs
HEMpaBOMEpPHOE MPOHUKHOBEHUE B JIIOOBIE | JIEKAPCTBEHHBIX
MIOMEUICHHUS (30HBI) AJIs1 XpaHEHHS CpeAcTB
JIEKapCTBEHHBIX ITpENapaToB?

11.44. | O6opynoBanue, OKa3bIBarollee BIMsSIHNE HAa | OYHKT 36 [IpaBun
XpaHeHue U (WIHN) IEPEBO3KY XpaHECHUS
JIEKapCTBEHHBIX MPEnapaToB, JIeKapCTBEHHBIX
CIPOEKTUPOBAHO, Pa3MELICHO U CpEICTB
00CITyKUBAETCS JIU COTJIACHO IOKyMEHTALUU
IO €T0 HCIOJIb30BAHUIO (IKCIUTyaTaIum)?

11.45. | O6opynoBanue, oTHOcsIIEeecs K cpeactBaMm | myHKT 38 [IpaBun
M3MEpEeHUil, 10 BBOJA B OKCILTyaTalUIO U XpaHeHUs
[ocjie PEMOHTA MOJUIEKHT JIU NEPBUYHOM JIeKapCTBEHHBIX
noBepKe u (Mn) KaTuOpOBKe B CPEICTB
COOTBETCTBUH C TPEOOBAHUSIMH
3akoHojaTenbeTBa Poccniickonn denepanmun
00 obecrieueHnH eTMHCTBA U3MEPEHUI?

11.46. | O6opynoBanue, oTHOCsIIEeecs K cpeacTBaM | MyHKT 38 [IpaBun
W3MEpEeHUil, MOAIEKUT JIU B Ipoliecce XpaHeHUs
AKCIUTyaTalluu MepUOINIECKON MOBEPKE U JIEKapCTBEHHBIX
(unn) kanuOpOBKE B COOTBETCTBUU C CpelCTB
TpeOOBaHUSIMH 3aKOHOIATENLCTBA
Poccuiickoit @eneparuu 06 odecrieueHun
€IMHCTBA U3MEPEHUI?

11.47. | PazpaboTan u yTBepx/ieH Jiu rpadux nyHKT 39 IIpaBun

XPaHEHUS
JIEKapCTBEHHBIX
CPEICTB
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11.48.

PemoHT, TexHHYeCcKOe 00CTyKIUBaHHUE,
noBepKa ¥ (WIn) KamuOpoBKa 000py10BaHUs
HE OKa3bIBAIOT JIM HETaTUBHOTO BO3AEHCTBUS
Ha KaueCTBO JIEKAPCTBEHHBIX MpenapaToB?

nyHKT 39 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpeICTB

11.49.

JlexapcTBEeHHBIE TpENapaThl pa3MENIEHBI JIU
Ha CTeJUIayKax MU MoAaoHax?

nyHKT 48 [IpaBun
XpaHEHUS

JICKapCTBEHHBIX
CpEnCTB

11.50.

He nomyckaercs i pa3MenieHrue TOI0OHOB C
JIEKapCTBEHHBIMHU MpenapaTaMu B

HECKOJIBKO PSJIOB IO BBICOTE O€3
HUCIIOJIb30BAHUSA CTeILIaxXen?

nyHKT 48 [IpaBun
XpaHEHUs

HeKapCTB CHHBIX
Cpe/cTB

11.51.

JlexkapCcTBEHHBIE TperapaThl pa3MeIarT JIH
B NIOMELIEHUAX U (WIM) 30HaX JJIsl XpaHEHUS
JICKapCTBEHHBIX NPENapaToB B COOTBETCTBHH
c TpeOOBaHUSIMHU HOPMAaTHBHOM
JOKYMEHTaruu u (win) TpeOOBaHUSIMH,
yYKa3aHHBIMH Ha YIAKOBKE JIEKapCTBEHHOTO
npemapara, ¢ y4eToM (QU3NKO-XUMUYECKUX
CBOWCTB JICKAPCTBEHHBIX MPETIAPATOB?

nyHKT 49 [IpaBun
XpaHEeHUS

JIEKapCTBEHHBIX
CpeICTB

11.52.

JlexkapcTBEHHBIE TpemapaThl pa3MenarT JIH
B NIOMEIIEHUAX U (W) 30HaX JJIsl XpaHEHUs
JICKapCTBEHHBIX NPENapaToB B COOTBETCTBHH
c TpeOOBaHUSIMHU HOPMAaTHBHOM
JOKYMEHTauu u (win) TpeOOBaHUSIMH,
yKa3aHHBIMH Ha YIAKOBKE JIEKapCTBEHHOTO
mnpemaparta, ¢ ydeToM (HhapMaKOJIOTUISCKUX
rpynn?

nyHKT 49 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpenCcTB

11.53.

