3apeructpuposaHo B MuHiocte Poccum 20 nona 2017 r. N 47480

MMWHUCTEPCTBO TPYAA U COLMANbHOM 3ALLIUTbBI POCCUMCKON ®EQEPALIUU

NPUKA3
ot 22 maa 2017 r. N 429H

OB YTBEPXXAEHWU NPO®ECCUOHANBHOIO CTAHAAPTA
"CMELMANUCT NO NPOMbILL/IEHHOW ®APMALIUMU B OBJIACTU OBECMEYEHUA
KAYECTBA NEKAPCTBEHHbIX CPEACTB"

B cootBetctBUM C nyHKTOM 16 [lpaBun pa3paboTkn U yTBEp)KAEHUA npodeccnoHanbHbIX
CTaHOAPTOB, YTBEPXKAEHHbIX MocTaHoBAeHuem [paBuTenbcTBa Poccuitckon Pepepaumnm oT 22 aHBaps
2013 r. N 23 (CobpaHue 3akoHoaaTenbcTsa Poccuiickon ®eaepaumn, 2013, N 4, ct. 293; 2014, N 39, cT.
5266; 2016, N 21, cT. 3002), npuKasbiBalo:

YTBEpAMTbL npunaraembliii npodeccrmoHanbHbiM cTaHaapT "Cneumanuct no MNPOMbILLIEHHOM
dapmaunn B 0bnact obecneyeHna KayecTsa 1eKapcTBEHHbIX cpeacTs”.

MwuHuctp
M.A.TONWUNNH

YT1BepxaeH

npukasom MuHuctepcTea Tpyaa
N COLMANbHON 3aLLUTbI
Poccuitckoin ®epepaumm

o1 22 maa 2017 r. N 429H

NPO®ECCUOHA/IbHBIA CTAHOAPT
CNEUNANUCT

NO NPOMbILLNIEHHOW ®APMALIMU B OBJIACTU OBECNEYEHUA KAYECTBA
JNNIEKAPCTBEHHbIX CPEACTB

1031

PerncrpaumoHHbIi Homep

|. ObwMme cBeaeHMUA

[eAaTenbHOCTb N0 obecneyeHmIo KayecTsBa 1 BbiNycKa B obpalleHune
NPOMbILLIEHHO NPOM3BeAeHHbIX IEKaPCTBEHHbIX CPEACTB (CUHTETUYECKMX,
6MON0rMUYECKUX, UMMYHOBUONOTUYECKUX, BUOTEXHONOTUYECKUX, 02.014
reHoTepanesTUYECcKUX, paamodapmaL,eBTUYECKUX, TOMeonaTUYecKkumx,
NPUPOAHOTO NPOUCXOXKAEHNA U MeANLMHCKUX ra30B)




OcHoBHaAa uenb Bnaa ﬂpOd)ECCMOHaﬂbHOVI AeATENbHOCTU!

(HaumeHoBaHWe Buaa npodeccMoHa bHOM AeATENbHOCTH) Kog

OpraHusaumsn, nposegeHne paboT 1 ynpasaeHue pabotamm no dapmaueBTUYECKOM cucteme
KayecTBa, BK/o4Yas opopmeHne paspeLleHms o Bbinycke B 0bpalleHne NeKapcTBEHHbIX CpeacTs

lpynna 3aHATMN:

1223 Pykosogutenu 2113 XUMUKKN
noapasaeneHuii no HayyHolm
nccnefoBaHUAM U
pa3paboTkam

2131 Buonoru, 6otaHnKK, 3oonorn | 2141 NHXeHepbl B
W cneumanmncTbl PoACTBEHHbIX NPOMbILIAEHHOCTU U HA
3aHATUN npon3BoacTBe

2145 MHKeHepblI-XMMUKHN 2262 Mposun3sopel

(koa OK3 <1>) (HaMmeHoBaHMe) (kog OK3) (HaumeHoBaHwMe)

OTHeceHMe K BUAaM 3KOHOMMNYECKOMN AeATe/IbHOCTH:

21.1 Mpoun3BoacTBo PpapmaLeBTUUYECKUX CybCcTaHLMM

21.2 Mpon3BoACTBO NEKAPCTBEHHbIX NpenapaTos U MaTepuanos, NPUMEHAEMbIX B
MeaNLMHCKUX Lensax

46.46 Toproena ontoBas ¢apmaL,eBTUYECKOM NpoAyKLMe

52.10 LeAaTenbHOCTb NO CKAAAMPOBAHMIO U XPaHEHUIO

72.1 HayuHble nccnegoBaHMA U pa3paboTKM B 061aCTU €CTECTBEHHbIX M TEXHUYECKUX
HayK

(Koa OKB3/[, <2>) (HaumeHoBaHWe BUAA SKOHOMUYECKOW AeATeNbHOCTH)

II. OnucaHue TpyaoBbIX GYHKLUWNA, BXOAALLMX
B NpodeccnoHanbHbIi cTaHAaPT (GYHKUMOHANbHAA KapTa BUAA
npodeccnoHanbHON AeATeNbHOCTH)

0606LeHHbIe TpyaoBble GyHKLMMU Tpyaosble GyHKLUM

KOZ, HaMMeHoBaHMWe YPOBEHb HaMMmeHOBaHMWe Ko4 | ypoBeHb
KBanMdu (noaypos

Kauuu €Hb)
KBanuouK

aunm

A BeaeHue pabor, 6 YnpasneHune AoKyMmeHTaumemn A/01.6 6
CBA3aHHbIX C dbapmaLueBTUYECKON CUCTEMbI




dapmaLeBTMUYECKON KayecTBa
CUCTEMOM KayecTBa
Npou3BoACTBA AyauT KayecTsa (camomnHcneKkums) A/02.6
NIeKapCTBEHHbIX dbapmaLeBTMHECKOro NPoM3BoOACTBa,
cpeacTs KOHTPAKTHbIX MPOM3BOAUTENEN,
NOCTaBLLMKOB UCXOAHOTO CbIpbA U
YNAKOBOYHbIX MaTepManos
MOHUTOPUHT dapMaLLeBTUYECKOMN A/03.6
CUCTEMbI KayecTBa NPOU3BOACTBA
JIeKapCTBEHHbIX CPEACTB
B YnpasneHue 7 OpraHuzauma GYyHKLMOHNPOBAHMUSA B/61.7
pabotamm npoueccos papmaueBTUYECKOM
dapmaLLeBTMYECKON CUCTEeMbI KayecTBa NPOU3BOACTBA
CUCTEMbI KayecTBa JIeKapCTBEHHbIX CPEACTB
npown3BoacTBa
NIeKapCTBEHHbIX KoHTponb cobntogeHua B/02.7 7
cpeacTs YCTaHOB/IEHHbIX TpeboBaHMI K
NPOW3BOACTBY M KOHTPO/IIO KayecTBa
JIeKapCTBEHHbIX CPeAcTB Ha
dbapmavueBTMYECKOM NPON3BOACTBE
OpraHu3auusa paboTbl nepcoHana B/03.7 7
noapasgeneHuii no obecneyeHuto
KayecTBa /IeKapCTBEHHbIX CPeacTB
OpraHusauus, niaHnMpoBaHue u B/04.7 7
COBepLUeHCTBOBaHMe
dapmaLLeBTMYECKON CUCTEMDI
KayecTBa NpPou3BOACTBA
JIeKapCTBEHHbIX CPeACTB
OueHKa focbe Ha ceputo B/05.7 7
JIeKapCTBEHHOrO cpeacTBa C
obopMIeHNeM peLLeHnsa O BbiMyCKe B
obpauteHue
[ll. XapakTepucTnKa 0606LEHHbIX TPYAO0BbIX GYHKLUUIM
3.1. O606uieHHas TpyaoBasa GyHKUMA
HauMeHOB BeaeHue pabor, CBfBaHHbIX cv VposeHb
dbapmaLLeBTMYECKOM CUCTEMOM KayecTBa Kog A 6
aHue KBanmdmKkauum
Npoun3BOACTBa JIEKAaPCTBEHHbIX CPeACTB
MpouncxoxaeHne
0606LLeHHON OpurnHan X 3anmcreosaxo
o n3 opuruHana
TPYyAoBOW GYyHKLMM
Kogp, PerncrpaumoHHbIn
opurMHana HoMep

npodeccrmoHanbHoro



CTaHOQapTa

Bo3moxHble
HaMMeHOoBaHuA
OOMKHOCTEN, Nnpodeccuit

Cneumanunct/vHxXeHep no Kavectsy
MeHepxep no KavecTsy
Cneumannct No ynpaBneHUIO pUCKaMn AS1A KadyecTsa

TpeboBaHMA K
06pasoBaHUto U
obyyeHuo

Bbicwee obpasoBaHue - 6akanaspuat
Bbicwee obpasoBaHue - cneLmanmTeT, MarmcTpartypa

TpeboBaHMA K ONbITY
npakTn4eckom paboTbl

Ocobble ycnosums gonycka
K paborte

MpoxoxkaeHne ob6A3aTeNbHbIX NPeABapUTENbHbIX (MPU NOCTYNAEHMM Ha
paboTy) M NnepnoamMyYecknx megmUnMHCKMX ocMoTpoB (obcnegoBaHuin), a
TaKXKe BHeoyepeaHbIX MegULMHCKUX OCMOTPOB (06cneaoBaHuit) B
nopsaKe, yCTaHOBNEHHOM 3aKOHOAaTeIbCTBOM PoccuicKoi
Pepepauunn <3>

Jpyrve xapaktepuctnku

[na npodeccmoHasbHOro pocta TpebyeTca BbINONHEHUE KPUTEPUEB,
COOTBETCTBYHOLLMX CNELMANbHOCTAM

OcHOBHble cNocobbl NOBbIWEHUA KBaNUDUKALMUK:

- NPOrpamMmbl NOBbILEHMA KBAMDUKALMM HE PEXKe O4HOro pasa B NATb
neT;

- Nporpammbl NpodeccMoHanbHOW NepenoaroToBKY;

- CTaXKMPOBKMY;

- TPEHWUHIU B CUMYNALMOHHDBIX LEeHTPaXx;

- UICNONb30BaHNE COBPEMEHHbIX AMUCTAHLMOHHbIX 06pa3oBaTebHbIX
TexHonorui (obpasosaTtenbHbIi NopTan 1 BebMHapbl);

- yyacTue B KOHrpeccax, KoHpepeHUuMax, MacTep-Knaccax

JononHutenbHble XapakTepPUCTUKN

HaumeHoBaHue Kog, HanmeHoBaHue 6a30Boli rpynnbl, 40MKHOCTU (Npodeccunun) nnm
[OKYMeHTa cneuyanbHOCTU
OK3 2113 XVMUKK
2131 Buonorun, 60TaHUKK, 300/10MM U CNELLUANUCTbI POACTBEHHbIX
3aHATUM
2145 UHKeHepbl-XMMUKN
2262 Mposusopel
EKC <4> - MHXKeHep No KayecTsy
OKMNATP <5> 22583 UHxeHep no KavecTsy
OKCO <6> 010801 Pagnodusmka n anekTpoHmKa
010802 dyHaameHTanbHas pagnodmrsmka n pusnyeckan 31eKTPOHMKaA




