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III. XapakTepucruka 06061eHHbIX TPYAOBBIX bynxumii

3.1. O606mennas TpygoBas

dbyHKIHS

Benenne pa6or, cazanHbIX ¢
(bapMmaneBTHYECKOI CHCTEMOIH

YposeHb 6

HaumenoBanne Kox A
KaqeCcTBa MPOHU3BOACTBA KBAIN(UKAHH
JICKapCTBEHHBIX CPE/ICTB
ITpoucxoxmenne
06001meHHo# Tpya0BOi Opwuruaan X 3aUMCTBOBAHO 113
byHKem OpUrHHANA
Kon PerucrpaunosHbii HOMep
opurpHana  NpohecCHOHATLHOTO CTAHAAPTA
Bo3MoxxHbIe Cnennanuct/HmKeHep 1o Ka4ecTBy
HaHMEHOBaHHS Menemxkep o kauecTBy

JOJDKHOCTEH, npodeccHii

CIICI.II/IaIII/ICT I10 YIIDABJIICHHIO PHCKAMH JUII Ka4eCTBa

TpeboBanus
06pa3oBaHMIO H O0YIEHHIO

Briciee o6pa3oBanue — GakanaBpuar
Beiciiee 06pazoBaHue — CIELHATATET, MATHCTPATYpa

TpebGoBanus x onsITy
IPaKTHYECKOH paGOThI

Oco0brle ycnoBus qomycka
K pabote

IIpoxoxnenne o63aTe/IbHBIX IPEABAPHTENLHEIX (IIPH MOCTYILICHHH HA
paboTy) U IEpHOAMYECKHX MEQUIMHCKAX OCMOTPOB (06CIeI0BaHHit), a
TAK)KC BHEOUEPEAHBIX MEUIIHHCKHX OCMOTPOB (00CIeI0BaHMiA) B
TIOpAIIKE, yCTaHOBICHHOM 3aKOHOzaTenbscTBoM Poccuiickoit denepaumm

Jlpyrue xapakTepucTaKy

Mt npodeccronanbHOro pocta TpeGyeTCs BEHIIOTHEHNE KPHTEPHEB,
COOTBETCTBYIOIIUX CHEI[HANBHOCTIM

OcHoBHBIE CLIOCOOBI TOBBIIEHHS KBATH(BUKAIHH:

- IPOTrpamMMBI OBLIECHHNS KBATH(UKAIIHY HE PEKE OAHOTO pas3a B IIATh
JerT; :

- IporpaMmsl IpodeCCHOHANBHOMN TEPENOATOTOBKH;

- CTQXKHPOBKH;

- TPEHHHTH B CHMYJIILIMOHHBIX [EHTPaX;

- HCIIOJIb30BaHHUE COBPEMEHHBIX JUCTAHIIMOHHBIX 00pa3oBaTeIbHbIX
TeXHOJIOruH (06pa3oBaTenbHEIH OpTaAN H BeGHHAPEI);

- Y9acTHe B KOHIpeccax, KOHpEpeHIHsIX, MacTep-Kiaccax

JlonmoTHUTEBHEIE XapaKTEPHUCTHKH

HaumenoBanue 6a30BO# IPYIIIIbI, JOIKHOCTH
HavmeHOBaHUE TOKYMEHTA Kon
(mpodeccun) wiH CHENHATBHOCTH

OK3 2113 XuMHKH

2131 buonoru, 60TaHHKH, 300JI0TH U CIIELIHAIUCTEI

POACTBEHHBIX 3aHITUN

2145 HHxeHephl-XUMHUKH

2262 IIpoBu3opsl
EKC* - HHxeHep o KayecTry
OKIIJTP’ 22583 HHxeHep [0 Ka4eCTBY
OKCO° 010801 Pamnodusuka n anekTpoHuka
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010802 DyHamenTaNnbHas paquodu3NKa ¥ pU3MUecKas
NEKTPOHHUKA
020101 Xumus
020201 buonorus
020208 Buoxumus
020209 Muxpo6uonorus
020900 Xumus, GU3MKA U MEXAHHKA MATEPHATIOB
060104 Memuko-nipoduiaxtudeckoe aemo
060108 Dapmanes
060112 Memuunrnckas 6uoxumus
111201 Betepunapus
140300 SinepHble hu3HKa M TEXHONOrHM
140307 Panuanvonnas 6e3onacHocTs 9e10BeKa |
OKPY’KarolleH cpenpl
140308 Pannanuonnasg 6e30macHOCTD
140401 Texnnxa u pusrka HA3KHUX TEeMIIEpaTyp
140504 XomnoaubHas, KpHOTEHHAS TEXHUKA K
‘ KOH/IMITHOHAPOBAHHE
210301 Pagno¢usmka u snexrpornka
240301 XuMHIECKas TEXHOJIOTHS HEOPraHHYECKHX
BELIECTB
240307 TexHomorus cpencTs XuMuUeCkoH 3aITATH
240401 XHUMHUIeCKas TEXHONOTHS OPTAHHIECKUX BEMIECTR
240402 XUMHYECKAd TEXHONOTHS CHHTETHIECKIX
OHONIOTHYECKHX aKTHBHBIX BEIIECTB
240501 XAMuUecKas TEXHONOTHS BBICOKOMOJIEKYJISIPHBIX
COCIMHEHMH
240505 Texnomnorns BEICOKOMOJEKYTAPHBIX 1
BEICOKO3()DEKTHBHEIX COeTMHEHHUI U YCTPOHCTB
240603 XHMUYeCKas TEXHONIOTHS PEIKUX JIEMEHTOB U
MaTepHaJIOB Ha HX OCHOBE
240801 Manmns! 1 annaparsl XEMAYECKHX MPOH3BOJICTB
240802 OcHoOBHBIE ITPOIIECCH] XUMHYECKHX IIPOU3BOJICTB U
XUMHIYECKas KHOepHEeTHKa
240901 buorexnonorus
240903 BroxuMuveckoe npou3BoacTso
3.1.1. Tpyaosas pynxuus
A Ynpasnenue goxymenrarueii Yposens
Hauvenosarue bapmaneBTHUecKOl cHCTEMEI KauecTBa Kox | A/01.6 (nozyposeHs) 6
KBanApuKamy
Ipoucxoxnenue
T‘pl;’ﬂOBOfl qz)lymlfunn Oparmsar X 3;11/41]:;;:12281110 -
Kon Perucrpamuonnstii Homep
OpHUrHHajia HpO(I)CCCI/IOHaIILHOI‘O cTaHgapra
Tpynosie Pazpa6orka periiaMeHTHPYIONTEei 3 peTUCTpUpYIOITIEH AOKyMEHTaIuH
AeHcTBus hapmanepTHuecKOM cHCTEMBI KauecTBa U BHECEHNE HM3MEHEHHWH B Hee B

YCTAHOBJIIEHHOM IIOopAJKe

Benenne yuera PETIAMECHTAPYIOMIEH M PETHCTPUPYIOImEH  NOKYMEHTamun
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(apmaneBTHYECKOI CHCTEMEI KauecTBa

IIpoBepka perucTpupylomelf NOKYMEHTalMM HA COOTBETCTBHE YCTAHOBJIECHHBIM
Iponerypam

Opranusanus nopsmka paspaGoTKh, OGOPMIIEHHS, BHIIAYH, H3BATHS M XpaHEHHS
JOKYMEHTOB (hapManeBTHYECKOM CHCTEMBI Ka9eCcTRa

Oprammsanuss — mopsgka  IepecMOTpa W aKTyalM3alldd  JOKyMEHTOB
¢apmaneBTHIECKOM CHCTEMBI KauecTBa

KOHTpOJIB HSMCHCHI/Iﬁ, BHOCHMbBIX B IOKYMCHTRI (bapmaueBanecxoﬁ CUCTCMBI
KaducCTBa

Opraﬁusaupm BEeACHUs 3amnuced 1mo IPOU3BOACTBY, YIIAKOBKE, B [JOKYMCHTAaX, .
IIOATBCPXKAAIOMINX IIPOU3BOACTBO cepnﬁ JICKapCTBEHHBIX CPEACTB, B COOTBETCTBUH C
YCTAHOBJICHHBIMH Tpe60BaHI/I$IMI/I

PaspaboTka mpomemyp, ycTaHABIMBAIONIMX TNOPSAOK BHITyCKA ¥ 3a0paKOBKH
HCXOJHOTO CHIPhSI, IPOMEKXYTOYHOU M TOTOBOM MPOAYKIMH

Beznenue yuera JOKyMeHTOB B paMKax (hapMarieBTHIECKOM CHCTEMBI KAYeCcTBa

P aspa60TKa KOHTPOJIBHEIX IIPOUEAYP B OTHOIICHUN JJICKTPOHHEIX TOKYMEHTOB

CocraBnenne mIaHOB KOPPEKTHPYIOIHX H TPEAYIPEKAAIOIMX AEHCTBHH s
MHUHAMU3AIMH A UCKIFOUEHHUS PUCKOB JULI Ka4eCTBA JICKAPCTBEHHBIX CPECTB

Benenue peecTpa JIFOOBIX U3MCHCHMH, KOTODBIC MOTI'YT IIOBJIUATH HA CTATYC NPOAYKTa

Heobxonumbie
YMEHUS

Pa3paGartsiBath nporpamMMy ymnpasiienus [oKyMeHTaMH (papMareBTHIECKON CHCTEMBI
KadecTBa

OHpe,I[CJISITB HCO6XO,Z[I/IMBIC JAOKYMCHTHI IJIs1 ONMHCAHUSL (bapMauequecxoﬁ CHCTEMBI
KadyeCTBa

HoxymentanbHO — ofopmissTE  0030pHI  KauecTBA  BCeX  [POM3BENEHHBIX
JIEKapCTBEHHBIX IIPEapaTon

OcCyIecTBnaTe aKTyanusalMio ¥ YHHYTOXEHHE JOKYMEHTOB (hapMaleBTHYECKOH
CHCTEMBI KauecTBa

1Ipou3BOMMTE 3KCHEPTH3y HOKYMEHTOB [ PETMCTPAIHOHHOTO [0ChE Ha
JIEKapCTBEHHBIE CPEJICTBA

OpraHu3oBbIBaTE XpaHEHHE [OKYMEHTOB B COOTBETCTBHH C YCTAaHOBJICHHBIMH
TpeOOoBaHUAMHU .