JlexkapCcTBEHHBIE TperapaThl pa3MearT JIH
B NIOMEIIEHUAX U (WIM) 30HaX JJIsl XpaHEHUS
JICKapCTBEHHBIX NPENapaToB B COOTBETCTBHH
c TpeOOBaHUSIMHU HOPMAaTHUBHOM
JOKYMEHTaruu u (win) TpeOOBaHUSIMH,
yKa3aHHBIMH Ha YIAKOBKE JIEKapCTBEHHOTO
mpemaparta, € Y4eToM croco0a BBEACHUS
JICKapCTBEHHBIX MTPETapaToB?

nyHKT 49 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpenCcTB

11.54.

XpaHeHHE OTHEONACHBIX U B3PbIBOOIIACHBIX
JIEKapCTBEHHBIX IIPENapaToB
OCYIIECTBIISICTCS JIU BAAIU OT OTHS U
OTOMUTENbHBIX TPUOOPOB?

nyHKT 51 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpenCcTB

11.55.

UckimoueHo 11 MeXaHNMYECKOE BO3ACHCTBIE
Ha OTHEOIIaCHBIE ¥ B3PHIBOOITACHBIC
JIeKapCTBEHHBIE MPEnapaThl, B TOM YUCIIE

nyHKT 51 [IpaBun
XpaHEHUS

JICKApCTBCHHBIX
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BO3JICHCTBUE MPSAMBIX COJHEYHBIX JIy4€l U | CPELCTB
ynapsi?

11.56. | JlekapcTBEHHbIE MTpenapathl, TpeOyroLIme nyHKT 52 [IpaBun
3aLUTHI OT BO3JICHCTBUS CBETA, XPAHATCS JIM | XpAaHEHUS
B IIOMEILEHUSAX UM CTIELHAIbHO JIEKapCTBEHHBIX
000pyTI0BaHHBIX 30HAX, 00€CIICUYNBAIOIINX CpencTB
3alIUTy OT MOMNAJaHMs Ha YKa3aHHbIE
JIeKapCTBEHHBIE MTPenapaThl MPSMbIX
COJIHEYHBIX JTyuei?

11.57. | Ilpu oTrpy3Ke JIeKapCTBEHHBIX IIpenapatoB | myHKT 54 [IpaBun
OTIIyCKAIOTCS JIU B IIEPBYIO OYEPEb XpaHeHHUs
JIEKapCTBEHHBIE NpEnapaThl ¢ MEHBIINM JIeKapCTBEHHBIX
CPOKOM TOAHOCTH? CPEICTB

11.58. |JIekapcTBeHHBIE TpenapaThl, yHKT 55 IIpaBun
Npe/IHa3HauYeHHbIE JJI1 YHUUTOKEHUS, XpaHEeHHUs
[IPOMapKUPOBAHBI JIn? JIEKapCTBEHHBIX

CpeAcTB

11.59. |JlekapcTBeHHbIE NTpenapaThl, nyHKT 55 TIpaBun
IIpeJHa3HAYCHHbIE [l YHUITOXKEHUS, XpaHEeHHUs
M30JIMPOBAHBI JIN OT JIEKAPCTBEHHBIX JIeKapCTBEHHbIX
[penaparoB, JOMYLIEHHbIX K O0palleHno? | CpelcTB

12. | IlepeBo3ka JeKapCTBEHHBIX MPENapaToB A MEJUIIMHCKOTO MPUMEHEHHS

[IpaBuna Hagiexameil NPAaKTUKA XpaHEHUS U TEPEBO3KHM JICKApPCTBEHHBIX
[IpenapaToB JUisi MEOUIMHCKOTNO INPUMEHEHMs, YTBEPXKACHHBIE IPUKA30M
MunuctepctBa 31paBooxpaneHust Poccuiickoit ®@enepauuu ot 31 aBrycrta 2016 r.
N 6461 (3apeructpupoBaH B MunHCTepcTBe focTuliuu Poccuiickoit denepannn 9
saBapst 2017 1., peructparmmonHsidi N 45112) (mamee - IlpaBuma xpaHeHUs
JIEKapCTBEHHBIX CPEJ/ICTB)

