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MWHUCTEPCTBO TPYOA U COLUMATIBbHON 3ALLUUTBI POCCUUCKON ®EQEPALIMA
NMPUKA3
OT 31 MAA 2021 TOOA N 349H

OB YTBEPXXOAEHUU NPOPECCUOHAIIbHOIO CTAHOAPTA "®APMALIEBT"

B cootBetctBUM Cc nyHkTOoM 16 [NpaBun paspaboTku v yTBEpXAeHUS NPOhecCUMOoHanbHbIX CTaHAARTOB, YTBEPXKOEHHbIX
nocraHoeneHvem [lpaButenbcriBa Poccuiickon denepaummn ot 22 gueapa 2013 . N 23 (CobpaHue 3akoHoaaTenbCTBa
Poccuiickon denepauun, 2013, N 4, c1.293; 2014, N 39, c1.5266),

NMpuKasbiBalo:

1. YTBepauTh npunaraembli npodyeccrmoHanbHbin ctaHaapt "®apmavest”.

2. YcTaHOBUTb, YTO HACTOALWMIN NprKas BCTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet Ao 1 mapta 2028 r.

MuHncTp
A.O.Kotskos
3apernctpmpoBaHo
B MuHMCTEpPCTBE IOCTULIMM
Poccuinckon ®epgepaumu
29 noHsa 2021 roaa,
pernctpaumoHHbin N 64003
YTBEPXOEH

npukasom MuHuctepcTBa
TpyAa v couymanbHOU 3alUThbl
Poccumnckom CDep,epaliwu

ot 31 maa 2021 roga N 349H

NMPO®ECCUOHAIbHbIA CTAHOAPT

DPAPMALEEBT

1382
PerncrpaumoHHbIn HOMep

COOEPXAHUE

|. O6Live cBeaeHus

II. Onucanve TpyaoBbIX QyHKLWA, BXOAAWMX B MpoheccrMoHanbHbll  CTaHAapT  (dQyHKLUUOHaNbHAaa KapTa Buaa
npodeccnoHanbHom AeATeNbHOCTN)

[ll. XapakTepucTuka 0606LLeHHbIX TRYAOBbLIX QYHKLINA
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CTtpaHuua 2

3.1. O606LeHHada TpyAoBas dyHKUMA "Po3HNYHasa TOproensi NEKapCTBEHHbIMM NpenaparaMm U Ux oTnyck"

3.2. O6obLieHHasa TpyaoBas QyHKUMA "VI3roToBrneHne NekapcTBEHHbIX NpenapaTtoB B YCNOBUAX anTeYHbIX OpraHvsaumi u

BETEPUHAPHbIX anTe4YHbIX opraHn3agumn”

3.3. O606ueHHas TpyaoBasa dhyHkLma "OnToBasg TORProBNsd NeKapCTBEHHbIMY cpeacTBamMu”

IV. Ceeneruns 06 opraHmsaLumax - paspaborymkax npodheccmoHanbHOro ctaHaapTa

I. OBLLUME CBEAEHUA

BeneHune dhapmaleBTUYeCcKon AeATeNbHOCTU B cdhepe obpallleHNs NekapCTBEHHbIX 02.075
cpeacTts

(HaMmeHoBaHWe B1ga NpodeccnoHanbHOM AesaTeNbHOCTI) Koga

OcHoBHas uenb B1aa FIpO(beCCVIOHaﬂbHOVI AEeATENbHOCTU:

YnoeneTBopeHWe NoTpeGHOCTeN rpaxaaH B 6e3onacHbIX, 3hMEKTUBHBLIX M KAYECTBEHHLIX 1E€KapCTBEHHbIX
npenaparax 1 ToBapax anTe4yHoro acCopTMMeHTa

lpynna 3aHATMR:

3213 | dapmaueBThl | - | -

(kop OK3!) (HaumeHoBaHue) (kog OK3) (HaMmeHoBaHMe)

1 O6Lepoccuiicknii knaccndmkaTop 3aHATUA.

OTHeceHue K BUgaM 3KOHOMUYECKOW AeATENbHOCTH:

46.46 Toproens ontoBas hapmaueBTUHECKON NpoayKUnen

47.73 Toproensa po3HWYHasi NekapCTBEHHbIMU CPpeACcTBaMU B CreLmann3npoBaHHbIX MarasnHax
(anTekax)

47.74 ToproBns po3HNYHas U3genmMsammn, NPUMEHSAEMbIMN B MEONLMHCKNX LIENsX,
opToneanyeckMn N3OenuamMu B crneumanmsampoBaHHbIX MarasvHax

52.10 [eaTtenbHOCTb NO CKNaanpOBaHMIO Y XPaHEHWUIO

86.90 [edatenbHOCTbL B 00nacty MeguumnHbl npoYas

(kop OKB3 2) (HaMmeHOBaHVe B1Uaa 3KOHOMUYECKOMN OeATENbHOCTN)

2 Ob6uwepoccuiicknin knaccuukaTop BUAOB 3KOHOMUYECKON AeATENbHOCTY.

Il. ONMUCAHUE TPYOOBbIX ®YHKLMWA, BXOAALMX B HPO¢ECC1{IOHAHbeIVI CTAHOAPT
(PYHKUMOHANbHAA KAPTA BUOA NPOPECCUOHAJIbHOU OEATENIbHOCTN)

O0006LLeHHbIe TPpyaoBble YHKLMM Tpyoosble doyHKLUMN
Koa HanMeHoBaHue ypo- HanMeHoBaHue koA ypo-
BEHb BEHb
KBanu- (nogp-
duka- ypo-
Lumm BEHb)
KBanu-
duka-
Luu
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A Po3HuyHasa Toproens MNoarotoBka nomeLleHumn A/01.5 5
nekapcTBEHHbIMU dapmaLeBTUYECKOM OpraHM3auun ons
npenapartaMmu 1 Ux OTnycK OCyLLeCTBNEHNSa hapmMaLeBTUHECKOM
0enaTenbHOCTU
dapmaLeBTU4ECKOEe KOHCYBTUPOBaHMeE A/02.5 5
Po3Hu4Has Toproens nekapcTBEHHbIMU A/03.5 5
npenapaTaMmu u OTMNycK NekapCTBEHHbIX
npenapaTtoB U TOBApPOB anTe4YHOro
accopTMMEHTa
OdbopmMneHne gOKyMeHTauun no y4ety A/04.5 5
peanusaumn fiekapCTBEHHbIX NpenapaTos
[MprMeMOYHbIN KOHTPOSb B A/05.5 5
dapmaneBTUYECKO OpraHM3aLmm
XpaHeHne neKkapCcTBEHHbIX CPeacTB U A/06.5 5
TOBapOB anTe4YHOro acCopTUMEHTa B
dapmaLeBTUYECKMX OpraHn3aumsix
B M3rotoBneHune M3rotoBneHune nekapCcTBEHHbIX NpenapaTos B/01.5 5
neKkapCcTBEeHHbIX no MHAUBMAOYAINbHbIM Ha3Ha4YEHUAM
npenapaToB B YCMOBUSIX MeOULMHCKUX pabOTHMKOB 1 TpeboBaHMIo
anTeyHbIX opraHM3aumin u MeOULMHCKUX OpraHM3auun n
BETEPUHAPHbIX anTe4HbIX BETEPUHApPHbIX OpraHu3aLui
opraHusaummn OdbopmneHne goKkyMeHTauum no B/02.5 5
N3roTOBIEHUIO NIEKAPCTBEHHOrO NpenapaTa
C OnToBas Toproens 5 PaboTta ¢ MHCTUTYLIMOHANbHBIMU C/01.5 5
nekapCcTBEHHbIMMU notpedbuTensamu no npuemy n obpaboTtke
cpeacteamm 3as5IBOK Ha NeKapCTBEHHbIe cpeacTBa
MocTaBka nekapCTBEHHbLIX CPEACTB C/02.5 5
WHCTUTYLIMOHANbHBIMU NOTPEdUTENAMM

ll. XAPAKTEPUCTUKA OBOBLLEHHbIX TPYAOBbIX ®YHKLUA

3.1. OBOBWEHHASA TPYOOBASA ®YHKLIUA

HaunmeHoBaHue Po3HuuHas Toproensi nekapcTBeHHbIMM Kop, A YpoBeHb 5
npenaparamu U Ux oTMycK KBanuukaumm
Mpoucxoxaexune OpwiruHan X 3anMcTBOBaHO 13
0000LeHHoM opurnHana
TpyooBou oyHKUUN Kop, PerncrpaumoHHbIn Homep
opurnHana npodeccuoHanbLHoro
cTaHgapTa
Bo3moxHble dapmauesT 3
HavMeHoBaHUs

OOIMKHOCTEN, npodheccuin

3 Mpukas Munsapasa Poccun ot 20 gekabpsa 2012 . N 1183H "O6 yTBepwaeHun HomeHknaTypbl [OMKHOCTEN

MeanLnHCKMX paboTHMKOB W chapmaleBTnyecknx paboTHukoB" (3apernctpuposaH MuHiocTtom Poccum 18 maprta 2013 r,
pernctpaumoHHbin N 27723) ¢ nameHeHUssMU, BHECEeHHbIMW Opukasamu MuH3aapasa Poccuu ot 1 asrycta 2014 r. N 420H
(3apeructpuposaH MuHtoctom Poccum 14 asrycta 2014 r., peructpaumoHHbin N 33591) u ot 4 ceHTtabpsa 2020 r. N 939H
(3apeructpuposaH MuHioctom Poccun 1 oktabps 2020 r., pernctpaumoHHsii N 60181).
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TpeboBaHus K CpegHee npodeccuoHansHoe obpasoBaHue - NporpaMmMbl NOATOTOBKU
06pa3oBaHuio 1 0OYHEHUIO | creyranncToB cpegHero 3BeHa Mo crneumansHocTn "dapmaums’ 4

TpeboBaHuMs K OnbITY -
npakTu4eckon paboTbl

Ocobble ycrosus fonycka Hanuuve ceptudukata cneumanuctas unm cBuaeTenbeTsa 06 akkpeautaumm

K pabote
cneumanuctat

OTCyTCTBUE OrpaHUYEHUIN Ha 3aHATUA NPOPECCUOHANBHON AEATENLHOCTHIO 7

ﬂpyrme XapaKTepucTtunkumn ,D,OI'IOJ'IHI/ITeJ'IbHoe ﬂpOd)eCCI/IOHaJ'IbHoe o6pasoBaHme - nporpamMmmsbl NOBbILLEHNA
KBaJ'II/Id)I/IKaLI,I/II/I He peXe OOQHOro pa3a B NATb J1IeT B Te4eHune BCEn pr,El,OBOVI
XN3HU

Peanusauusi, oTnyck nekapcTBEHHbIX NpenapaToB 1 TOBApPOB anTEYHOro
accopTMMeHTa B 0060CO0MNEHHbIX NoApPa3aeneHnsix MeguLMHCKUX opraHusaumii
MOryT OCyLLEeCTBNATb Nuua, obnagarLine npaBoM Ha OCYLLECTBIEHME
MeaMLMHCKOW AeATENbHOCTU U NOMy4YnBLUME OOMNONHUTENBHOE
npodeccuoHanbHoe o6pa3oBaHue B YacTu, KacatoLencst PO3HUYHOW TOProBMm
nekapcTBEHHbIMM MpenapaTtamu, Npu ycrnosun nx paboTtsl B 060COBNEHHBbIX
noapasgeneHusix (ambynatopusx, denballepcknx n dpenbaepcko-
aKyLepCcKux NyHKTax, LeHTpax (oTaeneHusx) obwen spadedbHomn (cemenHom)
NPaKTUKN) MEANLMHCKUX OPraHn3aLni, UMEIOLLMX NTULIEH3MIO Ha
ocylecTBneHne chapmaueBTUYeCKon 4EATENBHOCTM U PACMONOXEHHbIX B
CenbCKMX HAaCeNeHHbIX MyHKTax, B KOTOPbIX OTCYTCTBYIOT anTe4Hble

opraHusauum s

4 Mpukas MuHaapaBa Poccun ot 10 dheBpansa 2016 r. N 83H "O6 yTBepxaeHuM KBanudukaumoHHbIX TpebGoBaHui K

MEOULIMHCKMM U1 hapMaLieBTUYECKMM PaboTHMKAM CO CPeAHUM MEAULIMHCKMM U dhapmaleBTnYeckum obpasoBaHuem"
(3apeructpuposaH MuHioctom Poccum 9 mapta 2016 r., pernctpaumoHHbii N 41337).