OueHnBaTh BO3MOXXHOCTH OPraHH3AMOHHLIX MPOILECCOB, PEIICHHN U JEHCTBUH B
pe3yJibTare yNpaBlIeHHs JOKYMEHTaAMH

AHaJII/IBI/IpOBaTI) PO ECCHI pa6OTI:I C TOYKH 3pCHHUA YIIPAaBJICHUA TOKYMCHTaMHU

HpI/IMCH}ITB MC)K,Z[HCHI/IITJIHHaprlﬁ moaxon IIpH aHajInu3€ PHUCKOB I KadecTBa
JICKAPCTBEHHBIX CPEACTB

HpOI/ISBOI[I/ITB aHak3 IIPHYHH BBIABICHHBIX OTKJIOHEHHH M HECOOTBETCTBUI
YCTAaHOBJICHHBIM Tpe60BaHI/IﬂM, AHAJIN3 PUCKOB JJIA Ka4ycCTBa TOTOBOH MIPOOYKITUH

OCyIIecTBIATh IONCK M aHAIU3 PETYJIATOPHON, HAYYHOM M HAYYHO-TEXHHUECKOM
MH(OPMaIH JUIA pa3paboTKU JOKYMEHTOB (hapMalleBTHIECKOM CHCTEMEI Ka9ecTBa

Hcnons3oBats HH(}OpMAIMOHHEIE TEXHOJIOTHH, IIpUMEHSIEMBIE Ha
¢apManeBTHUECKOM IPOU3BOJCTBE

BecTu neperoBopsl, fenernpoBarh IIOJHOMOYHS, OCYIIECTBIISTh B3aMMOEHCTBHE C
HEPCOHAIOM JPYTHX IOApa3IcIeHIM

Heobxomumeie
3HAHUS

TpebGopanus CormameHus o0 €IMHBIX NPHANWOAX M IpaBHJIAX obpaiueHus
JEKapCTBEHHBIX CPE/CTB B paMkaX EBpasmiicKoro SKOHOMHYECKOTo CO3a [IpaBmI
Hajyiexkamell pONU3BOACTBEHHOM npaKTnKHS, HOPMaTHBHBIX IPABOBBIX aKTOB H
CTaHJAPTOB B 00JIACTH CHCTEMBI Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB

JInneH3noHHEIE Tpe60BaHI/I$I IIpH IIPOHU3BOACTBE JICKAPCTBCHHELIX CPCACTB

TpeGopanns K perucTpalyy IeKApPCTBEHHBIX CPECTB

I[CJ'IOHPOI/I?»BOI[CTBO, BHABI 1 (I)OpMI)I JOKYMCHTAIUuHu
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HpI/IHI.II/II'IBI CTaHIAPTU3AINHU U KOHTPOJIA KaueCTBa JICKAPCTBCHHLIX CPEACTB

PernamenTupyioras u perucTpupyromas JIOKyMEHTAaIHs CHCTEMBI
(apManeBTHIECKOTO Ka4ecTBa

MeTtonsl ¥ HHCTPYMEHTHI YNpaBleHHS DHCKAMH JUIi KAdeCTBA JIEKAPCTBEHHBIX
CpEeJICTB

Merozpl moMCKa NPHYHH HECOOTBETCTBHI YCTAHOBIEHHBIM TPEOOBAHMSM IIPH
IIPOU3BOJICTBE JICKAPCTBEHHBIX CPE/ICTB

DOpMBI U -METONBI PAabOTHl C IIPHMEHEHHEM aBTOMATH3MPOBAHHBIX CPEICTB
YIpPaBJIeHHs ¥ HHGOPMAIIHOHHBIX CUCTEM

TpeGosanust caHMTApHOTO peXHMa, OXpaHBI TpyAa, NOXKAPHOM 6E30IaCHOCTH,
SKOJIOTHH OKPY>XKAIOIIEH CPeIbl, OPSA0K ASHCTBHIA IIPH Ype3BbIYANHBIX CHTYAIHAX

HApyrue
XapaKTCPUCTHKH

3.1.2. TpynoBas pynkuus

HanmenoBaHue

Ipoucxoxaenue
TPYAOBO# pyHKIHM

AynuT KadecTBa (CaMOMHCIIEKIIH)
(bapMareBTHIECKOro IPOU3BOACTBA,
KOHTPAKTHBIX IIPOH3BOAUTEIEH, Kox
MMOCTABIIMKOB HCXOJHOTO CBHIPhS U
YIIAKOBOYHBIX MAaTEPHAJIOB

Yposess (MOIypOBEHE) :
A/02.6 KBaTUUKAIHH 6

X 3auMCTBOBAHO U3

Opurnnan
OpUruHaia

Kon PervcrpaumonHsIil HoMep
OpHIvHaNa NpoeCcCHOHANILIIONO
CTaHIapTa

Tpynossie
JeucTBUS

Pa3paboTka HOKYMEHTOB IUIi NPOBEJCHMsS ayIMTOB KadecTBa (CAMOHMHCIEKIIHEH)
(bapManeBTHYECKOTO IPOU3BOACTBA, KOHTPAKTHHIX MPOM3BOJUTENEH, IOCTABIINKOB
HCXOJHOTO CBIPbS M YNAaKOBOYHBIX MAaTepHaIOB Ha COOTBETCTBUE YCTAHOBICHHBIM
TpeOOBaHHAM

IIpoBenenue anamu3a pernaMeHTHPYIOMmEH W PETHCTPHPYIONIEH JOKYMEHTALIHH IO
aymuTy (caMOMHCIIEKIHMH) (apMaleBTHUECKOr0 NPOM3BOACTBA, KOHTPAKTHBIX
NPOU3BOANTENCH, IOCTABIMKOB HCXOJHOTO CHIPhS H YIIAKOBOYHEIX MaTEPHAIIOB

IIpoBenieHre OMPOCOB IepcOHaNa MPOBEPAEMOTO MOApPa3Ie/IeHHs/OpTraHH3aHMy Ha
3HAHHE YCTAaHOBJICHHBIX TPEOOBAHMI

AHanu3 JeWCTBHH M IIpOLedyp NPOBEPSEMOTO NOApa3fieeHHs/OpraHH3alli Ha
COOTBETCTBHE YCTAHOBJICHHEIM TPEOOBAHUIM

Onpenenenne 3HAYAMOCTH BBIBIECHHBIX OTKJIOHEHHH M HECOOTBETCTBHE B
(apmaneBTHIECKOH CHCTEME KadecTBa ¢ YYeTOM pHCKA NPHYHMHEHHSA Bpela
3JI0POBBIO MAITHEHTA

PaspaGoTka mporpaMMBl KOPPEKTHPYIOIIMX H NpeIyHpeXJAoliHX IEHCTBHH MO
pesyibraram ayauTa (CaMOMHCIEKITHHN)

Odopmrenne oT9eTa 0 MPOBEACHHN ayMTa (CAMOMHCIEKIINN) H COTTIACOBAHHE €0 ¢
MIPOBEPAEMBIM MOApa3IeJICHHEeM/OpraHu3aiuei

Paspabotka  pexomeHmaumii 10  HEOOXOOMMBIM  KOPPEKTHPYIOLIEM U
IPEeAYIPENTAIOIIHNM NEHCTBHIM IS hapMaIieBTHYECKON CHCTEMBI KauecTBa

Heobxoaumeie
YMEHHS

HpOI/IBBO)II/ITB AHAJIN3 COCTOAHHA (bapMaHeBTI/I‘leCKOﬁ CHCTEMEI KauecTBa C MO3UIHH
PHCKOB ]I Ka4€CTBA JICKAPCTBCHHEIX CPEICTB

Onpenenars HeO6XOIMMOCTP H YaCTOTY IPOBENEHHS AyTHTOB (CAMOHHCIICKIIHIT)

OueHHBaTh NPEUIOKEHHBIE KOPPEKTHPYIOIIHE U HPeayIPexAAOIIIe eHCTBHS I
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yiy4inenus GapManeBTHYECKOM CHCTEMBI KauecTBa

q)OpMy.III/IpOBaTB TUIbI BOIIPOCOB B 3aBUCUMOCTH OT IIPOBEPIEMOIO o0BeKTa

IIpenynpexnaTh KOHGIUKTHBIE CUTYAIUH

Bectn TIICPCroBOPEL, ACJICTUPOBATH NOJTHOMOYHS

Pa3pa6aTI>IBaTB IIPCMIOKCHAA IO VYIIYUIICHUIO AECATCIIBHOCTH Q)apMaHeBTHHSCKOﬁ
CHCTCMBI KaueCTBa

Heobxomumeie
3HAHUSA

TpeGosanuss CornameHus O eIMHBIX NpPHHIHMIAX H [PABHIAX obpanieHus
JICKapCTBCHHBIX CPEJCTB B paMKax EBpasmiickoro S5KOHOMHYECKOTO CO03a, IIPaBHII
HaJUTeXalled NPOU3BOACTBEHHON IIPAaKTHKH, HOPMATHUBHBIX IIPABOBBIX aKTOB W
CTaHZIapTOB B 00JIACTH CHCTEMEI KaUeCTBA JIEKAPCTBEHHBIX CPE/ICTB

JInueH3noHHbBIE TpeGOBaHI/ISI IIpH IIPOU3BONICTBE JICKAPCTBCHHbLIX CPEJICTB,

llocnencTBrS HECOOIOACHNS INIIEH3HORHBIX TPEOOBAHHIA

TpeboBanus K perncTpariy JIeKapCTBEHHBIX CPEICTB

HpHHIIPIIIBI CTaHJApPTU3AINU U KOHTPOJIA KAYeCTBa JICKAPCTBEHHBIX CPCICTB

IpuHumnsl  pa3spaboTk JOKYyMEHTAMM ¥ YIpPABIEHHA PErIaMEHTHPYIOMEH M
PETUCTPUPYIOMEH JOKYMEHTAlMEeH U1 ayauTa (CAMOHHCIIEKIHH )

Jlenonpou3BoacTBO, BHBI U POPMBI TOKYMEHTAIUH

MeTons! IpoBeIeHNs ayIUTOB (CAMOMHCIIEKITHIA)

MGTOI[BI CTAaTHCTHYECCKOIO YIIPaBJICHHS Kadye€CTBOM, IIPUMCHACMBIC IIPHU OLICHKE
PE3YJIBTATOB BBIIIOJHECHHBIX UCHBITAHUHA H BaJInjaliin

MeTonsl ¥ HMHCTpYMEHTHI yHpaBieHHs DHCKAMH JUISI KAadeCTBA JIEKAPCTBEHHBIX
CpeICTB

