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"O6 yTBepxaeHuUu MpaBun Hagnexalyein NPakTUKU XpaHeH sl
N NepeBO3KU NEKAPCTBEHH. ..

[okyMeHT npepoctasneH KoHcynbraHTlntoc
[aTta coxpaHeHus: 22.07.2022

3apeructpupoBado B Muntocte Poccun 9 suBapst 2017 r. N 45112

MWHUCTEPCTBO 3APABOOXPAHEHUA POCCUNCKOWU ®EQEPALINA

NMPUKA3
ot 31 aBrycta 2016 r. N 646H

5 Ob YTBEPXAEHWUU NMPABUN
HAONEXALLEW NMPAKTUKUA XPAHEHUA U NMEPEBO3KWU JIEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAUUUHCKOIO NPUMEHEHUA

B cootBerctBuu ¢ myHkToM 18 crateu 5 denepanpHoro 3akona ot 12 ampens 2010 r. N 61-®3
"O6 oOpamennn nexapctBeHHbIX cpenctB" (CoOpanue 3akoHomarenbcTBa Poccuiickoit ®deneparumy,
2010, N 16, ct. 1815; 2012, N 26, ct. 3446; 2013, N 27, ct. 3477; 2014, N 52, ct. 7540; 2015, N 29, cT.
4367) w poanyuktoM S5.2.171 Tlonoxenuss o MuHuctepcTBe 31paBooxpaHeHus Poccuiickoit
®denepanun, yTBEpKICHHOr0 nocraHoBiaeHuem lIpaBurensctBa Poccuiickoit @enepanmu ot 19 utons
2012 r. N 608 (Cobpanue 3akononarenbctBa Poccuiickoit deneparuu, 2012, N 26, cr. 3526; 2013, N
16, ct. 1970; N 20, ct. 2477; N 22, ct. 2812; N 45, cT. 5822; 2014, N 12, cT. 1296; N 26, c1. 3577; N
30, cT. 4307; N 37, cT. 4969; 2015, N 2, cT. 491; N 12, c1. 1763; N 23, ct1. 3333; 2016, N 2, cT. 325; N
9, cr. 1268; N 27 c1. 4497; N 28, cT. 4741; N 34, ct. 5255), npuka3biBaro:

1. YrtBepmure mnpuiaraemeie IIpaBuna Haiexamed NpPakKTHUKA XPAaHEHUS W IIEPEBO3KHU
JIEKAPCTBEHHBIX MPEMAPATOB ISl MEAUIIMHCKOTO IPUMEHEHUSI.

2. Hacrosmuii mpuka3 Bcrymnaer B cuiny ¢ 1 mapra 2017 roaa.

Bpuo Munucrpa
N.H.KATPAMAHSH

YTBepKAECHBI

pHKa3oM MUHHCTEpCTBA 3/1paBOOXPAaHEHUS
Poccuiickoit ®eneparn

ot 31 aBrycra 2016 r. N 646H

NMPABUIA
HAONEXALLEW MPAKTUKN XPAHEHUSA U MEPEBO3KN NEKAPCTBEHHbIX
NMPEMAPATOB AnA MEAUUUHCKOIO NPUMEHEHUA

1. OOwue moJI0KEHUS
1. Hacrosmue IlpaBuia Hamexameil MpakTUKA XpaHEHUS U TEPEBO3KU JIEKAPCTBEHHBIX

npenaparoB Ajid MCIHMIHWHCKOIO MNPHUMCHCHUSA (;[anee COOTBCTCTBCHHO - HpaBI/IJIa, JICKApCTBCHHBIC
npenapaTm) yCTaHaBJIMBAIOT TpC6OBaHI/I$I K YCJIOBUAM XpPaHCHHA W IICPCBO3KU JICKAPCTBCHHBIX
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[pernapaTroB, HEOOXOMUMBIM JUIsl oOecleyeHHus KadecTBa, 0e30MmacHOCTH U 3((HEeKTUBHOCTH
JICKapCTBEHHBIX MpPENapaToB, a TAaKKe€ MUHUMH3AIMU PUCKAa MPOHUKHOBEHUs (arbcuUuIupoBaHHbIX,
HEe100pOKAaYEeCTBEHHBIX, KOHTPA(aKTHBIX JIEKAPCTBEHHBIX MPENapaToB B TPaXKAAHCKUNA 000POT.

2. Hacrosimue IlpaBmima pacnpocTpaHSFOTCS Ha TPOM3BOAMTENCH JICKApPCTBEHHBIX NPENaparosB,
OpraHMW3alliii  ONTOBOH TOPTOBJIHM JICKAPCTBCHHBIMH  IperapaTaMu, alTeYHble OpTaHWU3aIlNH,
WH/IMBUIYAIBHBIX TPEIIPUHUMATENICH, UMEIONINX JIMIICH3UI0 Ha (apMaIleBTHYECKYIO JIEATEIbHOCTD,
MEJIMIIMHCKUE OpPraHMU3allMd M UX 000COOJICHHBIC MOJpa3leNieHus (amMOynaTopuu, (elbIIepckue U
(benpamepcKo-aKymepcKkue MyHKThI, IEHTPHI (OTIeNeHus) o0meld BpaueOHON (CeMeiHOI) MPaKTUKH),
PaCTONIOKEHHBIC B CEJIbCKUX HACEICHHBIX MYHKTaX, B KOTOPHIX OTCYTCTBYIOT alTEUHbIC OpPraHHU3AINH
(manee - cyOBEKTHI OOpAIICHUS JICKAPCTBEHHBIX MTPEIapaToB).

II. Cuctema obecrieyeHus1 KaueCcTBa XpaHEHUS U TIEPEBO3KH
JIEKapCTBEHHBIX MPENapaToB

3. PykoBoauTens cyObekTa oOpaleHus JIEKapCTBEHHBIX MpenapaToB 00ECIeUnBaeT pearnu3aliio
KOMILIEKCa Mep, HaIllPaBJICHHBIX Ha COOJIOJCHNE ero paboTHUKaMU HacTosnmx [IpaBui nmpu XpaHeHUH
u (WIM) TEepeBO3KEe JIEKApCTBEHHBIX IIpernapaToB (Jajgee - CHUCTEMa KauecTBa), MOCPEACTBOM
YTBEPXKICHHUS JIOKYMEHTOB, B KOTOPBIX PEIrJaMEHTUPYIOTCSI B TOM YHCJIE TMOPSJIOK COBEPIIECHUS
paOOTHHKaMu JIeHCTBUH TNpH OCYIIECTBICHUM XpaHEHHs U (WJIHM) TEpPeBO3KE JIEKAPCTBEHHBIX
MPEenapaToB, MOPSAIOK 0O0CTYKUBAHUS U MMOBEPKU M3MEPUTEIBHBIX TPUOOPOB U 000pYyI0BaHMUS, BEACHUE
3anucei, OTYETOB U UX XpaHEHUE, IPUEM, TPAHCIIOPTUPOBKA, Pa3MEIIEHNE JIEKAPCTBEHHBIX PENapaToB
(manee - craHAapTHBIE ONEpPALMOHHBIE MPOLEAYpPbI), U OpPraHU3aLUU KOHTPOJSA 3a COOJIIOJIEHUEM
CTaHJIaPTHBIX ONEPALMOHHBIX MTPOLIETYDP.