3 Mpukas Munsapasa Poccum ot 29 Hoabpa 2012 . N 982H "O6 yTBepXAEHUM YCIOBUI 1 NOPSaKa Bbidaun ceptudmkara

cneupanucTa _MeaULIMHCKUM U1 hapMaLeBTUY4EeCKUM _paboTHMKaM, DopMbl U TeXHUYECKUX TpeboBaHui ceptudumkarta
cneunanucta" (3apeructpuposaH MwuHiooctom Poccun 29 mapta 2013 r, peructpaumoHHbii N 27918) ¢ mameHeHusMM,
BHeCeHHbIMW Npukasamu MuHsapasa Poccum ot 31 mong 2013 . N 515H (3apeructpuposaH MuHioctom Poccum 30 aBrycta
2013 r., pernctpaumoHHbin N 29853), ot 23 okTabpa 2014 . N 658H (3apeructpuposaH MuHioctom Poccun 17 Hosbpsa 2014 .,
pervctpaunoHHein N 34729) n ot 10 cheBpang 2016 r. N 82H (3apeructpupoBaH MwuHioctom Poccuu 11 mapta 2016 r,
pervctpaunoHHbin N 41389).

& [ynkT 2 cTatbm 69 dPenepansHoro 3akoHa or 21 Hoabpa 2011 r. N 323-®3 "O6 ocHoBax OXxpaHbl 340POBbA rpaxaaH B

Poccuiickon Penepauun” (CobpaHue 3akoHopatensctea Poccuiickon Penepaumm, 2011, N 48, c1.6724; 2016, N 1, c1.9).

7 Cratbsa 351.1 Tpyaosoro koaekca Poccuiickoin Peaepauumn (CobpaHue 3akoHodatensctea Poccuiickon ®enepaumu,
2002, N 1, c1.3; 2015, N 29, c1.4363).

& Cratba 69 ®PenepanbHoro 3akoHa oT 21 Hos6psa 2011 . N 323-9d3 "O6 ocHoBax OXpaHbl 3[0POBbS PakAaH B

Poccuiickon Penepauun” (CobpaHue 3akoHopatensctea Poccuiickon Penepaumm, 2011, N 48, ¢1.6724; 2016, N 1, c1.9).

ﬂOI’IOJ‘IHI/ITeJ'IbH ble XapakKTepUucTukun

HavnmeHoBaHue fokyMeHTa Kon HanmeHoBaHue 6a30BoW rpynmbl, AOMKHOCTU
(npodbeccuu) nnu cneumanbHOCTH

OK3 3213 dapmaueBThbl
- dapmaneBT
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EKC?
oknaTpia 27309 dapmauesT
OKCcoOl1l 3.33.02.01 dapmaums

9 Mpukas MuHsgpascoupassutus Poccun ot 23 mons 2010 . N 541+ "O6 yTBepxaeHn1 EanHoro kBanudukaLumoHHOro

CMpaBOYHUKA [OMKHOCTEW pPyKOBOAUTENEW, CNeLnannucToB W chyxawux, pasgen "KeanudukaLmoHHbIe XapakTepUCTUKM
OOMKHOCTEN paboTHMKOB B cdiepe 34paBooxpaHeHus” (3apernctpupoBaH B MuHioctom Poccumn 25 aerycta 2010 r,
pernctpaumoHHbin N 18247) ¢ nameHeHuAMM, BHECEHHbIMM npukazom MwuHTpyaa Poccum ot 9 anpena 2018 . N 214H
(3apeructpuposaH MuHioctom Poccun 19 mioHsa 2018 r., pernctpaumoHHbii N 51386).

10 O6uepoceUunckuin kKnacecudmkaTop npodieccuin paboumnx, NOMHKHOCTEN CAYXKALLIMX U TapUHbIX Pa3paaoB.

11 O6wwepoccuiickuii kKnaccudmkaTop cneLmuanbHOCTeN No 06PasoBaHUIO.

3.1.1. TPYAOBAA ®YHKUNA

HanmeHoBsaHve MoaroToBka NnomeLleHui Kon A/01.5 YpoBeHb 5
dhapmaLeBTNYECKON opraHnsauum ans (nopypoBeHb)
ocyLecTBreHns papmaueBTUYecKon KBanuukaumum
OeATenbHOCTU

MpouncxoxaeHve OpwiruHan X 3anMcTBOBaHO 13

TPyooBOM OYHKLNN opuruHana

Kop, PerncrpaumoHHbIn Homep
opurnHana NpodeCCUOHANBHOIO
cTaHaapTta

TpynoBble 4eNcTBUSA lMpoBepka NomeLleHWI, B TOM YMCrie TOProBOro 3ara, Ha COOTBETCTBME CaHUTAPHbIM

TpeboBaHWsAM 1 UCMPaBHOCTU UCTONb3yeMoro 060pyaoBaHNA
MpoBepka Hanuuns HeobxoaMMbIX JOKYMEHTOB Ha paGoyem MecTe hapMaleBTa

lMpoBepka 1 perncTpaums napameTpoB BO34yXa B MOMELLEHUSAX AN XpaHEeHUs!
nekapcTBEHHbIX CPEACTB

MpoBepka UcnpaBHOCTU KACCOBOr0 0O0pPyAOBaHNSA

Brlknagka ToBapa Ha BUTPUHbI

lMononHeHWe 3anacoB TOBApOB B TOProBOM 3are

MpoBepka HanM4uMs 1 JOCTYNHOCTU MHAPOPMAaLMM O 3aPErNCTPUPOBAHHbIX
npegenbHbIX OTMYCKHbIX LieHax NPOU3BOAUTENEN Ha NeKapCTBEHHbIE NpenaparTsl,
BKITIOYEHHbIE B NEPEYEHb XXU3HEHHO HEOBXOAUMBIX U BaXXHEWLLMX NIEKAPCTBEHHbIX
npenapaToB, 06 yCTaHOBIEHHbIX B CyobekTe Poccuickon degepaumm pasvepe
npeaensLHoOM onToBon Hagbasku U (MNK) pasMmepe NpeaenbHON PO3HUYHOM HagbaBKu
K YCTaHOBIEHHbLIM NPOU3BOAUTENSAMU NEKAPCTBEHHLIX NpenapaTtoB hakTU4YecknumM
OTMYCKHbIM LleHaM Ha fiekapCTBEHHbIE NpenapaThl, BKMOYEHHbIE B NepeveHb
XKM3HEHHO HEOBXOAMMBIX N BaXKHEWLUMX NEKapCTBEHHbIX NpenapaToB

BbinonHeHne caHnTapHbIX TPeBOBaHWI K NIMYHOM MMIMEHE U KOPNOpaTUBHBIX
TpeboBaHuWI kK cneunansHon ogexae

Heobxoammble OcyLuecTBNSATb NpeanpoaaXHYo NOAroTOBKY eKapCTBEHHbIX NpenapaToB 1 TOBapoB
YMEHUS anTe4yHoro acCopTMMEHTa B TOProBOM 3arie U Ha BUTPUHAX B COOTBETCTBUN C
HOpMaTUBHLIMW NPABOBLIMU aKkTamu

Monb3oBaTbCSA KOHTPONBHO-U3MEPUTENBHBIMU MPUBGOPaMM, pacHETHO-KACCOBbIM U
o6opynoBaHUeEM, UCMONb3yeMbIM B (hapMaLleBTUYECKON AeATENbHOCTU

Monb3oBaTtbes cneynanm3npoBaHHbIMU nNporpamMmmMmamMmim n npoaykramm
MH(*)OpMaLWIOHHbIX cucrtem un npon3BoanTb HeobxoamMmble pacyeTbl

Mpoun3BoaMTb BU3yarbHY0 OLEHKY COCTOSIHUS NTEKapCTBEHHBIX NpenapaTos U
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TOBaApOB anTe4HOro acCopTuMeHTa no BHeELWHeEMY B1AY, yNakoOBKe, MapKnpoBKe,
LIE€JTOCTHOCTU

Heobxogumble
3HaHuA

MonoxeHus 3akoHoAaTENbHbIX 1 HOPMAaTUBHbIX NPaBOBbIX akKTOB, PerynupyroLwmx
o6pau.|,eHv1e NNeKapCTBEHHbIX CPeACTB U TOBApOB anTe4HOro accopTMmMmeHTa

MpaBuna xpaHeHUs NeKapCTBEHHbLIX CPEACTB M TOBapOB anTe4yHOro acCopTUMeHTa

nOpﬂ,D,OK N npasuna rlpe,qnpo,u,ax(Hoﬁ noAroToBKM TOBApOB anTe4HOro acCopTuMeHTa

MHCTpYKUMM NO caHUTapHOMY pexrMmy anTeyHbIX opraHvM3aLluii

Buabl M HasHayeHWs XKypHanoB, UCMOb3yeMblX NMPU OCYLLECTBNEHNUM
dhapMaLeBTU4ECKON AeATEeNbHOCTH

MepeyeHb TOBapOB, pa3peLleHHbIX K MPoAake B anTeyHbIX opraHu3auusix Hapsay ©
neKkapCcTBEHHbIMY NpenapataMm

MNpaBuna LeHoobpa3oBaHUs Ha NekapCcTBeHHbIe CPEeacTBa

TpeboBaHusa oxpaHbl Tpyaa, Mepbl NoXapHon 6e3onacHOCTU, NOPSAOK 4ENCTBUSA MpK
ypesBblYalHbIX CUTyaLMsX

Opyrne
XapaKkTepUCTUKN

3.1.2. TPYAOBAA ®YHKUNA

HaunmeHoBaHue dapmaLeBTU4ECKOE KOHCYNBTUPOBaHMe Kon A/02.5 YpoBeHb 5
(nogoypoBeHb)
KBanudukauum
MpoucxoxaeHve OpwiruHan X 3anMcTBOBaHO 13
TPYOoBOW (OyHKLUK opurMHana
Kog PerncrpaumoHHbIn Homep
opuvrnHana npodpeccuoHanbHoro
cTaHgapTa

TpyooBble gencTeus

BrisiBnenune I'IOTpe6HOCTeIZ rpaxaaH - noceTuTenen anTe4yHomn OopraHnsauunm B
JIeKapCTBEHHbIX CcpeacTBax U ToBapax anTte4yHoro acCopTtumMeHTa

MpenocTaBneHve rpaxaaHaMm MHopMaLMK O NpaBuiax oTrycka NekapcTBEHHbIX
npenapartos (Mo peuenTty MeanumHckoro paboTHuka n 6e3 peuenta)

KoHcynsTupoBaHue rpaxgaH 06 MMeloLmxcs B Npogaxe NekapCTBEHHbIX
npenapatax, B TOM YMCMe O HanMyum Apyrux ToproeblX HAMMEHOBaHWA B paMKax
0QHOro MexayHapo4HOro HenaTeHTOBAHHOIO HAVMMEHOBAaHMS U LieHax Ha HUX, O
nopsigke NpMMEeHeHNs Uy UCMOorb30BaHUSA TOBAPOB anTEeYHOro acCopTUMEHTa, B
TOM 4Kchne o cnocobax npuema, pexmmax 403VpoBaHUs, TepaneBTUYEecKOM
OencTBUW, NPOTUBOMNOKA3aHNSIX, B3auMOAENCTBUM NTeKapCTBEHHbLIX NpenapaToB
Npu 0gHOBPEMEHHOM Npueme Mexay cobov u (unu) ¢ NUWwen, npaBunax ux
XpaHeHus B AOMAaLLHUX YCIOBUAX

