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lMpuka3 Murmpyda Poccuu om 31 masi 2021 2. Ne 349H

MWHUCTEPCTBO TPYOA U COLMATNBbHON 3ALLUTLI POCCUNCKON ®ELQEPALIUN
NMPUKA3
OT 31 MAA 2021 FOOA N 349H

Ob YTBEPXOEHUWN NPO®ECCUOHAIIBHOIO CTAHAAPTA "®APMALIEBT"

B cooteetctBMM ¢ nyHkTOM 16 [MpaBun paspaboTkv u yTBERXAeHUS NPOodeCcCUOHaNbHbIX CTaHAARTOB, YTBEPXKAEHHbIX
noctaHosnenvem [paButensctea Poccuiickon Penepaummn ot 22 anesapa 2013 . N 23 (CobpaHue 3akoHopaTenbCcTBa
Poccuinckon ®eapepaumm, 2013, N 4, c1.293; 2014, N 39, c1.5266),

npuvKasbiBato:

1. YTBepauMTb NnpunaraeMblin npodheccrMoHanbHbIn cTaHaapt "d®apmauesTt”.

2. YCTaHOBUTb, YTO HACTOSLWMI NpuKas BCTynaeT B cuny ¢ 1 mapta 2022 r. n gencteyet Ao 1 mapta 2028 r.

MwuHucTp
A.O.KoTtskoB
3apernctpupoBaHo
B MuHuctepcTae tocTuumm
Poccuinckon depgepauum
29 nioHsa 2021 roga,
pernctpaumoHHbin N 64003
YTBEPXOEH

npukasom MunHucrtepcTea
Tpy4a u couymanbHOM 3aluTbl
Poccumnckomn depepaummn

oT 31 mas 2021 roaa N 349H

NMPO®ECCUOHAINbHbIA CTAHOAPT

PAPMALEEBT

1382
PernctpaLunoHHbI HoMep

COOEPXAHUE

|. ObLwine ceeneHus

[I. _OnucaHuve TRyOooBbIX (OYHKLMNW, BXOAAWMX B NPOeCcCMOoHanbHbI _CTaHAapT (dyHKLMOHanbHaa KapTa Buaa
npodyeccnoHanbHON AeaTeNnbHOCTH)

[ll. XapakTepucTtunka 0606LeHHbIX TRYAOBbIX (DYHKLIMI
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3.1. O606uleHHas TpyaoBasa hyHKUUSA "Po3HMYHAA TORIOBNSA NEKAPCTBEHHLIMM NpenaparamMmu u nx otTnyck"”

3.2. O6obuieHHasa TpyaoBas dyHKUMS "M3rotoBneHne NekapcTBEHHbIX NPENnapaToB B YCAOBUAX anTEYHbIX OpraHu3aLnim u
BETEPUHAPHbIX anTeYHbIX opraHn3aLumn'

3.3. O606u1eHHasa TpyaoBasa yHkLna "OnToBas TOProBNsa NEKapCTBEHHbIMU cpeacTBamm”

V. CBeneHuns 06 opraHusaumsax - paspaboTynkax npodeccnoHanbHOro cradaapta

. OBLUME CBEOEHUA
BeneHune dapmaleBTUYECKOM OEATENBHOCTY B chepe obpallieHnst nekapcTBeHHbIx cpeacts 02.075
(HanmeHoBaHMe Buaa npodeccroHarnbHOM AesaTenbHOCTH) Kog
OcHoBHas Lenb BMaa NpodheCcCcnoHanbHom AeaTeNbHOCTH:

YpnoBneTBopeHue NoTpeGHOCTel rpaxkaaH B 6e30macHbIX, 3deKTUBHBIX U KaYeCTBEHHBIX JIEKAPCTBEHHLIX NpenapaTax 1
TOBapax anTe4YHOro acCopTUMeEHTa

Ipynna 3aHATUIA:

3213 dapmaueBtbl - -
(xon OK31 )(HaVIMeHOBaHVIe) (kog OK3) (HanmeHoBaHMe)

1 O6Lepoccuiicknin KnaccudmKaTop 3aHATUI.

OTHeceHue K BUaamMm 3KOHOMUYECKOW AeATENbHOCTU:

46.46 Toproens onToBas hapmaLeBTU4EeCKON NPoaYyKUUen
47.73 Toproensi po3HUYHas NekapcTBEHHLIMU CPeACTBaMM B CNeLManv3vpoBaHHbIX MarasnHax (antekax)
47.74 Toprosnsi po3HUYHasA U3OeNMAMU, MPUMEHSEMBIMU B MEAULIMHCKUX LIENSAX, opToneanyeckuMmm n3genusamm B
cneunann3npoBaHHbIX MarasmHax
52.10 [eaTenbHOCTb MO CKNaanpoOBaHUIO U XPaHEHWIO
86.90 [eatenbHOCTb B 06nacT MeauUuHbl npoyas
(xog OKB3[ (HanmeHoBaHWe BMAA 3KOHOMMUYECKON OEeATENbHOCTH)
2)

2 ObLepoccuiickunii KnaccumkaTop BUAOB S3KOHOMUYECKON AEATENbHOCTY.

Il. ONMUCAHUE TPYOOBbIX ®YHKLMWA, BXOOALWMX B I'IPOCDECCI/UIOHAJ'IbeIVI CTAHDOAPT
(PYHKUMOHANBbHAA KAPTA BUOA NPOPECCUOHAITbHOU OEATENBbHOCTHW)

O0606LLEeHHBbIE TPYAOBbIE (DYHKLMK Tpynosble hyHKUUM
Kog HauMeHoBaHue ypo- HaumeHoBaHue kog  ypo-
BEHb BEHb
KBanu- (nop-
duka- ypo-
Lmu BEHb)
KBanu-
duka-
umm
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A Po3HW4Hasi TOpProensl nekapctBeHHbiMM 5 [MogrotoBka nomelleHuin papmaueBTudeckor opraHusauum  A/01.5 5

npenapatamu 1 ux oTmyck ANsi ocyLLeCTBNeHUst hapMaLeBTUHECKOW AeSTENBHOCTH
dapmaLeBTMHECKOe KOHCYNBTUPOBaHWe A/025 5
Po3Hu4YHasa ToproBns nekapcTBEHHbIMU NpenapaTamu n A/035 5
OTMYCK JIeKapCTBEHHbIX NpenapaToB ¥ TOBApOB anTe4YHOro
accopTUMeHTa
OdbopmneHne gOKyMeHTaLMmM No y4eTy peanusauum A/045 5

NeKapCcTBEHHbIX NpenapaToB

MpreMoYHBI KOHTPOIb B hapmaLeBTMYeCKol opraHm3aumm A/05.5 5
XpaHeHune nekapcTBEeHHbIX CpeacTB 1 ToBapoB anTedyHoro  A/06.5 5
accopTUMeHTa B papMaLeBTUYECKUX OpraHn3aumsx

B WarotoBneHue nekapCTBeHHbIX 5  W3srotoBneHue nekapcTBEHHbIX NpenapaTos no B/015 5
npenaparoB B YCMOBUSIX anTeYHbIX WHOVBMAYaANbHLIM Ha3HaYeHUAM MEAULMHCKNX PaboTHUKOB
opraHusaLmin n BeTepuUHapHbIX 1 TpeboBaHMI0 MEANLIMHCKUX OpraHn3aLiMii 1 BeTepuUHapHbIX
anTeyYHbIX opraHusaumm
opraHusaumm OcbopmneHne JOKyMEHTaLUM NO U3rOTOBMEHWIO B/025 5

rnekapcTBEHHOro npenaparta

C OnToBas ToproBns NekapCTBEHHLIMM 5 Pabota ¢ MHCTUTYUMOHanbHbIMK noTpebuTtenamu no npuemy C/01.5 5
cpeacTeamu 1 06paboTke 3asBOK Ha NekapCTBEHHblE CPeacTBa

MocTaBka NeKkapCTBEHHbIX CPeACTB MHCTUTYLMOHaNbHbiMKM  C/02.5 5
noTpedutenamm

ll. XAPAKTEPUCTUKA OBOBLLEHHBLIX TPYAOBbIX ®YHKLIUNA

3.1. OBOBWEHHASA TPYOOBAA ®YHKLUA

HanmeHoBaHue Po3HMYHas TOproerisi nekapcTBeHHbIMKU npenapatamun n ux otnyck Kog A YposeHb kBanudukauumn 5

MpouncxoxaeHne OpwrmHan X 3anmcTBOBaHoO 13
0000LLEeHHON opvrmHana
TPYyZOBON (PyHKLUN Kon PervctpaLunoHHbIn Homep npodeccuoHansHoro

opuriHana cTaHgapTa

Bo3moxHble HarMeHoBaHUsi AOIKHOCTEN, Npoeccuii dapmaviesT 3

3 [pukas Mwunsapasa Poccum ot 20 pekabpsa 2012 r. N 11831 "O6 yTBepxaeHun HomeHKnaTypbl AOMKHOCTEN

MeanLIMHCKMX paboTHMKOB K hapMaLeBTUYeCcKNX paboTHukoB" (3apernctpupoBaH MwuHioctom Poccum 18 maprta 2013 r,
pernctpaumoHHbin N 27723) ¢ U3MEHEHUAMW, BHECEHHbIMM Npukasamu MwuHsapaBa Poccum ot 1 asrycta 2014 r. N 420H
(3apeructpuposaH MuHioctom Poccum 14 asrycta 2014 r., pernctpaumoHHbin N 33591) n ot 4 ceHtsabpa 2020 . N 939H
(3apeructpupoBaH MuHioctom Poccun 1 oktabps 2020 r., pernctpaumoHHbii N 60181).

TpeboBaHus K CpepnHee npodeccroHansHoe obpasoBaHue - NPorpamMmmMbl NOATOTOBKM CMELMANMCTOB CPeAHErD 3BEHA NO
0bpa3oBaHnio U cneymansHocTh "dapmavms” 4

obyyeHuio

TpeboBaHus k -

onbITy

npakTn4ecKomn

paboTbl

Ocobble ycrnosust  Hanuuune cepTUdmKaTa cneunanicTas unu ceuaeTenscTea ob akkpeauTauum cneumanucra b
pornycka K paborte

OTCYTCTBME OrPaHUYEHUI Ha 3aHATUSA NPOMECCUOHANBHON AeATENbHOCTLIO |
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Opyrve [ononHutensHoe NpogeccnoHanbHoe 06pa3oBaHme - NporpamMmbl NOBbLILLEHWS KBanudUKkaunm He pexe
XapaKTePUCTMKN  OOHOro pasa B MSATb NET B TEYEHWE BCEN TPYOOBOWN XU3HU

Peanusauus, oTnyck nekapCcTBEHHbIX NPenapaToB 1 TOBAapOB anTeYHOro acCopTUMEHTa B 000COBMNEHHbIX
nogpasgeneHnsax MeaMUMHCKUX OpraHu3aumin MoryT OCyLLEeCTBNATbL nuua, obnagatoLiMe npaBoM Ha
OCyLLeCTBINEHNE MEeQNLVHCKON AeATENBHOCTM 1 NONyYMBLIME AONOMHUTENBHOE NpodeccnoHansHoe
obpasoBaHue B YacTu, KacatoLLencsl pO3HUYHOI TOProBMM NeKapCTBEHHbIMM Npenaparamm, Npu yCrnoBun nx
paboTel B 060C00MNEHHbIX NoapasaeneHusx (ambynatopusx, denbaepcknx u denbaepcko-akyLLepCKmuxX
MyHKTax, LeHTpax (oTaeneHusx) obLuen BpayebHol (CeMeNHOM) NPaKTUKN) MEAMLMHCKUX OpraHn3aumi,
UMEIOLLMX NNLEH3MIO Ha OCyLLeCcTBNeHne dhapMaLeBTUYECKON AEATENBHOCTY U PACMOMOXEHHbIX B

CEeNbCKNX HaCeneHHbIX MYHKTaX, B KOTOPbIX OTCYTCTBYIOT anTe4YHble OpraHn3aunn 8

4 [Mpukaz Mwunsgpaea Poccuu ot 10 chepans 2016 . N 83H "O6 yrBepxaeHun KBanmmdumkaLuMoHHbIX TpeboBaHuii K

MeaULVHCKUM 1 _dhapMaueBTMYeckum paboTHWKaM CO CPeaHuM MeAULIMHCKMM 1 hapmaleBTudeckum obpasoBaHvem’
(3apeructpupoBaH MuHioctom Poccun 9 mapta 2016 r., pernctpaumoHHbii N 41337).