4. CucremMa KadyecTBa A0JIKHA I'apaHTUPOBATb, YTO:

a) TepeMeIIeHne JeKapCTBEHHBIX MpEenapaTroB MEXAy CyObeKTaMH OOpalleHUs JeKapCTBEHHBIX
IpernaparoB, B TOM YHCJIE BHYTPH KOHKPETHOTO CyOBeKTa oOpallieHHs JIEKapCTBEHHBIX Ipernaparos,
obecrieunBaeT XpaHeHWe H (WJIM) TEPEeBO3KY C COOOJIEHUEM TpeOOBaHMA, YCTaHOBICHHBIX
Hacrossuumu IIpaBunamu;

0) ompezeneHa OTBETCTBEHHOCTh PaOOTHUKOB CyObeKTa 0OpallleHHsl JIEKapCTBEHHBIX MpPenapaToB
3a HapylIeHue TpeOOBaHMH, YCTaHOBICHHBIX HacTOSIMMU [IpaBuiamMu, 1 CTaHJAPTHBIX ONEpPAlMOHHBIX
HpOLEayD;

B) JICKAPCTBEHHBIE MPeMapaThl JOCTABISIOTCSA CyOBEKTOM OOpallieH sl IEKapCTBEHHBIX MPEnapaToB
B COIVIACOBaHHBIA C IIOJy4yaTesieM JIEKAPCTBEHHBIX IIPENapaToB IEPUOJ BPEMEHU C COOJIOIEHHEM
TpeOOBaHUH, YCTaHOBIEHHBIX HacTos MU [IpaBunamu;

I) JAOKyMEHTaJlbHOe OQopMIIeHHE AeWCTBUM, yKa3aHHbIX B rinaBe VI wnactosmux IlpaBun, u
JOCTUTHYTBIX DPE3YyJbTaTOB OCYIIECTBIISIETCA B XOJAE BBIIIOJHEHUS WIM HENOCPEICTBEHHO IIOCIIE
3aBEPUICHMS COOTBETCTBYIOLINX JACHCTBHIA;

J1) B OTHOUICHHWH KaXXJOr0 HapyLIeHUs TpeOOBaHMI, YCTaHOBJIEHHBIX HacTosmuMmu [IpaBunamu,
CTaHJAPTHBIMU  ONEPALMOHHBIMU  IPOLELYypaMH, IPOBOAUTCA  BHYTPEHHSAs  IIPOBEpPKAa U
pa3pabaThIBalOTCsl KOPPEKTUPYIOLIUE NEHCTBUS C LIEJIbI0 YCTPAHEHUS BBISBICHHBIX HAPYIICHUH.

5. PykoBoaurenem cyObekTa OOpalleHHs JIEKQpCTBEHHBIX IpenapaToB C Y4YeTOM TpeOoBaHUI
TPYAOBOrO 3aKoHojaTenbcTBa Poccuiickolt @enepanuu M MHBIX HOPMATHUBHBIX IPABOBBIX AaKTOB,
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COACPpKAIINX HOPMbI TPYHAOBOTO IIpaBa, HA3HAYACTCA JIMIO, OTBETCTBECHHOC 3a BHCAPCHUC U
o0ecrieueHne CUCTEMBI KaucCTBa, OCYHICCTBIAIOICC MOHUTOPUHT 3(1)(1)GKTI/IBHOCTI/I CHUCTCMBI Ka4€CTBA U
AKTyaJIM3alluI0 CTAHAAPTHBIX ONCPAIIMOHHLBIX MTPOLUCAYP ():[aﬂee - OTBCTCTBCHHOC JII/II_IO).

6. JleaTeapbHOCTh MO XpaHEHUIO M (WJIM) NEPEeBO3KE JIEKAPCTBEHHBIX IpernapaToB, NepeJaHHas
MIPOM3BOIUTENIEM JIEKAPCTBEHHBIX MPENapaToB UM OpraHU3allell ONTOBOW TOProBIH JIEKAPCTBEHHBIMU
npenapatamMu s OCYILECTBJIEHUS Jpyrol (CTOPOHHEH) opraHu3auuu (majgee - ayTCOPCHUHI),
OTIpEJIeNIAETCs, COIJIAaCOBBIBAETCS M KOHTPOJHUPYETCS BO U30€KaHHE pa3HOUYTEHUH, CIOCOOHBIX
MIPUBECTH K HEYIOBJIETBOPUTEIHLHOMY Ka4eCTBY JICKApPCTBEHHBIX MPENapaTOB WIIM BBIMOJIHAEMBIX paloT.

JloroBop, Mo KOTOpPOMY OCYILECTBISIETCSl Iepefada JEeATEJIbHOCTH Ha ayTCOPCUHI (najnee -
JIOTOBOP AyTCOPCHHIa), 3aK/IIYaeTcs C YyKa3aHHMeM OOsS3aHHOCTEH KaXJI0il W3 CTOpOH, MOpsAIKa
JIEWCTBUN U OTBETCTBEHHOCTH CTOPOH.

Jlo 3axiroueHMsl J0roBopa ayTCOPCHHIA IPOM3BOAUTENb JIEKAPCTBEHHBIX IPENapaTroB WIN
OpraHu3alys ONTOBOM TOPrOBIAM JIGKAPCTBEHHBIMU IpernapaTaMud  JOJDKHbI  yOeauThCs B
MIPABOCIIOCOOHOCTH HCHOJIHUTENS (B TOM YHCIE B HAJIMYUHM y HErO HEOOXOJUMON B COOTBETCTBHUHU C
3aKOHOJATeIbCTBOM Poccuiickoit depepannn JMIEH3UH) U BO3MOKHOCTH BBIIIOJHHUTH 005S3aTENBCTBA
M0 JIOTOBOPY ayTCOPCHHTa B COOTBETCTBUM C TpeOoBaHHWsMHU HacTosmmx [IpaBun (B Tom uucie B
HaJIMYUU OTBITHOTO U KOMIIETEHTHOT'O IEpCOHAa, IOMEIIEHUH, 000py1I0BaHUS).

[IponsBoanTens  JIEKApCTBEHHBIX  MNpPENaparoB WM  OpraHU3alus ONTOBOW  TOPTOBIH
JIeKapCTBEHHBIMHU TIperapaTaMy JOJDKHBI TapaHTUPOBATh, YTO MCIIOJHUTENb MO JIOTOBOPY ayTCOPCHHTA
MOJTHOCTBIO OCBEZIOMJIEH 000 Bcex (hakTopax, CBSI3aHHBIX C JICKAPCTBEHHBIMM IIperapaTtaMu MU
JeSITeIbHOCTBIO, TIEPeaBaeMoOil Ha ayTCOPCHHI, KOTOpPBIE MOTYT IPEACTAaBIATH OMNACHOCTb JUIS €ro
MIOMEILEHUH, 000py10BaHMsl, IEPCOHAA.

III. TTepconan
7. JAnst cobnroieHust yCTaHOBIIGHHBIX Hactosumu [IpaBunamu TpeGoBanmii CyOBEKT oOpaleHus
JIEKapCTBEHHBIX MPENapaToB C y4eTOM 00beMa OCYIISCTBIIIEMON MM JEATEIHHOCTH MO XPAHCHUIO H

(unn) mepeBo3Ke JEKapCTBEHHBIX MPENapaToB JOJKEH UMETh HEOOXOJUMBbIN IEPCOHAIL.

8. TpeboBanusi k KBamu(UKALUKU U CTaXy pabOTHl NMEpcoHala yCTaHOBJIEHBbI [lojiokeHHEeM o
JIMLIEH3UPOBAaHUM (PapMalleBTUYECKOH NesSTeIbHOCTH <1>.

<1> [ocranosnenue [IpaBurenscrBa Poccuiickoit @enepannu ot 22 nexadbps 2011 r. N 1081 "O
muneH3upoBannn  (apmaneBTrueckoil nesrenpHocTH" (CoOpanHue 3akoHOIATENbCcTBa Poccuiickoii
®enepanuu, 2012, N 1, ct. 126; 2012, N 37, c1. 5002; 2013, N 16, ct. 1970).

9. OO0s13aHHOCTH UM OTBETCTBEHHOCTh PAa0OTHHUKOB CyOBEKTa OOpalleHusi JIeKapCTBEHHBIX
MpernapaToB, B TOM YUCJIE OTBETCTBEHHOTO JIUIIA, 3aKPETUIAIOTCS B TOMKHOCTHBIX HHCTPYKITUSX.