Oka3zaHne MHHOPMaLMOHHO-KOHCYNETaLMOHHON NMOMOLLM Npy BbiGope
Ge3peLenTypHbIX NIeKapCTBEHHbIX MPenapaToB U TOBapOB anTe4yHOro
aCCOPTUMEHTA C YYETOM UX BO3MOXHOIO B3aMMOAENCTBUSI 1 COBMECTUMOCTM C
APYIMMU NekapCTBEHHBIMM NpenapaTamu

OkasaHune KOHCYNbTaTMBHOW NMOMOLLM MO 3KCMnyaTaumnm MeguumMHCKUX U3genuin B
OOMAaLLHKX YCMOBUSIX C Y4ETOM TEXHUYECKOW U IKCMNyaTauMoHHOW OKYMEHTaLmMm
npousBoanTens (M3roTOBUTENS) Ha MEAUUMHCKUE N3aenus

Pernctpaumsa obpaiyeHuin notpebutenen o BO3HMKHOBEHMM NOBOYHbBIX AENCTBUMN,
HexxenaTenbHbIX peakuuii, CEPbe3HbIX HexenaTenbHbIX peakLuii,
HenpeaBUAEHHbIX HeXenaTernbHbIX peakuuii Npyu NPUMEHEHUN NeKapCTBEHHbIX
npenapatoB, 00 MHAMBUAYANbHOW HENEPEHOCUMOCTU, OTCYTCTBUM

3P hEKTUBHOCTU NEKAPCTBEHHbIX NpenapaToB

Heobxoammble ymeHus

3anonHATbL U3BELLEHNST O HeXenaTenbHOW peakunn nnm oTCyTCTBUN
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TepaneBTU4eckoro adpdekta nekapCcTBeHHOro npenaparta, 0 No6OoYHbIX
nencTeusix, o xanobax notpedbutenen

CobupaTb MHGOopMaLMIO MO CMPOCY HaceneHusl Ha NekapcTBeHHble npenaparsl 1
TOBapbl anNTe4YHOro acCopTUMEHTA U NOTPEBHOCTAM B HUX

Monb3oBaTbCs cneLmanvManpoBaHHbIMU NPOrPaMMHbLIMU NPOSYKTaMM
Monb3oBaTbCs HOPMATUBHO-TEXHUYECKOW U CPaBOYHOW JOKYMEHTaumei
Onpepnensitb COCTOAHMS, NMPU KOTOPbIX OKa3blBaeTCs NepBasi MOMOLLb

Heobxogumble 3HaHUA

COBpeMeHHbII7I aACCOPTUMEHT NneKapCTBEeHHbIX npenapaTtoB 1 TOBaApOB anTe4HOro
aCCoOpTUMEHTa

ToproBble HaUMEHOBaHUA B paMKax MeXayHapoOgHOro HenaTeHTOBaHHOIo
Ha3BaHWA 1M aHanornMyHble NekapcTBEHHbIE NpenapaTthbl B pamKax
drapmakonorm4eckon rpynnosl 1 No Kogam aHaToMO-TepaneBTUYEeCKO-XMMUYECKON
Knaccudgukaumm

OcHoBHble (hbapMakonorm4eckue rpynmbl NeKapCTBEHHbLIX CPEACTB Y OCOOEHHOCTU
UX NPUMEHeHNs

MpaBnna n NopsAoK AEUCTBUIA NPU 3aMeHE NeKapCTBEHHbIX NpenapaTos,
Ha3Ha4YeHHbIX MeAMLUUHCKUM paboTHUKOM

Mopsgok n opMbl perncTpaumm HesapermcTpMpoBaHHbIX NOBOYHbLIX AEeNCTBUIA
neKapCTBEHHbIX NpenapaTos

MexaHn3Mbl hapmaKonormyeckoro 4enMcTBus npenaparTos

MeTtoabl noncka n oueHkn hapmMaLeBTUYeckon nHdopmauum

MpaBuna paunoHanbHOro NPUMEHEHNs NekapcTBEHHbIX NpenapaTos:
[031pOBaHNs, COBMECTUMOCTU 1 B3aUMOAENCTBMUS, B TOM YUCIIE C NMULLEBLIMU
NpoayKTaMu, NekapcTBEHHbIX NpenapaToB, YCNOBUS XpaHeHNs B JOMaLUHNX
YCroBmUAx

MepeyeHb COCTOSIHWIA, NPU KOTOPLIX OKa3biBAETCS nepsast MoMoLLlb 12

Opyrne xapaktepucTunkm

12 MNpukas Munsapascoupassutus Poccun oT 4 mag 2012 r. N 4774 "O6 yTBepXAeHUN NepeyHs COCTOSAHUIA, MPU KOTOPbIX

OKa3blBAETCS NepBas NOMOLLb, M NERPEYHA MEROMPUATUIA MO OKa3aHWIO NepBor noMmoLmn" (3apermctpuposaH MuHioctom Poccumn

16 masa 2012 r., peructpaumoHHbin N 24183) ¢ nsmeHeHusiIMU, BHECEHHLIMM NpukazoM MwuHaapasa Poccun ot 7 Hosa6psa 2012 .
N 568H* (3apeructpupoaH MuHioctom Poccun 28 nekabps 2012 r., pernctpaumoHHbii N 26405).

* BeposiTHO, owmnbka opurmHana. Cneayet untatb "N 586H". - [pumevaHune nsrotoButensi 6asbl AaHHbIX.

3.1.3. TPYAOBAA ®YHKLUNA

HanmeHoBaHue Po3Hn4yHas Toproens nekapcTBEHHbIMU Kog A/03.5 YpoBeHb 5
npenaparamMum u OTMyCK NeKapCTBEHHbIX (nogoypoBeHb)
npenapaToB U TOBapOB anTe4YHoro KBanugukauum
accopTMMeHTa

Mpoucxoxaexune Opurunan X 3anMMcTBOBaHO n3

TpyooBow doyHKUUN opurMHana

Kon PernctpaumnoHHbii Homep
opurnHana npoceccnoHanbHoro
cTaHgapTa

TpynoBble gencTasns

dapmaLeBTUYecKas sKkcrnepTuaa peuenTosl3 Ha nekapcTBeHHbIE Npenaparhb U

TpeboBaHW 14 MeaULMHCKMX OpraHU3aLmii K ekapCTBeHHbIM Npenaparam Ha
npeaMeT COOTBETCTBUSI HOPMaM ¥ npasunam

KoHTponb BHELHero Buaa oTnyckaeMbIX NeKapCTBEHHbIX NpenapaToB 1 oueHka
COOTBETCTBMS JO3UPOBKM, NTEKAPCTBEHHON (hOPMbI BO3paCTy, BECY NaUMeHTa, a
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CTtpaHuua 8

Takke BO3MOXHOMO B3aNUMOENCTBUS U COBMECTUMOCTM NEKapCTBEHHbIX
npenaparos

OnpegeneHuve LeHbl ToBapa, KanbKynsums CTOMMOCTU NEKapCTBEHHOIO
npenapaTta, U3roTOBMEHHOIO B YCMOBUSIX anTe4yHOW opraHusawmu,
BETEPMHAPHON anTE4YHON OpraHu3aunmn, TakCMpoBKa peLenToB n TpeboBaHui
MeOMLMHCKNX OpraHM3aumm

Bblaya KaccoBOro Yeka 1 NponsBeaeHne pacyeTos 3a NpMobpeTeHHbINn ToBap

I'Ipop.ama NNeKapCTBEHHbIX NpenaparoB U TOBapoOB anTe4yHOro accopTmmMmeHTa

OTnyck nekapcTBeHHbIX NpenapaToB M TOBApOB anTeYHOro acCopTUMeHTa B
nogpasgeneHns MeamuUMHCKUX opraHusaLuii

Mpuem 1 cbopka 3akasos OT NOTpedbuTenen Ha NpnobpeTeHne NeKapCTBEHHOTO
npenaparta ¢ gocTtaskomnl>

durKcaumMsi OTCYTCTBYIOLLMX NEKapCTBEHHbIX NpenapaToB Ha OCHOBaHWU
HeyaoBnNeTBOPEHHOTo cnpoca noTpebuTenei

Mepenava AaHHbIX B CUCTEMY MOHUTOPUHIall ABMKEHUS NeKapcTBEHHbIX
npenaparos

Heobxoammble yMeHUs

BusyanbHo oueHMBaTb peuenT, TpeboBaHne MeAMLMHCKOM opraHn3aumnm Ha
npeoMeT CooTBETCTBUA hopme briaHka

MpegynpexaaTb KOHMIMKTHbIE CUTYaLMKU C NOTPEOUTENSMM

yperJ'II/IPOBaTb NPpeTeH3nn r|0Tpe6|/|Tene|7| B paMKax CBOEW KOMMNETEHLMMN

MpoBepsATb COOTBETCTBUE LIEH HA XKU3HEHHO HEOBXOAMMbBIE U BaXHeLLne
nekapcTBeHHble npenaparbl AN MeanLUMHCKOTo NpUMeHeHNs
rocyaapCTBEHHOMY PeecTpy npefenbHbIX OTMYCKHbIX LieH NpousBoauTenei Ha
nekapcTBeHHble npenaparbl, BKMOYEeHHbIE B NepeyeHb KU3HEHHO HEOBXOANMbIX
N BaXKHEWLLMX NeKkapCTBEHHbIX NpenapaTtos

Monb3oBaTbCs pacyeTHO-KaccoBbiM 0GopyaoBaHMem n 06opynoBaHmeM,
npegHasHa4YeHHbIM A8 OCYLLECTBNEHNUA (hapMaLeBTUYECKON AeATENbHOCTU 1
MOHMWTOPUHIA ABMKEHUA NEKapCTBEHHbIX NPenapaTos

CTtpouTb NpodheccrnoHanbHoe o6LLeHne ¢ cobnogeHnem AenoBOro 3TMKeTa u
dapmaLeBTMYECKOM AEOHTONOMMmn

Monb3oBaTbCsA CNeLManuM3MpoBaHHbIMK MPOrpaMMHbIMU NPOAYKTaMu

AHaJ'IVI3I/IpOBaTI:> M oUueHMBaTb pe3ynbraTbl cobCcTBEHHOM OeATernbHOCTH,
OEATEeNbHOCTU Konner and npegynpexaeHna ﬂpOd)eCCI/IOHaﬂbeIX OoLNBOoK U
MUHNMU3aLUUN PUCKOB AnA FIOTpe6|/ITeJ'IF|

Monb3oBaTbca npremamm aPEKTUBHBIX KOMMYHUKALMIA NMPU B3aUMOAENCTBUN
C Konneramu n notpebutensamu

Heobxogumble 3HaHUA

nOpﬂ,D,OK OoTnycCKa nekapCTBeHHbIX npenapaTtoB HaceneHnw n MeanumHCKUm
opraHun3auunam, BKro4aa JiekapCTBeHHbIe npenapartbl, nognexaljue
npeamMmeTHO-KONMM4eCTBeHHOMY y4eTy

I'Ipanma BeeHNA KacCcoBbIX onepaumm N OEeHEeXHbIX pac4eToB

Buabl 1 ocobeHHOCTM NoTpedbuTenen ToBapoB 1 YCIyr anTeYHbIX OpraHn3auui

HOprI OoTnyCcKa HapKOTUYeCKMX N NCUXOTPOMHbIX NEKapCTBEHHbIX NMpenapaToB

MpaBuna ocopmneHns peuenToB 1 TpeboBaHMIN MEQULIMHCKUX OpraHM3auuin Ha
nekapcTBeHHble Npenaparbl, MegULMHCKUE U3OEenus 1 cneunanm3anpoBaHHble
NpoayKThl Ne4yebHOro NUTaHus

MeToab! U npuembl yperynmpoBaHust KOH(MKTOB C NoTpebuTensmm

Mopaaok paboTbl B CUCTEME MOHUTOPUHIA ABWKEHMWS NIeKapCTBEHHbIX
npenaparos

Opyrne xapaktepucTunkm

12 Npukas Munsapasa Poccum ot 14 aneaps 2019 . N 4H "O6 yTBEepXAEHUM MOpsSAKa Ha3HAYeHUs NeKapCTBEHHbIX

npenapartoB,_chopM peuenTypHbIX OraHKOB Ha NEKapCTBEHHble NpenapaTthbl,_Nopsaka ohopPMIIEHUSA YkasaHHbIX 6raHKoB, KX
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yyetra u xpaHeHusa" (3apeructpupoBaH MuHioctom Poccum 26 mapta 2019 r., peructpaumnoHHbin N 54173) ¢ nameHeHusmum,
BHECEHHbIMU Npukaszamu MuHsapasa Poccuu ot 11 nekabpa 2019 N 1022H (3apeructpupoBaH MuHioctom Poccuun 28 aHBapst
2020 r., pernctpaumnoHHbii N 57292) n ot 8 okta6pa 2020 . N 1075H (3apeructpmpoBaH MuHioctom Poccun 22 nekabps 2020
r., pernctpaumoHHbii N 61695).

