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I. O61mue cBenenun

JlesireibHOCTE 110 0fecTieueHnIo Ka9ecTBa | BITYCKa B 0OPAIIEHHE IPOMBIILICHHO

TIPOU3BELCHHBIX JIEKAPCTBEHHBIX CPEACTB (CHHTETHYECKHX, GHOTOTHIECKHX, |

HMMYHOOHOIOTHYECKHX, GHOTEXHONOTHIECKHUX, TeHOTEPAIIeBTHYECKHX, 02.014 |

panuohapManeBTHYECKHX, TOMEOTIaTHYECKHX, IPHPOIHOTO IPOUCXOMKICHHS 1 |

MEMLMHCKEX Ta30B) |
(HauMeHOBaHKe BH/Ia IPODECCHORANBHOM IEATEILHOCTH) Kon

OcHoBHas nems Buaa MpodecCHOHATBHON AeATEHOCTH:

Opranusanmsi, npoBefieHue paGoT U YIIpaBIcHHE paboTamu 110 papManeBTHYECKON CHCTEME KauecTRa,
BKJTI04ast 0pOPMIIEHHE PaspemieH s O BEITyCKe B ofpanienye JIeKapCTBEHHBIX CPEICTB

I'pynna 3ansTuii:
1223 PykoBoaurenu noapasnenenuit no 2113 XUMUKH
HayYHBIM MICCJIE[IOBAHUAM H pa3paboTKaM
2131 buronorn, 6oranuku, 30010rH U 2141 Hmxeneps! B MpoMBINUIEHHOCTH
CIEIHATIUCTEL POJACTBEHHBIX 3aHITHIA Y Ha IIPOU3BO/ICTBE
2145 Huxenepbl-xumukn 2262 ITpoBu3ophI
(xon OK3 1) (HauMeHOBaHHE) (xom OK3) : (HaumeHOBaHuE)

OTtHeceHHe K BHAaM 3KOHOMHUYECKOH AEATEIIbHOCTH;

21.1 IIpousBozcTBO hapManeBTHIECKHX CyOCTaHIMI
21.2 IIpousBoacTBO IEKAPCTBEHHBIX penapaToB 1 MaTepHaloB, IPUMEHSIEMBIX B
MEIMLIMHCKHX LENSIX
46.46 Toprosits ontosas dhapmanesTHueckoi LPOAYKITHEH
52.10 JleSTENBbHOCT 10 CKJIAMMPOBAHHIO H XPAHEHHIO
721 . Hayungere uccnenoBarms u paspaboTky B 0611aCTH €CTECTBEHHEIX H TEXHITOCKHX HayK

(xon OKBOIY)

(HauMEHOBaHNE BH/IA 5KOHOMHYECKOM IEATEILHOCTH)
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III. Xapakrepucruka 0606mennbIx TPYAOBbIX PyHKIHI

3.1. O606mennas TpynoBas

$byHxnus

Benenue pa6or, ca3aHHBIX ¢
(bapmaneBTHYECKON CHCTEMOI

A YposeHb 6

HanmMenoBarne Koz
Ka4eCTBa IIPON3BOACTBA KBATH(UKALMH
JICKapCTBEHHBIX CPECTB
ITpoucxoxnenne
06061menHoit Tpyn0BOii Opuranan X SauMCTBOBAHO 113
(yHKEH OpUTHHaNa
Kon PeructpauuoHHsIi HOMEp
opurgHaia  NpohecCHOHAILHOTO CTaAHNaPTa
Bo3MmoxHEIE Crennamict/HmKeHep 110 KauecTBy
HaVMEHOBaHHS Menemxkep no kagecTBy

JOJDKHOCTEH, podeccuii

CIICI.II/IaIII/ICT 110 YIIPaBJICHHUIO PHUCKAMU JII Ka4E€CTBA

TpeboBanus k
06pa3oBaHAIO H 06YYEHHIO

Bricmiee o6pa3oBanme — GakanappHaT
Beicuiee 06pa3oBanue — ClIEHANIATET, MarHCTPaTypa

TpeboBanus x onbIry
IPaKTH9eCKOH paboTh

Oco0rle ycnoBus gomycka
K pabote

IIpoxoxnenne 06A3aTeNBHBIX PeABAPHTENLHEIX (IIPH OCTYILICHUH HA
paboTy) U IIEPHOMYECKHX MEUIMHCKAX OCMOTPOB (06CIe0BaHH i), a
TaKKe BHEOYEPETHBIX METUIMHCKHX OCMOTPOB (06CIen0Banmii) B
TIOPSIKE, YCTAHOBJIEHHOM 3aKOHOJaTeNnbeTBoM Poccuiickoit deneparun’

JlpyTue xapakTepucTHKH

Mot npodeccronansHOro pocta TpeGyeTCs BHIIOTHEHHE KPHTEPHEB,
COOTBETCTBYIOIIMX CIECHHAILHOCTIM

OcHOBHBIE CIIOCOOBI MOBBINIEHAS KBATHUKAIHH:

- IPOTpaMMBI MOBBIIICHHS KBATH(UKAIIHY HE pEKe OIHOTO pasa B ISTh
JerT; :

- IpOrpaMMBI IPodecCHOHATILHOMN TIEPENOATOTOBKH;

- CTRXKHPOBKH,

- TPEHHHIHY B CHMYJIILHOHHBIX [EHTPAX;

- HCIIOJIb30BaHHE COBPEMEHHBIX JUCTAHIIMOHHBIX 00pa3oBaTeIbHBIX
TEXHOJIOTHi (06pa3oBaTeIbHbIN MOPTA H BeOHHAPEL);

- Y4acTHe B KOHrpeccax, KOH(pEpEeHIHIX, MacTep-KIaccax

JlononHUTENBHBIE XapaKTEPUCTHKH

HaumenoBanue 6a30B0ii rpynisl, JOJDKHOCTH
HavmMenoBaHue mokymenra Koz
(mpodeccun) wn cCieUATBHOCTH

OK3 2113 Xumuku

2131 Buomorn, 60TaHuKH, 300JI0TH U CIIEHHATHUCTEI

POJICTBECHHBIX 3aHATUN

2145 HHxeHephl-XUMHAKH

2262 ITpoBu30pHI
EKC* - VEKeHep 110 KaYecTBY
OKIIITP’ 22583 WHKeHep 110 Ka9eCTBY
OKCO® 010801 Pagnodusnxa u snexTponuka
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010802 DyHramMeHTaNbHAs pagiodu3nKa i PU3MUecKas
JNEKTPOHMKA
020101 Xumus
020201 Buonorus
020208 Broxumus
020209 Mukpobuomnorus
020900 Xumus, H3HKA 1 MEXaHUKA MATEPUANIOB
060104 Menuko-npodunaktrdeckoe neso
060108 Dapmares
060112 Memunurckas 6moxuMus
111201 Betepunapus
140300 SlnepHble Gu3HKa M TEXHOIOTHH
140307 Pannanuonnag 6e3omacHoCTs 9e0BeKa H
OKPYXKaIOLIEH CpeIb
140308 Pannanmonnas 6e3omacHoOCTs
140401 TexHnxa u pusnka HE3KHX TEeMIIepaTyp
140504 XonoaunbHas, KpHOreHHAs TEXHUKA U
‘ KOHTUITHOHMPOBAHHE
210301 Panvodusnka u snekTponnka
240301 XuMudeckas TEXHOTOTHS HEOPraHUYeCKHX
BEIIECTB
240307 TexHOOTHUS CPeNCTB XHMMHUYECKOH 3aIIHATHL
240401 XUMUYeCKas TEXHOJIOTHS OPTAHHYECKAX BEIIECTR
240402 XUMHYECKAsA TEXHOJIOTHS CHHTETHYECKHX
OGHOIOTHYECKHX AKTHBHBIX BEIIECTB
240501 XAMHUYeCKas TEXHOIOTHSL BBICOKOMOJIEKYJISIPHBIX
COCIVHEHHI
240505 TexHONOTHS BEICOKOMOJIEKYIAPHBIX 1
BBICOKO3()(DEKTHBHEIX COCIMHEHHH 1 YCTpOHCTB
240603 XHMAYECKAs TEXHONOTHS PEKAX 3IEMEHTOB U
MaTepHaJIOB Ha KX OCHOBE
240801 Manimse! ¥ annapaTel XUMHYECKHX MPOHM3BOJICTB
240802 OCHOBHBIE IIPOIECCHI XAMHYECKHX TIIPOU3BOJCTB U
XUMUYCCKass KHOEepHEeTHKa
240901 buorexHonorms
240903 Broxumuueckoe nponzBoncTEo
3.1.1. TpynoBan pynxnus
A Ynpasnenue noxymenTanuei Yposennb
Hamverosarme bapmaneBTHUECKO# CHCTEMBI KauecTBa Kon | A/01.6 (mozyposern) 6
KBaTH(UKaIun
Ipoucxoxnenne g
Tpl;llonof/i ql)IyHKlII/IPI Opurusar X % z;;n:;}::;:am "
Kox Perucrpammonnsrii Homep
OpUruHana npo<beccnonanmoro CTaHIapTa
Tpynoesie Pa3pa6otka PCTIAMEHTHPYIOIIEH M perucTpUpyromeit MOKyMEHTAIH
nercrBus hapmarieBTHYeCKOM cHCTeMBI KauecTBa W BHCCCHUE H3MCHCHHA B Hee B

YCTaHOBJICHHOM IIopsAaKe

Benenne yuera PETIAMEHTUPYIOIIEH M pEerHCTPHpPYIONIest JTOKYMEHTAIUHU
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(apMarieBTHUECKON CHCTEMEI Ka4ecTBa

IIpoBepka perucTpHpyromeli JOKYMEHTAIHH Ha COOTBETCTBHE YCTAHOBJIEHHBIM
IpoLeaypam

OpraHusanus nopsjaka paspaGoTKH, oOPMIIEHHS, BHIIAYH, H3BATHS M XPAHEHHS
JOKYMEHTOB (hapManeBTHYECKOM CHCTEMbI Ka9ecTRa

Oprasusanus  nopsgka — HmepecMOTpa M aKTyalM3alldél  JOKYMEHTOB
¢apmareBTHYECKOM CHCTEMBI KadecTBa

KOHTpOJIB HBMCHCHI/Iﬁ, BHOCHMbBIX B JIOKYMCHTBI (l)apMaHeBTH‘IeCKOﬁ CHCTCMBI
KadyceCTBa

Oprasmsauus BelieHHS 3amHCell 10 NpPOM3BOJCTBY, YNAKOBKE, B IOKYMEHTaX, |
IOATBEPXKJAIOMUX [IPOU3BOJICTBO CEPHI JICKAPCTBEHHBIX CPEICTB, B COOTBETCTBHH C
YCTaHOBJICHHBIMH TPEOOBAHUIMH

