[Ipuxa3 MunnctepcTBa Tpyna u coruansHoi 3amuTsl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMN. ..

[Ipuka3z MunuctepcTBa Tpyaa u corranbHoi 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepxkaeHIN
npogdeccuonanbHoro cranaapra "®dapmanent”

B coorBerctBum ¢ nynkrom 16 IlpaBunm pa3paboTku U yTBEpKACHHS MNPOPECCHOHATBHbBIX
CTaH/IapTOB, YTBEP)KIEHHBIX IocTtaHosieHuem IlpaButenbcTBa Poccuiickoit @enepanuu oT 22 sHBaps
2013 r. N 23 (CoOpanue 3akoHomatenbcTBa Poccuiickoir deneparuu, 2013, N 4, c1. 293; 2014, N 39,
CT. 5266), NpHUKa3bIBAIO:

1. YTBepauTh nprtaraeMelii npodeccronansublii cranaapt "dapmaneBt".

2. YcTaHOBUTH, YTO HACTOSIIMM IpuKa3 BCTynaeT B cwiy ¢ 1 mapra 2022 r. u geictByer 1o 1
Mapta 2028 r.

MunucTp A.O. KotskoB

3apeructpupoBano B Muntocte PO 29 utons 2021 r.
Peructpanunonssiit N 64003

TAPAHT:
CwM. cripaBky 0 Tpo(hecCHOHAIBHBIX CTaHAapTax
Cwm.:

JOJDKHOCTHYIO MHCTPYKIIMIO (hapMaieBTa (M3TOTOBICHUE JICKAPCTBEHHBIX IPENapaToB B YCIOBHSX
anTEYHBIX OpPraHU3AIMN U BETEPUHAPHBIX allTE€YHBIX OpraHu3aIiil)

JOJHKHOCTHYIO MHCTPYKIMIO hapMalieBTa (ONTOBasi TOPTrOBIISl IEKAPCTBEHHBIMU CPEICTBAMH )

JOJDKHOCTHYIO MHCTPYKIMIO (papmaiieBTa (pO3HUYHASI TOPTOBIIS JIEKAPCTBEHHBIMU IperapaTaMu U UX
OTITYCK)

YTBEPXJ/JIEH

npukazom MuHHCTEpPCTBA TPyAa

M COIMAJIBHOMN 3aIIUTHI

Poccuiickoii Penepannu

ot 31 mast 2021 r. N 349u

IMpodeccnonanbHblii cTAHAAPT
dapMmaueBT

| 1382 |
Perucrpanmonusiii Homep

I. O6mue cBenenus

Benenue papmarieBTHUECKON AEATENBHOCTH B cpepe oOpalieHus JeKapCTBEHHBIX 02.075
CpEeACTB

(HauMeHOBaHME BUJa MPO(HECCHOHABHON AEATEIbHOCTH) Kon

OcHoBHas Ociib BUaa HpO(I)CCCHOHaHLHOﬁ ACATCIIBHOCTH

VY noBnerBopeHue nMoTpeOHOCTEN TpaxaaH B 6€30MacHbIX, d3P(HEKTUBHBIX U KAaUeCTBEHHBIX
JIEKAPCTBEHHBIX Ipenaparax U TOBapax anTeYHOro aCCOPTUMEHTA
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I'pynina 3angaTuii:

[ 3213 | dapmarieBTH! | - | -

(kox OK3 ") (HaumMeHoBaHUeE) (xox OK3) (HauMeHoBaHUeE)

OtHeceHue K BuUaaM 3KOHOMHUYECKOM ACATCIIBHOCTH

46.46 Toprosnst onToBast hapManeBTHYECKONW TPOAYKITHEH

47.73 Toprosiist po3HUYHAS JIEKAPCTBEHHBIMU CPEICTBAMU B CIICLUATU3UPOBAHHBIX
MarasuHax (anTekax)

47.74 Toprosiist po3HUYHAS U3ACTUAMH, IPUMEHIEMbIMU B MEUITMHCKUX LEIISIX,
OpTOTNEIUYECKIMH U3ICTUSIMU B CIIEIIMATU3MPOBAHHBIX MarasuHax

52.10 JlesTenbHOCTh MO CKIIAIMPOBAHUIO U XPAHEHUIO

86.90 JlesTenbHOCTh B 00J1aCTH MEIMITMHBI ITPOYast

(xox OKB3/J1 2) (HamMeHOBaHUE BUJIa YKOHOMUYECKOM S TEIbHOCTH)
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ITpukas MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepxkaeHnr npodeccuoHaabHoro ctagaapTa "dapmarent"

II. Onucanue Tpya0BbIX (PYHKIMIA, BXOASAIIUX B NP0 eCcCHOHAIbHBIN CTAHAAPT
(pyHKIHOHAJBHAA KapTa BUAA NPO(PeCCHOHATBHOM e TeILHOCTH)

O060011eHHbIE TPYAOBBIE QYHKIIMH TpynoBsie pyHKITUN
KOJ HauMEHOBaHUE YpOBEHb HAaUMEHOBAHUE KOJ YpOBEHb
KBaTH(pUKAITIH (moypoBeHB)
KBaJTU (DUKAIAH
A Po3nununas Toprosis 5 [ToaroroBka rnmomenieHu# hapmMaeBTUIECKON A/01.5 5
JIEKapCTBEHHBIMU IIperapaTamMy u OpraHu3aly JUIs OCYLIECTBICHUS (papMalieBTHUECKON
UX OTIYCK JIESITEIIbHOCTH
dapmalieBTHYECKOE KOHCYJIbTUPOBAHUE A/02.5 5
Po3HuyHast TOproiis J€KapCTBEHHBIMU MpenapaTaMu U A/03.5 5
OTITYCK JIEKapCTBEHHBIX IIPENapaToB U TOBAPOB
aNTEeYHOI'0 ACCOPTUMEHTA
Odopmnenne TOKyMEHTALUU IO YUETy pealli3aiuu A/04.5 5
JIEKaPCTBEHHBIX NIPENapaToB
[IpueMo4HBIN KOHTPOJIb B (papMaIrieBTHIECKOM A/05.5 5
OpraHu3aluu
XpaHeHUe JIEKapCTBEHHBIX CPEIACTB U TOBAPOB A/06.5 5
anTEeYHOT0 aCCOPTUMEHTA B (hapMalleBTUUECKUX
OpraHu3aIusIX
B N3roroBieHue nexkapcTBEHHBIX 5 N3rorosneHue iekapCTBEHHBIX MIPENapaToB MO B/01.5 5
MIPEmapaToB B YCIOBUSAX allTEYHBIX WHAUBUAYaIbHBIM Ha3HAUEHUSIM MEIUIIMHCKUX
OpraHu3alil 1 BeTepUHAPHBIX PaOOTHUKOB U TPEOOBAHUIO METUIIMHCKUX
anTeuHbIX OpraHU3aIHHA OpraHu3aIil 1 BETePHUHAPHBIX OPraHU3aIHiA
OdopmieHne TOKYMEHTAIMH 110 U3TOTOBJICHHUIO B/02.5 5
JIEKAPCTBEHHOT'O Mpenapara
C OnToBast TOpro.iIs 5 PaboTa ¢ MHCTUTYIIMOHAIBHBIMUA NOTPEOUTEISIMHU 110 C/01.5 5
JIEKapCTBEHHBIMU CPEJCTBAMU npueMy u 00paboTKe 3asiBOK Ha JIEKapCTBEHHbIE
CpeICTBa
IlocTaBKa JIEKQpCTBEHHBIX CPENICTB C/02.5 5
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I1I. XapakTepucTnka 00001eHHBIX TPYAOBBIX GyHKIUIH

3.1. O606mmeHHas TpyaoBas GyHKIIHS

Haumenosanue Po3uuyHas Toprosist Kon A YpoBeHb 5
JIEKApCTBEHHBIMU TpenapaTamMmu u KBaJTM (DUKAITIH
UX OTIYCK
[Ipoucxoxnenue Opurmnan X | 3aUMCTBOBAHO U3
0000IIIEHHOM TPYAOBOK OpUTHHAJIA
byHKIHHA
Kon Peructpanmonublit
opUruHasia HOMED
pohecCuOHATBLHOTO
CTaHgapTa

Bo3MoxHEIe
HaMMEHOBAHUS
JIOJDKHOCTEH,
npodeccuit

®apMmareBT ’

TpebGoBanus K
00pa30BaHMIO U
00y4YEHUIO

Cpennee npogeccruoHalibHOE 00pa30BaHUE - IPOrpPaMMbl IOJATOTOBKU
4
CIEIMAJINCTOB CPEAHETO 3BeHA 110 cnenuanbHocTy "dapmanus”

TpeboBanus K OnBITY
IPaKTHYECKOI paboThI

Oco0ple ycroBHsI JOITycKa
K pabore

Hanmame cepTH(UKATa CIICHHANNCTA ~ MK CBHACTENECTBA 00
aKKpeJUTAIHH CreluaticTa ’

OTtcyTcTBUE OrpaHUYEHUH Ha 3aHATHS Tpo(eccroHaIbHOM
JIeSTENBHOCTHIO |

HApyrue
XapPaKTCPUCTHUKHU

JononaurensHoe TpodecCuoHaIbHOE 00pa30BaHUE - TPOrPAMMBI
MOBBIIIEHUS KBAIN(UKAIIMHN HE peXe OJTHOTO pa3a B MATH JIET B TEUEHHE
BCEU TPYJIOBOM KU3HU

Peanu3zanus, OTIycK JIEKapCTBEHHBIX MPENapaToB U TOBAPOB alITEYHOI'O
aCCOPTUMEHTA B 000COOIEHHBIX MOAPA3ACICHUSIX METUITUHCKIX
OpraHu3aliii MOTYT OCYILECTBIISATH JIMIA, 00JIaJatoIIKe IPaBOM Ha
OCYIIECTBIICHHE MEIUIIMHCKON AEITEITHHOCTH U MOTyYHBIINE
JIOTIOJIHUTEbHOE NMpodeccuoHanbHOe 00pa3oBaHue B YaCTH, Kacaromeics
PO3HHYHOH TOPTOBIH JIEKAPCTBEHHBIMHU IIPETapaTaMu, P YCIOBUU UX
paboThl B 000COOIEHHBIX OApa3iesieHusX (aMOynaTopusix,
denpamepckux u HepaIepcKo-aKymepeKuX MyHKTax, [MeHTpax
(oTmeneHusx) obmIeit BpaueOHOI (ceMeitHOM) TPAKTHKN) METUITUHCKUX
OpraHu3aIfil, UMEIOIINX JMIICH3UI0 Ha OCYIIECTBICHNE
(dapMarieBTUYECKO AEATEIIbHOCTU M PACTIOIOKEHHBIX B CEIBCKUX
HACENICHHBIX TYHKTAX, B KOTOPBIX OTCYTCTBYIOT AITEUHbIC OPTaHH3aIHH |

JlonomHuTENbHBIE XapaKTEPUCTUKH
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ITpuka3 MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMU. ..