12.1. |IlepeBo3ka JeKapCTBEHHBIX MTPENAPATOB nyHKT 57 [IpaBun
COIIPOBOKIAETCS JIU IOKyMEHTaMHU B XpaHeHHUs
COOTBETCTBUH C TPEOOBAHUAMHU JIeKapCTBEHHBIX
3akoHozaarenscTBa Poccuiickont denepaunn? | cpencts

12.2. | Mudopmarus o nepeBo3Ke JeKapCTBEHHbIX | MyHKT 58 [IpaBun
npenaparoB (GUKCUPYETCS U TaKUM XpaHeHHUs
00pa3om, 4TOOBI 00ECIIEYUTh KOHTPOJIb UX | JIEKapCTBEHHBIX
nepeMeneHus ? CpEICTB

12.3. |IlnanupoBaHMe NepeBO3KMU JIEKapCTBEHHBIX | MyHKT 60 [IpaBun
[IpernapaToB OCYIIECTBIISIETCA JIU Ha XpaHeHUs
OCHOBAHUU MPOBEJICHHOI'O AHAIN3a U OLEHKH | JIEKAPCTBEHHBIX
BO3MOXHBIX PUCKOB? CpeAcTB

www.consultant.ru

HafeXHasa npaBoBas noaaepXxka

CrpaHvua 364 n3 368


http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100114&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100116&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100117&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100117&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100010&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100120&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100121&field=134
http://login.consultant.ru/link/?req=doc&base=LAW&n=210619&date=22.07.2022&dst=100123&field=134
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru
https://www.consultant.ru

MNpukas Poc3gpaBHaasopa ot 09.11.2017 N 9438
"O6 yTBEepxaeHUn GopM NPOBEPOYHBIX IMCTOB (CNMUCKOB
KOHTPO/bHbIX BOMPOCOB), MCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

12.4. |Pa3paboraH U yTBEpK/EH JIK TIOPSATOK nyHKT 61 [TpaBun
WH(GOPMHUPOBAHUS O BHISIBIICHHBIX B XpaHEeHHUs
MpoLecce MepeBO3KH JIEKaPCTBEHHOTO JIEKapCTBEHHBIX
npernapara ciy4asx HapylueHus CpeAcTB
TEMIIEPaTypHOro peKUMa XpaHeHUs U (UIH)

MOBPEXJICHHSI YITAKOBKH?

12.5. |Ilo 3anmpocy nosydaresns JeKapCTBEHHbBIX nyHKT 61 [IpaBun
MIPErapaToB MPEIOCTABIAIOTCS JIU CBEICHUS | XpaHEHHUS
0 COOJIIOJICHUH TEMIIEPATYPHOTO PEeKUMa JIeKapCTBEHHBIX
IIpU NIEPEBO3KE JIEKAPCTBEHHBIX IPEnapaToB? | CPesICTB

12.6. | dnsg nepeBO3KH JIEKAPCTBEHHBIX NpenaparoB | MyHKT 62 [IpaBun
HCIIOJIb3YIOTCS JIM TPAHCIIOPTHBIE CPEACTBA U | XpaHEHUS
obopynoBaHue, 006ecreunBaroInue JIEKapCTBEHHBIX
coOroieHne ux KauecTBa, 3 (HEKTUBHOCTH U | CPEIICTB
6e3omacHocTH?

12.7. |IIpu mepeBo3Ke TEPMOJAOMITBHBIX nyHKT 62 [IpaBun
JIEKapCTBEHHBIX MPENapaToB UCIOJIb3YeTCS | XpaHEHHUs
JM CHEeMaIU3UPOBaHHOE 000y I0BaHHUE, JIeKapCTBEHHBIX
o0ecreunBaroIee noaaepKanue TpeOyeMbIX | CpPeCTB
TEMIIEPATYPHBIX PEXKUMOB XpaHEHHS
JIeKapCTBEHHBIX MIpenapaToB?

12.8. | XnanosneMeHTsl B U30TEPMUYECKUX nyHKT 63 TIpaBun
KOHTEIHepax pa3MeIaoTcs JIM TaKUM XpaHCHHS
00pa3oM, YTOOBI OTCYTCTBOBAJ MPSIMOMN JIeKapCTBEHHbIX
KOHTAKT C JIEKApCTBEHHBIMU NpenapaTaMu? | CpesicTB

12.9. | He nomyckaercs Jid MOBTOPHOE nyHKT 63 [IpaBun
UCIOJIb30BAHUS HEJOCTATOYHO XpaHeHHUs
OXJIQXICHHBIX U (W) TOBPEKACHHBIX JIeKapCTBEHHBIX
XJIaJI03JIEMEHTOB? CPEICTB

