3apeructpuposaHo B MuHiocte Poccum 27 nona 2017 r. N 47554

MMWHUCTEPCTBO TPYAA U COLMANbHOM 3ALLIUTbBI POCCUMCKON ®EQEPALIUU

NPUKA3
ot 22 maa 2017 r. N 432H

OB YTBEPXXAEHWU NPO®ECCUOHANBHOIO CTAHAAPTA
"CMELUANUCT NO NPOMbILL/IEHHOW ®APMALIUU B OBJIACTU UCCNELQOBAHUN
NEKAPCTBEHHbIX CPEACTB"

B cootBetctBUM C nyHKTOM 16 [lpaBun pa3paboTkn U yTBep:KAeHUA npodeccnoHanbHbIX
CTaHOAPTOB, YTBEPXKAEHHbIX MOocTaHoBAeHUem [paBuTenbcTBa Poccuniickon Pepepaunm 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 061acTu UccNen0BaHUI NeKapCTBEHHbIX cpeacTs".

MwuHuctp
M.A.TONWUNNH



YTBepKaeH

npuMkasom MuHUcTepcTea Tpyaa
N COUMaNbHOM 3aLLUTBI
Poccuiickoin Peaepaumn

o1 22 maa 2017 r. N 432H

NPO®ECCUOHA/IbHBIA CTAHOAPT
CNEULMANNUCT

NO NPOMbILL/IEHHOW ®APMALIUM B OBNACTU UCCNEAOBAHUI
NEKAPCTBEHHbIX CPEACTB

1027

PerncrpaumoHHbIi
Homep

l. O6bwme cBepeHunsn

OpFaHM3aLI,MOHHOE N PerynaTopHoe conposoxgeHmne npuKkaagHbix MCCHEAOBaHMVI B
obnactu pa3pa60TKM HOBbIX 1EKAPCTBEHHbIX CPEeACTB N yCOBEPLUEHCTBOBAHUA
NPOMbIWNEHHO NPON3BOAMMBIX NEKAPCTBEHHbIX CPeACTB (CMHTETM‘-IQCKMX,
6M0/'|OI'M‘-I€CKMX, MMMyHO6VIOJ'IOI'M‘-IeCKMX, 6VIOTeXHO!'IOFMLIeCKMX,
reHoTepaneBTUYECKUX, pap,mod)apmaueBTquCKmx, romeonaTtn4yeckmnx, npnpoaHoro
npoucxoxgeHna n meagnunNHCKnX Fa3OB)

02.010

(HaMmeHoBaHMe BUaa NpodeccMoHanbHOM AeATeNbHOCTH) Kopg,

OcHoBHas uenb Buaa npodeccUoHabHOM AeATe/IbHOCTH:

ObecneuyeHune 3¢¢EKTMBHOCTVI, PE3yNbTaTUBHOCTUN N COOTBETCTBUA YCTAHOB/IEHHbIM Tp86OBaHMf-|M
co34aHnA n pa3pa60TKM NEKaPCTBEHHbIX CpeacTs

lpynna 3aHATUIA:

1223 Pykosoautenu 2113 XrMUKH
nozapasgeneHunin Nno Hay4yHbIm
nccnefoBaHMAM U
pa3paboTkam
2131 Buonoru, 60TaHnKKM, 300s10rm | 2141 UHxeHepbl B
M CNeumanmcTbl POACTBEHHbIX NPOMbILLIEHHOCTW U Ha
3aHATUM npoussBoacTee
2145 NHKeHepbI-XMMUKKN 2149 Cneuuanuctbl B ob6nactu
TEeXHUKMU, He BXoaALlme B
apyrve rpynnbl
2262 Mposusopel - -

(Rog OK3 <1>) (HaumeHoBaHue) (kog OK3) (HaumeHoBaHwMe)



OTHeceHuMe K Bugam 3KOHOMMUECKOM AeATeNIbHOCTU:

21.1 MpounsBoacTBo dapmMaLeBTUYECKUX CyBCTaHLUI
21.2 Mpoun3BoACTBO IEKAPCTBEHHbIX NPENapaToB U MaTEPUANOB, MPUMEHAEMbIX B
MEeANUMHCKUX LLensax
52.10 LeAaTenbHOCTb NO CKNAANPOBAHMIO U XPAHEHWUIO
72.1 HayuHble nuccnenosaHua 1 pa3paboTkn B 061aCT ecTecTBEHHbIX U
TEXHUYECKUX HayK
(kog OKB3A <2>) (HaMmeHOBaHMe BUAa SKOHOMUYECKOM AeATe/IbHOCTH)

Il. OnucaHue TpyA0BbIX PYHKLMIA, BXOAALLUX
B NpodeccMoHaNbHbIA CTaHAAPT (PyHKUMOHaNbHAA KapTa BUAa
npodeccnoHanbHoO AeaTeNbHOCTH)

cpeAacts

AOK/IMHNYECKMMUN nccnenoBaHnamm

NNEKAPCTBEHHbIX CpeacTs n

KTMHNYECKUMU UccnegoBaHNAMM

NNEKAPCTBEHHbIX NMPenapaTos

0606ueHHble TpyaoBble pyHKUMU Tpyaosble GpyHKLMMU
Koa HanMeHOBaHwue YPOBEHb HavMmeHoBaHue Kona YPOBEHb
KBannbu (noaypos
Kaumu €Hb)
KBanmuoduk
aumm
A MpoBeaeHue paboT no 6 MpoBeaeHue paboT no A/01.6 6
nccnefoBaHUAM dapmaLeBTUYECKOW paspaboTke
JIeKapCTBEHHDIX
CpeacTs MpoBeaeHMe U MOHUTOPUHT A/02.6 6
OOK/IMHNYECKMX Nccae0BaHNM
JIeKapCTBEHHbIX CPeACTB
MNpoBegeHne N MOHUTOPUHT A/03.6 6
KAMHUYECKUX NCCefoBaHNN
JIeKapCTBEHHbIX NPenapaTos
B MpoBeaeHue paboT no 6 MposegeHue paboT no B/01.6 6
rocy4apcTBeHHOM rocyapCTBEHHOMN perncrpaumm
perncTpauum u JIeKapCTBEHHbIX NPenapaTos U
NOCTPErncTpaLMoHHOM BHECEHUIO U3MEHEHWUI B
Y MOHUTOPUHIY perncrTpaunoHHoe gocbe
JIeKapCTBEHHDIX
npenapatos MpoBeaeHne MOHUTOPUHTa B/02.6 6
6€30MacHOCTM SIeKapPCTBEHHbIX
npenapaTos
C PykosoacTBo pabotamu 7 PykoBoacTBO paboTamu no C/01.7 7
no nccnegoBaHMAM dapmaueBTHUecKoin paspaboTke
JIeKapCTBEHHDIX
PykoBoAacTBO 1 ynpasaeHue C/02.7 7




D PykoBoacTBO paboTamu 7 PykoBoacTBO paboTamu no D/01.7 7

Mo rocyAapCTBeHHOM rocyAapcTBeHHOW perncTpauum

permcTpaLmm n NeKapCTBEHHbIX NPenapaTos v
NoCTPerncTpaLoHHOM BHECEHMIO U3MEHEHUIA B

Y MOHUTOPUHTY perncTpaLmoHHoe Jocbe

NeKapCTBEHHbIX

npenapaTos PykosogacTso pabotamu no D/02.7 7

MOHUTOPUHTY Be3onacHoCTH
JNIeKapCTBEHHbIX NpenapaTos

OpraHu3auusa paboTbl nepcoHana D/03.7 7
CNeunanm3npoBaHHOro
(cTpyKTYpHOro) NnoapasaeneHus

lll. XapakTepucrtuka 0606LeHHbIX TPyA0BbIX GYHKL MU

3.1. O606weHHan TpyaoBaa GyHKUMA

HanMeHoBaHWe MposeaeHue paboT No UccnegoBaHNAM Ko A YpoBeHb 6
NeKapCTBEHHbIX CPEACTB KBannduKaumm
MpoucxoxaeHue
0606weHHOM Tpyaoson | OpurnHan X 3aMMcTBoBaHo
ByHKLAM N3 OpuUrnHana
Kog, PerncrpaumoHHbIN
opuUrnHana HoMep
npodeccnoHanbHOro
CTaHaapTa
Bo3MOXKHble Xumuk
HanMeHoBaHuA TexHonor
OONKHOCTEN, CTapwuii (Begywmin) XuMmK
npodeccui Crapwwit (Beaywmin) TexHonor
Buonor
BuotexHonor
Crapwwit (Beaywmn) 6uonor
Crapwwit (Beaywmin) buoTtexHosor
MNH}KeHep-mcnbiTaTe b
TpeboBaHMA K Bbiclee ob6pasoBaHue - 6akanaspmat
06pasoBaHUto U Bbicluee ob6pa3oBaHue - cneunanmTeT, maructTpatypa
obyyeHuto
TpeboBaHMsA K onbITy -
npaKTU4YecKkoin paboTsbl
Ocobble ycnosus MpoxoxaeHWe 06s3aTeNbHbIX NPeABapUTENbHBIX (MPY NOCTYNAEHUUN Ha
Jonycka K pabote paboTy) M Nnepuoanyeckmx MmeauLLMHCKMX OCMOTPOB (0bcnenoBaHuiA), a
TaKXKe BHeouyepeaHbIX MEANLMHCKMX OCMOTPOB (06cnesoBaHuit) B
nopaakKe, yCTaHOBAEHHOM 3aKOHoAaTeNbCTBOM Poccuiickoin depepaumm




<3>

Jpyrve xapaktepuctnku

[na npodeccmoHanbHOro pocta TpebyeTcs BbINoJIHEHNE KPUTEPUEB,
COOTBETCTBYHOLLMX CMELMabHOCTAM

OcHOBHbIe cnocobbl NOBbIWEHNA KBaMDUKALUK:

- MPOrpammbl MNOBbILEHWNS KBaNNPUKALMM HE perke O4HOro pasa B NATb
ner;

- NIporpammbl NpPodeccMOHaNbHOM NePenoaroToOBKY;

- CTaKMPOBKY;

- TPEHUHIU B CUMYASALMOHHbIX LeHTPaXx;

- UCNO/Ib30BaHME COBPEMEHHbIX AMUCTAHUMOHHbIX 06pa3oBaTeNbHbIX
TexHosorni (obpasosartesibHbIM NopTan U BebMHapbl);

- y4acTue B KOHrpeccax, KoHpepeHLMAX, MacTep-Knaccax

JononHutenbHble XapaKTepUCTUKU

HanmeHoBaHue Kog, HanmeHoBaHMe 633080 rpynnbl, AOAXKHOCTU (Npodeccun)
OOKyMeHTa WK cneumnanbHOCTH

OK3 2113 XVMUKH

2131 Buonorun, 60TaHMKK, 300/10TU N CNELNAUCTDI
POACTBEHHbIX 3aHATUM
2141 UHKeHepbl B NPOMBILW/IEHHOCTM U HA NPOM3BOACTBE
2145 UHKeHepbl-XMMUKU
2149 Cneumanunctbl B 061aCT TEXHUKU, He BXOAALWME B Apyrue
rpynnoi

2262 Mposusopel

EKC <4> - Mposusop
- MHKeHep-TexHoNOr (TexHoNOT)
- buonor

OKNATP <5> 20307 bakTepwuonor
20321 Buonor
20324 brnodusmk
20327 Broxmmuk
22516 NHxKeHep-muKpobuonor
22839 UHKeHep-pagmoxmmmnK
22854 NHxeHep-TexHonor
22860 UH)KeHep-XxnmMmnK

23016 MHcneKTop-npoBM30op




23696 NabopaHT-uccnegosartens (B 061acTv Xummnm)

23699 NabopaHT-uccnenosatens (B ob6iactu 6uonorumn)

23703 NabopaHT-uccnegosatens (B 061acTv 6akTepruonorum u
dapmakKosiormm)

24219 MwuKpobuonor

24376 HayuHbIi coTpyaHUK (B 061acTy xummnn)

24394 HayuHblit coTpyaHUK (B 06n1actu 6uonorum)

24395 HayuHbIi coTpyaHuK (B 061acTy bakTepuonormum u
dapmakKosiormm)

25850 Mposunsop

25852 MpoBn3op-nHTEpPH

25854 MpoBn3op-aHANUTUK

25856 Mposun3op-TexHonor

27154 Tokcukonor

27306 dapmakonor

27339 ®usnonor

27392 Xumumk

42865 NHxKeHep xMmUKo-baKTepumoiornyeckon nabopatopumm

OKCO <6> 010801 Pagmodm3nKa 1 anekTpoHmKa

010802 dyHaameHTanbHan pagmodusmka n dpusnyeckasn
3/1eKTPOHUKA

020101 Xumusa

020201 Buonorua

020208 Bruoxumua

020209 Mukpobuonorus

020900 Xumus, pusmnka n mexaHnka matepuanos

060104 Mepguko-npodunnakTnyeckoe aesno

060108 dapmauesn

060112 MeauumnHckaa buoxmmms

111201 BeTepunHapua

140300 AaepHble GU3MKa U TEXHONOTUN




140307 PaanaumoHHan 6e30nacHOCTb Ye/I0BEKA U OKPYKatoLWEen

cpeapbl

140308 PaamnaumoHHan 6e3onacHoOCTb

140401 TexHuKa 1 pU3nKa HU3KUX TemNepaTyp

140504 XonoaunbHasa, KpMOreHHasa TEXHUKA U
KOHAMLWOHUPOBaHUE

210301 Pagnodusmka n snekTpoHmKa

240301 Xummnyeckasa TeEXHONOMMA HEOPraHUYECKUX BeLLLeCTB

240307 TexHoNornsa cpeacTs XMMMYECKOMN 3aLLnTbI

240401 Xummnyeckana TeEXHOIOMMA OpraHUYecKmxX BeLwecTs

240402 XMMMYEeCKas TEXHOIOMMA CUHTETUYECKUX BUOIOrMYECKNX

AdKTUBHbIX BELWECTB

240501 Xummnyeckana TEXHONOTMUA BbICOKOMOIEKYAPHbIX
coeanHeHNM
240505 TexHONOrnA BbICOKOMONEKYNAPHbBIX U

BbICOKO3(®PEKTUBHbIX COEANHEHUN N YCTPOMUCTB

240603 Xummnyeckaa TEXHOIOTUA peaKNX INeMEHTOB U
MaTepmanos Ha UX OCHOBE

240801 MawmnHbl M annapaTbl XUMUYECKUX NPOU3BOACTB

240802 OCHOBHbIE NPOLLECChI XMMUYECKUX MPON3BOACTB U
XUMUMNYyeCKan KVI6epHeTVIKa

240901 BbunotexHonorus

240903 Broxmmunyeckoe npom3BoACTBO

3.1.1. TpypoBasa GpyHKUUA

MpoBeaeHue paboT no YposeHb
HanmeHoBaHMe | dapmaLieBTMUYECKOWN pa3paboTke Kog | A/01.6 (noaypoBeHb) 6
KBanndMKaumnm

MpoucxoxaeHue 3anmcTBOBaHO
o OpwurunHan X
TPYyAoBOW GYyHKLMM U3 opuruHana

Kog, PerncrpaumnoHHbIn
opurnHana HOMep
npodeccMoHanbHOro
CTaHAapTa

TpyaoBble aencTaus Pa3paboTka npoueayp no NposeseHnto papmMaLeBTUYECKON pa3paboTKu




PaspaboTKka NiaHOB M MpoOrpaMm NpPOBeAEHWs OTAE/bHbIX 3/1eMEHTOB
dbapmaLeBTUYECKOM Pa3paboTKm

MpoBeseHMe UCCNeAOBAHWUI, UCMbITAHUA U 3KCNEPUMEHTAIbHbIX PaboT
no ¢apmaLeBTUYECKON pa3paboTKe B COOTBETCTBUWN C YTBEPKAEHHbIMU
njaHamm

MpoBeaeHue HabAlOAEHUN U U3MEPEHUI, COCTaBNEHMUE UX OMUCAHWUIN U
bopmMynnpoBKa BbIBOAOB

Cratuctnyeckan ob6paboTKa MOYYEHHbIX Pe3y/nbTaTOB UCCAeA0BaHUM,
MCMbITaHUI N SKCMEPUMEHTOB Mo PpapmaLleBTUYECKON pa3paboTke