PaspaboTka mnpouenyp, yCTaHABIMBAIOMMX NOPSAOK BHIIYCKA M 3a6PAaKOBKH
HCXOJIHOTO CBIPhS, TIPOMEXYTOUHOM U FOTOBO# NPOAYKIMH

Benenve y4era T0KyMeHTOB B paMKax papMaIeBTHIECKOM CHCTEMBI KAYECTBA

P aspa60TKa KOHTPOJIBHEIX ITPOIEAYP B OTHONICHUA JJICKTPOHHEBIX JOKYMCHTOB

Cocrasnenne IIaHOB KOPPEKTHPYIONHX H INPEAYIPEXKIAIOUIAX ACHCTBUN IS
MHUHUMH3AIHH WY HCKITFOYESHHS PUCKOB JULI Ka4eCTBa JICKAPCTBEHHBIX CPEACTB

Benenue peecTpa JIFOOBIX U3MCHECHHI, KOTOPBIC MOT'YT IOBJIUATE HA CTATYC NPOAYKTa

HeobxonumMeie
YMEHMS

Pa3pabateiBat nporpaMMy ynpaerenus JoKyMeHTaMH (hapMaLeBTHIECKON CHCTEMBI
KadecTBa

OI'Ipe,I[eJISITL HCO6XOLH/IMHC JAOKYMCEHTHI I ONMUCAHU (bapMauequecxoﬁ CHCTEMbI
KadyeCTBa

HokymeHTanpHO  O0QOpMIATE  0G30PBI  KauecTBa  BCEX  IIPOM3BENEHHBIX
JICKapCTBEHHBIX NPENAPaTOB

OcCymecTBIATE aKTyalM3alMio ¥ YHWYTOXEHHE JOKYMEHTOB (DapMalleBTHYECKOM
CHCTEMEI KauecTBa

IIpOM3BOMUTE  JKCHEPTU3y [OKYMEHTOB [ pPErHCTPALHMOHHOTO JOChE Ha
JIEKapCTBEHHBIC CPEJICTBA

OpraHn30BEIBaTE XpaHEHHE JOKYMEHTOB B COOTBETCTBHH C YCTAHOBICHHBIMH
TpeOOoBaHUAMH .

OueHuBaTh BO3MOXHOCTH OPraHHM3alMOHHBIX MPOIECCOB, PEIICHHH H ACHCTBHH B
Pe3yNbTaTe YIPABIEHUS JOKYMEHTAMHU

AHaIM3MPOBATH NPONECCH! PAGOTHI ¢ TOUKH 3PEHHS YIIPABJICHAS JOKYMEHTAMH

HpI/IMCH}ITB Me)I(,Z[HCHHIDIHHapHBIﬁ MMoAXOoa IIpA aHAJIU3€ PHUCKOB I KadyeCTBa
JICKAPCTBEHHBIX CPEIACTB

HpOHSBO,Z[PITB aHaI{W3 IIPUYHH BBIIBJIICHHBIX OTKIOHCHHH MW HECOOTBETICTBUIA
YCTAaHOBJICHHBIM Tpe60BaHI/IiIM, AHa/I13 PACKOB JJIA Ka4CCTBA TOTOBOM IPOOYKIUHU

OCyIIeCTBIATE TIOMCK M aHAIM3 DPEryJIATOPHOM, HAYYHOM M HAYYHO-TEXHHUECKOH
HH(pOpManyH 1711 pa3pabOTKH JOKYMEHTOB (hapMalleBTHYECKOH CHCTEMBI KauecTBa

Hcnons3oBath UH(pOpManuOHHBIC TEXHOJIOTHH, IIpUMEHSIEMbIE Ha
¢apmaneBTHYECKOM IPOM3BOICTBE

Bectu meperosopsl, fenernpoBars MOJHOMOYHS, OCYNIECTBIIATh B3aMMOMEHCTBHE C
IEPCOHATIOM OPYTUX MOApa3/ieIeHHI

HeobxonmumMeie
3HAHUA

Tpe6oBanus CornameHus o0 eIUHBIX IpMHIUNAX M IIpaBWilax oOpameHus
JICKapCTBEHHBIX CPEJICTB B paMKaX EBpaszmiicKoro 5KOHOMHYECKOTO COI03a’, MMPaBMil
HaJUIeXallell TpoU3BOCTBEHHOMN IIpaKTHKI/IS, HOPMAaTHBHBIX IIPABOBHIX AaKTOB H
CTaHZapTOB B 00JIaCTH CHCTEMBI Ka4eCTBa JIEKAPCTBEHHBIX CPEJCTB

JInneHsnonHbIe TPeGOBAHUS IPH POM3BOACTRE JIEKAPCTBEHHBIX CPEIICTR

Tpe60BaHI/I$I K peTUCTpaliid JICKAPCTBCHHEIX CPECTB

Jlenonpon3BoacTBO, BUBI B GOPMBI JOKYMEHTAIHH
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HpI/IHI.II/IHBI CTaHNAapTU3ALUU U KOHTPOJIA KaueCcTBa JICKapCTBECHHEIX CPCIICTB

Pernamentupyromas u perucTpupyromas JIOKyMEeHTaITus CHCTEMBI
(apMaeBTHIECKOTO Ka4ecTBa

MeTonbl B MHCTPYMEHTHI YIpaBIeHHS DHCKAMH JUIS KAayecTBa JIEKAPCTBEHHBIX
CPEJICTB

Meronsl mouCka NPUYHH HECOOTBETCTBHH YCTAaHOBJEHHBIM TPeOOBAHMSM IpH
IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB

DopMbl M METOABI pPaGOTEl C IPHMCHEHHEM aBTOMATH3HPOBAHHBIX CPEICTB
YIOpPaBJICHUs H NHPOPMAITHOHHEIX CHCTEM

TpeGosanus caHHTapHOrO peXHMa, OXpaHbl TpyAa, HOXAPHOM OGE30IACHOCTH,
3KOJIOTHH OKPYXAIOMIeH CPe/ibl, HOPSAOK ASHCTBUI IPH YPE3BBMAMHBIX CHTYAIHAX

Hpyrue
XapaKTEPUCTHKH

3.1.2. Tpynoeas pynxnus

HaumeHoBaHue

IIpoucxoxnenue
TPYZAOBO# HYHKIHH

AyauT KadecTBa (CaMOMHCIIEKITHS)
(bapMarneBTHYECKOro IPOU3BOACTRA,
KOHTPAKTHBIX IIPOU3BOIAMTENIEH, Kox
IIOCTABIIUKOB HCXOZHOTO CHIPhS U
YIIaKOBOYHBIX MATEPHAJIOB

YposeHb (M0XypOBEHE) :
A/02.6 KBUTUQUKAIHH 6

X 3aMMCTBOBAHO U3

Opurunan
OpHUruHana

Kon Pervcrpanponnsiit Homep
OpHruHana NMpOoYECCHOHAILIION0
CTaHIapTa

TpynoBrie
IEHCTBHUSL

Paspabotka NOKyMEHTOB IUIM NPOBEJEHHS AyJHUTOB KauecTBA (CAMOMHCIIEKINH)
(hapmaneBTHYIECKOTO MPOU3BOACTBA, KOHTPAKTHEIX IPOM3BOIMTENIEH, IOCTABIIUKOB
HCXOJHOIO CBHIPBS U YNMAaKOBOYHEIX MATEPHAIOB HA COOTBETCTBHE YCTAHOBIICHHBIM
TpeOGOoBaHUAM

IIpoBenenne amanusa pernaMEeHTHPYIOWEH U PETHCTPUPYIOMEH TOKyMEHTAIIHH MO
aymuty (CaMOMHCHEKIMH) (apManeBTHYECKOrO MPOW3BOACTBA, KOHTPAKTHBIX
NPOU3BOHTENCH, IIOCTABIMKOB HCXOJHOTO ChIPhS H YIIAKOBOYHBIX MATEPHAJIOB

IIpoBezienre ompocoB mepcoHana MPOBEPSIEMOTO NOJpa3/eIeHHs/OpraHH3aliy Ha
3HAHHE YCTAHOBJIEHHBIX TPeOOBAHMI

AHanu3 JedcTBUM H IIpOLeXyp NpPOBEPSEMOTO IIOApPA3MeseHHs/OPTaHMU3ANY HA
COOTBETCTBHE YCTAHOBICHHBIM TPEOOBAHMIM

Onpenenenne 3HaYMMOCTH BBISBICHHBIX OTKJIOHEHHM M HECOOTBEICTBHIl B
dapManeBTHYeCKOH CHCTeMe KadecTBa C y4eToM pHCKAa MPHYHHEHHS Bpela
3JI0POBBIO MAIHEHTA

Paspaborka IporpaMMbl KOPPeKTHPYIONMX H OPEXYNPEeXJAIOMHEX IeHCTBHHA I10
pesyIbTaTaM ayauTa (CAaMOMHCIIEKITHH)

Odopmrenne oryeTa 0 HNpoBeseHHN ayAUTa (CAMOMHCIIEKIIAN) U COITIACOBAHUE €r0 C
IPOBEPAEMEIM IIOJpa3ieSICHIEeM/OpraHu3auei

PaspaGotka  pekomeHIamuii 10  HEOOXOAMMBIM  KOPPEKTHPYIOUINM U
IPeAYNPSKTAONIHM AEHCTBHAM I hapMalleBTHYECKON CHCTEMEI KAUeCTBa

Heo0xomnuMmeie
YMEHHS

HpOI/I3BO,Z[I/ITI> AHaAJIN3 COCTOSIHUSA Q)apMaHeBTH‘IeCKOﬁ CHUCTEMBI Ka4eCcTBa C MO3UIHH
PHCKOB TSI KaUECTBA JICKAPCTBEHHEBIX CPE/ICTB

Onpenensate He0GXOUMOCTh U YACTOTY IIPOBEIEHMS AYIUTOB (CAMOMHCTICKI[HIA)

OueHHBaTh NpeIIOKEHHbIe KOPPEKTHPYIONIHE M MPEAYIPEXNAONIHe IeHCTBAS IS
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yily4meHns GapManeBTHIECKOM CHCTEMB] Ka4ecTBa