14 Mpukas Munsnpascoupassutusa Poceumn ot 12 dhespans 2007 . N 110 "O nopsake HasHaYeHUst U BbINUChIBAHWS

NIeKapPCTBEHHbIX MPEeNnaparoB, U3Aenui MEeAWULIMHCKOrO Ha3HaYeHWs 1 cneumann3vpoBaHHbIX NPOAYKTOB revyebHoro nutanms'
(3apeructpuposaH MuHioctom Poccun 27 anpens 2007 r., peructpaunoHHbin N 9364) ¢ nsmeHeHUsiMM BHECEHHbIMY IpUKasamu
MuHsapaBcoupassutusa Poccun ot 27 aerycta 2007 r. N 560 (3apeructpupoBaH MuHioctoM Poccum 14 ceHTsiopsa 2007 r.,
pervctpaumoHHbin N 10133), o1 25 ceHTabps 2009 . N 794H (3apeructpupoBaH MuHioctom Poccum 25 Hosbps 2009 r.,
pernctpaumoHHbin N 15317), ot 20 gaueapsa 2011 . N 13H (3apeructpupoBaH MwuHioctom Poccum 15 mapta 2011 r,
pernctpaumoHHbin N 20103), npukazamu Munaapasa Poccuu ot 1 asrycta 2012 . N 54H (3apernctpuposaH MuHioctom Poccnmn
15 aBrycta 2012 r.,, pernctpaumoHHbein N 25190) n ot 26 dhespana 2013 . N 94H (3apeructpuposaH MuHioctom Poccun 25
nioHa 2013 r., pernctpaumoHHbii N 28881).

15 MocraHosnenve MpasutenscTea Poccuiickon Peaepavum ot 16 mas 2020 r. N 697 "O6 yTeepxaeHun MNpasun Bblaaum

pPaspeLleHna Ha OCYLLEeCTBIEHME PO3HWUYHOW TORFOBAW JIEKAPCTBEHHLIMW MpenaparaMmy And MeauLMHCKOrO MPUMEHEHNS
OUCTaHLIMOHHBIM CNOCOOOM, OCYLLIECTBNEHNS TAaKOW TOProBMW U AOCTAaBKU YKa3aHHbIX JIEKAPCTBEHHbLIX NPENaRaToB rpaxaaHamM
M _BHECEHUU U3MEHEHUN B HeKoTopble akTbl [NpaButenbctBa Poccunckon Pepepaumm No BOMPOCY PO3HUYHOM TORroBMAu
NIeKapCTBEHHbIMW Npenaparamu A0 MeAULIMHCKOro NPUMEHEHUA ANCTaHLIMOHHBLIM cnocobom” (CobpaHne 3akoHoaaTenbcTBa
Poccuinckon ®epepaumm, 2020, N 21, c1.3278, N 29, c1.4681).

16 denepanbHbiii_3akoH ot 12 anpensi 2010 . N 61-®3 "O6 ofpalleHnn nekapcTBeHHbIX cpeacts” (CoGpaue

3akoHogatenbcTBa Poccunckon ®egepauun, 2010, N 16, c1.1815; 2020, N 52, c1.8590).

3.1.4. TPYAOBAA ®YHKUNA

HaumeHoBaHve OdcbopmreHne fOKyMeHTaLMu No yyeTty Kop A/04.5 YpoBeHb 5
peanusauumn nekapcTBEHHbIX NpenaparToB (nogypoBeHb)
KBanudukauum
MpoucxoxaeHve OpviruHan X 3anMcTBOBaHO 13
TPYOoBOW (OYHKLMK opurnHana
Kop, PerncrpaumoHHbIn Homep
opvrmHana npodeccuoHansHoOro
cTaHgapTa
TpyooBble gevcTeums OdbopmneHune peLenToB Ha NekapCTBEHHbIE NpenapaTbl U MeauLMHCKue

nsgenusi, TpeboBaHNn MEANLMHCKUX OpraHn3aumi

Pervctpauusi ocyLecTBNeHHbIX 3aKa3oB M JOCTaBOK JIEKAPCTBEHHbIX
npenapaToB NOTpeduTento

BeneHue npeaMETHO-KONUYECTBEHHOTO yYeTa NiekapCTBEHHbIX CPEACTB
OdbopmneHue Bbligaum NnekapcTBeHHbIX NpenapaTos

OdopmMneHne KacCoBbIX M OTYETHBIX JOKYMEHTOB

Heobxoammble ymeHus Bectu xypHanbi 17

Monb3oBaTtbes cneynanm3npoBaHHbIMU NPOrpaMMHbIMU NPOAYKTaAMU

Heobxoaumble 3HaHWs Mopaaok BeaeHUst NpeaMeTHO-KONMYECTBEHHOTO yyeTa feKkapCTBEHHbIX
npenaparos

TpeboBaHMs K CTPYKTYpE U COCTaBy OTHETHOW AOKYMEHTaLUN

Mopsimok yyeTa ABMKeHUS ToBapa

[MpaBuna ANCTaHUMOHHOW TOProBIu NEKAapCTBEHHbIMU Npenaparamu
MHdopmaunoHHble cMcTeMbl U 0COBEHHOCTU (OYHKLNOHNPOBAHNS
KomnbloTepHOro obopyaoBaHns

Buabl 1 HasHayeHUs XXypHanoB (y4yeTa CPOKOB rOAHOCTU NEKapCTBEHHbIX
npenapaTtoB, XypHarnbl y4yeTa onepauuin, CBA3aHHbIX ¢ obpalleHnem
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nNeKkapCTBEHHbIX CPEACTB), NOPAA0K UX 0chopMIEHNS
Opyrve xapakTepucTuku -

17 MNpukas Munanpasa Poccun ot 31 asrycta 2016 r. N 647H "O6 yTBepxaeHun MpaBun Haanexatlen anTe4Hon NpakTuku

fNleKapCTBEHHbIX NpenapaToB ANd MEAMLIMHCKOro npumeHeHusa" (3apernctpuposaH MuHioctom Poccum 9 gquBapsa 2017 r.,
pernctpaumoHHbin N 45113).

3.1.5. TPYAOBAA ®YHKUNA

HaumeHosaHne MpreMoYHbIN KOHTPONb B Kon A/05.5 YpoBeHb 5
cbapmaLeBTUHECKON OpraHn3aLmMm (nopypoBeHb)
KBanudgukauum
MpouncxoxaeHve OpviruHan X 3anMcTBOBaHO 13
TPYOoBOW (OyHKLUK opurMHana
Kog PerncrpaumoHHbIn Homep
opvrnHana npodpeccuoHansHoro
cTaHgapTa
TpynoBble 4eNCTBUSA MNpremka nekapcTBeHHbIX CPeACTB U TOBAPOB anTe4YHOro acCopTMMEHTa Mo

KOInMnM4ecTBYy U Ka4eCTBy

PervcTpauus nocTynamLmx B hapMaLeBTUYECKyo OpraH13aLmio
NEeKapCTBEHHbIX CPeACTB 1 TOBapOB anTe4yHoro acCopTUMeHTa

PervcTtpalus nekapcTBeHHbIX CpeAcTB, NoAnexalluux npeameTHoO-
KONMNYECTBEHHOMY Y4eTy

PeFVICTpaLI,VIFI NNeKapCTBEHHbIX npenapartoB B CUCTEME MOHUTOPUHIA OBUXEHUA
NNeKapCTBEHHbIX NpenapartoB

Heobxoanmble yMeHus MpousBoanTb NPOBEPKY COMPOBOANTENBHBIX OKYMEHTOB MO COCTaBy U
KOMMEKTHOCTK

Od)OpMJ'IFITb OTHETHbIE OOKYMEHTbI NO ABUMXEHUIO NNeKapCTBEHHbIX CpeacTB 1
TOBApOB anTe4HOro accCopTnMeHTa

MpoBepsiTb COOTBETCTBUE LIEH Ha KM3HEHHO HEOOXOAUMBIE U BaXKHEWLLNE
nekapcTBEHHbIE Npenaparbl 47151 MeAUUUHCKOTOo NPUMEHEHUS
rocyaapCTBEHHOMY peecTpy npeaernbHbIX OTMYCKHbIX LieH Npou3BoauTenein Ha
nekapcTBEHHbIE Npenaparbl, BKMIOYEHHbIE B NepeyeHb XU3HEHHO HEOOXOAMMBIX
N BaXKHEWLLMX NleKapCTBEHHbIX NpenapaTos

Od)OpMJ'IFITb OOKYMEHTauuto no N3bATUo 13 06pau.|,eH|/|9| JNIeKapCTBEHHbIX
cpencTB 1 ToBapoB anTe4HOro acCopTuMeHTa

Bectu ﬂpeD,MeTHO-KOJ'IM‘-IeCTBeHHbIVI YYEeT NNeKapCTBEHHbIX CpeACTB
nocpencTBoM 3anoJiIHEHUA XypHana

Monb30BaTbCA KOHTPONbHO-U3MEPUTENBHBIMU NpUGopamm,
cnewumanManpoBaHHbIM 060pyaoBaHNEM, B TOM YUCIE B CUCTEME MOHUTOPUHIA
OBWKEHUS NeKapCTBEHHbIX Npenapartos, NporpaMMamMu 1 npogykramm
NHMOPMALIMOHHBIX CUCTEM, UCMOSb3YyeMbIMU B hapMaLeBTUHECKNX
opraHu3aLusx

OueHnBaTb MapKknpoBKY, YNaKOBKY M BHELLHUA BUA NeKapCTBEHHbIX CPEACTB U
TOBapOB anTEeYHOro aCCOpTUMEHTA, B TOM YMCEe NPOBEPATL CPOKU FOAHOCTU
Heobxogumble 3HaHMs MpaBuna npnemkun ToBapa

lMepeyeHb 1 CTPyKTypa CONPOBOAUTENBHBLIX JOKYMEHTOB NOCTaBLLMKa Ha
nekapcTBeHHble cpeacTBa M ToBapbl anTe4YHOro acCCopTUMEHTa

lMonoxeHusa 3akoHoAaTENbHbLIX U HOPMATUBHbIX NMPaBOBbLIX aKTOB,
perynupyoLLmx obpalleHme nekapcTBeHHbIX CPEACTB U TOBapOB anTEeYHOro
accopTMMeHTa