Pa3pa60TKa NPOEKTOB HOpMaTMBHOP’I AOKYMEHTaUUN HA NNEKAPCTBEHHbIE
cpeactea

PaspaboTka MPOEKTOB  TEXHONOTMYECKOW  AOKYMEeHTauuu Ha
JIeKapCTBEHHbIE CpeacTBa, BKAOYAA HEOBXOAMMYIO AOKYMEHTaUMIO ANs
pPervcTpaunoHHoro Aocbe

BeaeHne AoKymeHTauum no ¢papmMaLeBTUYECKON pa3paboTke

Heobxogmmble ymeHUs

PaspabaTbiBaTb M aHa/NM3MPOBaTb TEXHONOTMYECKYID U  OTYETHYIO
JOKYMeHTauMmM no dapmaleBTMyeckoit paspaboTtke (B npeaenax
OOJ/IKHOCTHbIX 06513aHHOCTE)

Mcnonb3oBaTh CpeacTsa M3MEPEHUA, TEXHONOTMYECKOE U UCbITaTeslbHoe
obopyaoBsaHue, npumeHsaemble npu dapmauesTUYeckoin paspaboTke (B
OTHOLLEHMM pa3pabaTbiBaeMbIX I€KAPCTBEHHbIX CPeACTB)

BbINONHATL  WMCMbITAHWA NEKAPCTBEHHbIX CPeAcT8 (KaHAMAaToB B
NeKapcTBeHHble cpeacTsa)

Onpenenatb TPYAOEMKOCTb TEXHO/IOTMYECKOTO NPOoLLEecca, MaTepuasibHbIi
6anaHc " TEXHOIOMNYECKYIO cebecToMmocTb Nnpoun3BoACTBa
JIeKapCTBEHHbIX CPeacTB

Pa3pa6aTbIBaTb NNaHbI ynpasaeHunAa PUCKamu Ka4yecCTBa
pa3pa 6aTbiBaeMbIX /ieKa PCTBEHHbIX CPeEACTB

PaspabaTbiBaTb AOKYMEHTbI A8 XMMWUYECKMX, dapmMaLeBTUYECKUX |
6MONOTMYECKUX Pa3LeNioB PErncTPauMoHHOIO A0Cbe U HOPMaTUBHYHO
OOKYMEHTAUMIO Ha JIeKapCTBEHHble CPeacTBa, MPOM3BOAUTL  UX
aKcnepTusy

OcylwecTBnaTb NOUCK W aHANM3 PEryiAaTOPHON, HayyHOW WM HaAyyHO-
TEXHUYECKOM MHOOPMaUUKN 1A pelleHns NPodecCUOHaNbHbIX 3a4a4 Mno
dapmaueBTMUECKOM pa3paboTke

Heobxoanmble 3HaHUSA

Stanbl papmaLeBTUYECKON pa3paboTKu

TpeboBaHMA K 0bbemy dapmaLeBTUYECKon pa3paboTKM No OTAENbHbIM
rpynnam AeKapCTBEHHbIX CPEeACTB U NEeKaPCTBEHHbIX Gopm

dusnKo-xmmnyeckume, 6uonormyeckune u MI/IKpO6VIO}'IOI'M‘-IECKM€ CBOWCTBA
N3y4aemoro 1eKapCTBeHHOro cpeancrtsa




CoBpeMEHHbIi  acCCOPTUMEHT  BCMOMOraTe/IbHbIX  BeWwecTB W WX
bYHKLUMOHaNbHbIEe CBOMCTBA

Bunapl n XapPaKTePUCTUKUN YNMAKOBOYHbIX N YKYNMOPOYHbIX CUCTEM

MeToabl npeagynpexageHna KOHTaM1Hauum n nepenyTbiBaHNA NPOoAYKLUN

MeToapbl CTaTUCTUYECKOrO  YNpaBaeHuA KayecTBOM, MeToapl
MaTEeMaTUYECKOM CTAaTUCTUKKU, NMPUMEHAEMbIe NMPU OLUEHKE MOJIyYeHHbIX
pe3y/bTaToB UCMbITaHUA N SKCNEePUMEHTAIbHOM PaboTbl

MeToabl 1 UHCTPYMEHTbI YNpaB/1eHNA PUCKAMU Ka4YeCTBA 1IEKAPCTBEHHbIX
cpeacte

TexHonorum nosy4yeHusn dbapmaueBTUYECKMX cybcTaHumi,
BCMOMOraTe/IbHbIX BELLECTB M JIEKAPCTBEHHbIX GOpM, onepauuin no
YNaKOBKE UM MApPKMPOBKE B  OTHOWEHMM  paspabaTbiBaembix
JNIeKapCTBEHHDIX CPEACTB

MPUHUMNbI  Pa3paboTKM WM NOCTAHOBKM Ha MPOU3BOACTBO  HOBBIX
NeKapcTBeHHbIX cpeactB  (papmakonornyeckne, dapmaleBTUYECKME
acneKTbl U TEXHOOTMYECKNE acMeKTbl) U KOHTPO/IA BHECEHWUA U3MEHEHUI
B MPOU3BOAMMbIE IEKAPCTBEHHbIE CPEACTBa

dapmakosiorns u buodpapmaums, KIMHUYecKkas papmakonorma

¢apmaKonel71Hb|e mMeTodbl aHa/n3a, ucnoablyemble ONA NCNbITaHWUN
NNEKapPCTBEHHbIX CpeacTs

dapmaueBTMHECKAA TOKCMKOOTMA

MeToapl NAaHUPOBaHMA nccnefoBaHUi, UCMbITaHUI "
3KCNEPUMEHTaANbHbIX PaboT, NPUMEHSAEMbIX Npu papmaLeBTUYECKO
paspaboTKke (B OTHOLWIEHNN pa3pabaTbiBaeMbIX SIeKapCTBEHHbIX CPeAcTs)

TpeboBaHMA CaHUTApPHOTO PEeXMMa, OXpaHbl TPyda, MNOMKapHOM
6e30MacHOCTM, 3KONIOTUWN OKpYXKatolen cpeapl, NOPALOK AeNCTBUI Npu
ype3sBblYaHbIX CUTYyaLUAX

Jpyrne xapakrepuctnkm

3.1.2. TpypoBasa GpyHKUUA

MpoBeaeHMe U MOHUTOPUHT YpoBeHb
HanmeHoBaHWe | AOKAMHUYECKUX UCCNeA0BAHUMN Kog | A/02.6 (noaypoBeHb) 6

JIeKapCTBEHHbIX CPeacTB KBannudumKaumm
MpouncxoxaeHne 3aumcTBOBaHO

TPYAOBOM GYHKUUM

OpurnHan X
n3 opuruHana

Kog, PerncrpaumoHHbIn
opurnHana HOMep
npodeccMoHanbHOro

CTaHAapPTa




TpyaoBble AencTeus

Pa3pa60TKa (M) nnn cornacosaHme nNa1aHoOB U NMPOTOKOJ/10B AOKTMHUYECKUX
MCCﬂe,D,OBaHMﬁ NEKapPCTBEHHbIX CPeAacTB

MouncK 1 BbIBOP opraHn3auunii, NpeaoCTaBAAOWMNX YCYTU MO NPOBEAEHUIO
OOKINHUYECKMX UCCIeA0BaHNIM NeKAPCTBEHHbIX CPeacTs

MpoBeaeHve ayauToB OpraHM3auuii, NPoOBOAALWMX AOKAMHUYECKUe
nccnenoBaHus NeKapCTBEHHbIX cpefacTs, Ha cooTBeTCcTBUE
YCTaHOBNEHHbIM TpeboBaHNAM

MpeactaBneHne  pe3ynbTatoB 06  MHCMEKLUMOHHbIX  MpoBepKax
PYKOBOACTBY WCMbITaTeNbHOMO LIEHTPA, PYKOBOAUTENO UCCAeAO0BaHuA,
OTBETCTBEHHbIM UCCNe0BaTENAM

MpoBepKka NJaHOB AOKAMHWYECKMX WCCNefOoBaHWA Ha cobntogeHue
NPUHLMNOB HaaNexKallel 1abopaTopHOM NPAKTUKK

OLI,eHKa NPOMEXKYTOYHbLIX N OKOHYaTe/IbHbIX pe3y/1ibTaToOB AOKTNHUYECKUNX
nccneaoBaHum

MNpeacrasnexHune I'IpE[l,/'IO)KEHMVI O [AO0CPOYHOM nMpeEKpaweHnun unnun
NPUOCTaHOBKE AOKTNHUYECKUX MCCﬂe,ﬂ,OBaHMﬁ NeKapCTBEHHbIX CpeacTs

Pa3spaboTKa npoueayp MOHUTOPMHIA NAapaMeTPOB OKPYKatoLLel cpeabl B
MeCTax MpOBEeAEHUs  UCCNefoBaHUA WU XpPaHEeHMA  MaTepuanos
nccnenoBaHui

OueHKa fJaHHbIX O CBOMCTBax wucnbiTyembix 06bektoB u/uam 06 ux
6e30MacHOCTM 414 340P0BbA Nt0AeN U/UAN OKPY3KatoLWwel cpeapl

chomeeHme AOKYMEHTaUNn B AOKI’IMHMHECKOVI 4acCTu perncTpaumMoHHoOro
AO0Cbe Ha /'IeKapCTBeHHbIﬁ npenapart

Heobxoanmble ymeHus

AHanM3MpPoBaTb AOKYMEHTbI AOKJAMHUYECKOWN 4acTU PEermcTpaumoHHOro
[0Cbe, NAaHbl, NPOTOKO/Ibl U OTYETbI O AOKJAMHUYECKUX UCCAeAO0BaHUAX
NIeKapCTBEHHbIX CPEACTB

O60cHOBbIBaTb Bbl6paHHbIe meTodbl  AOKINMHUYECKUX MCNbITaHWN,
ncnonblyemoe o6opyp,OBaHV|e, pacxogHble maTepwnanbl, peareHTbl, TeCT-
CNCTembl

OueHuBaTb NOCTyMaloWme OT CMOHCOPA M UCMbITaTeNIbHOrO LEHTPa
06BbEeKTbI MccnenoBaHui

O60CcHOBbIBaTb OTKJAOHEHUSA OT NAaHa nccnenosaHuA

npOM3BOLI,I/ITb OLUEHKY TOKCUYHOCTU NEKAPCTBEHHbBIX CpeacTB

Mcnonb3oBaTb CTaTUCTMHECKME MeToAbl O6pa6OTKM AaHHbIX

PaccuutbiBaTb 003bl  ANA nepBoro KJAMHUYECKOIo uccnenoBaHuA
NEKapCTBEHHbIX CpencTs

OcyLLecTBAATb NOWUCK M aHANU3 PeryiaTOPHON U HaydyHoW MHbOPMaLMK
ONA peleHna npodeccuoHanbHbIX 3aga4 B 061acTU AOKAMHUYECKUX




MCCﬂe,D,OBaHMﬁ NEeKapCTBEHHbIX CPeacTB U UxX 6e3sonacHocTH

Heobxoanmble 3HaHUA

TpeboBaHua CornaweHnsa o eAnHbIX NPUHLMNAX U NpaBuaax obpalleHus
JIeKapPCTBEHHbIX CPEACTB B pamKax EBpa3niicKoro skoHOMMYECKOro coto3a
<7>, TpeboBaHMA K NOPAAKY NPoBeAeHNA AOKINHUYECKUX UCCNeL0BaHMIA
JIeKapCTBEHHbIX CpeacTs (Haanexkalasn nabopaTopHas NpakTMKa)

MpUHLMNbI HagnerKaleh nabopaTopHOM NPAKTUKU B 4acTU, MMeEIoLLENn
OTHOLUEHME K BbINOJIHAEMOMY UCCNEAOBAHMNIO

TpeboBaHMAa K o06bemy UM BMAAM AOKJAMHUYECKUX UCCeA0BaHUM
NIeKapCTBEHHbIX CPeacTB

MpUHUMNbI BanMaauumn 61onormyecknx moaenei

MOI’IeKyﬂﬂprle, 6VIOXVIMVI‘-IGCKME, K/NeTo4YHble, OpraHHble U CUCTEMHbIE
MeXaHUn3Mmbl LI,GVICTBVIH NeKapCTBeHHbIX CpeacTB

MeToabl NPOrHO3MPOBAaHNA TOKCUUYHOCTU JIEKAaPCTBEHHbIX CPeacTB

MeToabl OUEHKN 6e30MacHOCTU XMMUYECKUX BELLECTB, MPUMEHAEMbIX B
AOK/IMHUYECKMX NCCe0BaHMAX IeKapCTBEHHbIX CPeacTs

MeToabl MaTEMATUYECKOM CTATUCTUKM, npmnmeHAaemblie AnA 06pa6OTKVI
pPe3ynbTaToB AOKTNHUYECKUX MCC}'Ie,CI,OBaHVIIZ NEKapPCTBEHHbIX CpeacTs

dapmakosorns u buodpapmaums, KMHMYeckan papmakonorua

MpaBuia rocy4apCcTBEHHONO pPeryanpoBaHnua 0bpaLLeHMA NEeKaPCTBEHHbIX
CPeACTB, PErynaTopHble npoueaypbl U NpeueaeHTbl B OTHOLWEHMM
NeKapcTBEHHbIX cpeacTs (Bonpockl 6esonacHocTH)

MeToApbl NAaHNPOBAHNA AOKANHNYECKMX UCCNEA0BAHNIN IeKaPCTBEHHbIX
cpeacTs

MpuHUMNbI obecneyeHnss KayectBa U nopAgoK oOpraHusaunMmn wu
d)yHKLI,MOHMpOBaHMFI CncTembl MeHeaXMeHTa Ka4yecCTBa Ha
d)a pmaLeBTUHECKOM NponssoacTee

MeToabl ynpasaieHnAa pUCKkamu 6e3sonacHocTH NNeKapCTBEHHbIX CpeacTB

TpeboBaHMA CaAHUTAPHOTO pPeXMma, OXpaHbl TpyAa, MOXKapHOM
6e30MacHOCTM, 3KONOTUN OKpYXKatolen cpeapl, NOPALOK AeNCTBUI Npu
ypesBblYaHbIX CUTYyaLMAX

Jpyrne xapakrepuctnkm

3.1.3. TpypoBasa GpyHKUMUA

MpoBeaeHNEe U MOHUTOPUHT KIMHUYECKUX YpoBeHb
HanmeHoBaHWe |unccnenoBaHWUn TEeKAPCTBEHHbIX Kog | A/03.6 (noaypoBeHb) 6
npenapartos KBanmMdumKaumm

MpouncxoxgeHue

OpuruHan X |3ammcTBoOBaHO ‘ ‘




TPYAoBOM GYHKUUM

13 OpurnHana

Kog PerncrpaunoHHbI

OpUrMHanNa Homep
nNpo¢deccnoHanbHOro
CTaHAapTa

TpyaoBble AencTeus

BbinonHeHue pa60T no nNoArotoBke, MOHUTOPUHTY U CONPOBOXAOEHUIO
KTNMHNYECKUNX MCCJ'IE,D,OBaHMVI NEKapPCTBEHHbIX NPenapaTos

Paspabotka (M) waM cornacoBaHMe [AOKYMEHTaUUM  KANHUYECKUX
nccnefoBaHNM  NEKapCTBEHHbIX — MPenapatos,  BKAOYas  MAaHbl
KAMHUYECKUX WCCNeA0BaHMIA M Mpoueaypbl UX COMPOBOXAEHUA W
KoopAuHaummu

Bbibop opraHusauMii, nNpPeacTaBAAOWMX YCAYTM N0  NPOBEAEHUIO
KAMHWUYECKUX UCCNef0BaHMI NEKAPCTBEHHbIX NPenapaTtos, B TOM 4yucie
MeAMLMHCKUX OpraHM3aLmin

MpoBegeHVe ayauTa KOHTPAKTHbIX UCCAEA0BATENbCKUX U MEAULLMHCKUX
OopraHusaumi, OCYLLECTBAAOLLNX KAWHMYECKne nccnepoBaHuA
NeKapCTBEHHbIX MNpenapaTtoB, Ha COOTBETCTBME  YCTAHOBAEHHbIM
TpeboBaHMAM

OLI,eHKa NPOMEXKYTOUYHbLIX U OKOHYaTe/IbHbIX Pe3ynbTaTOB KANHUYECKUX
ncciefo0BaHNin NeKapcTBEHHbIX NpenapaTos