3 MNpukas Munsapasa Poccoun ot 29 Hoabpsa 2012 . N 9824 "O6 yTBEpKASHUM YCIOBUIA U NOPSAKA BblAauun cepTudukaTa

cneumanucta MeauuMHCKUM U dhapmaleBTMyeckum paboTHukam, opMbl K TexHudeckux TpeboaHui ceptudmkara
cneumanncta" (3apeructpupoBaH MuHiocTom Poccumn 29 mapta 2013 r, pernctpaumoHHbin N 27918) ¢ mn3MeHeHusimu,
BHECeHHbIMU npukazamu MunsapaBa Poccun ot 31 mong 2013 . N 515H (3apeructpupoBaH MuHioctom Poccun 30 asrycta
2013 r., peructpaumoHHbii N 29853), ot 23 okTabpsa 2014 r. N 658H (3apeructpuposaH MuHioctom Poccumn 17 Hos6psa 2014 r,
pervctpaumoHHbin N 34729) n ot 10 chepana 2016 r. N 82H (3apernctpupoBaH MwuHioctom Poccun 11 maprta 2016 r.,
pernctpaumoHHbin N 41389).

& [yHkT 2 cTatbu 69 PeaepansHoro 3akoHa ot 21 Hoabpsa 2011 . N 323-®3 "O6 ocHoBax oxpaHbl 3[0P0BbS rpaxaaH B
Poccuickon Penepauun” (CobpaHue 3akoHogatenbctBa Poccuickon denepauun, 2011, N 48, c1.6724; 2016, N 1, cT1.9).

7 Cratba 351.1 Tpynosoro koaekca Poccuiickon ®epepauun (CobpaHue sakoHoaaTernbcTBa Poccuiickoit deaepaumm,
2002, N 1, c1.3; 2015, N 29, c1.4363).

2 Crartba 69 ®denepanbHoro sakoHa oT 21 Hoabpa 2011 r. N 323-03 "O6 ocHOBax OxpaHbl 310POBbA rPAXIaH B
Poccuickon Penepauun” (CobpaHue 3akoHogatenbctBa Poccuinckon enepauun, 2011, N 48, c1.6724; 2016, N 1, cT1.9).

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"
,D,OI'IOﬂHVITeJ'IbeIe XapaKTepucTtukm

HavmeHoBaHVe AokyMeHTa Kopg HaumeHoBaHue 6a30BoW rpynnbl, 4OMKHOCTU (Npoddeccun) unm cneunansHOCTH

OK3 3213 dapmaueBThl
EKC? - dapmauesTt
oknaTpla 27309 dapmaueBT
OKCO11 3.33.02.01 dapmauus

¥ MNpukas Munsnpascoupassutua Poceum ot 23 uniong 2010 . N 541H "O6 yTBepXaeHUn EAMHOTO KBanuuKaLMoHHOro

ChpaBoYHUKA [OIMKHOCTEN PYKOBOAWUTENEW, CNEeumManucToB W crhyxawmx, pasgen "KsanudukauvoHHbIE XapakTepWUCTUKK
JOImKHoCcTen paboTHWMKOB B cdhepe 3apaBooxpaHeHus” (3apernctpupoBaH B MwuHioctom Poccunm 25 asrycta 2010 r,
pernctpaumoHHbin N 18247) ¢ n3amMeHeHWsiMU, BHECEHHbIMM npukaszoM MwuHTpyaa Poccun ot 9 anpena 2018 . N 214H
(3apeructpupoaH MuHioctom Poccun 19 mioHsa 2018 r., pernctpaumoHHbii N 51386).

10 O6uiepoccuiickui knaccudukaTop npodyeccuin paboumx, AOMKHOCTEN CAYXKAaLLMX U TapUDHbIX Paspsaos.
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11 O6Liepoccumckuii KnaccugmukaTop cneLmanbHOCTeR N0 06Pa30BaHUIO.

3.1.1. TPYAOBAA ®YHKUNA

HanmeHoBaHue MNogrotoBka nomeLLeHn hapmaueBTnyYeckon opraHm3auum ana ocywectenenmsa KogA/01.5  YpoeeHb 5
hapmaLeBTUYECKON AeATENBHOCTH (noaypoBeHb)
KBanudukaumm

Mpouncxoxaenune Tpygoo  OpurmHan X 3amumcTBOBaHO 13

yHKLMM opvrmHana
Kon PernctpaumoHHbIn Homep
opvruHana npodeccrmoHanbHoro ctaHgapTa
Tpynosble [MpoBepka NOMeLLEHNIA, B TOM YMCIE TOProBoro 3ana, Ha COOTBETCTBME CaHMUTapHbLIM TpeboBaHUAM K
nencTeuns NCMNpaBHOCTU UCNOMb3yeMOro 06opyaoBaHUs

lMpoBepka Hanuuusi HeoBXoaMMbIX JOKYMEHTOB Ha paboyem mecTe hapmaleBTa

lMpoBepka 1 perucTpaumsi napaMeTpoB BO3dyxa B MOMELLEHUSIX ON1s1 XPaHEHWs1 NTEKAPCTBEHHbIX CPEACTB
lMpoBepka ncnpaBHOCTM KAaccoBOro 06opyaoBaHUs

Bblknagka ToBapa Ha BUTPUHBI

MononHeHwe 3anacoB TOBapOB B TOProBOM 3are

lMpoBepka HanMuusi 1 JOCTYNHOCTU MHAOPMAaLMK O 3aperncTpUpPOBaHHbIX NPEAEnbHbBIX OTMYCKHbIX LieHax
npov3BoAMTENEN Ha NekapCTBEHHbIE NpenaparThbl, BKIOYEHHbIE B NepeYveHb XU3HEHHO HeOBXOAUMBIX U
BaXKHEMLUMX NeKapCTBEHHbIX NpenapartoB, 06 yCcTaHOBMNEHHLIX B cyObekTe Poccuiickon ®epgepaunm pasmepe
npeaensHON onToBon Haabasku 1 (MNu) pasmepe NpeaenbHON PO3HUYHOW HaabaBkM K YCTaHOBNEHHbIM
NPOV3BOANTENSAMM NEeKapCTBEHHbIX NpenapaToB hakTUYeCKUM OTMYCKHbIM LieHaM Ha NekapCTBEHHbIe
npenaparbl, BKMHOYEHHbIE B NEepeYeHb XU3HEHHO HEOBXOANMbIX U BaXKHENLLMX NeKapCTBEHHbIX NpenapaTos
BbinonHeHne caHWTapHbIX TPeOOBaHWUIA K MMYHOW MMIMEHE N KOPNOopaTUBHbLIX TpeboBaHuii K cneumanbHom

ogexae
HeO6XO,D,VIMbIe Ocyl.l.l,eCTBJ'IFlTb npeanpoaaKHyr NoAroToBKY J1IeKapCTBEHHbIX nNpenapaToB 1 TOBApOB anTe4HOoro
YMEeHUA aCCOpPTUMEHTAa B TOProBom 3alrie n Ha BUTpuHax B COOTBETCTBUMN C HOPMATUBHBIMU NMPaBOBbIMA aKTaMK

Monb3oBaTbes KOHTPOJbHO-U3MEPUTENTbHbIMU an6opaMV|, pac4eTHO-KaccoBbIM U O60pyD,OBaHVIeM,
ncnonb3yemMmbiM B cbapmau,eBTquCKoﬁ OeATENbHOCTU

Monb3oBaTbCs CNELUAnU3NPoOBaHHBIMU NMPOrpaMmMamMu U NPodyKTamMmm MHGOPMAaLMOHHBIX CUCTEM U
NPoV3BOAUTL HEOBXOAUMBIE pacyeTbl

Mpon3BoanTb BU3yaribHYO OLEHKY COCTOSIHUS IeKapCTBEHHbLIX NPenapaToB M TOBapOB arnTe4yHoro
acCopTUMEHTA MO BHELLHEMY BUAY, YNakoBKe, MapKUpPOBKe, LIENOCTHOCTU

Heobxoammble  lMonoxeHus 3akOHOAATENbHbIX U HOPMaTUBHbLIX NPaBOBbIX aKTOB, PperynmpyrLwmx 06paLu,eHV|e
3HaHUA JleKapCTBEeHHbIX CpeacTB 1 TOBapOB anTe4HOro acCopTuMeHTa

MpaBuna xpaHeHUsi NekapCTBEHHLIX CPEACTB 1 TOBAPOB anTEYHOTO acCOPTUMEHTA

Mopsigok v npaBuna nNpeanpoaaxHON NOArOTOBKM TOBAPOB anTe4YHOro acCopTUMEHTA

WIHCTPYKUMM MO CaHUTapPHOMY PEXUMY anTeYHbIX OpraHn3aumi

Buabl M HasHa4YeHUs XXypHanoB, UCNOMb3yeMblX NPU OCYLLECTBMEHNM (hapMaLEBTUYECKON AeSTENbHOCTM
MepeyeHb TOBapOB, pa3peLLeHHbIX K NMPoAaxe B anTevHbIX OpraHu3aumusx Hapsay ¢ fiekapCTBEHHLIMM
npenaparamu

MpaBuna LeHoobpa3oBaHWs Ha NeKapCTBEHHbIE CPeacTBa

TpeboBaHus oxpaHbl TPyAa, Mepbl NoXapHoM 6e3onacHOCTH, NOPSAOK AENCTBUA MPU Ype3BblYanHbIX
cUTyaumsax

Opyrve -
XapaKkTepUCTMKN

3.1.2. TPYAOBAA ®YHKUNA

HaumeHoBaHne ®apmaueBTuyeckoe KoHcynstuposarHe Kog A/02.5  YposeHb 5
(nogypoBeHb)
KBanudukaumu
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Mpouncxoxaenne Tpygoo  OpurmMHan X 3aMmcTBOBaHO 13

YHKLMK opurMHana
Koa PernctpaumoHHkIn Homep
opvruHana npodpeccuoHanbHoro ctaHgapTa
Tpyoosble BhisiBneHne noTpebHOCTEN rpaxaaH - NOCETUTENEN anTeYHON OpraHn3aLMm B NEKAPCTBEHHBIX CPEACTBAaX U
aencreus ToBapax anTe4yHOro accopTMMeHTa