HanmenoBanue Kon HaunmenoBanue 6a30B0ii rpymiibl, JOJDKHOCTH (IIpodeccun)
JOKYMEHTa WIH CIIELUAJIBHOCTH
OK3 3213 dapmaneBThl
EKC’ - dapmanenT
OKIIATP 10 27309 dapmaneBT
OKCO " 3.33.02.01 dapmarus

3.1.1. TpynoBas pyHKIIS

HaumenoBanue [ToaroroBka nomemnieHu Kon A/01.5 YpoBeHb 5
bapmareBTUIECKON (moTypoBEHb )
OpTaHHU3aINH [ KBaJIM(pUKAIAH
OCYIIIECTBIICHUS
(dbapManeBTUYECKOM
JIESITEIbHOCTH

[Ipoucxoxaenue Opurunan X | 3aUMCTBOBAHO U3

TPYIOBOU (DYHKITUH OpUTHHAJIA

Kon Peructparmonnblit
OpHUTHHAJIA HOMED
po(hecCUOHATBLHOTO
CTaHaapTa

TpynoBble nencTBUs

[TpoBepka OMEIICHHI, B TOM YHCJIe TOPIOBOIO 3aj1a, Ha COOTBETCTBHE
CaHUTAPHBIM TPEOOBAHUSM M HCIIPABHOCTH HUCIIOIB3YEMOTO
o0opyoBaHus

[TpoBepka HaIM4YUsT HEOOXOAMMBIX IOKYMEHTOB Ha pabodeM MecTe
dapmareBTa

IIpoBepka u perucrparus napameTpoB BO31yxa B IOMEIIECHUSX IS
XpaHEHUs JICKAPCTBEHHBIX CPEACTB

[TpoBepka UCTIPABHOCTH KAaCCOBOTO 000PYIOBaHHUS

Briknagka TOBApa Ha BUTPUHBIL

ITommomHEHME 3amacoB TOBApPOB B TOProBOM 3aji€

[TpoBepka HaNMMUUS U TOCTYITHOCTH WH(OPMAITUHU O 3apETUCTPUPOBAHHBIX
MpeAeNbHBIX OTIYCKHBIX 1IEHaX MPOU3BOAUTENIECH HA JI€KaPCTBEHHbIE
npernaparsl, BKIIOYSHHBIE B IEPEUYCHb )KU3HEHHO HEOOXOIUMBIX U
BOKHEUIIINX JICKAPCTBEHHBIX MTPENapaToB, 00 YCTAaHOBJICHHBIX B CYOBEKTE
Poccuiickoii @eneparuu pazmepe npeaenbHOi onToBoN HaA0aBKH U (WITH)
pasmepe npeaesbHOM PO3HUYHON Ha1I0aBKU K YCTAaHOBJIICHHBIM
MPOU3BOUTENSIMHU J€KAPCTBEHHBIX MPEnapaToB (pakTHUECKUM
OTIYCKHBIM IIEHaM Ha JIEKapCTBEHHBIE MpernapaThl, BKIIOYCHHBIC B
nepeyeHb )KU3HEHHO HEOOXOUMBIX U BaKHEHIIINX JIEKAPCTBEHHBIX
MpenapaTroB

BrimonHenne canuTapHbIX TpeOOBaHUM K JIMYHOW T'MTHEHE U
KOPITOPAaTHBHBIX TPEOOBAHUH K CHEIMATIBHON 01Xk 1e

HeoOxonumelie ymeHust

OcCymIecTBISITh MPEANPOTAKHYIO TOATOTOBKY JIEKAPCTBEHHBIX
MpenapaToB U TOBAPOB allTEYHOI'0 aCCOPTUMEHTA B TOPIOBOM 3aJI€ U Ha
BUTPHUHAX B COOTBETCTBHH C HOPMAaTHBHBIMU MTPABOBBIMHU aKTaMU
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ITpuka3 MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMU. ..

pacyeTHO-KaCCOBBIM M 000pPYI0OBaHUEM, UCIIOTIB3YEMbIM B
(apMalieBTUYECKOH 1€ TeIbHOCTH

ITonb30BaThecs CrieMAIM3UPOBAHHBIMU IIPOTPAMMAaMHU U ITPOLYKTaMHU
MH(POPMALIMOHHBIX CUCTEM U IPOU3BOJIUTh HEOOXOAUMBIE PACUETHI
IIpon3BOaUTE BU3YaJIbHYIO OLIEHKY COCTOSIHHS JIEKAPCTBEHHBIX
IIPENapaToB U TOBAPOB allTEYHOI'0 ACCOPTUMEHTA 10 BHEIIHEMY BHUY,
YIIAKOBKE, MApKUPOBKE, IEJTOCTHOCTH

Heo0Oxoaumbie 3HAHUS

[Tonoxenus 3aKOHOAATEIBHBIX U HOPMATUBHBIX MTPABOBBIX aKTOB,
PEryIUpYOIUX 00paleHre JIEKapCTBEHHBIX CPEICTB U TOBAPOB
aNTEYHOI'0 ACCOPTUMEHTA

[TpaBuiia XxpaHeHUs JIEKAPCTBEHHBIX CPEACTB U TOBAPOB allT€YHOTO
aCCOPTHMEHTA

[Topsimok 1 npaBuIiIa MPeANpPOJaKHON MOATOTOBKY TOBAPOB aAlITEYHOIO
aCCOPTHMEHTA

WHCTpyKIIMK IO CAHUTApPHOMY PEKUMY allTeYHbIX OpraHu3alui
Bunbl 1 Ha3HaYEHUS )KYPHAJIOB, UCIOJB3YEMBIX MPU OCYIIECTBICHUHU
(dbapmaleBTUYECKON e TEIbHOCTH

[lepeueHp TOBapOB, pa3pellIEHHBIX K MIPOJake B alITEUHbIX OpraHU3aIUsIX
HapsIly C JIeKapCTBEHHBIMU MpernapaTaMu

ITpaBuiia neHOOOpa30BaHus Ha JIEKAPCTBEHHBIE CPEJICTBA

TpeboBaHus OXpaHbI TPYa, MEPHI MOKAPHOU OE30MACHOCTH, TOPSIOK
JEHCTBUS MPU YPE3BBIYAMHBIX CUTYAIUIX

Jpyrue xapakTepucTuku

3.1.2. TpynoBast pyHKIHS

HaumenoBanwne Kox A/02.5 YpoBeHb 5
dapmaneBTUYECKOe
(moaypOoBEHb)
KOHCYJIbTUPOBaHHE
KBaJIM(pUKaMu
IIpoucxoxaenue Opurunan X | 3aUMCTBOBAHO U3

TPYAOBOH (hyHKIMH

OpUTMHAaJIa
Kon PerucrpanuonHslii
OpUTHHAaJa HOMED
pohecCuOHaTBLHOTO
CTaHzapTa

Tpynoseie nencTBUs

BrisiBnenue norpeOHOCTEN Ipaxk/iaH - MOCETUTENEH alTeuyHOM
OpraHM3aly B JIEKAPCTBEHHBIX CPEACTBAX U TOBAapax alTEYHOIO
aCCOPTHMEHTA

[TpenocTaBnenue rpaxjiaHam HH(GOpPMAIMK O MTPABUIIAX OTIYCKa
JIEKapCTBEHHBIX MPENapaToB (110 pelenTy MEAUIIMHCKOrO paOOTHHUKA U
0e3 periernra)

KoHncynpTupoBanue rpax/jiad 00 UMEIOIIMXCS B IPOAaKe JIEKapCTBEHHBIX
npernaparax, B TOM YHCIIE O HAJTMYUH JIPYTUX TOPrOBBIX HAUMEHOBAHUI B
paMKax OJHOr0 MEXIYHApOJAHOIO HEMAaTeHTOBAHHOTO HAUMEHOBAHUS U
LIEHaX Ha HUX, O MOPsAJIKE NPUMEHEHHUS WIH UCII0JIb30BAHUS TOBApOB
anTeYHOT0 aCCOPTUMEHTA, B TOM YHCJIE O CIIOCO0ax MpuemMa, pexxumax
JI03UPOBaHUs, TEPANIEBTUYECKOM JAEUCTBUH, IPOTUBONOKA3AHUSIX,
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B3aMMO/ICHCTBUH JIEKAPCTBEHHBIX MPENapaToB MPU OJHOBPEMEHHOM
npueMe Mexay coOoi U (Un) ¢ MUIIeH, TpaBUiiaX UX XPaHEHUS B
JIOMAIIIHUX YCTIOBHUSAX

Oxkazanue nH)OPMALIMOHHO-KOHCYIBTAIIMOHHOM TOMOIIMU TIPU BBEIOOpPE
0e3pelenTypHbIX JIEKapCTBEHHBIX MPENAapaToOB U TOBAPOB AlITEYHOTO
ACCOPTHUMEHTA C YYETOM HUX BO3MOXKHOTO B3aUMOJICHCTBUS U
COBMECTHMOCTH C JIPYTMMH JICKAPCTBEHHBIMU NpenapaTamMmu

OxkazaHue KOHCYJIbTaTUBHOM MOMOIIY MO KCIITyaTalluy MEIULUHCKUX
U3JIeNUil B TOMAIIHUX YCIOBHAX C YYETOM TEXHHUYECKOU U
9KCILTyaTallMOHHOMN TOKYMEHTALUU TPOU3BOIUTENS (M3TOTOBUTENS) HA
MEIUIIUHCKUE W3NS

Peructparus obparmenuit morpedureneii 0 BOSHUKHOBEHHH TOOOYHBIX
JENCTBUI, HeXeNlaTeNbHBIX PEaKIuil, CEphE3HbIX HEXKeNaTeIbHbIX
peaKIuii, HeTPEABUACHHBIX HeXeNaTeIbHbIX PEaKIUK PU TPUMEHEHUN
JIEKapCTBEHHBIX MIPENapaToB, 00 MHANBUAYAIbHON HEIEPEHOCUMOCTH,
0TCYTCTBUH () (HEKTUBHOCTH JIEKAPCTBEHHBIX MPETIAPATOB
HeoOxonumelie ymeHust 3anoiHATh U3BEIICHUS O HeXKENAaTeIbHOU PeaKI[Mi UM OTCYTCTBUU
TEPareBTHYECKOTO 3P PeKTa JISKAPCTBEHHOTO MpemnapaTa, 0 TOOOYHBIX
JEHCTBHSIX, O JKaslobax moTpeduTesneit

Cobupats HHPOPMAITHIO TI0 CITPOCY HACEICHHS Ha JICKApCTBEHHBIC
mpenaparsl ¥ TOBaphl alTEUHOT0 ACCOPTUMEHTA M MOTPEOHOCTSAM B HUX
[Tonp30BaThCs CIENMANTM3UPOBAHHBIMU IIPOTPAMMHBIMU MPOTYKTAMHU
[Tonb30BaThCs HOPMATUBHO-TEXHIUUECKON M CIIPABOYHOM TOKyMEHTaIuei
OnpenensiTh COCTOSIHHSL, IPU KOTOPHIX OKa3bIBACTCS NEPBasi HOMOIIb
HeoOxonuMebie 3HaHUS CoBpeMeHHbIN aCCOPTUMEHT JICKAPCTBEHHBIX MPErapaToB U TOBAPOB
anTEeYHOTO aCCOPTUMEHTA

ToproBple HANMEHOBAHUS B paMKaX MEKIYHApOIHOTO HEMAaTEeHTOBAHHOTO
HA3BaHUS U aHAJIIOTMYHBIE JIEKAPCTBEHHBIE MPENapaThl B paMKax
(bapMaKoIIOTHIECKOM IPYIITBI U IO KOJIaM
aHaTOMO-TepaneBTUYECKO-XUMUYECKOM Kilaccuukanuu

OcHoBHbIE (papMaKOJOTUYECKHE TPYIIIBI JEKAPCTBEHHBIX CPEJICTB U
0COOEHHOCTH MX PUMEHEHUS

IIpaBuna u NOpsAIOK AEHCTBUM IIPU 3aMEHE JIEKAPCTBEHHBIX MPENAPaTOB,
Ha3HAUYEHHBIX MEAUIIMHCKUM paOOTHUKOM

[Topsiiok ¥ POPMBI perucTpaIiii He3apETrHCTPUPOBAHHBIX MTOOOUHBIX
JIeMcTBUH JIEKAPCTBEHHBIX MTPENAapaToB

MexaHu3mbl (HapMaKoJIOTHYECKOro JIEHCTBUS IPEnapaToB

MeTo/1bl IOKMCKA U OLIEHKHU (papMalieBTH4ecKoi HHopMaIiu

[IpaBuia pannoHAIHLHOTO PUMEHEHUS JIEKAPCTBEHHBIX MTPETIapaToB:
JI03UPOBAHUS, COBMECTUMOCTH U B3aUMOJICHCTBHS, B TOM YHCIIE C
MUIIEBBIMU TIPOTYKTaMH, JIEKAPCTBEHHBIX MPETIapaToOB, YCIOBHUS XPaHEHHS
B JIOMAIITHUX YCJIOBUSIX

TlepeueHb COCTOSIHHIL, PH KOTOPHIX OKA3bIBACTCS T1EPBasi TOMOMIb
Jlpyrue XxapakTepucTuku | -

3.1.3. TpynoBas GpyHKIHs

HaumenoBanune Po3nnyHas Toprosist Konx A/03.5 YpoBeHb 5
JIEKAPCTBEHHBIMU MpenapaTamMmu (mo1ypoBEHb)
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ITpuka3 MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMU. ..