020101 Xnmuna

020201 Buonorua

020208 Buoxmmua

020209 Mukpobuonorua

020900 Xnumusa, dusnKa 1 mexaHMKa maTepmanos

060104 Meanko-npodpunakTmyeckoe Aeno

060108 ®dapmauen

060112 MeauumnHckaa buoxmmms

111201 BeTepuHapusa

140300 AnepHble pM3MKa M TEXHONOTUN

140307 PaguaumoHHas 6e30nacHOCTb Ye/10BEKA M OKpYrKatoLel cpeabl

140308 PagnaumoHHas 6e3onacHoOCTb

140401 TexHUKa 1 GU3MKA HU3KUX TeMNepaTyp

140504 XonoaunobHaaA, KpMoreHHasa TeEXHMKA U KOHANLMOHUPOBaHUE

210301 PaanodusmKa 1 31eKTPoOHMKa

240301 Xummnyeckasa TEXHONOMMA HEOPraHMYECKNX BELLLECTB

240307 TexHoNOrnsA cPeacTs XMMMUYECKON 3aLLMUTDI

240401 Xummnyeckana TEXHOIOMMA OpraHUYECcKmX BELLECTB

240402 XumUnyecKkaa TEXHONOMMA CUHTETUYECKMX BUOOrMYecKux
AaKTUBHBbIX BeLLeCTB

240501 XrmMmunyeckan TEXHOI0TMA BbICOKOMOJIEKYNSPHbBIX COeANHEHNI

240505 TexHONOrnsA BbICOKOMONEKYNAPHBIX U BbICOKOIPPEKTUBHbIX
CoOeaMHEHWNN N YCTPOMCTB

240603 Xummnyeckas TEXHONOTMA PEAKNX SNEMEHTOB U MAaTEPUANOB Ha
MX OCHOBeE

240801 MawmnHbl M annapaTbl XUMUYECKUX NPOU3BOACTB

240802 OCHOBHbIE NPOLECCHI XMMNYECKMX MPOU3BOACTB N XMMUYECKAsA
KnbepHeTuKa

240901 BuoTexHonorua

240903 broxmmunyeckoe npomsBoACTBO

3.1.1. TpypoBsas dyHKLUMSA




YnpaBneHne goKymMeHTaumemn YpoBeHb
HanmeHoB N
AHme $apmaLeBTUHECKOMN CUCTEMbI Ka4ecTBa Koa |A/01.6 (nogyposeHsb) 6
KBaMPUKauUm
MpouncxoxgeHue 3anmcTBOBaHO

TPYAOBOM GYHKUMM

OpurnHan X
M3 OpUrnMHana

Koa PerMcrpaumoHHbIN
opurnuHana Homep
npo¢$eccMoHanbHOro
CTaHgapTa

Tpyaosble AencTema

Pa3paboTKka pernameHTUpylLWen U pPerncTtpupylowein AoKyMeHTauum
dapmaueBTUYECKON CUCTEMbI KayecTBa WU BHECEHME U3MEHEHMN B Hee B
YCTaHOB/IEHHOM MNopsAgKe

BeaeHue yyeTa pernameHTUMpyIoWein U perucTpupytowen AoKymeHTaumum
dapmaueBTUYECKOMN CUCTEMbI KayecTBa

MpoBepKka  pervcTpupylowein  AOKYMeHTauMM Ha  COOTBETCTBME
YCTaHOBNEHHbIM Npoueaypam

OpraHusauusa nopsgaka paspaboTky, odopmneHus, BblAaun, U3bATUA U
XpaHeHWA AOKYMEHTOB GpapmaLLeBTMYECKOM CUCTEMbI KauecTBa

OpFaHM3aLI,Mﬂ nopAaagKka nNepecmoTpa W aKTyaamsauunMn OOKYMEHTOB
cbapmau,eBTqucxoﬁ CUCTEMDbI Ka4eCTBa

KOHTpO/Nb M3MEHEHWI, BHOCMMbIX B AOKYMeEHTbl ¢dapmaleBTUYecKomn
CUCTEMbI KayecTsa

OpFaHM3aLI,Mﬂ BeaeHunA 3anucen no npon3sBoAacTey, YMNakKoBKe, B
AOKYMEHTax, noAaresepxaakownx nponssoacrteo CEpVIVI NeKapCTBEHHDbIX
cpencTts, B COOTBETCTBUMU C YCTAHOB/IEHHbIMUA TpE'6OBaHMﬂMM

PaspaboTka npoueayp, YCTaHaBAMBAKOWMX MNOPAAOK  BbIMycka U
3a6paKoBKM UCXOAHOTO CblPbA, MPOMENKYTOUYHON N FTOTOBOM NPOAYKLMMU

BeseHne yyeTa OOKYMEHTOB B paMKax ¢apmaleBTUYECKOW CUCTEeMbI
KauecTBa

Pa3paboTKa KOHTPOJbHbLIX MNpoLesyp B OTHOLWEHUM 3NEKTPOHHBbIX
[OKYMEHTOB

CocTaBneHve NNaHOB KOPPEKTUPYIOLWLMX U NpeaynpeXkaaowmx encTBui
ANA MUHUMM3ALMU UAN UCKIOYEHNA PUCKOB A/1A KaUecTBa IeKapCTBEHHbIX
cpeAacTs

BeseHue peecTpa NtobbIX UISMEHEHWI, KOTOPbIE MOTYT NOBAUATL Ha CTaTyC
npoAayKTa

Heobxoanmble ymeHUn

PaspabatbiBaTb nporpammy ynpasneHus OOKyMeHTaMu1
dapmaueBTUYECKOM CUCTEMDI KayecTBa




Onpe,u,enﬂTb H606X0,D,MMble AOKYMEHTDI Aana onncaHunA
cba pma LLeBTMLIeCKOﬁ CUCTEMDI Ka4eCTBa

[oKkymeHTanbHO 0¢popmaATb 0630pbl KadecTBa BCeX MNPOM3BeAEHHbIX
NeKapcTBEHHbIX NpenapaTos

OCYLLI,ECTBI'IHTb dKTyain3sauuto n YHUYTOXEHNE AOOKYMEHTOB
cba pma LI,eBTMLIeCKOﬁ CUCTEMDI Ka4eCTBa

Mpon3BoAUTb 3KCMEPTU3Y AOKYMEHTOB A/ PErMcTpaumoHHOro A0ocbe Ha
NeKapcTBeHHble cpeacTBa

OpI'aHM3OBbIBaTb XpaHeHune AOOKYMEHTOB B COOTBETCTBUU C
YCTaQHOB/IEHHbIMU TPE6OBaHMﬂMM

OueHnBaTb BO3MOMKHOCTb OpPraHM3aLMOHHbIX MPOLLECCOB, PelweHuin U
AeNCTBMIN B pe3yabTaTte ynpas/ieHns 4OKYMeHTamm

AHanusmpoBaTb npoueccbl paboTbl C TOYKM 3peHMA  YNpaBAEHUSA
[OKYMeHTaMM

MPUMEHATb MEXAUCUMNIMHAPHbLIA noaxod NMpPW aHaause PUCKOB ANs
KayecTBa JIeKapCTBEHHbIX CPeacTB

Mpon3BoanTb aHANN3 MPUYMH BbIABJIEHHbIX OTKNOHEHWUIN N HECOOTBETCTBUM
YCTAHOBJ/IEHHbIM Tp86OBaHMﬂM, aHaIn3 pPUCKOB ANA KayecCTBa rotToBom

NPOAyKLMM

OcywecTBnaTb MOWUCK WM aHanu3 pPerynaTopHOW, HayyHOM W HayyHo-
TeXHUYEeCKom nHbopmaumnm ona pa3paboTku LOKYMEHTOB
dbapmaL,eBTUYECKOM CUCTEMbI KayecTBa

Mcnonb3osaTb MHOOPMALMOHHbIE TEXHO/IOTUM, MPUMEHAEemMble  Ha
dapmaLeBTUYECKOM NPOM3BOACTBE

Bectun neperosopobl, Aenernposatb noJIHOMO4UA, OCYyLLEeCTBNIATb
B3aMMOAEVICTBME C NnepcoHanom gpyrmnx nop,paap,eneHMﬁ

Heobxoanmble 3HaHUA

TpeboBaHua CornaweHns o eamHbIX NPUHLMNAX U NpaBuaax obpaleHus
NeKapCTBEHHbIX CPeACTB B paMKax EBPasMinCKOro 3KOHOMMUYECKOro Coko3a
<7>, nNpaBWN Hagiexallen MPOU3BOACTBEHHON  MPAKTUKM  <8>,
HOPMaTMBHbIX MPABOBbLIX AaKTOB U CTAHAAPTOB B 06/1aCTN CUCTEMbI KAYecTBa
NNeKapCTBEHHbIX CPEACTB

JINLEeH3NOHHbIe Tpe6OBaHMH npuv Npon3BoacCcTBe IEKAPCTBEHHbIX CPeACTB

TpeboBaHMsA K PerncTpaLLmMm IeKapcTBEHHbIX CPeACTB

[LdenonpounseoacTteo, Buabl U GopMbl AOKYMEHTALUU

anHLI,MFIbI CTaHAaAPTU3aLNN U KOHTPOJ1IA Ka4eCTBa JIEKAPCTBEHHbIX CpeacTB

PernameHTpyloWaa W pernctpupylolas [AOKYMeHTauuMa CUCTEMbI
dbapmaueBTUYECKOro Kayectsa

MeTtoabl 1 WUHCTPYMEHTbI  ynpaBaeHna puUuCKkamn  OnAa  Kadectsa
NEeKapCTBEHHbIX CpeacTs




MeTtoabl noucKa NPUYnH HEeCOOTBETCTBUM YCTaHOBJ/IEHHbIM TPE6OBaHVIFIM
npuv Npon3BoacTBe JIEKAPCTBEHHbIX CPeAcCTB

®opmbl 1 meToapbl PaboTbl C NPUMEHEHNMEM aBTOMATU3UPOBAHHbIX CPEACTB
ynpasaeHna n UHPOPMALLMOHHbBIX CUCTEM

TpeboBaHMA CaAHUTApPHOrO  pPEXWMMa, OXpaHbl TPyAa, MOXKAPHOM
6e30nacHOCTW, 3KONOTUM OKpy:Katowen cpedbl, NOpaLoOK AEeNCTBUMIA MNpu
Ype3BblYaMHbIX CUTYaLUAX

Apyrue
XapaKTePUCTUKM

3.1.2. Tpyposasa ¢pyHKUMA

AyauT KayecTBa (camomnHcnekuus)
apmMaLeBTMYeCcKoro npounsBoAcTBa YpoBeHb
HanmeHos bapmay, P f" ! P
AHne KOHTPAKTHbIX NpOU3BOAMTENEN, Koa |A/02.6 (noayposeHb) 6
NOCTABLLNKOB MCXOAHOTO CbIPbsA U KBasindumKauum
YNaKoOBOYHbIX MaTepPMasios
MpouncxoxgeHune 3anmcTBOBaHO