Mopsimok paboTbl ¢ HegobpoKkayecTBEHHbIMU, PaNbCUPULMPOBAHHBIMU U
KOHTpadhaKTHbIMU FieKapCTBEHHbLIMU CpeacTBaMum
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Tpe6OBaHI/I9| K Ka4eCTBY NeKapCTBEHHbIX CpPeaACTB, B TOM YUCIE K MAapKNpPOBKe
NNeKapCTBEHHbIX CPeacCTB U K AOKYyMEeHTaM, NnoaTBepKaarLWwnmM Ka4eCcTBo
JIeKapCTBeHHbIX CpeancTB 1 TOBApOB anTe4HOro accopTnmMmeHTa

AKTyarbHbIA aCCOPTUMEHT NEKAPCTBEHHBLIX CPEACTB MO PapMaKoNormyeckum
rpynnamM u ToBapoB anTe4HOro acCopTMMEHTA

Cnoco6bl BbisiBNEHUS hanbCudULMPOBaHHbIX, KOHTPadaKTHbIX 1
HeoOpoKa4YeCTBEHHbIX NTEKAPCTBEHHbIX CPEACTB M TOBAPOB anTe4HOro
accopTMMeHTa

TpeboBaHusA K OTYETHOM AOKYMEHTaLMW, CTPYKTYpa U COCTaB OTHETHON
OOKyMeHTaLumu

Mopsimok BeAeHUs NpeaMeTHO-KONMYECTBEHHOMO yYeTa NekapCTBEHHbIX
cpencTs

MHdopmMaumnoHHble cuctembl n 06opyaoBaHMe MHHOPMALIMOHHBLIX TEXHOMOMMN,
ucnonb3yemMble B hapmaLeBTUYECKON opraHM3aumm

MopsimoK TPaHCMOPTMPOBKN TEPMONabUNbHbIX NleKapCTBEHHbLIX CPEACTB Mo
XOIoA0BOW Lienu U UCNOMNb3yeMble Arsi KOHTPONs cobnogeHns Temneparypbl
cpeacTea

Mopsigok yTBepXaeHUss 1 OGHOBMNEHUS NEPEYHS KU3HEHHO HEOOXOAUMBIX U
BaXKHEMLUMNX NEKapCTBEHHbIX NpenapaTtoB Anst MeAULMHCKOrO NPUMEHEHUS
MpaBuna ueHoobpa3oBaHMsA Ha XXU3HEHHO HEOOXoAMMbIE N BaXHeNLLne
nekapcTBeHHble npenaparbl

lMepeyeHb TOBApOB, pa3peLLEHHbIX K MPOAaXe B anTeYHbIX OpraHn3auusix
Haps4y C NekapCTBEHHbIMM NpenapartamMm

TpeboBaHusa oxpaHbl Tpyaa, Mepbl NoXxXapHou 6e3onacHOCTU, NOPSAOK A4ENCTBUI
npuv YpesBblyanHbIX CUTYyaLUAX

MeToabl 1 npueMbl yperynmpoBaHus NpeTeH3ni ¢ NocTaBLLMKaMu
CaHuTapHo-anuaemuonoruyeckne TpedboBaHus K akcnnyaTaumm NoMeLeHn n
yCnoBusiM Tpyaa

OduupmanbHble UCTOYHUKN MHGOPMAaLIMKU O HedoBpOoKaYeCTBEHHbIX,
dhanbcnUUnpoBaHHbIX U KOHTPagaKTHbIX SIeKapCTBEHHbIX CpeacTeax n
TOBapax anTe4yHOro accopTMMeHTa, NoAnexallmx n3bAaTUIo U3 obpalleHus
Mopsimok paboTbl B CUCTEME MOHUTOPUHIA ABMXKXEHUS NEKAPCTBEHHBIX
npenapaTos

Lpyrve xapakTepucTuku

3.1.6. TPYOOBAA ®YHKUUA

HavnmeHoBaHve XpaHeHue nekapCTBEHHbIX CPeacTB U Kog A/06.5 YpoBeHb 5
TOBAPOB anTEeYHOro acCopTUMEHTA B (nooypoBeHb)
dhapMaLEeBTNYECKMX OpraHn3aLmnsax KBanudmkaumm

MpouncxoxaeHve OpwruHan X 3anMcTBOBaHO 13

TPyooBOM yHKUUN opuruHana

Kop, PerncrpaumoHHbIn Homep
opvrMHana nNpodeCCUOHArNbLHOIo
cTaHzgapTta

TpyooBble gencTeus

MpoBepka 1 perncTpaumsi napameTpoB BO3Ayxa B NMOMELLEHMSIX XpPaHEHNS
NeKapCTBEHHbIX CPEACTB M TOBAPOB anTe4YHOro accopTMMeHTa

NoeHTudmkaums 06opyaoBaHus 4nst XpaHEHWUs NEKapCTBEHHbIX CPEACTB U
TOBapOB anTe4yHOro acCopTMMeHTa

OcbopMmneHne 1 BeaeHVe CTENNaXHbIX KapT

Hapgnexawee XpaHeHne HapKOTU4YeCKnX, NCUXOTPOMHbIX J1eKapCTBEHHbIX CpeaACTB
N X NpeKkypcopoB B COOTBETCTBMMN C HOPMaTUBHbIMW NMPaBOBbIMU aKTaMu
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COpTVIpOBKa nocTynarwmnx nekapCTtBeHHbIX CpeacTB M TOBApOB anTe4yHoro
acCopTMMEeHTa no rpynnam

ynopﬂnoqume Nno cepundam n y4yeT 3anacoB JieKapCTBEHHbIX CpencTB 1 TOBApOB
anTe4yHoro accopTnMmeHTa B cbapmaueBqueCKmx opraHunsauunax

Pa3melLieHVe nekapcTBEHHbIX CPEeACTB M TOBAapOB anTe4YHOro accopTUMeHTa no
MecTaMm XpaHEeHWUsi B COOTBETCTBMUN C YCTAHOBINEHHLIMU MPOV3BOANTENSMM
YCIOBUSIMW XpaHeHuUst

MpoBeaeHve 1 ochopMIeHNEe pe3ynLTaToB MHBEHTapM3aLUK

BepneHune y4eTa NnieKapCTBeHHbIX CpencTB C orpaHN4YeHHbIM CPOKOM FO,EI,HOCTI/I18

I'IpOBepKa yCJ'IOBI/IIZ XpaHeHund nekapCTtBeHHbIX CpeacTB

BbisiBneHune v usbsitve anbcuuuMpoBaHHbIX, HEA0GPOKAYECTBEHHbIX 1
KOHTpadhaKTHbIX NIeKapCTBEHHbIX CPeACTB, Noasiexallmx UsbAaTIio 13
rpaxgaHckoro obopota

Heobxoammble ymeHus

O6ecneunBaTh YCNOBUSI XPaHEHUS!, YCTaHOBMNEHHbIE NPOU3BOAUTENEM
neKapcTBEHHbIX CPEACTB

Mcnonb3oBaTb TEXHUYECKNE cpencrtea, TeXHONOornMu, BKk4Yaa nporpaMmmMmHoe
obecneveHne n I/IH(*)OpMaLI,VIOHHbIe CnpaBO4Hble CUCTEMDI, ONA obecneyeHus
HaaneXxakwlero nopsagka u ycnosvu7| XpaHeHnA ToBapoB anTe4yHoOro accopTuMeHTa

MoHuMaTb M 0Co3HaBaTb NOCNEACTBUSI HECOOIIOAEHMS YCIOBUIA XpaHEeHUs!
neKkapCTBEHHbIX CPEACTB

MporHosupoBaTb pUCKM NoTepu kadectsa, 3hdeKTMBHOCTM U Ge30nacHOCTU
neKapCTBEHHbIX CPEACTB NpW HeCOOMIoAEHUN PEXUMA XpaHEHMS

OcbopMnsiTb COOTBETCTBYIOLLME AOKYMEHTbI HA U3bATUE NEKAPCTBEHHbIX CPEACTB
1 TOBapOB anTe4YHOro accopTUMeHTa

Bectn oTyeTHblE OOKYMEHTbI

MHTepﬂpeTMpOBaTb yCnoBuA XpaHeHnd, yCTaHOBITEHHbIE NMPOn3BOANTENIEM
J1IeKapCTBEHHbIX CPeacCTB, B COOTBETCTBYHOLLNE PEXNUMbI XpPaHEHUA

Heobxogumble 3HaHUA

TpeboBaHUs K YCNOBUAM XpaHEHWS NeKapCTBEHHbIX CPEACTB

MonoxeHunsa 3akoHogaTemNbHbLIX U HOPMAaTUBHbIX NPAaBOBbIX aKTOB, perynnpyrowmnx
06pa|.|.|,eHV|e NeKapCTBEeHHbIX CpeacTB 1 TOBApPOB anTe4HOro aCCopTuMeHTa

MpaBuna n nopagok 4eNCTBUIA C fleKapCTBEHHBIMY CpeacTBaMu, Noanexawmmm
N3BATUIO N3 FpaXKgaHCKoro obopoTta

AKTyaJ'IbeII7I ACCOPTUMEHT NeKapCTBEHHbIX nNpenapaTtoB N0 Pa3sfinyHbIM
d)apMaKOJ'IOFI/I'-IeCKVIM rpynnam

Tpe6OBaHMFI K BeOQeHUo npegMeTHO-KONMM4YeCTBEeHHOIo y4eTa JieKapCTBEHHbIX
cpencTe

MpaBuna xpaHeHusi NeKapCTBEHHbLIX CPEACTB U TOBAPOB anTe4HOro
accopTUMeHTa

OcobeHHoCTH XpaHeHUA NneKkapCTBeHHbIX CpencTB, noanexawnx npegmeTHo-
KOJIN4ECTBEHHOMY Y4eEeTYy

Mopsigok yyeTa NekapcTBEHHbIX CPEACTB C OrpaHNYeHHbIM CPOKOM FOAHOCTYU

OcobeHHoCcTH XpaHeHunsA I/IMMyHO6I/IOﬂOFI/I‘-IeCKVIX JNIeKapCTBEeHHbIX npenapartoB U
MeaANUNHCKUX NMNABOK

Mopsifok TPAHCMOPTUPOBKU MMMYHOBMOMOMMYECKUX NEKAPCTBEHHBLIX CPEACTB B
YCIOBUSIX XOSIOA0BOM LIENU U UCTIONb3yeMble AJ1st KOHTPONS cobntoaeHus
TeMnepaTypbl cpeacTsa

Tpe6OBaHVI9| K CTPYKTYp€ U CoCTaBy OTYETHOM OOKyMeHTauumn

MHdopMaLMOHHbIE CUCTEMBI M 060pyAOBaHNE NHPOPMALMOHHBIX TEXHOSOTMUNA,
ncnonb3yemble B hapmMaLeBTUHECKON OpraHn3aumm

DUBNKO-XMMUYECKME CBONCTBA NTEKAPCTBEHHbBIX CPEACTB

Mpasuna xpaHeHWs MeguUUHCKMX usgenun 19

TpeboBaHusa oxpaHbl TpyAa, Npasuna noxapHon 6esonacHoCcTy U NOpsAoK
0EenCTBUI Mpu Ype3Bbl4anHbIX CUTYaLUSAX
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McTouHmKM Od)I/ILLI/IaJ'IbHOIZ I/IH(bOpMaLI,I/IVI O NeKapCTBEHHbIX CpeacTBax U ToBapax
anTe4yHoro accopTuMeHTa, noanexawmnx N3bATuo n3 OGpaLLLeHVIﬂ

Opyrve xapakTepucTuku Ob6ecneyeHne xpaHeHusi B 060COBMNeHHbIX NoapasaeneHnsix MeaLMHCKUX
opraHusaLmii MOXeT OCYLLECTBASATLCA MEANLMHCKUM PaGOTHUKOM C
AOMOSHUTENBbHBIM NpodeccrnoHaribHbIM 06pa3oBaHMEM B YACTU PO3HUYHOM
TOProBNY NEKapCTBEHHLIMM NpenapaTamu

12 Npukas Munsapascoupassutus Poccun ot 23 aerycta 2010 . N 706H "O6 yTBepxaeHun [lpaBun xpaHeHus

NeKapCcTBeHHbIX cpeactB” (3apermctpupoBaH MuHiocTom Poccumn 4 oktsabpa 2010 r, pernctpaumoHHbin N 18608) c
N3MEHEHNsMN, BHECEHHbIMM Npuka3om MwuHaapaBscoupassutua Poccun ot 28 pekabpa 2010 . N 1221H (3apeructpupoBaH
MuHioctom Poccun 4 coespans 2011 r., pernctpaumoHHbii N 19703).