10. PykoBonuTens cyObekTa oOpalieHusl JIEKapCTBEHHBIX MPENapaToB yTBEp)KIaeT IJIaH-TrpaduK
IIPOBEJICHUS IEPBUYHON U MOCIEAYIOIINX MMOATOTOBOK (MHCTPYKTa)KEl) MepcoHasa, KOHTPOIUPYET €ro
WCTIOJITHEHWE W  OIEHWBaeT H(PPEKTHBHOCTh TOATOTOBOK  (MHCTPYKTaka) C IEIbI0  HX
COBEpIICHCTBOBAHUS.
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HepCOHaJ'I, pa6OTaIOHlHﬁ C JICKApCTBCHHBIMHU IIpCIiIapaTaMi, B OTHOIICHUN KOTOPLIX YCTAHOBJICHBI
CIICIUAJIBHBIC YCJIIOBHA XPaHCHHUA U (I/IJ'II/I) NEPCBO3KH, IIPOXOAUT IMOATOTOBKY (I/IHCprKTa)K) B
COOTBETCTBUHM C 3aHUMAEMOM JTOJDKHOCTBIO.

JIOKyMEHTBl O TPOBEAEHUM TOATOTOBKM (MHCTpyKTa)Xka) AapXUBUPYIOTCS M XpaHATCS B
COOTBETCTBHUH C 3aKOHOAATENBCTBOM Poccuiickoit deneparinu 06 apXrUBHOM JIeTie.

IV. [lomemienus u o60pynoBaHUE ISl XPAaHEHUS
JIEKapCTBEHHBIX IPEMapaToB

11. CybObekt oOpalieHus JI€KapCTBEHHBIX MPENaparoB Jil OCYLIECTBICHUS JESATEIbHOCTH I10
XpaHEHUIO JIEKapCTBEHHBIX MpEnapaTtoB JOJKEH UMETh HEOOXOAMMbIE MOMELIEHUS U (WJIM) 30HBI, a
TaKXke 000pyA0BaHKE JUIsl BHIIIOJHEHUS ONepalvii ¢ JeKapCTBEHHBIMU IpenapaTaMu, o0ecreunBaroIue
UX XpaHEHHE B COOTBETCTBHHU ¢ TpeOoBaHUAMHU HacTosimux [TpaBui.

12. ITomereHus Uit XpaHEHUs JICKAPCTBEHHBIX MpenapaToB JOJDKHBI 00J1a/1aTh BMECTUMOCTBIO U
obecrieunBaTh 0€30MaCHOE pa3/ieIbHOE XPAHEHUE U IIEPEMEILEHHE JIEKAPCTBEHHBIX [IPENapaToB.

13. Ilmomaap MOMENIEHHH, HWCIOIb3yEMbIX MPOU3BOAUTEISIMU JIEKAPCTBEHHBIX IPENapaToB MU
OpTaHU3aIMsIMHA ONITOBOM TOPTOBIIM JIEKAPCTBEHHBIMU TIpeTapaTaMu, JOJDKHA COOTBETCTBOBATH 00BEMY
XPaHUMBIX JIEKaPCTBEHHBIX MIPENapaToB U COCTABIATH He MeHee 150 KB. MeTpOB.

14. TInomanp MOMEIIEHHH, HCIIONB3yEMBIX INPOU3BOIUTEISIMHU JIEKAPCTBEHHBIX IIPENapaToB U
OpraHu3aMsIMU ONTOBOM TOPTOBJIH JIEKAPCTBEHHBIMU IpeNapaTaMy, JODKHA OBITH pasjiesieHa Ha 30HBI,
NpeJHa3HAYCHHbIE JUIS BBIOJHEHHS CIETYIOMIX (YHKINN:

a) MPUEMKH JICKAPCTBEHHBIX MPETNapaToB;

0) OCHOBHOT'O XpaHEHHUS JICKaPCTBEHHBIX MIPENapaToB;

B) DKCIICIUIINH;

I') XpaHEHUs JIEKAPCTBEHHBIX MTPENapaToB, TPEOYIOLNX CIELUATbHBIX YCIOBUIL;

J) XpaHEHHs BBIABICHHBIX (anbCU(UIIMPOBAHHBIX, HEJO0OPOKAYECTBEHHBIX, KOHTpa(aKTHHIX
JIEKapCTBEHHBIX IIPENapaToB;

€) KapaHTUHHOT'O XPAaHEHUs JIEKapCTBEHHBIX MIPENapaToB.

15. Tlnomans MOMEIIeHUH, UCTOIb3yeMbIX IPYTMMH CyObeKTaMu OOpallleHUsl JIEKapCTBEHHBIX
[IpernaparoB, JOJDKHA OBITh pa3lieieHa Ha 30HbI, NpEeJHA3HAUYEHHBIC IS BBIMOJHEHUS CIEAYIOLINX
GbyHKIUI:

a) MPUEMKH JICKAPCTBEHHBIX MPENapaToB;
0) XpaHeHUs JIEKapCTBEHHBIX MPENapaToB, TPEOYIOUINX CIIEHUAIBHBIX YCIOBH;

B) XpaHEHHUS BBIBICHHBIX (QaTbCUPHUIMPOBAHHBIX, HEIOOPOKAYECTBEHHBIX, KOHTpa(aKTHBIX
JIEKApCTBEHHBIX MPEMAPATOB, a TAKXKE JIEKAPCTBEHHBIX ITPENApPATOB C HCTEKIIMM CPOKOM I'OJJHOCTH;
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F) KapaHTUHHOT'O XpaHCHUS JICKAPCTBCHHLBIX ITPCIIapaTOB.

16. ®ynkuuu, npenycMoTpeHHsle myHkTaMu 14 u 15 Hactosmux IlpaBui, MOTYT BBIIIOJIHATECS B
OTJIEJIbHBIX IOMEIIECHUSX.

17. TloMemenus W 30HBI, UCIOJIb3yEMbIC NIJIi XpaHEHUsS! JIEKAPCTBEHHBIX IMPENapaToB, JOHKHBI
OBITH OCBEIICHBI.

18. Cucrema, 3aMeHsIonIas pas3/iesicHHe 30H XpaHEHHs], B TOM YHUCIIE ITOCPEICTBOM IJIEKTPOHHOU
00pabOTKHU JaHHBIX, JOJDKHA 00eCreunBaTh TpeOyeMblii YPOBEHb 0€30MaCHOCTH M ObITh BaTUANPOBAHA.

19. AIMHHUCTPAaTUBHO-OBITOBBIC IMOMEIICHHS OTACIAIOTCS OT 30H XPaHEHHs JICKapCTBEHHBIX
IperapaToB.

20. B nomMenieHusIx sl XpaHEHUs J€KapCTBEHHBIX MPENapaToB 3alperiaeTcs XpaHeHUe MUILIEBbIX
MIPOJYKTOB, TAOAUHBIX M3/IEJIUN, HAITUTKOB, 32 UCKIIOYEHUEM MUTHEBON BOJIBI, a TAKXKE JIEKapPCTBEHHBIX
[IpPenaparoB, MPEJAHA3HAYEHHBIX Ui JIMYHOTO HCIIOJIb30BAaHUS PAOOTHUKAMHU CyObeKTa oOpaleHus
JIEKApCTBEHHBIX IIPENApPaTOB.

21. B nomenieHusx u (WIin) 30HaX JOJDKHBI MOAJEPKUBATHCS TEMIEpAaTypHbIE PEXUMbI XpaHEHUs
U BJIQXHOCTb, COOTBETCTBYIOIIME YCJIOBUAM XpaHEHMsI, YKa3aHHbIM B HOPMATHUBHOW JIOKyMEHTAlIUH,
COCTaBJISIOLIEH PErMCTPALMOHHOE J0ChE JEKApCTBEHHOTO IpenapaTa, MHCTPYKLUHMU 110 MEAUIIMHCKOMY
MIPUMEHEHHUIO JIEKAPCTBEHHOT'O IIPETapaToB U Ha YIAaKOBKE JIEKapCTBEHHOTO Mpernapara.

22. Jlns obecnieueHus TpeOyeMbIX YCIOBHM XpaHEHUs JeKapCTBEHHBIX MTPENapaToB B MOMEIICHHUSIX
(30HaX), HCMOONB3YeMbIX M  XpaHEHUS JIEKApCTBEHHBIX  IMpENapaToB, MPOU3BOAUTEISIMU
JIEKapCTBEHHBIX TPENapaToB U OPraHU3alMsIMU ONTOBOW TOPTOBIM JICKAPCTBEHHBIMHU IIperapaTamu
OCYILIECTBIISIETCS U3yUEHUE PacIpe/IeICHHUs TEMIIEPATYPHI (Jajiee - TEMIIEpaTypPHOE KapTUPOBAHUE).