TPYA0BOM QYHKLUM

OpurnHan X
N3 opuruHana

Kog, PervctpaumoHHbIN
opurnMHana Homep
npodeccnoHanbHoOro
CTaHaapTa

TpyaoBble AencTBuA

PaspaboTka [OKYMEHTOB A4aa  NPOBeAEHMs  ayAuMTOB  KayecTsa
(camouHcneKummn) dapmaLeBTMYECKOrO NPOM3BOACTBA, KOHTPAKTHbIX
npousBoguTenein, MNOCTaBLWMKOB WCXOAHOTO Cbipb W YNAaKOBOYHbIX
MaTepuanoB Ha COOTBETCTBME YCTAHOBEHHbIM TpeboBaHNAM

MpoBeaeHve aHanM3a  pernameHTUPYIOWENn U perucTpupytoLei
OOKYMeHTauuu no ayauty (camouHcnekuuu) ¢dapmaLeBTUYECKoro
MPOM3BOACTBA, KOHTPAKTHbIX NMpou3BoAUTENEN, NOCTABLLMKOB UCXOAHOMO
CbIpbA W YNAaKOBOYHbIX MaTepManos

MpoBseaeHue onpocos nepcoHana npoBepaemoro
noApasaeneHna/opraHn3aumm Ha 3HaHUe YCTaHOB/IEHHbIX TPeboBaHW

AHanus AencTeuin n npoueayp npoBepsemoro
nogpasaeneHusa/opraHMsaumMm  Ha  COOTBETCTBME  YCTaHOBJEHHbIM
TpeboBaHMAM

Onpep,eneHme 3HAYMMOCTM BbIAB/IEHHbIX OTK/IOHEHUI N HECOOTBETCTBUI B
d)apMaLLeBTMHECKOVI cncreme Kayecrtea C y4eTom pUCKa NpUYnNHEHUA Bpeaa
340pP0OBbIO NAUNEHTA

PaspaboTka nporpamMmbl KOPPEKTUPYIOWMX W Mpeaynpeskaatowmx
AeNCTBMIA NO pesynbTaTam ayanTa (CamMouHcneKkumnn)




OdopmneHve oT4eTa O nNpPoOBeAEHMM ayauTa (CaMOMHCNEKUuuU) W
cornacosaHue ero c NposepsemMbiM noapasaeneHnem/opraHmsaumeit

Pa3paboTka peKomeHAaUMA MO HEOOBXOAMMbIM KOPPEKTUPYIOLMM U
npeaynpexgarowmm AenctBuam  ana  dapmaleBTUYECKON  CUCTEMBI
KauecTBa

Heobxoanmbie ymeHus

npOM3BO,£I,MTb aHan3 COCToAHUA d)apMaLI,EBTVI‘-IECKOVI CncTtembl Ka4yectBa C
FIO3MLI,M1\;1 PUCKOB ANA Ka4ecCTBa NIEKAPCTBEHHbIX CpeacTB

Onpepenatb  HeobXoAMMOCTb WM 4acToTy MNpoBeAeHWs  ayauToB
(camomnHcnekumi)

OueHunBaTb NpeasioXKeHHble KOPPEeKTUpylowmue M npeaynpexaatolme
AENCTBUA oNA yaydleHna papmaLeBTUYECKOM CUCTEMbI KayecTBa

dopmynmpoBaTb TMMbl BOMPOCOB B 3aBUMCMMOCTM OT MNPOBEPAEMOro
obbeKTa

MpeaynpexaaTb KOHPAMKTHbIE CUTYaLUU

BecTu neperosopsl, AeNerMposatb NOJHOMOUYUA

Pa3pa6aTbIBaTb npeanoxeHumaA no YNy4dylweHuto AeATENbHOCTU
cba pma LLeBTMLIECKOVI CUCTEMDI Ka4eCTBa

Heobxogumbie 3HaHUSA

TpeboBaHua CornaweHna o eamMHbIX NPUHLMNAX U Npasuaax obpalleHms
NeKapCcTBEHHbIX CPeACTB B paMKax EBpasMiCcKoro sKoOHOMMUYECKOro Coto3a,
npasua Hag/jexalleid nNpPOM3BOACTBEHHOW MPaKTUKK, HOPMATUBHbIX
NPaBoBbIX aKTOB W CTaHAapToB B 061acTM  CMCTEMbl  KayecTsa
NNeKapCTBEHHbIX CPEACTB

JINLEeH3NOoHHbIe Tpe6OBaHMF| npuv Npon3BoacTBe IEKAPCTBEHHbLIX CPeACTB

Mocneactena HecobaO4EHUA NNLEH3MOHHbIX TPeboBaHUM

TpeboBaHMA K perncTpaLmm NekapcTBEHHbIX CPeacTs

MpUHLMNbI CTAHAAPTU3ALMM U KOHTPOA KaYecTBa IeKapCTBEHHbIX CPeacTs

MpuHLMNbI pa3paboTku AOKYMeHTaunm " ynpasneHus
PernameHTUpYIOWEen U pernctTpupylolein AOKyYMeHTauuen aAns ayauta
(camomnHcnekummn)

[Jenonpounssoactso, BUAbI U GOPMbI LOKYMEHTALUN

MeToapb! NpoBeAEHUA ayAUTOB (CAMOMHCNEKL M)

MeToabl CTaTUCTUYECKOro ynpasaneHnAa KavecCtBOM, NMPUMEHAEMBbIE TMPU
OLLeHKE pe3y/ibTaTOB BbIMOJ/IHEHHbIX NCNbITAHUN K Bamagauunn

MeTtoabl W MHCTPYMEHTbl  yNpaBAeHMA PUCKaMW  OAA  KayecTBa
NeKapCTBEHHbIX CpeAacTs

MeTtoabl nomcKa NPUYnH HEeCOOTBETCTBUM YCTaHOBJ/IEHHbIM TPE6OBaHVIFIM
npuv nNpon3soacTBe /IEKAPCTBEHHbIX CPEACTB




CDapMaLI,EBTW-IeCKa‘iI MMKpO6MOJ’IOI’MH

CDapmau,eBTquCKan TEXHONOINMA B 4YaCTh npoBepAeMbIX TEXHOIO0TUYECKUX
npoueccos

MeToapb! papmakonerlHoro aHannsa B OTHOLEHMM FOTOBOW NPOAYKLMM

OueHKa PUCKOB A1 KAyecTBa MPWM KOHTAMMHaALMW M NepenyTbiBAaHUU
npoAayKumMm

TpeboBaHMA CaAHUTApPHOrO  pPEXWMMa, OXpaHbl TPyAa, MOXKAPHOM
6e30nacHOCTWN, 3KONOTUM OKpy:Katowen cpedbl, NOpaLoK AENCTBUMIA npu
Ype3sBblYaMHbIX CUTYaLUAX

Apyrue
XapaKTEePUCTUKM

3.1.3. TpygoBasn ¢pyHKLMUSA

HauMeHoB MOHUTOPUHT PpapmaLLeBTUHECKON CUCTEMDBI YpoBeHb

AHne KayecTBa NPOM3BOACTBA JIEKAPCTBEHHbIX Kog | A/03.6 (noayposeHb) 6
cpencTs KBanmdmkauum

MpouncxoxgeHune 3aMMCTBOBAHO

TPYAOBOM GYHKUMM

OpurnHan X

M3 opurMHana

Kog, PerncrpaumoHHbIn
opuUrnHana HOMep
npodeccMoHanbHOro
CTaHAaapTa

TpyaoBble AencTBun

MpoBepKa BbINOAHEHUA NepcoHanom TpeboBaHMI pernameHTUpyoLLEei
AOKYMeHTauun ¢dapmMaLeBTUYECKON CUCTEMbl KayecTBa JIeKapCTBEHHbIX
cpeAacTs

MpoBepKa ¢yHKUMOHMPOBaHMA npoLeccoB dapmaLeBTUYECKON CUCTEMDI
KayecTBa JIeKapCTBEHHbIX CPeaCTB

MpoBepKa BbiNOAHEHWUA TpeboBaHWIA Haanexallen NPOU3BOACTBEHHOW
MPaKTUKN KOHTPaKTHbIMM OpraHM3aumamm (cybnoapagiunkamm)

YYeT  KOPPEeKTUPYILWMX W Npesynpexkjalowmx  AencTBui  ans
MWHUMM3ALUN MW UCK/IIOYEHUA PUCKOB ANS KayecTBa JIEKAapPCTBEHHbIX
cpeacTs

MOHUTOPUHT BbINO/IHEHWA NNAHOB MO BHECEHUIO U3MEHEeHUN B npoueccobl
d)apmau,eBTqucr(oﬁ CUCTEMbI Ka4eCTBa

MOHVITOpVIHI' BbIMOJ/IHEHUA NMN/1AHOB NO YNPaB/AE€HUIO PUCKAMWN ON1A Ka4eCTBa
NEKapPCTBEHHbIX CPpeacTB

MoAroToBKa nNpeanoXKeHui No yAyyLWeHUo NPoLeccos papmaLeBTUYecKon
cucTemMbl KadecTsa GpapmaLeBTMYECKOro Npou3BoACTBa




Heobxoanmble ymeHus

Pa3pa6aTblBaTb n BeCtn AOKYMEHTaUNIO no MOHUTOPUHTY
cba pma LI,eBTMLIeCKOﬁ CUCTEMDI Ka4eCTBa

Mpon3BOAUTb aHAIN3 COCTOAHNA MOHUTOPUPYEMbIX NPOLLECCOB, YC0BUIA 1
CUCTEMBI AOKYMEHTALMMU C MO3ULNIA PUCKOB AR KAYecTBa I€KaPCTBEHHbIX
cpeacTs

BblbMpaTb MHCTPYMEHTbI ANA M3MEPEeHUA W aHa/iM3a MapameTpos
NPOM3BOACTBEHHOM Cpeabl, CBOWCTB /IeKapCTBEHHbIX CPEACTB, UCXOAHOIO
CbIpbs W YNAKOBOYHbIX MaTePMaNoB

MpPUMEHATE MEXANCUMNANHAPHDBIA NOAX04 MPU aHANM3e PUCKOB ANA
KayecTBa JIEKapCTBEHHbIX CPeACcTB

Npon3sBoguTb aHa N3 COCTOAHUA (bapMaLI,EBTM‘-IECKOﬁ CNCTEMDbI Ka4eCTBa Ha
(bapMaLI,eBTMLIECKOM npon3ssoacrtee

MpousBoAUTb  aHa/M3  MPUYMH  OTKJIOHEHMA U HECOOTBETCTBMM
YCTAHOBAEHHbIM TpPebOBaHMAM, aHA/NM3 PUCKOB AN KAyecTBa rOTOBOM

npoAayKuMm

Pa3pa6aTbIBaTb npegonoxXeHma no yaydweHuro OeATesibHOCTU  no
d)apMaLI,eBTMLIECKOﬁ cncreme Kayecrtea

Heobxogumbie 3HaHUSA

TpeboBaHuMA CornalieHma o eanHbIX NPUHUMNAX M NpaBuaax obpalleHus
NeKapCTBEHHbIX CPeACTB B paMKax EBpa3ninckoro sSKOHOMMUYECKoro coto3a,
NpaBun HagNe)kawen npou3BOACTBEHHOM MNPAKTUKM, HOPMATUBHbIX
NPaBoOBbIX aKTOB W CTaHZ4apToB B 06/acTU  cuCTeMbl  KayecTBa
NeKApPCTBEHHbIX CPEACTB

dapmavreBTUUECKas MUKpobuonorua

CDapMaLI,EBTMLIECKaFI TeEXHONOIrMA B 4actu KOHTPO/IMpyeEMbIX
TEXHO/IONM4YeCKUX npoueccos