1% MNpukas Munsapasa Poccun ot 13 Hosbpsa 1996 r. N 377 "O6 yTBepxaeHUn VNHCTPYKLMM MO OpraHn3aLmn XpaHeHus B

anTeYHbIX YYPEXOEHUAX PAsNNYHbIX FRYNN JIEKARCTBEHHbIX CREACTB U 3NN MEOULIMHCKOIO Ha3HavyeHns" (3aperncTpmpoBaH
MuHioctom Poccun 22 Hoabpa 1996 ., peructpaumoHHbin N 1202) ¢  M3MEHEHUAMW, BHECEHHbIMW NPUKa3oM
MwuH3agpascoupassutua Poccumn ot 23 asrycta 2010 . N 706H (3apeructpupoBaH MuHioctom Poccumn 4 oktabpsa 2010 r,
pernctpaumoHHbin N 18608).

3.2. OBOBUWEHHASA TPYOOBAA ®YHKLIUA

HaumeHoBaHve M3roToBneHune nekapcTBeHHbIX NpenapaToB Ko B YpoBeHb 5
B YCMOBUSAX anTeYHbIX OpraHv3aumii u KBanmukaumm
BETEPUHAPHbIX anTeYHbIX OpraH13aLuii

Mpouncxoxaexune OpwiruHan X 3anMcTBOBaHO 13
0600LeHHoM opuruHana

TpyooBou oyHKUUN Kop, PerncrpaumoHHbIn Homep
opurmHana npod)eccnoHarnbHOro
cTaHgapTta

Bo3moxHble dapmaueBT
HavMeHOoBaHMS
OOIMKHOCTEN, npodheccui

TpeboBaHus K CpegHee npodeccuoHanbHoe obpasoBaHme - NporpaMmmMbl NOArOTOBKU
obpasoBaHuio 1 oby4eHunto CMneLmanncToB cpedHero 3BeHa no cneumansHocTn "dapmauns”
TpeboBaHus K ONbITy -

npakTnyeckon paboThbl
Ocobble ycnosus gonycka Hannuune ceptudukarta cneynanucta unu cangetenscrea ob akkpeantaumm
K pabote cneymnanucra

OTcyTCTBMe Ol'paHVI‘-IeHMVI Ha 3aHATUA I'IpO(*)eCCVIOHaJ'IbHOVI 0eATenbHOCTbIO

Opyrve xapakTepucTuku [ononHuntensHoe npodeccuoHansHoe obpa3oBaHue - NPOrpaMmbl NOBbILLEHUS
KBanuukauum He pexe OQHOro pasa B NATb S1IET B Te4eHMe BCen TPyA0BOM
XW3HU

Obs3zaTensHOEe NpeaBapuTensHoe 0by4yeHne Npy M3roTOBNEHUN NEKAPCTBEHHbIX
npenapatoB ANs BETEPUHAPHOTO NPUMEHEHMS

[lononHuTenbHble XapakTepucTuKn

HanmeHoBaHue fOKyMeHTa Kop, HanmeHoBaHne 6a30BoN rpynmnbl, JOSMKHOCTU
(npodbeccum) nnmn cneumnansHoOCTU
OK3 3213 dapmaueBTbl
EKC - dapmaueBT
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OKNATP 27309 dapmauesTt
OKCO 3.33.02.01 dapmaums

3.2.1. TPYOOBAA ®YHKLUUA

HavnmeHoBaHue M3roToBneHne nekapcTBeHHbIX Npenaparos Kon B/01.5 YpoBeHb 5
Nno MHAMBUAYANbHBIM Ha3HAYEHUSIM (nogypoBeHb)
MELMLMHCKMX PabOTHUKOB 1 TpeboBaHMIo KBanudmkaumm
MEOULIMHCKNX OpraHn3aumin n BeTepMHapHbIX
opraHusauumi
MpouncxoxaeHve OpviruHan X 3anMcTBOBaHO 13
TPyooBOW yHKLNN opuruHana
Kog PerncrpaumoHHbIn HoMep
opvrnHana npodeccuoHansbHoro
cTaHpapTa
TpyooBble gevcTeums MoaroToBka paboyero MecTta Ans U3rOTOBIEHMS NeKapCTBEHHbIX NpenapaTos

BbinosniHeHve pacyeToB Mo onpeaeneHnio Macchbl/oGbema UHIrpeaneHTOR
NeKkapcTBEHHOro Npenapara B COOTBETCTBUW C HasHaYeHUeM MeULIMHCKOTO,
BETepuHapHOro paboTHuKa

Bbi6op onTMManbHOro TEXHOMOMMYECKOro npoLecca Ans 3roTOBMEHUs
neKapCTBEHHbIX NpenapaToB

Bbl60p 1 NoAroToBKa BCromMoraTesibHbIX BeLeCTB 1 MaTepunanos, paLl,I/IOHaJ'IbHOIZ
ynakoBKK

MogroToBka 060pynOBaHUSA 1M NOCYAbl ANSA U3rOTOBMNEHMUS NIeKapCTBEHHOrO npenapara
MsrotoBneHve nekapcTseHHON hOpMbl

MN3roToBneHne KOHLEHTPUPOBaHHBLIX PAacTBOPOB, NosydabprkaToB, BHYTPUANTEYHOM
3aroToBKuU

lMpoBeneHne paboT no pacoBke NekapCTBEHHbIX NpenapaToB
BeneHne npegMeTHO-KONMYECTBEHHOMO YY€eTa JIEKAPCTBEHHbIX CPEACTB

Heobxogumble Mony4aTb BOAY OYMLLIEHHYHO 1 BOAY ANS UHBEKLIMIA U UCMONb30BaTh ee Ans
yMeHus N3roTOBMNEHNS NEeKapCTBEHHbIX NpenapaToB

MpoBepsiTb COOTBETCTBUE HA3HAYEHHOW MEANLIMHCKMM PabOTHUKOM O03MPOBKM U
nekapcTBeHHON hopmbl BO3pacTy 60nbHOro

loTtoBUTH pa3nnyHblie BUAbl NeKapCTBEHHbIX (*)OpM NNeKapCTBEHHbIX NpenaparTtoB

[OTOBWTb KOHLIEHTPUPOBaHHbIE PAacTBOPLI, NonydabpukaTbl, BHYTPUaNTEYHYO
3aroToBKYy

dacoBaTb U3roTOBMNEHHbIE NTIEKAapPCTBEHHbIE Npenaparbl
Monb3oBaTbcs NabopaTopHbIM Y TEXHOMOIMYECKUM 060pya0BaHNEM
MpyMeHsTL cpeacTBa MHAVBUAYaNbHOW 3aLUTbI

Monb3oBaTbCA COBPEMEHHBIMU MHOPMAaLMOHHO-KOMMYHUKALIMOHHBLIMM
TEXHOMOrMSIMU, NPUKNAAHbIMK NporpaMmmamMmn obecneveHunst hapmaLeBTUHECKON
AesTeNbHOCTM ANs pelleHns npodeccroHarnbHbIX 3aaa4

Mpown3BoanTe obsi3aTernbHble pacyeThl, B TOM YMciie No npedenbHO 4onYyCTUMBIM
HOpMaMm OTNycka HAPKOTUYECKUX U NMCUXOTPOMHBIX JIEKAPCTBEHHbIX CPELACTB
BecTn npegMeTHO-KONMYECTBEHHbIN YYET NEKAPCTBEHHBLIX CPEACTB
HeobGxoanmbie Hopmbl oThycka niekapCTBeHHbIX NpenapaToB, CoAepXallyX HapKoTUYeCKMe,
3HaHWS MCMXOTPOMHbIE BellecTsa

3akoHogaTerbHble U HOPMaTUBHbIE NMPaBOBbIE aKTbl, PerfiaMeHTUpyoLLmMe NpoLecc
N3roTOBMNEHUS NNEKAPCTBEHHbIX (DOPM, KOHLIEHTPUPOBAHHbLIX PACTBOPOB,
nonycabprkaToB, BHYTPUANTEYHON 3aroTOBKMN U (DacCOBKM NEKAPCTBEHHbIX
npenapaToB
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Buabl BHYTpPManNTE4YHOro KOHTPOMSA KayeCTBa M3rOTOBMEHHbIX NIeKapCTBEHHbIX
npenaparos

MpaBwuna U3roToBMNEHNS TBEPABIX, XUAKNX, MATKUX, CTEPUIBbHBIX U acenTUYecKnx
NeKapcTBEHHbIX popm

DUBNKO-XMUYECKNE U opraHonenTn4yeckue CBOKCTBa NIeKapCTBEeHHbIX CpeacTB, UX
C*)I/I3VI‘-IeCKa$|, XNMn4yeckada un q)apmakonormquKaﬂ COBMECTUMOCTb

HomeHknaTypa 3aperncTpmpoBaHHbIX (hapMaLeBTUYECKUX CyBCTaHLUI,
ncnosb3yemblX As U3roTOBINEHMS NeKapCTBEHHbLIX NpenapaToB

YCnoBus 1 CPOKM XpaHeHUs NEKapCTBEHHbIX NMPEnapaToB, N3rOTOBEHHbIX B
anTeyYHbIX OpraHn3aLmnsx

PekomeHayemble cnocobbl BbiSIBNEHUS danbCudULNMPOBaHHbIX U KOHTpadaKTHbIX
neKapCTBEHHbIX CPEACTB M TOBApOB arnTe4YHOro accopThMeHTa

TpeboBaHusi K BeAEeHWI0 NEPBUYHO JOKYMEHTALIMW MO U3FOTOBIEHUIO
neKapCcTBEHHbIX MPernapaToB B anTe4YHbIX OpraHU3auusx, BETepMHaPHbIX anTeyHbIX
opraHusaumsx

TpeGoBaHus oxpaHbl Tpyaa, NpaBuna noxapHoi 6e3onacHOCTV U NOPSAOoK AEACTBUN
npu Ype3BblYalHbIX CUTYaLMSX

CaHuTapHo-anuaemMmorornyeckne TpeboBaHms K akcnnyaTaumy NnoMeLeHnn n
yCrnoBusiM Tpyaa

MpaBuna NnpUMeHeHns: CpeacTB MHAMBUAYAIbHOW 3aLUMThI

nOpﬂ,D,OK BeaeHnda npegmMeTHO-KONM4eCTBeHHOro y4yeTa JiekapCTBeHHbIX CpencTB

MHdopMaumnoHHble cucTeMbl U 060pyaoBaHNE NHGOOPMALMOHHBIX TEXHONMOMUI,
UCMorb3yeMble B anTeYHbIX OpraHn3aumnsix

MeTtoabl noncka u oueHKK I/IHd’.)OpMaLI,VII/I, B TOM 4ucre pecypchbl C VIH(*)OpMaLI,I/IeVI (0]
(*)aJ'IbCI/I(bI/ILI,VIpOBaHHbIX, HeﬂOGpOKaLIeCTBeHHbIX n KOHTpad)aKTHbIX JNTeKapCTBEHHbIX
cpencrTteax U ToBapax anTte4Horo acCCopTtmumMeHTa

CpencTBa UsmepeHuii u ucnbitaterisHoe 06opyaoBaHve, NPUMEHSIEMbIE B anTeYHbIX
opraHusaumsx