MNpeacrasnexHme I'IpE[l,/'IO)KEHMVI O [AOCPOYHOM MpeKpaweHunn wunun
NMPUOCTAaHOBKE K/IMHNYECKUX MCCJ'IE[],OBaHMﬁ NeKapCTBEHHbIX NPEnapaTos

OdopmneHne M npoBepka [AOKYMEHTALUUM MO KAUHUYECKON YacTu
pervcTpaunoHHoOro Aocbe

MpoBegeHMe aHanM3a pPUCKOB be3onacHOCTM U 3PPEKTUBHOCTH
JIEKApPCTBEHHbIX npenapaTtos no pesyibTaTtam KAUHUYECKNX
nccnenoBaHui

OpraHusauus pa3paboTKM MaKeToB NnevyaTHbIX MaTepManoB (MHCTPYKUUM
Nno MeANUNHCKOMY NPUMEHEHWIO, MaKETOB MapKUPOBKH)

NpoBegeHne OUEHKM peKAaMHbIX MaTepuanoB Ha COOTBETCTBUE
YCTAHOBJ/IEHHbIM TPE6OBaHVIFIM n pe3ynbrtatam KMTNHNYECKUNX
MCC/'Iep,OBaHMﬁ NNEKapPCTBEHHDbIX NpenapaTos

OpraHusaums nposeaeHusA bapMaKo3KOHOMUYECKMNX "
bapmaKkoaNnaAeMNONOTUYECKUX nccnenoBaHuin JIeKapCcTBEHHbIX
npenapaTtos

Heobxoanmbie ymeHUs

AHannM3MpoBaTb AOKYMEHTbl PErUCTPaLMOHHOrO A0Cbe (KAMHUYECKYHO
YacTb), NAaHbl U OTYETbI O KAMHUYECKMX UCCNEA0BAHNAX SIEKAPCTBEHHbIX
npenapaTos

OdopmnsaTb OTYET A4/A  CrNOHCOPa MO pesynbTaTamM  ayauTa
NCCNeaoBaTeNbCKMX  OpraHM3auMi, OCYLWECTBAAIOWMX  KAMHUYECKMe
nccneaoBaHNA NeKapCTBEHHbIX MpenapaTos




KoHTponunposaTb cobnogeHue npoueaypbl noAnucaHus
MHPOPMMPOBAHHBIX COrNACUM CybbeKTaMM UcCNen0BaHMUSA

KoHTpo/iMpoBaTb BbINOJIHEHWE NPOTOKO/1a KAMHUYECKOTo Uccien0BaHnA

AHaﬂM3MpOBaTb 3ano/IHEHNE NepBUYHbBIX AOOKYMEHTOB K/IMHUYECKOIO
nccnegoBaHuAa

KoHTpoAMpoBaTb YyCNOBUA XpaHeHusa Ans obecrnevyeHuna CTabuabHOCTU
nccneayemblX IeKapcTBEHHbIX MPenapaTtoB Ha MPOTAMEHUW BCero
nepuoAa 1cnoab3oBaHMUA

KOHTpOﬂMpOBaTb XpaHeHue, Mncnonb3oBaHue n YHUYTOXEHUE
ncecnengyemoro NekapCrtBeHHOro npenaparta

Mpon3BoauTb OLEHKY PUCKOB 6e3onacHocTM U 3pPEeKTUBHOCTH
JIeKapCTBEHHbIX NpenapaTos

CocraBnAtb AOKYMEHTALUMUIO, KaCaloWwytoCA KANHUYECKUX VICCJ'IG,D,OB&HVIVI
NNEKAPCTBEHHbIX NMpenapaTos

OcyLLecTBaATb MOUCK M aHANU3 PEryAATOPHON U HAYYHOM MHPOpPMaLMK B
061acTU  KNAMHMYECKUX UCCAefOBaHWM, aHann3s 3pPeKTUBHOCTU MU
6e3onacHocTH NeKapCTBEHHbIX npenapaTos ans pelleHus
npodeccnoHanbHbIxX 3aa4

OueHunBaTb BHECEHME MNAHMPYEMBIX WM3MEHEHWUN B NEKapPCTBEHHbIN
npenapat C UeAblo onpeaeneHna HeobxoguMMOCTM MPOBEAEHUSA
KAMHUYECKUX UCCIeL0BaHNUN

Monb3oBaTbcd WHOOPMALMOHHBIMU  TEXHONOTMAMM, B TOM 4YuUCae
NCNONb3YIOWMMUCA  YNOJIHOMOYEHHbIM  FOCYAaPCTBEHHBIM  OpPraHoOM
NCNONHUTEIbHOM BN1ACTU no KNAUHUYECKUM nuccnenoBaHUAM
JIEKapCTBEHHbIX NPenapaTos

Heobxogumbie 3HaHUSA

MeToApbl NAAaHMPOBAHUA KAMHUYECKMX MCCNEA0BaHWA /IeKapCTBEHHbIX
npenapaTos

TpE6OBaHMﬂ K O6'beMy n  BUAAM  KJIUHUNYECKUX VICC}'Ie,Cl,OBaHMﬁ
NNEKAPCTBEHHbIX MpenapaTos

TpeboBaHusa CornaweHns o eAnHbIX NPUHLMMAX U NpasBuaax obpalleHus
NIeKapCTBEHHbIX CPEACTB B paMKax EBPa3miACKOro sSKOHOMMYECKOTO CO03a,
TpeboBaHMA K MNOPAAKY NPOBEAEHWUA KAMHUYECKMX UCCNefO0BaHWUM
JIeKapCTBEHHbIX NPenapaToB (HaaneKallan KIMHUYECKas NPaKTMKa)

MpaBuna oueHKM 6esonacHoCTM U 3DDEKTUBHOCTU NIeKAPCTBEHHbIX
npenapaTtoB, NPUMEHAeMble B  K/JAMHWYECKMX  MUCCAef0BaHMAX
NleKapcTBEHHbIX NpenapaTos

MpaBuWaa rocy4apcTBEHHOO perynpoBaHna 0bpaLLeHna JeKapCcTBeHHbIX
npenapaToB, PeryaaTopHble Npoueaypbl U NpeueneHTbl B OTHOWEHUK
NeKapCTBEHHbIX MpenapaTtoB (BOMPOCbl KAMHUYECKOW 6e30MmacHOCTU U
addeKTUBHOCTH)

MeToabl NPOrHO3UPOBAHMA TOKCUYHOCTU NEKAPCTBEHHbIX NPenapaTos




MOI’IEKYI]FIprIe, 6MOXVIMM‘-IECKM€, KNeTo4YHble, OpraHHble U CUCTEMHDbIE
MeXaHUn3mbl ,D,EI\;ICTBMF! NEKapPCTBEHHbIX NPenapaTos

MeToabl MaTeMaTUyecKom CTaTUCTUKKN, UCNOJIb3yemMmble ANnA OUeHKU
pPe3ynbTaToB KIMHNYECKUX VICCﬂeAOBaHVIl‘/JI NNEeKapCTBEHHDbIX NMpenapaTos

dapmakosorna n buodapmanms, KNMHUYecKan GapmaKkoaorus

MeToapl ynpasaeHna puckamm 6e30nacHOCTU NEKaPCTBEHHbIX CPeACTB

TpeboBaHuWsA K NpoBeaeHUto dapmaKoHaz3opa

Hopmbl  genosoro obuweHuMA W KynbTypbl, nNpodeccMoHanbHOm
NCUXONOTUN, STUKU U LEOHTONOTUN

MpuHUMNbI obecneyeHUsa KayecTBa WM MOPAAOK OYHKLMOHWPOBaHMA
CUCTEMbI MEHEAKMEHTa KauecTBa B UCCNEeA0BaTE/IbCKOM OpraHn3aumm

TpeboBaHMA CaHUTApPHOTO pPEeXMMma, OXpaHbl Tpyda, MOMKapPHOW
6e30nacHOCTU, 3KONOIMM OKpPYHKaIoLWeEN cpeabl, NOPAAOK AENCTBUIN NpU
ypesBblYalHbIX CUTYaLMAX

[pyrve xapakTepmncTuku

3.2. O606wWweHHan TpyaoBaa GyHKLMUA

MpouncxoxgeHue
0606U1LeHHO Tpya0BOW

$YHKUMM

MNpoBeaeHue paboT No rocyaapCcTBEHHOM VpoBeHb
HanmeHoBaHue |perucrpaumm n noCTperncTpaLuoHHOMy Koa B KBAAMOUKALMN 6
MOHUTOPUHTY JIEKaPCTBEHHbIX NPenapaTos
3anmcTBoBaHO
OpuruHan X
N3 opuUrnHana
Kog, PervctpaumoHHbIN
opurnHana HoMep
npodeccnoHanbHoOro
CTaHpapTa

Bo3moxHble
HAaUMeHOBaHUA
[OJI)KHOCTEN,
npodeccui

CrneumanucT no perucTpaLmMm IeKapcTBEHHbIX CPeACTB
CrnevwumanucT no perynsTopHbIM BONPOCam
Cneumanuct no dapmakoHagzopy

Crapwwuii (Begywmit) buonor

Crapwuii (Begywmit) buotexHonor

TpeboBaHMA K
o0bpasoBaHUIo U
obyuyeHuno

Bbicwee obpasoBaHue - bakanaspuat
Bbicwee ob6pa3oBaHue - cneumanunTeT, MarucTpaTtypa

TpeboBaHMsA K ONbITy
NpaKTMYeCcKon paboThbl

He meHee ogHoro roga pa60TbI no cneunaabHOCTU NPU HaN4YNn
BbICLLEro 06pa3OBaHMFI no nporpammam GaKanaBpmaTa




Ocobble ycnoBus
JOMycKa K pabote

MpoxoxaeHne 0b6s3aTenbHbIX NpeaBapUTeNbHbIX (MPM NOCTYNIEHUU Ha
paboTy) M Nnepnoamnyecknx meamuUNHCKMX ocMoTpoB (obcenoBaHuit), a
TaKKe BHeouYepeaHbIX MeaNLMHCKMX OCMOTPOB (0bcnenoBaHuin) B
nopaake, yctTaHoBAeHHOM 3aKoHoAaTeNbCTBOM Poccuitickoit deaepaumm

[pyrve xapaktepuctnku

[na npodeccmoHanbHOro pocrta Tpebyetcs BbINoJIHEHNE KPUTEPUEB,
COOTBETCTBYHOLLMX CMELMabHOCTAM

OCHOBHbIe cnocobbl NOBbIWEHNA KBAMDUKALUK:

- MPOrpammbl MNOBbILLEHWNS KBaNNPUKALMM HE perke O4HOro pasa B NATb
ner;

- Nporpammbl NpodeccMoHabHOM NepenoaroToBKY;

- CTa’KMPOBKY;

- TPEHWHIU B CUMYJISILMOHHBIX LieHTpaXx;

- MCNONb30BaHME COBPEMEHHbIX AMCTAHLMOHHbIX 06pasoBaTe/ibHbIX
TexHosorni (obpasosartesibHbIM NopTan U BebMHapbI);

- yyacTue B KOHrpeccax, KoHdepeHUMax, MacTep-Knaccax

JononHutenbHble XapaKTepUCTUKn

HanmeHoBaHue Kog, HanmeHoBaHMe 633080 rpynnbl, AOAXKHOCTU (Npodeccun)
OOKyMeHTa WK cneumnanbHOCTH

OK3 2113 XVMUKH

2131 Buonorun, 60TaHNKK, 300/10TU N CNELNAUCTDI
POACTBEHHbIX 3aHATUM
2141 UHKeHepbl B NPOMBILW/IEHHOCTM U HA NPOM3BOACTBE
2145 UHKeHepbl-XMMUKU
2149 Cneumanunctbl B 061aCT TEXHUKK, He BXOAALME B Apyrue
rpynnoi

2262 Mposusopel

EKC - Mposusop
- MHKeHep-TexHoNOr (TexHoNOr)
- buonor

oKnATP 20307 bakTepwuonor
20321 Buonor
20324 Buodunsmk
20327 Bruoxmmumk
22516 NHxKeHep-muKpobuonor
22839 UHxKeHep-pagmoxmmmnK
22854 UHxeHep-TexHonor




22860 UH)KeHep-XxnmmnK

23016 MHcneKTOp-npoBu30p

23696 NabopaHT-uccnegosartens (B 061acTv Xummnn)

23699 NabopaHT-uccnenosatens (B ob6iactm 6uonorum)

23703 NabopaHT-uccnegosartens (B 061acTv 6akTeprmonorum u
dapmakosiormm)

24219 Mwkpobuonor

24376 HayuHbIi coTpyaHuK (B 06nacTu xummnn)

24394 HayuHbIi coTpyaHuK (B obnactm 6uonormm)

24395 HayuHblit coTpyaHuK (B 06n1acT bakTepruonormum u
dapmakKosiorum)

25850 Mposusop

25852 Mposn3op-nHTEPH

25854 MpoBn3op-aHANUTUK

25856 Mposunsop-TexHonor

27154 Tokcukonor

27306 dapmakonor

27339 ®usnonor

27392 Xumunk

42865 NHkeHep xuMmnKo-bakTepmonormyeckoim nabopatopumm

OKCO 010801 Pagmodm3nKa 1 anekTpoHmKa

010802 dyHaameHTanbHan pagmodusmka n pusmnyeckan
3/1eKTPOHUKA

020101 Xumusa

020201 Buonorua

020208 Bruoxumua

020209 Mukpobuonorus

020900 Xvmuna, pUsnKa U mexaHMKa maTepuranos

060104 Meanko-npodpunakTmyeckoe 4eno

060108 dapmauen

060112 MeauumnHckaa buoxmmms




111201

BeTepuHapua

140300

AnepHble GpM3MKa U TEXHONOTUN

140307

PagunaumoHHan 6e30nacHOCTb YeI0BEKA U OKPY*KatoLwel
cpeabl

140308

PaguaumoHHas 6e3onacHOCTb

140401

TexHUKa n GU3MKa HU3KUX TemnepaTyp

140504

XonoannbHas, KpUOreHHasa TeXHUKa 1
KOHAMUNOHUPOBAHKNE

210301

PagnodursmnKa 1 aNeKTpoHUKa

240301

XUmunyeckana TexHonormaA HeopraHM4YecKux seLlecTts

240307

TexHonorua cpencTs XMMUYECKOM 3aWwunTbl

240401

Xnmmyeckaa TexHonorua OpraHn4ecKmnx BeLlecTs

240402

Xummnueckasa TEXHOIOTUA CUHTETUYECKMX BUOIOrMYECcKUX
aKTUBHbIX BelLLecTs

240501

XMMMYEeCKas TEXHOIOTUA BbICOKOMOJIEKYIAPHbIX
coeanHeHNM

240505

TexHONOrnA BbICOKOMONEKYNAPHDIX U
BbICOKO3(®PEKTUBHbIX COEANHEHUN N YCTPOMUCTB

240603

Xnmmyeckaa TexHonoruaA PeAKUX 3NIEMEHTOB U
MaTepunanos Ha X OCHOBe

240801

MalwmnHbl 1 annapaTbl XMMUYECKUX NPOMN3BOACTB

240802

OCHOBHbIE npoueccbl XMMMNYECKNX NPON3BOACTB U
XMU4yeckKan KM6epHeTMKa

240901

BuoTtexHonorua

240903

broxnmunyeckoe npomssBoaCTBO

3.2.1. TpypoBasa GpyHKUUA

MpoBeaeHWe paboT No rocyaapcTBEHHOM VposeHb
erncTpaLmm NeKapCcTBEHHbIX NPenapaTos
HaumeHosanme | P pati P . penap Kog | B/01.6 (noaypoBeHb) 6
1N BHECEHWUIO U3MEHEHUI B
KBannpuKaumnm
perncTpaumoHHoe Jocbe
MpoucxoxaeHue 3anmcTBoBaHO
P . A OpurnHan X
TPYyAoBOW GYyHKLMM n3 opuruHana
Kog, PerncrpaumoHHbI

OopuUrnHana HOMep




npo¢eccrMoHanbHOro
CTaHAapTa

TpynoBsble aencTemA

MogrotoBKa M nNpeacTtaBieHMe B YNOJHOMOYEHHbI  opraH
WUCNONHUTENbHON BNACTU PErucTPaLMOHHOIO [O0CbE HA JIEKAPCTBEHHbIX
npenapaTt U U3SMEHEHU B HEro, maTepmnanos 1 06pasuoB B COOTBETCTBUM
C YCTAHOBNAEHHbIMK TPeboBaHNAMM