XapaKTepUCTUKM MPOU3BOACTBEHHbLIX MOMELWEHUA U 060pya0BaHUS,
MCMO/b3YHOLLMXCA B GapMaLLeBTUYECKOM NPOU3BOACTBE

Tpe6OBaHMFI K KayecCcTBy UCXOAHOIo CbipbA U YMNAaKOBOYHbLIX MaTepnanios,
MCNOJib3yeMbIX B d)apMaLl,eBTMLIECKOM npoussoncrtee

anHLI,MFIbI CTaHAAPTU3aULNN U KOHTPO1IA Ka4eCTBa JIEKAPCTBEHHbIX CpeacTB

MeToAabl CTaTUCTMYECKOro YNpPaBAEHUA KayeCTBOM, MPUMeHAemble npu
OLL,eHKe pe3y/ibTaTOB BbIMO/IHEHHbIX NCNbITaHUI U Banaauunmn

MeTtoabl 1 WUHCTPYMEHTbI  ynpaBaeHna puCkamn  OnAa  Kadectsa
NEKapPCTBEHHbIX CPpeacTB

MeToabl NOUCKA MPUYNH HecooTBETCTBUI YCTaHOBJ/IEHHbIM Tp66OBaHMﬂM
npuv Npon3BoacTBe /IEKAPCTBEHHbIX CPeACTB

OcobeHHoCTH npoueccos onpeageneHuA BepOHTHOCTEVI M NpUYnNH
BO3HUKHOBEHUA OTKI'IOHEHVIVI, BO3MOXHOCTU UX YCTPaHEHUA

OueHKa PUCKOB ANA KayeCTtBa NPUM KOHTaMUWHaUuuUKM U nepenytbiBaHUU




NPOAYKLMM

TpeboBaHuA
6e30MacHOCTN, 3KONOTMU OKPYXKaKLEeNn cpeapbl, NOPAAOK AEUCTBUIM MNpwu
ypesBblYalHbIX CUTYaLMAX

CaHWTapHOrO  peXMma, OxXpaHbl TpyAa, MNOMKapHOM

Apyrve -
XapPaKTePUCTUKHN

3.2. O606uWeHHas TpygoBas GyHKLUMA

YnpasneHue pabotamum dapmaueBTUYECcKOn
HanmeHoB P P apmay YpoBeHb
CUCTeMbl KayecTBa NpPoun3BoACTBa Kog B 7
aHue KBanMdmKkaumum
JIeKapCTBEHHbIX CPEACTB
MpouncxoxgeHune
. 3anmcTBoBaHO
0606LeHHOM OpuruHan X
. M3 opurnHana
TPYA0BOM QYHKLUM
Kopg PerncrpaumoHHbI
opurnHana Homep
npodeccnoHanbHoOro
CTaHgapTa

Bo3morKHble
HaMMeHOBaHMWA
OOMKHOCTEN, npodeccuia

Begywuii cneumanmuct

[NaBHbIM CNELNANUCT MO KAYecTBy

HayanbHuK oTaena obecneyeHns KavecTsa
PykoBoguTenb cnyx6bl KayecTBa

PykoBoauTenb ynpaBaeHus (aenaprameHTa) KayecTsa
YNonaHOMOYEHHOE NNLLO

[naBHOE yno/JIHOMOYEHHOE NNL0

TpeboBaHMA K
o0bpasoBaHUIo U
obyyeHuno

Bbicwee obpasoBaHue - 6akanaspuat
Bbicwee obpasoBaHue - cneumanmTeT, Marmctpartypa

TpeboBaHMWsA K ONbITy
NnpaKTMYecKon paboTbl

He meHee naTtu net paboTbl N0 cNeLnanbHOCTU NPU HAaIMYUK BbiCLLErO
obpasoBaHusA No nporpammam b6akanaspunata

He meHee gByx et paboTbl N0 cNeLmnanbHOCTU NPU HAaIMYUK BbiCLLErO
06pa3oBaHMA NO NporpaMmmam MarmcTpaTtypbl, cneumanmTeTa

[na nnu, oTBeTCTBEHHbIX 38 NPOU3BOACTBO, KAYECTBO M MAapPKUPOBKY, U
YNONTHOMOYEHHbIX INL, - B COOTBETCTBUM C TpeboBaHUAMM
3aKOHOZaTe/IbCTBa M HOPMATUBHbIX MPABOBbIX aKTOB Poccminckom
depepauunm

Ocobble ycnoBus fonycKa
K paborte

MpoxoxaeHue 06sa3aTeNbHbIX NpeaBapuUTebHbIX (NPY NOCTYNAEHUM Ha
paboTy) M NepMoanYecKnX MeaULMHCKUX OCMOTPOB (0bcneaoBaHuit), a
TaK»Ke BHeovepeaHbIX MeaMLMHCKUX OCMOTPOB (0bcneaoBaHuit) B
nopsfKe, yCTaHOB/JIEHHOM 3aKOHO4ATeNbCTBOM Poccuickoi
depepauunm




Ana nvu, oTBETCTBEHHbIX 33 npon3soAacTeo, Ka4eCTtBO U MAaPKUPOBKY -
AOOKYMEHT O noBbllWeEHNN KBaﬂMd)VIKaLI,MM He peXXe 04HOro pasa B NATb
nert

Ona YNOZTHOMOYEHHDbIX JTUL, - AOKYMEHT O NOBbIWEHUN KBal'IMd)MKaLI,MM
He peXXe 04HOro pa3sa B NATb /1IET, aTTeCTtaumna B Ka4yecrtee
YNO/THOMOYEHHOTO /1L.a NPOnU3BOANTENA IEKAPCTBEHHbIX CPeEACTB ANA
MegnunHCKOro npumeHeHuA

[pyrve xapaktepuctnku

Ona npodeccrmoHanbHoro pocta TpebyeTca BbINOJHEHUE KPUTEPMEB,
COOTBETCTBYHOLLMX CNELMAbHOCTAM

OcHOBHble cNocobbl NOBbIWEHUSA KBaNUDUKALMUK:

- NPOrpamMmbl NOBbILWEHMA KBAMDUKALMM HE PeXKe O4HOro pasa B NATb
neT;

- Nporpammbl NpodeccMoHabHOM NepenoaroToBKY;

- CTaXKMPOBKMY;

- TPEHWHIU B CUMYNALMOHHDBIX LEEHTPAX;

- UICNONb30BaHWE COBPEMEHHbIX AUCTAaHLMOHHbIX 06pa3oBaTebHbIX
TexHonorui (obpasosartesibHbIi NopTan 1 BebMHapbl);

- yyacTue B KOHrpeccax, KoHpepeHUuMax, MacTep-Knaccax

JononHutenbHble XapakTePUCTUKN

HanmeHoBaHue Kog, HanmeHoBaHMe 6a30B0i rpynnbl, AONKHOCTU (Npodeccrn) nnm
[OKYMeHTa cneuyanbHOCTU
OK3 1223 PykoBoguTenu nogpasgeneHnin no HayvyHbiM UCCNef0BaHUAM U
pa3paboTkam
2113 XVMUKK
2131 Buonoru, 60TaHNKK, 3007101 U CNELMaNUCTbl POACTBEHHbIX
3aHATUI
2141 WH>KeHepbl B NPOMbILIAEHHOCTU U Ha NPOU3BOACTBE
2145 UHXeHepbI-XMMUKKN
2262 Mposusopel
EKC - MHXKeHep No KayecTsy
- Beaywuii uHxeHep
OoKnATpP 20889 [naBHbIM cneymanmct
22583 UHxeHep no KavecTsy
OKCO 010801 Pagnodusmka n anekTpoHmKa
010802 dyHaameHTanbHas pagnodmsmka n pusnyeckan 31eKTPOHMKa
020101 Xvmuna
020201 Buonorua




020208 Buoxmmua

020209 Mukpobuonorua

020900 Xumusa, dusnKa 1 mexaHMKa maTepmanos

060104 Meanko-npodpunakTmyeckoe Aeno

060108 ®dapmauesn

060112 MeauumnHckaa buoxmmms

111201 BeTepuHapus

140300 ApepHble GpM3MKa M TEXHONOTUN

140307 PaguaumoHHas 6e30nacHOCTb Ye/10BEKA M OKpYrKatoLel cpeabl

140308 PagnaumoHHas 6e3onacHoOCTb

140401 TexHUKa 1 GU3MKA HU3KUX TeMNepaTyp

140504 XonoaunobHaaA, KpMoreHHasa TeEXHMKA U KOHANUMOHUPOBaHUE

210301 Pagnodusmka 1 snekTpoHmKa

240301 Xnmmyeckaa TeXHONOrnA HeopraHNYeCcKMxX BeLW,ecTs

240307 TexHoNOrnA cPeacTs XMMMUYECKON 3aLLnTbI

240401 Xummnyeckasa TEXHOIOMMA OpraHUYEeCcKmX BeLW,ecTs

240402 Xummnyeckaa TEXHONOMMUA CUHTETUYECKMX BUONOrMYECKMX
AaKTUBHBbIX BeLLeCTB

240501 XrmMmuyeckan TEXHOI0TMA BbICOKOMOIEKYNSPHbBIX COeANHEHNI

240505 TexHONOrnsA BbICOKOMONEKYNAPHBIX U BbICOKOIPPEKTUBHDBIX
COeaMHEHWNN N YCTPOMCTB

240603 Xummnyeckan TEXHOIOMMA PeaKUX INEMEHTOB U MATEPUANOB Ha
MX OCHOBeE

240801 MawmnHbl M annapaTbl XUMUYECKUX NPOU3BOACTB

240802 OCHOBHbIE NPOLECCHI XMMNYECKMX MPOU3BOACTB N XMMUYECKAsA
KnbepHeTuKa

240901 BuoTexHonorua

240903 broxmmunyeckoe npom3BoACTBO

3.2.1. TpypoBsas ¢pyHKUMSA

HanmeHoB
aHune

OpraHusaums GyHKLMOHUMPOBAHUSA YpoBeHb

npoueccos papmaueBTUYECKON CUCTEMBI Kog |B/01.7 (nogyposeHsb) 7

Ka4yecTBa NPoOn3BOACTBA /IEKAPCTBEHHDbIX KBan Md)M Kauun




cpeacte

MpouncxoxgeHue
TPYAOBOM GYHKUMM

3anMmcTBOBaHO

OpurnHan X
M3 OpUrnMHana

Koa PerMcrpaumoHHbIN
opurnHana Homep
npo¢$eccMoHanbHOro
CTaHgapTa

TpynoBsble aencTemA

OpraHusaumsa M KOHTPOAb npoueccoB ¢apmMaueBTUUYECKONW CUCTEMbI
KayecTBa /IeKapCTBEHHbIX CPeACTB

OpraHmsauMﬂ OLLEHKMN ad)d)EKTMBHOCTM npoueccos B OTHOWEHUN KayecCTBa
NEeKapCTBEHHbLIX CpeacTs