12.10. |IIpoBoauTcs 1M epBUYHAS U nocaeAyromas | oyHKT 64 [IpaBun
1ocje peMOHTa MoBepKa 000pyA0BaHUs, XpaHEeHHUs
OTHOCSIIIIETOCS K CPEACTBAM M3MEpPEHUS, JIEKapCTBEHHBIX
YCTaHOBJIEHHOT'O BHYTPU TPAHCIIOPTHOTO CpeICTB
CpeCTBa WIN B KOHTEIHEpE, UCTIO0Ib3YEMOr0
JUI KOHTPOJISL U TIOZIepKaHUS
TEMIIEPATYPHOTO peXuMa B Ipolecce
[IEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB?

12.11. |IIpoBoauTCs MM epuoauvecKas moBepka U | myHKT 64 [IpaBun
(nnn) kanuOpoBKa 000py10BaHMS, XpaHEeHUs
OTHOCSIIIETOCS K CPEACTBAM U3MEPEHUH, JIEKapCTBEHHBIX
YCTaHOBJIEHHOT'O BHYTPU TPAHCIIOPTHOTO CpeICTB

Cpe€acTtBa Ui B KOHTeﬁHCpC, HCIIOJIB3YEMOI'O
JJIsL KOHTPOJIA U NOAACPKaHUA
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TEMIIEPATYPHOTO peXuMa B Ipolecce
IIEPEBO3KH JIEKAPCTBEHHBIX IpenapaToB?

12.12. | JIexapcTBeHHBIE ITpenapaThl JOCTABIAOTCA | MyHKT 65 [IpaBun
JIM TI0 aJipecy, yKa3aHHOMY B XpaHEeHUs
TOBapOCOIPOBOJUTENBHBIX JOKYMEHTaxX ? JIEKapCTBEHHBIX

CpEICTB

12.13. | TpancnopTHas Tapa, B KOTOpO# nepeBo3arcs | MyHKT 68 [IpaBun
JIeKapCTBEHHBIE MpEenapaThl, HE OKa3bIBA€T | XpaHEHUS
JIM OTPHULIATENBHOIO BIUSHUS HA UX JIEKapCTBEHHBIX
Ka4yecTBO, 3((PEeKTUBHOCTh U O€30M1aCHOCTh? | CPENICTB

12.14. | JlekapcTBeHHBIE MpenapaThl NEPEBO3ITCA U | MYHKT 68 [IpaBun
B TPAHCIIOPTHOM Tape, KOTopas XpaHEHUs
o0ecreunBaeT HaJIe)KHYIO 3aIUTY OT JIEKapCTBEHHBIX
BO3ECHUCTBUS (PAKTOPOB BHEIIHEH cpeIbl? CpEeACTB

12.15. | Beibop TpaHCHOPTHOM Taphbl, yIaKOBKU nyHKT 69 IIpaBun
OCHOBBIBAETCSI JIU HA YCTAHOBJIEHHBIX XpaHEeHUs
TpeOOBaHUAX K YCIOBUSAM XPAaHEHUS U JIEKapCTBEHHBIX
[IEPEBO3KH JIEKAPCTBEHHBIX IpernapaToB? CpEICTB

12.16. | Berbop TpaHCIOPTHOM Taphl, yIaKOBKU yHKT 69 IIpaBun
OCHOBBIBAETCs JIU Ha 00beMe, KOTOPBII XpaHeHUs
HY’KEH I Pa3MEILECHUs JIEKapCTBEHHBIX JIEKapCTBEHHBIX
IIpenapaTos? CPEICTB

12.17. | Be1OOp TpaHCTIOPTHOM Taphl, YIAKOBKH nyHKT 69 [IpaBun
OCHOBBIBAETCS JIM Ha KOJIeOaHHIX XpaHEHUs
TEMIIEPATYPbl OKPYKAIOLIEN cpelbl? JIEKapCTBEHHBIX

CPEICTB

12.18. | Beibop TpaHCHOPTHOM Taphl, yIaKOBKU nyHKT 69 IIpaBun
OCHOBBIBAETCS JIU HA JUINTEIBHOCTH XpaHEeHUs
MIEPEBO3KH, BKIIIOYasi BO3MOYKHOE JIEKapCTBEHHBIX
MIPOMEXYTOUYHOE XPaHEHUE JIEKAPCTBEHHBIX | CPENICTB
npenapaTroB?