Pa3paboTKa fAOKymeHTaumm no paboTam, KacatoWMMCs rocy4apCTBEHHOM
perncTpauumn NeKapcTBeHHbIX NPenapaTos

MpoBeAeHME OLLEHKN COCTOAHUA NPOLLECCOB Pa3paboTKM 1eKapCTBEHHbIX
CPeACTB M NpeanaraembiX USMEHEHWI B 3aperncTpMpoBaHHble npenaparbl
Ha COOTBETCTBME YCTAHOBAEHHbIM TpeboBaHNAMM 1 NpoLieaypam

I'IpOBe,u,eHme pa60T no 3auuTe MHTenI’IEKTya}'IbHOﬁ COBCTBEHHOCTM Ha
pa3pa6aTb|BaeMb|e M nponssogunmble nekapCTtBeHHbIe CpeacTBa

MoAroToBKa OTBETOB Ha 3anpocbl YNOJHOMOYEHHbIX deaepanbHbIX
OpraHoOB MCMOJIHUTE/IbHOM BNACTU B XOA4E roCyAapCTBEHHON perncTpaumm
NIeKapCTBEHHbIX  Mpenapatos, NOATBEP)KAEHUA  rocyAapCTBEHHOM
pPerncTpauumn NleKapcTBEHHbIX MPENnapaToB, BHECEHUS MW3MEHEeHW B
perncTpaunoHHoe Aocbe

MOHWUTOPUHT MPOXOMKAEHUA SKCMEPTU3 B YNOJHOMOYEHHbIX 3KCNEPTHbIX
OopraHusaumax

MOHWUTOPUHT PerynaTopHoin MHGOPMALIMK U PErYNATOPHBIX NpeLeseHToB
ANA  pelweHMAa nNpodeccMoHanbHbIX 33gay Mo roCyAapCTBEHHOM
perncTpauumn NeKapcTBeHHbIX NpenapaTos

PacnpocTpaHeHne perynstopHoit MHOOPMALMM O JIEKAapPCTBEHHbIX
cpefcTBax MO CTPYKTYpPHbIM noapasaeneHnam  papmaueBTUYEeCcKoro
npou3BoACTBa

Heobxoanmble ymeHUs

Pa3pabaTbiBaTb PErynaTopHble CTpaTerMuM A48 BHOBb PErUCTPUPYEMbIX
npenapaToB 1 BbiMyCKaeMbIX NpenapaTos

AHaﬂVI3MpOBaTb AOKYMEHTbI PernctpaulMoOHHOro gocbe, naaHbl U OTYETHLI O
nposeAeHHbIX NCCnegoBaHNAX NeKapCTBEHHbIX CpeacTs

OueHMBaTb M3MEHEHMA U  OTKNOHEeHMA B TEXHONOrMK, COCTaBe,
UHCTPYKUMU no MmeanumnHCKomMmy NPUMEHEHNIO, MapKnpoBKe
NEeKapPCTBEHHDbIX cpeAacts C uenbto BHeCeHuA N3MEHEHUN B
perncTpaumoHHoe aocbe

npOM3BOLI,I/ITb dHaAn3 pPUCKOB AON1A NEeKapCTBEHHbLIX Cpeacrts B
COOTBETCTBUU C YCTAHOBJ/IEHHbIMU Npoueaypamun

OcyLLecTBAATb NOWUCK M aHANU3 PEryiaTOPHOM U HaydyHoW MHbOPMaLMK
ANnA  peweHua nNpodeccMoHanbHbIX 334ady Mo roCyAapCTBEHHOM
perncTpauumn NeKapcTBeHHbIX CPEACTB

Ucnonb3osaTtb MHd)OpMaLI,MOHHbIe TeXHO/NI0TNN anAa peweHnAa
I'IpOd)ECCMOHa}'IbeIX 3aday, B TOM ynucne ncnonbsyrouineca




YNO/THOMOYEHHbIM ToCyaapCTBEHHbIM OPraHoOmMm WCNONHUTENbHOW BNACTU
no FOCV,EI,apCTBeHHOlZ perncrtpaunm nekapCreeHHbIX CpencrTs

PenaktupoBaTb HayuyHble TEKCTbl MPodeccMoHanbHOro COoAep’KaHuA B
obnactn 3dpdeKkTMBHOCTM, 6E30MaCHOCTM WM KayecTBa NeKapCTBEHHbIX
cpeacTs

Heobxoanmble 3HaHUA

Tpe6OBaHMﬂ CornaweHuna o eguHbIX npuHUMNax n npasunnax 06paLLI,eHMﬂ
NEKapPCTBEHHbIX CPeAacTB B pamMKax EBpa3Ml7ICKOI'O 9KOHOMMYECKOro Cor3a

HopmaTtuBHble MpaBoBble  aKTbl, PErN1amMeHTUpPYloLIME  OKasaHue
rocy4apCTBEHHbIX yCAyr

MpaBuia rocy4apCcTBEHHONO pPeryanpoBaHua 0bpaLLeHMsA 1eKapPCTBEHHbIX
npenapaToB, PeryaaTopHble npoueaypbl U NpeuefeHTbl B OTHOLEHMM
NleKapCTBEHHbIX NpenapaTos

TpeboBaHusA K obbemy n odopmneHuto OOKYMEeHTaLmm
PerncTpaunoHHOro f0Cbe, U3MEHEHUI B PETNCTPALMOHHOE AOCbe

TpeboBaHMA K pa3paboTKe NeKapCTBEHHbIX cpeacTs (bapmaueBTuyeckan
pa3paboTKa, LOKANHNYECKME N KNUHUYECKME UCCNeA0BaHNA)

TpeboBaHMA K NpeacTaBAeHMIO AAaHHbIX MO papMaKoHaa30py

MoneKynapHble, 6MOXMMMHECKM€, KNeTo4YHble, OpraHHbleé U CUCTEMHbIE
MexaHun3mbl AeﬁCTBMﬂ NEeKapCTBEHHbIX CpeacTs

MeTozabl NPOrHo3npoBaHMsa 6€30MacHOCTM IEKAaPCTBEHHbIX NMPenapaTos

MeToabl OUEHKMU 6esonacHocTn W 3¢¢EKTMBHOCTM, npnmeHAemble B
KTMHNYECKNX NccnegoBaHNAX NeKAPCTBEHHbIX NPENapaTos

MeTOLI,bI MaTemaTuyecKom CTaTUCTUKU, UCNOoNib3yemble B AOK/TIMHNUYECKUX
nccAeL0BaHUAX IEKAPCTBEHHBIX CPEACTB U KAMHUYECKUX UCCNIeL0BaHMSAX,
JIeKapCTBEHHbIX NpPenapaTos, dapmaLeBTUYecKol paspaboTke

dapmakonorna n 6uodapmanms, KIMHUYecKan GapmaKkoaorus

dapmakoneiHble MeToAbl aHanNM3a, WCNONb3yemble ANA MCMbITaHWUM
NIeKapCTBEHHbIX CPEACTB

Hopmbl genosoro ob6uWeHWA U KynbTypbl, NpodeccroHaNbHOM
NCUXON0MUKN, STUKM N AEOHTONOTUN

[lenonpounssoacTBo U AOKYMEHTOO60POT, B TOM YMC/E 3/TEKTPOHHbIN

MHd)OpMaLJ,VIOHHbIe TexXxHonormm, B TOM YUCae UCNoAb3yrollneca
YNO/THOMOYEHHbIM rocyaapCTBEHHbIM OPraHoOm NCNONHUTENbHOM BACTU
Nno peryanpoBaHUIo IEKAPCTBEHHbIX CPEACTB

MPUHUMNBI  3aWMTbl Pe3yNbTaToB WMHAMBUAYANbHOM OeATeNbHOCTU W
CpeacTs UHANBMAYaNN3ALMM

TpeboBaHMA CaAHWTApPHOrO PeXMMma, OXpaHbl Tpyda, MNOMKapHOM
6e30nacHOCTN, 3KONOTMM OKPYKatoWwel cpeabl, NOPAAOK AENCTBUN Npu
Ype3sBbIYAMHbIX CUTYyaLUAX




[pyrve xapakTepmncTuku

3.2.2. TpypoBaa GpyHKUUA

MpoBeseHMe MOHUTOPUHIa He3onacHOCTH YpoBeHb
HanmeHoBaHMe |/1eKapcTBEHHbIX NpenapaTos Kog | B/02.6 (noaypoBeHb) 6
KBanmdumKaumm
MpoucxoxaeHue 3anmcTBoBaHO
P . A OpurnHan X
TPYAoOBOM GYHKUUM 13 opurnHana
Kog PerncrpaumoHHbIn
opurMHana HOoMep
npodeccnoHanbHoOro
CTaHAapTa
TpynoBble AencTema PaspaboTKa 1 cornacoBaHue NaaHOB yNpaBAeHUs pUckamm 6e3onacHoCTH

JIEKApCTBEHHbIX  MPEenapaToB,  BbiMyCKaemblXx  (apmaLeBTUYECKMM
NPOM3BOACTBOM U NMPOXOAALLMX KANHUYECKME UCCIe0BaHMA

Cbop cBepeHM O HexenaTeNbHbIX pPeakumMax npu  NPUMEHEHUU
NleKapCTBEHHbIX NpenapaTos

MposeaeHne 0b6paboTkM noctynatoweir nHpopmauum o H6e3onacHoOCTU
JIeKapCTBEHHbIX NpenapaTos

MNpepocrasneHne MHd)OpMaLI,MM o 6esonacHocTK NEeKapCTBEHHDbIX
npenapartos B YNO/IHOMOY€EHHbIE rocyaapcCrtBeHHblIe OopraHbl
WCNOJIHUTENIbHOM BNACTU

MNoarotoBka nepuoanyeckmx OTY4ETOB O 6esonacHoCTH NNeKapPCTBEHHDbIX
npenapaTtos, BblMyCKaeMblIX ¢apMaLl,eBTVI'~IECKVIM npon3sBoACcTBOM

MpoBegeHVe paccnefoBaHWii N0 MOAyYEeHHbIM  COOBWEHMAM O
HexkenaTesbHbIX PeakuMAX, BO3SHWMKWWUX MNPU MNPUEeMe NeKapCTBEHHbIX
npenapaTos

PaspaboTka U BHeApeHMe mep N0 MUHUMM3ALMK pucKa BesonacHocTH
nauneHToB

MpoBegeHue KOHCYNbTauui noTpebutenei " paboTHMKOB
34paBOOXpaHEHMA MO TenepoHy M 3NEKTPOHHOM MouyTe Mo BOMPOCam
NPUMEHEHUA U B CIy4asaX BOSHUKHOBEHUA HEXeNaTesbHbIX peaKLuuit npu
NPUMEHEHUM NIeKaPCTBEHHbIX NpenapaTos

MNoarotoBka OTBETOB Ha 3anpocCbl yNOZIHOMOYEHHbIX d)ep,epaanblx
opraHoBs WCMONHUTENbHOW  BAAcTM  No BOMpPOoCam  MOHUTOPWUHTa
6e3sonacHocTH NeKapCTBEHHbIX NpenapaTos

PacnpocTpaHeHne wuHboOpmauMmM O 6e30MacHOCTU  JIeKapPCTBEHHbIX
npenapaTtoB NO CTPYKTYPHbIM nogpasaeneHusam ¢apmaueBTUYeckoro
Npov3BOACTBA




Heobxoanmble ymeHus

CucTemMaTM3npOBaTb NONyYeHHbIe AaHHble No GapMaKkoHag30py

Pa3pabaTtbiBaTb M BHEAPATb MePbl MO MUHUMMU3ALMU PUCKA NPU OLLEHKE
[aHHbIX N0 6€30MNacHOCTU JIEKAPCTBEHHbIX CPEACTB

YcTaHaBAMBaTb NMPUYNHHO-CNeCTBEHHYHO CBA3b mexay
HeXenatesibHbiIMU peakumammn n npuemMmom 1eKapCTBeEHHOINO npenapaTa

OueHnBaTb TAXKECTb PUCKOB A/A WU3HU M 340pOBbA MALUMEHTOB MNpU
BO3HMKHOBEHWM HEOXKUAAHHbIX PeaKLMn Ha IeKapCTBEHHbIN nNpenapar

MNMonb3oBaTtbeA MHd)OpMaLI,MOHHbIMVI TEXHO/NIOTMAMKU, B TOM 4YuUChe
ncnonb3yowmmmca ynolHOMOYEHHbIM  TOCYydapPCTBEHHbIM  OPraHOM
NCNO/IHUTENIbHOMN BNACTU MO d)apN\aKOHa,u,sopy NEKapPCTBEHHbIX CpeacTB

Bectun y4eT PUCKOB, CBA3aHHbIX C NpUMeHeHNeM J1eKapCTBEeHHbIX CpeacTB

OdopmnaTb COOBLLEHUA 0 HEXKeNaTeNbHbIX peakumMax 414 npeacTaBaeHus
B PEry/iAaTopHble OpraHbl

AHanu3nposaTb Hay4dHyio WHPopmauuio no npoduao HesonacHoOCTU
JIeKapCTBEHHbIX CPEeACTB, BK/Ao4Yasa MHGOOPMALMIO O HeXKenaTesbHbIX
peakumax nNpu MNPUMEHEHUUM He B COOTBETCTBUM C YTBEP)KAEHHOM
WMHCTPYKLMEN NO MeANLNHCKOMY NPUMEHEHNIO

Heobxoanmble 3HaHUA

Tp66OBaHMﬂ CornaweHua o eguHbIX npuHUMNax n npasmniax 06paLLI,EHMF|
NNEKaPCTBEHHbIX CPeAacTB B pamMKax EBpa3Ml7ICKOI'O 9KOHOMMYECKOro corsa

HopmaTuBHble NpaBoOBble aKTbl MO MOHUTOPUHIY 6He3onacHocTu
NeKapCTBEHHbIX NpenapaTtos

MpaBunaa rocyaapCcTBEHHOO perynpoBaHna obpaLeHna JeKapCcTBeHHbIX
npenapaTos, peryaaTopHble Npoueaypbl U NpeueneHTbl B OTHOLIEHUK
JIeKapCcTBEHHbIX NpenapaToB (Bonpockl 6e3onacHoOCTH)

TpeboBaHuAa K obbemy M 0dOPMAEHUIO OTYETOB NO 6He3omacHOCTU
NleKapcTBEHHbIX NpenapaTos

MeToabl OUEHKMU 6esonacHocTN WU 3¢d)eKTMBHOCTM, npmnmeHAaemble B
K/IMHNYECKMNX nccnenoBaHMAX NeKapCTBEHHbIX NpenapaTos

MeToAbl U UHCTPYMEHTbI YCTAaHOBAEHUA NPUYNMHHO-CNEACTBEHHON CBA3M
MeXAy HeXKenaTeNbHOM peakumen W NpUemMOM eKapCTBEHHOMO
npenapara

MonekynapHble, BUOXMMMYECKMNE, KNETOUYHbIE, OpraHHble U CUCTEMHbIE
MexaHM3Mbl AeNCTBUA IeKapPCTBEHHbIX CPEACTB

MeToabl NPOrHO3UpPOBaHMA 6esonacHoCTH NNeKapPCTBEHHbIX CpeAacTB

MeToabl MaTeMATUYECKOM CTaTUCTUKN

dapmakonorna n buodapmanms, KIMHUYecKan GbapmaKkoaorus

Hopmbl genosoro o6uWEeHWA U KynbTypbl, NpodeccroHanbHOM
MCUX0I0TUK, STUKM U LEOHTON0TUN




,D,EI'IOI'IDOVBBO,D,CTBO n lCI,OKYMeHTOO6O|f)OT, B TOM 4ucne 3I'IEKTp0HHbIl7I

CoBpemeHHble
ncnob3aytowmecs
NCNONHUTENIbHOWN
npenapaTos

MHOOPMALMOHHbIE  TEXHONOTUM, B TOM  YuMC/e
YMNONHOMOYEHHbIM  FOCYAapCTBEHHbIM  OPraHOM
BnactM no  $apmakoHaZ30py  /IeKapCTBEHHbIX