Merons moWcka NPHYMH HECOOTBETCTBHH yCTAHOBNEHHBIM TPEGOBAHHAM npu
IPOM3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB

®apmaneBTHICCKass MUKPOOHOJIOTHS

QapMmarieBTHYeCKas TEXHONOTMS B 9YaCTM MpPOBEPSEMBIX  TEXHOJIOTHYECKHX
IIPOLECCOB

Metozs! papmakoneitHoro ananmsa B OTHOIIEHUH TOTOBOH IIPORYKIHH

OI_ICHKa PHACKOB /UL Ka4€CTBA IPH KOHTAMUAHAIHAH H ICPENYTHIBAHUN IIPOXYKITUH

TpeboBaHus caHMTapHOTO peXHMa, OXpaHB Tpy[a, MOXKAPHOM 6e3zonacHOCTH,

Hpyrue

XapaKTEePUCTHKH

SKOJIOTHH OKpYXalolleH cpe/ibl, OPSIOK JeHCTBHIA P Upe3BHUANHEIX CHTYAIHIX

3.1.3. TpynoBas ¢pynxuus

MonuTopuHr dpapmaneBTHdIecKoit VpoBens
HanmeHoBaHme CHCTEMBI Ka4eCTBa ITPOH3BOICTBA Kox | A/03.6 (monypoBens) 6
JIEKApCTBEHHBIX CPENICTB kpamapEkAmmM | |
IMpoucxoxnenune 3anMCcTBOBaHO 13
Opwurasan X
TpyZoBOi GyHKIUMH OpHUTHHATA
Kon opurunana PerucrpannoHHsiit Homep

Hpo(EeCCHOHANTBHOTO CTaHaapTa

Tpynossie neficteus | [IpoBepka  BEITONHEHHS — epCOHATOM TpeOOBaHUI  peryiaMEeHTHpYIOLIEH
AOKYMEHTAIIMH (hapMaLeBTHIECKON CHCTEMBI Ka9€CTBA JIEKAPCTBEHHBIX CPECTB

Ilpoepka  GyHKUHOHHpPOBAHHSA
Ka9eCTBa JICKAPCTBEHHBIX CPE/ICTB

IpoueccoB  (hapMarieBTHYECKOH  CHCTEMBI

IIpoBepka BHIMOJIHEHHS TPeOGOBaHHUIT HaUIEKAIIEH TPOU3BOJICTBEHHON NPAaKTHKH
KOHTPaKTHBIMH OpraHU3aluaMH (CyOmoapsiunKamm)
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YH4eT KOppeKTUPYIOIMX U MpeAyNpeskIAlOIIUX NeACTRHH I MHHUMHA3AINRY HIIH
HCKITIOYCHHS PUCKOB [UIs KAYECTBA JIEKAPCTBEHHBIX CPEJICTB

MOHHTOPHHET BBINONHEHWsS IUIAHOB IO BHECEHMIO H3MEHEeHHN B IIPOTIECCEHI
dbapmManeBTHUECKO# CHCTEMBI KadecTBa

MOHI/ITOPI/IHF BBIIOJIHCHHUS ILIAHOB IIO YHOPaBJICHUIO PHCKAMU [JIA KadecTBa
JICKAPCTBEHHBIX CPELICTB

Ionroroska mNpemIoOXeHWH N[O YIydNIEHHIO NPOLECCOB dapmaneBTHIeCKOl
CHCTEMEI KadecTBa (hapMalleBTHIECKOTrO MPOM3BOACTBA

Heobxomumpie
YMEHHSA

PaspaGaTeiBaTh # BecTH JOKyMEHTamuIo Mo MOHHTOPHHTY (apManeBTHYCeCKO
CHCTEMEI Ka4eCTBa

IIpou3sBOINTE aHAMM3 COCTOSHHS MOHHTOPHPYEMBIX HIpPOLECCOB, YCIOBHA H
CUCTEMBI IOKYMCHTAlMH C TIO3MLHH PHCKOB JUIi KadecTBa JIEKAPCTBEHHBIX
CPEeZCTB

Beibupate  MHCTPYMEHTHI 1ns H3MepeHHS M aHATH3a IapaMeTpoB
TIPOU3BOJICTBEHHOH CPEIbI, CBOACTB JEKAPCTBEHHEIX CPE/ICTB, HCXOMHOTO CHPbS
U YIIaKOBOYHBIX MATEPHANIOB

HpI/IMCHHTB Me}I(I[PICHHHJII/IHapHLIﬁ IIOAXOM IIPK aHAH3€ PHCKOB I KadecTBa
JICKAPCTBCHHBIX CPCIACTB

lIponsBoauTs aHamu3 COCTOSAHMS (apMANEBTUYECKOH CHCTEMbl KadecTha Ha
¢apmarieBTHIECKOM IPOU3BOACTBE

HpOI/I3BOIII/ITI> aHaIM3 NPHUYUH OTKIOHCHHH M HECOOTBETCTBHI YCTaHOBJICHHEIM
’I’pe60BaHI/IﬂM, AHAJIN3 PUCKOB JUISI KAYE€CTBA I'OTOBOH ITPOOYKITUHA

PaspabarsiBate  mpemioXeHHs 110 yUOyumeHHIO  MESTENbHOCTH | Io
¢bapmaneBTHUECKOI cHCTEME KadecTBa

Heo6xonumreie
3HAHUA

Tpe6opanus CornameHns 0 eaMHBIX IPUBIUIIAX H IpPaBUIax oOpalleHus
JICKAPCTBCHHBIX CPEICTB B paMKaX EBpasmickoro SKOHOMHYECKOro CoI03a,
TIpaBHI HaJUIKAIEH IPOM3BOJACTBEHHOM IIPAKTHKH, HOPMATHUBHBIX IPABOBBIX
dKTOB U CTaH/APTOB B 00JIACTH CHCTEMBI KA9ECTBA JICKAPCTBEHHBIX CPELCTB

dapmaneBTHIECKass MEKPOOHOIOTHS

(DapMaI_IeBTI/I‘IeCKaSI TEXHOJIOTHUSL B YacTH KOHTPOJIUPYEMBIX TEXHOJIOTHYECKHX
TIIPONECCOB

XapaKTepHCTHKM  NPOW3BOACTBEHHBIX  MOMENICHWH ¥ 000pyI0BaHHS,
HCIIONIB3YIOMUXCS B (hapMalleBTHIECKOM OPOH3BOACTBE

TpeboBatns K KauecTBYy HCXONHOTO CHIPbS H YIIAKOBOYHBIX MAaTEpHANIOB,
HCHIONB3YEMBIX B lapMaleBTHYECKOM IIPOM3BOICTBE

HpI/IHI.II/IH_LI CTaHJAPTHU3AIAHN B KOHTPOJIS Ka4eCTBa JICKAPCTBCHHEIX CPEJICTB

MCTOIH)I CTAaTUCTHYECKOTO YIIPaBJICHUS KauCCTBOM, IPHUMEHSIEMEIC IIpH OILICHKE
PE3YyJIbTATOB BEINOJIHEHHBIX HCIBITAHNHA 1 BaJIM At

Meronst U MHCTpYyMEHTBI ynpaBleHHS PHCKAMH JUTA KadecTBa JIEKapCTBEHHBIX
CpEJCTB

Merozns nowcka IPHYMH HECOOTBETCTBHH YCTAHOBIECHHBIM TpeOOBaHHSM NIpH
TPOHM3BOJICTBE JICKAPCTBEHHEBIX CPEJICTB

Ocobennoctu IIPOLECCOB OIIpeaeIeHUA BCpOHTHOCTCfI H IPUYHUH BO3HUKHOBEHHSA
OTKJIOHEHUH, BO3MOKHOCTH HX YCTpaHCHHUA

OI.IeHKa PHUCKOB ISl KauecTBa IIpy KOHTaMHHAU U HIEPCOyTHIBaHU N ITPOAYKIHH

TpebGoBanus CaHHTApHOTO pPEKEMA, OXPaHbI TpyZa, MoxkapHoi OGesomacHocTH,
SKOJIOTHH  OKPYXXArOWCH Cpeibl, MOPANOK JEHCTBHIl IIPH  Ype3BBIYAMHBIX
CUTYaIMsIX

Hpyrue

XapPaKTCPHCTUKH




3.2. O600mennas TpyaoBas GyHKIHA

VYnpasnenne paGoramu v
. OBEHb
Hamvenosanne | apMarieBTHUECKOH CHCTEMBI KauecTBa Koxn B P 7
KBTA(UKALAA

IIPOM3BOJICTBA JICKAPCTBEHHEIX CPEACTB
IIponcxoxnenne 3
0606menHo Tpynosoit | Opurunan X AMMCTBOBAHO 13
FA—. opuruHana

Kon PeructpaumonHsIit Homep
OpUIMHANA  TPO(HEcCCHOHAIBHOTO CTAHAAPTA

BoamoxHbie Benymmuii cnenmanuct
HaHMEHOBAaHHU A I'maBHEBIH criennaImCT Mo KayecTBy

JOIDKHOCTEH, mpodeccuii

HavansHuk otaena obecrieuenus xauecTBa
PykoBonurens ciyx0b1 KadyecTBa

PyxoBozuTens ympapienus (nemnapTaMenTa) KauecTsa
VnonHoMoueHHOe M0

I'aBHOE YHOTHOMOYEHHOE JIMIIO

TpeboBanus k
00pazoBaHMIO U 00YIECHHIO

Bricniee 06pa3oBanue — GakanaBpuar
Briciiee 06pazoBaHue — ClICUAIMTET, MATHCTPAaTypa

TpebGoBaHus K onBITY
IIPaKTHYECKOH paboThHI

He Menee naTu siet paGoThl 10 CHELHUATBHOCTH MPH HAIMYHMH BBICIIETO
06pa3oBaHHs IO IporpaMMamM GaKalaBpHaTa

He menee aByx et paGoOTHI 110 CIELHATBHOCTH IIPY HATMYHM BEICIIETO
00pa3oBaHus [0 IPOrpaMMaM MarkuCTpPaTypsl, CIEIHATHTETA

Jlyist u1, OTBETCTBEHHBIX 32 HPOU3BOJICTBO, KAYECTBO U MAPKUPOBKY, U
YIOJTHOMOYEHHBIX JIUL — B COOTBETCTBHUH C TPeOOBaHUAMH
3aKOHOJIATEIbCTBA H HOPMAaTHBHEIX MPaBOBHIX akToB Poccuiickoit
Denepannn