U OTIYCK JIEKAPCTBEHHBIX KBaJTM(pUKAITHH
[penapaToB U TOBApPOB
arTe4YHOro aCCOPTUMEHTA

IIpoucxoxnenue
TPYAOBOH (PyHKIMH

Opurunan X | 3aUMCTBOBAHO U3

OpUTHHaja
Kon Peructpanmonublit
OopUruHasia HOMED
podeCCHOHATLHOTO
cTaHjapTa

TpynoBsie nencTBUs

DapMaleBTHYCCKAS SKCIICPTH3a PELICHITOB ~ HA JIEKAPCTBEHHBIC
Tperapathl ¥ TpeGOBAHMIT |~ MEAMIIMHCKAX OPraHM3aIHii K
JIEKApCTBEHHBIM IIpenapaTam Ha MpeMeT COOTBETCTBUSI HOPMaM U
paBHIaM

KOHTpOJII) BHCHIHCTO BHJAa OTITYCKACMBIX JICKAPCTBCHHBIX IIPCIIapaTOB U
OLOCHKAa COOTBCTCTBUA NO3UPOBKH, HeKapCTBeHHOﬁ (1)OpMBI BO3pacTy, BeCy
nanmueHTa, a TakK’)K€ BO3MOXKHOI'O BSaHMOZIefICTBHﬂ 1 COBMCCTUMOCTHU
JICKAPCTBCHHLIX ITPCIIAPATOB

Omnpenenenue HeHbl TOBapa, KaabKyJsALNs CTOUMOCTH JIEKAPCTBEHHOT'O
npernapara, U3roTOBJICHHOIO B YCJIOBUSAX allTEYHON OPraHU3alNH,
BETEPUHAPHOU alITEYHOM OpraHU3alMH, TAKCUPOBKA PELIENITOB U
TpeOOBaHUI MEUIIMHCKUX OpraHu3alui

Briaua kaccoBOro 4eka v Mpou3BEICHNUE PACUETOB 3a MPUOOPETECHHBIN
TOBap

[Iponaxa ekapCTBEHHBIX IPENapaToOB U TOBAPOB AlITEYHOTO
aCCOPTUMEHTA

OTITyCK JIEKapCTBEHHBIX MPEMAPATOB U TOBAPOB ANTEUYHOTO ACCOPTUMEHTA
B [10JIpa3/ICJICHUs] MEIUIIUHCKUX OpTraHU3allui

[Tpuem u cO6opka 3aka3oB OT MoTpeduTeNneil Ha npuoOpeTeHue
JIEKApCTBEHHOTO Tperiapara ¢ JOCTaBKOM

®dukcanys OTCYTCTBYIONINX JIEKAPCTBEHHBIX PENapaToB Ha OCHOBAHUH
HEYJIOBJIETBOPEHHOI'O CIIpoca MoTpeduTeneit

T
[Tepenaya naHHBIX B CUCTEMY MOHUTOPHHTA ~ JABHXKEHMS JI€KapCTBEHHBIX
IIpenapaToB

Heo6xoanMele ymeHUst

BusyanpHO olleHMBATh perent, TpeOoBaHHe MEIUITMHCKOM OpraHu3auu
Ha IPEJIMET COOTBETCTBUA (popme OiiaHKa

Hpez[ynpexc):[aTb KOH(bHHKTHBIe CUTyalllu C HOTpe6I/ITeJ'I}IMI/I

YperyaupoBarh NpeTeH3UU NOTPEOUTENCH B paMKaX CBOCH KOMIETEHITUU

[TpoBepsATh COOTBETCTBHE LIEH HA )KU3HEHHO HEOOXOIMMBbIE U BaXKHEHIIIHE
JIEKapCTBEHHBIE MpEenapaThl sl MEIULUHCKOTO IPUMEHEHUs
roCyIapCTBEHHOMY PEECTPY MPEIEIIbHBIX OTIIYCKHBIX LIEH
MIPOM3BOUTEINIEH Ha JIEKapCTBEHHbBIE TPerapaThl, BKJIOYEHHbIE B
nepeveHb )KU3HEHHO HEOOX0IMMBIX U BXKHEHIIINX JIEKapCTBEHHBIX
IpenapaToB

[Tonp30BaThCsl pacueTHO-KaCCOBBIM 000PYIOBaHUEM M 000PYIOBaHHEM,
npeIHa3HAYSHHBIM JUI OCYILECTBIICHUS (papMaleBTUIEeCKOM
JIESITEIbHOCTH U MOHUTOPHHTA JIBH)KEHUS JIEKapCTBEHHBIX MTPEnapaToB

28.12.20222
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HTHKeTa U (papMaleBTUYECKON TEOHTOJIOTHU

ITosib30BaThCs cCENUAIN3MPOBAHHBIMU IPOIPAMMHBIMU TPOYKTAMH
AHaIM3UPOBATh U OLICHUBATH PE3yJIbTaThl COOCTBEHHOH 1S TEILHOCTH,
JeSITeIbHOCTH KOJIJIET IS IPEeyNPEKICHUS TPOPECCUOHATIBHBIX OIIMO0K
Y MUHMMM3ALUU PUCKOB JJIsl HOTPEOUTENS

[Tonp3oBatbest mpueMaMu YPPEKTUBHBIX KOMMYHHUKAIHNA TPU
B3aMMOJICHICTBUH C KOJUIETraMU U OTPEOUTENIMU

Heo0Oxoaumbie 3HAHUS

[Topsiok OTITyCcKa JIEKapCTBEHHBIX IIPENapaToB HACEICHUIO U
MEAMIIMHCKUM OpPraHu3alysM, BKIII0UYas JIEKapCTBEHHBIE MTpernapaThl,
110JIJIEXKATUE PEAMETHO-KOJINYECTBEHHOMY YUETY

[TpaBuiia BeZieHHs] KACCOBBIX ONEpalliii U JICHEKHbBIX PACUETOB

Bunbl u ocobeHHOCTH TOTpEOUTENEH TOBAPOB U YCIYT allTEYHbIX
OpraHu3aruin

Hopwmb! oTiiycka HApKOTUUECKUX U IICUXOTPOIHBIX JIEKAPCTBEHHBIX
IpernapaToB

[IpaBuna opopmieHus perenToB U TpeOOBAHUN MEIUITMHCKUX
OpraHH3aIil Ha JeKapCTBEHHBIE MPenapaThl, MEAUIIMHCKIE U3ICTUS U
CHEMATM3UPOBAHHBIC IPOIYKTHI JIEYEOHOTO MUTAHUS

MeTo/1p1 ¥ IPUEMBI YPEeTyIupOBaHUs KOH(MDINKTOB C MOTPEOUTENIMU
[Topsimok paboThI B cCTEME MOHUTOPUHTA JIBUYKEHUS JIEKAPCTBEHHBIX
IIpenapaToB

Jlpyrue xapakTepucTuKu

3.1.4. TpynoBas GpyHKIHs

HaumeHnoBanue Odopmnenne TOKyMEHTalUU IO Kon A/04.5 YpoBeHb 5
YUETYy peain3alnu (moTypoBEHbD)
JIEKapCTBEHHBIX MPEIapaToB KBaTH(UKALTIH
[Ipoucxoxaenune Opurunan X 3auMCTBOBAaHO U3

TPYI0BOU (QyHKIIUU

OpHUTHHAJA
Kon PerucrpanuonHslii
OpUTHHAaNa HOMED
po¢eCCuOHAIBHOTO
CTaHJapTa

Tpynossie nencTBUs

OdopmiteHne peLenToB Ha JIEKapCTBEHHBIE MPenapaTbl U MEIULIUHCKHIE
u3JIenusi, TpeOOBaHUI METUIIMHCKUX OpraHu3alui

Perucrparus ocymiecTBICHHBIX 3aKa30B M JJOCTABOK JIEKapCTBEHHBIX
IIPEnapaToB NOTPEOUTEIIO

Benenue npeaMeTHO-KOJINYECTBEHHOIO yUeTa JIEKAPCTBEHHBIX CPEZCTB
OdopmieHne BblJJaud JIE€KapCTBEHHBIX MTPENapaToB

OdopmiieHne KacCOBBIX U OTYETHBIX JTOKYMEHTOB

HeoOxonumele ymeHust

Bectu )xypHabI v
ITonp30BaThCs cieNMAIM3UPOBAHHBIMY IIPOTPAMMHBIMU ITPOTYKTaMHU

HCO6XO,Z[I/IMLIC 3HaHUA

[Topsinok BeneHUs PEIMETHO-KOJINYECTBEHHOTO YU€Ta JIEKapCTBEHHBIX
IpenapaToB

TpeboBaHMsI K CTPYKTYpE U COCTaBY OTYETHOW JOKYMEHTAIMH
[Topsimok y4era qBUKEHHS TOBapa

28.12.20222
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[IpaBuia qUCTAaHIIMOHHOW TOPTOBJIM JIEKAPCTBEHHBIMU IIpeNapaTamMu
HNupopmalinoHHbIe CUCTEMBI U 0COOEHHOCTH (HYHKIIMOHUPOBAHUS
KOMITBIOTEPHOTO 000PYIOBaHHS

Buael v Ha3HaYeHUs )KypHAIOB (y4eTa CPOKOB I'OJIHOCTH JIEKAPCTBEHHBIX
IpenapaToB, )KypHAJIbI y4eTa ONepaliii, CBI3aHHBIX ¢ 00paIleHueM
JICKAPCTBEHHBIX CPEJICTB), MOPSAOK UX 0hOpMIICHUS

HApyrue
XAPAKTCPUCTHUKHU

3.1.5. TpynoBas pyHKIHIS

HaunmenoBanue

[TpreMouHBIit KOHTPOJIb B Kon A/05.5 YpoBeHb 5
bapmaneBTUIECKOn (moTypoBEHb )
OpraHu3aIn KBaJIM(pUKAIAH

IIpoucxoxaenue
TPYAOBOH (hyHKIIMH

Opurunan X | 3aUMCTBOBAHO U3

OpUTHHANA
Kon Perucrpanuonnslii
OpUTHHaa HOMED
po(heCcCUOHATILHOTO
CTaHJapTa

TpynoBble nencTBUs

[Tpremka JiekapCTBEHHBIX CPEJICTB M TOBAPOB AITEYHOI'O aCCOPTUMEHTA
110 KOJIMYECTBY U KaUeCTBY

Perucrpanus nocrynaromux B (hapManeBTHUECKYIO OpraHU3aINIo
JIEKapCTBEHHBIX CPEACTB U TOBAPOB AlITEYHOI0 aCCOPTHUMEHTA
Peructpanus nekapcTBEHHBIX CPEICTB, MOAJIEKAIIUX
PEMETHO-KOJINYECTBEHHOMY YUeTY

Peructparus nekapcTBEHHBIX IIPENapaToB B CUCTEME MOHUTOPHHTA
JIBIDKEHUS JIEKAPCTBEHHBIX MTPENapaToB

HeoOxonumelie ymeHust IIpon3BOUTE IPOBEPKY CONPOBOAUTENBHBIX JOKYMEHTOB 10 COCTaBY U

KOMIUIEKTHOCTH

OdopMIsATh OTYETHBIE TOKYMEHTHI IO JBUKEHUIO JIEKAPCTBEHHBIX
CPEICTB U TOBAPOB alITEYHOI'0 ACCOPTUMEHTA

[TpoBepsATH COOTBETCTBHE 1LIEH Ha )KU3HEHHO HEOOXOAUMBIE U BayKHEHIINE
JIEKapCTBEHHBIE MPENapaTsl JIs MEAUILUHCKOTO TPUMEHEHUS
rOCYJapCTBEHHOMY PEECTPY MPEAEIBHBIX OTITYCKHBIX LIEH
MIPOU3BOAUTENEN HA JIEKAPCTBEHHBIE IIPENAPATHI, BKIIOUCHHBIE B
MepeveHb JKU3HEHHO HEOOXOIMMBIX M BOXKHEHIIINX JIEKaPCTBEHHBIX
IIPENapaToB

OdopMIsATh JOKYMEHTALMIO 110 U3BATUIO U3 00pallleHus JIeKapCTBEHHBIX
CPEACTB U TOBAPOB AlITEYHOI'0 ACCOPTUMEHTA

BecTtu npeaMeTHO-KOIMYECTBEHHBIN YUET JIEKAPCTBEHHBIX CPEICTB
ITOCPEJICTBOM 3aIOJHEHNUs KypHaja

[Tonb30BaThCs KOHTPOIBHO-U3MEPUTENBLHBIMH IPHUOOPAMH,
CHeHUalIn3UpOBaHHBIM 000PYI0BAaHUEM, B TOM UHCJIE B CUCTEME
MOHUTOPHHIA JBUKEHUS JIEKAPCTBEHHBIX MPENAPATOB, IPOrPAMMaMH U
MPOIYKTaMU WH(POPMAITMOHHBIX CUCTEM, UCIIOIh3yEMBbIMH B
(dbapManeBTUYECKUX OPraHU3aIUIX
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Cucrema 'APAHT 11/24



ITpuka3 MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMU. ..