(I)OpMy.III/IPOBaTB TUIIBI BOIIPOCOB B 3aBUCUMOCTH OT IIPOBEPSIEMOrO 00BeKTa

[Tpexympexarh KOHQIMKTHBIE CUTYAIUH

Bectn IICPEroBOPEL, ACICIUPOBATh NOJTHOMOYHSA

Pa3pa6aT1>1BaTL NPCATIOKCHHAA MO YIYUIICHHUIO OECATCIIBHOCTH (bapMaHeBTquCKOﬁ
CHCTCMBI Ka4eCTBa

HeobxoauMbie
3HAHHUS

Tpe6Gopanuss CornmamieHuss © eIMHBIX NpPHHIMOAX M IOPaBHIAX obpatenust
JICKapCTBCHHEBIX CPEACTB B paMKax EBpasmiickoro S5KOHOMHYECKOTO COKO3a, MPABHII
HaJUIeXalled MPOM3BOJICTBEHHOM MPAKTHKH, HOPMATHBHBEIX IIPABOBHIX AKTOB H
CTaH/IAPTOB B 00JIACTH CHCTEMBI KAYECTBA JICKAPCTBEHHBIX CPE/ICTB

HI/IHCHBI/IOHHBIC TpeﬁoBaHI/ISI IIPH IIPOU3BOJICTBE JICKAPCTBEHHEIX CPEJICTB

1locnencTeus HeCOOIOACHHS INIIEH3UOHHBIX TPEOOBAHMIA

TpeGoBanus K perncTpanuy JeKapCTBEHHBIX CPEICTB

HpHHIIPIIIBI CTaHJapTU3allud X1 KOHTPOJISI KAUeCTBa JICKAPCTBCHHABIX CPCICTB

IpruHupns:  paspaGoTKM JOKyMEHTAllMH W YIpPaBNEHHS pErIaMEHTHPYIOEH H
PETUCTPHPYIOMIeH TOKYMEHTaHUeH 1711 ayauTa (CAMOHHCIIEKIIHH)

I[CJIOHPOI/BBO,I[CTBO, BHUIBI U (bOpMI:I AOKYMCHTAITUH

MeTone1 mpoBeieH s Ay IUTOB (CAMOMHCTIEKITHIA)

MGTOI[BI CTaTHCTHYECKOTO YIIpaBJICHUSA Ka49CCTBOM, IIPAMCHACMBIC IIPH OILIEHKE
PE3YIbTAaTOB BBHUIONHEHHEBIX HUCIIBITAHUI U BaJIMJalliu

MeTonbl ¥ WHCTPYMEHTHI yIpaBIeHHS DPHCKAMH UL KadecTBa JIEKApCTBEHHDIX
CpelCTB

MeTonsl moMCKAa NPHYMH HECOOTBETCTBHH yCTAHOBIEHHBIM TPeGOBAHHAM npu
IIPOU3BOICTBE JICKAPCTBEHHBIX CPEJICTB

DapmaneBTHIECKas MHKPOGHOJIOTHS

QapmaneBTHYECKas TEXHONOTHS B 9acTH IPOBEPSIEMBIX  TEXHOJOTHYECKHX
IIPOIECCOB

Merozib! papmakoneiHOro aHanm3a B OTHOIIEHUH TOTOBOM IPONYKIIHH

OI_ICHKa PHACKOB UL Ka4€CTBA IPH KOHTaMUHAILHH H ICPENYyThIBAHUHA IIPOXYKITUH

TpeboBaHus CaHWTApPHOrO peXHMa, OXPaHBI Tpy/a, MOXKAPHOM 6e3onacHoCTH,

Hpyrue

XapaKTEePUCTHKH

SKOJIOTHH OKPYXKAIOIIEeH CPe/Ibl, HOPSAOK NeHCTBHI IPH UPEe3BHYANHEIX CHTYAIHIX

3.1.3. TpyaoBas pynkuus

MounuTopuHT hapmaneBTUIECKOlH VYpoBeHp
HaumeHOBaHHe CHCTEMBI Ka4eCTBa IPOM3BOACTBa = Koxn | A/03.6 (moypoBeHs) 6
JIEKapCTBEHHBIX CPEJICTB KBaTupuKaLHH
INpoucxoxaeHue 3aMMCTBOBaHO U3
Opurusan X
TPy noBOH pyHKUMH OpHTHHaNA

Kon opurunana Peructpanmonssrit Homep
HpO(ECCHOHAIBHOTO CTaHIApTa

Tpynoesie nefictus | [IpoBepka  BEITONHEHHS — EPCOHATOM TpeGOBaHUI  pernamMeHTHpyIomeit

JOKYMEHTALMY (apMareBTHIeCKOH CHCTEMBI KAYeCcTBA JT€KAPCTBEHHEIX CpeacTB
IlpoBepka  (yHKIMOHHPOBaHHS IPOIECCOB (bapManeBTHUECKOH  CHCTEMBI
Ka9eCTBa JEKapCTBEHHBIX CPEICTB

IIpoBepka BBINONHEHHs TpeOOBAHUE HajUIeKAIIEH IIPOU3BOJICTBEHHOM MPaKTHKH
KOHTPaKTHBIMH OpraHu3alusIMu (CyOoroapsTunKam)
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Yuer KOppeKTHPYIOMUX U MpeIyNpex AKX JeHCTBHH I MHHUMHA3AIHY W
MCKITIOYCHHUS PUCKOB JULs KA9€CTBA JIGKAPCTBEHHEIX CPEJCTB

MoHuTOpHET BBINONHEHWS ILTAHOB IO BHECEHHMIO H3MEHCHWH B MIPOTIECCH
(apMaueBTHYECKOl CHCTEMBI KauecTBa

MOHI/ITOPI/IHF BBIIOJIHCHUS IIJIAHOB IIO YOPaBICHUIO PHCKAMU JIA Ka4decTBa
JICKaPCTBEHHEIX CPECTB

HonrotoBka mpemtoxeHmH N0 YIyYIIEHHIO IPOLECCOB dapmaneBTHYIECKOlH
CHCTEMBI Ka4eCTBa (papMalleBTHIECKOTO IPOHU3BOACTBA

Heobxonumeie
YMEHHS

PaspaGatsiBath B BecTH mMOKyMeHTAmuio 1o MOHHMTOPHHTY (papManeBTHIECKOM
CHCTEMBI Ka4eCTBa

IIponsBomuTe aHANH3 COCTOSHHS MOHHTOPHPYEMBIX NPOLECCOB, YCIOBHH H
CUCTEMBbI OKYMEHTAIMH C MO3HUKMH PHCKOB JUI KAadecTBa JIEKAPCTBEHHBIX
CPEACTB

BLI6I/IpaTB HHCTPYMCHTHI AN H3IMEPCHHUSL Hu adajin3a IIapamMeTpoB
HPOHU3BOACTBEHHOM cpennl, CBOMCTB JIEKapCTBECHHEBIX CPEJICTB, HCXOJHOTO CHIpBbs
¥ YHAKOBOYHEIX MaT€pHAJIOB

HpI/IMCHHTL Me)I(I[HCHHHJII/IHapHLIﬁ IOAXOM IIPK aHAIM3€ PHCKOB JUIA KadecTBa
JICKApCTBCHHEBIX CPEACTB

1Ipon3sBonuTh aHAmU3 COCTOSHUS (ApMALCBTHIECKOH CHCTEMbl KadecTBa Ha
¢apManeBTHIECKOM IPOH3BOCTBE

HpOI/I3BOIII/ITI> aHaIN3 NPUYHH OTKIOHCHHH H HECOOTBETCTBHIL YCTaHOBJICHHBIM
Tp660BaHI/IﬂM, AHaJIN3 PHUCKOB JJIS KAYECTBA T'OTOBOMH IIPOOYKIINH

PaszpabateiBate  mpemmoxeHHs 1o VIYUYIICHHIO  ACATENIBHOCTH  TIO
(apmaneBTHUECKO cHCTeMe KauecTBa

Heo6xonumeie
3HAHUS

Tpeboparus CornameHns o equHBIX INPUHIMIAX H INpaBWIax oOpalneHus
JICKAPCTBEHHBIX CPENCTB B paMkax EBpasuiiCKoro SKOHOMHYECKOTO COH03a,
TIpaBHI HAjJIC)KAIEH NPOU3BOACTBEHHON NPAKTHKH, HOPMATHBHBEIX MPABOBBIX
dKTOB M CTAHAAPTOB B 00JIACTH CHCTEMBI KA4ECTBA JICKAPCTBEHHEIX CPEICTR

DapmaneBTHIECKass MHKPOOGHOJIOTHS

(DapMaI_IeBTI/I‘IeCKaSI TEXHOJIOTHUA B YacCTH KOHTPOJIUPYEMBIX TEXHOJIOTHYECKUX
TIIPOLCCCOB

XapakTepHCTMKH  [POM3BOACTBEHHBIX  MOMENICHWH 1 o6opynoBanus,
HCTIONB3YIOIMXCS B (hapMalieBTHYECKOM IIPOH3BOJICTRE

TpeboBaHus Kk KayeCTBy HCXONHOrO CHIpbS H YIIAKOBOYHEIX MAaTepHaOB,
HCIIO/IB3yeMbIX B (papMalleBTHUECKOM HPOU3BOICTBE

HpI/IHI.II/IH_LI CTaHJAPTU3AMH ¥ KOHTPOJIA Ka9eCTBa JICKapCTBCHHLIX CPEICTB

MCTO,B;BI CTaTHCTHYECKOTO YIPaBICHUSA Ka49e€CTBOM, IIpUMCHSICMEIE IIpHA OILICHKE
PCE3YJIbTaTOB BBINIOJIHEHHBIX UCIIBITAHUHN U BaTH ATy

Metoner 1 MHCTpYyMeHTHI ynpapieHus PHCKaMH Ui Ka4eCTBa JIEKAPCTBEHHBIX
CpeJICTB

Meronpl noncka mpHYMH HECOOTBEeTCTBHI YCTAHOBJICHHBEIM TPeOOBaHHSM NpH
IPOHU3BOJICTBE JICKAPCTBEHHBIX CPEJICTB

Ocobennoctu IPOLECCOB OIIpeACICHU BGPOSITHOCTCI‘;I H IPUYNH BOZHHKHOBEHHSA
OTKJIOHEHHM, BO3MOXXHOCTH HX YCTpaHCHUA

Onenka PHUCKOB JUJISI KA9€CTBA IIPU KOHTaMHUHAINY U IICPCHYTBIBAHUH ITPOAYKIHH

TpeboBanus caHMTapHOTO pexKHMa, OXpaHbl TpPyJAa, MOXapHOH OGe3omacHocTH,
SKOJIOTHH  OKPYXXalOWIeH Cpefbl, TOPANOK JCHCTBUH IIpM Ype3BHIYAMHBIX
CHUTYallMsIX

Hpyrue

XapaKTCPHCTUKH




3.2. O606mennan Tpynosas GpyHKIHA

Vnpasnenne paboramu
HanmeHoBanue | (hapMalieBTHIECKOM CHCTEMBI KAUueCTBa Koxn B YPOBeHb 7
KBaNTA(pUKALUH
IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEJICTB
Tpoucxoxcnerme 3aMMCTBOBaHO U3
o606menHol TpynoBoit | OpuruHan X
Fa—— OpUruHaia
Koxn PerucrpanonHslii HoMep
OpurdHala  NpoeCCHOHATHLHOTO CTaHaapTa
Boamoxubie Benymmii cienmanuct
HAaVMEHOBaHHSA ['naBHBIH CIIeNUATHCT 10 Ka4eCTBY