Oco0sle ycnoBus gomnycka
K pabote

IIpoxosxneHue o6s3aTeIbHBIX NPEABAPUTENLHBIX (TIPH MMOCTYILICHAH Ha
paboTy) U HEPUOIUIECKIX MEAUIIMHCKAX OCMOTPOB (00cienoBanuii), a
TaK)Ke BHEOUYEPEAHBIX MEIUITHHCKUX OCMOTPOB (00C/IeOBaHu#) B MOPAIKeE,
YCTaHOBJICHHOM 3aKOHOAATENLCTBOM Poccuiickoit @epeparyn

JIJ1s1 I, OTBETCTBEHHBIX 3a IIPOU3BOACTBO, KAYECTBO M MAPKHUPOBKY —
JOKYMEHT O HMOBBIIIEHIY KBATH(PHKAIMH HE PeXe OAHOIO pasa B IATh JIET
JU1s1 yIOJTHOMOYEHHBIX JIHI] — JOKYMEHT O IOBBILICHHH KBATH(DUKALMH He
peke OJHOTO pasa B ISTH JIET, aTTECTAIMA B KAYECTBE YIIOJTHOMOYEHHOTO
JIMIA IPOH3BOAMUTEINS JICKAPCTBEHHBIX CPEJCTB IS MEAUIIHHCKOTO
TIPHMEHEHMS

Jpyrue xapakTepucTHKA

Jlnsa npodeccuoHaIbHOTO pocTa TpeGyeTcs BHIIOIHEHHE KPHTEPHEB,
COOTBETCTBYIOITHX CIEIIHAIBHOCTIM

OcHOBHBIE CITOCOOHI IIOBBIMIEHHS KBAIM(DHUKAIIMH:

- IPOrpaMM5l NOBHIMIEHHS KBaTM(UKALUH He peske OTHOTO pa3a B IATh
JIET;

- IpOrpaMMEI PO ECCHOHANBHOM MEPEmOATOTOBKH;

- CTXKHPOBKH; ,

- TPEHUHTH B CUMYJISIIHOHHBIX IIEHTPaX;

- HCIIOJIb30BAHHE COBPEMEHHBIX UCTAHIMOHHBIX 00pa3oBaTeIbHBIX
TeXHOJOTHi (00pa3oBaTe/IbHBIN MOPTAT U BEOMHAPHI);

- yJ9acTHe B KOHIpeccax, KOH(epeHIMsIX, MacTep-KiIaccax




JlononHUTETbHbIE XapaKTEPUCTHKY

HanmenoBanue 6a30Bo# rpymmsl, J0KHOCTH

HanmeHoBaHue OKyMEHTa Kon
(podeccun) WK CHENHATBHOCTH
OK3 1223 PyxoBomurenu noapa3saeneHuii Mo HayYHbIM
HCCJIEIOBAHUSAM H pa3paboTKam
2113 XVMHKH
2131 Buonoru, 60TaHAKH, 300JI0TH U CIIEIAAITUCTHI
POLCTBEHHBIX 3aHATHIA
2141 WHxeHephl B IPOMBIIIIEHHOCTH H Ha
IIPOU3BOJICTBE
2145 VHKeHephI-XUMHKH
2262 IIpoBu30pEI
EKC - HnxeHep 1mo KauecTBy
- Benymmii urmxenep
OKILATP 20889 I '1aBHEIH cOEIUATHCT
22583 Hmxenep no xagecTBy
OKCO 010801 Pagrogusnka u 3neKTpoHHKa
010802 QOyHaameHTanbHas pagunodusnka U pusHIecKas
3JNEKTPOHHKA
020101 Xumus
020201 Buonorns
020208 bruoxumus
020209 Muxpobuosnorus
020900 Xumusl, pu3nKa U MeXaHHKa MaTEpHATIOB
060104 Memuxo-nipodunakTadeckoe Aemo
060108 Dapmanes
060112 Menuiuackas 6MOXUMUS
111201 Betepunapus
140300 SnepHrle pu3NKa ¥ TEXHOJIOTHH
140307 PamnanmonHas 6e30macHOCTE Ye/ioBEKa U
OKpY’KarolleH cpeibl
140308 Pagnanmonsas 6e30macHOCTD
140401 Texnuka U GpU3KMKa HU3KHUX TEMIIEPATYD
140504 XononunbHasi, KpHOTEHHASA TEXHHKA H
KOHJMIIMOHHPOBAHUE
210301 Papnodusnka u snekTpoHuKa
240301 XuMuIecKast TEXHOJIOTHSI HEOPraHUYeCKUX
BEIICCTB
240307 TexHoJorus cpeACTB XMMHUIECKOI 3aIHATHI
240401 XuMBUecKasi TEXHOJIOTHS OPTaHHYECKUX BELIECTB
240402 XUMHUYECKas TEXHOIOTHSA CHHTETHIECKUX
OHOJIOTMUECKUX aKTHBHBIX BEIIECTB
240501 Xumugeckas TEXHOJOTHS BBICOKOMOJIEKYIIIPHBIX
COCIMHEHM I
240505 TexHOI0rHUS BEICOKOMOJIEKYJIPHBIX H
BBICOKO9((QEKTHBHBIX COCTMHEHUM H YCTPONCTB
240603 XHMMHYECKasi TEXHOJIOTHS PEIKAX JIEMEHTOB H
MAaTEepHaJIOB HA BX OCHOBE
240801 MaiuuHas! 1 annapaThl XUMHYECKUX IPOU3BOJICTB
240802 OcHOBHBIE NPOIIECCH XUMHYECKUX TPOU3BOJCTB H
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XHMHYCCKad KI/IGCpHeTI/IKa

240901 BuoTtexsonorns

240903 Bbroxumudeckoe mpou3BoACTBO

3.2.1. Tpynosas ¢pynxnus

HammeHoBaHue

IIpouncxoxnenue
TPYAOBO# GYHKINH

Opraauzanus GyHKIHOHHPOBAHKS
IIPOLECCOB (hapMaleBTHUECKON
CHCTEMBI Ka4€CTBa IPOU3BOACTBA
JIEKapCTBEHHBIX CPE/ICTB

YpoBerb
(momypoBeHs) 7
KBTNpUKATIHU

Kon | B/01.7

X 3anMCTBOBaHO W3

Opurusan
opuranana

Kon PeructpanmosHsIit HoMep
OpHUTHHAJIA MpodheCCHOHANIBHOTO
CTaHIapTa

TpynoBeie
JENCTBHS

Opranuszanus ¥ KOHTIPOJIB IPOLECCOB (APMALEBTHYECKON CHCTEMEI KadecTBa
JEKapCTBEHHBIX CPEACTB

Opranmsanus  oneHk# 5()(EKTHBHOCTH MPOINECCOB B OTHOIMIEHHH KauecTBa
JIEKAPCTBEHHBIX CPE/ICTB

OpraHusanms mnpoIeccOB MOKYMEHTOO60pOTa (DapMALeBTHYECKOH CHCTEMbI
Ka49eCTBa JICKQpCTBEHHBIX CPEJICTB

Opralmsauwl IIponeCcCoB paCCHe,ZlOBaHI/Iﬁ II0 OTKJIOHCHHSIM, HCCOOTBETCTBHAM,
PEKIaManyAM I10 Ka4Y€CTBY B COOTBETCTBHH C YCTaHOBJICHHBIMH TIPOLICYPaMU

Opranmsanus NpoBENEHHs [POUECCOB aHATM3a pPHCKOB JUIS  KadecTBa
JIEKapCTBEHHBIX CPEJICTB

OpraHu3anyst MOHHTOPHHTA BHINOJIHEHHS KOPPEKTHPYIOIUX X MPEIYIPEXTAIOIHX
ACHCTBHUH Ha (PpapMalleBTHIECKOM IIPOH3BOICTRE

Oprauvsanust — ayZHTOB  Ka4ecTBa  (CAMOHMHCIICKIMMA) tapMareBTHIECKOrO
IIpOM3BOJCTBA, KOHTPAKTHBIX MPOU3BOIAUTENICH, IOCTABIIUKOB HCXOIHOTO CHIPhI H
YIIaKOBOYHEIX MaTe€pHanioB

OreHka ¥ MOHUTOPHHT JIIOGBIX M3MEHEHHH (DapMAleBTHYECKOH CHCTEMBI KauecTBa
B COOTBETCTBHY C YCTAHOBICHHBIMH TPEOOBAHUAMHU

YHpaBJICHI/IC nponeccaMu OT3EIBA C PBIHKA HCCOOTBCTCTBYIOI]_Ieﬁ IIPOAYKIIHH

IlomrotoBka NHpemTOXeHWN U aHANH3a H CHCTEMATU3AlHH uHGOpManHH B
061acT (apMaIeBTHYECKOTO KauecTBa i (hapMalieBTHIECKOro IPOM3BOJICTBA

Heobxonumeie
YMEHHS

IIpoBouTe aynut xadecTBa (CAaMOMHCIIEKITHIO) (hapMALEBTHIECKOTO IIPOM3BOJICTBA,
KOHTPaKTHBIX MPOM3BOAUTENIEH, IIOCTABIIMKOB HCXOIHOTO CHIPhS U YHAKOBOYHBIX
MaTepuajoB

HpOH3BOJIHTB a"Hallu3 COCTOSIHUA (bapMaHeBTH‘ICCKOﬁ CHCTCMBI Ka4deCTBa Ha
(i)apMaHeBTI/I‘-IeCKOM IIPOU3BOACTBE

PaspabarbiBate  GH3Hec-mponecchl  (hapMaleBTHUeCKOH  CHCTEMBI  KadecTBa
¢apManeBTHYIECKOro MPOM3BOACTBA

HpI/IMCHSITB MC}I(I[HCHI/IHJIHHapHBIﬁ IIOAXOJZ TIPU aHAJTH3¢C PHCKOB 110 Kaq9€CTBY

IIpon3BomTE aHANTH3 IPUYHH OTKIOHEHHH M HECOOTBETCTBHH, aHATH3 PHCKOB JJIst
Ka4eCcTBa TOTOBOU IIPOAYKIUH

BecTH nmeperoBophl, I€1erHpoBaTh MOTHOMOYHS, OCYIIECTRIIATh B3aHMOICHCTBIE ¢
HEPCOHAIOM APYTHX HOApa3e/IeHUi