OpraHusauma  npoueccoB  AOKymeHToobopoTa  ¢dapmaueBTUYECKOM
CUCTEMbI KayecTBa IeKapPCTBEHHbIX CPeACTB

OpraHmsau,Mﬂ npoueccos paCC!'IELI,OBaHMl\;I no OTK/IOHEHUAM,
HECOOTBETCTBMUAM, peKnamauuam nno Kayectsy B COOTBETCTBUU C
YCTaHOBJ/IEHHbIMU NpoueaypamMmu

OpraHu3sauma npoBeAeHMA MPOLECCOB aHasu3a PUCKOB A/ KadvecTBa
NIeKapCTBEHHbIX CPeaCcTB

OpraHvsauMs  MOHWMTOPWMHFA  BbIMOAHEHUA  KOPPEKTUMPYOWMX U
npeaynpexaarowmx 4encTBuin Ha papmaLeBTUYECKOM NPOU3BOACTBE

OpraHv3auma ayamutoB KadecTtsBa (camouHcneKkuuit) ¢papmauesTMYecKoro
NPOW3BOACTBA, KOHTPAKTHbIX MPOM3BOAUTENEN, NMOCTaBLUNKOB MUCXOAHOro
CbIpbA M YNAaKOBO4YHbIX MaTepunanos

OueHKa U MOHUTOPWUHT N06bIX U3MEHEHUI dapMaLLeBTUYECKOW CUCTEMBI
KayecTBa B COOTBETCTBMU C YCTAaHOB/IEHHbIMU TPeboBaHMAMM

YnpaBneHve npoueccamyM OT3blBa C pblHKA HECOOTBETCTBYIOLEN
NPOAYKLMM

MoaroToBKa NpeanoXeHuin ANA aHaM3a U cucTemaTtusaumm nHdpopmaumm
B 06nactM ¢dapmaLeBTUYECKOro KayecTBa M ¢dapmaLeBTUYECKOro
npousBoAcTBa

Heobxoanmble ymeHUs

MpoBoaMTb ayAMT KadecTBa (camouHcneKkuuio) dapmaLleBTMYecKoro
NPOM3BOACTBA, KOHTPAKTHbIX MPOM3BOAUTENEN, NOCTABLLMKOB UCXOAHOMO
CbIpbsA WU YNAKOBOYHbIX MaTepManos

npOVI3BOAMTb dHaN3 COCTOAHNA d)ap:vxau,eBTquCKoﬁ CNCTEMDI Ka4eCTBa Ha
d)apMaLl,eBTVl‘-IECKOM nponssoacrtee

PaspabatbiBaTb 6M3Hec-npouecchl GpapMaLeBTUYECKON CUCTEMbI KayecTBa
dbapmaueBTUYECKOro NpoM3BoACTBa

anMeH‘iITb ME)‘KAMCLI,MI'II'IMHaprIﬁ noaxon npwu aHaamse pUckos no




Ka4vecTtBy

MNpou3BoAUTb aHanM3 MPUUNUH OTKJAOHEHWI U HECOOTBETCTBMIA, aHanu3
PUCKOB 1A KayecTBa roTOBOM NPOAyKLMU

Bectun neperosopkl, agenernposartb NnoO/IHOMOYMUA, OCyLWwecTB/IATb
B3aMMO,£I,EI71CTBME C nepcoHanom gpyrmux no,qpas,qeneHMﬁ

MponssoauTb aHanM3 ot4yeToB (0630POB) MO KayecTBy JI€KaPCTBEHHbIX
cpeAacTs

Pa3pa6aTbIBaTb npeanoxeHma no ynyyweHunto AeATeIbHOCTU NO KavecTBy,
COCTaB/IATb NJ1aHbl pa60T M OCYyLLECTB/IATb UX KOHTPO/J1b

AHanuM3npoBaTb W CcUCTEMaATU3MpoBaTb WHbopmauuio B obsactm
dbapmaueBTUYECKOro KayecTBa 1 GpapmaL,eBTMYeCcKoro NnponsBoAcTBa

Heobxoanmble 3HaHUA

Tpe6OBaHMﬂ CornaweHuna o eanHbIX npuHUMNnax " npasunax 06paLLI,EHMFI
NEeKapCTBEHHbLIX CPEACTB B paMKaX EBpa3Ml\;1CKOFO 9KOHOMMYECKOTo COHo3a,
npasun HaAHE)KaLLI,Eﬁ ﬂpOMBBOACTBEHHOVI NPaKTUKKN, HOPMATUBHDbIX
NpPaBoOBbIX aKTOB W CTaHOAQpPTOB B obnactM cucTembl KadecTsa
NEeKapCTBEHHbLIX CpeacTs

JIMueH3NOoHHbIE TpeboBaHMA NPU NPOM3BO/ACTBE IEKAPCTBEHHbIX CPEACTB

MocneacTsma HecobaOAEHMA NNLEH3UOHHBIX TPeboBaHNU

MpUHLMNbI CTaHAAPTU3ALMM U KOHTPOA KaYecTBa IeKapCTBEHHbIX CPeacTs

MeToabl CTaTUCTUMYECKOro YNpaB/ieHMA KayecTBOM, MaTeMaTUyecKom
CTaTUCTUKKU, NpUMeHAeMble MNPU OUEHKE pe3ynbTaTOB BbIMNOJIHEHHbIX
NCNbITaHUI K Baanagauunmn

PernameHTtupytowan n perncTpupytoLLas OOKYyMeHTaums
dbapMaLeBTUUYECKON CUCTEMbI KayecTBa MPOU3BOACTBA JIEKAPCTBEHHbIX
cpeacTs

MeTtoabl W MHCTPYMEHTbl yNpaBAeHWA PUCKaMKW  OAA  KayecTBa
NeKapCTBEHHbIX CpeAacTs

MeTtoabl nomcka NPUYKNH HEeCOOTBETCTBUM YCTaHOBJ/IEHHbIM Tp86OBaHMFIM
npuv Npon3BoacTBe /IEKAPCTBEHHbIX CPeACTB

dopmbl U MeToapb! paboTbl C NPUMEHEHWEM aBTOMATM3NPOBaHHbIX CPeaCTB
yrnpaBaeHua 1 MHGOPMALLMOHHbIX CUCTEM

[Jenonpounssoactso, BUAbI U GOPMbI LOKYMEHTALUU

OcobeHHoCTH npoueccos onpeaeneHuA BepOHTHOCTEﬁ M  NpUYnNH
BO3HUKHOBEHUA OTKﬂOHEHMD’I, BO3MOXHOCTU UX YCTPaHEHUA

TpeboBaHMA  CaAHUTApPHOrO  PEXWMMa, OXpaHbl TPyAa, MOXKAPHOM
6e30MacHOCTK, 3KONOTMM OKpyXKatlowen cpeabl, NOpAAOK AEWUCTBUIA Npwu
ypesBblYalHbIX CUTYaLMAX

Apyrve
XapPaKTePUCTUKHN




3.2.2. TpynoBan pyHKLUA

MpouncxoxgeHue
TPYAOBOM GYHKUMM

KoHTponb cobntogeHuns ycTaHOBAEHHbIX VpoBeHb
HanmeHoB | TpeboBaHMN K NPOM3BOACTBY U KOHTPOJIIO
P P AcTBY P Koa |B/02.7 (nopypoBeHb) 7
aHue KayecCTBa /IEKAPCTBEHHbIX CPeACTB Ha
KBaMPUKauum
$apmaueBTMHECKOM NPOM3BOACTBE
3aMMCTBOBAHO
OpurnHan X
N3 opUrnHana
Koa PervcrpaumoHHbIN
opurnMHana Homep
npodeccnoHanbHoOro
CTaHAapTa

TpyaoBble AencTeus

KOHTpo/ib perfnameHTaumm Bcex Npom3BOACTBEHHbIX NPOLECCOB, OLEHKA UX
CTabunbHOCTU U 3PPEKTUBHOCTH

KoHTponb nposeseHunsa paboT no BannMaaumm TeXHONOrMYECKUX NPOLLECCOB
N aHANUTUYECKUX METOAMK, KBanndUKaLmMm nomeLLeHnin, obopyaoBaHMA u
NHXXEeHEepHbIX cucTem GpapmaueBTUHECKOro NPON3BOACTBA IEKAPCTBEHHbIX
cpeacTs

KoHTponb obyyeHua nepcoHana ¢apmaueBTUYECKOro NPousBoACTBa U
OUEHKa ero appeKTUBHOCTH

KOoHTpo/ib BbINO/SIHEHMA YCTAaHOB/IEHHbIX TPEOOBaHMI K MOMELLEHUAM U
obopypoBaHuio papmaLLeBTUYECKOrO NPOU3BOACTBA U X 0BCAYKMBAHUIO

KOHTPOAb COOTBETCTBYIOLWMX YCNOBUIA XPaHEHUA U TPaHCMNOPTUPOBKU
NeKapcTBEHHbIX CpeacTs

KOHTpOAb WCMbITAaHWIM NIEKAPCTBEHHbIX CPEACTB, WMCXOAHOTO Cbipbs U
YMAKOBOYHbIX MaTepMasnoB, MPOMEKYTOUHOM NPOAYKLUMM U OOBEKTOB
NPOM3BOACTBEHHOM Cpesbl

KoHTpoAb NpoBeAeHMA MOHUTOPMHIA YCIOBMIA MPOU3BOACTBEHHOM Cpeabl

HOHTpO/’Ib BeaeHunA 3anucen B npouecce npoumsBoacTtea U KOHTpPOAA
Ka4deCTBa JIEKAPCTBEHHbIX CpeacTB

Heobxoanmble ymeHUn

Pa3pa6aTbIBaTb NAaHbl MU KOHTPO/NPOBATb BbINOJ/IHEHME N/1aHOB MO
Ka4yecTtBy

OueHuBaTtb npoueccbl NPOM3BOACTBA M KOHTPO/1IA Ka4eCTBa JIEKAaPCTBEHHbIX
cpencrs

OueHmBaTb 3PPEeKTMBHOCTL dapMaLEBTUYECKOM CUCTEMbI KayecTBa
NeKapPCTBEHHbIX CPEACTB

YnpaBasaTb rpynnoBbiM O6CYKAEHWEM NPU NPOBELEHUU PaCCief0BaHMUN
Mo OTK/JAOHEHWAM, HECOOTBETCTBUAM, pPeKAaMaumaM MNpu aHaM3e PUCKOB
AN KaYecTBa SIeKapCTBEHHbIX CPeacTB




Bectn neperosopb.bl, Agenernposartb noaHOMO4YUA, OCyLlecTB/IATb
B3aMMO,£I,EI71CTBME C nepcoHanom gpyrmux no,qpas,qeneHMﬁ

Mpou3BoAUTb aHa/IN3 COCTOAHUA NPOBEPAEMbIX MPOLLECCOB U NOACUCTEM U
Cncrtembl AOKYMeHTauunm C I'IO3VILI,VI17I COOTBEeTCTBMNA YCTAaHOBJ/ZIEHHbIM
TpeboBaHMAM