BcnomoratenbHble Mmartepuanbl, MUHCTPYMEHTbI, npvlcnocoﬁneva, ncnonb3yemble Npu
N3roToBIIEHUN NNEKAPCTBEHHbIX NMpenapaTtoB B anTe4yHbIX OopraHn3auunax un
BE€TEPUHAPHbIX anTe4YHbIX OpraHn3auunax

Rpyrve
XapaKkTepucTUKK

3.2.2. TPYOOBAA ®YHKUUA

HanmeHoBaHue

MpowucxoxgeHue
TPYOoBOW (OyHKLMUK

OdbopmneHre gokyMeHTauum no Kopg B/02.5 YpoBeHb 5
N3roTOBIEHMIO NIEKAPCTBEHHOro Npenapara (nogypoBeHb)
KBanudukaumm

OpwuruHan X 3anmcTBOBaHO U3
opuruHana
Kop, PerncrpaumoHHbIn HoMep
opurnHana npoceccnoHansHoro
cTaHgapTa

TpynoBble AencTans

YnakoBKa M3roTOBNEHHOMO NEKapCTBEHHOIO Npenaparta B COOTBETCTBUM C (HU3MKO-
XUMWNYECKMMUN CBOMCTBaMM NieKkapcTBEHHON dOpMbl

OdopMneHne M3roToBNEHHOO NIeKapCTBEHHOIO Npenapara

MapkupoBka nekapcTseHHoN oopMbl NpegynpeanTenbHbIMU HagNUCAMA B
COOTBETCTBUM C MpaBunamu opopmneHus ynakosku 20

npenaparos

3anornHeHune nacnopTta NMMCbMEHHOIo KOHTPONA Npu U3roToBrieHUN NNeKapCTBEHHbIX
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YCTHOE M3noXeHne CBOUX AENCTBUN npu nposeaeHnm onpoCHOro KOHTpPOJA

MpoBeaeHne paboT Mo ynakoBke U MapKMPOBKe pacacoBaHHbLIX NeKapCTBEHHbIX
npenapartos

Bepnenue npeaMeTHO-KONMM4YeCTBeHHOro y4yeTa fiekapCTBeHHbIX cpencTs

PeFI/ICTpaLI,I/Iﬂ OaHHbIX 00 N3roToBNEHUN NeKapCTBEHHbIX NpenapaTtoB B
COOTBETCTBYHOLLKNX XypHanax

Heobxogumble
yMeHUs

OcbopMnsTe AOKYMEHTALMIO NPY U3TOTOBIIEHWUM NIeKapCTBEHHbIX NpernapaTos

MapKI/IpOBaTb N3roToBleHHbIe NeKapCTBEeHHbIE NpenapaTtbl, B TOM 4YnUcne
HeO6XOD,I/IMbIMVI npegynpegnTernibHbIM1 HaANMNMCAMU U 3TUKETKaMn

3anonHATL NacnopT NUCbMEHHOTO KOHTPOIS MPY U3rOTOBIEHUN NIeKapCTBEHHbIX
npenapartos

Mornb3oBaTbCst COBPEMEHHBIMW MHOPMAaLMOHHO-KOMMYHMKaLMOHHBIMU
TEXHOMNOMMSIMU, NPUKNaAHbIMK NporpamMmmamMm obecnedveHuns hapmaLeBTUHeCKon
AesTenbHOCTU AN pelleHus npodeccuoHarnbHbIX 3agad

MHTepI'IpeTMpOBaTb ycnoBusa XpaHeHud, yka3aHHble B MapKUpOBKe JTeKapCTBEHHbIX
cpencTse

MpounsBoanTb 06s13aTenbHbIE pacyeTbl, B TOM YMCe MO HOpMaM OTrycKa
HapKOTUYECKMX, MCUXOTPONMHbIX NTIEKAPCTBEHHbIX CPEACTB

Bectn otyeTHble OOKYMEHTbI No ABMXXEHUNIO NTeKapCTBEHHbIX CpeacTB

Heobxogumble
3HaHuA

Buabl LOKYMEHTOB Mo perucTpaumm npoLiecca M3roToBNEHNs fieKapCTBEHHbIX
npenapaTtoB 1 NpaBuna ux opopMneHus

3akoHogaTernbHbIe M HOPMaTMBHbLIE NPaBOBLIE aKTbl, PErMaMeHTUPYHOLLME NMPOLLECC
N3TOTOBIEHNSA NEKapCTBEHHbIX NPenapaToB, KOHLEHTPUPOBaHHLIX PACTBOPOB,
nonycabprKaToB, BHYTPMANTEYHO! 3aroTOBKM 1 (paCoOBKM NEKapCTBEHHbIX
npenaparos

HOpMaTMBHO-I'IpaBOBbIe aKTbl N0 BUOAM KOHTPOJ1A KadeCTBa J1eKapCTBEHHbIX
npenaparoB, N3roTOBJIEHHbIX B alTEe4YHbIX OpraHmn3aunax

Mpaeuna oopMreHMsT yNakoBOK NIEKAPCTBEHHBIX NpPenapaTos, B TOM Yucre
npeaynpeauTenbHbIMU HaaNMCMM

Ycnosua n CPOKUM XpaHeHUA NeKapCTBEeHHbIX NnpenapaToB, NU3roTOBJTIEHHbLIX B
anTe4yHbIX opraHn3aunax n BeTepuHapHbIX anTe4vYHbIX opraHn3aunax

TpeboBaHus oxpaHbl Tpyaa, Mepbl NoXapHO 6e30MacHOCTM, NOPSIAOK OENCTBUM MpU
Ype3BbIYaNHbIX CUTYyaLMsIX

nOpﬂ,D,OK BeaeHnda npegmMeTHO-KOIM4eCTBeHHOro y4eTa JfiekapCTBEeHHbIX npenapaToB

TpeboBaHUsi K JOKYyMEHTaM NepBUYHOO y4YeTa anTe4yHol opraH13aumm

MH(bOpMaLLI/IOHHbIe CUCTEMBI N O60pyﬂ,OBaHI/Ie VIHCbOpMaLI,I/IOHHbIX TEXHOMOorN,
ncnosib3yembie B daapmaueBqueCKoPl opraHmnsauumn

Rpyrve
XapaKkTepucTUKn

20 MynkT 3 craTtbn 56 PenepanbHoro sakoHa ot 12 anpens 2010 . N 61-3 "O6 obpallieHnn nekapcTBEeHHbIX CReaCcTB”

(CobpaHnue 3akoHogaTtenbcTBa Poccuickon degepaumm, 2010, N 16, cT.1815).

3.3. OBOBUWEHHASA TPYOOBAA ®YHKLIUA

HanmeHoBaHue

MpouncxoxaeHne
0600LLIeHHON

TpyooBow doyHKUUN

OnToBas TOproensi NeKapCTBEHHbLIMU Kog C YpoBeHb 5
cpeacteamu KBanudgukauum
OpwuruHan X 3anMcTBOBaHO 13
opuruHana
Kog PerncrpaumoHHbIn Homep
opurmHana npodeccnoHarnbHOro
cTaHgapTta
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Bo3moxHble
HanMeHoBaHus
DOIMKHOCTEN, npodeccuin

dapmaueBT

TpeboBaHus K
obpaszoBaHuio 1 0byyeHuto

CpegHee npodeccuoHansHoe obpasoBaHue - NporpaMmmMbl NOArOTOBKU
crneumnanucToB cpedHero 3seHa no cneumansHoctu "dapmauns”

TpeboBaHuWs K OMbITy
npakTu4eckon paboTbl

Ocobble ycnosus gonycka
K pabote

Hanunune CepTI/I(bI/IKaTa cneunanunucTa unu cemnageTenbCcTBa (0[] akKkpegunTaunm
cneunanunucrta

[pyrvue xapaktepuctumku

JononHutenbHoe npodeccroHansHoe obpasoBaHne - NPorpaMMbl NOBbILLEHNS]

KBanumukauumn He pexe OQHOro pasa B NATb S1IET B Te4eHne BCen TPyaoBOM
XU3HU

[lononHuTenbHble XapakTepucTukn

HavmeHoBaHWe ooKymeHTa Koa HanmeHoBaHve 6a3oBon rpynnel,
DOIMKHOCTK (npodheccun) nnum
cneumanbHOCTU
OK3 3213 dapmaueBThl
EKC - dapmauesT
oKnAaTP 27309 dapmaueBT
OKCO 3.33.02.01 dapmaums
3.3.1. TPYOOBAA ®YHKLUA

HanmeHoBaHue Pabota ¢ MHCTUTYLIMOHANbHBIMM Kog C/01.5 YpoBeHb 5

noTpebutenammu no npuemy n obpabotke (nogypoBeHb)

3as1BOK Ha NekapCcTBEHHbIE CpeacTBa KBanudmkaumm
Mpoucxoxaexune Opwurunan X 3anMMcTBOBaHO n3
TpyooBow oyHKUNN opurnHana

Kon PernctpaumnoHHbii Homep
opurMHana npodeccuoHanbLHoro
cTaHagapTta

Mpuem n oLeHKa 3aKka3oB OT NOTpeduTenewn, onpeaereHHbIX B 3akoHoaaTenbcTee
Poccuitckoit deaepaummzl

TpynoBble gencTasns

OueHka BO3MOXXHOCTU MOMHOIO UM YacTUYHOIo yAOOBINeTBOpeHuA 3aKkasa,
KanbKynauma U cornacoBaHne LeHbl 3aKkasa

CornacoBaHue CPOKOB NOCTaBKM U KOMMNJTIEKTHOCTU 3akKa3a C y4eToOM cobniogeHus
yCﬂOBI/Il7I XpaHeHnA, 0OCTaTO4HOIo Cpoka rogHoCTu

KomnnekTauusa 3akasa rnekapCTBEHHbIX CPEACTB 1 TOBApOB anTe4Horo
accopTMMEHTa B COOTBETCTBUM C 3asiBKON NoTpebutens

O(bOpMﬂeHI/Ie conpoBoaunTeribHbIX JOKYMEHTOB Ha JNieKapCTBEeHHbIEe cpeacTtea un
TOBapbl anTe4HOro accCopTnmMmeHTa

AHanusnpoBaTh 3asiBKU NOTpebuTenei nekapcTBEHHbIX Npenaparos no
HanMeHOBaHUSIM, [O3MPOBKaM, KONMYECTBY

Monb3oBaTbesa npuemamu 3dEKTUBHBIX KOMMYHUKALMIA MPU B3aMMOAENCTBUM C
Korreramu u noTpedutensamm

Ocyl.l.l.eCTBﬂﬂTb YYEeT NeKapCTBEHHbIX CpeaCTB U TOBApOB anTe4HOro acCopTuMeHTa

Monb3oBaTbcs 0GopyAoBaHUEM Y MHGOPMALIMOHHBIMU TEXHOMOMMUSIMM, BKIHoYast
o6opyaoBaHne CUCTEMbI MOHUTOPWHIA ABWXEHUS NIeKapCTBEHHbIX NpenapaTos

Heobxogumble ymeHus
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npOVI3BO,EI,VITb OLEHKY Ka4eCTBa JIeKapCTBEHHbIX NnpenapaTtoB 1 TOBAapOB anTe4HOro
ACCOPTUMEHTa No BHELWWHEeMY BMAY, YNakoBKe, MapKNpOBKe

MpoBOANTL KanbKynaLmMIO 3asBOK NoTpeduTtenen

Heobxogumble 3HaHUA

MepeyeHb noTpedbuTenen, KOTOPbIM MOXET OCYLLECTBIATLCS ONTOBas Npoaaka unm
nepenada nekapCTBEHHbIX CpeacTs

HOpMaTMBHbIe npaBoOBbl€ aKThbl, perynupyrowne 06pau.LeH|/|e NeKapCTBEHHbIX
cpencTB 1M ToBapoB anTe4HOro accopTnMmeHTa

OcHOBHble hapMakonornyeckme rpynnbl JieKapCTBEHHbIX CPeacTB

AKTyaJ'IbeIVI adCCOPTUMEHT JMeKapCTBEeHHbIX CpeACTB 1 TOBApPOB anTe4yHoro
accopTnMeHTa

MHdopmMaLmoHHbIE cucTeMbl U 060pyaoBaHNE NHAPOPMALMOHHBIX TEXHOMOMNIA,
ncnornb3yemMble B papMaueBTUYECKON OpraHm3aumm

npaBI/IJ'Ia Ll,eHOO6pa3OBaHVIF| Ha NneKapcTBeHHble cpeacTBa, B TOM 4Yucre
BKITlOMEHHblIe B nepeyeHb XN3HeHHO HEeoBXOAMMbIX U BaXKHEMLLNX JIeKapCTBEHHbIX
npenaparoB, 1 TOBApPbl anNnTe4HOIo aCCoOpTUMEHTA

nopﬂLI.OK N npasuiia oTnycka HapKOTUYECKNX N NCUXOTPONMHbIX NNEKapCTBEHHbIX
cpencTse

Opyrne xapaktepucTunkm

2l Cratba 53 ®depepanbHoro 3akoHa ot 12 anpens 2010 . N 61-®3 "O6 obpallueHun NekapcTBEHHbIX CpencTs”

(CobpaHue 3akoHogatenbcTBa Poccunckon ®eaepaumm, 2010, N 16, c1.1815; 2019, N 52, cT.7799).