JOJDKHOCTEH, mpodeccuii

HavaneHuK oTAeNna obecrieueH s KayecTBa
PykoBonuTens ciryx0pl kKauecTBa

PykoBomurens ynpasnenus (nemnapraMeHTa) KauecTBa
VYnonHomoueHHOE U0

I'1aBHOE YIIOJIHOMOYEHHOE MO

Tpeboranus
00pa3oBaHMIO U 00YYEHHUIO

Briciiee obpazoBanue — Gaxanaspuar
Briciiee oOpa3oBaHue — CIIENHATUTET, MATHCTPAaTypa

TpeboBanus k ompITy
IIPAKTHYECKOH paboThI

He Menee naTu et paGoThI 0 CHCNUANBHOCTH NPH HATMYHM BHICIIETO
06pa3oBaHHS O IIporpaMMamM GaKanaBpHaTa

He menee nByx net paGoTh! 10 CIENUATLHOCTH MPH HATUYKH BEICIIIETO
00pa30BaHus IO NIPOrpaMMaM MaruCTpPaTyphl, ClielHAINTETa

JUyist u1l, OTBETCTBEHHBIX 3a IPOM3BOJICTBO, KAYECTBO M MapKHUPOBKY, H
YIMOJHOMOYEHHBIX JIHI — B COOTBETCTBHHU C TPOOBaHUAMH
3aKOHOJATENbCTBA 1 HOPMaTHBHAIX IIPaBOBBIX akToB Poccuiickoit
Deneparnun

Oco0ble ycoBus gonycka
K pabote

IIpoxoxneHne o0s3aTeNbHBIX NPEIBAPHTEIHHBIX (IIPH IOCTYILIEHAH Ha
paboTy) U NEPHOANYECKAX MENUIIMHCKAX OCMOTPOB (00CIeoBanmit), a
TaK)Ke BHEOYEPEIHBIX MEAUIIMHCKHIX OCMOTPOB (00ce10BaHui) B TOpsIKe,
YCTaHOBJICHHOM 3aKOHOAATENbCTBOM Poccuiickoii Denepanun

JIJ1s1 ML, OTBETCTBEHHBIX 3a IIPOU3BOACTBO, KAYECTBO M MAPKUPOBKY —
JOKYMEHT O NOBBIIICHHH KBATH(HKAIMH HE peXe OJIHOrO pa3a B IATh JIET
JU1s1 yIIOTHOMOYEHHBIX JIMI[ — JOKYMEHT O IOBBIIIECHHN KBATH()UKALNH He
peske OTHOTO pa3a B IATH JIET, aTTECTAIMS B KAYECTBE YITOJIHOMOYEHHOTO
JIMIIA TPOU3BOAUTENS JIEKAPCTBEHHBIX CPEJICTB ISk METAIIHHCKOTO
TIPUMEHEHUS

Jpyrue xapakTepucTHKU

Jl1s npodeccHoHaIBEHOTO pocTa TpeGyeTcs BHIIOIHEHHE KPUTEPHUEB,
COOTBETCTBYIOIIHX CIIEIHAIBHOCTIM

OcHOBHEIE CTIOCOOHI MOBHIMIEHN S KBANH(DHKAIHHN:

- IpOrpaMMal NOBBIIEHUS KBAIA(UKALUA HE PeXXe OJHOTO pasa B MSATh
JIET;

- IpOrpaMMsI IpodeCcCHOHANBHOM MEPEMOArOTOBKH,

- CTaXHPOBKH; ,

- TPDEHUHTH B CUMYJISIIHOHHBIX [IEHTpaX;

- HCIIOJIb30BaHHE COBPEMEHHBIX TUCTAHIHOHHBIX 00pa30oBaTeIbHbIX
TEXHOJIOTHH (00pa3oBaTeIbHBIM TOPTAT U BEOUHAPEI);

- yJ4acTHe B KOHIpeccax, KOH(PEpeHIUIX, MacTep-Kiaccax




I[OHOJIHI/ITCJIBHLIG XapaKTepUuCTHKHU
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HaHMeHOBARME TOKYMEHTa Kox HanmenoBanue 6a30Bo# rpymiibl, JOKHOCTH
(mpodeccun) wim CeUUATIBHOCTH
OK3 1223 PyxoBoauTenu noapasaeneHuii 1o HayYHEIM
HCCIIEIOBaHMSIM M pa3paboTKaM
2113 XVMHKH
2131 Buonoru, 60TaHUKH, 300JI0TH U CIEIUAITUCTEI
POLCTBEHHBIX 3aHATHH
2141 WnsxeHeph! B IPOMBIIUIEHHOCTH M Ha
IIPOU3BOACTBE
2145 HmKxeHepBI-XUMUKH
2262 IIpoBu3opE!
EKC - HnxeHep mo kauecTBy
- Benymuit umkenep
OKILATP 20889 I'naBHEIH cienupanuct
22583 Hmxenep no kagecTBy
OKCO 010801 Pamnogusuka u snexTponnka
010802 ®yHnameHTaIbHAs paguodu3nKa U GU3HIeCcKas
3JIEKTPOHHKA
020101 Xumust
020201 Buonorus
020208 broxumus
020209 Muxpobuonorus
020900 Xumusl, QU3NKa 0 MeXaHHKa MAaTEPHAIOB
060104 Me iuko-npouIakTHIecKoe Jel0
060108 Dapmarnes
060112 MenunuHcKas OHOXUMHAS
111201 Berepunapus
140300 Snepurple Ou3NKa ¥ TEXHOJIOTHH
140307 PamuanmonHas 6€30MacHOCTh YEJI0BEKA U
OKpY’KarolleH cpezsl
140308 PagnarnmonHas 6e30macHOCTD
140401 Texnuka u pU3MKa HU3KHUX TEMIIEPATyp
140504 XononunbHast, KpHOTEHHAS TEXHHKA H
KOHJIUITHOHHPOBAHKE
210301 Pagpodusnka u snexTpoHuka
240301 XuMuUecKast TEXHOJIOTHSI HEOPTaHUYECKUX
BEIIECTB
240307 TexHonorus cpeacTs XUMUYECKOH 3aIATHI
240401 XuMHBUecKast TEXHOJIOTHS OPTaHUIECKUX BELIECTB
240402 XHMHYECKas TEXHOJIOTHS CHHTETHYECKHUX
OHONIOTHYECKUX aKTHBHBIX BEIIECTB
240501 XuMuIecKasi TEXHOJIOTUS BEICOKOMOJIEKYISIPHBIX
COCAMHEHUH
240505 TexHOMOrHs BBICOKOMOJIEKYIISIPHBIX H
BBICOKO3()(DEKTHBHBIX COCIMHEHMI H YCTPOHUCTB
240603 XuMHYECKast TEXHOIOTHS PEIKUX DJIEMEHTOB U
MaTepHaJloB Ha UX OCHOBE
240801 MampHs! ¥ annapaThl XHMHAYECKHX MPOU3BOJICTB
240802 OcHoBHBIE NPOIIECCHl XUMHYECKHUX ITPOU3BOJICTB
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XHMHYCCKast KI/I6CpHCTI/IKa

240901 buotexHonorus
240903 BroxumMudeckoe mpou3BoaCcTBO

3.2.1. TpynoBas pynxknus

HanmeHoBanue

Iponcxoxnenue
TpyAORO# QyHKIMH

Opranusanus GyHKIHOHHPOBAHHS v
o POBEHB
IIPOLIECCOB (papMalleBTHUECKOM
por dapman Kox | B/01.7 (IoZTypoBeHs) 7
CHCTEMBI Ka4eCTBa IPOH3BOICTBA KBATHOHKALHH
JIEKAPCTBEHHBIX CPEJICTB

3anMCcTBOBaHO U3
OpHUTHHANa

Opurunan X

Kon PeructpanpoHnsiit HoMep
OpUrHHANA npodecCHOHaNIBHOTO
CTaHOapTa

TpynoBeie
JIeNCTBUSA

Opranusanys ¥ KOHTPONB IIPOLECCOB (DAPMAIEBTHIECKON CHCTEMBI KadecTBa
JIEKapCTBEHHBIX CPEICTB

Opranmsanms omeHKH 3GQEKTUBHOCTH MPOIECCOB B OTHONIEHHH KadecTBa
JIEKQPCTBEHHBIX CPEACTB

OpraHusalMs NpOLECCOB  JTOKYMEHTOOG0POTAa  (hapMAaleBTHUECKOR  CHCTEMbI
Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB

Opralmsaupm IIpOHECCOB paccnenonannﬁ IO OTKJIOHCHHUSAM, HCCOOTBETCTBHAM,
PEKJIaManuaM 110 Ka4CCTBY B COOTBETCTBHH C YCTaHOBJICHHBIMU ITPOLICAYPAMHU

Opranusanys TpOBeJCHHs IPONECCOB aHANTM3a DPHCKOB U1 KAYecTBa
JIEKapCTBEHHBIX CPEJICTB

Opranusanys MOHHTOPHHTIA BBITONHEHHS KOPPEKTHPYIOIUX 1 MPEAYIIPEXKTAIOTIHX
JCHCTBUH Ha (hapMaleBTHIECKOM IIPOH3BOICTBE

Opranusaums  ayIMTOB  KadecTBa  (CAMOHMHCIICKIAN) tapMareBTHIECKOrO
IIPOH3BOJCTBA, KOHTPAKTHBIX MPOU3BOAMTENICH, MOCTABIIUKOB UCXOMHOTO CHIPHS H
YIIaKOBOYHBIX MaTEpHAIOB

Onerka 1 MOHMTOPHHT JIFOOBIX H3MEHEHHH (apMaIeBTHYECKO CHCTEMBI KadecTBa
B COOTBETCTBHH C yCTAHOBJICHHBIMH TPEOOBAHUAMHU

YHpaBJICHI/Ie OponeccaMu OT3bIBa C PhIHKa HCCOOTBCTCTB}’IOIIIeﬁ IIPOOYKIITHHA

HOI(FOTOBK& npe‘monceHm‘fI AIsT aHalIH3a H CHCTEMaTH3alHuu I/IH(bOpMaHI/II/I B
obactu (bapMaI_ICBTI/I‘IeCKOI"O Ka4ycCTBa U ¢apMaHeBTquCKOFO IIPOHU3BOACTBA