OOGopyaoBaHue JJIs1 KOHTPOJISI TEMITEPATyphl pa3MeIlaeTcs B MOMEIIEHUS (30HaX) B COOTBETCTBUU
C pe3yJibTaTaMH TEMIIEPAaTypPHOTO KapTHPOBAaHMS, Ha OCHOBAaHWW IPOBEJICHHOTO aHAM3a M OIECHKH
PHUCKOB.

TemnepaTypHoe KapTUPOBaHHE HEOOXOAUMO MOBTOPSATH B COOTBETCTBUHU C pe3ybTaTaMy aHaIN3a
PHUCKOB, a TaKXKe TIPU U3MEHEHHSIX B KOHCTPYKITUU MOMEIIEHUS (30H) WU 000pyAOBaHUS IS KOHTPOJIS
TEMIIEPaTYPBI.

23. Pe3ynbTarhl TEMIIEpATypHOTO KapTHUPOBAHMS PETUCTPUPYIOTCS B CHCIHAIBHOM JKypHae
(kapTe) peructparuu Ha OyMa)XHOM HOCHTEIIE U (MJIM) B DJICKTPOHHOM BHJIC €KETHEBHO, B TOM YHCJIC B
BBIXOJHbIE U Mpa3aHuuHble THU. KypHan (KapTa) perucTpaliiy XpaHUTCs B TEUEHUE JBYX JIET.

24. Cy0ObekT oOpalleHus JIeKapcTBEHHBIX IPENapaToB pa3padaTbiBacT M yTBEPKIACT KOMILIEKC
Mep, HaIpaBJICHHBIX HAa MHHUMU3ALMIO PUCKA KOHTAMMHALIMM MaTEpUaOB WIM JIEKapCTBEHHBIX
MPEerapaToB, MPU YCIOBUU COOMIOACHHUS 3aIUTHI OT BO3ACUCTBUS (PAKTOPOB BHEITHEH CPEIbL.

25. Ilpouenypel mo yOopke MOMEIIEHUH (30H) JUIsl XpaHEHWs JIEKapCTBEHHBIX IpEenaparoB
MIPOBOJSTCS] B COOTBETCTBUU CO CTAaHAAPTHBIMU ONEPALIMOHHBIMH MPOLIETypPaMHU.

Otaenka noMenieHui (BHYTPEHHHUE MIOBEPXHOCTH CTEH, MOTOJKOB) /Ul XpaHEHHUsI JIEKapCTBEHHBIX
MpernapaToB JI0JDKHA AOMyCKaTh BO3MOXKHOCTH MPOBEICHHUS BIAXKHON YOOPKH M HCKJIIOUATh HAKOIUICHHE
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IIBbIJIN.

O6opynoBaHle, WHBEHTapb W MaTepuanbl A1 YOOpkH (OYHCTKH), a TaKkKe MOIOIINEe U
Ne3uH(UITUPYIONIUE CPEACTBA TOJIKHBI XPAHUTHCS B OTACIBHBIX 30HaX (IIKadax).

26. [lomenienust sl XpaHEHHS JICKAPCTBEHHBIX IPETapaToB JOJHKHBI OBITh CIIPOEKTHPOBAHBI U
OCHAIIIEHbl TAKUM 00pa30M, YTOOBI 0OECTIEUNTh 3aIUTY OT MPOHUKHOBEHUSI HACEKOMBIX, T'PhI3YHOB UJIU
OPYTUX )KUBOTHBIX.

27.B IIOMCIICHUA (3OHLI) AJI XpaHCHUA JICKAPCTBCHHBIX MPETIApaTOB HE JOITYCKAKOTCA JIMLA, HE
HUMCIOIIUC ITpaBa A0CTyIIa, ONPCACICHHOIO CTAHAAPTHBIMU OIICPAIIMOHHBIMHU IIPOLCAYypPaMH.

28. IlIpom3BoguTensM JIEKaPCTBEHHBIX IpeNapaToB M OpraHMU3alMsIM ONTOBOW TOProOBIIU
JIEKapCTBEHHBIMH TIpenapaTaMi HEOOXOIMMO MpPEIyCMOTPETh pas3zelieHHe IOTOKOB IepEeMEIIeHUs
JIEKapCTBEHHBIX IPENapaToB MEXIy MOMEUICHUSMH U (WJIM) 30HaMHU JUIsl XpaHEHUsS JIEKapCTBEHHBIX
[Ipenaparos.

29. Crennaxwu (mkadsl) A XpaHEHUs JEKapCTBEHHBIX MPENapaToB JAOKHBI ObITh MApKHPOBAHBI,
UMETh CTEJUTAKHBIE KapThl, HAXOAAIIMECS B BUAUMON 30HE, oOecnednBaTh UIACHTU(DHUKAIIIO
JICKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C MPUMEHIEMON CyOBEKTOM OOpAIeHHUs JIEKAPCTBEHHBIX
MpermapaToB cUCcTeMOr ydera. Jlomyckaercs MPUMEHEHHE JJICKTPOHHOW CUCTEMBI OOpPaOOTKU JTaHHBIX
BMECTO CTe/UIaXHBIX KapT. I[lpW MCHOIB30BaHUM BJIEKTPOHHOM CHUCTEMBI OOpabOTKM JIaHHBIX
JIOTyCKaeTcsl MACHTU(UKALINS [TPH TIOMOILHU KO/IOB.

30. JlekapcTBEHHbIE MpenapaThl, B OTHOLUIEHUH KOTOPBIX CYOBEKTOM OOpaIIeHUs JIEKAPCTBEHHBIX
IpernapaToB HE MNPHUHATO pelIeHHe O JalbHeilneM oOpallleHuH, WIM JIEKapCTBEHHBIE Npenaparsl,
oOpalieHne KOTOPBIX MPUOCTAHOBIICHO, a TAaKXKe BO3BPALICHHBIE CYObEKTY OOpalIeHHUs JIEKapCTBEHHBIX
MIpenapaToB JIEKAPCTBEHHbIE IMpenapaThl JOKHBI ObITh NOMEILIEHBI B OTAEIBHOE MOMEIICHHE (30HY)
WIK HM30JIMPOBAHbl C NPUMEHEHHUEM CHCTEMBbl JJIEKTPOHHOW 00pabOTKM JaHHBIX, OOecredrBaromien
paszesneHue.

JlekapcTBeHHbIE TNpemnapaTbl, B OTHOIIEHHMM KOTOPBIX CYOBEKTOM OOpalleHUsl JeKapCTBEHHbIX
MpernapaToB MPUHATO PEIICHHWE O MPHOCTAHOBICHUH NMPUMEHEHUS WM 00 U3BATHM M3 OOpalleHHs, a
TaKxke (anbCuUIMPOBaHHBIC, HEJOOPOKAYECTBEHHbIE U KOHTPa(aKTHBIC JIGKAPCTBEHHBIE MperapaThl
JOJKHBI OBITh U30JIMPOBAHbI U Pa3MEIIECHbI B CIIELIMAIbHO BbIACIEHHOM [TOMEIIEHUH (30HE).

HpeHHpI/IHSITI)Ie MCPbI U30JIAIMHU YKAa3aHHBIX JICKAPCTBECHHBIX ITPENApaTOB JOJKHBI apaHTUPOBATH
HUCKIIFOYCHHUEC UX ITOoIIagaHus B 06pameHHe.

31. JlexapcTBEeHHBIE IpemapaThl, MOJJIEKAIINE MPEAMETHO-KOINYECTBEHHOMY ydery <I>, 3a
UCKJIIOUEHHEM HApKOTHYECKUX, MCHUXOTPOIHBIX, CHJIBHOJEHCTBYIOIIMX M SJOBHUTHIX JIEKAPCTBEHHBIX
CpCACTB, XPAHATCA B MCTAJUVIMYCCKUX WJIN ACPCBAHHBIX H_IKa(l)aX, OII€4yaTbiBaCMbIX HJIN HHOM6I/IpyCMbIX
B KOHIIE paboyero JHs.