Heobxoanmble 3HaHUA

Tpe6OBaHWr'I CornaweHuna o eauHbIX npuHUMnax n npasunax 06paLLI,eHMﬂ
NEKapPCTBEHHbLIX CPEACTB B PpaMKaX EBpa3Ml7ICKOFO 9KOHOMMYECKOTro COHo3a,
npasun Ha,u,nemau.l,eﬁ FlpOM3BO,£I,CTBEHHOl7I NPaKTUKKN, HOPMATUBHDbIX
npaBoOBbIX aKTOB W CTaHOAQpPTOB B obnactM cucTembl  KayecTBa
NEeKapCTBEHHbLIX CPeAacTB

JInueHsnoHHble TpeboBaHMA NPU NPOU3BOACTBE NEKAPCTBEHHbIX CPEACTB

MpuHLKUNBI CTAaHOAPTM3ALMM U KOHTPONA Ka4eCcTBa J1IeKapCTBEHHbIX CPeaCcTB

TpeboBaHMA K perncTpaLmm eKapcTBEHHbIX CPeacTs

JenonpounssoAacTso, BUAbI U GOPMbl AOKYMEHTaL MM

MeTogbl CTaTUCTMYECKOrO YMpaBAEHUSA KaA4yecTBOM, MaTeMaTU4ecKoMn
CTaTUCTUKN, NPUMEHSIEMble MPU OLLEHKEe pPe3y/abTaTOB BbIMNOJHEHHbIX
MCNbITaHUN N BanMaaLmm

MpuHLMNbI pa3paboTku AOKYMeHTaunn " ynpaBsneHus
PernameHTUPYIOLLEN W perncTpupytolein AOKYMeHTaUMen B COOTBETCTBUM
C YCTaHOBNEHHbIMU TpeboBaHUAMMU

dapmavreBTUUECKas MUKpobuonorua

MeToabl npeaynpexaeHna KOHTaMUHAULUK M NepenyTbiBaHUA NPOAYKLUN

MpUHLMNbI BaNAALMN TEXHOIOTMYECKMX MPOLLECCOB W aHAIMTUYECKUX
METOAMK, KBa/MPUKALUMM MOMELLEHUN U 000pPYyLOBAHUA, WUHMKEHEPHbIX
cucTem

dTanbl NPOEKTMPOBaAHMA, KBanudMKauMM W 3KCNayaTaumum  34aHuMN,
MOMELLEHWNI U UHMKEHEPHbIX cucTem papmaLeBTMYECKOro NPon3BoACTBa U
TpeboBaHMA K HUM

OpFaHMBaLI,MFI TEXHOJ/IOTNYEeCKOM n MH)KEHepHOVI noAroToBkn
npon3BoAacCTBa, BCNOMOraTe/ZibHbIX MHXXEHEPHbIX CUCTEM

anHLI,MFIbI pa3pa60TKM M NOCTaHOBKM Ha Npom3BoACTBO HOBbDbIX
NEKapPCTBEHHbIX CpeacTB

MpuHUMNbI obecnevyeHUs KayecTBa MCMbITaHWUM NeKapCTBEHHbLIX CPeAacTs,
MCXOOQHOIo CblpbA W YNAKOBOYHbIX MaTepnanos, npomemyTOquﬁ
npoayKuun n 06beKTOB I'Ip0M3BO,CI,CTBEHH0171 cpeabl

TpeboBaHMA  CaAHUTApPHOrO  PEXWMa, OXpaHbl TPyZa, MOXKapPHOM
6€30MacHOCTN, 3KONOTUM OKpy:Katowen cpegbl, NOPALOK AENCTBMIA Npu
ype3BbIYAMHbIX CUTYaLUAX

Apyrve




XapPaKTePUCTUKHN

3.2.3. TpypoBsasa ¢pyHKUMA

OpraHusauma paboTbl nepcoHana YpoBeHb
HanmeHoB o
AHe nogpasgeneHnin no obecneyeHuto KayecTsa Koa |B/03.7 (noaypoBeHb) 7
NIEKAaPCTBEHHbIX CPeacTB KBasnduMKaunm
MpoucxoxaeHue 3aMMCTBOBAHO

TPYA0BOW GYyHKUUM

OpurnHan X
n3 opuruHana

Kog PerncrpaumoHHbIn
opurMHana HoMep
npodeccnoHanbHoOro
CTaHAapTa

TpyaoBble AencTBus

NnaHnposaHue I'IOTp66HOCTVI B NepcoHane nop,pasp,eneHMﬁ no
obecnevyeHuto KayecTBa

OpraHuszauma obyyeHMA U OLLEHKM 3HaHWI NepcoHana noapasgeneHnin no
obecneyeHuto KayecTBa

Mopbop ¥ aganTauma nepcoHana noapasfeseHnin no obecrnevyeHuto
KayecTsa (B 4acTM CBOMX NOJHOMOUUIA)

Pacnpegenenve 3agad M paboT MexKay MNEpPCcoHaNoM MoApasAeseHus,
KOHTPOJIb UX BbINONIHEHWA

OpraHusaumsa perynapHbiXx MeAUMLMHCKUX NPOoOUNaKTUYECKUX OCMOTPOB
nepcoHana nogpasgeneHnn no obecneyeHnIo Kayectsa

OueHKa ycnosuit Tpyaa (B 4acTm CBOMX NOJTHOMOUYMIA)

Heobxoanmble ymeHUs

OueHuBaTtb I'IOTpE6HOCTb B nNepcoHane no,a,pas,a,eneHMﬁ no obecneyeHuto
KayecTBa

OueHunBaTb NpodeccnoHanbHO-KBaANPUKALMOHHDBIA YPOBEHb MepcoHana
noApasaenieHnit no obecneyeHmto Kayectsa

Pa3pa6aTblBaTb MmeponpnAaTrA No agantaunm nepcoHana

CornacosbliBaTb A0NKHOCTHbIE MHCTPYKUMU NepCoHana I'lO,CI,pBS,CI,EﬂeHVIﬁ no
obecneyeHuto KayecTBa

MnaHMpoBaTh M onpeaenaTb Gopmbl U MeToAbl 06yYeHUs nepcoHana

PaspabaTbiBaTtb  cuctemy  3¢PEKTUBHOM  MOTMBALMWM  NepcoHana
noApasaenieHnit no obecneyeHmto Kayectsa

MpeaynpexaaTb KOHPAMKTHbIE CUTYaLUU

AHann3MpoBaTb M OLEHWBaTb AeATe/NbHOCTb NepcoHana noapasaeneHus
Ha KOHKPETHbIX y4acTKax paboTbl




Bectn neperosopb.bl, Agenernposartb noaHOMO4YUA, OCyLlecTB/IATb
B3aMMO,£I,EI71CTBME C COTPYAHUKaMU Opyrunx I'IO,D,p63,D,EI'I€HMﬁ

OcyLuiectBaATb KOHTPOb CO6N0AEHMA NEPCOHANOM CaHUTAPHbIX MPaBuJ,
TpeboBaHMIA 0XpaHbl TPyAa, NPaBUA BHYTPEHHEro TPYAO0BOro pacnopaaKa

Heobxoanmble 3HaHUA

TpyaoBoe 3akoHoAaTenbCTBO Poccuiickoi Peaepaunn

JIoKanbHble aKTbl NO HanpaBaeHNAM AeATe/IbHOCTU

Buabl CTUMyNnnpoBaHMA NepcoHana

KagpoBblit MeHeaXMeHT

HopMmbl 4e10BOro 06WeHMs U KyAbTypbl, NPodeccMoHabHOM NCUXON0TUM,
3TUKU U LLEeOHTONOTUN

CaHUTapHO-TUrMeHnYeckme TpeboBaHMA K MOMELLLEHUAM U NEPCOHaNy

Buapl, npasuaa n nepuoanuyHoOCTb NPOXOXKAEeHNA Me0CMOTPOB

TpeboBaHMA K OTYETHOM AOKYMEHTAUMUM, CTPYKTypa U COCTaB OTYETHOM
AOKYMEHTaLMKN NO Kagpam

Tpe6OBaHMH Ha[],J'IE)KaLI.I,Eﬁ Hp0M3BOACTBeHHOVI NPaKTUKU, HOPMATUBHbDbIX
NpaBoOBbIX aKTOB W CTaHOAQpPTOB B obnactM cucTembl KadecTBa
NeKapCTBEHHbLIX CpeAaAcTB B OTHOWEHWUN NepCoHana

TpeboBaHMA CaHWUTApPHOTO pPeXUMa, OXpaHbl Tpyda, MOXKApPHOM
6€30MacHOCTN, 3KONOTUM OKpyXKatower cpeabl, NOPALOK AEUACTBMIA npwu
ypesBblYalHbIX CUTYaLMUAX

dpyrue
XapaKTepUCTUKM

3.2.4. TpypoBsasa ¢pyHKUMA

MpouncxoxaeHue
TPYA0BOM QYHKLUM

OpraHu13auymsa, N1aHMpPOBaHUE n VpoBeHb
HanmeHoB |coBeplueHCTBOBaHME papmaL,eBTUHYECKOM
P bapmauy Kog |B/04.7 (noaypoBeHb) 7
aHue CUCTEMbBI KayecTBa NPOM3BOACTBA
KBanmMduKaumnm
NIeKapCTBEHHbIX CPeacTB
3anmcTBOBaHO
OpurnHan X
M3 opurnmHana
Koa PervcrpaumoHHbIN
opuUrnHana HOomep
npodeccnoHanbHoro
CTaHaapTa

TpyaoBble AencTeus

OpraHuv3aums M KOHTPOAb paboTbl No obecneyeHnto GyHKLMOHMPOBAHUA
bapMaueBTUYECKOMN CUCTEMBI KauecTBa JIEKAPCTBEHHbIX CPEACTB




YTBepH(,u,eHme AOKYMEHTOB (I)apMaLl,eBTVI‘-IeCKOﬁ CUCTEMDI Ka4yecCTBa

OpraHu3aumsa MOHUTOPMHIa 06BHEKTOB M MPOLLECCOB papmMaleBTUUYECKOro
npou3BoACTBa

OpraHvsauus  nogroToBKM — dapMaueBTUYECKOrOo  MPoM3BOACTBA K
NPOBEAEHUIO BHELWHUX MWHCMEeKUMn M aygutoB, B TOM uucie Mo
COBNOAEHNIO YCTAHOB/IEHHbIX TPEe60oBaHNMI

MOHUTOPUHT  3PDEKTUBHOCTU PapMALEBTUYECKON CUCTEMbBI KayecTBa
JIeKapCTBEHHbIX CPeaCTB

MOHMTOpMHI’ COOTBETCTBUA ¢a pPmaueBTUHECKOTo npon3soAacTBa
YCTAHOBJ/IEHHbIM TDE6OBaHMﬂM

OpraHu13auma n nposeaeHne coBeLLaHmit Mo KavecTsy

MoOHUTOPUHI n yTBepxgeHmne KOHTPAaKTHbIX I'IpOM3BOLI,MTEJ'IEVI,
NOCTaBLWUMNKOB NCXOAHOTO CbipbA N YNAKOBOYHbLIX MaTeEPMANOB