Heobxonumeie
YMEHHS

IIpoBoauTs aynuT kadecTBa (CaMOMHCIIEKITHIO) (hapMAILeBTHIECKOTO IIPOH3BOJICTBA,
KOHTPAKTHBIX TPOU3BOJUTENEH, IOCTABIIMKOB HCXOXHOTO CHIPhS M YIAKOBOYHBIX
MaTepHuaioB

IIponsBomuTe aHamM3 COCTOSAHMS (HapMAIEBTHUECKOH CHCTEMBI KAdecTBa Ha
¢apManeBTHYECKOM OPOU3BONCTBE

PaspabareBate  GH3Hec-mpoliecchl  (hapMALIEBTHYECKOH  CHCTEMBI  Kadecrsa
¢apManeBTHIECKOr0 IIPON3BOACTBA

HpHMeHHTB Me)KI[I/ICIII/I]'IJII/IHapHLIﬁ NOJAXOA IIPU aHaJIM3€ PUCKOB 10 KaueCTBY

IIpon3BomTE aHANK3 NPUYHH OTKIOHEHHH W HECOOTBETCTRHUM, AHATH3 PHUCKOB 1151
Ka4eCcTBa TOTOBOM HPOAYKIMH

Bectu neperoBopsl, fe/erupoBarh moIHOMOYHS, OCYIIECTBIIATH B3aUMOIEHCTBUE C
HCPCORATIOM APYTHX NOApa3feIcHHI

IIpou3BouTs anamm3 oT4eToB (0630pOB) 10 KAYECTBY JIEKAPCTBEHHEIX CPENCTB

P33pa6aTI>IBaTI> INPCIJIOKEHUSA IO YIYUYMICHHIO JCATEIbHOCTH 110 Ka4ecCTBYy,
COCTaBJIATH ILIAHEL pa60T H OCYIIECTBJIATH HX KOHTPOJIb




12

AHanu3upoBaTh " CHCTEMaTH3UPOBATh HHGPOPMAITHIO B obnactu
(dapMaleBTHYECKOro KadecTsa i (hapMaIeBTHUECKOTr0 IPOH3BOACTRA

Heobxoaumeie
3HAHUSA

TpeboBanus Cornamrenns 0 eIWHBIX IPUHIOMIAX H NpaBUiax oOpameHus
JIEKapPCTBEHHBIX CPEJICTB B paMkax EBpazuiicKoro 3K0HOMHYECKOTO COI03a, MPaBHII
HaJJIeKaled NpOU3BOACTBEHHOM IIPAKTHKH, HOPMATHUBHBIX IIPABOBBIX AKTOB H
CTaHapTOB B 001aCTH CHCTEMBI KaYECTBA JICKAPCTBEHHBIX CPEJICTB

JInneH3noHHble TpeOOBaHKS IIPH IPOU3BO/ICTBE JICKAPCTBEHHBIX CPEICTB

IocnencTBys HeCOOMIONSHUS JIMIEH3HOHHBIX TPeOOBaHHI

HpHHIII/IHBI CTaHJapTU3allV| U KOHTPOJISI KaUECTBA JICKAPCTBCHHBIX CPEACTB

MeToapl CTAaTHCTHYECKOTO YIIpABJICHUA Ka4C€CTBOM, MaTeMaTHIeCKOH CTaTHUCTHKH,
IIPHUMCHSACMBIC IPH OLICHKE PE3YJIBTATOB BBHINIOJHCHHBIX HCIBITAHUHN U BalIi1altuy

Pernamentupyromas u perucTpupyonias JOKYMEHTAIHs (¢apMaleBTHIECKOM
CHCTEMBI Ka9€CTBA IPOU3BO/ICTBA JICKAPCTBEHHBIX CPE/ICTB

Meronsl ¥ HHCTpyMEHTHI YIpaBICHHS PHCKaMM IS KadecTBa JIEKAPCTBEHHBIX
CPEICTB

Meronel nowcka NpHYMH HECOOTBETCTBHI YCTAHOBJIEHHBIM TPeOOBAaHUSM IIpH
IPOHU3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB

@opMBl M MeETOAB paboOTHl ¢ IpPUMEHEHHEM aBTOMaTI/I3I/Ip0BaHHI>IX CpencTB
YIPABJICHUS ¥ HHPOPMAIIHOHHBIX CHCTEM

Jlenorpon3BoacTBo, BUABI B HOPMEI TOKYMEHTALIMH

OcobeHHOCTH IIPOIECCOB ONPCACIICHUSA BCpOSITHOCTGfI H NIpUYHUH BO3HHUKHOBCHHA
OTKHOHGHHﬁ, BO3MO’KHOCTH MX YCTPAHCHUA

TpeboBanust caHmTapHOrO pexuMa, OXpaHbl TpyZda, NOKApHOM OE€30HaCHOCTH,
9KOJIOTHM OKPYXAIOIIEeH Cpefbl, NOPSAA0K NeHCTBUM NIPH Ype3BbIYANHBIX CHTYAIHIX

Hpyrue

XapaKTePHCTHKH

3.2.2. TpynoBas pyHxuus

HammeHoBaHHe

Ipoucxoxnenue
TPYZOBOH QyHKIIH

KoHTpomns cobmoneHns yCTaHOBIEHHEIX {
TpeGoBaHMii K IPOU3BOJACTBY U | VposeHs
KOHTPOJIIO Ka9€CTBA JIEKAPCTBEHHBIX | Kon | B/02.7 (TIonypOBEHB) 7
CPEICTB Ha (papManeBTHIECKOM | KBaTAHKaLHY
IIPOU3BOJICTBE |
Opursman X 3anuMCTBOBAHO U3
OopuruHajia
Kon Perncrpanponnsiii Homep
OpuUrvHaja HpO(l)eCCI/IOHaJII:HOFO
CTaHmapTa

TpynoBsie
JeHCcTBHA

KoHTpONBP pernaMeHTanuu BceX NPOU3BOACTBEHHBIX IMPOIECCOB, OLEHKA HX
CTaOMIIBHOCTH H 3P PEKTUBHOCTH

Konrpoms mpoBeneHHst paboT [0 BalMAali¥ TEXHOIOTHYECKUX IIPOHECCOB M
QHAUTHYECKUX METOMUK, KBaIM(QUKAUUU IOMEIIEHHH, O000OpymoBaHUsA M
HHKEHEPHBIX CHCTEM (papMalieBTHYECKOTO TPOM3BOJICTBA JIEKAPCTBEHHEIX CPENCTB

KonTtposs o6yueHus mepconana (papManeBTHYECKOro MPOH3BOACTBA K OLEHKA eTo
a¢pdexTHBHOCTH

KoHTpons BBIONHEHHS YCTAHOBJICHHBIX TpeOOBaHMH K IMOMENICHHMSAM H
060pyA0BaHMIO (hapMaIleBTHIECKOTO MPOU3BOACTBA U HX 00CIY)KHBAHUIO

KOHTpOJIB COOTBETCTBYIOIIIHX YCIIOBUA XpaHCHHUA H TPaHCIIOPTHPOBKH
JICKaPCTBCHHBIX CPEACTB
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KoHTposb ucnbiTanuii eKapcTBEHHBIX CPECTB, HCXOTHOTO CHIPhS M YIIAKOBOYHBIX
MaTEPHAJIOB, IPOMEKYTOYHON NPOAYKIMH H OOBEKTOB IPOU3BOACTBEHHOM Cpe/Ibl

KonTposs nposesienHs MOHHTOPHHTa yCIIOBHI POU3BOICTBEHHON CPEIBI

Kontpoms Besenms 3ammcelt B mpouecce MpoOM3BOICTBA M KOHTPOJS KAadeCTBA
JIEKAPCTBEHHBIX CPEJICTB

Heobxoaumpie
YMEHHS

P a3pa6aTBIBaTI> IJIaHBI ¥ KOHTPOJIMPOBATH BBIIIOJHEHUE IIJIAHOB 110 Ka4eCTBY

OIICHI/IBaTI: ITPONECCHI IPOU3BOACTBA U KOHTPOJII Ka4eCTBA JICKaPCTBCHHBIX CPELCTB

OnenuBare  3dexTHBHOCTS  (apManeBTHUECKOH  CHCTEMBI KadecTBa
JIEKapCTBEHHBIX CPE/ICTB

YIpaBnare rpynmoBIM OOCYXKAEHHEM NpH IIPOBEJCHHH pPacCIeIOBaHHH 0
OTKJIOHEHHSIM, HECOOTBETCTBHSM, PEKJIaMallisM IIPH aHAJIM3€ PHCKOB IS KaYecTBa
JIEKApCTBEHHBIX CPE/ICTB

BecTu neperoBopsl, NeIernpoBaTh NOJHOMOYHS, OCYIECTBIIATh B3aUMOAEHCTBHE ¢
NEPCOHANIOM IPYTHX MOApa3ae/ICHHR

HpOI/I3BOI[I/ITB AHAJIA3 COCTOSHUS MPOBECPACMBIX IIPOLECCOB U IIOJCUCTEM H CUCTEMEI
JOKYMEHTAIUH € IIO3ULHM COOTBETCTBUS YCTaHOBJICHHBIM TpeﬁOBaHI/ISIM

Heob6xoaumeie
3HAHUA

TpeGoBanus CornameHus O eAWHBIX NPUHOMIAX H HPAaBAJIAX obparmenus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpa3uiiCKoro 3KOHOMHYECKOTO COFO3a, MPaBHI
HaJIeKaledl IPOM3BOACTBEHHOH IIPAKTHKH, HOPMATHBHBIX IIPABOBBIX AKTOB M
CTaHJapTOB B 0BJIACTH CHCTEMBI Ka4eCTBa JIEKAPCTBEHHEIX CPEICTB

JIuneH3noHHEBIE Tpe6OBaHI/ISI IIpH TPOU3BOIACTBE JICKAPCTBEHHBIX CpEeacCTB

HpI/IHI.II/IHBI CTaHIApPTU3aNUH ¥ KOHTPOJII KaueCcTBa JICKApCTBCHHBIX CPEACTB

TpeGoBanns K peruCTpaNiy JIeKapCTBEHHBIX CPECTB

Jleonpon3BOACTBO, BHJIB B (POPMBI JIOKYMEHTALNH

MCTO,I(BI CTaTHCTHYCCKOTO YIPABJICHHUS Kade€CTBOM, MAaTEMaTHUCCKOMI CTaTUCTHUKH,
LIPUMEHSIEMBIC TIPU OIIEHKE PE3YNAHTATOB BEHIOJIHEHHBIX HCIBITAaHUN 1 Bajinjanuu

Hpuaiunel  pa3spaGoTKH JOKYMEHTAWH M YIIPaBICHHS PETIIaMEHTHPYIOMIEH M
PCTUCTPHDYIOIEH  JOKYMEHTallMeli B  COOTBETCTBHH C  YCTAHOBJICHHBIMH
TpeOOBaHUAMU