TpeboBaHMA CaAHWTAPHOTO PEeXMMa, OXpaHbl TPyAa, MNOXKapHOM
6e30nacHOCTU, 3KONOTMM OKpPYrKaloLWeN cpedbl, NOPAAOK AENCTBUN NpU
Ype3sBbIYaMHbIX CUTYyaLUAX

[pyrve xapaktepuctnku

3.3. O606wWweHHana TpyaoBas GyHKLUA

PykoBoAcTBO paboTamu No nccnefoBaHUAM YpoBeHb
HanmeHoBaHMe ¥ A P A Kog C P 7
NeKapCTBEHHbIX CPEACTB KBannduKaumm
MpoucxoxaeHue
o o 3anmcTBoBaHO
0606ueHHOM Tpyaoson | OpurmHan X
N3 OpuUrnHana
$yHKUMM
Kog, PerncrpaumoHHbIN
opuUrnMHana HOoMep
npodeccnMoHanbHoOro
CTaHAapTa

Bo3moxHble
HaMMeHOBaHUA
[OIKHOCTEN,
npodeccui

PyKkoBoauTeNb Hay4HO-UCCeA0BaTENbCKOW NabopaTopum
PyKkoBoauTeNb/AMPEKTOP LLEHTPA HayYHO-UCCNEA0BATEIbCKUX
pa3paboTok

HavyanbHUK LLeHTpanbHOM 3aBOACKOM NabopaTopum
HavyanbHUK oTaena obecneyeHns KayecTea

TpeboBaHMA K
06pasoBaHUto U
obyyeHuo

Bbiclee ob6pasoBaHue - 6akanaspmat
Bbiclee 0b6pa3oBaHue - cneLmanuTeT, MaructpaTtypa

TpeboBaHMA K ONbITY
npaKkTUYeckol paboTsbl

He meHee nATK neT paboTbl NO CNeunanbHOCTM NPU HaMYUK BbICLLIETO
06pasoBaHuA No nporpammam 6akanaspuaTa

He meHee agyx neT paboTbl N0 CNeunanbHOCTM NPU HaMYUK BbICLLIETO
06pasoBaHMA NO NPOrpammam MarucTpaTtypbl, cneumanmTera

Ocobble ycnosus
[AOnycKa K pabote

MpoxoxaeHne 0b6s3aTeNnbHbIX NpeaBapUTeNbHbIX (MPY NOCTYNIEHUU Ha
paboTy) M NepMoaAnYEcKNX MeaULMHCKUX OCMOTPOB (0bcnenoBaHuit), a
TaK)Ke BHeoyepeaHbIX MeaMLMHCKUX OCMOTPOB (0bcneaosaHuin) B
nopajaKe, ycTaHOBAEHHOM 3aKoHOAaTeNbCTBOM Poccuiickoit deaepaumm

[pyrve xapakTepncTukm

[na npodeccmoHanbHOro pocta TpebyeTcs BbINONHEHUE KPUTEPUEB,
COOTBETCTBYIOLMX CNEeLNasbHOCTAM

OcHOBHble CNOcobbl MOBbILEHUA KBAANPUKALUK:

- NPOrPamMMmbl NMOBbILEHWA KBaMDUKALMK HE peyke O4HOro pasa B NATb




nert;

- Nporpammbl NpodeccMoHabHOM NepenoaroToBKY;

- CTa’KMPOBKY;

- TPEHWHIU B CUMYJISILMOHHBIX LieHTpaXx;

- UCNO/Ib30BaHME COBPEMEHHbIX AMCTAHLMOHHbIX 06pa3oBaTe/IbHbIX
TexHosorni (obpasosartesibHbIM NopTan U BebMHapbl);

- yyacTue B KOHrpeccax, KoHdepeHUMax, MacTep-Knaccax

[ononHuTenbHble XapaKTePUCTUKMU

HaumeHoBaHue Koa HanmeHoBaHue 6a30Bol rpynnbl, A0MKHOCTU (Npodeccun)
[OKYMeHTa WK cneunanbHOCTH
OK3 1223 PykoBoguTenu nogpasgeneHnin No Hay4yHbim
nccnefoBaHUAM U paspaboTkam
EKC - HauanbHWK nccnemoBaTtenbckol nabopatopum
- HavyanbHWK LeHTpanbHOM 3aBoACKOM nabopatopun
oKknAgrtpe 24594 HauyanbHWK nabopatopuu (B NPOMbILLINEHHOCTH)
24603 HayanbHuK nabopatopuu (B Nnpoumx oTpacnnx)
24693 HavanbHWK oTaena (cneumannsMpoBaHHOrO B NPOYnX
oTpacnsx)
24906 HayanbHWK cekTopa (Hay4YHO-TEXHUYECKOro pa3BmUTUA)
25042 HauyanbHWK ynpasneHuns (cneuyanmnsnpoBaHHOro B Npo4mx
obnacrax)
25108 HayanbHuK UeHTpa (B Npoymx obnacrsx)
25111 HayanbHWK LeHTpanbHOM 3aBoACKOM nabopaTopun
26149 PykoBoguMTeNb rpynnbl (B NPOMbILWAEHHOCTH)
26151 PykoBoauTenb rpynnbl (CneuuanmsMpoBaHHON B NPOYMX
oTpacnax)
26152 PykoBoguTenb rpynnbl (Hay4HO-TEXHUUYECKOMO Pa3BUTUSA)
OKCOo 010801 PaanodusmKa 1 31eKTPOHMKa
010802 dyHaameHTanbHan pagmodusmka n dpusnyeckasn
3/1eKTPOHUKA
020101 Xnmuna
020201 Buonorua
020208 Buoxmmua
020209 Mukpobuonorus




020900 Xvmuna, pUsnKa U mexaHMKa maTepuranos

060104 Meanko-npodpunakTmyeckoe Aeno

060108 ®dapmauesn

060112 MeauumnHckaa buoxmmms

111201 BeTepuHapua

140300 AnepHble GpM3MKa U TEXHONOTUN

140307 PagnaumoHHas 6e30MacHOCTb Ye/I0BEKa M OKpYrKatoLLel
cpeapbl

140308 PagnaumoHHas 6e3onacHoOCTb

140401 TexHUKa 1 GU3MKa HU3KUX TemnepaTyp

140504 XonoaunobHaaA, KpMoreHHasa TeEXHMKA U
KOHANLMOHNPOBAHUE

210301 Pagnodusmka 1 snekTpoHmKa

240301 Xnmmyeckaa TeXHONOrMA HeopraHNYECKNX BeLLEeCTB

240307 TexHo/I0TNA CPEeACTB XMMUYECKOM 3aLUTbI

240401 Xnmmyeckaa TeXHOI0rMA OpraHNUYecKmx BeL,ecTs

240402 XnMnyeckaa TEXHONOMNA CUHTETUYECKUX BUONOTNYECKMX
AKTUBHbIX BELLECTB

240501 Xummnyeckasa TEXHONOTMA BbICOKOMOEKYNAPHbIX
coeanHEeHNM

240505 TexHO10rnA BbICOKOMOJIEKYNAPHbBIX U
BbICOKO3EKTUBHbBIX COEAMHEHWUIN N YCTPOICTB

240603 Xummnyeckasa TEXHONOMMA PeaKUX INEMEHTOB U
MaTepunanoB Ha UX OCHOBE

240801 MalwuHbI M annapaTbl XMMUYECKUX MPOU3BOACTB

240802 OCHOBHblE NPOLLECCHl XMMNYECKMX NPOM3BOACTB U
XMMUYecKasa KubepHeTnKa

240901 buoTexHonorua

240903 broxmmunyeckoe npomsBoACTBO

3.3.1. TpyaoBaa GpyHKUUA

HanmeHoBaHMe

PykoBoacTBO paboTamu no YposeHb
dapmaLeBTMYECKOM pa3paboTke Kog | C/01.7 (noaypoBeHb)

KBanmduKkaumm




MpoucxoxaeHue
TPYAO0BOW OYHKLMM

3anmcTBOBaHO

OpurnHan X
N3 opuruHana

Kopg PerncrpaumoHHbIn
opuruHana HOoMep
npodeccnMoHanbHoOro
CTaHAapTa

TpyaoBble AencTeus

PykoBoAcTBO pa3paboTKoit NnaHoB No dapmMaLeBTUYECKOM pa3paboTke

KoHTponb nposeaeHmn HeobxoaMMbIxX nccnenoBaHuUi 7
3KCNepMmMeHTaNbHbIX PaboT no dapmaueBTUYEcKol paspaboTke

MHTepnpeTauua pesynbTaToB paboT no papmaueBTUYecKon paspaboTke u
NPUHATUE PELLEHMSA O ee NPOLOIKEHUM UM OCTAaHOBKE

OpraHusauma pas3paboTKM M KOHTPONb BeAeHWs AOKYMEHTauuu no
dapmaueBTMUYECcKOM pa3paboTke

OpraHusauma W KOHTPO/Ib  Pa3paboTKM NPOEKTOB HOPMaTMBHOM
AOKYMEHTaUMK, TEXHONOTMYECKOWN AOKYMEHTaLMM (ana nabopaTopHOro u
OMbITHO-NPOMbILIZIEHHOTO  MacwTaba), BK/ItOYasA HeobxoaMmyto
OOKYMEHTAUMIO 4717  PErncTPauMOHHOIO [AOCbe Ha JIeKAPCTBEHHbIN
npenapar

KoHTpoAb 3KcniyaTauumn o6opyaoBaHuUA, UCMOAb30BaHUA MaTepunanos U
NOMELLLEHUI NPU BbINONHEHMM papMaLeBTUYECKOM pa3paboTKu

KOHTPO/Ib BbINONHEHMA YCTAHOB/IEHHbIX TPeboBaHN Npu NPOU3BOACTBE
JIeKapCTBEHHbIX CPeACTB A8 AOKAMHUYECKUX UCCNeA0BaHNIA

Heobxoanmble ymeHUs

MnaHvMpoBaTb WCCAEA0BAaHMA M 3KCMEpPUMEHTanbHble paboTbl no
dbapmaueBTUYECKOM pa3paboTKe M yNpaBAATb UMK

OueHuBaTb pesynbTaTbl paboT no dapmaueBTUYECKOM paspaboTke U
YC/0BUSA UX NPOBEAEHUs

Onpeaenatb TPyAOEMKOCTb paboT no dapmaueBTUYEcKon pas3paboTke,
HeobxoaMmble pPecypcbl O1A WX BbINOJAHEHUA U ANUTENbHOCTb MX
nposeaeHWsA

Onpegenatb TPYA0EMKOCTb TEXHONOMMYECKOTo NpoLecca, MaTepuanbHbiit
6anaHc M TexHoNorMuyeckylo  cebecToMmocTb  MPOWM3BOACTBA
NeKapCTBEHHbIX CPeACTB

OueHunBaTb paboTy cpeacTB  WM3MEPEHUN,  WUCNbITAaTENIbHOTO U
TeXHO/I0rMYyeckoro 060pyaA0BaHNA, yCI0BUA NPOMU3BOACTBEHHOM cpeapl

OueHMBaTb TEXHONOTUMYECKYID W OTYETHYIO  AOKYMEHTaumio no
dapmaueBTUYECKON pa3paboTKe Ha COOTBETCTBME YCTaHOB/IEHHbLIM
TpeboBaHMAM

Bectun neperosopbl, AenernpoBatb NnoNHOMO4YNUA, OCYLWeCTBNATb
Baammop,eﬁcmme C nepcoHaiom Aapyrmux nop,paap,eneHMﬁ




OcylLecTBNATL NOWCK WM aHaNU3 PEryaTOPHOW, HayyHOM M Hay4yHo-
TEeXHUYECKoM MHPopMaunn ans pelweHus npodeccMoHasbHbIX 3a4ay Mo
dbapmaueBTUYECKOM pa3paboTke

Heobxoammble 3HaHUA

TpeboBaHua K 06bemy dapmaLeBTUYECKOM pa3paboTKM NO OTAE/IbHbIM
rpynnam AeKkapcTBEHHbIX CPEACTB U NEKAPCTBEHHbIX popm

Tpe6OBaHMﬂ CornaweHuna o eguHbIX npuHUMNax n npasunnax 06paLLI,eHMﬂ
NEKapPCTBEHHbIX CPeAacTB B pamMKax EBpa3Ml7ICKOI'O 9KOHOMMYECKOro Cor3a

MpaBunna rocygapCTBEHHOIO PerynpoBaHmsa 0bpaLleHnn 1eKapCTBEHHbIX
CPeacTB, perynAaTopHble npoueaypbl W MpeueseHTbl B OTHOLUEHUM
JIeKapCTBEHHbIX CPeacTB

MpUHUMNbI  Pa3paboTKM WM MNOCTAHOBKM Ha MPOU3BOACTBO  HOBBIX
NeKkapcTBeHHbIX cpeactB (papmakonormyeckne, dapmaueBTUYECKME U
TEXHO/IOTMYECKME acneKTbl)

MeToabl U UHCTPYMEHTbI YNPaBAEHUA PUCKAMM KaYeCTBa JIEKAPCTBEHHbIX
cpencTs

MpuHUMNbI BanMaauum TEXHONOMMYECKUX MPOLECCOB M aHaIUTUYECKNX
MEeTO4UK, KBaJ'IMd)VIKaLI,VIVI I'IOMELLI,EHVIVI n O60pyp,OBaHMﬂ, UHXEHEPHDbIX
cncrtem

MeToapl  CTAaTUCTMYECKOrO  YMNpaB/EHMS  KadecTBOM,  MeToAbl
MaTeMaTMYeCcKol CTaTUCTUKMU, MPUMEHAEMbIe NPU OLEeHKe MNOoayYeHHbIX
pe3ynbTaToB UCMbITaHUI 1 Baanaaumm

MeToabl U UHCTPYMEHTbI YNPaBAEHUA PUCKAMM KAYeCTBa JIEKAPCTBEHHbIX
cpencTs

TexHonoruu nony4yeHus dbapmaueBTUYECKUX cybcTaHumi,
BCMOMOraTeIbHbIX BELLECTB WM JIeKAapCTBEHHbIX ¢opm, onepauuii no
YNakoBKE W  MapKMpOBKE B  OTHOWEHWW  paspabaTbiBaembix
NleKapCTBEHHbIX CpeacTB

CoBpemeHHbIt aCCOPTUMEHT JIeKapCTBEHHbIX NPenapaTos

CoBpEMEHHbIA  aCCOPTUMEHT  BCMOMOrATe/NIbHbIX  BELECTB WU UX
$YHKUMOHaNbHbIE CBOCTBA

dapmakoneiHble MeToAbl aHanAW3a, WCNONb3yemMble [AA MCNbITAaHUI
NIeKapCTBEHHbIX CPEACTB

CoBpeMEHHbI  aCCOPTUMEHT TexHoNornyeckoro u nabopaTopHoro
060pyA0BaHN, UCNO/b3YIOLEroca Npu dapmMaLeBTUYECKON pa3paboTke
(oTHOCKMTENBLHO pa3pabaTbiBaeMbIX IEKAPCTBEHHbIX CPeaCTB)

dapmakonorua n buodapmaums

da pMmaueBTUYECKAA TOKCUKO10T1A

Cnocobbl M meToabl ynpaBaeHWs MNpoeKkTamy no dapmaLeBTUYECKOM
pa3paboTke




anHLI,MI'IbI n nopAaoK obecneyeHus Ka4vecTBa WUCNbITaHWU
NEeKapCTBEHHbIX CpeacTs

MpUHUMMbI CTAaHAAPTU3ALUMM U  KOHTPOJIA KayecTBa JIeKapCTBEHHbIX
cpencTs

Hopmbl genoBoro ob6weHWA U KynbTypbl, NpPOo¢deccroHaNbHOM
NCUXON0TUK, STUKM U AeOHTONOTUN

TpeboBaHMA CaHMTAPHOIrO pPEeXKMMa, OXpaHbl Tpyda, MNOXKapHOM
6e30MacHOCTK, 3KONOTMN OKpYrKatoLwern cpeapl, NOPAAOK AEUCTBUIA NpU
YypesBblYaMHbIX CUTYaALUAX