MpenocTaBneHne rpaxgaHam MHpopmaLum o nNpaBuax oTnycka fNekapcTBeHHbIX NpenapaTos (N0 peuenTy
MeamumnHckoro paboTHuka n 6e3 peuenta)
KoHcynbTupoBaHue rpaxxaaH 06 MMEIOLLMXCA B Npoaae NekapCTBEHHbIX Npenaparax, B TOM Y1cre o
HanuM4umM 4pyrux TOProBbiX HAMMEHOBAHMI B paMKax 0gHOro MeXayHapogHOro HenaTeHTOBaHHOIO
HaMMEHOBaHMS M LeHax Ha HMX, O Nopsiake NPUMEHEHUS UMM UCMONb30OBaHUSI TOBAPOB anTe4YHOro
accopTUMEHTa, B TOM Yuche 0 cnocobax npuema, pexmMmax 4o3UpoBaHus, TepaneBTUYECKOM AENCTBUN,
NPOTMBOMNOKAa3aHMUsIX, B3aNMOLENCTBMMN NIEKAPCTBEHHbIX NPenapaToB Npu O4HOBPEMEHHOM MpUeEMe Mexay
coboi u (unn) ¢ NUWEN, NpaBunax X XpaHeHus B AOMaLLHNX YCMOBUSIX
Oka3zaHne MHOPMaLMOHHO-KOHCYNBTAaLUOHHOW NOMOLLM Npu Bbibope Be3peLenTypHbIX NeKapCTBEHHbLIX
npenapaToB M TOBApOB anTe4YHOro aCCOPTUMEHTA C Y4ETOM UX BO3MOXHOMO B3aMOAENCTBUS U
COBMECTUMOCTM C APYIMMM NEKAPCTBEHHBIMM NpenapaTamu
OkasaHune KOHCYNbTaTUBHOW NOMOLLM MO 3KCNyaTaunm MEANLNHCKUX U3OEeNNA B AOMALLHMX YCIOBUSX C
YY4ETOM TEXHUYECKOW W IKCMIyaTaLMOHHON AOKYMEHTaLUM NPpOU3BOaUTENs (M3roToBUTENs) Ha MeanLUMHCK1e
nagenus
Pervnctpauus obpalueHuin notpebutene o BOSHUKHOBEHUM NOBOYHBLIX AENCTBUIA, HEXENaTeNbHbIX PeaKLui,
CepbEe3HbIX HeXemnaTenbHbIX peakunii, HenpeaBUAEHHbIX HeXenaTenbHbIX peakuui Npu NpUMeHeHUN
NeKapCTBEHHbIX NpenapaToB, 06 UHANBMAYANbHOW HENEPEHOCUMOCTH, OTCYTCTBUM 3PEKTUBHOCTU
neKapCTBEHHbIX NpenapaToB

Heobxoammble  3anonHaTb M3BELLEHMS O HEXeNaTeNbHOM peakuuy Unm OTCYTCTBUM TepaneBTMYECKOro adhdekTa

yMEHUS neKapcTBEHHOro npenaparta, 0 NoboYHbIX AENCTBUSAX, O Kanobax notpedbutenen
CobupaTtb MHpopMaLmio NO CNPOCY HACENEHUs Ha NeKapCTBEHHbIE NpenapaTthl U TOBapbl anTe4YHOro
acCopPTUMEHTa M NOTPEOHOCTAM B HUX
Monb3oBaTbCs cneumanu3npoBaHHbIMK NPOrPaMMHBLIMIU NPOAYKTaMM
Monb3oBaTbCst HOPMATUBHO-TEXHUYECKON U CMPaBOYHON JOKYMEHTaLMeEN
OnpenensATtb COCTOAHMSA, NPY KOTOPbIX OKa3biBaeTCA NepBasi MOMOLLb

Heobxoammble  CoBpeMEHHbIM aCCOPTUMEHT NEeKapCTBEHHbIX NMPenapaToB 1 TOBAPOB anTe4YHOro acCopTMMEHTA

3HaHWS
ToproBble HAVMEHOBaHNA B paMKax MeXayHapogHOro HeMaTeHTOBAHHOIO Ha3BaHWS U aHanormyHble
neKapcTBeHHbIE NpenapaTtbl B paMkax hapMakonornyeckon rpynmbsl U No KogaMm aHaTOMO-TepaneBTUYECKo-
XUMUYECKOM Knaccudpmkaumm
OcHoBHble hapMaKkosiorMyeckme rpynbl NEKAPCTBEHHBLIX CPEACTB Y OCOBEHHOCTM NX NPUMEHEHWS!
MpaBuna n nopaaok AENCTBUI NpY 3aMeHe NeKapCTBEHHbIX NpenapaToB, Ha3HAYEHHbIX MEANLMHCKUM
paboTHMKOM
Mopsigok 1 hopMbl perucTpaLum HeaaperncTpUMpPoBaHHbIX MOBOYHbIX AENCTBUI NIEKaPCTBEHHbIX NpenapaToB
MexaHun3mbl hbapMaKkonorMyeckoro AencTBus npenapaTos
MeTtoabl noucka u oueHKkn chapmaLeBTUYeCKON MHhopmauum
MpaBuna paumMoHanbHOro NPUMEHEHUsI NEKAPCTBEHHLIX NPenapaToB: 4O3MPOBAHUS, COBMECTUMOCTY U
B3aMMOZENCTBUS, B TOM YMCHE C MULLEBbLIMY NPOAYKTaMU, NNEKAPCTBEHHLIX MPENapaToB, YCIOBUS XpaHEHNS B
OOMAaLLHNX YCMNOBUSAX

MepeyeHb COCTOSIHUIA, MPY KOTOPLIX OKa3blBaeTCs nepsast noMoLub 12

Opyrue -
XapakTepuCTuKM

12 Mpwukasz MuHanpascoupa3suTus Poccum ot 4 Mas 2012 . N 477H "O6 yTBEpXAEHUM NepeYHs1 COCTOSIHWM, MPU_KOTOPbIX

OKasblBaeTCcsa NepBas NOMOLLb, U NEPEYHS MERONPUATUIA MO OKa3aHWo NepBon noMoln” (3apernctpupoBaH MuHioctom Poccun
16 masa 2012 r., peructpaunoHHbin N 24183) ¢ uameHeHnsiMu1, BHECEHHbIMU Npuka3oM MuHaapasa Poccun ot 7 Hoabpa 2012 .
N 568H* (3apeructpupoBaH MuHioctom Poccuu 28 nekabps 2012 r., peructpaumoHHbii N 26405).
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* BeposaTHO, ownbka opurmHana. Cneayet untatb "N 586H". - [pumedaHne nsrotoButens 6asbl JaHHbIX.

3.1.3. TPYAOBAA ®YHKLUNA

HanmeHoBaHue Po3H14YHas TOproens nekapcTBEHHbIMM NpenapaTamMun 1 OTNyck nekapcTBeHHblx  KogA/03.5  YpoeHb 5
npenapaToB 1 TOBAapOB anTe4YHOro acCopTMMEHTa (noaypoBeHb)
KBanudukaumm

Mpouncxoxaenne Tpygoo  OpurmHan X 3aMmcTBOBaHO 13

dYHKLMK opurMHana
Koa PernctpaumoHHkIn Homep
opuruHana npodeccuoHanbHOro ctaHgapTa
TpynoBble dapmaLieBTUYEcKas akcnepTuaa peuentosl3 Ha nekapcTeeHHble Npenapathbl U TpeGosaHuinld
aencreunsa

MEOULIMHCKNX OpraHu3aLuii K NekapCTBEHHbIM NpenaparaM Ha npeaMeT COOTBETCTBUS HOpMaM U npaBuam
KoHTponb BHeLLHero Buaa oTnyckaemblX NeKapCTBEHHbIX MPenapaToB U OLEHKa COOTBETCTBUSI JO3MPOBKY,
neKkapCTBeHHON (hopMbl BO3PacCTy, BeCy MaUMEHTa, a TakkKe BO3MOXHOIO B3aMMOLENCTBUS U COBMECTUMOCTM
neKapCcTBEHHbIX NpenapaToB

OnpepeneHue LieHbl TOBapa, KanbKynsiuusi CTOMMOCTM JIeKapCTBEHHOIO Npenapara, M3roTOBMNEHHOTo B
YCNOBUSAIX anTe4YHOM opraHu3auum, BETepMHapHOM anTe4qHo opraHu3aLmum, TakcMpoBKa peLenToB U
TpeboBaHWIn MeaNLMHCKMX OpraHn3aLmi

Bblaoaya kaccoBoro Yeka 1 NponsBeaeHVe pacieToB 3a NPUOBPETEHHbIN ToBap

Mpopaxa nekapcTBEHHbLIX NPenapaToB 1 TOBApPOB anTe4YHOro acCopTMMEHTA

OTnyck nekapcTBEHHbIX MPenapaToB U TOBAPOB anTeYHOro acCOPTUMEHTA B NOAPA3AeNneHnss MEAULIMHCKNX
opraHu3aumn

Mpuem 1 cbopka 3aka3os OT NoTpebuTenei Ha NpuobpeTeHre NekapcTBEHHOO Npenapara ¢ gocraskomnls

duKcaumsi OTCYTCTBYIOLLMX NEKAPCTBEHHbIX NMPENapaToB Ha OCHOBaHWU HEYAOBNETBOPEHHOIO crnpoca
notpebutenen

I'Iepe,u,aqa OaHHbIX B CUCTEMY MOHl/ITOpl/IHFal'5 OBWXEHUA NeKapCTBEHHbIX NpenapaToB

Heobxogumble  BuayanbHo oueHvBaTh peLent, TpeboBaHe MeanLMHCKON OpraHM3aLummn Ha NpeaMeT COOTBETCTBUS hopme
yMeHUs 6naHka
Mpenynpexaatb KOHNUKTHbIE CUTYaLMKU ¢ NOTpebuTensamm
YperynvupoBaTb NpeTeH3un NoTpedbutenen B pamkax CBOEN KOMNETEHLIMK
MpoBepsTb COOTBETCTBME LIEH HA XXU3HEHHO HEOOXOAMMbIE U BaXKHEMNLUNE NIEKAapCTBEHHbIE Npenaparbl Ans
MEeANLMHCKOro NPUMEHEHUs rocy0apCTBEHHOMY peecTpy npefernbHbIX OTNYCKHbIX LieH NponssoauTenen Ha
neKapCTBEHHble Npenapartbl, BKIOYEHHbIE B NepeYeHb XU3HEHHO HEOOXOAUMBIX U BaXXHEMLLMX
neKkapcTBEHHbIX NpenapaTos
MNMonb3oBaTbCs pacyeTHO-KaccoBbIM 06opyaoBaHMeM 1 06opyaoBaHnem, npeaHasHavyeHHbIM Ans
ocyLlecTBneHns apmaLeBTUYeCKon AeATENBHOCTA U MOHUTOPUHIA ABMKEHNS NeKapCTBEHHbIX NpenapaTos

CtpounTb npodeccuoHansHoe obLeHne ¢ cobniogeHnem 4enoBoro aTMkeTa u doapMaLeBTUHECKON
JeoHTOonormm

Monb3oBaTbCs creumManM3vpoBaHHbIMU NPOrPaMMHBIMK NMPOAYKTAMM

AHanusnpoBaTb 1 OLeHWBaTb pe3ynbTaTbl COBCTBEHHOW OeATENbHOCTU, AEATENLHOCTU Komnner Ans
npeaynpexaeHus npodeccnoHanbHbIX OLWNBOK U MUHUMKU3ALUKM PUCKOB AN NoTpebutens
Monb3oBaTbCsa Npuemammn 3pPEKTUBHBIX KOMMYHUKALMI NPU B3aNMOAENCTBUM C Konseramun un

noTpedutenamm
Heobxoanmble  Mopsimok OTrycka NekapCTBEHHbIX NPenapaToB HACENEHNI0 U MEQULIMHCKAM OpraH13auusM, BKIYas
3HaHusA neKapCTBEHHbIE Npenaparthbl, noanexalime NnpeaMeTHO-KONMYECTBEHHOMY YUYETY

MpaBuna BegeHUsa KacCcoBbIX onepaLmii U AEeHEXHbIX PacHeToB
Buabl 1 ocobeHHOCTU NoTpebuTeneit TOBApOB 1 YCNyr anTeYHbIX opraHusauui
Hopmbl OTnycka HapKOTUYECKMX 1 MCUXOTPONHLIX NEKapCTBEHHbLIX NpenapaTos

I'IpaBVlna OQ)OpMJ'IeHVIH peuenTtoB n Tpe6OBaHI/II7I MeONLUUNHCKNX OpFaHVI3aLI,VII7I Ha NneKapCTBEeHHblIEe
npenaparbl, MegnUMHCKNEe n3genna n cneunann3mpoBaHHbie NpoayKTbl ne4yebHOro NUTaHNs

MeTogabl 1 NpUeMbI yperyrmpoBaHus KOH(IMKTOB C NOTpeduTensmu
Mopsaok paboTbl B CUCTEME MOHUTOPUHIA ABMXEHUS NIeKapCTBEHHbIX NpenapaTos
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Opyrve -
XapaKkTepUCTMKN

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"

13 Mpukaz MunsnopaBa Poccum ot 14 sHeaps 2019 . N 4H "O6 yTBepXAEHUM Nopsiaka HasHayYeHWs NeKapCTBEHHbIX

npenapaToB,_hopM_peLenTypHbiX GNaHKOB Ha NEeKapCTBEHHble Npenaparbl,_nopsaka ohopmneHns ykasaHHbIX GnaHKoB, KX
yyeTa 1 xpaHeHus" (3apeructpuposaH MuHioctom Poccum 26 mapta 2019 r, pernctpaumnoHHeii N 54173) ¢ usmeHeHnsmu,
BHeCeHHbIMM Npukaszamu MuHsapaea Poccun ot 11 aekabpa 2019 N 1022H (3apeructpupoBaH MuHioctom Poccuun 28 aHBapst
2020 r., pernctpaumorHbii N 57292) u ot 8 ok1a6pa 2020 r. N 1075H (3apernctpuposaH MuHioctom Poccnmn 22 pgekabps 2020
r., pernctpaumoHHbii N 61695).