OneHuBaTh MapKUPOBKY, YIAKOBKY M BHEIIHUMN BUJ JIEKAPCTBEHHBIX
CPEICTB ¥ TOBAPOB AlITEYHOI'0 ACCOPTUMEHTA, B TOM YUCJIIE IIPOBEPATH
CPOKH TOJJHOCTH

HeoOxonuMble 3HaHUS

[TpaBuiia mpueMKu ToBapa

Ilepedens U CTPYKTypa CONPOBOAUTEIBHBIX JOKYMEHTOB IIOCTABIIMKA Ha
JICKapCTBEHHBIE CPEICTBA U TOBAPHI AITEYHOI0 aCCOPTUMEHTA

[TonokeHus 3aKOHOAATEIbHBIX K HOPMATHUBHBIX MTPABOBBIX aKTOB,
PETYIHPYIOIMNX 00palieHNe JIEKapCTBEHHBIX CPEJICTB U TOBAPOB
anTEeuyHOr0 aCCOPTUMEHTA

[Topsiok paboThI ¢ HEAOOPOKAUYECTBEHHBIMHU, (halIbCU(PUIIMPOBAHHBIMU H
KOHTpa(aKTHBIMH JIEKAPCTBEHHBIMH CPEACTBAMHU

TpeboBaHMs K KaueCTBY JIEKAPCTBEHHBIX CPEJICTB, B TOM YHCIIE K
MapKHUPOBKE JIEKAPCTBEHHBIX CPEICTB U K JTOKYMEHTaM,
MIOATBEPKIAIOIINUM Ka4eCTBO JIEKAPCTBEHHBIX CPEJICTB U TOBAPOB
anTeYHOro aCCOPTUMEHTA

AKTYyaJbHbIN aCCOPTUMEHT JIEKAPCTBEHHBIX CPEJCTB 110
(hapMaKoJIOrH4eCKUM IpylIaM U TOBAPOB allTE€YHOI0 ACCOPTUMEHTA

CriocoOb!I BeIsIBICHUS (alIbCU(PUIIMPOBAHHBIX, KOHTPAPaKTHBIX U
HeJI00pOKaYeCTBECHHBIX JICKAPCTBEHHBIX CPEJICTB U TOBAPOB allTEYHOTO
aCCOPTHMEHTA

Tpe6OBaHI/IH K OTYETHOM AOKYMCHTAIMH, CTPYKTYpPa U COCTaB OTYETHOM
JOKYMCHTAllUU

[Topsiiok BeieHUs MPEAMETHO-KOJIMYECTBEHHOTO YUeTa JICKApCTBEHHBIX
CpPEJNICTB

HNudopmanroHHbIe CUCTEMBI U 000pYAOBaHUE HH(OPMAITHOHHBIX
TEXHOJIOTUH, UCTIOJIb3yeMble B (papMalleBTUUECKON OpraHu3aluu

[TopsimoK TpaHCHIOPTUPOBKU TEPMOIAOUIIBHBIX JIEKAPCTBEHHBIX CPECTB
10 XOJIOZ0BOM LIENH U MCIIOJIb3YeMbIe [l KOHTPOJIS COOOACHUS
TEMIIEpaTyphl CPECTBA

HOpHI[OK YTBCPIKIACHUSA U OOHOBJICHUS NEepeUHs KU3HCHHO H606XO,[[I/IM]':>IX
1 BaXKHECHIIINX JICKApPCTBCHHBIX NIpCapaToB AJIA MCIUITUHCKOI'O
IMPUMCHCHU A

[IpaBuna neHo0Opa30BaHUs HA KU3HEHHO HEOOXOAMMBIC U BaKHEUIIINE
JIEKAPCTBEHHbBIE MTPENapaThl

ITepeueHnb TOBapOB, pa3peUIEHHBIX K MPOJAKE B alITEYHBIX OPraHU3aIUsAX
Hapsly C JIEKApCTBEHHBIMHU IIpenaparamu

TpebGoBanus OXpaHbl TpyJa, MEPbI OKaPHON OE30MaCHOCTH, TOPSAOK
JICMCTBUI NPU YPE3BBIYANHBIX CUTYaLUIX

Metozp! ¥ TPUEMBI YPETYIMPOBAHNS IPETEH3UH C MOCTABIMKAMU

CaHuTapHO-3MHIEMUOJIOTHYECKUE TPEOOBAaHNUS K IKCILTyaTalluu
IIOMEILEHUH U YCIIOBUSIM TpyJa

Od¢unpnanbHble HCTOYHUKH HHPOPMAIIK O HET0OpOKAaYeCTBEHHBIX,
(banbcupUIMPOBAHHBIX U KOHTPA(PaKTHBIX JIEKAPCTBEHHBIX CPEICTBAX U
TOBapax anTeyHOro aCCOPTUMEHTA, MOJIEKAIIUX U3BIATHIO U3 00paleHUS

[Topsiiok paboThl B ciCTeMEe MOHUTOPUHTA IBUYKEHUS JIEKapCTBEHHBIX
IpenapaToB

Jlpyrue xapakTepuCTHKU

3.1.6. TpynoBas pyHKIUS

28.12.20222
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HaumenoBanue

XpaHeHue JeKapCTBEHHbBIX Kon A/06.5 YpoBeHb 5
CPEACTB U TOBAPOB ATEYHOTO (moTypoBEHbD)
aCCOPTHMEHTA B KBaJIM(DUKALIH
(dhapManeBTUYECKUX

OpraHu3aIusIX

[Ipoucxoxnenue
TPYAOBOH (hyHKITHH

Opurnnan X | 3aUMCTBOBAHO U3

OpHUTHHAJA
Kon Perucrpanuonsslii
OpUTrHaia HOMED
npodeccrnoHaIbHOTO
CTaHJapTa

TpynoBble nelcTBUA

[IpoBepka u perucTpanys napamMeTpoB BO3ayXa B IOMEIICHHUAX XPAHCHUSI
JICKAPCTBCHHLIX CPCACTB X TOBAPOB AlITCUHOI'O aCCOPTUMCHTA
Unentudukanms o00py10BaHUs I XPaHCHUs JICKAPCTBEHHBIX CPEIICTB U
TOBApOB aNTEYHOr0 ACCOPTUMEHTA

OdopmieHue u BeJJleHUE CTEIUIAKHBIX KapT

Haﬂnemamee XPaHCHUC HAPKOTUYCCKHUX, ICUXOTPOITHBIX JICKAPCTBCHHBIX
CPEICTB M UX MPEKYPCOPOB B COOTBETCTBHU C HOPMATHBHBIMH MPABOBBIMU
aKTaMH

CopTHpOBKa MOCTYNAIOMINX JIEKAPCTBEHHBIX CPEJCTB M TOBAPOB
aNnTEe4YHOr0 AaCCOPTHMEHTA I10 TPYIam

VYHopsiioueHue 10 CepUsiM U y4eT 3alacoB JICKAPCTBEHHBIX CPEACTB U
TOBapOB ANTEYHOTO ACCOPTUMEHTA B (hapMalEBTHYCCKUX OPTaHU3AIMIX
Pa3MCIlI€HI/Ie JICKApPCTBCHHBIX CPCACTB U TOBAPOB alITCYHOI'O
ACCOPTUMEHTA 10 MECTaM XPAHEHHS B COOTBETCTBHH C YCTAHOBIICHHBIMH
MMPONU3BOAUTCIIAMHA YCIIOBHUAMU XPAHCHUSA

IIpoBenenue u ohopMIICHHE PE3yTbTaTOB HHBEHTAPH3ALIUH

Benenne yuera nekapcTBEHHBIX CPEJICTB C OIPAHMUYECHHBIM CPOKOM
TOJHOCTH

IIpoBepka ycrioBuil XpaHEHMs! JICKAPCTBEHHBIX CPEJICTB

BrisiBienue u u3bsatHe GpanbcupuIpoBaHHBIX, HETOOPOKAYECTBEHHBIX U
KOHTpa(l)aKTHI)IX JICKAPCTBCHHBIX CPCACTB, MMOJJIC)KAIIUX U3BATUIO U3
rpaXkJJaHCKOro o0opoTa

HGO6XOI[I/IMBI€ YMCHHA O0ecrieunBaTh YCJI0BUA XpaHCHUSA, YCTAHOBJICHHBIC ITPOU3BOAUTCIIEM

JIEKaPCTBEHHBIX CPEJICTB

Hcnonp30BaTh TEXHUYECKUE CPEACTBA, TEXHOIOIMH, BKIIIOYAs
nporpaMMHoe o0ecrieyeHre U MH(PpOpPMaIMOHHbIE CIIPABOYHbBIE CUCTEMBI,
JUIsl oOecTrieueH s HaJJIeKaIlero nopsiika U yCJIOBUN XpaHEHHsI TOBapOB
anTEeYHOI'0 ACCOPTUMEHTA

[ToHuMaTh 1 0OCO3HABATH MOCIEACTBHS HECOOIOICHUS YCIOBHM XpaHEHHUs
JIEKaPCTBEHHBIX CPEJICTB

[Tporno3upoBaTh pUCKH NOTEPU KadecTBa, 3()(HEKTUBHOCTH U
0€30MacHOCTH JIEKAPCTBEHHBIX CPEICTB MPH HECOOIIOIEHUH pexXruMa
XpaHEHUs

O opMIsATE COOTBETCTBYIOILINE TOKYMEHTHI HA U3BSITHE JIEKAPCTBEHHBIX
CPEJCTB ¥ TOBAPOB alITEYHOI'0 aCCOPTHUMEHTA
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BecTtu otuerHbie JOKYMCHTBI

HHTCpHpCTHpOBaTB YCIIOBHUA XPaHCHUA, YCTAHOBJICHHBIC IIPOU3BOANUTCIIEM
JICKAPCTBCHHLIX CPCACTB, B COOTBCTCTBYIOIIUC PCXKUMBI XPAHCHUA

HeoOxonuMble 3HaHUS

TpeGoBaHusl K YCIOBUSM XPAaHEHHUs JIEKapPCTBEHHBIX CPEJICTB

[TonokeHus 3aKOHOAATEIbHBIX U HOPMATHUBHBIX ITPABOBBIX aKTOB,
PETYIHPYIOIMNX 00palieHre JIEKapCTBEHHBIX CPEICTB U TOBAPOB
anTEeYyHOr0 aCCOPTUMEHTA

IIpaBuna u noOpsAIOK AEUCTBUN € JIEKAPCTBEHHBIMU CPEICTBAMM,
HOJUIeXKALMMY U3BATHIO U3 IPAXKIaHCKOro 000poTa

AKTyaJbHBIN aCCOPTUMEHT JIEKAPCTBEHHBIX IIPENApaToOB 10 pa3IN4yHbIM
(hapMaKoJIOrH4YECKUM Ipylam

TpeGoBaHwMsI K BEACHUIO MPEAMETHO-KOJINISCTBEHHOTO yUeTa
JIEKaPCTBEHHBIX CPEJCTB

HpaBI/ma XPaHCHUS JICKAPCTBCHHBIX CPCACTB U TOBAPOB AIITCYHOI'O
dCCOPTUMCHTA

OcobeHHOCTH XpaHEHUS JICKAPCTBEHHBIX CPEACTB, MOJICKAIIUX
PEIMETHO-KOJIMYECTBEHHOMY YUETY

HOpHI{OK Y4€Ta JICKapCTBCHHBIX CPEACTB C OI'PaHUYCHHBIM CPOKOM
I'OJHOCTH

OcobenHocTi XpaHCHUA I/IMMYHO6I/IOJ'IOFI/IIICCKI/IX JICKAaPCTBCHHLIX
npenaparoB 1 MCAUIUHCKHUX MMHUABOK