DapmManeBTHYECKAs MEKPOOHOJIOTHS

MCTOIH:I IPEAYIIPCIKACHUSI KOHTAMAHAIIHY U NEPENYTHIBAHUS IIPOAYKITHU

IIpyHUMNE! BaMHJANMH TEXHOJOTHYECKHX HPOIECCOB M AHANHTHIECKHX METO UK,
KBaTH(HUKAIMY OMETEHHH H 060Dy 10BAHNS, HEXKEHEPHEIX CHCTEM

OTallbl IPOEKTUPOBAHMS, KBATMGHUKAIMY U SKCIUTyaTALMH 3HAHWMH, TOMEIICHAN U
MHXECHEPHBIX CHCTEM (bapMareBTHIECKOro IPOR3BO/ICTBA H TPEOOBAHHS K HAM

OpraHusanus TEXHONOrHYECKOH H WHXKCHEPHON NOITOTOBKH IIPOU3BOICTBA,
BCIIOMOTaTeIbHBIX HH)KCHEPHBIX CHCTEM

IpuHimnsl pa3paboTKH H NMOCTAHOBKM HA MPOH3BOICTBO HOBBIX JIEKAPCTBEHHBIX
CpeJCTB

Ilpunnuner  obecrieyennss KayecTBa  HCIIBITAHMIA JICKapCTBEHHBIX  CPEICTB,
HCXOMHOTO CBHIPBS M YNAKOBOYHBIX MATEPHANIOB, IIPOMEXYTOYHON MNPOAYKIHH H
OOBEKTOB NPOU3BOACTBEHHOM CPEIBI

TpebGoBanus caHHTapHOrO peXuUMa, OXpaHBl TPYAa, noXapHoit Oe3omacHoCTH,
IKOJIOTHH OKPYKAIOMIEH Cpe/ibl, HOPSNOK JAeHCTBHIA IIPH Ype3BEMANHBIX CHTYALUSX

Hpyrue
XapaKTepUCTUKH
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3.2.3. Tpynosas ¢pynxnus

Opranu3anus paGoTs! mepcoHana YpoBeHb :
Haumenopanwe TOJIpa3/ieNICHAH 0 00ecTIeYeHunEo Kox | B/03.7 (nonyposens) | 7
Ka4€eCTBA JIEKAPCTBEHHBIX CPE/ICTB kBamupukamn | i
e | Ot X | oo |
Kon PeructpanmoHHsI HOMep
OpUIryHajla lTpO(I)CCCI/IOHaIIBHOFO
CTaHJapTa
Tpynoseie IlnanupoBanne NOTPEOHOCTH B IEpCOHANe MOApA3ACNeHHHl MO OOEcHeYeH IO
JeicTBus Ka4decTBa
Opranusanus oOydeHHWSs ¥ OIIEHKH 3HAHHM IIEpCOHANA TOAPA3NCICHHH 110
00€eCTICUEHHUIO KauecTBa
lloabop ¥ amanTanmsa mepcoHaNa IOApasAeNeHHi 10 OGECIEYECHUIO KauecTpa (B
9aCTH CBOHMX ITOJTHOMOYHIA)
Pacnipenenenne 3amag u paGoT MeXIy NEPCOHANOM TOAPA3JENeHHs, KOHTPOIb HX
BBIIIOJIHEHHAS
Opranuzaius peryaspHEIX MEAUIAHCKAX NPOQAIAKTHIECKHX OCMOTPOB IEPCOHATA
NOJIpasieICHAN N0 00ECICYEHHIO KAYeCTBA
Ouenka ycioBuii Tpyzia (B 9aCTH CBOMX IIOJTHOMOYIH)
Heobxonumere OuennBate NOTPeOHOCTH B IIEPCOHAIIE TIO/Ipa3ieNeH il IO 00eCIeUeHHIO KauecTsa
yMEeHHS OnenuBats  mpodecCHOHATEHO-KBATHQHKALMOHHLE  YpOBEHb  IIEpCOHAIA
HOJIpasieIeHuil 0 00eCTIeYeHUIO KaYeCTBa
PazpabartriBaTh MEpOIPHATHS IO AANTAIMH HEPCOHANA
CoracoBbiBarTh  JOJDKHOCTHBIE WHCTPYKIMH TEPCOHANA MOAPA3JACICHHUN 110
00€eCTIeUeHHIO KauecTBa
111aHupoBaTh U ONMpeAenaTh GOPMEI B METOABI 0OyUEHHS IEPCOHANA
Pa3pabarsiBats cucteMy >((eKTHBHON MOTHBAIME NEPCOHANA MOJPa3ZEIeHHI 10
obecIieueHnIo KayecTra
IIpenympex1aTh KOHGIUKTHBIE CHTYAIMH
AHAIM3APOBATE M OIEHMBATH JEATEILHOCTH NEPCOHAIA MOApA3AeieHAs Ha
KOHKPETHBIX y4acTKax paboThl
Becty neperoBopel, enernpoBath HOTHOMOYHS, OCYIIECTBIATh B3aNMOIEHCTBHE C
COTPYAHHKAMHE APYTUX IOAPa3ACICHUN
OcCyIuecTBIATh KOHTPONb COGNIOACHHS MEPCOHATOM CAHHTAPHBIX IIPaBHIL,
TpeOOBaHUMA OXpAaHBI TPY/a, IPABHII BHYTPEHHETO TPYAOBOTO PAcHOpsAKa
Heobxonumere Tpynosoe 3axononatenscrBo Poccuiickoit ®enepanun
3HAHUS JIokapHbIe akTH 10 HATIPABICHHSIM JEATEIbHOCTH

BI/IIIBI CTMMYJIMPOBAHUS IICPCOHAIA

KazipoBBIit MeHeKMEHT

Hopwmer nenosoro obmeHnst # KyIbTyphl, TPo(ecCHOHATBHOM ICHXOJIOTHH, STHKH 1
JEOHTOJIOT U

CaHnTapHo-rnrHeanecme Tpe60BaHH$I K IIOMCLICHUAM H ICPCOHAITY

BPIJIBI, fpaBuja U NEPUOAUIHOCTD NPOXOXKACHUS MCIIOCMOTPOB

TpeGoBanus K OTYeTHOM HOKyMEHTAUWMM, CTPyKTypa H COCTaB OTYETHOM
JOKYMEHTAIMH T10 KaJpam

TpeGoBanus HajUTexamel IPOM3BOICTBEHHOM NPAKTUKY, HOPMATHBHBIX PABOBBIX
aKTOB M CTAaHJapTOB B OOJACTH CHCTEMBI KadecTBa JIEKAPCTBEHHBIX CPENCTB B
OTHOIIIEHUH IIePCOHANA
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TpeGopanusi caHHTApHOrO pPEXHMA, OXPAaHBI TPYHa, MOXAPHOM GE30mACHOCTH,
SKOJIOTHH OKPYXKAIOLIEH Cpe/Ibl, HOPSAIOK ACHCTBHI ITPU Ype3BHIYANHBIX CHTYAIHsIX

Hpyrue

XapaKTCPHUCTHKU

3.2.4. TpynoBas pyHxuus

Opranusanus, IIaHAPOBAHKE U v
HaumeHoBaHHE cOoBEp meHCTBOBaHI:,Ie Kox | B/04.7 (nou@%iif;n,) 7
(bapMaleBTHYECKOM CHCTEMBI KauecTBa KBATHGHKAIIH
MIPOM3BOJICTBA IEKAPCTBEHHbIX CPEACTB
ey Owruan X | Sameromnon
Kon PerucrpaliuoHHsIi HOMEp
OpUrHHaJsia npodecCHOHATLHOTO
CTaHIapTa
Tpynoesie Opranmsauuss W KOHTPONb pabGoThl HO OGECIEYEHHIO (YHKIHOHHPOBAHMS
JiefcTBUS (hapManeBTHIECKOM CHCTEME! Ka4€CTBa JIEKAPCTBEHHBIX CPEICTB
YTBepxKACHHE JOKYMEHTOB ()apMalleBTHYECKOM CHCTEMBI KadecTBa
Opranusanus MOHHTOpDHHTa OOBEKTOB H IPOLECCOB  (PapMALEBTHYECKOTO
IIPOM3BOJCTBA
Opranusaiys MOATOTOBKHM (HapMalleBTHYECKOTO TIPOH3BOJACTBA K MPOBEICHHIO
BHCIIHHMX HMHCICKIUH M ayJUTOB, B TOM YHCJIE IO COOMIONECHHIO YCTAHOBJICHHBIX
TpeOOBaHMIA :
Mounuropurr  sddexTnBHOCTH  (apMameBTHHECKOH ~ CHCTEMBI  KadecTBa
JIEKAPCTBEHHBIX CPEJICTB
MonuTopuHr cooTBeTCTBHS (hapMaleBTHYECKOTO MPOHM3BOICTBA YCTAHOBIEHHEIM
TpeOOBaHUAM
Opranusanus 1 IpoBeCHNE COBELIAHAMN 10 KAY€CTBY
MoHuTopuHT B yTBepKIEHHE KOHTPAaKTHBIX IIPOM3BOIMTENEH, ITOCTABIIMKOB
HCXOIHOTO CBIPbs M YIAKOBOYHBIX MATEPHAIOB
Paspabotka  mnaHOB  moBBImeHHA  3PQPEKTHBHOCTH  (hapMAIEBTHYECKOrO
IIPOM3BOJACTBA, yCTPaHEHHsI OpaKka B OpraHu3aluu
Cornacosanue (yTBepXKaAeHHE) JOKYMEHTOB (hapMaleBTHIECKON CHCTEMBI Ka9ecTRa
HudopmupoBane nmepcoHasa o  (apMaleBTHUECKOM CHCTEME  KauecTBa
JICKApPCTBEHHBIX CPEJICTB
PazpaGoTka u yTBEepXHEHHE MNpPOIECCOB IO YIYYIIEHHIO KadecTBa TOTOBOM
IIPOJAYKIIMH M CHHXKEHHIO €€ ce0€CTOMMOCTH
Opraumszanus  paGoT 1O M3YYeHHIO ©  BHEAPEHHIO HAYYHO-TEXHHYECKHX
AOCTHXKCHHH, HEpeJloBOTO OTEYECTBEHHOTO M 3apybexHOro OmHTa IO
TIPOU3BO/ICTBY JIEKAPCTBEHHBIX CPEJICTB
Heobxonnmeie PaspabateIBaTh Iporiecchl hapManeBTHYECKO CHCTEMB] KauecTBa
YMEHHS AHaIM3HPOBATE COCTOSHHE IPOIECCOB U TOJACHCTEM (hapMaleBTHUECKON CHCTEMBI