IIpon3pouTs aHaaH3 0TYETOB (0630POB) IO Ka9eCTBY JICKAPCTBEHHBIX CPEACTB

P33pa6aTI>IBaTB OPC/UIOKCHEA 110 YIYUYHICHHIO JCATEJIBHOCTH 10 Ka4eCTBY,
COCTaBJIATH ILJIaHbI pa60T M OCYIIECTBJIATH HX KOHTPOJIL
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Ananmu3upoBatrs u CHCTEMAaTHU3NpPOBATh HHGPOpMALIUIO B obnactu
(dapMaIneBTHYeCKOro KauecTsa i (hapMaieBTHIECKOro IPOU3BOACTRA

Heobxomumeie
3HAHUSA

TpeboBanus CornanieHus 0 eAWHBIX NPHHIMIAX W OpaBwiax oOpamieHus
JIEKapCTBEHHBIX CPEJCTB B paMKax EBpazuiiCKOro 3KOHOMHYECKOTO CO03a, TIPaBUII
Hajyie)Kale IMPOU3BOACTBEHHON ITPaKTHKH, HOPMATHBHBIX IPABOBBIX aKTOB H
CTaHJapTOB B 00JIACTH CHCTEMBI KaUueCTBA JICKAPCTBEHHBIX CPEJICTB

JInneH3uoHHbIC Tpe60BaHI/I}I IIPH TIPOU3BOJICTBE JICKAPCTBCHHBIX CPEJICTB

IocnencTBHA HECOOMIONCHHUS JINIIEH3HOHHBIX TpeOOBaHHUIA

HpI/IHIII/IHBI CTaHIapTU3allii U KOHTPOJIA KA4€CTBA JICKAPCTBCHHBIX CPCIOCTB

MeToaBl CTaTHCTHYECKOTO YIIpABJICHUA Ka4CCTBOM, MAaTreMaTHIeCKON CTaTHUCTHUKH,
IIPUMCHACMBIC IPU OICHKE PE3YJIBTATOB BHIITOJTHCHHBIX HCIBITAHUN U BAMAAITH

PernameHnTHpyromass ¥ perHCTpHpYIOmIas IJOKYMEHTAIUsS ¢apMalleBTHUECKON
CHCTEMBI KQ4€CTBA IPOU3BOJICTBA JIEKAPCTBEHHBIX CPE/ICTB

Meronpl B HHCTpDYMEHTHI YNpaBICHHS pPHCKaMH IS KadecTBa JIEKAPCTBEHHBIX
CpencTB

Metoael mowmcka IpAYINH HECOOTBECTCTBHH YCTaHOBJICHHBEIM Tpe60BaHI/ISIM npu
IIPOU3BOJACTBE JICKAPCTBCHHEBIX CPEACTB

@opMBl B MeTOABI PaboOTHl C NpPUMEHEHHEM aBTOMaTI/I3I/Ip0BaHHI>IX CpeICTB
yIpaBJieHNs 1 HHOOPMAIIMOHHEIX CHCTEM

JemorpoussoacTBo, BUABI B HOPMEI TOKYMEHTAIHH

OcobennocTH IIPONECCOB ONPCACIICHUA BCpOSITHOCTGfI A NpUYHH BO3HHKHOBCHHA
OTKJIOHCHI/Iﬁ, BOZMOXXHOCTH UX YCTPaHCHHUA

TpeboBanusg caHuUTapHOrO peXuUMa, OXpaHBl TPyHAa, IOKapHOH O0e30macHOCTH,
9KOJIOTHH OKPY)KaIOIEeH Cpeabl, HOPSIOK AeHCTBUI IPH YPE3BHIUANHBIX CHTYAITHIX

Hpyrue

XapaKTePUCTUKH

3.2.2. TpynoBas ¢pyHkmus

HaumeHnoBaHue

ITpoucxoxaenue
TpyRoBo# QyHKImMH

KoHTpomnb cobimonenns yCTaHOBIEHHBIX
TpeOOoBaHMii K IPOU3BOICTBY U VpoBens
KOHTPOJIIO Ka4eCTBA JICKAPCTBEHHBIX Kon | B/02.7 (TonypoBeHs) 7
CPEICTB Ha (hapMareBTHIECKOM KpanAHKalmy
IIPOU3BOJICTBE
Opurmsan X 3auMCTBOBaHO W3
OpHUTrHHaJIa
Kon Pernctpanponssiii Homep
opurvHalya ﬂpO(l)eCCI/IOHaJII:HOFO
CTaH#apTa

Tpynossie
neicTBUA

KoOHTponbe pernaMeHTanu# BCEX MPOM3BOACTBEHHBIX IIPOLECCOB, OLEHKA HX
CTabUIBHOCTH U 3G DEKTHBHOCTH

KOHTpOJIL ITPOBCACHUA pa60T II0 BaJIRJallil TEXHOJIOTHYCCKHX MPOLECCCOB H
AHATATHYCCKHUX  MCTOJHK, KBaJ'II/I(I)I/IKaIII/II/I TMMOMEIICHHIH, 06opy11013aHH;1 51
HHKCHCPHBIX CHCTCM q)apMaI_IeBTI/I‘IeCKOI‘O TIIPOU3BOACTBA JICKAPCTBEHHLIX CPCACTB

KonTposns 0bydeHus nepconana ¢papMaleBTHYECKOrO IMPOH3BOJCTBA M OLIEHKA €T0
b dexTHBHOCTH

KoHTponp BHIIOJHEHHMS YCTAHOBIECHHBIX TpeOOBaHHMM K IOMEMEHHSIM U
060py10BaHHIO (hapMalleBTHYECKOTO MPOU3BOACTBA H HX OOCIYKHBAHHIO

KOHTpOIL  COOTBETCTBYIONIMX  YCJIOBMH  XpaHEHHS M  TPAHCIIOPTHPOBKH
JIEKapCTBEHHBIX CPEJICTB
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KonTposs ucnibiTanuit TeKapCTBEHHBIX CPEJICTB, HCXOTHOTO CHIPhS H YIIAKOBOYHBIX
MaTEpUaJIOB, MPOMEKYTOYHOM MPOAYKIMA H 0OBEKTOB IPOU3BOJCTBEHHON CPE/IB

KoHTponb npoBe/ieHHs MOHHTOPHHETA YCIIOBAH MPOM3BOICTBEHHOM CPEIBL

KOHTpOJ'II) BEJICHUS 3aIuceil B IIPpOoNCCCe IIPOU3BOACTBA H KOHTPOJIA KavyecTBa
JICKAPCTBCHHEBIX CPEICTB

HeobxoanMpie
YMEHHUS

P a3pa6aTBIBaTI> IUIAHbI 1 KOOHTPOJINPOBAaTh BEIIIOMHEHUE IIJIAHOB 10 Ka4eCTBY

OnennBath IIpONCCChI NPOU3BOJACTBA M KOHTPOJISA Ka4ecTBa JICKAPCTBECHHLIX CPEICTB

OnenuBate  3¢dexkTHBHOCTE dapManeBTHUECKOH  CHCTEMBI KadecTra
JIEKAPCTBEHHBIX CPEICTB

YIpaBnaTe rpynmoBEIM OOCYXKICHHEM IIPH IIPOBEJECHHH pAcCICJOBAHHH O
OTKJIOHECHHSIM, HECOOTBETCTBHAM, PEKIAMAIMSIM [IPH QHAIH3€ PHUCKOB JIJI Ka4ecTBa
JIEKApCTBEHHBIX CPEACTB

Bectu neperoBopel, JenerupoBarh MOJTHOMOYHS, OCYIIECTBIATh B3aUMOIEHCTRHE C
NIEPCOHANIOM APYTHUX NOApa3AeicHui

HpOH3BOlII/ITB aHaJIA3 COCTOSHUS NMPOBCPACMEBIX IPOLECCOB U MOJACHCTEM H CHCTEMBI
JOKYMEHTAIUH ¢ TO3UIHH COOTBETCTBUA YCTAHOBJICHHLIM TpeﬁOBaHI/ISIM

Heobxoanmeie
3HAHUA

Tpebopanuss Cormamenus o0 eIMHBIX NPHHOMNAX M OPAaBHIAX OOpAIIEHHS
JIeKapCTBEHHBIX CPECTB B paMKax EBpasuiickoro 3KOHOMHYECKOTO COK03a, TIPAaBHIT
HaJIeKaled NPOU3BOACTBEHHOM IPAKTHKM, HOPMATHBHEIX IIPABOBBIX AKTOB U
CTaH/apTOB B 00JIACTH CHCTEMBI Ka4eCTBa JIEKAPCTBEHHEIX CPEJICTB

JIunen3noHHBIE Tpe60BaHI/ISI IIpH IIPOU3BOACTBE JICKAPCTBEHHBIX CpEaCTB

HpI/IHI.II/IHLI CTAHIAPTU3ALUHN B KOHTPOJIA KaueCTBa JCKApPCTBCHHEIX CPECACTB

TpeGoBanus K pernCTpalK JIEKAPCTBEHHBIX CPECTB

JlenonpousBoAcTBO, BHABL U (OPMBI JOKYMEHTALIH

MeTO,I(BI CTAaTUCTHYCCKOr0 YIIPABACHHS KadeCTBOM, MaTeMaTHUECKOI CTaTUCTHUKH,
LIPUMEHSIEMBIC TIPH OILICHKE PE3YIbTATOB BBHIOJIHEHHBIX ACIBITAHUN 1 BaJingamuu

Hpnaiuner pa3spaboTKM TOKyMEHTAIMM ¥ YIIPaBJICHHS perIaMEHTHpYIOIEH |
PCTUCTPHpPYIOIIEH  JOKYMEHTaMe B  COOTBETCTBHH C  YCTAHOBJIEHHBIMH
TpeOOBaHHIMHU

DapmaneBTHYCCKAss MHKPOOHOIOTHS

MCTOIH:I TNIPEAYIIPCKACHUSA KOHTaAMUHAITHY U IepENYThIBAHUA TPOAYKITUU

IIpyHUMNBl BaTMAANAH TEXHOIOTHYECKHX IIPOLIECCOB M AHATHTHUECKHAX METO/IHK,
KBaTH()UKAIUY TOMEIIEHHH H 060PYI0BAHHUS, HEKEHEPHBIX CHCTEM

OTalbl IPOEKTHPOBAHUS, KBAIMGUKAIMY M IKCIUTYyaTALMH 3LAHUH, TOMCIICHUA U
MHXCHEPHBIX CHCTEM (PapMalleBTHYECKOrO IPOU3BO/ICTBA H TPEGOBAHMS K HUM