HOpHI{OK TPaHCIIOPTUPOBKH I/IMMYHO6I/IOJ'IOFI/I‘16CKI/IX JICKAaPCTBCHHLIX
CpCACTB B YCJIOBUAX XOJIOJIOBOM IETIH U HCIIOJIB3YCMBIC IJIA KOHTPOJIA
CO6J'IIO,I[€HI/IH TEMIICPATYPBI CPCACTBA

TpebGoBaHMsI K CTPYKTYPE M COCTaBY OTUYETHOW JJOKYMEHTAITUU

HudopmalinoHHbIe CUCTEMBI B 000pyI0BaHHe HH()OPMALIMOHHBIX
TEXHOJIOT i1, UCII0JIb3YEMBIE B (DapMalleBTHUECKON OpraHu3aliu

Du3NKo-XMMHUYECKHE CBOMCTBA JICKAPCTBCHHLIX CPCACTB

IIpaBuia XpaHeHUsT METUITUHCKUX W31

TpebGoBanus OXpaHbl Tpy/a, IpaBUIIa MOXKAPHOU O€30MaCHOCTH U MOPSAIOK
JICMCTBU NPU YPE3BBIYANHBIX CUTYaLUIX

HcTounuku opunpanbHON HHGOpMaLMK O JIEKAPCTBEHHBIX CPEACTBAX U
TOBapax anTeYHOI'0 ACCOPTUMEHTA, MOJISKAIINX U3BATHIO U3 00OpallleH s

Jpyrue xapakTepucTUKu

OOGecnieyeHne XpaHeHUs B 000COOJICHHBIX TOIPA3ICTICHUSX MEAUITTHCKUX
OpTraHU3aINi MOXKET OCYIIECTBIATHCA MEAUIIMHCKIM PAaOOTHUKOM C
JOITIOJIHUTCIIbHBIM HpO(i)eCCI/IOHaJ'II)HI)IM O6p&30BaHI/I€M B HaCTu
PO3HUYHOI TOPrOBIY JIEKapPCTBEHHBIMH MpenapaTaMu

3.2. O6o6uieHHas Tpya0Bas QYyHKIHS

HanmenoBanue N3rorosieHune JIEKapCTBEHHBIX Kon B YpoBeHb 5
IIPENapaToB B YCIOBUAX allTEUYHBIX KBaJIM(pUKALINH
OpraHu3alui U BETEPUHAPHBIX
arTeYHbIX OpPraHU3alMil

[Ipoucxoxaenue
0000111eHHON TPYI0BOM

byHKIMHA

28.12.20222

Opurnnal X | 3aUMCTBOBAHO U3

OopuruHalia

Kon Perucrpanmonublit

Cucrema 'APAHT 14/24



ITpuka3 MunucTepcTBa Tpyaa u conuanbHou 3amuThl PO ot 31 mas 2021 r. N 3491 "O06 yTBepKICHUMU. ..

OpUTHHAJA HOMEp
1pohecCuOHAIBLHOTO

cTaHaapra

Bo3moxHble
HaMMEHOBaHHUS
JOJDKHOCTEH, Tpodeccnii

®apmareBT

TpeboBanus k
00pa30BaHMIO U
00y4EeHHIO

Cpennee npogeccuoHalbHOE 00pa30BaHUE - IPOrPaMMbl IOJATOTOBKU
CIEMAJINCTOB CPEAHETO 3BEHA 10 crienuanbHocTy "dapmanys”

TpeboBanus K ONbITY
MPAKTUYECKON pabOThI

Oco0ble ycIIoBHs IOITyCKa
K pabore

Hanuuue ceptudukara cnenuanucta Ui CBUAETEILCTBA 00
AKKpEeJAUTAINH CHEIUAINCTA

OTcyTCcTBUE OrpaHUYCHUI Ha 3aHATUS MPOGECCHOHATHHON
JIESTETbHOCTHIO

Jlpyrue xapakTepucTUKU

JlononuurensHoe npodeccuoHalbHOe 00pa30BaHUE - IPOTrPAMMBI
MOBBIIIICHUS KBATM(UKAIIMH HE PEXe OJJHOTO pas3a B MATH JIET B TCUCHHE
BCEU TPYIOBOM KU3HU

Obs3aTenbpHOE MpeIBapUTENbHOE 00yUeHHE MTPHU N3TOTOBICHHN
JIeKapCTBEHHBIX IPenapaToB AJisi BETEPUHAPHOI'O IPUMEHEHUS

I[OHOJ'IHI/ITCJ'IBHBIG XapaKTCPUCTHKU

HanmenoBanwne Kon HaumenoBanue 6a30Boii rpynimbl, JOIKHOCTH (PO eccun)
JIOKYMEHTa WK CHENUAIbHOCTH
OK3 3213 dapMaliieBThI
EKC - dapMareBT
OKIIATP 27309 ®dapmarieBT
OKCO 3.33.02.01 dapmarus

3.2.1. TpynoBas pyHKIHsS

HaumeHnoBanue N3roroBiieHne NEKapCTBEHHBIX Kon B/01.5 YpoBeHb 5
IIpenaparos 1o (mogypoBEHb)
WHUBU1yaJIbHbIM Ha3HAYCHUSIM KBaNTU (DUKAIH
METUIIMHCKUX PAOOTHUKOB U
TpeOOBaHUIO MEAUIIMHCKHUX
OpraHu3alMi U BETEPUHAPHBIX
Opra"u3anumn

[Ipoucxoxnenue Opurunan X 3anMCTBOBAHO U3

TPyOBOM (HYHKIIHH OpuUTHHAaja

Kon PerucrpanuonHslii
opuUTHHaNa HOMEp
poeCCHOHATBLHOTO
CTaHIapTa

| TpynoBble nencTBUSA

28.12.20222

Iloarororka pa6oqer 0 MECTa AJId U3TOTOBJICHUSA JICKAPCTBCHHBIX

Cuctema TAPAHT
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npenapaToB

Brimonaenune PacCUC€TOB 11O OIIPCACIICHUIO Macchbl/o0beMa HHI'PEAUECHTOB
JICKApPCTBCHHOTO IIpCIiapaTta B COOTBCTCTBHUU C HA3HAYCHUCM
MCIUIUHCKOI'0, BETCPUHAPHOT'O pa6OTHI/IKa

BBIGOp OINITUMAJIBHOI'O TCXHOJIOIT'MYCCKOT' O IMpouccca Ayl U3roTOBJICHUA
JICKAPCTBCHHLIX IIPCIIapaToB

Bb100p 1 moAroToBKa BCIIOMOIaTENIbHBIX BEILIECTB U MaTepPHAJIOB,
pauMOHAIBHON YIIAaKOBKHU

[ToaroroBka 00OpyOBaHUS M MOCYIBI UI H3TOTOBIICHHS JIEKAPCTBEHHOTO
npenapara

WzroroBnenue nekapcTBeHHON (OPMBI

H3roroBieHre KOHIIEHTPUPOBAHHBIX PACTBOPOB, MOIy(PabpUKaToB,
BHYTPHANTEYHON 3arOTOBKH

[TpoBenenue padot no (hacoBKe JEKapCTBEHHBIX IPENapaToB

BC,I[GHI/IC MPEAMETHO-KOJIMYECCTBCHHOI'O y4€Ta JICKAPCTBECHHBIX CPCIACTB

HeoOxonumelie ymeHust

HonyanL BOAY OYHIICHHYIO U BOAY JIA I/IH’beKI_[I/Iﬁ U UCIIOJIB30BAaTh €€
JJI1 U3TOTOBJICHU A JICKAPCTBCHHBIX IMMPCIIapaToOB

[TpoBepsATh COOTBETCTBHE HA3HAYEHHON MEIMIIMHCKUM PaOOTHUKOM
JIO3MPOBKH U JICKAPCTBEHHOU (hOPMBI BO3PACTY OOIBHOTO

["'oTOBUTH pa3inuyHble BUJIbI JIEKAPCTBEHHBIX (OPM JIEKApCTBEHHBIX
IIpenapaToB

['0TOBUTH KOHIIEHTPUPOBAHHBIE PACTBOPHI, MOIy(HaOpUKATHI,
BHYTPHANTEUHYIO 3aTOTOBKY

dacoBaTh U3rOTOBJIICHHbBIC JICKaPCTBCHHBLIC ITPCIIapaThl

[Tonp30BaThCs TAOOPATOPHBIM M TEXHOJIOTUYECKHM 000PYJOBAHUEM

[TpuMeHsTh cpeicTBa MHANBUAYAIBHOM 3aIIUTHI

ITonb30BaThCs COBPECMCHHBIMHA I/IH(bOpMaI_II/IOHHO-KOMMYHI/IKaL[I/IOHHBIMI/I
TCXHOJIOTUAMMU, ITPUKIIAAHBIMUA IIPOrpaMMaMin obecrieueHust
q)apMaL[eBTI/ILICCKOI\/'I ACATCIBHOCTH JJII pCHICHUA HpO(l)eCCI/IOHaJ'IBHLIX
3aaa4d

HpOI/I3BOI[I/ITI> 00s13aTeNbHbIC PacuCThl, B TOM YHCJIC ITO IIPEACIBHO
J0IMYCTHUMBIM HOPMaM OTITYCKA HAPKOTUYCCKUX U IICUXOTPOITHBIX
JICKAPCTBCHHBIX CPCACTB

Bectu HpGI[MCTHO-KOJ'H/ILICCTBCHHI)II\/JI YUCT JICKAPCTBCHHBIX CPCACTB

HeO6XOI[I/IMI>Ie 3HaHUA

HOpMLI OTITYCKa JICKAPCTBCHHBIX IPCIIAPATOB, COACPIKAIIUX
HAPKOTUYCCKHUE, ICUXOTPOITHLIC BEUICCTBA

3aKOHOAATEIbHBIE U HOPMATUBHBIE IIPABOBBIE AKTHI, PETVIAMEHTUPYIOLIIE
MPOLIECC U3TOTOBJIEHUS JIEKAPCTBEHHBIX ()OPM, KOHIIEHTPUPOBAHHBIX
pacTBOpOB, Moy(HhadprUKaTOB, BHYTPHANTEYHOM 3ar0TOBKH U (haCOBKH
JIEKapPCTBEHHBIX MIPENapaToB

Bupl BHyTpranTeyHOro KOHTPOJIS KaueCTBa U3TOTOBJIEHHBIX
JIEKapPCTBEHHBIX MIPENapaToB

[TpaBuia U3roTOBIEHUS TBEP/BIX, KUAKUX, MATKUX, CTEPHIIBHBIX U
ACeNTHYECKUX JIEKAPCTBEHHBIX GopM

Du3NKO-XUMHUYECKIE U OpPraHoJICITUYCCKUE CBOMCTBaA JICKAPCTBCHHBIX
CpeaAcCTB, UX (I)I/I3I/ILIGCK3.$I, XHUMHUYCCKaA U (I)apMaKOJ'IOFI/I"ICCKaSI
COBMCCTHMOCTD

28.12.20222

HomeHnknarypa 3aperucTpupoBaHHBIX (papMalieBTUYECKUX CyOCTaHIINH,
MCIIOJIb3YEMBIX JIJISl U3TOTOBJICHHUS JI€KApPCTBEHHBIX MIpernapaToB
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YcaoBusa u CPOKH XpaHCHUS JICKAPCTBCHHBIX MMPLCIIaPaTOB, U3IrOTOBJICHHBIX
B allTCYHBIX OpraHu3alusax

Pexomenryembie criocoObI BEISIBIICHUS (paabCH(PUINPOBAHHBIX U
KOHTpa(haKTHBIX JICKAPCTBEHHBIX CPE/ICTB ¥ TOBAPOB AITEYHOTO
acCOPTHMEHTA

Tpe6OBaHI/I5{ K BEACHHUIO HCpBH‘IHOﬁ JOKYMCHTAIUU 110 U3TOTOBJICHUTIO
JICKAPCTBCHHLIX NPCIAPATOB B AlITCUHBIX OPraHu3aluiaX, BETCPUHAPHBIX
AIITCYHBIX OpraHu3alnsax

TpeboBaHust 0XpaHbl TpyZa, IPaBUIa NOXKAPHOW OE30IIaCHOCTH U MOPSAI0K
JICHCTBUM IIPU YPE3BBIYANHBIX CUTYaLUsIX