[pyrve xapakTepucTukm

3.3.2. TpypoBasa GpyHKUUA

PykoBOACTBO U ynpaBseHue
OOKANHUYECKMMU UCC/IeA0BaHUAMM YpoBeHb
HanmeHoBaHWe |/n1eKapCTBEHHbIX CPeacTB U KnuHndeckumun | Kog, | C/02.7 (nopypoBeHb) 7
MccnefoBaHMAMM JIEKAPCTBEHHbIX KBasinduKaumnm
npenapartos
ﬂpOMCXOiKAeHVIe OpuryHan X 3aMmcTBOBaHO
TPYA0BOM QYHKLNM M3 opuUrnHana
Kopg PerncrpaumoHHbI
opurnHana HoMep
npodeccnoHanbHOro
CTaHAapTa
TpyaoBsble aencTemA PykoBoacTBO pa3paboTKOM MNAaHOB LOKAMHUYECKMX UCCnenoBaHui
JNIeKapCTBEHHbIX CPEACTB U KAMHUYECKMX UCCAeA0BAHUIN NeKapCTBEHHbIX
npenapaTtos

OpraHusauma M KOHTPO/b MPOLECCOB MCMbITAaHWUIA  IeKapCTBEHHbIX
CPeACTB W YCNOBUA NPOBEAEHUA AOKAMHUYECKMX UCCAen0BaHMM
NeKapCTBEHHbIX CPEeACTB W KAMHUYECKUX MUCCNeL0BaHUIA NeKapCTBEHHbIX
npenapaTos

OpraHusauus M KOHTPOAb ayAMTOB KOHTPAKTHbIX UCC/ef0BaTe/IbCKUX U
MEAMUMHCKMX ~ OpraHM3aumMii  Ha  COOTBETCTBME  YCTAHOBJIEHHbLIM
TpeboBaHMAM

OpraHu3auma M KOHTPO/b NPOBEAEHUA AOKAMHUYECKMX UCCAenoBaHMUM
NeKapCTBEHHbIX CPEeACTB U KAMHUYECKUX UCCAeL0BaHUIA eKapCTBEHHbIX
npenapaTos

CornacoBaHue npoueayp, OTHOCAWMXCA K MnpouecCam opraHunsauuu,
NAaHNPOBaAHUA, NOPAOKY NpoBeAeHNA N KOHTPOO ucnbiTaHMM B 0bnactu
OXpaHbl 340pP0BbA YeNoBEKA U 6esonacHoCTH Opr)KaIOLLI,eﬁ cpeabl




MHTepI'IF)ETaLI,MFI pPe3ynbratoB pa60T AOKNNHUYECKUNX MCCﬂeAOBaHMﬁ
NEKapPCTBEHHbIX CPeaAcTB N KINHUYECKUX MCCﬂe,ﬂ,OBaHMﬁ NEKaPCTBEHHDbIX
npenapatos U NPUHATUE peLleEHNA 06 unx npoao/IXeHnn nam oCtaHoBKe

OpraHusauma ©  BedeHMe  MNepennuckn C  YNOJHOMOYEHHbIMU
denepanbHbIMM OpraHaMmn UCNOJTHUTENIbHOM B1ACTH

I'IpOBepKa OTYHETOB O AOOK/IUHUYECKUX UCCNenOoBaHUAX NEKAPCTBEHHbIX
cpeacTts U KAIMHNUYECKUX UCCNeSO0BaHUAX NEKAPCTBEHHBIX NpenapaTtoB

OpraHusauusa npoBegeHns NepcoHaNoM aHaansa pUckoB 6e30nacHoCTH
JIeKaPCTBEHHbIX CPeACTB MO pe3ynbTaTam AOKANHUYECKUX UcCneaoBaHui
JIeKapCTBEHHbIX CPeacTB

OpFaHM3aLI,Mﬂ N KOHTPOJ1b pa3p860TKM n BedeHnA AOKyMeHTauun no
BbINO/IHAEMbIM  OOK/TIMHUYECKUM ncecnegoBaHMAM  J1IEKAPCTBEHHDbIX
cpeacts U KAIMHNUYECKMM UCC1eg0BaHNAM NEKAPCTBEHHDBIX NpenapaTtoB

OpraHusaumsa 1 KOHTPOb NOATOTOBKM AOKYMEHTALMM NO AOKIMHUYECKOM
YacTM U KIMHMYECKOM YacTW PErncTPaLMoHHOro 4ocbe

Heobxoanmble ymeHUs

MnaHMpoBaTb W  OpPraHW3oOBbLIBATb  MpoOBeAEHMEe  JOKANHUYECKUX
nccnefoBaHN NEeKapCTBEHHbIX CPEACTB M KAMHUYECKUX MCCAe0BaHWA
NeKapCTBEHHbIX NpenapaTtos

Mpoun3BoaAnTb NPOBEPKY KOHTPAKTHbLIX MCCNEL0BaTENbCKUX, MEANLMNHCKUX
M Hay4YHbIX OpPraHn3aLmi, BbINOJHAOWMX AOKNIMHUYECKME NCCNeA0BaAHMA
NIeKAPCTBEHHbIX CPEACTB U KAUHUYECKME UCCNEef0BaHUA NEKAPCTBEHHbIX
npenapaTtoB, Ha COOTBETCTBME  YCTAHOBJEHHbIM  TpPeboBaHUAM,
npoueaypam 1 naaHam, BKIOYas OLEHKY BblSIBIEHHbIX HECOOTBETCTBUIA

AHann3MpoBaTb pe3y/bTaTbl UCCAEA0BAHUIN U YCNOBMA UX NPOBeaeHUA

Ynpasnatb NpoeKTamu no AOOKNTNHUYECKNM nccnegoBaHMAm
NEeKapPCTBEHHDbIX cpeAacts n KTMHUYECKUM nccnegoBaHMAm
NNEKAPCTBEHHbIX MpenapaTos

PaspabaTtbiBaTb BU3HEC-NPOLECChl UCCeL0BaATENBCKMX NOAPA3AENEHUN

OpFaHM3OBbIBaTb pa3pa60TKy AOKYMEHTaUMN N OUEHUNBATb OTYETHYHO
AOKYMEHTaUnUo  AOKAIUHUYECKOro nccnenoBaHuMA NNEKApPCTBEHHOIO
cpeacrtesa M KAIMHUYECKOIO MccnengoBaHMA NEKAPCTBEHHOIO nNpenapaTa

Monb3oBaTbcA MHPOPMALMOHHBIMU  TEXHOIOFMAMKW, B TOM 4uCne
NCNONb3YOWMMUCA  YNOJIHOMOYEHHbIM  FOCYAAPCTBEHHBIM  OpPraHOM
NCMNOIHUTENbHOM BNacTu No  KAWMHMYECKMM  UCCAeLO0BaHMAM
JIeKapCTBEHHbIX NpenapaTos

PepaKkTnpoBaTb Hay4YHble TEeKCTbI I'IpOd)ECCMOHaﬂbHOFO coaepxaHumAa

OcylLecTBNATb NOWCK WM aHaNU3 PEryATOPHOW, HAy4yHOM M Hay4yHo-
MeAMLMHCKOWM MHPOPMaLMKN AN peleHnn npodeccMoHaNbHbIX 33434 B
06/1acTV  AOK/NIMHUYECKMX WCCNELOBAHWUIA JIEKAPCTBEHHbIX CPEACTB U
KMHWUYECKUX UCCNIeLOBAHMIA IEKAPCTBEHHBIX NPenapaTos

Heobxoanmble 3HaHUA

Tpe6OBaHMH CornaweHua o eguHbIX npuHUMNax n npasniax o6pau.|,eva




NNEKAPCTBEHHbIX CpeacTB B pamMKax EBpa3Ml7ICKOI'O 9KOHOMMYECKOro Cor3a

TpeboBaHMA K NOpAAKY MNpoBeAeHUA AOKAMHUYECKUX MuccnenoBaHuit
NIEKAPCTBEHHbIX CPEACTB U KAMHUYECKUX UCCNed0BaHUN IEKapPCTBEHHbIX
npenapaTtos

TpeboBaHMA K o06bemMy W BUAAM JAOKAMHWYECKMX MUCCeA0BaHUiM
NeKapCTBEHHbIX CPEeACTB W KAMHUYECKUX UCCNeL0BaHUIA IeKapPCTBEHHBbIX
npenapaTos

MpaBunna rocysapCTBEHHOTO PeryanpoBaHna obpalleHnn IeKapCTBEHHbIX
CPeacTB, perynAaTopHble npoueaypbl W MpeueseHTbl B OTHOLUEHUM
JIeKapCTBEHHbIX MNpenapatosB (BOMPOCbl KAMHWYECKoW 6e3onacHocTU U
addeKTUBHOCTH)

Cnocobbl u METOoAbl ynpaBaeHNA KAUWHUYECKMMU UCCNeJoBaHUAMMU
NEKaPCTBEHHbIX MPenapaTos

MeToabl NPOrHO3NpPOBaHMA TOKCMYHOCTHU n appeKTUBHOCTH
JNIeKapCTBEHHDIX CPEACTB

MnaHbl OLEeHKM 6e30MacHOCTU N 3PPEKTUBHOCTU IEKaPCTBEHHbIX CPEACTB,
npumMeHsemble B AOKAMHUYECKMX WCCNeAOoBaHUAX /IeKapCTBEHHbIX
CPeACTB N KNMHUYECKMX UCCNeA0BaHUAX NEKaPCTBEHHbIX NpenapaTtos

MeToabl MaTeMaTUYECKOM CTaTUCTUKMU

MoneKkynapHbie, BUMOXMMUYECKME, KNETOYHbIE, OpraHHble U CUCTEMHble
MeXaHW3Mbl AeACTBUA IEKAPCTBEHHbIX CPEACTB

MeToapbl N/IAaHUPOBAHMA 3KCMEPUMEHTOB W HAy4YHbIX MCCAeA0BaHUN,
NPUMeHsemble B AOK/JMHUYECKMX WCCNefoBaHUAX NeKapCTBEHHbIX
CPeacTB U KINHUYECKMX UCC/IelOBAHNAX IEKAPCTBEHHbIX NpenapaTos

Hopmbl  penosoro obweHuMA W KynbTypbl, npodeccMoHanbHoOM
NCUXONTOTUN, STUKN U O€OHTO/I0TNNn

MeToabl ynpaBneHuUa puckamm 6esonacHocTH NeKapCTBEHHbIX CpeacTs

[lenonpounssoacTso U AOKYMEHTOO60POT, B TOM YMC/E 3/TEKTPOHHbIN

COBpEMEHHbIe MHd)OpMaLI,MOHHbIe TeXHO/I0TNN, B TOM yucne
ncnonb3ywuwmeca ynoaHOMOYEHHbIMU TOCYAapPCTBEHHbIMU  OpraHamu
WCMNONIHUTENbHOM BNAcTM NO AOKNINHNYECKMM UnccneaosaHmnAaAm, no
KTNMHNYECKUM UCCnenoBaHMAM NeKapPCTBEHHbLIX CpeacTB

TpeboBaHMA CaHUTApPHOTO pPEeXMMa, OXpaHbl Tpyda, MOMKapPHOW
6e30nacHOCTH, 3KONOTMM OKpPYrKaloLWen cpeabl, NOPAAOK AENCTBUN Npu
Ype3sBbIYAMHbIX CUTYyaLUAX

[pyrve xapakTepmncTuku

3.4. 0606wWeHHan TpyaoBaa GyHKLMA

HanmeHoBaHWe |PykoBoAcCTBO paboTamu no Kog D YposeHb 7




rocyZapCTBEHHOW PerncTpaumum u
NOCTPErncTPaLMOHHOMY MOHUTOPUHTY
NleKapCcTBEHHbIX NpenapaTos

KBanmduKaumm

MpouncxoxgeHue
0606LeHHOM Tpya0BOW

$yHKUMM

3anmcTBOBaHO

OpuruHan X
U3 opurMHana

Koa PervcrpaumoHHbIN
opuriHana HOMmep
npo¢$eccMoHaNbHOro
CTaHpapTa

Bo3moxHble
HanMeHOBaHUA
[OIKHOCTEN,
npodeccui

HauyanbHuK otaena dapmakoHaazopa

ONpeKTop no peryaaTopHbiM BONPOcam

3amecTuUTeNb reHepanbHOro AMPeKTopa Mo PasBUTMIO (MO peryiAaTOPHbLIM
BOMpocam)

CoBeTHUK No perynaTopHbiM Bonpocam

TpeboBaHuAa K
obpa3oBaHUio 1
obyuyeHuio

Bbiclwee obpasoBaHue - 6akanaspuar
Bbiclwee obpasoBaHue - cneuuanumTeT, Maructpatypa

TpeboBaHMWA K ONbITY
NnpaKkTUYecKol paboTsbl

He meHee nATK neT paboTbl NO CNeunanbHOCTM NPU HaMYMUK BbICLLIETO
06pasoBaHuA No nporpammam 6akanaspuaTa

He meHee agyx neT paboTbl N0 CNeunanbHOCTM NPY HaIMYUK BbICLLIETO
06pa3oBaHMA NO NPOrpammam MarucTpaTypbl, CnewmManmTeTa

Ocobble ycnosus
JONycKa K paboTte

MpoxoaeHne 0bA3aTeIbHbIX NPeABapuUTEbHbIX (MPY NOCTYNAEHUMN HA
paboTy) M NepMoaAnYecKNX MeaULMHCKUX OCMOTPOB (0bcnenoBaHuit), a
TaK)Ke BHeoyepeaHbIX MeAMLMHCKMX OCMOTPOB (06cnenoBaHuit) B
nopsAKe, yCTaHOBNEHHOM 3aKOHOAATEIbCTBOM Poccuiickoi deaepauum

[pyrve xapakTepmncTuku

[na npodeccmoHanbHOro pocta TpebyeTca BbINONHEHUE KPUTEPUEB,
COOTBETCTBYIOLMX CNEeLNanbHOCTAM

OCHOBHble CNOCobbI NOBbIWEHUA KBAaANPUKALUK:

- NPOrpamMmmbl NOBbILLIEHWUA KBANNPUKaALMM HE perke O4HOro pasa B NATb
neT;

- nporpammsbl NpodeccMoHanbHON NepenoaroToBKu;

- CTa’MpPOBKMW;

- TPEHUHIN B CUMYNTALUUOHHbBIX LLEHTPAX;

- UCMO/1b30BaHME COBPEMEHHbIX AMUCTAHLMOHHbIX 06pa3oBaTe/IbHbIX
TexHonornit (obpasoBaTtenbHbIM NopTan U BebuHapbl);

- yyacTue B KOHrpeccax, KoHbepeHUUax, MacTep-Knaccax

[ononHuTenbHble XapaKTePUCTUKM

HanmeHoBaHwne Kop, HanmeHoBaHMe 6a30BoW rpynmbl, 4OKHOCTM (Npodeccum)
OOKYMEHTa WU CNeLmnanbHOCTH
OK3 1223 PykoBoguTenu nogpasgeneHnin no HayyHbim




nccnegoBaHUAm mn pa3p360TKaM

2113 XUmMmnKm

2131 Buonoru, 60TaHNKK, 300/10TU N CNELUANNCTDI
POACTBEHHbIX 3aHATUIA

2145 NHKeHepbl-XMMUKU

2262 MNposusopb

OoKnAaTP 24487 HauyanbHUK rpynnbl (B MpoYmx oTpacasx)