Opraﬂmauw[ TEXHOJIOTHYECKON 1 I/IH)KCHCpHOﬁ NOArOTOBKH IPOH3BOJCTBA,
BCIIOMOTI'aTCIbHBIX HHKCHEPHBIX CHCTEM

IpuHimner pa3spaGoTKE W MOCTAHOBKM HA NPOH3BOACTBO HOBBIX JIEKapCTBEHHBIX
Cpe/CTB

Ipuninner  obecrieyeHHs KauecTBAa HCTIBITAHMHA  JIEKAPCTBEHHBIX CPEICTB,
HCXOTHOTO CHIPbA M YHAaKOBOYHBIX MATEPHAJIOB, HMPOMEXYTOYHOM MPOIYKIHH H
OOBEKTOB POU3BOACTBEHHOMN CPEIBI

TpeGoBanmst caHHTapHOTO peXHMa, OXpaHBI TPYAa, noxapHoil 6e3omacHoCTH,
IKOJIOTHH OKPYXKAIOMIEH Cpeibl, IOPANOK AEHCTBHIL IPH Ype3BBMANHBIX CHTYALHSX

Hpyrue
XapaKTepUCTUKH
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3.2.3. Tpynosan ¢pyuxnus

Opranusanus paboTs! mepcoHana YpoBeHs
HaumeHoBaxue MoJApa3Ae/ICHUM 110 00ECIIEYEHUTO Kon | B/03.7 (momypoBens) 7
Ka9€eCTBa JIEKAPCTBEHHBIX CPEACTB L | KBaTnuKangn
HpOI/ICXO)K}ICHI/Ie 3anMCTBOBaHO U3
Tpynoso# GhyHKImY Opurisan X OpHTHHAJIA » -
Kon PerncTpanMoHHEI HOMep
OpHUIrHHa/Ia npo@eccnonanbnoro
CTaHaapTa
TpynoBeie IInanvpoBanue NOTPeOHOCTH B IEPCOHANE IOAPa3JeleHHH MO0 OOECHeYeHHIO
NEeUCTBUSA KadecTBa
Opranusanus oOyd4eHHs M OLIGHKH 3HAHMH [EPCOHANA MOAPA3JCICHHH MO
ofecrieYeHUIO KayecTBa
HonGop u ananraums nepcoHana moApasjelieHAR M0 OOECTEYeHHIO KadecTBa (B
YaCTH CBOHX ITOJIHOMOYHI)
Pacnipenienenne 3anas u paGoT MeXIy HEpCOHANIOM ITOAPA3JENEHHS, KOHTPOIb HX
BBINIOJTHEHHUS
OpraHusanms perynsapHBIX MEAMIHHCKAX NPOQHIAKTHIECKHX OCMOTPOB NEPCOHATA
oJipasjieJICHHH o 06eCIeYCHHIO Ka4ecTBa
Ouenka ycoBuii Tpyaa (B 4aCTH CBOMX IOJTHOMOYHIA)
Heo6xoaumeie OuenuBaTh HOTPeGHOCTH B IEPCOHAIE MOAPA3ETCHHIT IO 06SCIeUeHHIO KAueCTBa
YMEHHs OnenuBate  mpoecCHOHATEHO-KBATHQHKALMOHHEIA  ypoBeHb  IepCOHAIA 7
o/Ipa3/ieJICHAH M0 06ecTeYeHnIO Ka4ecTBa
PaspabaTriBaTe MEpOIPHATHS 10 afaNTalUK HEPCOHANTA
CorracoBbiBaTe  JIODKHOCTHBIE HHCTPYKUHH TIEPCOHANA MOAPA3ACICHHH 0
00ecTIeueHHIO KayecTna
11naHnpoBaTh U oNpenenaTs POPMBI B METOABI 06ydEeHH s IEPCOHANA
Pa3paGareiBate cucteMy 3QeKTHBHON MOTHBAIMHU TIEPCOHANA HOAPA3NEICHHI 10
00ecIeueHnIO KauecTBa
IIpenynpexaaTh KOH(IUKTHbIE CHTYAIMH
AHAIM3UPOBATE M ONEHHBATh [EATENBHOCTH TEPCOHANA TOIPasfCieHHs Ha
KOHKPETHBIX yJacTKax paboTel
Becty neperosopsl, fenernpoBarh NOTHOMOYHS, OCYIECTBIIITh B3aNMOIEHCTRHE C
COTPYAHHKAMH JIPYTUX MOAPA3ACTHCHUN
OcCymecTBISTE  KOHTPONb COGIIOACHHS IIEPCOHAIOM CAHMTAPHBIX  IIPABHII,
TpeOOBaHUH OXpaHHI TPY/IA, IPABHII BHYTPEHHETO TPYIOBOTO PACIIOPSAKA
Heobxonumere Tpynosoe 3akonHOaTeNBCTBO Poccuiickoit ®enepanun
3HaHUA JIokabHBIE aKTHI IT0 HANPABJICHUSM [EATEIbHOCTH

BI/I,I[BI CTHMYJIMPOBaHUA IICPCOHANIA

KaznpoBblii MeHemKMenT

Hopwmei fenoBoro oOmeHus H KyIbTyphl, Tpo(eCcCHOHAIBHON ICHXONOIHH, STHKH 1
JI€OHTOJIOT T

CaHI/ITapHO-I‘I/IFIrIeHI/I‘IeCKI/Ie TpCGOBaHI/ISI K MOMCIICHUAM H IICpCOHATY

BI/IJIBI, paBujia U TEPUOIAHIHOCTE NPOXOXKIACHUSA MeIIOCMOTPOB

TpeGoBanus K OTYETHOM HOKYMEHTAamWH, CTPYKTYpa H COCTAB OTYETHOM
JOKYMEHTAINH I10 KaJpam

TpeboBanus Haiexatell IPOM3BOACTBEHHON NPAKTHKH, HOPMATHBHBIX [IPABOBBIX
aKTOB M CTaHJIAapTOB B OOJACTH CHCTEMBI KauecTBa JIEKAPCTBEHHBIX CPEACTB B
OTHOIIECHHH IIEpCOHAIA
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TpeGoBaHus caHWTApHOTO pPEXHMa, OXPaHbI TPYJAA, IOXAPHOH O€30MacHOCTH,
OKOJIOTHH OKPYXKAIOLIEeH Cpe/ibl, IOPANOK AeHCTBHH NpU Ype3BRIYAlHBIX CHTYaIHIX

Ipyrue

XapaKTCPUCTHKH

3.2.4. TpynoBas pyHKuus

Opranuzanys, INIAHHPOBAHHE H Voose
HaumeHoBaHue COBCP meHCTBOBaHIEe Kox | B/04.7 (nouI;pOBI::I;I},) 7
(bapManeBTHUECKOM CHCTEMEI KA4eCTBa KBTHUKALHH
MIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEACTB
e O X Somemonne
Kon PerucTpaninoHHsIit HoMep
OpUTHHANA npodecCHOHATLHOTO
CTaHxapTa
Tpynoesie OpraHusauuss # KOHTPONb paGoOTHI [0 OGECIEYeHHIO  (yHKIIHOHHPOBAHHS
JIEeUCTBUS (papmaneBTHIECKOM CHCTEMBI Ka4eCTBa ICKAPCTBEHHEIX CPEICTB
YTBepXAeHHE TOKYMEHTOB (hapMalleBTHIECKOM CHCTEMBI KauecTBa
Opranusains MOHHTOpDHHTa OOBEKTOB M  IPOIECCOB  (hapMAalEBTHIECKOTO
IIPOU3BOJCTBA
Opranusaims moAroToBKH (HapMalleBTHYECKOTO HPOM3BOACTBA K MPOBELEHHIO
BHCIIHMX MHCIEKIMHA M ayIWTOB, B TOM YHCIIE [0 COOMIONCHHIO YCTAHOBIEHHBIX
TpeboBaHmil :
Mouutopuar  sbdekTHBHOCTH  (apMaleBTHUECKOM  CHCTEMBI  KavecTBa
JICKapCTBEHHBIX CPEJICTB
MonuTopHHr COOTBETCTBHS (hapMaLEBTHIECKOTO NPOU3BOACTBA YCTAHOBICHHBIM
TpeOoBaHMUIM
Opranu3sanys # MpoBeIeHHE COBELIAHMI [0 KAYECTBY
MonuTopHEr B yTBEpXKIEHHE KOHTPAKTHBIX IPOH3BOAMTENEH, IOCTABIIUKOB
HCXOJJHOTO CHIPBS M YIAKOBOUHBIX MATEPHAIIOB
Paspaborka  mmaHoB  noBbimeHHs  3QQEKTHBHOCTH  (PapPMALEBTHIECKOTO
IPOU3BOJICTBA, YCTPaHEHHs Opaka B OpraHM3aluu
Cornacopanue (yTBepX/ieHHe) IOKYMEHTOB (hapMaIleBTHIECKOH CHCTEMbI KAYecTBa
WupopmmpoBanre mepcoHana o  (apMalleBTHUECKOH  CHCTEME  KauecTBa
JICKapCTBEHHBIX CPEJICTB
Paspabotka u yTBepXkIeHHE NpPOIECCOB MO YIYYNICHHIO KadecTBA TOTOBOM
IIPOAYKIIMH M CHIDKEHHIO €€ Ce0eCTOMMOCTH
Opranmsanus paGoT 0O HU3YYEHHIO ¥  BHEAPEHHIO HAYYHO-TEXHMYECKHX
AOCTHXXCHHM, MEPEJOBOrO OTEYECTBEHHOIO M  3apy0eXHOTO ONBITA IO
IIPOU3BOJICTBY JIEKAPCTBEHHEBIX CPEJICTB
Heobxonumeie PaspabareiBaTsh Hporieccs hapMaleBTHIECKOH CHCTEMBI KaYeCcTRa
yMEHHS AHanu3upoBaTh COCTOSIHHE IIPOIECCOB M HOJACUCTEM (hapMaLEBTHYECKON CHCTEMBI

Ka4€CTBa Ha COOTBCTCTBHE YCTAHOBJIECHHLIM TpeGOBaHI/ISIM

OuenuBathb 3¢ PEKTHBHOCTD (bapmaneBTHICCKOM CHUCTEMEI KaJyecTBa
JIEKapCTBEHHBIX CPEICTB