<1> [Ipuka3z Mun3apaBa Poccum ot 22 ampemnst 2014 r. N 183n "OO yTBepXIeHUU TEPEUHS
JIEKapCTBEHHBIX CPEJCTB JUIsI MEUIIMHCKOTO MPUMEHEHUs, OJIeKAIIUX MTPeIMETHO-KOJIMUECTBEHHOMY
yuety" (3apeructpupoBaH MuHHcTepcTBOM toctuiuu Poccuiickoit @enepanuu 22 uronst 2014 1.,
peructpauronHelii N 33210) ¢ u3MeHEHHMAMH, BHECEHHBIMM INpuka3oM Mun3zapaBa Poccuun ot 10
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ceHtssOps 2015 r. N 6341 "O BHeceHMHM HU3MEHEHMH B HEKOTOpble MNpHUKa3bl MMHHCTEPCTBA
3paBOOXpPAaHEHUS U  coluanpbHOro pasButus Poccuiickon ®enepauuu u  MuHHcTEpCcTBa
3npaBooxpanenus Poccuiickoit @enepanuu” (3apeructpupoBad MuHuctepcTBOM foctulinu Poccuiickoit
Oenepanuu 30 centsiops 2015 r., peructparmonssii N 39063).

32. HCKapCTBeHHBIe nmpenaparbl, COACPNKAIMHUE HAPKOTHYCCKUEC CPEACTBA M IICUXOTPOIIHBIC
BCIICCTBA, HOJDKHBI XPAaHHUTHCA B COOTBCTCTBHU C 3aKOHOAATCIILCTBOM Poccuiickoit q)ez[epaum/l (¢}
HAapKOTUYCCKHUX CPCACTBAX U IICUXOTPOIHBIX BCIICCTBAX.

33. XpaHeHME JIEKapCTBEHHBIX IMPENapaTroB, COAEpXKAILUX CUIbHOJACHCTBYIOIIUE W SJOBUTHIE
BelecTBa <I>, HaXOASIIMXCS MOJ KOHTPOJEM B COOTBETCTBUM MEXAYHAapOAHBIMU IPaBOBBIMU
HOpPMaMH, OCYUIECTBIIETCS B TIOMEUICHHSIX, OOOPYJOBAHHBIX WHXKEHEPHBIMH U TEXHUYECKUMU
CPEICTBAMHU OXpaHbl, AHAJIOTMYHBIMU NPEIYCMOTPEHHBIM [UIsl XPaHEHUS HAPKOTUYECKHX U
IICUXOTPOIHBIX JIEKAPCTBEHHBIX CPEACTB.

<1> [locranosnenue [IpaButenbcrBa Poccuiickoit denepanuu ot 29 nexadps 2007 r. N 964 "O6
YTBEPKACHUH CIUCKOB CHUJILHOACHCTBYIONIUX U SIIOBUTHIX BEIIECTB I Ieieil cratbu 234 U Apyrux
crareii  YrosoBHoro kojaekca Poccuiickoii  ®epepanuu, a  Takke KPYINHOro  pasmepa
CUJIBHOJICUCTBYIOIIUX BEIIECTB Ui 1enei ctatbu 234 YronoBHoro kojaekca Poccuiickoit denepanun’
(CoOpanue 3akoHonatenbeTBa Poccuiickoit @eneparun, 2008, N 2, ct. 89; 2010, N 28, ct. 3703; 2012,
N 10, ct. 1232; 2012, N 41, ct1. 5625; 2013, N 6, c1. 558; N 9, c1. 953; N 45, cT. 5831).

34. Jlomyckaercsi XpaHEHHE B OJHOM TEXHHUYECKH YKPEIUICHHOM ITOMEIICHHH JIEKapCTBEHHBIX
MperapaToB, MPEIyCMOTPEHHBIX IyHKTOM 32 HacTosmmx [lpaBmi, W JeKapCTBEHHBIX IPETaparos,
COepKaIllMX CHWIBHOJCHCTBYIOIIME WM SAOBHTHIE BemlecTBa. Ilpm 3TOM XpaHeHHE TaKuX
JIEKapCTBEHHBIX MPENapaToB JOJHKHO OCYHIECTBISATHCA (B 3aBUCHMOCTH OT 00BbEeMa 3amacoB) Ha Pa3HBIX
nojkax cedpa (Merammuueckoro Ikada) wiM B pasHbIX ceidax (Merammmueckux mkagax),
OTE€YaTHIBAEMBIX HJIU IJIOMOMPYEMBIX B KOHIIE pabovero JHs.

35. CyObekTy oOpalleHusi JIEKapCTBEHHBIX MpEenapaToB HEOOXOIUMO OOECNEeYUTh OXPaHHYIO
CHUCTEMY, TO3BOJIAIONIYIO0 MPEIOTBpaNaTh HEMPABOMEPHOES NPOHUKHOBCHHE B JIFOOBIC TTOMEIICHUS
(30HBI) 711 XpaHEHHUSI JICKAPCTBEHHBIX IPEnapaToB.

36. O6opynoBaHHe, OKa3bIBAIOIIEe BIMSHHE Ha XpaHEHUE W (WJIM) MEePEeBO3KY JIEKaPCTBEHHBIX
MPemapaToB, JTOJDKHO MPOCKTUPOBATHCS, Pa3MEMIaThCs U OOCITYKUBATHCS COTJIACHO JOKYMEHTAIIMU TI0
€ro MCIOJIb30BaHUIO (IKCIUTyaTalluu).

37. K o0opynoBaHHI0, UCHIOIB3yEMOMY B IPOLIECCE XPAHEHUS U (MITH) TIEPEBO3KH JIEKAPCTBEHHBIX
MpernapaToB, OTHOCATCS B TOM YHCJIE:

a) CUCTeMbI KOHIUITUOHUPOBAHHSI,
0) X0JOaMIbHBIE KaMepbl U (W) XONOAUIbHUKH;
B) OXpaHHas U TIOXKapHasi CUTHATTU3aIls;

') CUCTEMbI KOHTPOJIS IOCTYTIA;
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I[) BCHTUIIOIMOHHAsA CUCTEMA,

€) TEPMOTUTPOMETPHI (IICUXPOMETPHI) UM MHOE 000PYHA0BAHUE, UCHOIb3YEMOE IJIsl PErHCTPaIUU
TEMIIEPATYPbI U BIAXKHOCTH.

38. ObopynoBaHue, OTHOCSIIEECS K CPEJACTBAM M3MEPEHHUH, JI0 BBOJA B SKCIUTyaTaIllHIO, & TAKKE
MocJie peMOHTa MOAJICKHUT MEPBUYHON MOBepKe M (WIM) KaJuOpOBKe, a B IMpoliecce IKCIUTyaTallu -
MEePUOANYECKON MOBepKe M (MJIM) KaJIUOpPOBKE B COOTBETCTBHM C TPEOOBAaHUSMHU 3aKOHOJATENIbCTBA
Poccuiickoit @eneparnun 006 odecrieueHUN eIMHCTBA U3MEpPEeHH <1>.

<1> Crarpu 13 u 18 ®enepanpHoro 3akoHa ot 26 uroHs 2008 r. N 102-®3 "O6 obecneueHun
equHcTBa u3mepenuit" (CoOpanue 3akoHomarenscTBa Poccuiickoit @enepamnmu, 2008, N 26, ct. 3021;
2014, N 26, ct. 3366; N 30, ct. 4255).

39. PeMoHT, TexHHYeCcKOe OOCIyKUBaHHE, TIOBEpKa U (MJIM) KaauOpoBKa 00OPYJOBAHUS JTOJIKHbI
OCYIIECTBIISITECSI B COOTBETCTBHM C YTBEP)KJIAEMbIM IUIAHOM-TPAUKOM, TaKMUM 00pa3oM, 4YTOOBI
KaueCcTBO JIEKAPCTBEHHBIX IIPENApPaTOB HE M10JIBEPIajIOCh HEFaTUBHOMY BO3/I€HCTBHUIO.