24693 HayanbHuK oTaena (cneumannsMpoBaHHOrO B NPoOYnX
oTpacnsx)

24906 HauyanbHWK cekTopa (Hay4YHO-TEXHUYECKOro pa3BuTmA)

25042 HayanbHWK ynpaBneHus (cneuvanmnsnpoBaHHOro B NpoYmx
obnactax)

25108 HauyanbHWK UeHTpa (B NpoYmx obnacTax)

26149 PykoBoauTeNb rpynnbl (B NPOMbILLAEHHOCTH)

26151 PykoBoguTenb rpynnbl (CNeunanmsnpoBaHHOM B NPOYMX
oTpacnsx)

26152 PykoBoauTenb rpynmnbl (HayYHO-TEXHUYECKOTO pa3BUTHA)

OKCO 010801 Pagnodusmka n snekTpoHmKa

010802 PyHaameHTanbHas pagnodmsmka u pusmnyeckas
3NEKTPOHUKA

020101 Xvmuna

020201 Buonorua

020208 Buoxmmua

020209 MuKkpobuonorusa

020900 Xumusa, dusnKa u mexaHMKa maTepmanos

060104 Meanko-npodpunakTmyeckoe 4eno

060108 dapmauesn

060112 MeauumnHckaa buoxmmms

111201 BeTepunHapua

140300 ApepHble pU3MKa U TEXHONOTUN

140307 PaanaumoHHan 6e30nacHOCTb Ye/I0BEKa U OKpYKatoLen

cpeab




140308 PagnaumoHHas b6e3onacHoOCTb

140401 TexHUKa n GU3MKa HU3KUX TemnepaTyp

140504 XonogunbHasa, KpMOreHHaA TeXHUKa U
KOHAWLMNOHMPOBaAHUE

210301 PagnodusmKka 1 anekTpoHmKa

240301 Xummnyeckasa TEXHONOIMMA HEOPraHMYECKUX BeLLLeCTB

240307 TexHoI0rNA CPeACTB XMMUYECKOM 3aLUTbI

240401 Xummnyeckasa TeEXHOIOMMA OpraHUYecKmx BeLw,ecTs

240402 XrMnyeckasa TEXHOOMNA CUHTETUYECKUX BUONOTNYECKMX

dKTUBHbIX BELWLECTB

240501 Xnmmyeckaa TeXHOI0MNA BbICOKOMONEKYNAPHbIX
coeanHEeHUNM
240505 TexHOoNOornA BbICOKOMONEKYNAPHbBIX U

BbICOKO3(PEKTUBHbIX COEANHEHUN N YCTPOMUCTB

240603 Xnmmyeckaa TeEXHONOMUA peaKnxX 31eMEHTOB U
MaTepmnanoB Ha UX OCHOBE

240801 MaLlmnHbI M annapaTbl XMMUYECKUX NPOMN3BOACTB

240802 OCHOBHblE NPOLECChl XMMNYECKMX NPOM3BOACTB U
XMMUYecKasn KubepHeTuKa

240901 BuoTtexHonorua

240903 broxmmunyeckoe npom3BoACTBO

3.4.1. TpypoBaa GpyHKUMUA

PykoBoacTso pabotamu no
rocyZ,apcTBEHHOMN perucrpaumm Yposerb
HanumeHoBaHue Y Kog |D/01.7 | (noayposeHb) | 7
JIeKapPCTBEHHbIX NPENapaToB U BHECEHUIO
o KBannduKaumm
M3MEHEHWI B PerMcTpaLMoHHoe 4ocke
MpouncxoxaexHue 3aMmcTBOBaHO
P . A OpuruHan X
TPYAO0BOM GYHKUMUM N3 opurnHana
Kopa PervcrpaumoHHbIN
opurnHana HOoMep
npodeccnoHanbHOro
CTaHAapTa
TpynoBsble aencTemA PykoBoAacCTBO pa3paboTKoi cTpaTerMit M naaHoOB MO rocyAapCTBEHHOM

perncTtpaunn NneKapCrtBeHHbIX MpenapatoB U BHECEHWUIO M3MEHEeHUN B
3aperncTpnpoBaHHble NeKapPCTBEHHbIE NMpPpenapaTbl




ynpaBneHme I'IO,CI,I'OTOBKOVI perncTtpauMoHHOro Aocbe U MU3IMEeHEHUn K
HeMY, KOHTPO/1b 3a BbIMNOJIHEHNEM NOATOTOBKMU

MPUHATUE peweHnin O HeobXoAMMOCTU BHECEHMA U3IMEHEHUU B
pervcTpaunoHHoe AoCbe Ha JIeKapCTBEHHbIM npenapar

ObecneyeHune KayecTsa nposognmbIxX pa60T

KoHTpo/b MHOOPMALMKN O PEryaATOPHbIX NPeueaeHTax Aaa pelleHus
npodeccnoHanbHbIxX 3aa4

MpeAacTaBneHne WHTepecoB dapmMaueBTUYECKOro NpPou3BOACTBa B
YNONHOMOYEHHbIX deaepanbHblX opraHax WCNOAHUTENbHOM BAacTn (B
npegenax CBoUX AONKHOCTHbIX 06s3aHHOCTEN)

OpFaHVI3aLI,VIﬂ n BegeHue nepennckun C YNONTHOMOYEHHbIMUN
desepanbHbIMM OpraHamm UCNONAHUTENLHOW BNacTU (B npeaenax cBOUX
OOJ/IKHOCTHbIX 06513aHHOCTE)

OpraHusauma paboT no 3awute pPe3ynbTaToB  WHTENIEKTYasbHOM
AeATeNbHOCTM Ha paspabaTbiBaemble U NPOU3BOAMMbIE 1EKAPCTBEHHbIE
npenaparbl

OpraHusauma  pacnpocTpaHeHUa  peryaaTopHon  uHbopmaummn  no
CTPYKTYPHbIM noapasaeneHnam bapmaLeBTUYEeCKoro Npoun3BoacTBa

Heobxoanmble ymeHUs

MPOM3BOAUTL aHANN3 KOHKYPEHTHOM CUTyauuu Ha ¢papmaLeBTUYECKOM
PbIHKE U MeAUUMHCKOM MPaKTUKN NPUMEHEHUA NIEKAPCTBEHHbIX CPeacTB
B MHTEpPECYHOLLMX HO30/10T1AX

OcyluecTBAATbL BbIBOP NpMemMIeMbIX MPoLEeayp 1 TPaeKTopuiA pa3paboTku
NleKapCcTBEHHbIX CPeacTs

Onpegenatb Tpebyembiit o6bem paboT No paspaboTke NeKapCTBEHHbIX
cpeacTs u  Tpebyemyto 3alUMTy  Pe3y/ibTaTOB  MHTENNIEKTyaslbHOWM
[eATeNIbHOCTM B COOTBETCTBUM C YCTAHOBJEHHbIMW TpeboBaHUAMU WU

npoueaypamm

OueHnBaTb 3HAYUMOCTb M3MEHEHUN W OTK/IOHEHWIA B TEXHOOMUM,
COCTaBe, UHCTPYKUMM NO MEeAUUMNHCKOMY MPUMEHEHUIO, MAPKUNPOBKEe
NEeKapCTBEHHbIX cpeAacts C uenbto BHeCeHUA N3MEHEeHUN B
pPerncTpaumoHHoe aocbe

AHanusMpoBaTb pe3ynbTaTbl UCCeA0BaHMI U SKCNEPUMEHTaNbHbIX PaboT
no paspaboTKe NeKapPCTBEHHbIX CPEACTB U YCN0BUA UX NPOBeAEHUA

CuctemaTManpoBaTb M aHaNM3MPOBaTb OWWOKM WM OTKAOHEHMA OT
TpeboBaHMIN YCTaHOB/EHHbIX MpoLEeAyp, MPUHATbLIX B GapMaL,eBTUYeCKoM
oTpacau

OueHMBaTb KOpPPEKTUPYIOLWME U Npesynpexkaaowme Meponpusatna no
YNIYUYLLUEHUIO KauyecTBa PeryifaTopHbIX paboT

Paspa 6aTbiBaTb 6M3Hec-N poLeccbl nogpasageneHna

PEAaKTMpOBaTb Hay4yHbleé W AOeNioBble TEKCTbl I'IpOd)ECCVIOHaI'IbHOI'O




coaepraHuA

OcywectBnsTe MOUCK M aHanAM3 3aKoHOAATeNbHOM, HOPMAaTUBHOM,
Hay4YHOM W  HAyYHO-MEAULMHCKOM MHPopmauMn Ons  pelleHus
npodeccmoHanbHbiX 33434 MO FOCYAAPCTBEHHOW  perncTpauum
NIeKapCTBEHHbIX CPeacTB

KoHTpoMpoBaTb AOKYMEHTOO60POT NO rocyAapCTBEHHOW perncTpanmum un
NOCTPErncTPaLMOHHOMY MOHUTOPWHIY JIEKAPCTBEHHbIX MpPEenapaToB B
opraHusaummu

Heobxoammble 3HaHUA

TpeboBaHua CornaweHusa o eauHbIX NPUHLMNAX U NpaBuaax obpalleHus
JIeKapCTBEHHbIX CPeACTB B pamKax EBPasniiCKOro sSKOHOMWYECKOro Coto3a

TpeboBaHus K obbeMy U 0DOPMIEHUIO  [OKYMEHTALMM
PerncTpaunoHHOro f0Cbe, U3MEHEHWI B PETMCTPALMOHHOM A,0Cbe

HopmaTuBHble NPaBoOBble aKTbl MO MOPAAKY OKa3aHUA rocyAapCTBEHHbIX
ycnyr

TpeboBaHMA K pa3paboTKe NeKapCTBEHHbIX cpeacTs (GapmaleBTMYecKan
pa3paboTKa, LOKANHNYECKME N KNUHUYECKME UCCNeA0BaHNA)

dapmakoneiHble MeToAbl aHanNM3a, WCNONAb3yeMble ANA MCMbITaHWUM
NIeKapCTBEHHbIX CPEACTB

MoneKynapHble, 6MOXMMMHECKM€, KNeTo4YHble, OpraHHble U CUCTEMHbIE
MexaHun3mbl AeﬁCTBMH NEeKapCTBEHHbIX CpeacTB

MeTozabl NporHo3nposaHus 6e30NacHOCTM NEKAPCTBEHHbIX CPEACTB

PerynaTopHble cTpaTernmn, Ucnoabyemble B papmaL,eBTMYECKOM OTpacau

MnaHbl oLeHKM 6e3onacHOCTU N 3bHEKTUBHOCTU NEKAPCTBEHHbIX CPEACTB,
npumeHAemble B OOKAUHUYECKUX UCCNe[OoBaHUAX NEeKaPCTBEHHbIX
CPeACTB U KNMHUYECKMX UCCNIEA0BAHUAX NEKAPCTBEHHbIX MPENapaTos

MeToabl MaTEeMATMYECKOM CTAaTUCTUKM, ncnonb3yemble npu pa3pa60TKe
NNEKapPCTBEHHbIX CpeacTs

dapmakonorua n buodapmaums, KIMHUYeCcKas Gapmakoiorusa

CDapMaLl,eBTMHECKaﬂ 3KOHOMWKA U MapPKEeTUHr

dapmaueBTMYeCKas 3NUAEMUONOTMA M MPUHUMNbI  OpraHMU3aLmm
30paBOOXPaHEHNA B CTpaHax, r4e PernmcTpupyroTca JieKapCTBeHHbIe
cpeacTea

MpaBuaa rocyaapCTBEHHOrO PeryiMpoBaHua, peryaaTopHble npoueaypsl
W NpeueseHTbl B OTHOLWEHUW IeKapCTBEHHbIX NPenapaToB B CTPaHax, rae
pPerncTpupyoTca IeKapCTBEHHbIE NpenapaTbl

MeToabl NNAHMPOBAHMA IKCNEPUMEHTOB M HaY4YHbIX MCC}'IELI,OBaHMVI,
ncnosibdyemblie npu pa3pa60TKe NEKapPCTBEHHbIX CpeacTs

Hopmbl fnenoBoro  ob6weHWAa W KynbTypbl, NpOdeccUoHabHOM
MCUXOI0TUN, STUKM U LeOHTON0TUN




Cnocobbl M MeToabl YMpaB/ieHWsa MpoeKTamMM Mo pas3paboTke U
rocyf,apCTBEHHOW PerncTpaumnmn 1eKapcTBeHHbIX NpenapaTos

MpuHUMNbl  OobecrneyeHUs KavyecTBa W MNOPSAOK OpraHusauum u
dYHKUMOHUPOBAHUA cucTembl MeHeaXMeHTa KayecTBa Ha
dbapmaueBTMYECKOM NPON3BOACTBE

,D,EIIOI'IPOVBBO,D,CTBO n ,D,OKyMEHTOO60pOT, B TOM 4ucne 3ﬂeKTpOHHbIl\;1

CoBpemeHHble  MHPOPMALMOHHbIE  TEXHONIOTMKM, B  TOM  4uche
ncnonb3ylowmecs  YNnoJHOMOYEHHbIM — FOCYAAPCTBEHHBIM  OPraHOM
WCNONHUTENbHOM BAACTU NO PErYANPOBAHUIO IEKAPCTBEHHbIX CPEACTB

MpUHUMNBI 3alWMTbl Pe3yNbTaToB WHAMBUAYANbHOW AeATeNbHOCTU W
cpeacTs UHAUBUAYANN3aLMM

TpeboBaHMA CaHMTAPHOIrO pPEeXKMMa, OXpaHbl Tpyda, MNOXKapHOM
6e30nacHOCTU, 3KONOTMM OKpPYHKaloLWeN cpeabl, NOPAAOK AENCTBUN NpU
ypesBblYalHbIX CUTYaLMAX

[pyrve xapakTepmncTuku

3.4.2. TpypoBasa GpyHKUUA

PykoBoacTBO paboTamm N0 MOHUTOPUHTY YpoBeHb
HanmeHoBaHWe |6e30MacHOCTM IeKapPCTBEHHbIX Koa |D/02.7 (nopypoBeHb) 7

npenapaTos KBaNUOUKaALMM
MpoucxoxaeHue 3anMmcTBOBaHO

TPYA0BOM QYHKLNM

OpuruHan X
n3 opurnHana

Kog, PervcTpaumoHHbIN
opurMHana HoMep
npodeccnoHanbHOro
CTaHaapTa

TpynoBble aencTemA

PYKOBOACTBO MpOBEAEHMEM W KOHTPO/Ib MposBedeHus paboT no
MOHUTOPUHTY 6e3onacHocTH NIEKapCTBEHHbIX npenapartos
(dapmakroHagzop)

OpFaHM3aLI,Mf-| N KOHTPOJib pa3p360TKM M cornacosaHunA naaHoOB
ynpasaeHna puUCKamm 6esonacHocTH NEeKapCTBEHHbLIX MNpenapaToB B
COOTBETCTBUU C YCTAHOBJ/IEHHbIMU Tpe6OBaHMﬂMM

PykoBoactBo 06paboTKoit M KOHTpo/Ab 06paboTkM nocTynatoLein
MHPopMauum o 6e30MacHOCTM JIEKAPCTBEHHbLIX MPEnapaTtoB M WX
npeacraBfeHue B YNOJHOMOYEHHbIN benepanbHbii opraH
WCMONHUTENbHOW  BNACTU B COOTBETCTBUM € YCTAaHOBJIEHHbIMM
TpeboBaHMAMM

OpFaHM3aLI,MFI n KOHTPO/1b noAroToBkn AOKYMeHTaunun no
d>apmaKOHap,3opy B COOTBETCTBUU C YCTAHOBJ/IEHHbIMU TDE6OBaHMﬂMVI




OpraHmsau,Mﬂ nposeneHuA paCCﬂe,ﬂ,OBaHMﬁ no nony4yeHHbIM
COO6LLI,€HMFIM O He)XenatesibHbIX peakuMAx, BO3HUKWUX MNMpn npueme
NNEKAPCTBEHHbIX MpenapaTos

MpUHATME peleHnn O HeobXoaMMOCTM CPOYHbIX AEUCTBUA Npu
BO3HWKHOBEHUWN KPUTUUYECKUX PUCKOB AS1A KMU3HU M 340P0BbA NALNEHTOB

OpFaHM3aLI,Mﬂ MOHUTOPUHIA U aHa/IN3a VIH(I)OpMaLI,VIVI o 6esonacHocTH
NEKapPCTBEHHbIX npenapatos, dHa/NIOIM4YHbIX nnn NOXOXXUX Ha
pa3pa6aTb|BaeMb|e N BbllMyCKaemble NMPOAYKTbI (CMHOHMMbI, TaKoli Xe
rpynnbl, TaKOro xe Kl'IaCCEl)

KoHTponb cooTBETCTBMA MHPOPMALMM MO JIEKAPCTBEHHbIM CpeacTBam
(MHCTPYKUMM MO MEAMUMHCKOMY MPUMEHEHWUIO, JINCTKa-BKNaAbILa)
COBpPEMEHHOMY YPOBHIO HAaYYHbIX 3HAHWUI

OpraHusaums B3aMMOCBA3W C PEryaaTOPHbIMKW OpraHamu Mo BOMpocam
UHPopmunpoBaHMa 06  M3MeHeHMAX  npoduns  6e3onacHoCTM
NeKapCTBEHHbIX NPenapaToB M HOBbIX PUCKaxX A5 NALMEHTOB

