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Mpuka3 MunTpyaa P® ot 22.05.2017 N 427H — O6 yTBepXxaeHUun
npocdeccmoHanbHoro craHpapra "lMpoBusop-aHaNUTUK" —
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B cootBeTcTBUM C NnyHKTOM 16 NpaBun paspaboTku u yTBEPXAEHUSI NPOdEeCcCMOoHarnbHbIX CTaH4APTOB,
yTBEPXAEHHbIX MocTaHoBneHnem [pasutensctBa Poccunickon ®epepaumm oT 22 aHeapsa 2013 r. N 23
(CobpaHue 3akoHogaTtenbcTBa Poccuiickon ®enepauun, 2013, N 4, c1. 293; 2014, N 39, cT. 5266; 2016, N
21, c1. 3002), nprkasbiBato:

YTBEpAUTb Npunaraembli NnpogeccrmoHanbHbIn ctaHaapT "lMpoBusop-aHanuTUK".

YTBepxaeH npukazom MuHtpyaa PO ot 22.05.2017 N 427H

NMpodeccuoHanbHbIN cTaHAapT "lMpoBusop-aHaNUTUK"

1032
PernctpaunoHHbIn
Homep
|. Obwue cBepeHus

KoHTponb kayecTBa hapmaLeBTUUYECKUX CyOCTaHLUMIA, BOObI OYULLIEHHONW ANsi 02.015

WHBbEKUUI, KOHLEHTPATOB, NonydabpunkaToB, NEKapCTBEHHbIX MpenapaTos,

N3roTOBJIEHHBIX B aNTE4YHON OpraHM3aLmm

(HanmeHoBaHWe BMaa NpogeccuoHanbHON AeATEeNbLHOCTH) Kon

OcHoBHas uUenb Buaa I'IpOd)eCCMOHaJ'IbHOIZ neATernbHOCTU:

YposneTtsopeHue notpebHocTen notTpebutenen 6esonacHbIMU, 3MPEKTUBHBIMU U KAYECTBEHHBIMUA
nekapcTBeHHbIMY NpenapaTtaMmn, MEQULUHCKUMU U3ENUAMU U OPYrMMU TOBapaMu, paspeLleHHbIMU
ansa peanusaumm n/unu oTnycka B papmMaLeBTUYeCKon opraHmsauum

pynna 3aHaTun:

2262 MpoBu3sopsbl - -
(kog OK3 (HanmeHoBaHuUe) (kog (HanmeHoBaHue)
<1>) OK3)

OTHeceHue K BUaamMm aKOHOMUYECKOW AeATENbHOCTHU:

47.73 ToproBns po3HUYHasA NeKkapCTBEHHbLIMWU CPEACTBAMU B CrieLManu3npoBaHHbIX
MarasuHax (antekax)

52.10 [eaTenbHOCTb NO CKNagupOBaHUIO U XPaHEHWIO
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(kog OKB3
<2>)

(HaMMeHOBaHI/Ie BMOa 9KOHOMUNYECKON ,El,eﬂTeJ'IbHOCTM)

Il. OnncaHme TpyaoBbIX OYHKLUMIA, BXOAALLMX B NpobeCCuoHanbeHbI cTaHaapT (PyHKUMOHanbHaga kapTa
BMAa NpodeccroHanbHOM AesaTenbHOCTN)

O606LLEeHHbIe TPpyAoBbIE (YHKLMK TpynoBble OyHKLMM
Koa HavMeHoBaHune YPOBEHb HavMeHoBaHue KOO | ypOBEHb
KBanMgpu (noagypoB
Kaumm €Hb)
KBandu
Kaumm
A KoHTponb kayecTBa 7 MOHUTOPUHT cucTeM obecneyeHnst A/01.7 7
NeKapCTBEHHbIX CPEACTB KayecTBa NeKapCTBEHHbIX CPeACTB B
anTeyYyHbIX OpraHn3aumsax
Ob6ecneyeHne HanMyusa 3anacos A/02.7 7
peakTUBOB B anTEe4YHOW OpraHusaumum
lMpoBeaeHne BHyTpManTE4YHOro A/03.7 7
KOHTPOMNS KayecTBa NekapCTBEHHbIX
npenapaToB, U3rOTOBIEHHbIX B
anTeyHbIX OpraHn3aumsix, 1
dapmaLeBTUYECKUX cybcTaHumin
[ll. XapakTepucTtuka 0606LeHHbIX TPYA0BbIX (DYHKLUNNA
3.1. O6obLeHHas TpygoBas pyHKUnS
KoHTporb KadecTBa SiekapCTBEHHbIX YpoBeHb
HaumeHoBaHne P P Kop, A P 7
cpeacts KBanudmrkaumum
MpoucxoxaeHune
P e - 3aMmMcTBOBaHO
00006LLEHHOM TPYOOBOM OpurmHan X
n3 opurnHana
OYHKLN
Kon PernctpaunoHHbIn
opuruHana Homep
npoceccnoHansHoro
cTangapTa