CaHuTapHO-3MHIEMUOJIOTHYECKUE TPEOOBAHUS K IKCILTyaTalluu
MIOMEILICHUI U YCIIOBUSIM TpyZa

HpaBI/ma IMPUMCHCHUA CPEACTB HH,I[I/IBH,I[yaHBHOﬁ 3alIUThI

[Topsiiok BeaeHUS TPEAMETHO-KOJIUYECTBEHHOTO YUeTa JICKaPCTBEHHBIX
CpEJICTB

WNudopmanroHHbIe CUCTEMBI U 000pYAOBaHUE HH(OPMAITHOHHBIX
TEXHOJIOIM, UCIIOIb3YEMBIC B alITCYHBIX OpraHU3aLMsIX

MeTo/1bI TOUCKA U OLIEHKH WH(HOPMAITUH, B TOM YHCIIE PECYPCHI C
uHpopmanue o GpanbCuPUIIUPOBAHHBIX, HETOOPOKAYECTBEHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBCHHBIX CPEICTBAX M TOBAPAX alTCUHOTO
ACCOPTUMEHTA

CpencTBa U3MEpPEHHU U HCIIBITATENIbHOE 000PYAOBaHUE, TPUMEHSIEMBIC B
anTEeYHbIX OpraHU3aLMIX

BcnomorarennsHble MaTepuruajibl, HHCTPYMCHTHI, HpI/ICHOCO6HCHI/I${,
HCIIOJIB3YCMBIC ITPU U3TOTOBJICHUH JICKAPCTBCHHBIX MIPLCIIapaTOB B
AIlITCUHBIX OPraHru3alniaAX U BCTCPUHAPHBIX alITCUHBIX OPraHHU3alHAX

Jpyrue xapakTepucTuku

3.2.2. TpynoBas pyHKIMs

HaumenoBanue Odopmnenne TOKyMEHTalUU 1O Kon B/02.5 YpoBeHb 5
U3TOTOBJICHUIO JIEKAPCTBEHHOTO (moypoBeHb)
rpernapara KBaTM(UKAITII

IIpoucxoxaenue Opurunan X | 3aUMCTBOBAHO U3

TPYAOBOH (hyHKIIMH

OpUTHHANA
Kon PerucrpanmonHslii
OpUTHHAaNa HOMED
po¢eCCuOHAIBHOTO
CTaHJapTa

Tpynoseie nencTBUs

YnakoBKa U3rOTOBJIEHHOTO JIEKaPCTBEHHOT'O Mpernapara B COOTBETCTBUU C
(U3UKO-XMMUYECKIMH CBOMCTBAMHU JICKAPCTBEHHON (POPMBI

OdopmiieHne N3roTOBJICHHOTO JICKAPCTBEHHOTO Ipenapara

MapkupoBKa JeKapCTBEHHON (OPMBI peayNnpeIuTeTbHbIMU HAIHCIMU
B COOTBETCTBUHU C NpaBUIaMHi 0OPMIIEHHS YIAaKOBKU

3anonHeHNne nacnopTa MUCbMEHHOTO KOHTPOJIS IPU N3TOTOBJIECHUH
JIEKaPCTBEHHBIX MPENapaToB

28.12.20222

YCcTHOE U3II0KEHHE CBOUX ASHCTBUM IIpu MPOBECACHUH OIIPOCHOT'O
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KOHTPOJISI

[TpoBenenune paboT Mo ynakoBKe U MapKUPOBKE pac(hacoBaHHBIX
JIEKaPCTBEHHBIX IIPENapaToB

BC,I[GHI/IC MMPEAMETHO-KOJIMYECTBCHHOI'O y4€Ta JICKAPCTBECHHBIX CPCIACTB

Perucrpanus naHHbIX 00 M3rOTOBJIEHNH JIEKAPCTBEHHBIX MIPENIAPATOB B
COOTBETCTBYIOIUX JKypHaIax

Heo6xomumbie ymeHUst

OdopMIIATh TOKYMEHTALHIO IIPU U3TOTOBICHUHU JIEKAPCTBEHHBIX
IIpenapaToB

MapKI/IpOBaTB H3TOTOBJICHHEBIC JICKAPCTBCHHBIC ITPEIIapaThbl, B TOM YHCIIC
H€O6XOI[I/IMBIMI/I npeaynpCcAuTCIbHBIMU HAATIUCAMU U STUKCTKAMU

3a1oHATh NACHOPT MUCbMEHHOTO KOHTPOJIS IPH U3TOTOBJICHUH
JIEKAPCTBEHHBIX IIPENapaToB

3aaa4d

[Tonb30BaTbCs COBpEMEHHBIMHU UH(POPMALIMOHHO-KOMMYHHKAIIUOHHBIMU
TEXHOJIOTUSAMU, MPUKIATHBIME POTPaAMMaMH 00€CTICUCHHUS
bapMaleBTUYECKON EATEIBHOCTH JIJIsl pelieHust MpodeccrnoHalbHbIX

I/IHTepHpeTI/IpOBaTB YCJIOBUA XPAHCHUA, YKA3aHHBIC B MAPDKUPOBKC
JICKAPCTBCHHBIX CPCACTB

HpOI/ISBOI[I/ITB 00s13aTeNIbHbIE pacucThl, B TOM YHUCJIC 11O HOpMaM OTITyCKa
HAPKOTUYCCKHUX, IICUXOTPOITHLIX JICKAPCTBCHHBIX CPCACTB

BecTtu otuerHbie JOKYMCHTBI 10 ABMXKCHHUIO JICKAPCTBCHHBIX CPCACTB

HeoOxonuMble 3HaHUS

Buzbl JOKYMEHTOB 10 PETUCTPALUU ITPOLIECCA U3TOTOBICHUS
JICKapCTBEHHBIX IPENapaToB U MpaBmiia uX 0(hOpMIICHUS

3aKOHO/IATENIbHBIE 1 HOPMATUBHbBIE IPABOBBIE AKTHI, PErJIAMEHTUPYIOLIUE
IIPOLIECC U3TOTOBJIEHUS JIEKAPCTBEHHBIX IPENaparTos,
KOHIIEHTPUPOBAHHBIX PACTBOPOB, ONyPaObpHUKaTOB, BHYTPUANITEYHON
3aroTOBKH M (DaCOBKH JICKAPCTBEHHBIX MPEMIAPATOB

HOpMaTI/IBHO-HpaBOBLIe AKThbI 110 BUaM KOHTPOJISI Ka4u€CTBa
JICKAPCTBCHHLIX NPCIapaToB, USTOTOBJICHHBLIX B AlITCYHBLIX OpraHU3alluiIX

[TpaBuna opopmiieHHs YIIaKOBOK JIEKAPCTBEHHBIX MTPENapaToB, B TOM
YKCclie IPeayNpPEeAUTEIbHBIMUA HAAMUCIMHU

YcaoBusa u CPOKH XpaHCHUS JICKAPCTBCHHBIX IIPLCIIAPATOB, U3IrOTOBJICHHBIX
B allITCYHBIX OpraHu3allviaX U BETCPUHAPHLBIX allITCYHBIX OpraHU3alusIXxX

TpebGoBanus 0OXpaHbl TpyJa, MEpbI OKAPHON OE30MaCHOCTH, TOPSAIOK
JICMCTBUI NPU YPE3BBIYANHBIX CUTYaLHUIX

[Topsinok BeeHUS TPEIMETHO-KOJIUYECTBEHHOTO YU€Ta JIeKapCTBEHHbIX
npenapaToB

TpebGoBaHMsI K TOKYMEHTAM NIEPBUYHOTO yUETa allT€YHON OpraHHu3aliu

HNHdopmaninoHHbIe CUCTEMBI U 000pYAOBaHUE HH(OPMAIIMOHHBIX
TEXHOJIOTHi1, UCIIOJIb3yeMBbIE B (hapMalleBTHUECKON OpraHU3aliu

JIpyrue XapakTepucTUKH | -

3.3. O6o06uieHHas TpyaoBas GyHKIHS

HanmenoBanue

IIpoucxoxacHue

OnroBas TOProBJIAd

JICKAPCTBCHHBIMHU CPCICTBAMU

Kon

YpoBeHb
KBaJIM(pUKALTIH

Opurunan

00001IeHHON TPYI0BOI1

28.12.20222
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ynKmmn | |
Kon Peructpanmonublit
OopUruHasia HOMED
podeCCHOHATLHOTO
CTaHjapTa
Bo3moxuble dapmanest
HAaMMEHOBAaHUS
JIOJDKHOCTEH,
npodeccuit

TpebGoBanus k
00pa3oBaHMIO U
00yUYeHUIO

Cpennee mpodeccnoHabHOE 00pa30BaHUE - MPOTPAMMEI MTOATOTOBKU
CIIELIMAIIMCTOB CPEHEr0 3BeHa 10 crennaibHOCTH "dapmanus"

TpeboBaHMs K OBITY
IIPaKTUYECKON pabOThI

OcoOsble ycroBHs T0ITycKa
K pabore

Hanuuune CepTI/I(bI/IKaTa CliCouajaIncTa Ui CBUACTCIILCTBA 00
AKKpCAUTAlUU ClICHUaIuCTa

Jlpyrue xapakTepucTUKU

JonomHauTtenpHOe MpodeccnoHanbHOE 00pa30BaHUe - TPOrPAMMBI
MOBBIIICHUS KBATH(PUKAIIUU HE PEKE OJTHOTO pasa B IATH JIET B TCUCHUE
BCEU TPYJIOBOM KU3HU

I[OHOJ'IHI/ITCJ'IBHBIG XapaKTCPUCTHKU

HaumenoBanue Kon HaumenoBanue 6a30B0ii rpymniibl, JOKHOCTH
JIOKYMEHTa (mpodeccun) MM CIeNUAILHOCTH
OK3 3213 PapmareBThl
EKC - dapmaneBT
OKIIJTP 27309 dapmaneBT
OKCO 3.33.02.01 dapmanus
3.3.1. TpynoBast pyHKIMS
HaumenoBanue Pabota ¢ Kon C/01.5 VYpoBeHb 5
MHCTUTYLMOHAJIbHBIMU (monypoBEHb)
HOTPEOUTESIMU 0 IPUEMY U KBaJTH(pHUKAIUN
00paboTKe 3aBOK Ha
JIEKapCTBEHHBIE CPEACTBA
IIpoucxoxaenue Opurunan X | 3aUMCTBOBAHO U3
TPYAOBOH (hyHKIIMH OpUTHHANA
Kon PerucrpanmonHslii
OpUTHHAaNa HOMEp
npoeccrnoHalbHOTO
CTaHJapTa

Tpynossie nencTBUs

[Ipuem u oreHka 3aka3oB OT MOTpeOUTENEH, ONpeIeTeHHBIX B
o 21
3akoHojarenbcTBe Poccuiickoit Penepanun

28.12.20222

OI_ICHKa BO3MOJXHOCTHU MMOJIHOI'O UJIK YaCTUYHOTI'O YAOBJICTBOPCHUA 3aKa3a,
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KQJIbKYJIALIMS U COTJIACOBAHUE IIEHBI 3aKa3a
CornacoBaHue CPOKOB ITOCTaBKU U KOMIUIEKTHOCTH 3aKa3a C y4eTOM
cOOJIIOICHMSI YCIIOBUM XpaHEHUs], OCTATOYHOI'O CPOKA FOJJHOCTU
KommuiexTanus 3aKasa JeKapCTBEHHBIX CPEJICTB U TOBAPOB alITEYHOTO
ACCOPTUMEHTA B COOTBETCTBHH C 3asBKOI MOTpeduTEINs

OdopmiteHne conpoBOAUTENBHBIX JOKYMEHTOB Ha JIEKaPCTBEHHBIE
CPEJICTBA M TOBAphl allTEYHOI0 ACCOPTUMEHTA

Heo6xoanmeie ymeHUst AHaIM3UPOBATH 3a5BKU MOTPEOUTENCH JEKapCTBEHHBIX MPENapaToB MO

HAaMMEHOBAHMSM, 103UPOBKAM, KOJIUYECTBY

[Tonp3oBatbest mpueMaMu YPPEKTUBHBIX KOMMYHHUKAIMNA TPU
B3aMMO/JICHCTBUH C KOJUIEraMHU U OTPEOUTENIMU

OcCy1IecTBISITh YUET JIEKaPCTBEHHBIX CPEJICTB U TOBAPOB AIITEYHOIO
aCCOPTUMEHTA

[Tonp3oBaTbest 000pYAOBaHUEM U HHPOPMALMOHHBIMU TEXHOJIOTHIIMH,
BKJII04as 000pyI0OBAHNE CUCTEMbl MOHUTOPHUHIA JIBHKEHUS
JIEKAPCTBEHHBIX PENAPATOB