1Ipou3BOANTE aHAIH3 OTYETOB (0030POB) IO KAYECTBY JEKAPCTBEHHBIX CPEICTB

OuenuBath 30(EKTHBHOCTS MEpONPHUATHI 1O OOECHEYEHHIO H  YIyYIICHHIO
KayecTBa

HpI/IHI/IMaTB PCIUCHUC O HOBTOpHOﬁ 06pa60T1<e I TIOBTOPHOM HCIIOJIb30BaHUH
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CEPHH WJIH 9acTU CEPUH IPOIYKIIHH, HE COOTBETCTBYIONIEH 3aJaHHBIM TpeGOBaHUIM
IIpoBoAUTE ayIUT KadecTBa (CAMOMHCIEKIHIO) (hapMaleBTHIECKOrO IIPOU3BOCTBA
OcymecTBisSTh yIpaBieHHe KOMIUIEKCHBIMH HAYYHO-TEXHAIECKHMH IIPOEKTaAMHU
Pa3pabaTeIBaTh NPEUTOXKCHHUS 10 YIYUIICHAIO ACATCIBLHOCTH (PapMareBTHYECKOTO
IIPOH3BOJACTBA, COCTABJIITH IJIAHBI PaOOT U OCYIIECTBIIATH HX KOHTPOJIb

Bectn nmeperoBopsl, AenerapoBaTs MOJHOMOYHS, OCYIIECTBIIATh B3aHMOIEHCTBHE C
HNEPCOHAJIOM APYTHX MOApa3AeIeHH

Heo6xomumeie TpeboBanns Cornamenus O eIHHBIX MHPHHIMIIAX MW [paBUIaXx oOpalesns
3HAHHS JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3sHiicKOro SKOHOMHYECKOrO COKO3a, MIPABHII
HaJUIeXalled IIPOM3BOJCTBEHHON INpPakTHKM, HOPMATHBHBIX INPAaBOBBIX aKTOB H
CTaH/IapTOB B 00J1aCTH CHCTEMBI Ka9eCTBA JIEKAPCTBEHHBIX CPEACTB

JIvneH3noHHbBle TpeOOBaHMS IPH IPOU3BOJICTBE JICKAPCTBECHHBIX CPEICTB
ITpuHLENEI cTaHAAPTH3AIME B KOHTPOJIS Ka9eCTBa JICKAPCTBEHHBIX CPEACTB
IocneicTBrs HECOOMIOICHNS IMIIEH3NOHHBIX TPEOOBaHMIA

TpeboBaHus K perHCTpaIyH JIEKAPCTBEHHBIX CPEICTB

Jlenonpon3BoACTBO, BHBI U POPMBI TOKYMEHTAIIMA

MeTozpl CTaTHCTHYECKOTO YIpaBICHHS KAYeCTBOM, MAaTEMATHUECKON CTATMCTHKH,
IIPUMEHSEMBIE IIPH OLICHKE PE3YJIHTATOB BHIIOJHEHHBIX UCIIBITAHUHN M BATHIAIIMA
Ilpuanunel pa3pabOTKH JOKYMEHTAIMH H YIPABJICHHS pPErJaMEHTHDYIOIEH KU
PETHUCTPHPYIOIIEH  NOKYMEHTalledl B  COOTBETCTBHH C  YCTaHOBJIECHHBIMH
TpeOOBAHHAMHI '

DdapmaneBTHYECKas MEKPOOHOIOT s

Merozpl IpeynpexaeHns KORTAaMUHAIAH U TIEpeNy THIBAHHS TIPOAYKIMH
ITpuriMOBl BaTHJAMY TEXHOJIOTHYECKUX MPOLECCOB M aHATHTHYECKHX METOIHMK,
KBaIH(PHKAIAK IOMEIICHHH B 060pYI0BaHHUS, HHKEHEPHBIX CHCTEM

OTansl OPOEKTUPOBAHMS, KBATH(QUKAMA ¥ SKCIUTyaTallMd 31aHHH, IIOMEMIECHAR U
HHKCHEPHBIX CHCTEM (papManeBTHYECKOTO POU3BOJICTBA M TPEOOBAHHMS K HUM
Opranmsanus TEXHOJOTHYECKON W HMH)KEHEPHOH IOATOTOBKH IPOU3BOACTBA,
BCIIOMOTATEIbHBIX HHXKEHEPHBIX CHCTEM

ITpuHnMIEl pa3spaboTKH M HOCTAHOBKM HA MPOM3BOICTBO HOBBIX JIEKAPCTBEHHBIX
CPEACTB

Ilpunnunel  ofecnedenns KadecTBa HCHOBITAHHM  JIEKAPCTBEHHBIX  CPEJCTB,
HCXOJHOTO CHIPbS H YIAaKOBOYHBIX MAaTepHATIOB, IIPOMEXYTOYHOM MPOAYKLHH H
OOBEKTOB IIPOM3BOACTBEHHOM CPEIBI

TpebGoBanmst caHMTapHOTO pEXHMMa, OXPaHbl TpPy/a, IOXKAPHOHW O€30MacHOCTH,
3KOJIOTHH OKPYXKAFOUICH CPE/Ibl, IOPSOK NEHCTBHH NP YpE3BbIUANHBIX CHTYAIHAX

Hpyrue -

XapaKTePUCTHKH

3.2.5. TpynoBas ¢pynxnus

OneHnka 0che Ha CEPHIO
JICKaApCTBCHHOT'O cpencreac YpOBEHL
Hal/IMGHOBa}Hde KO,H B/OS .7 (IIOI[YpOBeHB) 7
0hOPMIICHHEM PEIEHHUS O BEITYCKE B RS S—
obpalmeHne -
IMpoucxoxaeHue |
p ” i | Opurasan X 3auMCTBOBAHO U3 |
TpyzioBOH dyHKIMM | T OpHUruHajia R
Kon PeructpallloHHbIN HOMEp

OpUrHHANA 1pod)eCCHOHAIBHOTO CTaHIapTa
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TpynoBsle
JIEUCTBUSA

KoHTpob 3anoHEHNS JOKYMEHTAIIMH HA CEPHIO JIEKAPCTBEHHOIO CPEICTBA (OChEe
Ha CEPHIO0)

OHCHK& COOTBCTCTBHs CCPHH JICKAPCTBCHHOI'0 CpPEeACTBA H  IIpoIecca ee
TTPOU3BOACTBA YCTAHOBJICHHBIM Tpe6OBaHI/I$IM

HpOBepKa COCTOAHUS BaIMAALIAA TEXHOJIOTHYCCKHUX IMPOIICCCOB M aHATUTHYCCKHUX
MCTOJHK, HCITOJIb30BAHHBIX IIPH IIPOU3BOJICTBEC CCPHH JICKAPCTBEHHOI'O CPEACTBA

[TpoBepka NErHTHMHOCTH Pa3pEUIEHHBIX OTKIOHEHHH OT METOAMK KOHTPOJI MWIIH
HE3aIUTAHHPOBAHHBIX M3MEHEHUH TEXHOJIOTMYECKOrO IPOIecca UX YCTAHOBICHHBIM
TpeOOBaHUIM

IlonTBepXKCHME IPOBENCHUS BCEX HEOOXOMMMBIX MpPOLEAYP M HCIBITaHMH
JIEKAPCTBEHHBIX CPEICTB, HCXOIHOTO CHIPhS M YIMAKOBOYHBIX MAaTEPHAIOB,
TIPOMEIKYTOYHOR NPOAYKIHH H OOBEKTOB [IPOU3BOACTBEHHOMN CPEIBI

IonTsepkncHUE MpOBENEHHS BCEX ayJUTOB (CAMOHMHCIEKIMH) B COOTBETCTBHH C
¢apmaneBTHUECKON CHCTEMON KauecTBa JIEKApCTBEHHBIX CPEICTB

Onenka Bcex GakTOpoB, KOTOPbIE MOTYT BIUATh Ha KAYECTBO BBIIYIIEHHOM CEpHH
JIEKapCTBEHHOTO CPEACTBA

Odopmnenne pemeHds O BBITYCKE CEpHH MPOAYKUUM B oOpamieHHe HIH I
HCIOJIB30BAHUS B KIMHUYECKUX UCCIIEAOBAHUIX

IloaroroBka NpEeUIOXKEHUH [UIS aHATW3a M CHCTEMAaTH3alMyd WHPOPMaIMH IO
(apMalleBTHUECKON CHCTEME KauecTBa

Heobxoaumeie
yMeHUs

OuenuBaTh JOKYMEHTAMIO IO MPOU3BOACTBY CEPHH IPOAYKIMH B OTHOIICHHH
Oe3onacHOCTH, 3QPEKTHBHOCTH U Ka4eCTBA TOTOBBIX JIEKAPCTBEHHBIX MPENAPaToB, B
TOM YHCJIE U JJIs KIIMHAYECKAX HCCIIEAOBAHHM

O¢opMIATE peleHHs 0 BBIIYCKE MPOAYKIIMK B 0OpanieHne

[Tpow3BoauTE aHANW3 MIPHUYHH BRIIBJICHHBIX OTKJIOHEHHM H HECOOTBETCTBHIMA, aHATN3
PHCKOB JUL1 Ka4€CTBA TOTOBOH IPOAYKITHH

ITpor3BOANTE aHAIH3 OTUETOB (0630POB) MO KAYECTBY JIEKAPCTBEHHBIX CPELCTB

[TprMeHATs MEXTUCIMIUIMHAPHBIA MOAX0J NpPH AHAIM3€ PHUCKOB [UIA KadecTBa
JIeKapCTBEHHBIX CPENICTB

HpOI/I3BOI[I/ITL aHaJIn3 COCTOIHUS Q)apMaueBTqucxoﬁ CHCTCMBI Ka4C€CTBa

OIICHI/IBaTB CTEIICHb 3HAYMMOCTH RBBISIBJICHHBIX H3MCHCHHH H OTKJIOHEHHH Ha
COOTBCTCTBUC YCTAHOBJICHHBIM Tpe6OBaHI/IHM

BecTd meperoBopsl, AeNerHpoBaTh MOJHOMOYHS, OCYLIECTBIIATh B3aHMOJICHCTBHE C
IIEPCOHAIOM APYTHX IOApa3aesieHuit

HeobOxonumMmbie
SHAHUSA

Tpebopanms CornameHus o0 eIUHBIX NPHHIMIAX U IpaBWiIax oOpalleHus
JICKapCTBEHHBIX CPE/ICTB B paMKax EBpa3suiicKOro 3KOHOMHYECKOTO COH03a, IMPaBHII
HaJJIC)KaIEe IPOM3BOACTBEHHOR IPAKTHKH, HOPMATHBHBIX MPABOBBIX aKTOB M
CTaHJapTOB B 00JIACTH CHCTEMBI KaueCTBA JIEKAPCTBEHHBIX CPEICTB