Bo3moxHble
HaMMeHOBaHUS
OOoImKHOCTEeN, npodeccuii

MpoBu3op-aHaNUTUK
3asepyoLmm
anTeyHoln opraHn3aumm

(Ha4anbHWK) CTPYKTYpHOro nogpasgenexus (otaena)

TpeboBaHus K
obpasoBaHu1io 1
o0y4eHunto

Bbiclwiee obpasoBaHue no cneumansHocTu "dapmaues”

WHTepHaTypa/opanHaTtypa

no cneunanbHOCTU

Xumus 1 cbapmakorHosng”

"dapmaLreBTnyeckas

TpeboBaHus K onbITy
npakTnyeckomn paboTsl
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Ocobble ycnosus
ponycka k pabote

MpoxoxaeHne obsizaTenbHbIX NpefBapuUTeNbHbIX (MPY NOCTYMNEHUN Ha
paboTy) 1 NepuogMyeckux MeguuMHCKUX OCMOTPOB (0OcnemoBaHun), a
Takke BHeoYepedHbiX MeAMLMHCKMX OCcMOTpoB (obcrnegoBaHuii) B
nopsigke, yCTaHOBMEHHOM 3akoHofaTenbcTBoM Poccuiickon depepavumu
<3>

lMpoxoxgeHne o0ByyeHMss nNo oxpaHe Tpyda <4>, noxapHou
6esonacHocTM <5>, nogrotoBka B 0bnactu 3awmTbl OT YpesBblYanHbIX
cutyaumin <6>

Hannune cBupetenbctBa 00 akkpeauTauuu/cepTudmkaTta crieuypanucrta
<7>

Opyrve xapaKTepucTuku

MoBbiweHWe KBanMdrKaumMn He pexe o4HOro pasa B NATb NET B TeUeHme
BCeW TpyaoBOKW AesaTenbHOCTHN <8>

[ononHutenbHble XapaKTepUucTtukun

HaumeHoBaHve Koa HaunmeHoBaHue 6a3oBow rpynnbl, 4OMKHOCTU (Npodyeccun) unu
OOKyMeHTa cneumanbHOCTU

OK3 2262 MpoBu3opbl

EKC <9> - Mpoewusop

OKMATP <10> 25854 lMpoBun3op-aHanUTUK

OKCO <11> 060108 dapmales

3.1.1. TpynoBas dyHKUMA
MoHUTOpUHT cucTem obecneyeHns YpoBeHb

HavmeHoBaHWe |KavecTBa NeKapCTBEHHbLIX CPEACTB B Kog | A/01.7 (nogypoBeHb) | 7
anTeyHbIX opraHmn3aLmnsax KBanudmkaumm

I'IpowcxozmeHwe OpurmHan X 3aumcTBOBaHO

TPyOoBou pyHKUMK n3 opurnHana

Kon PernctpaunoHHbIn
opurMHana Homep
npoceccnoHansHoro
cTangapTa

Tpynosble AencTBuA

MOHUTOPUHI COCTOSHUA U PaboThbl MHXEHEPHbBIX CMCTEM, NabopaTopHOro
1 BcrnomoraTenbHOro obopygoBaHusa apMaueBTUHECKOW OpraHu3aummn
AN NPUHATUA  OMepaTUMBHBIX Mep MO YCTPAHEHU BbISBMEHHbIX
HefoCTaTKoB

PaspaboTka nnaHa KOPPEKTUPYIOLMX MEPONPUATUIA Ha OCHOBaHUU
MOHWUTOPUHTa

KOHTpOJ'II: Hagnexawlien NOBEPKH, KaJ'II/I6pOBKM, artTecrtauunm n
aKcnnyataunnm TexHOIorn4eckoro O60pyﬂ,OBaHMﬂ cbapmaueBqueCKon
OopraHunsauunm
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MOHI/ITOpMHF I/IHCbOpMaLI,I/IM o Heﬂ,06p0Ka‘-IeCTBeHHbIX NeKapCTBEHHbIX
npenapartax n gpyrmx toeapax ante4Horo accoptmmeHTa <12>

Heobxogumble ymeHusi dopmupoBaTh  CUCTEMbI  KPUTEPUEB  COCTOSIHUSI U UCMPaBHOCTU
WHXEHepHbIX  cucTeMm,  nabopaTopHoro M BcrioMoraTerlbHOro
obopynoBaHus

OcyLLI,eCTBJ'IFITb KOHTPOJIb COCTOAHUA U pa6OTbI NHXEHEPHbIX CUCTEM,
na6opaTopHoro 1 BCnomMoraTesibHOro 060py,D,OBaHI/I9|

OueHvBaTb noTpebHOCTb B 060pyaoBaHuy U HOPMUPOBaTL 3asiBKM Ha
Heobxoammoe obopyaoBaHue