12.19. | TpancniopTHas Tapa ¢ J€KapCTBEHHBIMU nyHKT 70 [TpaBun
IpenapaTamMy B IIPOLIECCE TPUEMKH XpaHEeHUs
JIEKapCTBEHHBIX IIPENapaToOB Mepe JIEKapCTBEHHBIX
NepeMeIleHUeM B TOMEIICHUS U (WIIK) 30Hy | CPENICTB
XpaHEHUs OUMIAETCS I OT BU3yaJIbHOTO
3arpsi3HEHUS?

12.20. | Ha TpancniopTHyo Tapy, KOTOpas He nyHKT 71 IIpaBun

npeaHa3HaueHa /it NoTpeOuTenei u B
KOTOPYIO TIOMEIICHBI JICKAPCTBEHHBIC
npenapaThl, HAHOCSATCS:

XpaHEeHUs
JIEKAPCTBEHHBIX
CPEICTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

HaMMEHOBaHME JIEKaPCTBEHHOI'O Ipernapara’?

nyHKT 71 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpeICTB

cepws JIGKapCTBEHHOTO Tipernapara?

nyHKT 71 [IpaBun
XpaHEHUS

JICKapCTBEHHBIX
CpEnCTB

JiaTa BbIMycka?

ovHKT 71 IIpaBun
XpaHEHUS
JIEKApCTBEHHBIX
CpeICTB

KOJINYECTBO BTOPUYHBIX (MIOTPEOUTEIBCKUX )
YIaKOBOK JIEKApCTBEHHOI'O IpenapaTa?

nyHKT 71 [IpaBun
XpaHEeHUS

JIEKapCTBEHHBIX
CpeICTB

HaMEHOBAaHHUE M MECTOHAXOXIeHHE (aapec)
MIPOU3BOIUTEINS JICKAPCTBEHHBIX
npenaparos?

nyHKT 71 [IpaBun
XpaHEHUS

JICKapCTBEHHBIX
CpenCTB

CPOK IrOAHOCTH JICKapCTBCHHBIX npenapaTOB?

nyHKT 71 IIpaBun
XpaHEeHUs

HeKapCTB CHHBIX
Cpe/cTB

YCIIOBUSI XpaHEHHSI JIEKAPCTBEHHBIX
npenaparoB?

nyHKT 71 [IpaBun
XpaHEHUS

JIEKapCTBEHHBIX
CpeICTB

YCJIOBHS TIEPEBO3KH JIEKAPCTBEHHBIX
npenapaTroB?

nyHKT 71 [IpaBun
XpaHEHUS

JICKapCTBEHHBIX
CpEnCTB

npeaynpeauTenbHble Haamucu?

nyHKT 71 IIpaBun
XpaHEHUs

HeKapCTB CHHBIX
Cpe/cTB

MaHUIYJISATOPHBIE 3HAKU?

nyHKT 71 [IpaBun
XpaHEeHUS

JIEKapCTBEHHBIX
CpelCTB
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Mpuka3 PocagpaBHaasopa ot 09.11.2017 N 9438
"06 yTBepxaeHnn GopM NpoBEPOYHbIX NCTOB (CMMCKOB
KOHTPO/bHbLIX BOMPOCOB), UCMO...

[okyMeHT npepoctasneH KoHcynbraHTlntoc

[aTta coxpaHeHus: 22.07.2022

12.21 | He nomyckaercs 1M UCIIOJIb30BaHNE

nvHKT 88. (3.41)

HpI/I60pOB, KOTOPBIC HE COOTBETCTBYIOT HpaBI/IJ'I
KpUTEPUSIM KaJIMOPOBKH? OpraHu3anuu
IIPONU3BOACTBA
12.22 | B nomenienust (30HbI) AJIsi XpaHEHUS nyHKT 27 [IpaBun
JICKAPCTBCHHBIX IIPpC€IIapaToB HE XpaHCHUA
AOITYCKArOTCs JI JIMla, HE UMEIOIIHE ITpaBa JICKapCTBCHHBIX
A0CTyIa, ONpEeACICHHOr0 CTaHAapTHBIMHA CpE€acCTB
OIlEepallMOHHBIMU ITpOLEypaMu?
(momxHOCTBE M OMO IOJDKHOCTHOTO JIMLla, 3alOJIHMBIIET'O
IPOBEPOYHEI JIMCT, NOONMCH, IaTa)

(mosmxHoCTs M ®MO HOJIKHOCTHOTO JIMIA KPUOMUECKOTO JIuLa,

IpY 3aloJIHEHUM I[IPOBEPOYHOTO JIMCTA,

IPUCYTCTBOBABIIETO
MOoONnuch, IaTa)
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