40. Ha Bpemst peMOHTa, TEXHHYECKOTO OOCITy)XMBaHUS, TOBEPKH U (WIK) KaTHOPOBKU
00Opy/I0BaHUsl U CPEACTB M3MEPEHHUS JIOJDKHBI ObITh MPUHATHI MEphl, oOecreyuBaronme Tpedyemble
YCIIOBUS XpaHEHHUs JIEKAPCTBEHHBIX MPENapaToB.

PeMoOHT, TexHHYeckoe oOciy’KuBaHHE, MOBepka U (MJIM) KaauOpoBKa 0OOpYyIOBaHUS U CPENICTB
U3MEPEHUsl JOJDKHBI OBITh COOTBETCTBYIOIIMM 00pa3oM OTpakeHbl B JIOKYMEHTaX, KOTOpBIE
apXMBHPYIOTCS M XPaHATCA B COOTBETCTBUU C 3aKOHOJAATeNbCTBOM Poccuiickoit ®exepannu 00
apXMBHOM JIEJIe.

V. JIokyMEeHTBI IO XpaHEHUIO U MIEPEBO3KE
JIEKapCTBEHHBIX MPENapaToB

41. JIokyMEHTBI [0 XpAaHEHUIO U (MJIM) NEPEBO3KE JIEKAPCTBEHHBIX IPENapaToB, ONUCHIBAIOIIUM
NEICTBUS, BBIMOJIHAEMbIE CYOBEKTOM OOpallleHusl JIEKapCTBEHHBIX IIpErnapaToB, HAIpaBJICEHHbIE Ha
coOnrofieHne TpeOOBaHWM, YCTAHOBJEHHBIX HacTtosuMmu [IpaBuiamu, BKIIOYAOT B TOM 4HCIE
CTaHJApTHBIE ONIEPALIMOHHbBIE IPOLEAYPbI, UHCTPYKIIUHU, IOTOBOPbI, OTYETHI.

ConepmaHI/Ie AOKYMCHTOB HOOJI2KHO OBITE IMNOHATHBIM, OJHO3HAYHBIM, HC JOIIYCKAOIIUM
JABYCMBICJICHHBIX TOJIKOBaHUH.

42. Cpok XpaHEHHUS JIOKYMEHTOB OMpEICIsAeTCS B COOTBETCTBHM C TpPeOOBaHUSIMU
3akoHOAaTensCTBa Poccuiickoit denepannu 00 apXUBHOM Jee.

43. Tlepconan JOMKEH OBITh O3HAKOMJICH M MMETh JOCTYI K JOKYMEHTaM, HEOOXOIUMBIM IS
HCIIOJIHEHUS JOKHOCTHBIX 00SI3aHHOCTEA.

VI. JleiicTBus cyObekTa oOpalieHus JIeKapCTBEHHBIX MPErapaToB
10 XpPAHEHUIO U IIEPEBO3KeE
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44. Bce neiictBus cyObekTa OOpalleHMs JIEKapCTBEHHBIX IpEnapaToB IO XPAaHEHHIO U (WMJIH)
NEPEeBO3KE JIEKAPCTBEHHBIX IPENapaToB OCYLIECTBISAIOTCS TaKUM 00pa3oM, 4TOObI HMIACHTUYHOCTb U
KayeCTBEHHBIC XapaKTEPUCTUKU JICKAPCTBEHHBIX NpEnapaToB He OBUIM yTpaueHbl M COOJIIOJANINCH
YCIIOBUSI MX XpPaHEHUS, YKa3aHHbIE B MHCTPYKLUMH MO MEIUIMHCKOMY NPUMEHEHHIO U Ha YIAKOBKE
JIEKapCTBEHHOTO Mpenapara.

45. CyObexkTom oOpallieHus JIEKapCTBEHHBIX MPENapaToB MPUHUMAIOTCS MEpPbI ISl MUHUMU3ALUN
pUCKa  TPOHHKHOBEHHsSI  (DadbCHUPUIMPOBAHHBIX,  KOHTpAa(aKTHBIX,  HEAOOPOKAYECTBEHHBIX
JIEKapCTBEHHBIX MpenapaToB B o0palieHue.

46. B mpomecce NMpUEMKH JICKapCTBEHHBIX IPENapaTroB pabOTHUKaMU CyObeKTa oOpalieHus
JIEKapCTBEHHBIX MPENapaToB OCYIIECTBISAETCS MPOBEPKAa COOTBETCTBUS MPUHUMAEMBIX JIEKAPCTBEHHBIX
MpernapaToB TOBAPOCOMPOBOAUTEIHHON JOKYMEHTAIlMM IO aCCOPTUMEHTY, KOJMYECTBY U KayecTBY,
COOJIFOJICHUIO CIIELUANIBHBIX YCIOBUH XpaHEeHUs (IpU HAJIWYMM TAaKOro TpeOOBaHUS B HOPMAaTHUBHOM
JOKyMEHTAIMH Ha JIEKApCTBEHHBIH Mpenapar), a TakkKe HAIWNIHMIO MMOBPEXKIEHUH TPaHCIOPTHOM Taphbl.

47. JlekapCTBEHHbIE INpemnapaTbl HEOOXOIUMO XPaHUTh C y4yeTOM TpeOOBaHWM, HOPMATUBHOU
JOKYMEHTAIH, COCTaBJISIIOIIEH PErNCTPallMOHHOE JI0ChE HA JIEKAPCTBEHHBIN IIpenapaT, MHCTPYKIUH 110
MEJIUIMHCKOMY TpPUMEHEHHI0, WH(GOpPMAIMH, COJEpIKAIeHCsl Ha TEePBUYHOM M (MJIM) BTOPUYHOMN
yIaKOBKE JIEKApCTBEHHOTO IpernapaTa, TPaHCIIOPTHOM Tape, a TakKe B COOTBETCTBUU C TPeOOBAHUSIMH,
YCTAQHOBJICHHBIMM HacTosKUMU [IpaBuiamu.

48. JlexapcTBeHHBIE MpemnapaTbl JOJDKHBI pa3MeIlaThCsi Ha cTeulaxax (B mkadax) WIM Ha
NoJTOBapHUKax (mozoHax). He nmomyckaercs pa3meleHHe JIEKapCTBEHHBIX MpenapaToB Ha Moy 0e3
noajoHa. [loaioHBl MOTYT pacmonaraTbCsi Ha MOJIy B OJMH PsJI UM Ha CTEJIaXKaX B HECKOJIBKO SPYCOB
B 3aBUCHMMOCTH OT BBICOTHI cTesaxka. He nmomyckaercs pasmeleHue MOJJOHOB C JIEKAPCTBEHHBIMU
IpenapaTamMy B HECKOJIBKO PSIIOB 110 BBICOTE 0€3 UCTIONIb30BaHUS CTEIIaXEH.

49. JlekapcTBEeHHbIE Mpemnaparhl pa3MeUialoT B NMOMELIECHUSX U (WIM) 30HaX IS XpaHEHUs
JIEKapCTBEHHBIX MPEMapaToB B COOTBETCTBUH C TPEOOBAHUAMU HOPMATHBHOW JOKYMEHTAIMH U (WJIH)
TpeOOBaHUSAMU, YKa3aHHBIMHU Ha YIIAKOBKE JICKAPCTBEHHOTO Mpenapara, ¢ y4eToM:

a) (PU3UKO-XUMHUYECKUX CBOMCTB JIEKAPCTBEHHBIX MPETApaToB;
0) hapMaKoJIOTHISCKUX TPYIII;
B) cioco0a BBEJIEHUS JIEKAPCTBEHHBIX MPENapaToB.

[Ipn pa3merieHNH JIEKapCTBEHHBIX MPEMapaToB B MOMEIIEHHAX W (WJIM) 30HAX JUIS XpaHCHHS
JIEKapCTBEHHBIX IIPENapaToB JIOIYCKAETCS HUCIIOJNIb30BAHUE KOMIIBIOTEPHBIX —TEXHOJIOTHH (110
asi(haBUTHOMY MIPUHIUILY, 110 KOJaM).