OcyLlecTBNATb  MOMCK  MHGOpPMauuM no  3abpakoBaHHbIM — CEpUsM
NIeKapCTBEHHbIX MPenapaTtoB U pelleHnid O NMPUOCTAaHOBKE peanv3auum
napTuUiA NIekapCTBEHHbIX NpenapaTos

Heobxogumble 3HaHUS HopmatuBHble  npaBoBble  akTel  Poccuiickon  ®depepaumm  no
N3roTOBIEHNIO NEKapCTBEHHbIX OPM U BuAamM BHYTpPManTe4YHOro
KOHTpOns

Bugbl wn meTodbl M3MepeHWr  ucnblTatenbHOro  obopyaoBaHus,
NPUMEHsSeMble B anTeYHbIX OpraHu3aumsix

MHCprMeHTbI, ncnbltatenbHoe W U3MepUTESIbHOE O60pyD,OBaHVIe,
I'IpVICI'IOCOGJ'IeHVIFI, ncnosib3dyemble npun U3rotoBneHMnM wn KOHTpone
KayecCTBa JieKapCTBEHHbIX npenapaToB B anTe4YHblX OpraHn3aunax

MHq)OpMaLI,I/IOHHbIe CUCTEMbI WM o6opy/:|,OBaH|/|e I/IHCbOpMaLI,MOHHbIX
TEXHOSOrNH, ncnonb3yemblie B (bapMaLLeBTI/I‘-IeCKOVI opraHun3auunmn

Cpoku 1 cnocobbl METPOSOMMYECKON NOBEPKU, KAaNMBOPOBKM 1 aTTecTaumnm

I'Ipaana NnpUMeHeHnAa cpeacTB I/IH,D,I/IBVIﬂ,yaﬂbHOIZ 3aLlnNTbI

CaHuTapHo-anvMagemuonormiyeckne  TpeboBaHust K SKChnyaTaumu
noMeLLEeHWIn 1 yCroBusaM Tpyaa

TpeboBaHus oxpaHbl Tpyaa, Mepbl NoXxapHor 6e3onacHOCTU, NopsOoK
OenCcTBUIA NpU YpesBblYanHbIX CUTYyaLNAX

[pyrne xapaktepucTumkm

3.1.2. TpynoBas pyHKLMSA

ObecneyeHne Hann4yns 3anacoB peaKkTMBOB YpoBeHb
HavmeHoBaHMe |B anTe4yHoOW opraHu3auum Kop |A/02.7 (nogypoBeHb) | 7
KBanudukauum

MpoucxoxaeHne 3anmcTBOBaHO
o OpurnHan X
TPYLOBOW OyHKLUN 13 opurmHana

Kog PernctpaunoHHbIn
opuruHana HOomep
NpodeccnoHarnsHoro
cTaHOapTa
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TpynoBble AencTeums

OueHka 3anacoB peaKkTMBOB B (papMaLeBTUYEeCKON opraHusauum ans
NpoBeAeHUsl aHanm3a no KoyiM4ecTBY M KayecTBy

OueHka noTpeBHOCTU B OOMOMHUTENBHOM 3akase M 0hopMIIeHe 3akasa
peakTnBoB ANA HyXO opraHunsaumm

MpoBeneHune aHanusa hapmaueBTUYECKMX cy6cTaHumin n
nekapcTBEHHbIX MpenapaToB B COOTBETCTBUM C  YCTaHOBIEHHLIMU
TpeboBaHUsAMU

Mpremka nekapCTBEHHbLIX NpenapaToB W ApYrMxX TOBapOB anTe4yHoro
accopTMmeHTa

Mpuvemka n yyeT pacxopa peakTMBOB Af1si MPOBEAEHNS BHYTPUANTEYHOrO
aHanu3a nekapCTBEHHbIX CPEACTB B COOTBETCTBUM C YCTAHOBMEHHbIMU
TpeboBaHUsaMU

PasmellleHMe peakTMBOB Ha XpaHeHue C obecrneyeHVeM YCroBUiA
XpaHeHus

Heobxogumble ymeHus

dopmupoBaTh N 0OPMIIATL 3asBKM Ha peaKTUBbI

Bectn y4yeT pacxoda peakTnsoB

OdpopmnaTe  AOKYMeHTauuio ycTaHoBneHHoro obpasua no  ydety
OBWKEHWS (3aKkasy, NonyyYeHno) peakTMBOB

O(*)OpMJ'IﬂTb OOKyMeHTauuo YCTaHOBJ1IE€HHOIo o6paau,a NO KOHTPOJIO
M3roTOBJ1IEHHbIX JTEKAPCTBEHHbIX NMpenapaTtoB

Heobxoaumble 3HaHUSA

HopmatueHo-npaBoBble akTbl Poccunckon degepaumm no n3roToBneHmto
nekapcTBeHHbIX (OOpPM 1 BUAAM BHYTPUANTEYHOrO KOHTPOMS

Buabl BHYTPMaNTe4YHOro KOHTpoA

Heobxoammble peakTvBbl, UCMOMb3yemble MPU MPOBEAEHUU KOHTPONS
KayecTBa NeKapCTBEHHbIX MPenapaToB B anTeYHbIX opraHnsaumsix, u ux
pacxof