PaspaboTka nnaHoB noOBbiWeHMA 3PPEKTUBHOCTU ¢GapMaLLeBTUYECKOTO
Npou3BOACTBA, YCTpaHEeHMs BpaKka B opraHmMsaumnm

CornacoBaHue (yTBep:KAeHWE) LOKYMEHTOB papMaLeBTUYECKON CUCTEMDI
KauyecTBa

NHbopmumpoBaHne nepcoHana o ¢papmaLeBTUHECKON CUCTEME KayecTBa
JIEKapCTBEHHbIX CPEACTB

PaspaboTKa u yTBepXKAeHMe NPOLECCOB MO YAy4YLIEHWUIO KayecTBa roToBoM
NPOAYKLMMU U CHUXKEHUIO ee cebecToMMOCTH

OpraHusayusa paboT No M3YYEHUIO U BHEAPEHMUIO HAyYHO-TEXHUYECKUX
JOCTUMXKEHMUI, NepeaoBOro OTEYEeCTBEHHOIrO M 3apyberKHOro onbiTa Mo
MPOM3BOACTBY JIEKAPCTBEHHbIX CPEACTB

Heobxoanmble ymeHUs

Pa3pa6aTbIBaTb npoueccol ¢apmau,eBTquc+<0171 CNCTEeMbI Ka4ecCTBa

AHanusnpoBaTb COCTOAHWE MPOLECCOB M noacucTem dpapmaueBTUYECcKoM
CUCTEMbI KaYecTBa Ha COOTBETCTBME YCTAHOB/IEHHbIM TPEBOBaHNAM

OueHmBaTb 3PPEKTMBHOCTL GdapMaLEBTUYECKOM CUCTEMbI KayecTBa
NeKapPCTBEHHbIX CPEACTB

npOVI3BOAMTb dHa/n3 OT4yeTOoB (0630p03) NO Ka4vecCTBy J/1IEKAPCTBEHHbIX
cpencrs

OueHunBaTb 3pPEKTUBHOCTb MEPONPUATUIA NO 06ecnedeHmnIo 1 yayULLEeHMIO
KauecTBa

MpUYHMMaTL pelleHne O MOBTOPHOM 06paboTke WAM  MOBTOPHOM
MCMNONIb30BAHWUM CEPUM UM YacTU CEPUM NPOAYKLUN, HE COOTBETCTBYOLLEN
3a4aHHbIM TpeboBaHMAM

MpoBoaMTb ayAMT KadectBa (camouHcneKuuio) dapmaueBTUYecKkoro
NpPOM3BOACTBA




OCYLLI,eCTB}'IFITb ynpassieHue KOMNJIEKCHbIMU HAYy4YHO-TEXHNYECKNMMU
NPoOEeKTaMu

PaspabaTbiBaTb  MpPeAsiOKeHMA  NO  YAydlIeHUI0  AesTeNbHOCTU
dapmalleBTUYECKOrO NPOM3BOACTBA, COCTaBAATb MAaHbl  paboTr U
OCYLLECTB/IATb UX KOHTPO/b

Bectun neperosopsl, agenernposartb nosHOMO4YUA, OCyLWecTBIATb
B3aMMO,£I,EI71CTBME C nepcoHanom gpyrmux no,qpas,qeneHMﬁ

Heobxoammble 3HaHUA

TpeboBaHua CornaleHus o eamHbIX NPUHLMNAX U NpaBuaax obpalLeHuns
NeKapCTBEHHbIX CPeACTB B paMKax EBpa3nicKOro sSKOHOMUYECKOro cotosa,
NpaBuA HagNe)kalen npoM3BOACTBEHHOW MPAKTUKM, HOPMATUBHbIX
NPaBOBbIX aKTOB W CTaHZaApToB B 06/1aCTU  cUCTEMbl KayecTsa
NeKapCTBEHHbIX CPEACTB

JINLEeH3NOHHbIe T|OE6OBaHMFI npuv NponsBoacTBeE NIEKAPCTBEHHbLIX CPeacTB

MpUHLMNbI CTaHAAPTU3ALUMM U KOHTPOA KaYecTBa IeKapCTBEHHbIX CPeacTs

MocneacTsma HecobAOAEHMA NNLEH3UOHHBIX TPeboBaHMUi

TpeboBaHMsA K perncTpaLmm eKapcTBEHHbIX CPeacTs

[enonpounssoAacTso, BUAbl U GOPMbl AOKYMEHTaL MM

MeTogbl CTaTUCTMYECKOrO YMpaBAEHWsA KAYyecTBOM, MaTeMaTU4ecKoMn
CTAaTUCTUKN, NPUMEHSIEMble MPU OLLEHKEe pe3y/nbTaToB BbIMOJIHEHHbIX
UCNbITaHUIN N BanMaaLmm

MpuHLMNbI pa3paboTku AOKYMeHTaunn " ynpasneHus
PernameHTUPYIOLLEN W PerncTpupytoLein AOKYMeHTaUMeN B COOTBETCTBUM
C YCTaHOBNEHHbIMU TpeboBaHUAMMU

dapmavreBTUUECKas MuKpobronorua

MeToabl npeaynpexKaeHnAa KOHTaMUHAULUK 1 NepenyTbiBaHUA NPOAYKLUN

MpUHLMNbI BaANAALMN TEXHOIOFMYECKMX MPOLLECCOB W aHAIMTUYECKUX
METOAMK, KBa/MPUKALUMM MOMELLEHUN U 000pPYLOBAHUA, WUHMKEHEPHbIX
cucTem

dT1anbl NPOEeKTNpPOBaHUA, KBa!'IMd)MKaLJ,MM M 3KCcnayatauunun 3AaHMVI,
I'lOMeu.I,EHMﬁ N UHXXEHEPHbIX CUCTEM cbapmau,eBTqucr(oro npon3soAacTBa u
Tpe6OBaHMFI K HUM

Opl'aHVI3aLI,MFI TEXHO/I0MMYeCcKol n VIH)KEHepHOﬁ noaroToBku
npon3BoAacTBa, BCNOMOraTe/ibHbIX MHXXEHEPHbIX CUCTEM

anHLI,MFIbI pa3pa60TKM M NOCTaHOBKM Ha Npom3BoACTBO HOBbDbIX
NEKapPCTBEHHbIX CPpeacTB

MpuHuMnbl obecneveHms KayecTBa UCMbITAHWI NEKAPCTBEHHbIX CPEACTB,
MCXOAHOTO CbipbA WM YMAaKOBOYHbIX MaTepuanos, MPOMENKYTOUHOW
NPOAYKLUMM 1 06EKTOB NPOM3BOACTBEHHOM cpeapl

TpeboBaHMA  CAHUTApPHOrO  PEXWMMa, OXpaHbl TPyAa, MOXKAPHOM




6€30MacHOCTN, 3KONOTUM OKpy:Katowen cpegbl, NOPALOK AENCTBUMIA Npu
Ype3BblYaMHbIX CUTYaLUAX

Apyrue
XapaKTePUCTUKM

3.2.5. Tpyposasa ¢pyHKUMA

HanMeHoB OueHKa J0Cbe Ha Ceputo IeKapCTBEHHOTO YpoBeHb

AHme cpeAcTBa c opopMIEHMEM PELLEHNSA O Kog |B/05.7 (nogyposeHb) 7
BbINyCKe B 0bpalyeHne KBanmdmkauum

MpouncxoxgeHune 3aMMCTBOBAHO

TPYAOBOM GYHKUMUM

OpuruHan X
M3 OpUrnMHana

Kog, PernctpaumoHHbIM
opuruHana Homep
npodeccnoHanbHOro
cTaHgapTa

Tpyaosble AencTema

KoHTponb 3anosiHeHWA [OOKYMEHTALMM Ha Ceputo  JIEKApPCTBEHHOTO
cpeacTBa (gocbe Ha cepuio)

OueHKa COOTBETCTBMA CepuM JIeKapCTBEHHOro CPeAcTBa M npouecca ee
NMPON3BOACTBA YCTaHOB/IEHHbIM TpeboBaHUAM

NpoBepKa COCTOAHMA BaAuMbaUMW  TEXHONOMMYECKUX MPOouEeccoB w
AHANTUYECKNX METOAMUK, UCNONIb30BAHHbLIX MPWU MNpPOM3BOACTBE CEPUN
NeKapCTBEHHOrIO CpeacTBa

MpoBepka NErMTUMHOCTM pPaspelleHHbIX OTK/JOHEHUIM OT MeTOAMK
KOHTPONA WAW  HEe3anJaHUPOBAHHbIX W3MEHEHWI TEeXHONOTMYECKOro
npoLecca Ux yCTaHOB/IEHHbIM TPebOBaHUAM

MoAaTBepXAeHWe NpoBeAeHMA BCeX HE0bXoAMMbIX NpoLeayp U UCMbITaHWUIA
NeKapCTBEHHbIX CPEACTB, UCXOAHOrO CbipbA M YNAaKOBOYHbIX MaTepuanos,
MPOMENKYTOUYHOMN NPOAYKLMN U 0BBEKTOB NPON3BOACTBEHHON cpeabl

MoaTBepXAaeHWe npoBedeHUA BCeX ayaAuToB (camouHCnekuuin) B
COOTBETCTBUU C dapmaLLeBTUYECKOW CUCTEMOM KayecTBa /SIeKapCTBEHHbIX
cpeacTts

OueHKa Bcex CbaKTOpOB, KOTOpblé MOTyT B/IMATb HAa Ka4eCTBO BbIHyLI.I,eHHOﬁ
Cepun nekapcCtBeHHOro cpeacrtea

OdopmneHure pelieHMs O BbIMyCKe CEPUM NPOAYKLMM B obpalieHue uamn
AN UICMO/Ib30BaHUA B KNIMHUYECKMX UCCIeA0BaHUAX

MoaroToBKa NpeaNoXeHUn A41A aHaIM3a U CMCTeMaTusaumm nHpopmaumm
no ¢papmaL,eBTUYECKON CUCTEME KaYyecTBa

Heobxoanmble ymeHus

OueHuBaTtb AOKYMEHTaUUKO NOo npoun3BoacTBy CcCepun npoaykuunm B
OTHOLWEHWN 6e3OI'IaCHOCTM, 3¢¢GKTVIBHOCTVI M KayectBa TIOTOBbIX




NleKapCTBEHHbIX MpenapaToB, B TOM uucne W ANA  KAMHUYECKUX
nccnenoBaHuin

OdopmnaTb peleHns o BbiNycKke NpoayKuMn B obpalleHune

npOM3BO,£I,MTb dHanns3 NPUYKnH BblIAB/IEHHbIX OTK/IOHEHW n
HeCOOTBETCTBMﬁ, dHan3 PUCKOB ONA Ka4YeCTBa roToBoOM npoaykuunmn

MponssoauTb aHanM3 ot4yeToB (0630POB) MO KayecTBy JI€KaPCTBEHHbIX
cpeAacTs

anMEHﬂTb MEH-(,D,MCLI,MI'IIIMHaprIVI noaxoa npuv aHananse puckos anAa
Ka4eCTBa /IEKAPCTBEHHbIX CpeacTB