14 Mpukas MunsapascoLpassuTtms Poccumn ot 12 doeBpang 2007 r. N 110 "O nopsake HasHaAYeHUS U BbIMUCLIBAHUS

JIeKaPCTBEHHbIX MPenaparoB, U3AeNnui MeOULIMHCKOIQ HasHa4YeHUs U cneLvanuavpoBaHHbIX NPOAYKTOB nevyebHoro nutaHug”
(3apeructpupoaH MuHtoctom Poccun 27 anpensa 2007 r., permctpaunoHHbin N 9364) ¢ uIsMeHeHUAMN BHECEHHbIMU NPUKa3amMu
MuHsapascoupassutnsa Poceun ot 27 asrycta 2007 r. N 560 (3apeructpuposaH MuHioctom Poccumn 14 ceHTtabpsa 2007 r.,
pervctpaumoHHbin N 10133), or 25 ceHTtabpa 2009 r. N 794H (3apeructpupoBaH MuHioctom Poccumn 25 Hos6psa 2009 r.,
peructpaumoHHein N 15317), or 20 guBapa 2011 . N 13H (3apeructpupoBaH MwuHioctom Poccum 15 mapta 2011 r,
peructpaunoHHbin N 20103), npukasamu Munsapasa Poccun ot 1 aBrycta 2012 r. N 54H (3apeructpupoaH MuHioctom Poccun
15 aBrycra 2012 r., pernctpauuoHHbii N 25190) u ot 26 chespansa 2013 r. N 94H (3apeructpupoaH MuHioctom Poccum 25
nioHa 2013 r., permctpaumnoHHbin N 28881).

15 NoctaHoenenue Mpaeutenscrea Poccuiickon Peaepaumm ot 16 mag 2020 r. N 697 "O6 yrBepxaeHuv [paBun Bblaauu

paspelleHna Ha OcyuleCTBNEHWE PO3HWYHOW TORIrOBAW JIeKapCTBEHHbIMW NpenaparaMmv AAs MeOULMHCKOro MpUMEHEeHUd
ONCTaHLIMOHHBbIM CNOCOBOM, OCYLLIECTBNEHMSA TakKOW TORIOBAW U AOCTaBKM YKa3aHHbIX JIEKAPCTBEHHbIX NPEenapaToB rpaxaaHam
W _BHECEHUW W3MEHEHUN B HekoTopble akThbl [paBuTenscrBa Poccuiickon Penepalym No BOMNPOCY PO3HUYHONW TORProBMu
NIEKapCTBEHHbIMW NpenaparaMu Ana MeAuLMHCKOrO NPUMEHEHNA OUCTaHLMOHHLIM cnocobom” (CobpaHne 3akoHoaaTenbCcTBa
Poccuinckon ®eaepaumm, 2020, N 21, c1.3278, N 29, c1.4681).

16  denepanbHbIl 3akoH o1 12 anpena 2010 . N 61-®3 "O6 obpallieHnn nekapcTBeHHbIx cpencts” (CobpaHue
3akoHogatenbcTBa Poccuickon degepauun, 2010, N 16, c1.1815; 2020, N 52, c1.8590).

3.1.4. TPYAOBAA ®YHKUNA

HaunmeHoBaHne OcdopmneHne OKyMeEHTaLMM NO YYETY peanusaummn nekapcteeHHblx npenapatos KogA/04.5  YpoBeHb 5

(nogypoBeHb)

KBanudukauum
MpouncxoxaeHne Tpygoo  OpurmHan X 3amumcTBOBaHO 13
hyHKLUUK opuruHana

Kog PernctpaumoHHbIn HoMep
opuvruHana npogeccMoHanbLHOro cTaHaapTa

Tpynosble OdbopmneHne peLienToB Ha NekapCcTBEHHbIE Npenaparbl U MeAuLMHCKUE nsgenus, TpebosaHuii
JencTemsa MeaMLIMHCKUX OpraHusauunim

Pernctpaumsi ocyLecTBNeHHbIX 3aKa30B M JOCTABOK JiekapCTBEHHbIX NpenapaToB notpebutento
BeneHve npeaMeTHO-KONMYECTBEHHOTO YYeTa NEKapCTBEHHbLIX CPELCTB

OdopmrieHve Bblaayy NekapcTBEHHbIX MpenapaToB

OdbopmreHne KacCoBbIX U OTHYETHbIX [JOKYMEHTOB

HeO6XO,C|,I/IMbIe Bectu )KypHanHl?
YMEeHUA
[Monb3oBaTbecs cneunannsnpoBaHHbIMKU NporpaMMHbIMM NpoayKTamMu
HeO6XOﬂVIMbIe nOpﬂ,EI,OK BedeHuns npegMeTHO-KONMM4eCTBEHHOIO y4eTa JieKapCTBEHHbIX NMpenapaToB
3HaHUA

TpebGoBaHWs K CTPYKTYpE M COCTaBy OTYETHO JOKYMEHTaLum
Mopsiook yyeTa ABUXKEHUS ToBapa
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MpaBuna ANCTaHLMOHHO TOPTrOBMM NEKapCTBEHHbIMM NpenapaTamm

MHdhopMaLMOHHbIE CUCTEMBI U OCOBEHHOCTU (DYHKLIMOHMPOBAHMA KOMILIOTEPHOTO 0BGOPYA0BaHMUA
Buabl 1 HasHaueHUs XKypHarnoB (y4eTa CPOKOB roAHOCTY NeKapCTBEeHHbIX NpenapaTos, XypHarnbl yyeta
onepauuii, CBA3aHHbIX C 06paLleHeM NeKapCTBEHHbIX CPEACTB), MOPSAOK UX 0ChOPMITEHNS!

Opyrue -
XapakTepUCTMKn

17 Mpukas Munsapasa Poccun ot 31 aBrycta 2016 . N 6471 "O6 yTBepxaeHuu Mpasun Haanexatlen anTeqHon npakTukm

NIEKapCTBEHHbIX NpenapaTtoB And MeOULIMHCKOrO npumeHeHunsa” (3apeructpuposaH MwuHioctom Poccun 9 sHBapsa 2017 .,
pernctpaumoHHbin N 45113).

3.1.5. TPYAOBAA ®YHKUNA

HanmeHoBaHue MpreMoyHbIn KOHTPOrb B hapmaueBTudeckomn opraHmsauumn Kog A/05.5  YposeHb 5

(nopypoBeHb)

KBanudukaumm
Mpouncxoxaenune Tpygoo  OpurmHan X 3amumcTBOBaHO 13
yHKLMM opvrmHana

Kon PernctpaumoHHbIn Homep
opvruHana npodpeccrmoHanbHoro ctaHgapTa

Tpynosble lMpueMka nekapCTBEHHbIX CPEACTB M TOBApPOB anTe4YHOro acCoOpTUMEHTA MO KONMUYECTBY U KayecTBy
nencrTemsa

Peructpaums noctynaroLwmx B hapmMaLeBTUHECKYH0 OpraHM3aLmio fiekapCTBEHHbIX CPEACTB U TOBApPOB
anTe4yHoro accopTMMeHTa
Pernctpaums nekapCTBeHHbIX CPeAcTs, noasexalmnx npeaMeTHO-KONMYECTBEHHOMY YYeTy
Pervctpaums nekapCTBEHHbIX NPenapaToB B CMCTEME MOHUTOPUHIa ABWMXKEHUS! JIEKAPCTBEHHLIX NpenapaTos
Heobxogumeble  lMpousBoanTb NPOBEPKY CONPOBOAUTENLHBIX JOKYMEHTOB MO COCTaBY WU KOMMMEKTHOCTM
yMeHus
ObopmMnsiTe OTYETHbIE JOKYMEHThI MO ABWKXEHUIO NEKaPCTBEHHbIX CPEACTB M TOBApOB anTe4yHoro
accopTUMeHTa
MpoBepsiTb COOTBETCTBME LIEH Ha XU3HEHHO HEOBXOAUMbIE U BaXKHENLIME NEKapCTBEHHbIE NpenapaTtbl Ans
MeULMHCKOTO NMPUMEHEHWS ToCcYAapCTBEHHOMY PEECTPY NpeenbHbIX OTMYCKHbIX LEH NPou3BoaMTENeil Ha
nekapcTBEeHHbIE NpenapaThbl, BKIOUYEHHbIE B NEPeYeHb KU3HEHHO HEOOXOANUMbBIX U BaXHENLLNX
nekapCcTBEHHbIX NpenapaToB
OcbopmMnsiTe JOKYMEHTALMIO MO U3bATUIO U3 0BpaLLEeHNs NEKAPCTBEHHbIX CPEACTB 1 TOBapOB anTevyHoro
accopTUMeHTa
BecTn npeaMeTHO-KONMYECTBEHHbIN YYET NIeKapCTBEHHbIX CPEACTB NOCPEACTBOM 3arofHEHMS XypHana
Monb3oBaTbCs KOHTPOSIbHO-U3MEPUTENBbHBIMU NPMBopamMu, crneumanM3MpoBaHHbLIM 060pyA0BaHUEM, B TOM
yucre B cMCTEME MOHWUTOPUHIA ABVKEHWS NEKapCTBEHHbIX NPenapaToB, NporpaMmMamMu 1 NpoayKTamm
MH(OPMAaLMOHHBIX CUCTEM, UCMOMb3YEMbIMM B (hapMaLEBTUYECKUX OpraHM3aLmsix
OueHvBaTb MapKMPOBKY, YNAKOBKY M BHELLHUIA BU NEKapCTBEHHbIX CPEACTB U TOBapOB anTe4YHOro
acCOpTUMEHTa, B TOM YKCIe NPOBEPsiTb CPOKW FOAHOCTM
Heobxogumeble  MpaBuna npuemku ToBapa
3HaHUS
MepeyeHb 1 CTPYKTYpa CONPOBOAMUTESbHBIX [JOKYMEHTOB NOCTaBLUMKa Ha JIeKapCTBEHHbIE CPeLCTBa U
TOBapbl anTeYHOro accopTUMEHTa
MonoxeHust 3akoHodaTeNbHbIX U HOPMATKBHbIX MPABOBLIX AKTOB, PErYNUPYIOLLMX o6palleHne
NeKapCTBEHHbIX CPeACTB M TOBAPOB anTe4YHOro acCOpTUMEHTa
Mopsiaok paboTbl ¢ He[OGPOKaYeCTBEHHBIMM, (arbCMULUPOBAHHBIMU U KOHTPAaKTHEIMM
NeKapcTBEHHbIMW CpeacTBaMm
TpeboBaHWs k Ka4ECTBY JIEKAPCTBEHHLIX CPEACTB, B TOM YUCIE K MAPKUPOBKE NEKapCTBEHHbIX CPEACTB U K
JOKYMEHTaM, NMOATBEPXKAAIOLLMM Ka4YeCTBO JIEKapCTBEHHbLIX CPEACTB M TOBAPOB anTe4HOro acCopTMMEHTA
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AKTyasbHbIi aCCOPTUMEHT JIeKapCTBEHHbLIX CPEACTB MO hapMaKkosiorMieckm rpynnam 1 ToBapoB anTe4yHoro
accopTUMeHTa