HomeHknatypa 3aperncTpyMpoBaHHbIX B YCTAHOBIIEHHOM  MOpsiaKe
neKkapcTBEHHbIX cybcTaHUmiA 1 BCioMoraTernbHbIX BELLECTB

I'IpaBMna NPpUMEHEHNA CpeacTB I/IHﬂ,I/IBVIﬂ,yaﬂbHOIZ 3aLlnTbl

CaHuTapHo-anugemMuonormdeckme  TpeboBaHUS K 3KchnyaTauuu
NMOMELLEHMI 1 yCroBMAM Tpyaa

Cpokn rogHocTu, npaBuna XpaHeHUs1 peakTMBOB B 3aBMCUMOCTU OT UX
HPM3MKO-XMMNYECKNX CBOMCTB

UHdopmaLmoHHble  cuctembl n obopygoBaHue  MHAMOPMALMOHHBLIX
TEXHOMNOIMN, Ncnonb3yemMble B hapMaLeBTUHECKON OpraHM3aumnm

MopanbHo-aTu4eckue HOPMBbI, NPVHUUNBI MeOULMHCKOWN
¢dapmaLeBTUHECKON OEOHTONOMMM B paMKax NpogecCUoHarnbHO
OesaTenbHOCTH

"
n

MeToabl aHanmaa, ncnonb3yemblie npu KOHTpOnne KavyecTtBa
NeKapCTBEHHbIX CpeacTB
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Opyrve xapaKkTepucTuku

3.1.3. TpynoBas dyHKUMA

lMpoBeaeHne BHYTPMaNTEYHOIrO KOHTPONS YpoBeHb
KayecTBa NekapCTBEHHbIX NpenapaTos,
HaumeHoBaHue P penap Kog | A/03.7 (nogypoBeHb) | 7
N3roTOBMEHHbIX B anTeYHbIX OpraHM3aumsx,
. KBanudunkaumnm
1 thbapmaLeBTUYECKNX CyBCTaHLMIN
MpouncxoxaeHve 3aumcTBOBaHO
P KA OpurnHan X
TPyAoBOW hyHKLMK n3 opurnHana
Kog PernctpaunoHHbIn
opurMHana HoMep
npodeccroHanbHoro
cTaHgapTa

TpynoBble AeNCTBUSA

MpoBegeHne  pasnuyHbiX  BUOOB  BHYTPUAMNTEYHOrO  KOHTPOMS
dapmaLeBTUYECKUX CyOCTaHUUN, BOAbl OYULLEHHOW/ONA  UHBbEKUUR,
KOHUEeHTpaToB,  nonydabpukaTtoB,  flekapCTBEHHbLIX  MpenapaTos,
M3rOTOBMEHHbIX B anTe4yHoW opraHu3auum, B COOTBETCTBUM C
yCTaHOBMNEHHbIMU TpeboBaHMAMM

Pernctpaumss uchnblTaHM B COOTBETCTBUM C  YCTAHOBEHHbLIMU
TpeboBaHMsaMU

MpoBedeHne NPUEMOYHOIO KOHTPONS JeKapCTBEHHbIX MpenapaTos,
dapmaueBTMyecknx  cybecTaHuMn U ApYrux TOBapoB  anTeyHoro
accopTMMeHTa

BbisiBneHve HanmMuus HeOoOpOKaYeCTBEHHbIX  NEeKapCTBEHHbIX
npenapaTtoB U ApYrux TOBApOB anTe4yHoro acCopTMMEHTa U M30NALMS UX
B KAPaHTUHHYH 30HY

OueHka pe3ynbTaTOB  KOHTPOMS  JIEKAPCTBEHHbIX  CPEACTB  Ha
COOTBETCTBME YCTAaHOBMNEHHbIM TpeGoBaHNAaM

MpoBeneHne kKOHTPoONs cobnoaeHns hapMaLeBTUYECKUMU paboTHUKaMU
opraHusaumMn TpeboBaHW K W3TOTOBMEHWIO W BHYTpUanTe4yHoOMy
KOHTPOJSIIO NIEKAPCTBEHHbIX (hOPM

KoHTponb npaBWnbHOCTM BeOeHWst OTYETHOW [JOKyMeHTauuuM Mo
N3roTOBIEHNIO, BKIHOYAsS NPEeOMETHO-KONIMYECTBEHHEIN Y4ET, U KOHTPOIb
Ka4yecTBa fnekapCcTBEHHbIX NpenapaTos

KoHTponb cobniogeHns caHuUTapHOro pexuma, TpeboBaHWi OXpaHbl
Tpyaa, noxapHon 6e30MacHOCTU MpU  U3FOTOBMEHUM W KOHTpOIe
KayecTBa fiekapCTBEHHbIX npenapaToB