Mpoun3BoAUTL aHaIN3 COCTOAHUA GpapMaLLEBTUUYECKOMN CUCTEMbI KauecTBa

OueHunBaTb CcTeNeHb 3HAYMMOCTU BbIABAEHHbIX N3MEHEHUN U OTKNOHEHNN
Ha COOTBETCTBME YCTAHOB/IEHHbIM TpEGOBaHM‘r‘lM

Bect neperosopbl, AeNernpoBatb  MNOSIHOMOYMA,  OCYLLECTBAATb
B3aMMOAENCTBME C MePCOHANOM APYruUX Noapa3aeneHunit

Heobxoanmble 3HaHUA

Tpe6OBaHMﬂ CornaweHuna o eanHbIX npuHUMNnax " npasunax 06paLLI,EHMF|
NEeKapCTBEHHbLIX CPEACTB B PpaMKaX EBpa3MV1CKOFO 9KOHOMMYECKOTro COHo3a,
npasun HaAHE)KaLLI,Eﬁ I'IpOM3BOLI,CTB€HHOl71 NPaKTUKKU, HOPMATUBHDbIX
NpPaBoOBbIX aKTOB W CTaHOAQpPTOB B obnactM cucTtembl KadecTBa
NEeKapCTBEHHbIX CpeacTs

JNIMueH3oHHbIe TpeboBaHMA NPU NPOM3BOACTBE JI€KAPCTBEHHbIX CPEACTB

Mocneactsma Hecoba0AEHMA ANLEH3UOHHbIX TPeboBaHM

MpUHLMNbI CTaHAAPTU3ALMM U KOHTPOA KaYecTBa IeKapCTBEHHbIX CPeacTs

MeToabl CTaTUCTUMYECKOro YNpaB/ieHMA KayecTBOM, MaTeMaTUyecKomn
CTaTUCTUKKU, NpUMeHAeMble MNPU OUEeHKE pe3ynbTaTOB BbIMNOJIHEHHbIX
NCNbITaHUI K Baanagauunmn

PernameHTupyowasn " perncTpupyroLLasn OOKYMeHTaumA
dbapmaL,eBTUYECKOM CUCTEMbI KayecTBa

MeToabl W MHCTPYMEHTbl  yNpaBAeHMA PUCKaMW  OAA  KayecTBa
NeKapCTBEHHbIX CpeAacTs

MeTtoabl nomcka NPUYKNH HEeCOOTBETCTBUM YCTAaHOBJ/IEHHbIM Tp86OBaHMF|M
npuv nNpon3soacTee JIEKAPCTBEHHbIX CPEACTB

MeToabl U UHCTPYMEHTbI NPpOBeAEHMA ayaMTOB KavyecTBa (CaMOMHCI'IeKLI,VIVI)
d)apmau,eBquecr(oro npon3soacTBa, KOHTPAKTHbIX I'IpOM3BO,£I,MTe}'Iel71,
NOCTaBLWMNKOB NCXOAHOTO CbiPbA N YNAKOBOYHbLIX MAaTEPMANIOB

OcobeHHoCTH npoueccos onpeaeneHuA BepOHTHOCTEVI M NpUYnNH
BO3HWMKHOBEHWA OTK/IOHEHWNIA, BOSMOMXHOCTU UX YCTpaHeHUA

dapmauesTHyecKas MUKpobuoiorus

dJapmau,eBTquCKaﬂ TEXHO/I0TUSI B OTHOLLEHUW FOTOBOWM npoaykumun




MeToapb! papmakoneitHoro aHamMsa B OTHOLEHMM FOTOBOW NPOAYKLMM

OueHKa PMCKOB NPW KOHTaMUHALWK U NepenyTbiBaHUM NPOAYKL MU

OdenonpounssoAacTso, BUAbI U GOPMbI AOKYMEHTaL MM

MpUHUMNbI BanMaauumM TEXHOOTMYECKMX MPOLLECCOB M aHa/IMTUYECKUX
MeToAMK, KBanuduKaumMm nomeweHMn n obopyaoBaHUA, UHMKEHEpPHbIX
cucTem

ST1anbl NPOEKTNPOBaHUA, KBaJ'IVI(bVII-(aLI,VIM M 3KCnayatauuun 3,Cl,aHVIl71,
FIOMeLLI,EHMﬁ N UHXKEHEPHbIX CUCTEM cbapmau,eBTquCKoro npon3soacTea u
TPEGOBaHMﬂ K HUM

OpraHusauusa  TEeXHONOTMYECKOoW " NHXKeHepHOoW noAroToBKU
NpPOM3BOACTBA, BCMOMOraTe/IbHbIX MHMKEHEPHbIX CUCTEM

MpuHUKMNBI pa3pa60TKM M NOCTAaHOBKM HaA MNpomM3BoACTBO HOBbDbIX
NEeKapCTBEHHbLIX CpeAacTB

MpuHumMnbl obecrneveHms KayecTBa UCMbITAHUI NEeKapCTBEHHbIX CPeAcCTs,
MCXOAHOTO CbipbA WM YMaKOBOYHbIX Marepuanos, MPOMENKYTOUHOWM
NPOAYKLUMM 1 06 bEKTOB NPOM3BOACTBEHHOM cpeapl

dnemeHTbl nAaHNpPoBaHUA KITUMHNYECKUX VICCJ'IG,CI,OB&HVIVI, VICC!'Ie,CI,OBaHMﬁ no
N3y4eHUto CcTabunbHoCTU NNEKapPCTBEHHbIX CpeAacTB

MopAgoK rocysapcTBEHHOW perucTpaumy NeKapcTBEHHbIX NpenapaTos,
Bbl4auM paspelleHnii Ha NpoBeAeHUEe KAMHWUYECKMX WCCiefoBaHui
NeKapCTBEHHbIX NPenapaToB U TPebOoBaHMA K PErncTpaumoHHOMY A0Cbe Ha
NeKapcTBeHHbIM npenapat

Mopagok BBo3a B Poccuickyto Pepepaumio M BbiBo3a U3 Poccumnckom
dPepepaunn NeKapcTBEHHbIX NpPenapaToB AAA NPOBEAEHUA KIMHUYECKMX
nccnenoBaHuin

TpeboBaHMA CaAHUTApPHOrO  pPEXWMMa, OXpaHbl TPyda, MOXKaApPHOM
6e30MacHOCTK, 3KONOTMM OKpy)Kalowen cpeabl, NOpALOK AEWUCTBUIA Npu
ypesBblYalHbIX CUTYaLUAX

Apyrve
XapPaKTePUCTUKHN

IV. CBeaeHus 06 opraHM3aumax - paspaboTymKax
npodeccrmoHanbHOro cTaHaapTa

4.1. OTBeTCTBEHHAsA OpraHn3aLma-pas3paboTunK

Obuwepoccunitickan obliectBeHHaa opraHn3auma "POCCMINCKNIA COO3 MPOMbILLIEHHUKOB U

npegnpuHumartenen”, ropoa Mocksa

Ynpasnatowmin aAnpeKkTop
YnpaBneHua pa3BuUTUSA KBannduKauni CmunpHosa KOnua BanepbesHa

4.2. HaumeHoBaHUA opraHusaumnin-paspaboTymkos




1 Accoumaumsa mexayHapoaHbix papmaueBTMYecKux npoussoauTtenei, ropog Mocksa

2 Accoumauma npoussoanuteneit GapmaueBTUUYEcKo NpoayKUuMn U n3genuii mMeanumMHCKOro
Ha3Ha4vyeHua, ropoa Mocksa

3 Accoumanma poccuiickmux papmaLeBTUHECKUX Npon3BoauTeneid, ropos Mocksa

4 Coto3 "HaumoHanbHaa ®apmauestmyeckan MNanata", ropoa Mocksa

5 Coto3 MNpodeccnoHanbHbix PapmaueBTnyeckmx OpraHnsaumii, ropog Mockea

6 ®re0Y BO "MepBbli MOCKOBCKWIA FOCYAapPCTBEHHbI MeANLMHCKUIN YHUBEPCUTET MMEHU

N.M. CeyeHoBa" MunH3gpaBa Poccum, ropos Mocksa

<1> O6LepoCcCUMCKUN KnaccudmrKaTop 3aHATUN.
<2> 06LWepoCcCMNCKMn KnaccudmKaTop BUAOB SKOHOMUYECKOM AeATE/IbHOCTY.

<3> Mpwukas MuHzgpascoupassutna Poccumn ot 12 anpena 2011 r. N 302H "O6 yTBEpKAEHUM
nepeyHen BpesHbIX U (MAK) ONACHbIX MPOM3BOACTBEHHbIX GPaKTOPOB M PAaboT, NPU BbINOAHEHUN KOTOPbIX
nposogATcA  0b6fA3aTeNibHble  NpeaBapuTesibHble U Nepuoauyeckme  MeauUMHCKME  OCMOTPbI
(obcnepoBanua), n Mopagka npoBefeHMA 06A3aTeNbHbIX NPEABAPUTENBHLIX W NEPUOLMUYECKMX
MeAULMHCKMX OCMOTPOB (0b6cnenoBaHMi) paboTHUKOB, 3aHATLIX Ha TAXenblXx paboTax M Ha paboTax c
BpeAHbIMU 1 (MNK) onacHbIMMK ycioBUAMM Tpyaa" (3apermcTpmpoBaH MuHioctom Poccum 21 okTsibpa 2011
r., PermcTpaumoHHbiin N 22111), c USMeHeHUAMM, BHECEHHbIMU NpUKaszamn Munsgpasa Poccum ot 15 masn
2013 r. N 296H (3apeructpupoBaH MuHioctom Poccum 3 miona 2013 r., peructpaumoHHbin N 28970) mn ot
5 nekabps 2014 r. N 801H (3apernctpmuposaH MuHtoctom Poccum 3 depans 2015 r., perncTpauoHHbIM
N 35848).

<4> EpuHbIA KBanUPUKALMOHHbBIN CMPaBOYHUK AOMKHOCTEN pyKOBOAWUTENEN, CNEeunasmctos U
CNYKALLMX.

<5> Obwepoccninckunin knaccudukaTop npodeccnin paboumx, LOMKHOCTEN CAYKALMX U TAPUPHDbIX
paspaaos.

<6> 06LLEepOoCCUMCKMI KnaccudmrKaTop cneunanbHocTen no obpasoBaHutio.

<7> ®epepanbHbiii 3akoH oT 31 aHBapAa 2016 r. N 5-03 "O patndukaumm CornawieHns o eaAnHbIX
NPUHUMNAX U NpaBuaax obpalLeHnsa NeKapCTBEHHbIX CPeACTB B paMKax EBpPasnitckoro sKoHOMMUYeCcKoro
coto3a" (CobpaHue 3akoHogaTenbcTBa Poccuiickoit depgepaumm, 2016, N 5, c1. 557).

<8> PeweHune Coseta EBpasmiickoii sKoHoMMYecKoi Komuccum ot 3 Hoabpsa 2016 r. N 77 "06
yTBEepKAeHUM [paBua Hag/exalen npov3BOACTBEHHOM MPAKTUKM EBPAsMIACKOrO 3KOHOMMYECKOro
coto3a" (onybnuMkoBaHo Ha oduumanbHom  caliTe  EBPasMIMCKOrO  3KOHOMMYECKOro  COoHo3a
http://www.eaeunion.org 21 Hoabpa 2016 r.).