Cnoco6bl BbiSiBNeHUs danbcuduLMpoBaHHbIX, KOHTPagaKTHbLIX M HEAOBPOKaYECTBEHHbIX NEKapCTBEHHbIX
CpeacTB U TOBApPOB anTEYHOTO aCCOPTUMEHTA

TpeboBaHWs kK OTYETHOM JOKYMEHTaLMKW, CTPYKTYpa U COCTaB OTYETHOW AOKYMEHTALMM

Mopsigok BeAeHUst NPeaMEeTHO-KONIMYECTBEHHOTO y4eTa NeKapCTBEHHbIX CPEACTB

NHdopMaLmoHHbIE CUCTEMBI M 060pYAOBaHNE MHADOPMALIMOHHBIX TEXHOMOMMIA, UCNONb3yeMble B
thapmaLeBTUYECKOl opraHu3aLmn

Mopagok TpaHCNOPTMPOBKM TEPMOMNaBbUIIbHBIX NIeKapCTBEHHbLIX CPEACTB MO XONoAO0BOW Lienu 1
“cnosb3yemble Al KOHTPOISA cOOMNoaeHNs TeMnepaTypbl cpeacTea

Mopsgok yTBePXAEHWS Y OGHOBIEHUS NEPEYHST XKM3HEHHO HEOBXOANMBIX U BaXXHENLUMX NEKapCTBEHHbIX
npenapaToB Ans MeaULMHCKOTO NpuMeHeHNs

MpaBuna LeHoobpa3oBaHUs Ha XU3HEHHO HEOBXOAMMbIE U BaXKHEMLIME NEKapCTBEHHbIE NpenapaTbl
MepeyeHb TOBAPOB, pa3peLLEeHHbIX K MPOAaXe B anTeYHbIX opraHM3auusx Hapaay ¢ nekapcTBeHHbIMM
npenapatamu

TpeboBaHWs oxpaHbl TpyAa, Mepbl NoXapHol 6e3onacHoOCTy, NOPSACK AEUCTBUIA NPY Ype3BblYaiHbIX
cUTYaumsax

MeToabl M NpUeMbl YperynupoBaHusi IPETEH3UIA C NOCTaBLUUKaMU

CaHunTapHo-anMaemMmonormyeckne TpeboBaHNs K 3kcnyataumMm NoMeLLeHNn 1 yCnoBusM Tpyaa
OdmumanbHble UCTOYHMKN MHpopMaLmMK 0 HeoBpPOKaYECTBEHHBIX, (hanbCUULMPOBAHHbLIX 1
KOHTpadhaKTHbIX JIeKapCTBEHHbBIX CPeACcTBaX M TOBapax anTe4YHOro acCopTUMEHTA, Noanexalumx U3baTuio 13
obpalueHus

Mopsinok paboTbl B cUCTEME MOHUTOPUHA ABUKEHUS NEKAPCTBEHHBIX NPenapaTos

Opyrue -
XapaKTepUCTUKK

3.1.6. TPYAOBAA ®YHKLUNA

HanmeHoBaHue XpaHeHne nekapCTBEHHbIX CPEACTB M TOBAPOB anTe4YHOro acCopTMMEHTa B KogA/06.5 YpoBeHb 5
hapmaLeBTUYECKNX OpraHn3aLmax (noaypoBeHb)
KBanudukaumm

Mpouncxoxaenne Tpygoo  OpurmHan X 3amumcTBOBaHO 13

hyHKLUUK opuruHana
Kog PernctpaumoHHbIn HoMep
opvruHana npodeccmoHanbLHoro ctaHaapra
Tpynosble lMpoBepka 1 perucTpaums napameTpoB BO3AyXa B NOMELLEHUSAX XPaHEHNS1 NeKapCTBEHHbIX CPeACTB U
AencTeums TOBapoB anTE4YHOro acCopTUMEHTa
WpeHTndmrkaums o6opynoBaHns ans XpaHEHUs NIEKapCTBEHHbIX CPEeCTB M TOBAPOB anTeYHOro
accopTMMeHTa

OdhopmrieHne 1 BeAEHUE CTENMaXHbIX KapT

Hapnexaluee xpaHeHWe HapKOTUYECKMX, MCUXOTPOMHbBIX NEKAPCTBEHHbIX CPEACTB U UX NMPEKYPCOPOB B
COOTBETCTBUM C HOPMaTUBHbLIMM NMPaBOBbLIMI aKTamu

CopTupoBKa NocTynaroLLmMX NeKapcTBEHHbIX CPEeLCTB U TOBapOB anTe4YHOro accopTUMeHTa No rpynnam
YnopsgoyeHue No cepusiM 1 y4eT 3anacoB NeKapCTBEHHbIX CPEACTB 1 TOBAPOB anTeyHoro acCopTMMEHTa B
thapmaLeBTUYECKUX opraHM3aLusax

PasmelleHVe nekapcTBEHHbIX CPELCTB U TOBApOB anTEYHOrO acCopTMMEHTa No MecTam XpaHeHus! B
COOTBETCTBUM C YCTAHOBMNEHHBIMW NPOU3BOANTENSIMU YCIIOBUSAMU XPaHEHMS

MpoBefeHve 1 oopMIeHMe pesynsTaToB MHBEHTapKU3aLMK

BepneHnve y4eTa ieKapCTBEeHHbIX CpeacTB C OrpaHN4YeHHbIM CPOKOM FOEJ,HOCTI/I18

MpoBepka yCnoBuii XpaHEeHU NEKAPCTBEHHbIX CPeaCcTB

BbisiBneHue 1 n3bsitre anbcuduLmpoBaHHbiX, He10BpokaYeCTBEHHbIX 1 KOHTPaaKTHBIX NeKapCTBEHHbIX
CPEeAcTB, noanexalmx N3bsATUIo U3 rpaxxaaHckoro obopoTa
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Heobxoaumble ObecneynBaTth YCNOBUS XpaHEHUS!, YCTAHOBIEHHbIE NPOU3BOAMTENEM NEKAaPCTBEHHbIX CPEACTB

yMeHus
Wcnonb3oBaTb TEXHUYECKUE CPEACTBA, TEXHOMOMMM, BKtoYas NporpammHoe obecneveHne
MHDOPMAaLIMOHHbIE CNIPaBOYHbIE CUCTEMBI, ANt 06ecneyYeHns Hagnexallero nopsiaka U YyCnoBuin XpaHeHuUs
TOBApOB anTe4YHOro acCOPTUMEHTA
MoHMMaTh M 0Co3HaBaTb NOCNEACTBUS HECOBIOAEHNS YCNOBUIA XpaHEHWs! NEKapCTBEHHbLIX CPEACTB
MporHo3npoBaTb PUCKM NOTEPU Ka4yecTBa, PPEKTUBHOCTU U 6E30NACHOCTU NEKaPCTBEHHLIX CPEACTB Npu
HecobIoaeHUN pexuma XpaHeHus
OdbopmMnisiTe COOTBETCTBYHOLLME [OKYMEHTLI HA USbSATUE NEKAaPCTBEHHbIX CPEACTB M TOBApOB anTe4yHoro
accopTUMeHTa
BecTu oT4eTHBIE AOKYMEHTI
NHTepnpeTnpoBaThb YCIOBUSI XpaHeHUs], yCTaHOBMNEHHbIE NPOU3BOANUTENEM NEKAPCTBEHHbIX CPEACTB, B
COOTBETCTBYIOLLME PEXUMBI XPaHEHWS!

Heobxogumble TpeboBaHMs K yCNOBUAM XpaHEHUs1 NEKAPCTBEHHbLIX CPEeACTB

3HaHUS

[MonoxeHnsa 3akoHo4aTENbHbIX U HOPMaTUBHbIX NPaBOBbIX aKTOB, PEerynmpyroLwmx o6pa|.|.LeH|/|e
JleKapCTBEHHbIX CpeacTB U TOBApOB anTe4HOro acCopTumMeHTa

MpaBuna 1 NopaaoK AeNCTBUN C NEKaPCTBEHHLIMU CPeACTBaMMU, MOAMEXALLUMUN UIBATUIO U3 FPaxaaHCKoro
oboporta

AKTYyanbHbIi aCCOPTUMEHT NIEKapCTBEHHbIX MPENApaToB MO Pa3nMyHbIM (hapMaKonormyeckum rpynnam
TpeboBaHus K BeAeHWI0 NPeAMETHO-KOMMYECTBEHHOIO YYeTa NEKAPCTBEHHBIX CPEACTB

MpaBuna xpaHeHUs1 NekapCTBEHHbIX CPECTB 1 TOBAPOB anTe4YHOro acCopTUMEHTA

OcobeHHOCTY XpaHEHUST NEKAPCTBEHHbIX CPEACTB, NOANEXaLLMX NPEAMETHO-KONIMYECTBEHHOMY YYETY
MopsiaoK yyeTa NeKapCTBEHHBIX CPEACTB C OFPAHUYEHHBIM CPOKOM FOAHOCTU

OcobeHHOCTU XpaHEHNs1 UMMYHOBMONOTMYECKMX NeKapCTBEHHbIX MPenapaToB U MeANUMHCKUX NMUSABOK
Mopsiaok TPaHCMOPTUPOBKM UMMYHOBMONOMMYECKUX NIEKAPCTBEHHBIX CPEACTB B YCIIOBUSIX XONOLOBON Lienm
1 ucnonb3yeMble Af151 KOHTPOSS cobntoaeHNst TeMnepaTypbl cpeacTBa

TpeboBaHuWs K CTPYKTYpe U COCTaBy OTYETHOW JOKYMEHTALMU

WHopmaLuoHHble cucTeMbl 1 060pynoBaHne MHEPOPMaLMOHHBIX TEXHOMOMIA, UCMOSb3yeMbIE B
hapmaLeBTUYECKO opraHn3aLum

®U3MKO-XMMUYECKNE CBONCTBA NEKAaPCTBEHHbIX CPEACTB

Mpasuna xpaHeHns MeauLMHCKux nsgenuinl?

TpeboBaHuWs oxpaHbl Tpyaa, NpaBumna noXxapHowm 6e30nacHOCTV 1 NOPSIAOK AENCTBUIA NPU YPE3BbIYANHBIX
CUTyauusx
MCTOYHUKM odhmLmanbHoOn MHAOPMaL MM O NekapCcTBEHHLIX CPeACTBaX U TOBapax anTeYHOro aCCopTUMEHTA,
nognexawmx nsbaTuio n3 obpatleHus
Opyrve O6ecneyeHune xpaHeHua B 060CObneHHbIX NOApa3aeneHmaxX MegUUMHCKMX OpraHn3aunii MoXeT
XapakTePUCTMKA  OCYLLECTBMATLCS MEANLMHCKUM PabOTHMKOM C AONOMHUTENBbHBLIM NPOdECCUOHaNbHLIM 06pa3oBaHNEM B
4YacTU PO3HUYHOM TOProBMNW fIeKapCTBEHHBIMW NpenapaTaMmm

TekcT/Pepakuymna aokymeHTa noarotoeneHel AQ "Kopekc"

12 Mpukas MwuHaapaBcoupassutua Poccun ot 23 aerycta 2010 . N 706H "O6 yTBepxaeHun [paBun xpaHeHus

7IeKapCTBEHHbIX cpeacTB” (3apeructpupoBaH MwuHiocTom Poccun 4 oktabpsa 2010 r, peructpaumoHHein N 18608) c
U3MEHEHNSIMU, BHECEHHbIMU Mpukaszom MuH3aapaBcoupassutusa Poccun ot 28 nekabpa 2010 . N 1221H (3apernctpvpoBaH
MuHiocTom Poccun 4 dheBpanst 2011 r., pernctpaumoHHbeii N 19703).