HHIICH3I/IOHHBIC Tpe6OBaHI/I$I IIPH ITPOU3BOACTBEC JICKAPCTBCHHEIX CPEIICTB

ITocnencTBus HeCOOIIOAEHNS JINTIEH3NOHHBIX TPEOOBAHMIA

HpI/IHLII/Il'IBI CTAHIAPTU3AIINH ¥ KOHTPOJII KA4ECTBA JCKAPCTBCHHEIX CPEACTB

MCTOI[BI CTATUCTUYICCKOTO YIIPABJICHHUS Ka4E€CTBOM, MaTeMaTHYECKOH CTaTUCTHUKU,
IPUMEHACMBIC IIPU OLICHKE PE3YJIHTATOB BHITOJIHCHHBIX UCTIBITAHAN U BAJIMAAITHHI

Pernamentupyromass H perHCTpUpYIOmias JOKyMEHTalMs (apManeBTHYECKO
CHCTEMBI KauecTBa

Meronel ¥ HHCTPYMEHTHI YIpaBICHHS DPHCKaMH JUIL KayecTBa JIEKAPCTBEHHBIX
CpENCTB

MeTO,I[BI IIOUCKa IPHUYHNH HECOOTBETCTBHIA YCTaHOBJICHHBIM Tpe60BaHI/IHM IpA
IPOH3BOJCTBE JICKAPCTBCHHLIX CPCACTB

Meronsl ¥ MHCTpyMEHTHI IpPOBEACHHS AayJIMTOB KadecTBa (CAMOMHCIEKIIAH)
¢apManeBTHIECKOTO IPOU3BOACTBA, KOHTPAKTHBIX MMPOU3BOMTENEH, TOCTABIIMKOB
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HCXOAHOT'O ChIPbI H YIIAKOBOYHBIX MAaTCPHAJIOB

Ocobennoctn TIIpONECCOB ONPECACICHUA BepOHTHOCTCf;I H IIPpUYHUH BO3HHUKHOBCHHS
OTKJIOHEHWH, BO3MOXXHOCTH HX YCTpaHCHHUA

QapmaneBTHYCCKass MUKPOOHOJIOTHS

CDapMaueBTqucxaﬂ TEXHOJIOT'US B OTHOIICHUH F'OTOBOH IPOAYKIIUH

MGTOIH:I (bapMaKOHeﬁHOFO aHaJIN3a B OTHOILIEHHUH TOTOBOH IIPOAYKITN

OI.IeHKa PHCKOB ITpH KOHTaMUHALIMM M IICPCIyThIBAHUU IIPONYKIITHH

Jlenonpon3BoacTBO, BUABI K HOPMBI JOKYMEHTALHH

HpI/IHHHHBI BaJIMalliy TEXHOJIOTMYCCKUX IMPOLECCOB U aHAMHTUYECKHX MCTOIOHK,
I(BaJII/I(bI/IKaIII/II/I TIOMEILECHUN 1 O60py,I[OBaHI/I$I, HWHXXCHCPHEBIX CUCTEM

OTallbl IIPOEKTHPOBAHUS, KBATH(UKAIMA M SKCILTyaTalMH 3JaHUH, MOMEUIeH!H u
HHXXCHEPHBIX CHCTEM (papManeBTHIECKOTO IIPOM3BOACTBA M TPEOOBAHKS K HUM

Opl"aHI/ISaIII/ISI TEXHOJIOTHYECKOH ¢ HH)KeHepHOfI TIOATOTOBKHA ITPOHM3BOJICTBA,
BCIIOMOT'aT€JIbHBIX HHXCHCPHBIX CHCTEM

IlpuHiuner pa3spaGoTKy M IIOCTAHOBKH Ha IPOM3BOJACTBO HOBBHIX JIEKAPCTBEHHBIX
CPEACTB

HpI/IHI.[I/II'IBI obecriedeHus KauecTBA HCIBITaHUEH JIEKapCTBCHHBIX CPCACTB, HCXOMHOT'O
CbIpbs H YIIAKOBOYHBIX MaTE€pHAJIOB, HpOMeH(YTOQHOﬁ IIPpOAYKITHN H 00BEKTOB
IPOU3BOICTBCHHOI Cpeabl

JJIeMEeHTHI IUTAHAPOBAHUA KJIMHHUYECKHX HUCCICAOBaHUI, MCCIENOBaHUN IO
HA3YYICHHUIO CTaOUIIEHOCTH JIEKAPCTBCHHBIX CPEACTB

IIopstmok rocyapcTBEHHON PEerHCTpaly JIEKAPCTBEHHBIX MPENapaToB, BbiIAYH
paspemIeHUH Ha NpOBENCHHE KIMHHYECKHX WCCIICHOBAaHHH  JIEKAPCTBEHHBIX
NpENnapaToB M TPeOOBaHHUA K PpETHCTPAIIHOHHOMY JOCHE HA JIEKAPCTBEHHBIH
npenapar

Hopsinox BBO3a B Poccuiickyio ®enepauuio u BiBo3a u3 Poccuiickoit denepanun
JIEKapCTBEHHBIX TIPEIApaToB AJis IPOBEACHUS KIHHHYECKUX HCCIIEIOBaHUM

TpeGoBanust CaHMTapHOro peXMMa, OXPAHBl TPyHa, HOXKAPHOH OGE30IACHOCTH,
SKOJIOTHH OKPY>KaIOIIEH Cpeibl, MOPANOK AeHCTBHIH IIPH Ype3BBMAHBIX CHTYaIHIX

Hpyrue

XAPAKTCPUCTHKHU
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IV. CBegennst 06 oprannsanusx — pa3paboT4uKax npogeccHoHATLHOTO CTaHJapTa

4.1. OTBeTCTBCHHAS OPraHU3ANHSA-PA3PAGOTINK

Obmepoccniickas obmrecTBeHHast opranusanus «PoCCHHCKH CO03 IIPOMBILIIEHHAKOB H
npeAnpHHUMAaTeNeity, ropoa Mocksa

Ypasiromuyit TupexTop
YrpasiieHHs pa3BUTHS KBaIHUKaImii Cmupnosa IOms BasiepreBra

4.2, HauMeHOBaHHS OpraHU3aNMii-pa3padoTIHKOB

1 | Acconmanys MeX/IyHapOIHBIX papMaleBTHIecKuX NPOH3BOAHTENeH, ropox Mocksa

\]

Acconyanus Ipou3BoUTeNeH (dhapManieBTHUECKO NIPOAYKIUU ¥ U3IETUN METHITMHECKOTO
HasHa4eHus, ropoa Mocksa

Acconmanys poccuitckux dhapMaLeBTHUeCKHX IPOM3BOHTeENEH, ropox MockBa

Coto3 «HannonansHas Papmanesruueckas Ianaray, ropog Mocksa

Cotos IIpodeccnonansupx Qapmaresrruecknx Opranmsanmii, ropox Mocksa

NN AW

®I'bOY BO «Ilepsbiit MoCKOBCKHMit rOCYJapCcTBEHHBIH Me MIMHCKI YHUBEPCHUTET HMEHHU
U. M. Ceuenosa» Munsapasa Poccun, ropon Mocksa

! OG6wepoccutickuit KitraccUUKaTOp 3aHATHIA.

2 O6uepoccuiickuit KI1accHUKATOP BHIOB SKOHOMHYECKOM EATENLHOCTH.

* Ilpukas Munznpasconpasputus Poccun ot 12 anpens 2011 r. Ne 302u «O6 YTBEP)KIACHUHN TiepeuHel BpemHBIX M (WIH)
OIIaCHBIX NPOU3BO/ICTBEHHBIX HAKTOPOB M PadoT, K BBIIONHEHHN KOTOPBIX TIPOBOAATCA OBA3aTeNbHBIC TIPEABAPHTEIbHbIE H
TNICPHOAMYECKHEe MEIMLUMHCKIE OCMOTpPHI (oGcnemoBanus), u Ilopsaka mpoBeneHus OGsS3aTENBHBIX NPEABAPUTENHHBIX H
NEPHOAMICCKHX MEIHULMHCKHX OCMOTPOB (00cnenoBanmif) paGOTHHKOB, 3aHATHIX HA TSOKENBIX paGoTax M Ha paboTax c
BpeIHBIMM W (WIH) ONACHBIMM YCNOBHAMH TpyHa» (3aperucTpupoBaH MumroctoM Poccmm 21 okta6ps 2011 r.,
perucTpaukoHHbI Ne 22111), ¢ M3MEHEHHAMH, BHECCHHBIMH NpHKasaMH Mymn3apasa Poccun oT 15 mas 2013 r. Ne 296u
(3apernctpuposan Mumroctom Poccun 3 mons 2013 r., permcTpannoHHbL Ne 28970) u ot 5 mexabpa 2014 r. Ne 801n
(3aperucTpupoan MunroctoM Poccnn 3 despans 2015 r., perncTpaumoHHsii Ne 35848).

* EnuHBIH KBAIH(HUKANHOHHBIH CIIPABOYHHK JODKHOCTEH pyKOBOIHUTENeH, CIEMATICTOB H CITy)KAIIHX.

3 O6mepoccuiickuii Kraccuukatop npodeccuit paGodHX, JODKHOCTEH CITyKAMMX H TAPUPHBIX PaspALoB.

6 O6mepoccuiickuii K1accHPUKATOp CrIEUHATLHOCTeH MO0 06PAa3OBAHHIO.

7 depepanbHbIit 3ak0H oT 31 sHBapsa 2016 r. Ne 5-@3 «O patnduxanuu CornamieHus o €OMHbIX HPUHLIHMNAX W MPaBHIaX
00palleHNs JIEKapCTBEHHBIX CPEACTB B paMKax EBpasuiicKoro SKOHOMHYECKOro coiosa» (CoGpaHHe 3aKOHOIATENbCTBA
Poccuitckoit @enepamun, 2016, Ne 5, ct. 557).

8 Pemenne Cosera EBpasuiickoii sxoHoMydeckolf KoMuccHu OT 3 HosGps 2016 r. Ne 77 «O6 yreepxaeHuu IIpaBmn
HaJIeXaMeH MPOM3BOACTBEHHON NPAaKTHKH EBPasHiiCKOro SKOHOMHUYECKOTO COM03a» (OMy6THKOBAHO Ha OGUIMANBLHOM calite
EBpasuifCKoro 3xoHOMH4€CKOro cor3a hitp://www.eaeunion.org 21 Hosi6ps 2016 r.).