YnpasneHue 3anacamm hapmaLieBTUYECKmX cyGCTaHUMiA,
BCTiOMOraTesibHbIX BELECTB, pacxodHbIX MaTepuasrioB U o6opynoBaHus,
UCMOMb3yeMbIX MNPV WU3rOTOBIIEHWM J1eKapCTBEHHbIX MpenapaTtoB B
YCMNOBUAX anTeyHbIX OpraHn3aLuii

KOHTpOJ'Ib yCJ'IOBMIZ N CPOKOB XpaHEHUA WU3roTOBJIEHHbLIX B aNTe4YHbIX
opraHmn3auunax nekapcrBeHHbIX CcpeacTtTB
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CocraBneHve nnaHa KOPPEKTUPYHLWNX MepOI'IpI/lFlTI/IIZ No BbIABIEHHbLIM
HEeCOoOTBEeTCTBUAM NpU WU3rOTOBNEHUN WU BHYTpManTte4HOM KOHTpOIe
Ka4vyecTtBa

B3aumogenctene ¢ pernoHanbHbIMKW, OGnacTHbIMKM nabopaTopusiMu
KOHTpOmMs KayecTBa MO OMPEAErieHVI0 KayecTBa reKapCTBEHHOro
npenaparta

HeoGxoaumble yMeHusi

PernctpypoBaTb  gaHHble 06  M3rOTOBIIEHHBLIX  JIEKAPCTBEHHbIX
npenaparax

OdopmMnaTb pesynbTaTbl UCMLITAHUA hapMaLeBTUYECKUX CyBcTaHuUuN,
BOAbl OYMLLEHHOW/ONS WHBEKUUIA, KOHUEHTpaToB, nonydgabpukaTos,
nekapcTBeHHbIX NpenapaToB, M3rOTOBMEHHbLIX B anTe4YHOW opraHusauum,
B COOTBETCTBUM C YCTAHOBMNEHHbIMY TpeboBaHMAMU

MHTepnpeTnpoBaTh pesynbTaTbl BHYTPUANTEYHOrO KOHTPOMS KadecTBa
dapmMaLeBTUYEeCKUX CyOCTaHUUN, BOAbI OYULLEHHOW/ONA  WUHBbEKUUA,
KOHLeHTpaToB, nonydabpukaTtoB, neKapCTBEHHbIX nNpenapaTtoB B
COOTBETCTBUM C YCTAHOBMNEHHbIMU TpeboBaHUAMMU

Monb3oBaTtbcA na6opaTopr|M N TEXHONOIrM4YeCKMmM OGOpyﬂ,OBaHVIeM

Monb3oBaTtbeA KOHTPOJ1bHO-U3MEePUTESIbHbIMU an6opaMM

OchopMnsAiTb  JOKYMEHTALMIO YCTaHOBMEHHOro oGpasua no KOHTPOSo
N3rOTOBJEHHbIX JIEKaPCTBEHHbIX NMpenapaToB

Heobxoaumble 3HaHUA

HopmatunBHo-npaBoBLIe akTbl Poccuinckon degepaumm no n3roToBAEHMIO
nekapcTBeHHbIX (OOpPM 1 BUAAM BHYTPUANTEYHOrO KOHTPOMS

Mopsinok B3aMMogencTems ¢ 1abopaTopusiMu KOHTPOJSA KavecTsa

Buabl BHYTPManNTe4HOro KOHTPOnA

BcrnomoraTenbHble  mMatepuanbl,  MHCTPYMEHTbI,  MpUCMocobneHus,
ncnomnb3yemble MpU  M3rOTOBMEHUM NEKapCTBEHHbIX MNpenapaTtoB B
anTeyHbIX opraHnsaUmsx

MHdopmaLmoHHble cucTeMbl UM obopyaoBaHMe  MHADOPMaLMOHHBIX
TEXHOJOMMM, UCMONb3yeMble B (hapMaLeBTUYECKOW OpraHn3aLmum

Heobxogumble peakTvBbl, UCMOMb3yemble NpU MPOBEAEHUN KOHTPOIS
KayecTBa fnekapCTBEHHbIX NpenapaToB B anTe4HbIX OpraHn3aumsax

HomeHknaTypa 3apernctpyMpoBaHHbIX B YCTAHOBIIEHHOM  MOpsiaKe
rieKapCTBEHHbIX CyOCTaHLMIA U BCOMOraTenbHbIX BELECTB, UX CBOMCTBA,
Ha3Ha4yeHve, NpaBuiia XxpaHeHust

TeopeTnyeckme 3HaHUs no GuodapmMaummn, Mukpobronornm

Mopsinok BeAeHWst NpeaMeTHO-KONMYECTBEHHOIO yyeTa JieKapCTBEeHHbIX
npenaparos

I'IpaBMna N3roToBIIEHNA TBEPAbIX, XWAOKUX, MATKUX, CTEPWUIIbHbIX W
acenTn4eCcKnx nekapcrBeHHbIX (*)OpM