19 Mpukas Munsnpasa Pocoun ot 13 Hos6ps 1996 . N 377 "O6 yTeepxaeHUn MHCTPYKLMK N0 OpraHM3aLmm XpaHeHus B

anTeyHbIX YYPEXAEHUAX PasNMYHbIX FPYNN JIEKAPCTBEHHbIX CREACTB M U3AeNui MeAULMHCKOro HasHavyeHus" (3aperncTpupoBaH
MuHiocTom Poccun 22 Hosibpa 1996 r., peructpaumoHHbin N 1202) ¢ M3MEHEHUsIMM, BHECEHHbIMW MPUKA30M
MuHsapaBcoupassutns Poccuun ot 23 aerycta 2010 . N 706H (3apeructpupoBaH MuHiocTom Poccum 4 oktabps 2010 r.,
pernctpaunoHHbin N 18608).

3.2. O6OBUWEHHASA TPYOOBAA ®YHKLUA
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HanmeHoBaHue 3roToBneHne nekapcTBEHHbIX NPENapaToB B YCNOBUAX anTeyHblX opraHusaumin n Kog B YpoBeHb 5
BETEPUHAPHBIX anTeYHbIX OpraHM3auun KBanudukalum
MpouncxoxaeHne OpwrmHan X 3anmcTBOBaHoO 13
0600LLEeHHOon opvruHana
TPYyZOBON (PyHKLUN Kon PernctpauunoHHbIn Homep npodeccuoHansHoro
opvruHana cTaHgapTa

Bo3moxHble HanmeHoBaHUA AoMmKHOCTEN, npodeccunin PapmavesTt

TpeboBaHus k 0bpasoBaHuio U CpenHee npodeccroHansHoe obpasoBaHue - NPOrpamMmmMbl MOATOTOBKM CMELIMAnMCTOB CPEAHEro
0byyeHumo 3BeHa no cneuunansHocTn "®apmaumsa”
TpeboBaHuWs K OnbITY -
npakTu4eckon paboTsl
Ocobble ycnosus gonycka k- Hanuume cepTudmkata cneumanucra unm cemaeTenscTBa ob akkpegutauum cneumanicTa
pabote
OTcyTCTBME OrpaHUYEHUI Ha 3aHATUA NPOECCUOHANBHON AeATENbHOCTHIO
[pyrve xapakTepucTunku [ononHutensHoe npodeccnoHansHoe obpasoBaHme - MPOrpamMmmbl NOBbILLEHUS KBANUdMKaumm
He pexe 0fHOro pasa B NATb NeT B Te4eHUe BCer TPY4OBOM XKU3HN

Obsi3aTtenbHoe npenesaputeribHoe o6yquV|e NPU N3roToBNeHM NeKapCTBEeHHbIX NnpenapaTtoB
Onsa BeTepnHapHOro npuMeHeHuns

[lononHuTenbHble XapakTepuUcTUKK

HaumeHoBaHve gokymeHta Kog  HammeHoBaHue 6a3oBou rpynnbl, 4OMMKHOCTM (Mpodheccum) nnm cneumanbHoCTu

OK3 3213 dapmavneBTbl
EKC - dapmaueBT
oKnaTe 27309 dapmaueBT
OKCO 3.33.02.01 dapmauus

3.2.1. TPYAOBAA ®YHKUNA

HanmeHoBaHue M3roToBneHne nekapcTBeHHbIX NpenapaTtos No MHAMBMAYanNbHbIM HasHavyeHuam  KogB/01.5  YpoeeHb 5
MEANUMHCKNX pabOTHMKOB 1 TpebOBaHNIO MEANLIMHCKUX OpraHu3aumin n (noaypoBeHb)
BETEPMHAapPHbIX OpraHM3aLuii KBanudmkauum

MpouncxoxaeHune Tpygoso  OpurmHan X 3aumcTBOBaHO 13

hyHKUMM opurmHana
Kog PernctpaumoHHbIn Homep
opuvruHana npodeccmMoHanbHoOro ctaHaapTa
TpynoBble MogrotoBka paboyero MecTa s U3rOTOBNEHMWS NEKAPCTBEHHBIX NpenapaToB
aencteus

BbinonHeHne pacyeToB Mo onpeaeneHnio Macchbl/obbeMa UHIrpeaMeHTOB NekapCTBEHHOMO npenaparta B
COOTBETCTBMM C Ha3Ha4YeHNeM MeaULIMHCKOro, BETEPUHAPHOMO paboTHMKA

Brbibop onTMMansHOro TEXHONMOrMYECKOro nNpoLecca Afst U3roTOBINEHNS NEKApCTBEHHbIX NpenapaToB
BbiGop 1 noarotoBKa BCioMoraTenbHbIX BELLECTB U MaTepuanos, paLMoHanbHOM YNakoBKu
MoprotoBka o6opynoBaHUs U NOCYAbl A5t U3rOTOBIIEHWS! NEKAPCTBEHHOrO nNpenapara
M3roToBneHne nekapcTBeHHON hopMbl
MN3roToBneHne KOHLEHTPMPOBAHHbBIX PAacTBOPOB, NosydabprkaToB, BHYTPUANTEYHON 3aroTOBKU
MpoeeneHue paboT no acosBke NekapcTBEHHLIX NpenapaToB
BeneHve npegmMeTHO-KONMMYECTBEHHOIO y4eTa NEKapCTBEHHbIX CPEACTB
Heobxoanmbie MonyyaTb BOAY OYULLEHHYIO U BOAY ANA MHBbEKLUUIA M MCMOMNb30BaTh €€ ANs U3rOTOBMEHNS NeKapCTBEHHbIX
yMeHus npenapaTos
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MpoBepsiTb COOTBETCTBME HAa3HAYEHHOW MEANLMHCKUM PabOTHMKOM OO3MPOBKU U NEKAapCTBEHHOM hopMbI
Bo3pacTy 60nbHOro
[0TOBUTL pasnuyHble BUAbI NleKapCTBEHHbIX (DOPM fleKapCTBEHHbIX NpenapaTos
[OTOBUTL KOHLIEHTPUPOBaHHbIE PacTBOPbI, NONyabpuKaThl, BHyTPUANTEYHYIO 3aroTOBKY
dacoBaTb U3roTOBMNEHHbIE NIEKapCTBEHHbIE NpenapaThbl
Monb3oBaTbcst NabopaTopHbIM U TEXHONMOrMYeCKM 060pya0BaHNEM
MpumeHsATL cpeacTsa NHAMBMAYaANbHON 3aLmMThl
Monb3oBaTbCsi COBpeMEHHbLIMU UHEOPMALIMOHHO-KOMMYHUKALMOHHBIMU TEXHONOrUAMMW, NPUKNaaHBIMU
nporpammamMu obecneveHust hapmaLeBTUHECKON AeATENBLHOCTY ANS peLleHust npodeccuoHanbHbIX 3agau
Mpoun3BoanTs 06s13aTenbHbIe pacyeThbl, B TOM YUCIe NO NpeaenbHO A0NYCTUMbIM HOPMaM OTnycka
HapKOTUYECKUX U NMCUXOTPOMHbIX NIEKapCTBEHHbIX CPeacTB
BecTu npeaMeTHO-KONNYECTBEHHBIN YYeT neKkapCTBEHHbIX CPeaCTB
Heobxoanmele HopMbl oTnycKka nekapcTBEHHbIX NpenapaTtoB, CoAepXallux HapKoTUYeckne, NCUXOTPONHbIE BeLLeCTBa
3HaHuA

3akoHopaaTernbHble ¥ HOPMaTVBHbIE NPABOBbIE aKTbl, PETMAaMEHTUPYHOLLME NPOLECC M3rOTOBIIEHUS
neKapCTBEHHbIX (hOPM, KOHLIEHTPMPOBaHHbIX PacTBOPOB, NonydabpukaToB, BHYTPUANTEYHONW 3aroTOBKM W
(hacoBKU NeKapCTBEHHLIX NpenapaTos

Buapl BHYTPMaNTE4YHOro KOHTPOJIA Ka4yeCTBa U3roTOBJIEHHbLIX JTIEKAPCTBEHHbIX NpenapaToB
I'Ipaana N3roToBneHuna TBepablX, XKXUOKNX, MATKNX, CTEPUSTBHbIX N aCeNTUYECKNX NEKapPCTBEHHbIX (*)OpM

DU3NKO-XUMUYECKME 1 OPraHONENTUYECKME CBOCTBA NEKapCTBEHHbIX CPEACTB, UX (manyeckas,
XUMUYeckast U hapMakosiormyeckasl CoBMECTUMOCTb

HomeHknaTypa 3aperucTpupoBaHHbIX dhapMaLeBTUHECKMX CyOCTaHLUMIA, UCMONb3yeMbIX 151 U3rOTOBIEHUS
NeKapCTBEHHbIX NpenapaTos

YCrnoBusi U CPOKW XpaHEHWS NTEKAPCTBEHHBIX NpenapaToB, U3rOTOBMNEHHbLIX B anTeYHbIX OpraHn3aumsx
PekomeHayeMble cnocobbl BbISIBEHWS (hanibCMULIMPOBAHHBIX U KOHTPAgaKTHbIX JIEKAPCTBEHHBLIX CPEACTB
I TOBapOB anTEYHOrO acCopTUMeHTa

TpeboBaHWs K BEAEHWIO NEPBUYHON JOKYMEHTALMM MO M3rOTOBMEHUIO NEKAPCTBEHHLIX NPENapaTos B
anTeyHblX OpraHU3aumsix, BETEPUHAPHbLIX anTeYHbIX OpraHn3aLmsax

TpeboBaHuWsi oxpaHbl TpyAa, NpaBuia NoxapHon 6e30nacHOCTY U NMOPSIAOK AeUCTBUIN NPU Ype3BblYalHbIX
cUTyaumsx

CaHuTapHo-anuaemmornormieckue TpeGoBaHus Kk aKcnyaTalmMm NoMeLeHuii 1 ycrnosuamM Tpyaa

MpaBuna NnpuMeHeHUs CPEACTB UHANBMAYANbHON 3aLUUThI

Mopsiaok BEAEHWS NPEAMETHO-KONIMYECTBEHHOIO YYeTa NeKapCTBEHHbIX CPeLCTB

NHdopMaLmoHHbIe cucTeMbl U 06opyaoBaHue MHPOPMAaLMOHHBIX TEXHOMOMI, UCMOMb3yeMble B anTEYHbIX
opraHunsaumsx

MeToabl noncka v oLeHKM nHdopmaLmMm, B TOM YMCHe PeCcypchl C MHpopMauunen o panbcuguLmpoBaHHbIX,
Heno6poKaueCTBEHHbIX Y KOHTPadaKTHbIX NeKapCTBEHHbIX CPeACTBaX U TOBapax anTe4yHOro acCopTMMeHTa

Cpe,EI,CTBa |/|3mepeHV||7| N ncnblTaternibHoe o6opyn03aHV|e, npuMeHdeMble B anTe4vyHbIX opraHn3aumnax