OpFaHM3aLI,Mﬂ MHd)OpMMpOBaHMFI MeaAUUNHCKNX pa6OTHMKOB M nauneHToB
o 6e3onacHocTH NNEKAPCTBEHHDbIX NMPenapaTos

OpraHusauma  pacnpocTpaHeHus WHPopmauum o  6e3omnacHoCTM
NIEeKapCTBEHHbIX MNPernapaTtoB Mo  CTPYKTYPHbIM  NOApasAeneHuam
dbapmaueBTUYECKoro npon3BoACTBa

Heobxoanmble ymeHUs

MnaHvMpoBaTb W oOpraHM3oBbIBaTb paboTbl no ¢dapmaKoHag3opy B
COOTBETCTBUM C YCTAHOBNEHHbIMW TPEBOBAHUAMM U NPoLEeAypPamMm

AHanu3MpoBaTb  pe3ynbTaTbl  pacciefoBaHWMIt MO MOJAYYEHHbIM
COOBLIEHNAM O HeKenaTefibHbIX PeakuusaX, BO3HUKLIMX Mpu npueme
JleKapCcTBEHHbIX MPenapaTos, U YCN0BMA UX NPoBeaeHUA

OueHuMBaTb TAXKECTb PUCKOB HeXeNaTe/IbHbIX NEKAPCTBEHHbIX peaKu,lel
AnAa Xn3Hm mn 30poBbA NaUNEHTOB

YcTaHaBNMBaTb NPUYMHHO-CNEACTBEHHYIO CBA3b MEXKIY HeXKenaTesIbHOW
peakuuel 1 NPYeMOM IEKapCTBEHHOrO NpenapaTa

AHanu3MpoBaTb OT4YETbl O 6E30MaCHOCTU JIEKAPCTBEHHbIX CPeacTs,
coobuieHus o HeXenaTeNbHbIX  JIEKAPCTBEHHbIX peaKkumsx,
npeacTaBAseMbIX B YNOJHOMOYEHHbIM OpraH UCNOAHUTENBHOW BNACTU MO
$bapmaKkoHaa30py, CBOEBPEMEHHOCTb UX NPEACTaBAEHUSA

PaspabaTtbiBaTb OU3HeC-Npouecckl NogpasaeneHmsa no ¢apmakoHaasopy

OpraH130BbIBaTb Pa3paboTKy AOKYMEHTAUMW M OLUEHMBATb OTYETHYIO U
pacnopaamTenbHyo AOKYMeHTaumMm no papmaKkoHaa30py B COOTBETCTBUM
C YCTaHOBNEHHbIMU TPeboBaHNAMM

PEAaKTMpOBaTb Hay4dHbleé W AOeNoBble TEKCTbl I'IpOd)ECCVIOHaI'IbHOI'O
coaepraHuA

OcyliecTBNATb MOMCK W aHaAM3 3aKoHOAATe/NbHOM, HOPMATUBHOW,
Hay4YHOM W  HAy4yHO-MEAMUMHCKON MHbOpMauMM ANa  pelleHus




npodeccroHanbHbIX 33434 No papmakoHag3opy

Heobxoanmble 3HaHUA

TpeboBaHua CornaweHnsa o eAnHbIX NPUHLMNAX U NpaBuaax obpalleHus
JIeKapPCTBEHHbIX CPEACTB B pamKax EBpa3niicKoro skoHOMMYECKOro coto3a

TpeboBaHMA K 0b6bemy M OPOPMIEHUIO OTYETOB U COOBLLEHMIA O
6e30MacHOCTM  /JIEKApPCTBEHHbIX MpenapaTtoB M K  CPOKam WX
npeacTaBNeHnsa B YNOJAHOMOYEHHbIV OpraH UCNOHUTENIbHOM BAACTU MO
dapmakoHagzopy

HopmaTtuBHble nNpaBoOBble aKTbl MO MOHMTOPUHIY 6e3onacHocTu
JIeKapCTBEHHbIX MpenapaTos

MeToabl U UHCTPYMEHTbI YCTAaHOBNEHWUA NPUYMHHO-CNEACTBEHHON CBA3M
MeXAy HeXKenaTe/NbHOM peakumen W NpUemMoM NIeKapCTBEHHOO
npenapara

MoneKkynapHble, BUMOXMMNYECKMNE, KIETOUHbIE, OPraHHble U CUCTEMHbIE
MeXaHU3Mbl AeACTBUA IEKAPCTBEHHbIX CPEACTB

MeToabl NPOrHO3UpPOBaHMA 6esonacHoCTH NeKapCTBEHHbIX CpeacTs

MeToapbl OUEHKM 6e3onacHoCTM U 3PPEeKTUBHOCTU, MPUMEHSAEMbIe B
KAMHUYECKUX UCCIeA0BAHUAX SIEKAaPCTBEHHbIX NpenapaTos

MnaHbl ynpaBneHUa puckamu 6esonacHocTH NEKapPCTBEHHbLIX CpeacTs

MeTogbl MaTeMATUMYECKOW CTATUCTUKM, WCMOJIb3yemble ANA OUEHKMU
PUCKOB W YacTOTbl HeXesaTeslbHblX pPeakunin Ha JIeKapCTBEHHbIE
npenapartbl

dapmakonorna n buodapmanms, KNMHUYecKan GapmaKkoaorus

MpaBWna rocy4apcTBEHHOTO PEry/IMPOBaHUsA, PeryaaTopHbie npouenypbl
M npeuedeHTbl B OTHOWEHWW JNEeKapCTBEHHbIX CpPeacTB (Bomnpochl
6esonacHoCTH)

Hopmbl genosoro o6WeEHWA U KynbTypbl, NpodeccroHanbHOM
NCUXON0TUK, STUKM N AeOHTONOTUN

MpuHuMnbl obecnevyeHUa KavyecTBa W MNOPAAOK OpraHUsauum u
bYHKLMOHNPOBaHMA cucTembl MeHeKMeHTa KayecTBa Ha
bapmaueBTUHECKOM NPOM3BOACTBE

[lenonpounssoacTso U AOKYMEHTOO60POT, B TOM YMCE 3/TEKTPOHHbIN

CoBpemeHHble  MHPOPMALMOHHbIE  TEXHOMOMMKM, B TOM  YuUCIe
MCMONb3YIOWMECA  YNOAHOMOYEHHbIM  FOCYAapPCTBEHHbIM  OpraHom
NCMNONHUTENBHOW BNACTM NO GapMaKoHaA30pY IeKapPCTBEHHbIX CPeacTB

Cnocobbl n MeTOo4bl ynpaBneHnA NpoeKkTamm

COBpEMEHHbIﬁ dCCOPTUMEHT /IEKapCTBEHHbIX NpPenapaTos

TpeboBaHMA CaAHWTApPHOrO PeXMMma, OXpaHbl Tpyda, MNOMKapHOM
6e30nacHOCTU, 3KONOTMM OKpPYrKaloLWen cpeabl, NOPAAOK AENCTBUN NpU
Ype3sBbIYAMHbIX CUTYyaLUAX




[pyrve xapakTepmncTuku

3.4.3. TpypoBaa GpyHKUMUA

OpraHusauma paboTbl nepcoHana YposeHb
HavmeHoBaHMe |chneunanmMsMpoBaHHOrO (CTPYKTYPHOrO) Koa |D/03.7 (nopypoBeHb) 7

nogpasaeneHums KBannpuKaumnm
MpoucxoxaeHue 3anmcTBoBaHO

TPYA0BOW GYyHKUUM

OpurnHan X
N3 opuruHana

Kog PerncrpaumoHHbIn
opuruHana HOoMep
npodeccnoHanbHoOro
CTaHAapTa

TpyaoBble AencTBus

MnaHuMpoBaHue noTpebHOCTH B nepcoHane NoAYNHEHHOro
(noauMHeHHbIX) NnoapasaeneHuns (noapasaeneHuin)

OpraHu3auma obyyeHusa 1 OUEHKN 3HaHUIM NOAYMHEHHOTO nepcoHana

Mopbop W aganTauma nepcoHana noapasAeneHvii paspaboTku U
nccnesoBaHWiA NEKAaPCTBEHHbIX CPEeACTB (B YacTU CBOMX MOJIHOMOUNIA)

PacnpegeneHne 3agay u paboT mexay MepcoHasom MOAYMHEHHOTO
(nogunHeHHbIX) nopgpasgeneHvsa (nogpasgeneHuii), KOHTPOb  MX
BbIMNOJHEHUA

OpraHusaumsa perynsipHbix MeguuMHCKUX NPodUNaKTUYECKMX OCMOTPOB
NMepcoHana CTPYKTYPHbIX NoApasaeeHuni

MpoBegeHWe OLEHKM YCNOBUI Tpyaa (B 4acTU CBOMX NMOJHOMOYMIA)

Heobxoanmble ymeHUs

OueHuBaTtb I'IOTpE6HOCTb B NepCcoHane noag4nHeHHOro nogpasaeneHuna

OueHunBaTb NPodeCcCnoHabHO-KBANNPUKALMOHHBIM YPOBEHb NepcoHana
noapaszeneHnin paspaboTkn U Uccaes0BaHMIA NeKaPCTBEHHbIX CPeacTB

Pa3pa6aTbIBaTb MmeponpunATnA No agantaln nepcoHana

CornacoBblBaTb AO/IKHOCTHbIE MHCTPYKLMKW NepcoHana nogpasaeneHui
pa3paboTKM 1 UCCAef0BaHMIA NIeKaPCTBEHHbIX CPeACTB

MnaHMpoBaTb M onpeaenatb Gopmbl U MeToabl 06yYeHUn nepcoHana

PaspabatbiBaTb cuctemy 3¢b¢PeKTMBHOM  MOTMBALMKM  MNepcoHana
noApaszeneHnin pa3paboTku U UccnefoBaHWI IEKAPCTBEHHbIX CPeACTB

Mpeaynpexaatb KOHGANKTHbIE CUTYaLLUM

AHafIVI3MpOBaTb 1N OUuEHUBATb AeATENIbHOCTb NepCoHana noapasaeneHuaA
Ha KOHKPETHbIX Y4aCTKaxX pa60TbI

Bectun neperosopbl, AenernpoBatb NnoNHOMO4YNUA, OCYLWeCTBNATb




B3aMMOAEﬁCTBMe C COTPpYAHUKAaMM OpPYyrmux no,u,pas,u,eneHMﬁ

OcyLLecTBAATb KOHTPOb COBI0AEHNA NEePCOHAIOM CaHMTaPHbIX NPaBu,
TpeboBaHMIN OXpaHbl TPYAA, NPABMA BHYTPEHHEro TPYA0BOro pacnopsaaKka

Heobxoanmble 3HaHUA

TpyAaoBoe 3aKkoHoAaTenbLCcTBo Poccuninickon Pepepaumn

JloKanbHble akTbl NO Hanpas/ieHnam AeATe/ibHOCTU

Buabl CTUMYyNNpPOBaAHUA NePCOHanNa

KagpoBbiit MeHeaKMeHT

Hopmbl fenoBoro  ob6wWeHWA U KynbTypbl, NpOo¢deccroHaNbHOM
NCUXON0TUK, STUKM U AeOHTONOTNN

CaHUTapHO-TUrMeHn4YecKkme TpeboBaHMA K MOMELLEHMAM M NePCOHany

TpeboBaHMA K OTYETHON AOKYMEHTALMM, CTPYKTYpPa M COCTaB OTYETHOM
AOKYMEHTaUMK No Kagpam

TpeboBaHuMA Hagnexalen NPon3BoACTBEHHON NMPAKTUKKU, HOPMATUBHbIX
MpaBOBbIX aKTOB W CTaHgapToB B 06/1aCTM  CUCTEMbI  KayecTBa
JIeKapCTBEHHbIX CPeACTB B OTHOLLIEHUW NepcoHana

TpeboBaHMA CaAHWTAPHOTO PeXMma, OXpaHbl TpyAa, MOXKapHOM
6e30MacHOCTM, 3KONIOTUWN OKpYXKatoLwen cpeapl, NOPALOK AeNCTBUIM Npu
ypesBblYalHbIX CUTYyaLMAX

[pyrve xapaktepuctnkm

IV. CBegeHuna 06 opraHusaumax - paspaboTumKkax
npo¢eccuoHanbHOro cTaHAapTa

4.1. OTBeTCTBEHHAA OpraHu3aLuA-pa3paboTumk

~n

Obuwepoccuiickoe obbegmHeHne pabotogatenen "POCCUNCKMIA COHO3 MPOMBILLIEHHUKOB U
npegnpuHumatenen”, ropoa Mocksa

YnpaBaaoLWmin gupekTop
YnpasneHua pa3sutua Keanndukaumi CmupHoBa t0nna BanepbeBHa

4.2. HaumeHoBaHUA opraHusauuin-paspaboTumkos

1 | Accoumauma mexkayHapoaHblX dapmaLeBTUYeckux nponssoautenei, ropos Mocksa

2 | Accoumaums npomssoauTeneit papmaleBTUYECKOM NPOAYKLUUU U U34eNNN MeANLUHCKOTO
HasHayeHusA, ropoa Mocksa

3 | Accoumauma poccUMCKUX papmaLeBTMUECKUX Npou3BoauTenei, ropog Mockea

4 | Coto3 "HaumoHanbHas ®PapmauesTnyeckan Manata", ropog Mockea

5 | Coto3 MpodeccroHanbHbix PapmanesTuyeckux OpraHusaumii, ropoa Mocksa




6 | Preoy BO "Mepsbiii MOCKOBCKUA FOCYAapCTBEHHbIN MeAUUNHCKMIA YHUBEPCUTET MMeHN U.M.
CeueHoBa" MuHsapaBa Poccumn, ropog Mockea

<1> O6LepoCcCUMCKUn KnaccudmrKaTop 3aHATUN.
<2> 06LWepoCcCUCKNA KnaccuPUKaTop BMA0B SIKOHOMUYECKON AeATe/IbHOCTH.

<3> Mpwukas MuHsgpaBcoupassutna Poccumn ot 12 anpena 2011 r. N 302H "O6 yTBep:KaeHUM
nepeyHen BpeaHbIX 1 (MK) oNacHbIX MPOM3BOACTBEHHbIX GpaKTOPOB M PaboT, NPU BbIMOAHEHUN KOTOPbIX
npoBoaAaTcA obsA3aTesbHble NpeaBapuTesibHble U MEPUOANYECKME  MEAMUMHCKME  OCMOTpbI
(obcnepoBanusa), u lMopagka npoBeAeHMA 06A3aTeNbHbIX NPEeABAPUTENbHBIX W NEepPUoAUYECKUX
MeAULIMHCKMX OCMOTPOB (0bcnenosaHuin) paboTHUKOB, 3aHATLIX Ha TAXeNblXx paboTax M Ha paboTax C
BpeAHbIMU U (M1M) onacHbIMK ycioBuaAMM Tpyaa" (3apernctpuposaH MuHtoctom Poccum 21 oktabps 2011
r., PErncTpaumnoHHbiin N 22111), c USMeHeHUAMM, BHECEHHbIMM NpUKaszammn Munsgpasa Poccun ot 15 masn
2013 r. N 296H (3apeructpmpoBaH MuHioctom Poccum 3 niona 2013 r., peructpaunoHHsiii N 28970) u ot
5 nekabps 2014 r. N 801H (3aperncrpmupoBaH MuHioctom Poccuu 3 despana 2015 r., perucTpaLMoHHbIN
N 35848).

<4> EAMHBbIN KBaNMOUKAUMOHHbLIA CMPaBOYHMK OO/KHOCTEN PyKOBOAMTENEN, cneumannctos u
CNYKALLMX.

<5> Obuwepoccnnckuii knaccudukaTop npodeccnin paboumx, AOMKHOCTEN CAYKALMNX U TaPUPHbIX
pa3pasos.

<6> 06LEepocCUNCKMn KnaccudumkaTop cneumasbHoOCTeN No ob6pas3oBaHMIo.

<7> ®epepanbHblii 3akoH oT 31 aHBapAa 2016 r. N 5-®3 "O patndpuKkaymm CornawieHns o eanHbIX
NnpUHLUMNax 1 nNpaBuaax obpalleHna NeKapcTBEHHbIX CPeACTB B pamKax EBPasMiMCKOro 3KOHOMUYECKOro
coto3a" (CobpaHue 3akoHoaaTenbcTBa Poccuiickon deaepaumm, 2016, N 5, cT. 557).