[MpaBuna ynakoBku 1 ohOpMMEHUs nekapCcTBeHHbIX OPM, B TOM yYucre
npegynpeauTenbHbIMU HaaNMcIMu
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npaBMJ’Ia npuMeHeHna cpeacTB I/IH,D,I/IBWJ,yaJ'IbHOIZ 3aLlnNTbI

CaHuTapHo-anvMgemuonormiyeckne  TpeboBaHusi K 3KChnyaTaumu
MOMELLIeHWI 1 ycroBusIM Tpyaa

TexHonorns n3rotToBneHus NEKapCTBEHHbIX MpenapaTtoB

TpeboBaHusa oxpaHbl Tpyda, Mepbl MOXapHOW ©6e30nmacHOCTU, MopsSOoK
OenCcTBUIA NpKU Ype3BblHaHbIX CUTyaLNAX

Ycnosus n CpPOKHK XpaHeHunaA JNIeKapCTBEHHbIX npenapartos,
M3roTOBJ1IEHHbLIX B anTe€4HbIX OpraHn3aumnax

DUINKO-XMMUYECKME W OpraHONEenTUYeCcKNne CBOWCTBA JeKapCTBEHHbIX
cpencts, wux  dwm3nyeckas, XuMudeckas U papmMakorormyeckast
COBMECTUMOCTb

MeTodbl  aHanu3a,  WCMONb3yemble  MpU  KOHTpoOrie  KayecTBa
FIeKapCTBEHHbIX CPeaCcTB

NaGopaTtopHass nocyna, oGopydoBaHue, MNPUMEHsSIEMble B anTeyHbIX
opraHusaumsx

[pyrne xapakTepuctmkm

IV. CBeaeHus 06 opraHusaumsix — pa3paboTymkax NpodeCccMoHanbLHOro ctaHgapTa

4.1. OTBeTCTBEHHAs opraHM3aLmsa-pas3paboTymk

Obwepoccuiickas obLlecTBeHHas opraHmM3auus "POCCUNCKUA COHO3 MPOMBILLNIEHHUKOB U
npegnpuHumarenen”, ropog Mocksa

YnpasnsoLwmm gupexkTop
YnpasneHusi pa3sutusa KBanvgukauum CmupHoBa HOnusa BanepbeBHa

4.2. HaumeHoBaHus opraHmM3aumnn-paspaboTymkos

1. | Hekxommepyeckoe napTHEPCTBO COAENCTBMS Pa3BUTUIO anTeYHOM oTpacnu "AnTevHas
rmnbausa", ropog Mocksa

2. | Coto3 chapmaueBTUYECKNX PabOTHMKOB MO COAENCTBMIO PasBnTUS Npodeccum un
capmavneBTUdeckon oTpacnu "HauunoHanbHaa apmauesTudeckad lNManata", ropog Mocksa

3. | ®I'AOY BO "Poccumnckuin yHmsepcuTeT apyx06bl Hapogos" MuHuctepcTea obpasoBaHus
Haykn Poccunckon ®enepaumm, ropon Mocksa

4. | oIrb0QY BO "MepBbit MOCKOBCKMIA rocyaapCTBEHHbIN MEOVULVNHCKUIA YHUBEPCUTET uMeHn V.M.
CeueHoBa" MuHucTepcTBa 3apaBooxpaHeHunst Poccuinckon degepaumm, ropog Mocksa

<1> ObLepoccMnckni kKnaccumkaTop 3aHATUN.

<2> ObLiepoccuinckmii knaccndmkaTop BUAOB SKOHOMUYECKON AEeATENBHOCTMW.

<3> Tpwuka3 MwuHsgpascoupassutna Poccum ot 12 anpens 2011 r. N 302H "O6 yTBepxgeHuu
nepeyvHen BpedHbIX W (MNW) onmacHbIX NPOM3BOACTBEHHbLIX (PakTOpPoB U paboT, NPW BbIMOMHEHUN KOTOPbIX
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npoBoAdaTcsa obs3atenbHble NpeABapuTenbHble U Nepyognyeckne MeaunuMHCKne ocmMoTpbl (obcnenosaHums),
n lMopsgka npoBedeHns obsi3aTenbHbIX MNpeaBapuTenbHbIX WM MEepPUoaNYECKUX MEeAULMHCKMX OCMOTPOB
(obcrnegoBaHnin) paboOTHUKOB, 3aHATLIX Ha TshKenbIX paboTax M Ha paboTax ¢ BpeAHbIMU U (UNK) OnacHbIMK
ycrosuamun Tpyaa" (3apernctpmpoBaH MuHioctom Poccum 21 oktabps 2011 r., pernctpaumoHHbin N 22111),
C U3MEHEeHMAMN, BHECEHHbIMU Npukazamm MuHsgpasa Poccum ot 15 masa 2013 r. N 296H (3apernctpupoBaH
MuHioctom Poccum 3 uons 2013 r., peructpaumoHHbin N 28970) n ot 5 pgekabpsa 2014 r. N 801H
(3apeructpuposaH MuHioctom Poccum 3 cbepans 2015 r., peructpaumonHbin N 35848).