Kag€CTBa Ha COOTBCTCTBHE YCTAHOBJIECHHbBIM Tpe6OBaHI/ISIM

Ouenusatp s dexTuBHOCTE (bapmManeBTHIECKO#H CHCTEMBI KavecTBa
JIEKapCTBEHHBIX CPEACTB

1IpousBomuTh aHAIN3 0TYETOB (0630POB) IO KAYECTBY JIEKAPCTBEHHBIX CpeJICTB

OnenuBate >QGEKTHBHOCTE MEPONpPHATHI 1O OOECHEYEHHIO H  YIIYHIICHHIO
KauecTBa

HpI/IHI/IMaTb PCIICHUE O HOBTOpHOﬁ 06pa60T1<e W TIOBTOPHOM HCIIOJIB30BaHHH
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CCpHH WIH YaCTH CCPUU NMPOAYKIHH, HE COOTBCTCTBY}OH.ICﬁ 3aJaHHbIM TpCGOBa.HPIS{M

IIpoBouTH ay/UT KayecTBa (CAMOMHCIIEKIHIO) GapMaIIeBTHYECKOTO MPOM3BOICTBA

OCY]I[GCTBJISITB YOpaBJICHHE KOMIIJICKCHBIMHU HAYYHO-TCXHUYCCKHUMH IPOCKTaAMHU

PazpabarsiBaTh MpeUIONKESHUS TI0 YIYUNIEHHIO JIEATENHHOCTH (papMarieBTHYECKOTO
IIPOM3BO/CTBA, COCTABJLATH IUIAHBI pa0OT H OCYIIECTBISTHh HX KOHTPOJIb

Bectu meperoBopsl, 1enerapoBaTs MOJIHOMOYHS, OCYIIECTBIISATE B3aUMOIEHCTBHE C
IIEPCOHATIOM JPYTHX MOApa3IeICHuU

Heobxomumeie
3HAHUSA

Tpe6opanms Coryamenus O eAHHBIX MPHHIMIAX W [paBHIaxX oOOpameHHs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpazuiickoro SJKOHOMHYECKOTO CO¥O3a, MPABHLI
HaJUIeXalled IPOM3BOICTBEHHON NPAKTHKH, HOPMATHBHBIX MPABOBBIX aKTOB H
CTaHJapTOB B 00JIaCTH CHCTEMBI KAUeCTBA JIEKAPCTBEHHBIX CPEJICTB

.HI/II_ICHSI/IOHHBIC Tpe6OBaHI/L$I IIpH ITPOU3BOACTBC JICKAPCTBCHHBIX CPCACTB

HpPIHI.[I/IHI:I CTaHAAPTHU3AI MU ¥ KOHTPOJIA Ka49€CTBA JICKAPCTBCHHBIX CPEACTB

IocneacTBrs HECOOIIIO/IEHAS JTULIEH3UOHHEIX TPeOOBaHMIA

TpeGoBaHus K perucTpaIyiy JeKaPCTBEHHBIX CPEJICTB

Jle10mpon3BoACTBO, BHIBI X GOPMBI JOKYMEHTAINA

MeTOIU)I CTaTHCTHYCCKOro YIMpaBJICHHA KA4€CTBOM, MaTEeMaTHYECKOH CTaTHCTHKH,
TIIPUMCHSICMBIC IIPH OLICHKE PE3YJIHTATOB BHITOJHECHHBIX HUCIIBITAHUN U BATMAAIIHH

IlpuHUENE pa3paOOTKH MOKYMEHTAIlMM M YIpAaBIE€HHS pETaMEHTHPYIOMEH H
PETHCTPHpPYIOIIEH  NOKYyMEHTalMeil B COOTBETCTBHH C  YCTAQHOBJIECHHBIMH
TpeOOBaHHAMH

DapmaneBTHUECKast MUKPOOHOIOTHS

Meronp! npeynpexaeHus KOHTAMUHAIME U TIEPENYTHIBAHMS TIPOAYKIMH

IIpuHIUnEl BaTHAANMHA TEXHOJOTHYECKHX IIPOLECCOB M aHAJMTHYECKMX METOIHK,
KBaIH(QUKAITAA TOMEMIEHHH H 000pyIOBaHHs, HH)XCHEPHbIX CHCTEM

OTanbl NPOSKTHPOBAHHUSA, KBATH(UKAIME U SKCIUTyaTalluy 3JaHui, HOMEIICHHH U
HHKEHEPHBIX CHCTEM (papManeBTHIECKOTO IIPOU3BOJICTBA U TPEOOBAHMS K HUM

Opranmaunﬂ TEXHOJIOTHICCKOH H PII-DKCH@pHOfI NOATOTOBKH IPOHU3BOACTBA,
BCIIOMOTATEJIBHBIX WHXKCHEPHBIX CHCTEM

IpuHIUIE! pa3spaboTKH M IOCTAHOBKY Ha IPOM3BOJICTBO HOBBHIX JIEKAPCTBEHHBIX
CpeNcTB

Ilpunnunel  obecmedeHns KadecTBa HCIBITAHHN  JIEKApPCTBEHHBIX — CPEJICTB,
HCXOAHOTO CBHIPhA H YINAaKOBOYHBIX MATECPHAJIOB, IIPOMEXYTOYHOH MNPOMYKIHH H
0OBEKTOB IIPOU3BOACTBEHHOM CPEJIBI

TpebGoBanuss caHMTapHOIO pEXKHMa, OXpaHbl Tpy[a, MOXKApHOH 6€30MaCHOCTH,
3KOJIOTHH OKPYXKAIOWICH CPE/Ibl, IIOPANOK JCHCTBHH NIPH 9pe3BbIYaHHBIX CHTYAIUIX

Hpyrue

XapaKTEPHCTUKH

3.2.5. Tpynoeas ¢pynxnus

HauMenoBanmue

ITpoucxoxnenue

TpyAoBoH GyHKIUH

OueHka JI0che Ha CEpHIO
JICKApCTBEHHOTI'O CPEACTBA C VpoBeHs

b Kon | B/05.7 (momypoeens) | 7
O(OPMIICHHEM DEIIEHHS O BBIITYCKE B KBATMpUKALTH
obpameHue
Opurmsan 3aMMCTBOBAHO U3 |
L e e _..opurhdama | S S

Kon Perucrpaunonnsiii Homep

OpMIHHaNa Npo(hecCHOHANBHOTO CTaHApTa
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TpynoBeie
JIeUCTBUSA

KonTponb 3anonHeHHsS JOKYMEHTAIMH Ha CEPHIO JIEKAPCTBEHHOTO CPEICTBA (IoChe
Ha CEPHIO)

OHCHKa COOTBCTCTBHA CCPHH JIEKAPCTBCHHOI'O CpPEeACTBA M IIpomecca e
ITPOU3BOACTBA YCTAHOBJICHHBIM Tpe60BaHI/I$IM

HpOBepKa COCTOAHUSA BaJIMJAHHA TEXHOJIOTHYCCKHX HPOLECCOB M aHAIMTHYECKUX
MCTOJHK, HCIIOJIb30BAHHLIX IIPH ITPOU3BOJICTBC CCPHH JIEKAPCTBEHHOI'O CPEACTBA

[TpoBepka JIETHTHMHOCTH pPa3peIeHHBIX OTKJIOHEHHH OT METOMAHMK KOHTPOJS HIIH
HE3aIJIAHKPOBAHHBIX U3MEHEHUHM TEXHOJIOTMIECKOIO IPOoIecca UX YCTAHOBICHHBIM
TpeOoBaHUIM

IlonTBepXKaeHHE MPOBEACHUS] BCEX HEOOXONMMBIX IPOLEAYP M HCIBITaHHH
JIEKapCTBEHHBIX CPEJICTB, HCXOJHOTO ChIpbS M YIAKOBOYHBIX MATEPHAIIOB,
IPOMEKYTOYHOM IPOAYKIMH H 0OBEKTOB IPOM3BOACTBEHHOH Cpeibl

IonTBepxcHHE NPOBENEHNS BCEX ayJAWTOB (CAaMOMHCIIEKIHN) B COOTBETCTBHH C
(apmaneBTHIECKOH CHCTEMOI KaueCTBa JICKAPCTBEHHBIX CPEACTB

Ornenka Bcex HakTOpoB, KOTOpBIE MOTYT BIHATh Ha KAa4eCTBO BBIIYIICHHON cepum
JIEKapCTBEHHOTO CPEeNICTBA

OdopmMrneHne pemieHHs O BBIIYCKE CEPUH MPOAYKIHH B OOpalleHHE MM JUIs
HCIIOJIb30BaHMs B KIIMHUYECKHAX HCCICHOBAHUAX

IToaroroBka mNpemIOXEHUH IS aHaNM3a W CHCTEMATH3AUMH HMHOGOPMAIMH IO
(apManeBTHIECKOH CHCTEME KauecTBa

Heobxomumeie
yMeHUs

OnenvBath JOKYMEHTAIMIO II0 MPOU3BOJACTBY CEPHH IPOAYKIMH B OTHOIICHHH
Oe30macHOCTH, 3 (DEKTHBHOCTH U Ka4eCTBa FOTOBBIX JIEKAPCTBEHHBIX MPEIAPaToB, B
TOM YHCJIE ¥ JUIS KIIMHHYECKHAX HCCIIEMOBAHMM

OdopMIAT pelieHns 0 BhIYCKe MPOAYKIUH B 00palIcHAe

ITpownsBoauTe aHaNN3 MPHUYUH BHISBICHHBIX OTKJIOHEHHUN M HECOOTBETCTBHUI, aHAITN3
PHCKOB UL KaUeCcTBA TOTOBOH IPOXYKIIHH

IIpou3BOAHNTE aHATH3 OTIETOB (0630POB) IO KAYECTBY JIEKAPCTBEHHBIX CPELCTB

[TpumensaTs, MEXIMCUMIUIMHAPHBIA MOMXOX NpPH aHAIN3E PHCKOB IUIA KayecTBa
JIEKapCTBEHHBIX CPEACTB

HpOI/I3BOI[I/ITL aHaJIN3 COCTOSHUA Q)apMaueBanecxoﬁ CHCTCMBI Ka4CCTBa

OIICHI/IBaTB CTCICHh 3HAYHMMOCTHA BBUIBJICHHBIX H3MECHCHHM H OTKJIOHEHMH Ha
COOTBCTCTBUC YCTAHOBJICHHBIM Tpe6OBaHI/ISIM

BecTu meperoBopsl, Ae/IeTHPOBATEH MOJTHOMOYHS, OCYILECTBIIATE B3aHMOIEHCTBHE C
IIEPCOHAJIOM JPYTHX HOJpa3elIeHHH