50. B ciywyae oTCyTCTBUSI BO3MOXHOCTU COOJIIOJICHUS YCJIOBUH XpaHEHMsI B IPOLECCE MPUEMKHU
JIEKapCTBEHHbIE IIpenapaThl, TpeOyolre CleHalbHbIX YCIOBUN XpaHEeHUS U Mep 0€30IaCHOCTH, 10CIIe
BBITIOJTHEHUS] HEOOXOAMMBIX IPOBEPOYHBIX MEPONPUSATHI TepeMenaloTcsi B COOTBETCTBYIOIIEE
MIOMEUICHNE WU 30HY XpPaHEHMs C y4eTOM TpeOOBaHUI CTaHAAPTHOM OnepaliMOHHON NPOLEeaAypbI.

51. XpaHCHI/Ie OTHCOIIACHBIX M B3PBIBOOIIACHBIX JICKAPCTBCHHBIX IIPENapaTOB OCYIICCTBIIACTCA
BJaJIn OT OrHA WU OTOIIMTCIIbHBIX HpI/I60p0B. HGO6XO,Z[I/IMO HCKIIOYUTh MEXaHUYECKOE BO3JICHCTBHE Ha
OTHCOINACHBIC M B3PBIBOOHACHBIC JICKAPCTBCHHBLIC IIPCIIapaTbl, B TOM YHUCIIC BO3JICHCTBHUE MIPpAMBIX
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COJIHEYHBIX JIy4el U yAapbl.

52. JlexapcTBEeHHBIE MTpeNapaThl, TPEOYIONIUE 3aIIUThHI OT BO3ACUCTBUS CBETA, TOHKHBI XPAHUTHCS
B MIOMEIICHUSAX WIH CHEIHATbHO 000PYAOBAaHHBIX 30HAX, 00ECIECUNBAIONINX 3AIIUTY OT MOMAJaHUs Ha
YKa3aHHBIE JICKaPCTBEHHBIE ITpENapaTsl MPSAMBIX COJTHEYHBIX JIy4eH.

53. Onepanuu ¢ JIEKapCTBEHHBIMU IpenapaTaMu, OCYyIIECTBIIEMbIE B CKIAJICKUX MOMEIICHUSAX, 1
MepeBO3Ka JIEKAPCTBEHHBIX IMPENapaTOB BHINOJIHSIOTCSA C COOMIOACHUEM TpeOOBaHMI, YCTaHOBIEHHBIX
HacTosmumu [IpaBunamu, a Takxke Mep 6€30MacHOCTH.

54. Otr Py3Ka JICKAPCTBCHHBIX IIPCIIApaTOB IMPOU3BOAUTCIAMHA JICKAPCTBCHHLBIX IIPCIIapaTOB H
opraHnu3atysaMu OIITOBOM TOProBJIM JICKAPCTBCHHBIMU IIPCIIapaTaMu OPraHU3yCTCA TAaKUM 06pa30M,
YTOOBI JICKApPCTBCHHLIC IpCriapaTbl ¢ MCHBIINMM CPOKOM I'OJJHOCTH OTITYCKAJIMCh B IICPBYIO OYCPEADb.

55. JlexkapcTBeHHbIE MpenapaThbl, MPEIHAa3HAYEHHbIC /IS YHUYTOXKEHUS, B COOTBETCTBUU CO
CTaHJIAPTHBIMU OIEPAMOHHBIMH TPOILEIypaMU JOJKHBI OBITh MapKHUPOBAaHbI M H30JUPOBAHBI OT
JIEKapCTBEHHBIX MPENapaToB, JOMYIIEHHBIX K OOpaIICHHIO.

VII. IlepeBo3ka 1eKapCTBEHHBIX MIPENapaToOB

56. CyOwexkT oOpalieHus JIEKapCTBEHHBIX IpenaparoB MpHU TMOATOTOBKE K MEPEBO3KE
JIEKapCTBEHHBIX IpenapaToB 00eCcleYrBaeT COrJacOBaHKUE C MOJydyaTeseM JEKapCTBEHHBIX MpenapaToB
OCTaTOYHBIX CPOKOB F'OJJHOCTH MOCTABIISIEMBIX JIEKAPCTBEHHBIX MTPENIAapaToB.

57. IlepeBo3ka JIEKapCTBEHHBIX IPENApaTOB CONPOBOXAAECTCA TOKYMEHTaMHU B COOTBETCTBHH C
TpeboBaHUAMH 3aKoHOIaTeNnbCTBa Poccuiickoit @enepannu.

58. MudopMmalus 0 TiepeBO3Ke JICKApCTBEHHBIX MPENapaToB JA0KHA (PHUKCHUPOBATHCS CyOBEKTOM
oOpareHusi JIGKQpCTBEHHBIX TMPEMapaToB TaKUM o00pa3oM, dYTOOBI OO0ECHEYUTh KOHTPOJIbh UX
nepeMeIeHusl.

59. B nmponecce NepeBO3KU JICKAPCTBCHHBIX IMTPEIapaToB HE3aBUCHUMO OT €€ crocoba CY6’beKTOM
06pameHI/1;1 JICKApCTBCHHBIX IMPCIapaToB MOOJDKHA o0ecreynBaThCsd BO3MOXKHOCTD NMOATBCPKACHUA
Ka4ueCTBa, NOJJIMHHOCTHU U LCIIOCTHOCTH JICKAPCTBCHHBIX ITPCIIapaTOB.

60. [TnanupoBaHue MEPEBO3KH JICKAPCTBEHHBIX MPENapaToB JOKHO OCYIIECTBISICTCS CyOBEKTOM
oOparieHus JIKapCTBEHHBIX MPENapaToB Ha OCHOBAHUH IPOBEJICHHOTO aHAJIN3a M OICHKU BO3MOMXHBIX
PHCKOB.

61. Madopmarus o BRISIBICHHBIX CyOBEKTOM OOpallleHus JTeKapCTBEHHBIX MPENapaToB B MPOLECCe
NIEPEBO3KM JIEKAPCTBEHHOI'O IpernapaTa Cilydyasx HapyLIEeHWs TEMIIEpaTypHOIO pEKMMa XpaHEHHs U
(M) TOBpEXKIEHHSI YHNAKOBKH JIOBOJUTCA CyOBEKTOM OOpAIIeHHsl JEKapCTBEHHBIX MNpPEnapaToB [0
OTIIpaBUTEIA U (WJIN) MOTyYaTess JIEKapCTBEHHBIX MPEerapaTos.

[To 3ampocy mosrydaTens JE€KapCTBEHHBIX IMPENapaToB CyOBEKTOM OOpalleHusl JeKapCTBEHHBIX
MIpernapaToB JIOJDKHBI OBITH MPEIOCTABICHBI CBEACHUS O COOJIIOIGHUU TEMIEPAaTypHOTO pexuma MNpu
MePEeBO3KE JIGKAPCTBEHHBIX MPENapaToB.

62. JIns TmepeBO3KH JICKApCTBEHHBIX MpENapaToB HCIONB3YIOTCS TPAHCIIOPTHBIE CpEACTBA U
o0opynoBanue, o0ecrieynBaroIye COOM0CHNE UX Ka4ecTBa, 3P(PEKTUBHOCTH U O€30MaCHOCTH.
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[Tpu nepeBo3Ke TEPMOJIAOUIBHBIX JIeKapCTBEHHBIX npenapaToB UCTIOJIb3YyEeTCs
CTeLMAIN3UPOBaHHOE 000pyA0BaHKHe, OOecreunBaloliee MoJAepKaHue TPeOyeMbIX TeMIIepaTypHBIX
PEXMMOB XpaHEHUS JIEKAPCTBEHHBIX IIPENapaToB.

63. XJago3aeMeHThl B HM30TEPMHUYECKUX KOHTEMHEpax pa3MEelIaloTCsi TaKuM 00pa3oM, 4TOObI
OTCYTCTBOBAJI IPAMOM KOHTAKT C JIEKapPCTBEHHBIMHU NpenapaTaMu.