<4> [NocTtaHoBneHne MunTtpyga Poccun, MuHobpasoBaHus Poccum ot 13 aHBaps 2003 r. N 1/29 "O6
yTBepxaeHun [lopsigka obydyeHusl Mo OxpaHe Tpyda WM NPOBEPKU 3HAHWA TpeboBaHMM OxpaHbl Tpyaa
paboTHMKOB opraHmnsaumin” (3apernctpmpoBaHo MuHioctom Poccum 12 cpepans 2003 r., perMcTpaumoHHbIN
N 4209), ¢ n3aMeHeHusAMK, BHECEHHbIMK MpukazoMm MuHTpyaa Poccnn, MuHobpHaykm Poccum ot 30 Hoabps
2016 r. N 697H/1490 (3apeructpmpoBaH MuHioctom Poccum 16 pekabpst 2016 r., perncrpaumoHHbin N
44767).

<5> depepanbHbIi 3akoH oT 21 gekadbpsa 1994 r. N 69-®3 "O noxapHoi 6e3sonacHocTn" (CobpaHue
3akoHogartenbcTBa Poccuiickon degepaummn, 1994, N 35, ct. 3649; 1995, N 35, ct. 3503; 1996, N 27 cT.
1911; 1998, N 4, cT1. 430; 2000, N 46, c1. 4537; 2001, N 1 cT1. 2, N 33, cT1. 3413; 2002, N 1 cT. 2, N 30, cT.
3033; 2003, N 2, cT. 167; 2004, N 19, cT1. 1839, N 35, cT. 3607; 2004 N 27 cT. 2711; 2005, N 14, c1. 1212, N
19, cT. 1752; 2006, N 6, cT. 636, N 44, cT. 4537, N 50, c1. 5279, N 52, cT. 5498; 2007, N 18, cT. 2117, N 43,
cT. 5084; 2008, N 30, cT. 3593; 2009, N 11, cT. 1261, N 29, cT. 3635, N 45, cT. 5265, N 48, c1. 5717; 2010, N
30, cT. 4004, N 40, cT. 4969; 2011, N 1, cT. 54, N 30, cT. 4590, 4591, 4596, N 46, ct. 6407, N 49, cT. 7023;
2012, N 53, cT. 7608; 2013, N 7, c1. 610, N 27, c1. 3477; 2014, N 11, cT. 1092; 2015 N 1, cT1. 88, N 10, cT.
1407, N 18, c1. 2621, N 27, c1. 3951, N 29, cT. 4359, 4360, N 48, cT. 6723; 2016, N 2, cT. 68, N 15, cT. 2066,
N 22, ct. 3089, N 26, cT. 3887).

<6> QepeparnbHbIi 3akoH OT 21 gekabpsa 1994 r. N 68-03 "O 3awmuTe HaceneHns n TeppuTopun ot
ypesBblYalHbIX CUTyaUMn MpPUPOAHONO U TexHOreHHoro xapaktepa" (CobpaHune 3akoHogaTenbCcTBa
Poccunickon ®egepaumm, 1994, N 35, cT. 3648; 2002, N 44, cT. 4294; 2004, N 35, c1. 3607; 2006, N 50, cT.
5284, N 52, cT. 5498; 2007, N 45, cT. 5418; 2009, N 1, c1. 17, N 19, cT1. 2274, N 48, c1. 5717; 2010, N 21, cT.
2529, N 31, c1. 4192; 2011, N 1, cT. cT. 24, 54; 2012, N 14, cT. 1549; 2013, N 7, cT1. 610, N 27, cT. cT1. 3450,
3477, N 52, cT. 6969; 2014, N 30, cT. 4272, N 42, cT1. 5615; 2015, N 10, cT. 1408, N 18, cT. 2622, N 48 cT.
6723; 2016, N 1, c1. 68, N 7, cT. 919, N 26, cT. 3887).