Heob6xonumeie
SHAHUS

TpeGopanns CornameHus O eIWHBIX NPUHOUNAX M IpaBWiIaXx oOpalIeHus
JICKApCTBEHHBIX CPEACTB B paMkaxX EBpasHHACKOro 3KOHOMHYECKOTO COM03a, MPaBHJI
HAJJICKAIIEH IPOM3BOACTBEHHON IPAKTHKH, HOPMAaTHBHBIX ITPABOBBIX aKTOB H
CTaHJAapTOB B 00JACTH CHCTEMbI KaYeCTBA JICKAPCTBCHHBIX CPEACTB

.HI/IIICHCSI/IOHHBIC Tpe6OBaHI/I$I IIPH IIPOU3BOACTBE JICKAPCTBCHHEBIX CPCACTB

ITocnencTBus HECOOMIOAEHNS THIICH3NOHHBIX TPEOOBAHMIMA

HpI/IH[II/Il'II:I CTaHAAPTH3AMI ¥ KOHTPOJLA Ka4CCTBA JICKAPCTBCHHBIX CPEACTB

MCTOIIBI CTaTUCTHICCKOT'O0 YIIPABJICHHUA KadCCTBOM, MaTE€MaTHYECKOM CTaTUCTHKH,
IIPAMEHSAEMBIC IIPHA OLICHKE PE3YyJIhTATOB BBIIOJIHCHHBIX WCIIBITAHUN U BaJIMAALNHT

PernamenTupyromas H PETHCTpHpYIONmas IOKYMEHTauus (apMaleBTHYeCKOM
CHCTEMBI Ka4ecTBa

Meronsl U HHCTPYMEHTHI YIpaBJICHHS DPHCKAMM s KAuyecTBAa JIEKAPCTBEHHBIX
CpEICTB

Meronpl moWcka NpPHYHH HECOOTBETCTBHH YCTAHOBICHHBIM TpeGOBaHHSM IIPH
HPOH3BOJICTBE JIEKAPCTBEHHEIX CPEICTB

Meronsl W WHCTPYMEHTHI TIPOBENEHHS Aay[WTOB KadecTBa (CAMOMHCIIEKIIHH)
(apMaleBTHYECKOrO MPOU3BOACTBA, KOHTPAKTHBIX IPOHM3BOAMTENIE, TIOCTABIIAKOB
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HCXONHOTO ChIphA U YIIAKOBOYHBIX MaTEPHAJIOB

OcoGeHHOCTH IPOIECCOB ONpeENeHns] BEPOATHOCTEH M NPHYHH BO3HMKHOBEHHS
OTKJIOHEHHH, BO3MOXKHOCTH UX YCTpaHEHHS

@apmareBTHIECKAs MAKPOOHOIOTHS

CDapmaueBanecxaa TEXHOJIOTUS B OTHOIICHUHU I'OTOBOH HIPOAYKIIUH

Meronp! hapmakome#HOro aHa¥3a B OTHOIIEHHUH TOTOBO# IPOTYKITHH

OI_ICHKa PHCKOB IIPpH KOHTAMHHAITHUH U NEPENYTHIBAaHUU NTPOAYKIITUH

J1en0npon3BOACTBO, BUABI H (POPMBI JOKYMEHTALHH

HpI/IHHHHH BaIHAAIAN TEXHOJOTHYCCKUX MNPONECCOB H AHAIUTHUYECCKHAX METOIUK,
KBaJII/I(bI/IKaIII/II/I TIOMEILECHUH U 060py,z[013aﬂml, HHXXCHCPHBIX CHCTEM

OTanbl IPOEKTHPOBAHMUS, KBATU(HUKAIMA M DKCILTYaTalMH 30aHUH, MOMEIIeHud U
HH)XXCHEPHBIX CUCTEM (papMalleBTHIECKOTO IIPOU3BOICTBA M TPEOOBAHKS K HUM

OpFaHI/I3aIII/I5I TEXHOJIOTHYECKON U PIH)KCHCpHOﬁ NIOATOTOBKH ITPOHU3BOJACTBA,
BCITIOMOT'aTCJ/IbHBIX HHXXCHCPHBIX CHCTEM

IlpuHiuner pa3spaGoTKi M MOCTAHOBKH HA MPOM3BOJACTBO HOBBHIX JIEKAPCTBEHHBIX
CPEACTB

HpI/IHI.[I/II'II)I obecriedeHns KaueCTBa HCIIBITAHUH JIEKApCTBCHHBIX CPCACTB, HCXOOHOIO
CbIpbsl H YIAKOBOYHBIX MAaTE€pHAJIOB, l'IpOMC)KyTO‘IHOﬁ IIPpOAYKIHHA H 00BEKTOB
IPOU3BOICTBCHHOI Cpeaknl

ONeMeHTHI NIAaHWPOBAHUA KIHHHYECKHUX HCCICHOBaHHM, HCCIEIOBAaHUM 110
HA3Y4YCHHUIO CTaOHIIEHOCTH JIEKAPCTBCHHBIX CPEACTB

TIopsinok roCynapcTBEHHOM pErHCTpAlMU JIEKAPCTBEHHBIX IIPElapaToB, BHIIAUM
paspemICHH: Ha TNpPOBENECHHE KIMHHYECKHX HCCICHOBAHMI JIEKApCTBEHHBIX
OpenapaToB W TPeOOBaHMS K PETHCTPAllHOHHOMY JOCBE Ha JIEKAPCTBEHHBIH
npenapar

Hopsinox BBO3a B Poccuiickyro ®enepanuio u BeBo3a u3 Poccuiickoit denepanuu
JIEKapCTBEHHBIX IIPENapaToB U IPOBEACHUS KIHHHYECKUX UCCIIEIOBAHMIA

TpeGoBanust CaHMTapHOro peXHUMa, OXpaHBl TPYAa, NOXKAPHOH 6e30IacHOCTH,
SKOJIOTHH OKPYXXAIOLIEH CPe/Ibl, MOPANOK AEHCTBHH NIPH Upe3BhIMAHBIX CUTYaLMIX

Hpyrue

XAPAKTCPUCTHUKH
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IV. CBenennsi 06 oprann3auusx — paspaéoTunkax npogeccHoHAILHOro cTanaapra

4.1. OTBeTCTBeHHAS OPranM3alMA-pa3paboTINK

Obmepoccuiickas o6mecTBeHHast Opranu3anust «POCCHHCKHI COI03 IPOMBILIIEHHAKOB H
npeanpuHEMaTeNeity, ropoa Mocksa

Ypasnsromuii TupexTop
VpapaeHHs pa3BHTHS KBATADHKAIHI Cwmuprosa IOnns BasteppeBra

4.2. HanmeHoBaHHS Opranu3anuii-pazpaboTanxon

1 | Acconnanys MexXTyHapOIHBIX hapMalleBTHYECKHX MPOH3BOHUTENEH, ropos MockBa

[\

Acconyanus npou3BoAMTeNCH (dhapManieBTHYECKOM MIPOAYKIIUYN U U3ICTUH MEIUIMHCKOTO
HasHa4yeHusd, ropoq Mocksa

Acconpauus poccuicKux (papMaleBTHIECKHX IPOM3BOIHTENEH, ropos Mocksa

Coto3 «Haumonansuas Papmanesruyeckas [Tanara», ropog Mocksa

Coto3 Tlpodeccronanbupix PapmanesTrueckux Oprarmsanyii, ropox Mocksa

AN AW

®I'BOY BO «IlepBbiit MOCKOBCKHI TOCYAapCTBEHHBIM METHIHHCKHN YHUBEPCUTET HMEHHA
U. M. Ceuenopa» Munsapasa Poccun, ropox Mocksa

! OG6epoccHiickuil KIaccupUKaTop 3aHATHIA.

2 OG6uepoccuiickuii K1acCHPUKATOp BHAOB 3KOHOMHYECKOI EATENHHOCTH.

* Ilpukas Munsnpasconpassutis Poccum ot 12 anpens 2011 r. Ne 3021 «O6 YTBEPKACHUH NepeuHell BpeAHbIX H (WIH)
OIIACHBIX NPOM3BOJCTBEHHBIX pakTopoB U paGoT, HPH BHINONHEHHH KOTOPHIX MPOBOAATCA 00A3aTeNbHbIE TPeIBAPHTEIBHbIE 1
TICpHOAMYECKHE MEIULMHCKHE OCMOTPHI (obcnenoBanus), u Ilopsmka npoBemeHUs OGA3ATENBHBIX NPEABAPUTENHHBLIX H
NEPHOAMIECKHX MEIUIIHCKHX OCMOTPOB (0GcnenoBaHmil) paGOTHHKOB, 3aHATHIX HAa TAXKENHIX paboTax W Ha paboTax c
BpeOHBIMM U (WIH) ONACHBIMH YCTOBHAMH TpyAa» (3aperucTpupoBan Mumioctom Poccum 21 oktaGps 2011 .,
perucTpauronnei Ne 22111), ¢ u3MeHeHHAMH, BHECCHHBIMH NpUKazaMu Mumsapasa Poccun ot 15 mas 2013 r. Ne 296w
(3aperncTprpoBan Munrocrom Poccun:3 mrons 2013 r., permcTpauuoHHBIH Ne 28970) u ot 5 mexabps 2014 r. Ne 801n
(3aperucTpupoBan MumrocTom Poccrn 3 pespains 2015 r., perucTpanmoHHsiit Ne 35848).

* EmuHbii KBAIH(HKAMOHHBIH CIPABOYHUK JOIDKHOCTEH PYKOBOXHTEIEH, CIIEIHANHCTOB H CITy)KAIIIHX.

3 O6mepoccuiicKii Kraccudukatop npodeccuii paGounx, JOIDKHOCTEH CITyKaIUX H TapHQHBIX PaspsIoB.

6 Obmepoccniickuii KIacCHPHKATOpP CrENHATBHOCTEH IO 06Pa3OBAHMIO.

7 denepansHbIit 3aKoH ot 31 sHBaps 2016 r. Ne 5-®3 «O parnduxanuu CornameHus o0 eOMHBIX NPUHIMNAX W OPaBHIAX
00paIleHNs JIEKAPCTBEHHBIX CPEICTB B paMkax EBpasuiicKoro 3KOHOMHYECKOTO coro3a» (CoGpaHMe 3aKOHOIATENbCTBA
Poccuiickoit ®eneparmm, 2016, Ne 5, c1. 557).

8 Pemenmne Cosera EBpasuiickoli 5kOHOMHMYECKOH KOMHCCHH OT 3 Hos6ps 2016 r. Ne 77 «O6 yrrepxaennn Ilpasun
HaJIeXaMlel POM3BOACTBEHHOM NPaKTHKK EBPasHiiCKoro 5KOHOMHYECKOTO COK03a» (OMy6IMKOBAHO Ha O(UIMAIEHOM caiiTe
EBpasuifCKoro sKOHOMHYECKOro coro3a http://www.eaeunion.org 21 Hos6ps 2016 r.).