BcnomorartenbHble Martepuarnbl, NUHCTPYMEHTbI, I'Ipl/|CI'IOCO6J'IeHI/IFI, ncnosnb3yemble Npu N3rotoBreHnn
JIeKapCTBEHHbIX NpenapaTtoB B anTe4YHbIX OpraHn3aumnax n BeETepUHapPHbIX anTe4YHbIX OpraHn3aunax

Opyrve -
XapaKTePUCTUKM

3.2.2. TPYOOBAA ®YHKLUUNA

HaumeHoBaHne OdopmneHne JOKyMEHTaLuUK Mo N3roTOBMEHNIO NekapcTBeHHoro npenapataKogB/02.5  YpoeeHb 5

(nogypoBeHb)
KBanudgukaumnm
MpoucxoxaeHve Tpygoeon  OpurnHan X 3anMCcTBOBaHO U3
byHKLUUK opurMHana
Kon PernctpaumoHHbIn HomMep
opvruHana npodpeccnmoHanbHOro ctaHgapTa
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Tpynosble YnakoBka M3roTOBMEHHOIO NeKapCTBEHHOTO Npenapara B COOTBETCTBUM C PU3UKO-

OencTeuns XUMNYECKMMU CBOVMCTBaAMMW IEKapCTBEHHON hOpMbI
OdopmneHue M3roToBnNeEHHOro NekapcTBEHHOro npenaparta
MapkupoBka nekapcTBeHHOW (hopMbl NpeaynpeauTenbHbIMU HaANMCAMU B COOTBETCTBIM C NpaBunamm
ocopmnenns ynakoskm 20

3anonHeHne nacnopTa NMMCbMEHHOTO KOHTPOMS NPW U3rOTOBIIEHWN NeKapCTBEHHbIX MpenapaTos
YCTHOE N3noXeHne CBOMX AENCTBUI NPY NPOBEAEHUN ONPOCHOINO KOHTPOIS
MpoBeaeHve paboT NO ynakoBKe 1 MapKMpOBKe pacacoBaHHbIX NTEKAPCTBEHHBIX NpenapaToB
BeneHve npegmMeTHO-KONMMYECTBEHHOIO y4eTa NekapCTBEHHbIX CPEACTB
Peructpaums gaHHbIx 06 M3roToBNEHUN NeKapCTBEHHbIX NpenapaToB B COOTBETCTBYOLLMX XypHanax
Heobxoanmbie OdbopMnsATE AOKYMEHTALMIO MPU M3TOTOBNEHUM NEKAPCTBEHHbIX NMPENapaToB
yMeHus MapkmpoBaTb U3roToBMEHHbIE NTEKapCTBEHHbIE NpenapaThl, B TOM Y1cie HeobXxoanmbimMu
npeaynpeanTenbHbIMU HAAMUCAMU U 3TUKETKAMM
3anonHATL NacnopT NUCbMEHHOTO KOHTPONS NpU M3roTOBMEHUW NeKapCTBEHHbIX NpenapaTos
Monb3oBaTbCcsi COBPEMEHHbLIMW MHOPMALMOHHO-KOMMYHMKALMOHHBIMU TEXHONOMUSIMU, NPUKNAAHBIMU
nporpammamMm obecneveHusi hapmaLieBTMHECKON AeATENBHOCTU ANS peLlueHns NpodeCcCUoHanbHbIX 3aaaq
MHTepnpeTupoBaTh YCNOBUS XpPaHEHUS, YKa3aHHbIe B MapKUPOBKE NeKapCTBEHHbIX CPEACTB
MpounssoanTb 0653aTenbHbIe pacyeThbl, B TOM YUCIe MO HOPMaM OTryCKa HapKOTUYECKUX, MCUXOTPOMHbIX
neKkapcTBEHHbIX CpeacTs
BecTn oT4eTHbIE JOKYMEHTbI MO ABMXEHUIO NEKapCTBEHHbIX CPEACTB

Heobxoanmbie Buabl JOKYyMEHTOB Mo perucTpaLlum npolecca M3roToBleHUs nekapcTBEHHbIX NpenapaTos 1 npasunia ux
3HaHUS ochopmneHus
3akoHogaTenbHble M HOPMaTUBHbIE NPABOBbIE aKTbl, PErfamMmeHTUpYyoLLMe NpoLecC U3roTOBMEHMS
nekapCcTBEHHbIX NpenapaToB, KOHLEHTPUPOBAHHBLIX PacTBOPOB, Nonydgabpukatos, BHyTpUanTeyHom
3aroToBKU M haCoBKM NeKapCTBEHHbIX NpenapaToB
HopmaTtuBHO-nNpaBoBble akTbl MO BUAAM KOHTPOMS Ka4eCcTBa NekapCTBEHHbIX NPenaparoB, M3roTOBMEHHbIX
B anTeYHbIX OpraHn3aLusx
MpaBuna oopmneHns ynakoBOK feKkapCTBEHHbIX Npenaparos, B TOM Yucrne npeaynpeantenbHbIMy
Hagnucamm
YCnoBuWs 1 CPOKN XpaHEHWNS NNEKAPCTBEHHBIX MpenapaToB, 3roTOBMIEHHbIX B aNTEYHbIX OpraHM3aumsx u
BETEPMHAPHbIX anTeYHbIX OpraHM3aLmsax
TpeboBaHus oxpaHbl TPyAa, Mepbl NOXapHOWM 6e30nacHOCTH, NOPSAOK AENCTBUIA NPU YPE3BbIYANHbIX
cuTyaumsx
Mopsook BegeHnst NpeaAMeTHO-KONMYECTBEHHOIO y4YeTa fekapCTBEHHbIX npenapaToB
TpeboBaHuWs K LOKYMEHTaM NEPBUYHOIO y4eTa anTeYHON opraHnsaLmm
WHdopmaLmnoHHble cucteMbl 1 o6opyaoBaHue MHOOPMaLMOHHBIX TEXHOMNOMI, UCMONb3yeMble B
dapmaLeBTUYECKOWN opraHu3aLum

Opyrve -
XapaKkTepUCTUKM

TekcT/Pegakuma aokymeHTa noarotoenensl ACQ "Kopekc"

20 MyHkT 3 cTatbn 56 denepansHoro 3akoHa ot 12 anpens 2010 r. N 61-®3 "O6 o6pallieHnn neKkapcTBEHHbLIX CPEACTB"

(CobpaHnue 3akoHogaTtenbcTBa Poccumckon degepauun, 2010, N 16, c1.1815).
3.3. OBOBLIEHHAA TPYOAOBAA ®YHKLUA

HanmeHoBaHve OnToBas Toprosns fiekapcTBeHHbIMKU cpeacteamu Kog C YpoBeHb kBanudumkaumm 5

MpoucxoxgeHve OpwuruHan X 3aMMcTBOBaHO 13
06006LLEHHON opuvruHana
TPYZOBON OyHKLMM Kog PernctpaumnoHHbIn Homep npodeccnoHansHoro

opuruHana CTaHOdapTa

Bo3moXHble HanMeHOBaHNA AOMKHOCTEN, Npodeccuin PapmavesT
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TpeboBaHus kK 0bpasoBaHuio U CpegHee npodeccroHanbHoe 0bpa3oBaHme - NporpamMmMbl NOATOTOBKM CMELManucToB CpeaHero
0byyeHuio 3BeHa no cneuunansHoctn "®apmaumsa”

TpeboBaHuWs K onbITy -

npakTu4eckon paboTsl

Ocobble ycrioBusa gonycka kK - Hanuune ceptudmkata cneumanucta unm cemaetenscrea 06 akkpegmTaumy crneymanvcra
pabote

[Opyrve xapakTepucTuku JononHutensHoe npodeccmoHansHoe o6pasoBaHmne - NPOorpaMmbl NOBLILIEHUS KBanUUKaLmm

He pexe OfHOro pasa B NATb NET B TEYEHWNE BCEN TPYAOBOM XKU3HU
JlononHuTenbHble XapakTepUCTUKK

HaumeHoBaHve gokymeHta Kog  HaumeHoBaHue 6a30BoM rpynnbl, 4OMMKHOCTM (Mpodheccum) nnm cneumnanbHoOCTu
OK3 3213 dapmaueBThl

EKC - dapmaneBT
oKNAaTP 27309 dapmaneBT
OKCO 3.33.02.01 dapmauus

3.3.1. TPYOOBAA ®YHKLUNA
HavnmeHoBaHue PaboTa ¢ MHCTUTYUMOHaNbHbIMU NOTpebuTenamu no npuemy 1 obpabotke 3assok Kopg C/01.5  YpoBeHb 5
Ha nekapCcTBeHHbIE CpeacTaa (nogypoBeHb)
KBanudmkauum

MpoucxoxaeHve Tpygoson  OpurnHan X 3anMCTBOBaHO U3

yHKUMM opurMHana
Kog PernctpaunoHHbIn HoMep
opvruHana npodpeccuoHanbHOro ctaHgapTa
Tpyoosble MpueM un oueHKa 3aka3oB OT NOTPebuTenen, onpeneneHHbIX B 3akoHoaaTenbcTee Poccuiickon ®egepaumm
nencrteuns 2

OueHka BO3MOXXHOCTM MOMHOMO UMK YaCTUYHOTO YAOBIETBOPEHNS 3aKasa, kanbKynsuus U cornacoBaHue
LleHbl 3aKa3a

CornacoBaH1e CPOKOB NMOCTaBKW U KOMMJIEKTHOCTU 3akasa C y4ETOM COOMIOAEHNS YCIOBMIA XpaHeHus,
0CTaTOYHOrO CPOKa rOAHOCTM

KomnnekTauus 3akasa riekapCTBeHHbIX CPEeCTB ¥ TOBApOB anTe4YHOr0 acCOPTUMEHTa B COOTBETCTBUM C
3asBKoW noTpebuTens

OdhopmreHne conpoBOANUTESbHBIX JOKYMEHTOB Ha NeKapCTBEHHbIE CPeACTBa 1 TOBapbl anTe4Horo

accopTMMeHTa
Heobxoanmele AHanuanpoBaTb 3asiBku noTpebuTenen nekapCcTBEHHbIX NpenapaToB N0 HAUMEHOBaHNAM, O3UPOBKaM,
yMeHUs KOMnm4ecTBy

Monb3oBaTbca Npuemamu 3PHEKTUBHBIX KOMMYHUKaLMIA NPU B3aMMOAENCTBUM C Konneramu u

notpeduTensmu

OcyLecTBNSATb YYET NeKapCTBEHHbIX CPELCTB 1 TOBApPOB anTe4YHOro acCopTUMEHTA
Monb3oBaTbest 060PYA0BaHMEM U MHEDOPMALIMOHHBIMW TEXHOMOMMSIMM, BKIoYasi 060pynoBaHWe cuCTEMBI
MOHWUTOPUHra ABWKEHUS NekapCTBEHHbIX NpenapaToB
Mpoun3BoanTb OLIEHKY KayecTBa JIeKapCTBEHHLIX NPenapaToB U TOBAPOB anTe4YHOro acCoPTUMEHTA Mo
BHELLUHEMY BUAY, YaKoBKe, MapKUpPOBKe
MpoBoanTb KanbKynsaLMIo 3asiBOK NoTpebutenen
HeobGxoanmele MepeyeHb NoTpebuTerneil, KOTOPLIM MOXET OCYLLECTBIATLCS ONTOBas NpoAaxa Unv nepegavda
3HaHWs nNeKapCTBEHHbIX CPeLCTB
HopmaTuBHble NpaBoBble akThbl, perynupytowme obpalleHne nekapcTBEHHbIX CPeACTB U TOBapOB
anTe4yHoro accopTUMeHTa
OcHoBHble hapmakonormieckue rpynbl NekapcTBEHHbIX CPEACTB
AKTyanbHbIi aCCOPTUMEHT NEKAaPCTBEHHbIX CPEACTB M TOBapOB anTeYHOro acCopTUMEHTA
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MHopmaLmoHHbIEe cucTeMbl 1 060pyaoBaHNE MHGOPMALMOHHBIX TEXHOMOIIA, UCNONb3yeEMbIE B
hapmaLieBTM4EeCKON opraHm3aumm

npaBI/IJ'Ia Ll,eHOO6p830BaHVIF| Ha NneKapCTBeHHble CpeacTea, B TOM YnCIie BKIMKOYEHHbIE B NepeYveHb
KU3HEHHO HEODXOANMBIX U BaXKHENLLNX NNeKapCTBEHHbIX NpenapaToB, 1 TOBaApbl anTeé4HOro aCCopTuMeHTa
rlOp‘ilD,OK M npasuna oTnycka HapKOTUYECKUX N NMCUXOTPONHbIX JIEKapCTBEHHbIX CPEACTB

Opyrue -
XapaKkTepUCTMKN

21 Cratba 53 denepanbHoro 3akoHa ot 12 anpensa 2010 . N 61-®3 "O6 ofpallieHun nekapcTeeHHbIx cpencts” (CobpaHue
3akoHogatenbcTBa Poccuiickon degepauun, 2010, N 16, c1.1815; 2019, N 52, c1.7799).