HOBTOpHOC HCIIOJIB30BaHUA HEAOCTATOYHO OXJIAXKJICHHBIX u (I/IJ'II/I) MOBPCIKACHHBIX
XJIAJ03JIEMEHTOB HE JOITYCKACTCA.

PykoBomuTtens cyOBbekTa oOpalleHHsl JeKapCTBEHHBIX IpernaparoB OOecHeurnBaeT MPOBEACHUE
WHCTPYKTaXa O TMOPSJKE MOJATOTOBKM H30TEPMHUUYECKUX KOHTEHHEPOB K IMEPEBO3KE JIEKAPCTBEHHBIX
MpernapaToB (C y4ETOM CE30HHBIX OCOOCHHOCTEH), a TaKKe O BOBMOKHOCTH TIOBTOPHOT'O MUCTIOIB30BaHUS
XJIaJI03JIEMEHTOB.

64. OO6opynoBaHHe, YCTaHOBJICHHOE BHYTPH TPAHCHOPTHOTO CpEJICTBA WJIM B KOHTEHHepe,
UCHOJb3YyeMOE Ul KOHTPOJII W HOJJEp)KaHUs TEMIIEPaTypHOI'O peXuMa B Tpolecce MEepeBO3KU
JICKapCTBEHHBIX MpPENapaToB, OTHOCSIIEECS B COOTBETCTBUM C TpeOOBaHMUSMHU 3aKOHOAATENbCTBA
Poccuiickoit @enepanun 06 obecriedeHnN eIMHCTBA U3MEPEHUI K CPEeICTBaM M3MEPEHHUH, 10 BBOJA B
9KCIUTyaTallylo, a TaKXKe IOoCIe PEMOHTa IMOJUIEKUT MEPBUYHON IMOBEpKE U (MIM) KaauOpoOBKE, a B
Ipolecce 3KCIUTyaTallud - TEepUOJUYECKOd TmoBepke U (WIKM) KaluOpoBKE B COOTBETCTBHU C
TpeOoBaHUAMM 3aKoHOIaTenbcTBa Poccuiickoit @enepanuu 06 odecrieueHNH eMHCTBA U3MEPEHUH.

65.  JlekapcTBeHHble  HpemapaTbl  JOCTABISAIOTCS MO  ajpecy,  YKa3aHHOMY B
TOBapOCOIPOBOJUTENBHBIX JOKYMEHTAX.

66. OTBETCTBEHHOCTb 3a coOONMoJeHHe TpeOoBaHWH HacTtosAmux IlpaBun mnpu mepeBo3Ke
JIeKapCTBEHHBIX MPEMapaToB BO3JIaraeTcs Ha CyOBeKT oOpalieH st JeKapCTBEHHBIX PEnapaToB.

67. B cnyuasix, Korja mIepeBO3Ka COMPOBOXKIAETCS OMNEpalusMHU IO pasrpy3ke U oOpaTHOM
3arpy3ke WM BKIIOYaeT B ce0s TPaH3UTHOE XpaHEHHE, COOJIOJAIOTCA YCIOBUS XpaHEHUS B
NOMENICHUAX MU olecrieyeHHe O€30MAaCHOCTH Ha TPAH3UTHBIX CKJaJlaX, KOTOpbIE ONpeAeIeHbI
JIOTOBOPHBIMU OTHOLIEHMSIMM MEXKIY OTIPABUTENEM M TPAHCIOPTHOM KOMIAHHUEH, HACTOSILHUMU
IIpaBunamu u 3axkoHOHaTenbCTBOM Poccuiickoi @enepannu.

VIII. Tapa, ynmakoBka 1 MapKHpOBKa JIEKAPCTBEHHBIX IIPENAPaTOB

68. JlexkapcTBEHHBIE IpemapaThl NEPEBO3ATCS B TPAHCIOPTHOW Tape, KOTOpas HE OKa3bIBaeT
OTPULIATENIFHOTO BIIMSHUS HAa HUX KadecTBO, 3((EeKTUBHOCT, U 0€30MacHOCTh U 00ecreunBaeT
HA/ICKHYIO 3aIIUTy OT BO3JCHCTBUS (PaKTOPOB BHEIIHEH CPEIBI.

69. Bri0op cyObeKkTOM OOpalleHus JEKapCTBEHHBIX MPENapaToB TPAHCIIOPTHOW Tapbl, YIMAKOBKH
OCHOBBIBAETCS Ha!

a) YCTAHOBJICHHBIX Tpe60BaHI/I5IX K YCJIOBUAM XpPaHCHHA U IIEPEBO3KU JICKAPCTBECHHBIX ITPEIIapaToOB
<1>:

3
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<I> Ilynkr 18 ctateu 5 ®enepanbHoro 3akoHa ot 12 ampenst 2010 r. N 61-®3 "O6 oOpaienun
nexapcTBeHHbIX cpeacTB" (Cobpanue 3akoHomarenbcTBa Poccuiickoit @epepanuu, 2010, N 16, cr.
1815; 2012, N 26, cT. 3446; 2014, N 52, ct. 7540; 2015, N 29, cT. 4367), moamyHkT 5.2.171 Tlonoxenus
0 MunucrepcrBe 3apaBooxpaHeHus Poccuiickon @enepannu, yTBEPKIECHHOIO IOCTaHOBJIEHHEM
[IpaButensctBa Poccuiickoit ®enepanun ot 19 urons 2012 r. N 608 (CobOpaHue 3akOHOJATENIHCTBA
Poccuiickoit ®enepanuu, 2012, N 26, ct. 3526; 2013, N 16, ct. 1970; N 20, ct. 2477; N 22, c1. 2812; N
45, ct. 5822; 2014, N 12, ct. 1296; N 26, ct. 3577; N 30, cT. 4307; N 37, ct. 4969; 2015, N 2, cT. 491;
N 12, ct. 1763; N 23, c1. 3333; 2016, N 2, cT. 325; N 9, cT1. 1268; N 27, c1. 4497; N 28, cT. 4741; N 34,
cT. 5255).

0) o0BemMe, HeOOXOIMMOM JUJIsl pa3MEIEHHS JIEKAPCTBEHHBIX MPENapaTos;
B) KOJICOAHUSIX TEMIIEPaTyphl OKPY>KaIOIIEH Cpe/bl;

) JUIMTEIHOCTH TEPEBO3KH, BKIIOYAs BO3MOXHOE MPOMEKYTOUHOE XpaHEHHE JIEKapCTBEHHBIX
IIpenapaToB.

70. TpancnopTHas Tapa ¢ JICKApCTBEHHBIMH IIpernapataMH B MPOIECCe MPUEMKHU JIEKapCTBEHHBIX
MperapaToB Tepes] NepeMenIeHHeM B TTOMEIIeHU U (WIM) 30Hy XpaHCHHsS JIOJDKHA OBITh OYHINEHA OT
BH3yaJIBHOTO 3arps3HEHUs (TIpH HEOOXOTUMOCTH).

71. Ha TpancnopTHyi0 Tapy, KOTOpas HE MpeAHa3HaueHa IJjs MOoTpeOuTeneil U B KOTOPYIO
MOMEIIIEHBl JIEKAPCTBEHHBIE MpemnapaThl, JOHKHA HAHOCUTHCS HMHGPOpMAIUs O HAMMEHOBAaHUU, CEpUU
JICKapCTBEHHBIX IpEnapaToB, JaTe BBIMYCKa, KOJIMYECTBE BTOPHYHBIX (MOTPEOMTENHCKHX) YIIaKOBOK
JIEKapCTBEHHBIX MPENapaToB, IPOU3BOJUTEIIE JIEKAPCTBEHHBIX NIPENApaTOB C YKA3aHUEM HauMEHOBaHUM
1 MECTOHAXOXIEHHUs (azpec) MpOU3BOIUTENS JIEKApPCTBEHHBIX IPENapaTroB, a TAKKe O CPOKE MOJHOCTU
JIEKapCTBEHHBIX IMpernapaToB © 00 YCIOBHMSIX MX XpaHEHUS U TNEPEeBO3KH, HEOOXOIUMBbIE
MpeaynpeauTeNbHbIe HAAMNCH U MAaHUITYISITOPHBIC 3HAKH.
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