3.3.2. TPYAOBAA ®YHKLUNA

HanmeHoBaHue lMocTaBKa nekapcTBeHHbIX CPeCTB Koa C/02.5 YpoBeHb 5
WHCTUTYLIMOHaNbHbIMU NOTpebutensamm (nogypoBeHb)
KBanudukaumm
Mpouncxoxaexune OpwruHan X 3anMcTBOBaHO 13
TpyooBon doyHKUNN opurnHana
Kog PernctpaumnoHHbii Homep
opurMHana npodeccuoHarnbLHoro

CTaHOapTa

TpynoBble gencTeus

OTrpy3ka NnekapCcTBEHHbIX CPEACTB M TOBAapOB anTe4HOro acCopTUMeEHTa
notpebutento

C6op nHdopmaumm o NOTPeObHOCTAX NOKynaTenen B NEKapCTBEHHbIX CPEACTBaX

MpoBepka 1 perncTpaums napameTpoB BO3Ayxa B NOMELLEHUSX XpaHEHNS
hapmaLieBTUYECKOo opraHn3aLmm

Peructpauusi oTrnycka niekapCTBeHHbIX NpenapaTos, nognexalimx npeameTHo-
KONIMYECTBEHHOMY Yy4yeTy

I'IpOBepKa OTCYTCTBUA Cepl/ll7|, noanexawunx N3bATU0 U3 rpakaaHCKoro 060p0Ta,
npu OoTrpy3ke CO6paHHbIX Nno 3adaBKe JieKapCTBEHHbIX CpeacTB N TOBaApOB anTe4HOro
accopTnMmeHTa

yperJ'II/IpOBaHMe BOMNpPOCOB BO3BpaTa JieKapCTBEHHbLIX CpeacTB 1 TOBapOB
anTe4yHoro accopTtMuMeHTa ot FIOTpGGVITeJ'Ieﬁ

MapkunpoBka 1 pasmeLLeHne B cneuuanbHO BbiAENEHHON (KapaHTUHHOW) 30He
He[oOpokavyeCTBEHHbIX, KOHTPagaKTHbIX U hanbCUULMPOBaHHbIX
neKapCTBEHHbIX CPEACTB, BbIIBNEHHbLIX NPU OTrpy3Kke, OTAENbHO OT ApYrnx
neKkapCTBeHHbIX CPeacTB

BeneHve oT4eTHbIX OOKYMEHTOB Mo ABMXEeHUIO ToBapa B ONTOBbIX OpraHn3aunax

Mepenaya QaHHbIX B CUCTEMY MOHUTOPUHIA ABUXEHUSA NEKAPCTBEHHbIX
npenaparos

Heobxoammble ymMeHUs

BecTu xXypHanbl perctpauum napameTpoB Bo3ayxa B hapMaLleBTMYeCcKoM
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OopraHn3auunu, y4eta CpoOKOB rogHOCTU J1IeKapCTBEHHbIX nNpenapartos, XXypHarllbl
yyeTa onepau,mﬁ, CBA3aHHbIX C 06pau.LeH|/|eM JleKapCTBEeHHbIX CpencTB

Bectn I'IOCGpMVIHbIﬁ Y4Y€ET 3anacoB JieKapCTBEHHbIX NpenapaToB B NOMELEHNAX
XpaHeHuA

PernctpupoBaTb MHGOpMaLUIO O cnpoce NoTpebutenen Ha nekapcTBEHHbIE
cpefcTtea 1 ToBapbl anTeYHOro aCCoOpTUMEHTa

MHdopmmpoBaTb MHCTUTYLMOHANbHbIX NOTpebutenen ob nameHeHmsx B
accopTUMEHTE ONTOBOM hapMaLEeBTUYECKON OpraHn3aumm

OchopMnsiTe BO3BPAT FIEKAPCTBEHHBLIX CPEACTB OT NoTpeduTens

MapkupoBaTb HeJoGpoKaYecTBeHHbIE, KOHTpadakTHbIE U dhanbCUULIMPOBaHHbIE
nekapcTBEHHbIe CpeacTBa M NOMELLAaTb B KAPaHTUHHYHO 30HY

CobupaTb MHOPMaLWIo MO CepusiM NIeKapCTBEHHbIX CPeACTB M ToBapam
anTe4yHoro accopTUMEHTa, NOANEXaLNX N3bATUIO U3 rpaXkaaHckoro obopoTa

AHanu3npoBaTb U OLIEHNBATb pe3yrnbTaTbl COOCTBEHHOW AEATENBHOCTH,
OesTenbHOCTU Konner 1 paboTHUKOB cdepbl MEANLIMHCKUX YCNYT Anst
npegynpexaeHns NpodeccnoHanbHbIX OLUIMOOK 1 MUHUMU3AL/MN PUCKOB AN
notpebutens

OpraHM3OBbIBaTb CBOIO Npon3BOACTBEHHYIO AEATENTIbHOCTb U pacnpenenaTb BpemMsa

CobntogaTb aTU4ECKNE HOPMBI

YperynvmpoBaTb NpeTeH3nn ¢ noTpebuTtensmm

MpoBOANTE MOHUTOPUHT 3HAHWIA NOTPEOUTENEN MO HOBLIM JIEKAPCTBEHHBLIM
npenapatamM 1 ToBapam anTe4YHOro aCCopTUMEHTa

npOBepﬂTb COoOoTBEeTCTBME LIEH HA XXM3HEHHO HeOGXO,D,VIMbIe N BaXKHenwmne
NeKapCTBEeHHblIe npenaparbl 4NA MeQUUMHCKOro npuMmeHeHna rocygapCtBeHHOMY
peecTpy npenernbHbiX OTNYCKHbIX LUEeH I'IpOI/I3BOﬂI/ITeJ'IeI7I Ha nekapcCTtBeHHbIEe
npenaparbl, BKIOYEHHbIE B NepevyeHb XXM3HEHHO HeO6XOD,I/IMbIX N BaXXHENLWnNxX
JNIeKapCTBEHHbIX npenapaTtoB

Heobxogumble 3HaHUSA

Mopsinok BeAeHUSI NPeaMETHO-KONIMYECTBEHHOIO yYeTa NeKapCTBEHHbIX CPEACTB

TpeboBaHMA K OTYETHOM JOKYMEHTALMU, CTPYKTYpa U COCTaB OTYETHOWN
OOKyMeHTaumm

Mopsiaok yyeTa OBMXKEHWUSI TOBapa, NPUHATLIA B opraHv3aumm, BKovas
odopmreHne HeobxoaMMON AOKYMEHTaUUK

MeTogbl noncka u oueHKn MHopmaunm, B TOM YMCne pecypcesbl ¢ MHpopMaumen o
HegobpokavyecTBEHHbIX, hanbCUMULMPOBAHHbIX U 3abpakoBaHHbIX NEKAPCTBEHHbIX
cpencTBax U ToBapax anTeYHOro acCopTUMEHTa

MpaBuna npuemkn ToBapa, COCTaB M CTPYKTypa CONPOBOAUTENbHbLIX AOKYMEHTOB

MepeyeHb XU3HEHHO HEOGXOAMMBIX Y BaXKHEWLLUX NTEKapCTBEHHbIX NpenapaToB
AN MEAMLMHCKOrO NPUMEHEHWS, B TOM YMCrIe MO TOProBbIM HauMeHOBaHUSIM

npaBI/IJ'Ia Aenosoro O6LLLeHVIF|, KynbTypbl U ﬂpOdﬁ)eCCI/IOHaJ'IbHOVI STUKN

TpeboBaHusa oxpaHbl Tpyaa, Mepbl NoXXapHon 6e3onacHOCTH, NOPSA0K 4ENCTBUSA
Npu Ype3BblYaNHbIX CUTYaLUAX

MeToabl 1 NpUeMbl yperynmpoBaHus NpeTeH3uni notpedutenen

I'IpaBVlna O(*)OpMI'IeHVIﬂ 30Hbl KAPaHTUHHOIO XpaHeHundA

Mopsigok ochopmMneHust Bo3BpaTa NeKapCTBEHHbIX CPEACTB M TOBAPOB anTe4yHoro
accopTMMeHTa oT noTpebuteneii

I'Iop;u:\OK pa6OTbI B CUCTEME MOHUTOPUHIa ABMXXEeHUA NeKapCTBEHHbIX npenapaTtoB

Lpyrve xapakTepucTuKkn

IV. CBEAEHUA OB OPTAHU3ALINAX - PASPABOTYUKAX MPOPECCUOHAIIBHOIO CTAHOAPTA

4.1. OTBETCTBEHHAA OPrAHN3ALUUA-PASPABOTHYUK
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O6wepoccuiickoe obbeagmHeHne pabotogarenei "POCCUIACKMI COKO3 NPOMBbILLIIEHHUKOB U
npeanpuHumatenen”, ropog Mocksa

Buue-npesngeHt KysbMuH Omutpuin Bnagnmmposud

4.2. HAMMEHOBAHUSA OPTAHU3ALMIA-PA3PABEOTUYMKOB

1 Accoumnauma cogencTena passuTMo antedHor otpacnu "AntevHas runeams”, ropog Mocksa

2 Coto3 hapmMaLeBTMYECKNX pabOTHMKOB NO COoeNCTBUIO pa3BnTUst npodeccun n dbapmaLeBTUHECKON
oTpacnu "HauunonaneHaa ®apmauestmyeckas Nanarta", ropog Mockea

3 ®IrAQY BO "Poccuiickuin yHuBepcuTeT apyx6bl Hapoaos" MyuHucTepcTBa 06pasoBaHns U Hayku
Poccunckon ®enepaumm, ropoq Mocksa

4 ®rAQY BO "MepBbirt MOCKOBCKMI rOCY4apCTBEHHbI MEANLMHCKUIA YHUBEPCUTET UMEHN
M.M.CeueHoBa (CeveHoBCkuIn yHMBEpPCUTET)" MUHUCTEPCTBA 30paBooXpaHeHnst Poccuiickon
depepaunn, ropog Mocksa

ONEKTPOHHbIV TEKCT OOKYMEHTA
nogrotoBreH AO "Kogekc" n ceepeH no:

OduumnanbHbIN MHTEPHET-NOPTAN
npasoBoOW MHopmaLm
www.pravo.gov.ru, 29.06.2021,

N 0001202106290044
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