3.3.2. TPYAOBAA ®YHKUNA

HanmeHoBaHue NocTaBka NekapCTBEHHbIX CPEACTB MHCTUTYLMOHaNbHbIMK noTpebutenammn Kog C/02.5  YpoBeHb 5

(nopypoBeHb)

KBanvdgukaumm
Mpouncxoxaenune Tpygoo  OpurmHan X 3amumcTBOBaHO 13
yHKLMM opvrmHana

Kon PernctpaumoHHbIn Homep
opvruHana npodpeccrmoHanbHoro ctaHgapTa

Tpynosble OTrpy3ka NnekapCTBEHHBLIX CPEACTB 1 TOBAPOB anTEYHOrO aCCOPTUMEHTA NOTPEOMTENIO
nencrTemsa

C6op nHpopmaLmm 0 NoTpebHOCTAX NoKynaTenemn B NIeKapCTBEHHbIX CPeaCcTBaX

MpoBepka 1 perucTpaumst napameTpoB BO3dyxa B MOMELLEHUSIX XPaHEHNS (hapMaLeBTUYECKON OpraHu3aumm
PerncTtpauus otnycka nekapcTBeHHbIX NpenapaToBs, Noanexalliyx npeaMeTHO-KONMYECTBEHHOMY YYETY
MpoBepka OTCYTCTBUSI CEPUI, NOANEXALLMX UIBSTUIO U3 FpaxaaHCKoro 06opoTa, npu oTrpy3ke cobpaHHbIX
no 3asiBKE NEeKapCTBEHHbIX CPEACTB U TOBAapOB anTe4YHOro aCCopTUMEHTa

YperynupoBaHue BONpoCOB BO3BpaTa fieKapCTBEHHbIX CPEeACTB M TOBAPOB anTe4YHOro acCopTUMEHTa OT
noTpedutenen

MapkupoBka 1 pasmeLLeHne B CneumnanbHO BblAeNeHHON (KapaHTUHHOW) 30He HeJoOpOKaYyeCTBEHHbIX,
KOHTpadaKTHbIX 1 hanbCcMULMPOBaHHBIX JIEKAPCTBEHHBIX CPEACTB, BbISBMEHHBIX NMPY OTIPY3KE, OTAENLHO
OT ApYruX NeKkapCTBEHHbIX CPEACTB

BemOeHue oTYeTHbIX AOKYMEHTOB MO ABWXEHWUIO TOBapa B ONTOBbIX OpraHM3aLmsax
Mepenaya gaHHbIX B CUCTEMY MOHUTOPMHIA ABMXEHUSA NEKapCTBEHHbIX NpenapaTos
Heobxogumble  BecTu xXypHarnbl perucTpaumm napameTpoB Bo3gyxa B (hapMaLeBTUYECKON OpraHM3aLmy, y4eTa CpokoB

yMeHUs roAHOCTU NeKapCTBEHHbIX MpenapaToB, XypHarnbl y4eTa onepawuii, CBA3aHHbIX ¢ obpalleHuem
neKapCTBEHHbIX CpeacTB
BecTu nocepuiiHbIi y4eT 3anacoB nekapCTBEHHbIX MPenapaToB B NOMELLEHUSIX XpaHEHNS
PeructpupoBatb nHdopMaLuio 0 cnpoce NoTpebuTtenelt Ha NekapcTBeHHbIE CPEACTBA U TOBaphbl anTeYHOro
accopTMmeHTa
WHbopmmpoBaTh UHCTUTYLIMOHAMNbHbIX NOTPebuTenen 06 n3MeHeHUsIX B aCCOPTUMEHTE ONTOBOM
(hapmaLeBTUYECKON OpraHM3aLmm
OcbopmnsaTb BO3BpAT NEeKapCTBEHHbIX CPeACcTB OT noTpebuTtens
MapkupoBaTb HegobpoKayeCTBEHHbIE, KOHTpadakTHbIE U hanbCUULMPOBaHHBIE NEKAPCTBEHHbIE
cpeacTea U nomeLlaTtb B KAPaHTUHHYHO 30HY
CobuvpaTb MHGOpMaLUIO MO CepUsIM NEKAPCTBEHHBIX CPEACTB 1 TOBapaM anTe4yHOro acCopTUMEHTa,
noanexalymx U3bSTUIO U3 rpaxxgaHckoro obopota
AHanuanpoBaTb U OLleHMBaTb pe3ynbTaTbl COBCTBEHHOW AEATENbHOCTU, AEATENbHOCTM KOMMer u paboTHWUKOB
chepbl MeaMUMHCKUX YCnyr Ana npegynpexaeHus npodeccmoHanbHbIX OWMOOK U MUHUMU3aLMN PUCKOB
Ans notpebutens
OpraHn3oBbIBaTh CBOK MPOM3BOACTBEHHYIO AEATENBHOCTb U pacnpenensite Bpems
Cobntogatb 3TMYECKNE HOPMbI
YperynupoBaTb NpeTeH3un ¢ notTpebutenamu
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MpoBOAWTL MOHUTOPUWHI 3HaHUIA NOTpebuTener No HOBbIM NIEeKapCTBEHHBLIM MpenapaTam 1 ToBapam
anTe4yHoro accopTUMeHTa
MpoBepsTb COOTBETCTBME LIEH HA XXU3HEHHO HEOOXOAMMbIE U BaXKHEMNLUMNE NIEKaPCTBEHHbIE Npenapatbl Ans
MEeAMNLMHCKOro NPUMEHEHUs rocy0apCTBEHHOMY peecTpy npefernbHbIX OTNYCKHbIX LeH NponssoanTenen Ha
neKapCTBEHHble Npenapartbl, BKIOYEHHbIE B NepeYeHb XU3HEHHO HEODXOAUMBIX N BaXXHEMLLMX
neKkapcTBEHHbIX NpenapaTos

Heobxoanmble  Nopsgok BeAeHUS NpeaMeTHO-KONMYECTBEHHOIO yYeTa fekapCTBEHHbIX CpeacTB

3HaHuA
TpeboBaHMs K OTYETHOM JOKYMEHTaLMK, CTPYKTYpa U COCTaB OTYETHON JAOKYMEHTaLmm
Mopsimok yyeTa OBWKEHMS TOBapa, NPUHATBIV B OpraHu3aLum, BKo4as opopmMreHne Heobxogumoi
OOKyMeHTauum
MeToapbl noncka n oLeHKM MHdopmaLun, B TOM YKCne pecypchl C MHopMaLunen o HefobpokayecTBEHHbIX,
hanbcudnumpoBaHHbIX U 3abpakoBaHHbIX NEKapCTBEHHbIX CPEACTBAX M TOBapax anTeyHoro accopTMMeHTa
MNpaBuna npuemkn ToBapa, COCTaB U CTPYKTYpa CONPOBOAUTENbHbIX JOKYMEHTOB
MepeyeHb XU3HEHHO HEOBXOAUMbIX U BaXKHEWLLIMX NEKapCTBEHHbIX NpenapaToB AN MEQULIMHCKOTO
NPUMEHEHWs, B TOM Y1Cie No TOProBblM HaUMEHOBaHUAM
MpaBuna genosoro obLeHunst, KynbTypbl U NPodeCCnoHanbHOM 3TUKK
TpeboBaHus oxpaHbl Tpyaa, Mepbl NoXapHOW 6e30nacHOCTH, NOPAAOK AEUCTBUS MPY Ype3BblYalHbIX
cUTYyauusix
MeToapbl 1 npueMbl yperynmpoBaHusi NpeTeH3uii noTpedbutenen
MpaBuna oopMneHns 30Hbl KaPaHTUHHOIO XpaHeHUs
Mopsigok ochopmneHns Bo3BpaTa fekapCTBEHHbIX CPEACTB 1 TOBApOB anTe4HOro accopTMMeHTa OT
notpebutenen
Mopsigok paboTbl B cMCTEME MOHUTOPUHIA ABWXKEHUS NEKAPCTBEHHbIX NpenapaToB

Opyrue -
XapaKTepUCTUKK

Texkct/Pegakuma aokymenta noarotoeneusl AO "Koaekc"

IV. CBEAEHUA OB OPTAHU3ALUAX - PASPABOTHUKAX NMPOPECCUOHAIIBHOIO CTAHOAPTA

4.1. OTBETCTBEHHAA OPTAHU3ALUA-PA3SPABOTHUK

Ob6wwepoccurickoe obbeanHeHne pabotogatenen "POCCMICKUIA COHO3 NPOMBILLNEHHUKOB U NpeanpuHumareneit”, ropog Mocksa
Buue-npesnaeHT Ky3abMuH Omutpuin Bnagumuposuy

4.2. HAMMEHOBAHUA OPTAHU3ALIMNA-PASPABEOTUYMKOB

1 Accoumaumsa COQencTBNA pa3BUTMIO anTeqHon oTpacnun "AntedHas runsaus”, ropog Mockea

2 Coto3 chapmaLieBTMHECKUX pabOTHUKOB NO COAENCTBUIO pa3BUTUsS Mpodeccum n hapmaLeBTUYECKON oTpacnu
"HaumoHanbHas Papmauestuyeckas Nanarta”, ropog Mockea

3 rAQY BO "Poccuickuin yHnBepcuTeT Apyx6bl Hapodos" MuHuctepctea obpasoBaHusa U Hayku Poccuiickon depepaumu,
ropog Mocksa

4 ®r'AQY BO "MepBbit MOCKOBCKMIA rOCYAapPCTBEHHBIN MeaUUMHCKMIA yHuBepcuTeT nmeHn M.M.CedeHoBa (Ce4veHOBCKUI
yHuBepeuteT)" MuHMcTepCcTBa 3apaBooxpaHeHus Poccuinckon ®egepaumm, ropog Mockea

ONEeKTPOHHbIV TEKCT JOKYMEHTa
nogrotoerneH AO "Koagekc" 1 ceepeH no:

JokyMeHT coxpaHeH ¢ noptana docs.cntd.ru — anekTpoHHoro doHaa u3 6onee 100 000 000 HOpMaTUBHO-MPaBOBbIX 1 HOPMATUBHO-TEXHUYECKUX [OKYMEHTOB


http://docs.cntd.ru/

06 yTBepxaeHun npodeccroHanbHoro ctaHaapTa "d®apmauest” Crpanuua 18
lMpuka3 Murmpyda Poccuu om 31 masi 2021 2. Ne 349H

OduumanbHbIN MHTEPHET-NOPTanN
npasoBoOn MHopMaLumn
www.pravo.gov.ru, 29.06.2021,

N 0001202106290044

TekcTt/Pegakuna aokymeHTa noarotoenersl ACQ "Kopekc"
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