<7> TMocTtaHoBneHue [MpaButensctea Poccuiickon ®enepaumm ot 22 pgekabpst 2011 r. N 1081 "O
nuueH3npoBaHun  dapMaueBTmdeckon pedatenbHoctn" (CobpaHue 3akoHogaTenbctBa Poccuiickon
depepaumnn, 2012, N 1, ct. 126, N 37, ct. 5002; 2013, N 16, ct. 1970; 2016, N 40, ct. 5738); npukas
MwuHsgpaBa Poccun ot 20 gekabpsa 2012 r. N 11831 "O6 yTBepxaeHun HomeHknaTypbl AOIHKHOCTEWN
MeOMLMHCKUX paboTHMKOB U hapmaueBTMYecknx paboTHukoB" (3apermctpupoBaH MuHioctom Poccumn 18
mapTa 2013 r., pernctpaumoHHbii N 27723) ¢ U3MEHEHNSIMW, BHECEHHBIMU Npuka3om MuH3gpasa Poccum ot
1 aBrycta 2014 r. N 420H (3apeructpupoBaH MuHioctom Poccumn 14 aBrycta 2014 r., pernctpaumoHHbin N
33591); npukas MuHsgpascoupassutus Poccum ot 23 mions 2010 r. N 5414 "O6 yTBepxgeHun EgnHoro
KBanMUKaLMOHHOIO CrpaBOYHMKA [OMKHOCTEN pyKOBOAUTENEN, CNeuManucTOB M ChyXaliux, pasgen
"KBanuduvkaumoHHble  XapakTepuUcTUKM  OOMKHOCTeNn  paboTHMKOB B cdepe  3gpaBooxpaHeHus"
(3apeructpuposaH MuHioctom Poccun 25 asrycta 2010 r., peructpauunoHHsin N 18247); npukas MuHsgpasa
Poccum ot 8 oktabpst 2015 1. N 707H "O6 yTBepxaeHun KBanmdukaunoHHbIX TpeboBaHU K MEAULNHCKUM 1
dapmaLeBTM4YeCkUM  paboTHMKaM C  BbiclMM  OOpal3oBaHWMEM MO  HanpaBieHWO  NOATOTOBKU
"3opaBooxpaHeHne 1M meguuMHcKue Hayku" (3apeructpupoBaH MuHiocTom Poccum 23 oktabpst 2015 r.,
permctpaumoHHbin N 39438).

<8> dPepgepanbHbIn 3akoH oT 21 HOA6ps 2011 r. N 323-d3 "O6 ocHOBax oxpaHbl 300pOBbS rpaXxaaH B
Poccuiickon ®epepauun” (CobpaHne 3akoHopaTtenbctBa Poccunckon depepaumun, 2011, N 48, c1. 6724,
2012, N 26, cT. 3442, 3446; 2013, N 27, cT. 3459, 3477, N 30, cT. 4038, N 39, cT. 4883, N 48, cT. 6165, N
52, cT. 6951; 2014, N 23, ct1. 2930, N 30, cT. 4106, 4244, 4247, 4257, N 43, c1. 5798, N 49, cT. 6927, cT.
6928; 2015, N 1, cT1. c1. 72, 85, N 10, cT. 1403, 1425, N 14, c1. 2018, N 27, c1. 3951, N 29, cT. 4339, 4356,
4359, 4397, N 51, cT1. 7245; 2016, N 1, cT. 9, 28, N 15, cT. 2055, N 18, c1. 2488, N 27, cT. 4219).

<9> EpguHbIM KBanMdMKaLMOHHLIA CNpPaBOYHMK [LOSMKHOCTEN pyKOoBOAUTENEen, cneunannctoB W
cny>atimx.
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<10> OG6Lepoccuicknii knaccudpukaTop npodeccnii paboumx, AOMMKHOCTEN CIyXalmX U TapudHbIX
paspsaos..

<11> ObLepoccuinckmin knaccudukaTop cneuuanbHocTern No 0bpasoBaHuIo.

<12> K pgpyrum ToBapam anTe4yHOro acCoOpPTMMEHTa OTHOCATCS MeAWUMHCKME — U3Oenus,
Oe3nHmumpyowme cpeacTea, NnpegMeTsl U cpeacTBa fIMYHON TMIMeHbl, nocyaa Ans MEAMLMHCKUX Lenen;
npeameTbl M CPeAcTBa, NpedHasHayeHHble O5s yxoda 3a OOfbHbIMKW, HOBOPOXOEHHBIMU U AETbMMU, He
OOCTUMLMMM BO3pacTa Tpex JeT; O4YKkoBasi ONTUKA M CPeACTBa yxo4a 3a HeW, MUHeparbHble BOAbl, MPOAYKTbI
ne4yebHOro, OETCKOro M OMEeTUYECKOro MNUTaHusi, OMONorMdeckn akTuBHble AO00aBKW, NapdOMEpHble WU
KOCMEeTUYeckme Ccpeactea; MEAVMUMHCKME WU CaHUTApPHO-MPOCBETUTENbHbIE  MevyaTHble  M34aHus,
npegHasHadeHHble Ans nponaraHabl 300poBoro obpasa xu3Hu - PefepanbHeit 3akoH oT 12 anpenga 2010 r.
N 61-©3 "O6 obpaweHun nekapcTBeHHbIX cpeacTB" (CobpaHne 3akoHogaTenbcTBa Poccunckon
depepauun, 2010, N 16, ct. 1815 N 31, c1. 4161, N 42, c1. 5293, N 49, ct. 6409; 2011, N 50, cT. 7351;
2012, N 26, c1. 3446, N 53, ct. 7587; 2013, N 27, c1. 3477, N 48, cT. 6165; 2014, N 11, cT. 1098, N 43, cT.
5797, N 52, ct. 7540; 2015, N 10, cT. 1404, N 27, c1. 3951, N 29, cT. 4359, 4367, 4388; N 43, c1. 5797; N
51, cT. 7245; 2016, N 1, cT1. 9, N 23, cT. 3287, N 27, cT. 4194, 4238, 4283).
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