IIpou3BOAUTE OLICHKY KaYEeCTBA JICKAPCTBEHHBIX IIPENIapaTOB U TOBAPOB
aITeYHOr0 ACCOPTUMEHTA 110 BHEITHEMY BUAY, YIIAKOBKE, MADKUPOBKE
ITpoBOIUTH KAJIBKYJISILMIO 3asIBOK IOTpeduTENIeH

HeO6XOI[I/IMbIe 3HaHUA HepequL HOTpe6I/ITCJ'IeI71, KOTOPBIM MOKET OCYHICCTBIIATHCS OIITOBAA

IPOJAKa WIM IIepeiaya JIEKapCTBCHHBIX CPEACTB

HopmatuBHBIE IPaBOBBIE aKThl, PETYIUPYIOIIKE 00palieHue
JIEKAPCTBEHHBIX CPEJICTB ¥ TOBAPOB AlITEYHOI'0 aCCOPTUMEHTA
OcHoBHBIE (hapMaKOJIOTHYECKHE IPYIIIbI JIGKAPCTBEHHBIX CPEJICTB
AKTyaJlbHbIH aCCOPTUMEHT JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB AlITEYHOT'O
aCCOpPTHMEHTA

WNudopmManroHHbIe CUCTEMBI U 000pYAOBaHUE HH(OPMAITHOHHBIX
TEXHOJIOTUH, UCTIOJIb3yeMble B (papMalleBTUUECKON OpraHu3aluu
[TpaBuna neHooOpa3oBaHuUs HA JIEKAPCTBEHHBIE CPEACTBA, B TOM YHUCIIE
BKJIIOYEHHBIE B IIEpEUEHb )KU3HEHHO HEOOXOIUMBIX U BaKHEHIIINX
JIEKAPCTBEHHBIX MPENAPaTOB, M TOBAPHI alITEYHOI'O0 ACCOPTUMEHTA
ITopsinok 1 nmpaBuiIa OTIYCKA HAPKOTHUYECKHUX U IMICUXOTPOIHBIX
JIEKapCTBEHHBIX CPEJCTB

Jlpyrue XxapakTepucTuku | -

3.3.2. TpynoBas pyHKIMs

HaunmenoBaunue

[TocTaBka eKapCTBEHHBIX Kon C/02.5 YpoBeHb 5
CPEACTB MHCTUTYLIMOHATIbHBIMU (moypoBeHb)
MOTPEeOUTEISIMU KBaTM(UKAITII

IIpoucxoxaenue
TPYAOBOM (hyHKIHH

Opurunan X | 3aUMCTBOBAHO U3

OpHUTHHAJA
Kon Perucrpanmonublit
OpUTHHAJA HOMeEp
po¢eCCuOHATBHOTO
CTaHaapTa

| TpynoBeie nelcTBUS

28.12.20222

‘ OTrpy3Ka JIeKapCTBEHHBIX CPEJICTB U TOBAPOB alTE€UYHOTO ACCOPTUMEHTA
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OTPEOUTEITIO

COop unpopMaiuu o NOTPEOHOCTAX MOKYyMAaTeseil B IEKapCTBEHHBIX
CpeJCTBax

[TpoBepka u peructpaius napaMeTpoB BO3yXa B MOMEUICHUIX XpaHEHUS
(dbapManeBTUYECKOIN OpraHu3ainuu

Perucrpanus oTnycka JiekapcTBEHHBIX MTPENapaToB, MOAJICKAITUX
PEIMETHO-KOJIMUYECTBEHHOMY YUETY

[TpoBepka OTCYTCTBUS Cepuil, MOAJIEKAILNX UIBATHIO U3 TPAKIaHCKOTO
000poTa, MpH OTrpy3Ke COOPaHHBIX 10 3asBKE JIEKAPCTBEHHBIX CPEICTB U
TOBApOB alITEUHOI'0 ACCOPTHMEHTA

YperynupoBaHue BOIPOCOB BO3BpaTa JIEKAPCTBEHHBIX CPEJCTB U TOBAPOB
aNTEYHOI'0 ACCOPTUMEHTA OT NOTpedUTENeH

MapkupoBKa U pa3MelIeHUe B CIICIHAIBHO BBIICIICHHON (KapaHTUHHOM)
30HE HEJJOOPOKAUYECTBEHHBIX, KOHTPAa(haKTHBIX U (hanbcu(HUIIMPOBAHHBIX
JIEKapCTBEHHBIX CPEJICTB, BHISIBICHHBIX IPU OTTPY3KE, OTACIBHO OT
JPYTUX JEKapCTBEHHBIX CPEACTB

Benenue oT4ETHBIX JOKYMEHTOB I10 JBUKEHUIO TOBapa B ONTOBBIX
OpPraHU3aALMIX

[lepenaya faHHBIX B CUCTEMY MOHUTOPHHIA JIBUYKEHUS JIEKAPCTBEHHBIX
IIpenapaToB

HeoOxonumelie ymeHust

Bectu >xypHainsl peructpanuy napaMmeTpoB Bo3iyxa B (hapMaieBTHUECKOi
OpraHu3aIiy, y4eTa CpOKOB F'OJTHOCTH JIEKAPCTBEHHBIX MPEIapaToB,
JKypHAJIBI y4eTa Omnepaluii, CBI3aHHbIX C 00paleHueM JIEKapCTBEHHBIX
CPEICTB

BecTtu nocepuiiHbIN ydyeT 3a1acoB JEKAPCTBEHHBIX IIPENapaToB B
IIOMEILEHUSAX XPAHECHUS

PerucrpupoBars nH(pOpMAIHIO O Cripoce MOTpeduTeNnel Ha
JIEKapCTBEHHBIE CPEJICTBA U TOBAPHI AlITEYHOTO ACCOPTUMEHTA

NudopmupoBaTh HHCTUTYIIMOHATIBHBIX MMOTpeOuTeNnel 00 N3MEHEHUAX B
ACCOPTHMEHTE ONTOBOI (papMalleBTUYECKO OpraHu3aluu

OdopmisiTh BO3BpAT JIEKAPCTBEHHBIX CPEJCTB OT MOTPEOUTEINS

MapkupoBaTh He10OpOKaueCTBEHHbIE, KOHTpa(aKTHbIC U
danbcuuIMpoBaHHBIE JIEKAPCTBEHHBIE CPEICTBA U IOMELIATh B
KapaHTUHHYIO 30HY

ColGupath HHGOPMAIIHIO TIO CEPUSM JIEKAPCTBEHHBIX CPEJICTB U TOBApaM
anTEeYHOTO0 aCCOPTUMEHTA, MOJUICKAIINX UIBSTHIO U3 TPAXKIaHCKOTO
obopora

AHaIM3upoBaTh U OLIEHUBATH PE3YyIbTaThl COOCTBEHHON AESITENFHOCTH,
JEATEeTLHOCTH KOJUIET U pAOOTHUKOB C(hephl METUIIMHCKUX YCIYT JJIS
npenynpexaeHus npodeccnoHanbHbIX OIMOOK U MUHUMHU3AIIUN PUCKOB
JUTSL TOTPEOUTEIS

OpranuzoBbIBaTh CBOIO ITPOU3BOJICTBEHHYIO JIEATENBHOCTh U
pacnpenensaTb Bpems

Cobuto/1aTh 3TUYECKHE HOPMBI

ypeFYJII/IpOBaTB IMPETCH3UU C HOTpC6I/ITeJ'ISIMI/I

[IpoBOIUTH MOHUTOPHHT 3HAHHUI MOTPEOUTEINCH 110 HOBBIM
JIEKaPCTBEHHBIM IpernapaTaM U TOBapaM aTEYHOI0 ACCOPTUMEHTA
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roCy/1apCTBEHHOMY PEECTpPY NPEAEIIbHBIX OTIIYCKHBIX LIEH
IIPOM3BOUTENEH Ha JIEKApCTBEHHBIE MpenapaThl, BKIIOUECHHbIC B
IepEeUYEHb )KU3HEHHO HEOOXOAMMBIX U BaXKHEHIINX JIEKAPCTBEHHBIX
npenapaToB

Heo6xonnMeie 3HaHUS [Topsiiok BeeHUS IPEIMETHO-KOJINYECTBEHHOTO YU€Ta JIEKaPCTBEHHbIX
CpEACTB

TpeboBaHMs K OTUETHOM TOKYMEHTALIMH, CTPYKTYpa U COCTaB OTUYETHON
JIOKYMEHTalluU

[Topsimok ydyera nBUKEHMsI TOBapa, IPUHATHIA B OpraHU3aluy, BKIHOYas
odopmIIeHHE HEOOXOTUMON JOKYMEHTAITUN

Mertobl norcka U OLleHKH UH(OpMaIIK, B TOM YUCIIE PECYPCHI C
uHpopManreil 0 HeTOOPOKAYeCTBEHHBIX, (PabCUPUIIMPOBAHHBIX U
3a0paKOBaHHbIX JIEKAPCTBEHHBIX CPEICTBAX U TOBAPAX AlITEYHOIO
aCCOPTHMEHTA

ITpaBuia mpueMKH TOBapa, COCTAB U CTPYKTYpPa COMPOBOAUTENBHBIX
JIOKYMEHTOB

[TepedeHb )KM3HEHHO HEOOXOAUMBIX U BaXKHEHIIMX JIEKaPCTBEHHBIX
IIPEnapaToB Jyisi MEAULMHCKOTO IPUMEHEHHS], B TOM YHUCIIE [I0 TOPTOBBIM
HalMEHOBAHUSAM

[IpaBuia nenoBoro o0mEeHNs, KyJIbTypbl M MTPO(ECCHOHAIBHOW ATHKH
TpeboBaHus 0XpaHbl TPYZa, MEpPhI OKAPHOU 6€3011aCHOCTH, HOPSI0K
JICMCTBHSI IPH YPE3BBIYANHBIX CUTYALMSIX

MeTo1bl ¥ IpUEMBbl YperyJaupoBaHus NpeTeH3uil noTpeduTenei
ITpaBuia opopmiieHHsI 30HbI KAPAHTUHHOT'O XPAHEHUS

[Mopsimox oopmieHus: BO3BpaTa JIEKapCTBEHHBIX CPECTB U TOBAPOB
anTEeYHOI'0 aCCOPTUMEHTA OT MoTpeduTenen

[Topsiiok paboThI B cCICTEME MOHUTOPUHTA JIBHYKSHHS JIEKAPCTBEHHBIX
npenapaToB

Jlpyrue xapakTepucTuku

IV. CBenenusi 00 opranu3amusx - pa3padoT4yukax npoeccuoHaIbLHOr0 CTaHIapTa

4.1. OTBeTCTBEHHAs OpraHU3alusA-pa3pabOTUNK

Ob6mepoccuiickoe oobeuHeHne padoroaarenei "Poccuiickuii cor03 MPOMBITIUIEHHHUKOB U
npeanpuHumareneil”, ropog Mocksa
Bune-npesunaent Ky3smun Imutpuit Bnagumuposud

4.2. HaumeHoBaHMsI OpraHU3aluii-pa3paboTIMKOB

1 Acconmanys COAEHCTBHS Pa3BUTHUIO alITEYHOM oTpaciu "AnTteuHas ruiapaus'”, ropog Mocksa
Coro3 papmarieBTHYECKIX PaOOTHUKOB 110 COACHCTBHUIO pa3BUTHS Mpodeccuu u
dapmanesruyeckoit orpaciu "HanumonansHas ®@apmanesruueckas [lanata", ropoq Mocksa

3 OI'AOY BO "Poccuiickuii yHUBepcUTET JIpyxObl HapoaoB" MuHucTepcTBa 00pa3oBaHus U
Hayku Poccuiickon @enepannu, ropog Mocksa
4 OI'AOY BO "IlepBblit MOCKOBCKHN rOCYJapCTBEHHBIN MEAUIIMHCKAN YHUBEPCUTET UMEHHU

N.M. CeuenoBa (CeueHoBcKkuil yHUBEepcUTET)" MUHHCTEpCTBaA 31paBooXpaHeHus Poccuiickoit
®denepanun, ropoa Mocksa
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! O6mepoccuiickuii k1accuuKaTop 3aHsITHIA.

* Obmepoccuiickuii kiaccuuKaTop BUAOB SIKOHOMHUECKOH JEATeTbHOCTH.

3 Tlpukas Munsapasa Poccun ot 20 mexaGps 2012 r. N 11831 "O6 yreepxaennn HOMEHKIATYpsI JOIKHOCTEI
MEIUIIMHCKUX PaOOTHUKOB W (papmameBTHUECKUX paboTHHKOB" (3apermctpupoBaH Mmunroctom Poccum 18 mapra 2013 r.,
peructpanuoHsabiii N 27723) ¢ M3MEHEHUSMHE, BHECEHHBIMH Ipukazamu Mwun3apaBa Poccun ot 1 aBrycra 2014 r. N 4200
(3apeructpupoBad MuntoctoM Poccmm 14 aprycra 2014 r., peructpammonsasiii N 33591) u ot 4 centsops 2020 r. N 939u
(3apeructpupoBad MunrocroMm Pocciu 1 oxtsi6pst 2020 r., peructpannonssiid N 60181).

* Ipukas Munsgpasa Poccnn ot 10 despanst 2016 . N 831 "O6 yrepsxaennn KBannpuKanimoHHBIX TpeGOBaHMiT K
MEIUIMHCKMM ¥ (papManeBTHYeCKUM pabOTHHKaM CO CpeIHMM MEJULIMHCKUM H  (apManeBTHYeCKuM oOpa3oBaHueM"
(3apeructpupoBad MuntocroMm Poccuu 9 maprta 2016 r., peructparnuonnstii N 41337).

> Ilpukas Munsapasa Poccun or 29 Hosbps 2012 r. N 982m "OG yTBepXKICHHH YCIOBHH M MOpPAAKA BbIIAYM
cepTudUKaTa CIENHANIUCTa MEIUIUHCKAM W (apMaleBTUUECKUM pPabOTHUKaM, (GOPMBI M TEXHHYECKHMX TpeOoBaHHI
ceprudukara crenuanucta”" (3aperucrpupoBan Munioctom Poccun 29 mapra 2013 1., perucrpanuonnsii N 27918) c
W3MEHEHUSIMU, BHECEHHBIMHU mMpukazamu MunznpaBa Poccuu ot 31 wurons 2013 r. N 515u (3apeructpupoBan MuHIOCTOM
Poccun 30 aBrycra 2013 r., perucrpammonusiii N 29853), ot 23 oktadps 2014 r. N 658u (3apeructpupoBan MUHIOCTOM
Poccun 17 mHos16pst 2014 1., peructpannorssiii N 34729) u ot 10 derpans 2016 r. N 821 (3apeructpupoBad MuHIocToM Poccun
11 mapta 2016 r., peructpannonssiii N 41389).

8 Mynxr 2 CraTeyn 69 dexepanbHOro 3akoHa ot 21 Hos6ps 2011 r. N 323-d3 "O6 0cHOBAX OXPaHbI 310POBbS TPAKIAH
B Poccuiickoit @enepannn” (Cobpanue 3axoHomatenscTBa Poccuntickoit @eneparym, 2011, N 48, ct. 6724; 2016, N 1, cT. 9).

" Crates 351.1 Tpynosoro koxekca Poccuiickoit @enepamnuu (Cobpanue 3akoHOmaTenbcTBa Poccuiickoit @eneparum,
2002, N 1, cT. 3; 2015, N 29, cT. 4363).

8 Crates 69 Oenepanpaoro 3akoHa ot 21 HosOps 2011 r. N 323-03 "OO ocHOBax OXpaHbI 3A0POBbS TPAKIAH B
Poccuiickoii deneparmu” (Codpanue 3akononatenscrBa Poccuiickoit @eneparuu, 2011, N 48, ct. 6724; 2016, N 1, cT. 9).

[Ipukaz Mun3apasconpa3sutus Poccun ot 23 wmrons 2010 r. N 541 "O6 yrBepxkaenun Enunoro
KBaJIN(UKALMOHHOTO CIIPAaBOYHMKA JIOJDKHOCTEH PYKOBOAMTENEH, CIEHUAIUCTOB U CIIyKamux, paszaen "KpanudukauoHHbe
XapaKTepUCTHKH TOJDKHOCTEH pabOTHHKOB B cepe 3apaBooxpaHeHus" (3aperucTpupoBaH B MuHIOcTOM Poccmm 25 aBrycra
2010 r., peructpannonssrid N 18247) ¢ n3MeHeHNsIMI, BHECEHHBIME TIprkazoM MuHTpyna Poccuu ot 9 ampens 2018 r. N 2141
(3apeructpupoBad MunrocroM Poccru 19 uronst 2018 r., peructparuonssiii N 51386).

1 O6mepoceniickuii kmaccudukatop npodeccuit pabOUHX, JOMKHOCTEH CIYKAIINX U TAPHYHBIX Pa3PAIOB.

" O6mepoccniicknii kmaccudukaTOp CICHHATPHOCTEH MO 00pa3oBaHUIO.

2 Tpukas Mumnsapascornpassutust Poccun ot 4 mas 2012 r. N 4778 "O0 yTBep)KOCHHH HEpPEUHS COCTOSHHM, TpH
KOTOPBIX OKa3blBaeTCsl IepBas IMOMOIb, M TEPEUHS MEpPONPHUATHH IO OKa3aHUIO MepBoil momouu" (3aperucTpUpOBaH
Munroctom Poccun 16 mas 2012 r., peructparmonssiii N 24183) ¢ n3MeHeHHsIME, BHECEHHBIMH TprKazoM Mun3apasa Poccun
o1 7 Host6ps 2012 r. N 586H (3apeructpupoBan Munrocrom Poccun 28 nexabpst 2012 r., peructpanuonssiii N 26405).

" TIpukas Munsgpasa Poccun ot 14 suBaps 2019 r. N 4u "O6 yTBepKICHUM TOPSIKA HA3HAUCHHS JTEKAPCTBEHHBIX
npenaparos, GOpM pEUENTYPHBIX OJIAHKOB Ha JICKAPCTBEHHBIE MpenapaThl, Mmopsjaka oGopmileHHs: yKa3aHHBIX OJaHKOB, UX
ydera u xpaHeHus" (3apeructpupoBaH MuHtoctoM Poccum 26 mapta 2019 r., peructparnuonssii N 54173) ¢ u3MeHeHUsIMH,
BHECEHHBIMHU TIpuKa3zamu Munsapasa Poccun ot 11 nexabpst 2019 N 1022# (3apeructpupoBan MunroctoM Poccun 28 stHBapst
2020 r., peructparmonHerit N 57292) u ot 8 oktss6ps 2020 r. N 10751 (3apeructpupoBad MuntoctoM Poccun 22 nexadps 2020
T., peructpanuoHHbId N 61695).

" Tpukas Mumnsgpasconpassurus Poccun ot 12 deppast 2007 r. N 110 "O mopsiaxe HasHAYCHHUS W BBHITHCHIBAHHS
JIEKapCTBEHHBIX IPENapaToB, M3JEIHH MEIUIIMHCKOTO HA3HAUEHMS W CICIHAIM3UPOBAHHBIX MPOIYKTOB JIeYeOHOrO MHUTaHUS"
(3apeructpupoBan  Mwuntoctom Poccum 27 ampens 2007 r., peructpanuonsHbiii N 9364) ¢ u3MEHEHUSIMH BHECEHHBIMH
npukazamu MuHnsnpascoupa3sutus Poccun ot 27 aBrycra 2007 r. N 560 (3apeructpupoBan Muntoctom Poccun. 14 ceHTs0ps
2007 r., peructparmonubid N 10133), ot 25 centsiops 2009 r. N 794n (3apeructpupoBan Muntoctom Poccun 25 nosops 2009
r., peructparuoHHsiii N 15317), ot 20 saBaps 2011 r. N 13u (3apeructpupoBan Muntoctom Poccmm 15 mapra 2011 r.,
peructpannonsasiii N 20103), npukazamn Munsnpasa Poccum ot | asrycra 2012 r. N 54n (3apeructpupoBaH MHHIOCTOM
Poccun 15 aBrycra 2012 r., peructpanuonssii N 25190) u ot 26 despans 2013 r. N 94u (3apeructpupoBaH MHHIOCTOM
Poccun 25 urons 2013 r., perucrpamuonssiii N 28881).

" Tocranosnenne IIpaButensctsa Poccuiickoit denepamuu ot 16 mas 2020 r. N 697 "O6 yrsepsxaeaun [Ipapu
BBIJIAUM DPA3peIICHUs] Ha OCYIIECTBICHUE PO3HUYHON TOPrOBIM JIEKAPCTBEHHBIMU IpenapaTaMu s MEIUIUHCKOIO
NPUMEHEHUS] UCTAaHLIMOHHBIM CIIOCOOOM, OCYIIECTBJICHHS TaKOW TOPTOBIM M JOCTaBKM YKa3aHHBIX JIEKapCTBEHHBIX
IpenapaToB rpakJaHaM M BHECEHMM W3MEHEHHMH B HekoTopele akTel IIpaBurensctBa Poccuiickoit denepanuu mo Bompocy
PO3HMYHOM TOPTOBIM JIEKAPCTBEHHBIMHU IIpeHapaTtaMH JUIsi MEAWIMHCKOrO TPUMEHEHUs JIUCTaHIMOHHBIM criocobom"
(Cobpanme 3axoHonarenscTBa Poccuiickoit @eneparnum, 2020, N 21, ct. 3278, N 29, ct. 4681).

' ®enepanspiii 3akon or 12 ampens 2010 r. N 61-®3 "O6 obpamiernn JTekapcTBeHHbIX cpenacts” (Cobpanue
3akoHoAarenscTBa Poccniickoit @enepamum, 2010, N 16, ct. 1815; 2020, N 52, ct. 8590).

"7 TIpukas Munsapasa Poccun ot 31 asrycra 2016 r. N 6471 "O6 yrepkaernn [IpaBun HajIexameil anTeqnoi
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NPaKTUKK JIEKaPCTBEHHBIX IPENapaToB Ul MEIUIMHCKOTO NMpHMeHeHHs" (3apermctpupoaH Munroctom Poccun 9 sHBaps
2017 r., peructpanmonnbiii N 45113).

'8 TIpukas Mumsapascoupassutus Poccnn ot 23 asrycra 2010 r. N 706u "O6 yrBepskaennn IIpaBum XpaHeHus
JIEKapCTBEHHBIX cpencTB" (3apeructpupoBan MunioctoM Poccun 4 okrsiops 2010 r., perucrpamumonssiid N 18608) ¢
W3MCHCHUSIMU, BHECCHHBIMH IpHKa3oM MuH3apaBcotpa3suTus Poccun ot 28 nmexabps 2010 r. N 12211 (3apeructpupoBaH
Muntoctom Poccun 4 pespainst 2011 r., perucrpanuonnsiii N 19703).

" Tpukas Munsapasa Poccun ot 13 Hos6ps 1996 r. N 377 "O6 yreepkaeHMH WHCTPYKIHMHM MO OpraHM3aIlHH
XpaHEHHs B aNTeYHbIX YUPEKICHUSIX PAa3IMYHBIX TPYII JICKAPCTBEHHBIX CPEACTB M M3JCJNI MEIUIHMHCKOrO Ha3HaueHHs'"
(3aperucrpupoBan Munroctrom Poccum 22 HOsOpst 1996 r., perucrpanuonnsiii N 1202) ¢ U3MEHEHUSIMH, BHECEHHBIMHU
nprkazom Mun3npascornpa3sutis Poccun ot 23 aBrycta 2010 N 706H (3apeructpupoBar MuntoctoM Poccnu 4 okts16ps 2010
T., peructpanuoHHbd N 18608).

2 Tlynkr 3 Craten 56 ®emepamsHoro 3akoma ot 12 ampemst 2010 r. N 61-®3 "O6 oGparieHnH TeKapCTBEHHBIX
cpencts" (Cobpanue 3akoHOaTenscTBa Poccniickoit @eneparum, 2010, N 16, cr. 1815).

2l Crares 53 ®enepansroro 3akona or 12 ampemst 2010 r. N 61-®3 "O6 oGpamieHnH TeKapcTBEHHBIX CPEnCTB"
(Cobpanme 3akoHomatenscTBa Poccuiickoit @enepammu, 2010, N 16, ct. 1815; 2019, 2019, N 52, ct. 7799).
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