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panuodhapManeBTHIeCKHX, FOMEONAaTHIECKHX, PUPOAHOTO IPOUCXOMXKICHHS U
MEIMIIMHCKUX Ta30B)

(HayMeHOBaHMe BHIa MPOGeCCHOHANBHOM JeATeIbHOCTH) Kon

OcHoOBHas 11eJb BUAA TPOGECCHOHANBLHOM JEATENEHOCTH:

HCSITCJIBHOCTB 110 Opra"HA3aliy, BEACHUIO TEXHOJIOTHICCKUX IPOLECCCOB U YIIPABJICHHIO

TEXHOJIOTHICCKHMH IIPOICCCaMH MPH OTPOMBINIIEHHOM IIPOU3BOIACTBE JICKAPCTBEHHBIX CPEJICTB

I'pynina 3ansTwii:
1223 PyxoBonurenu noxpaszaenenuii mo HaygsemM | 2113 XUMHKH
HCCIICAOBaHMAM H pa3paboTkaMm
2131 Buonoru, 60TaHMKH, 300JI0TH H 2141 WnxeHephl B IPOMBINIIEHHOCTH
CIENMAINCTHL POACTBEHHBIX 3aHATHH 1 Ha IPOU3BOJICTBE
2145 Hnxenepp-xumuku 2149 Cnenuamictel B o6nacTa
TCXHHKH, HE BXOJJIIHE B APyrUe
TPYIIIEI
2262 [IpoBu3opsl - -

(xox OK3%) (HauMeHOBaHKE) (xox OK3) (HapMeHOBaHHe)
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III. XapakTepucTnka 06001MEeHHBIX TPYAOBBIX (PyHKIHI

3.1. O606mennas TpyxoBas GyHKIHA

Brmonnerue paboT o BHEAPEHHIO
TEXHOJOIHYICCKHUX NIPOLECCOB IIpH Yposens
HaumenoBanue pon P Kon A p 6
ITPOMBINUIEHHOM ITPOU3BOJICTBE KBaTH(HKaLHY
JICKApPCTBEHHBIX CPEJICTB
IIpoucxoxnenue
3auMCTBOBaHO K3
o6oGmeHnHoM Tpyaosoii | Opurupan X
OpUrHHaNa
byHKIIM
Kon PeructpaltnoHHb1it HOMEp
OpHIMHAJa  NpO(eCCHOHATLHOTO CTaHAApTA
BozMoxHBIE Macrep
HaUMCHOBaHUA MaCTep-TeXHOJIOF

JOJDKHOCTEH, mpodeccuit | UHxeHep-TeXHOIOr
HaJansHUK CMEHBI

TpeboBanus k Bricinee o6pa3oBanue — 6axanaBpuar
o0pasoBaHuIO M 06ydeHmIo | Briciiee 06pasoBaHue — cENUaINTET, MATHCTPATypa

TpeboBanus k oneITy -
IPaKTHYECKON paboThl

Oco0sie ycosns nomycka | IlpoxoxaeHue o6s3aTeNbHBIX IpeABAPHTEIBHEIX (IIPH MOCTYIVICHHH Ha

K pabote paboTy) ¥ NepHOIHIECKUX MEAHLHMHCKIX OCMOTPOB (06¢ieioBanuil), a
TaKXKe BHEOYEPEAHBIX METUIIMHCKAX OCMOTPOB (00CIeoBanu#l) B IIOPSAJIKE,
YCTAaHOBJICHHOM 3aKOHOJ1aTeNbeTBoM Poccniickoit Oenepanum

Hpyrue xapakrepuctakn | {1 mpogpeccHoHaIbHOTO pocTa TpebyeTcs BHIOTHEHHE KPHTEPUEB,
COOTBETCTBYIOIMX CIECIHAIBLHOCTIM

OcCHOBHBIE ITyTH TOBBIIICHASA KBATH()HKALIHH:

- IPOrpaMMBI MOBHIMIECHHS KBATM(HUKAILIMK HE Pexe OIHOrO pa3a B IIATh JIeT,
- IporpaMMBI Ipo(EeCCHOHANBHO# EPEOATOTOBKHY;

- CTa&XHPOBKH;

- TPEHHHTH B CHMYJLIIIMOHHBIX IIEHTpax;

- HCTIOJIb30BaHKME COBPEMEHHEIX AUCTAHIMOHHEIX 00pa3oBaTeIbHBIX
TEXHOJIOTHi (06pa3oBaTeNbHbIA TOPTAT K BEOMHAPEI);

- Y9acTHE B KOHIpeccaxX, KOHQEpEHIMIX, MacTep-KiIaccax

JlonoHKUTENBHEIE XapaKTEPHCTHKH

u HanMenoBanue 6a30B0ii IpyIIIb, JOKHOCTH
auMEHOBaHUE JIOKyMEHTa Kon
(mpodeccun) WiH CHELMAIBHOCTH
OK3 2113 XUAMHKHA
2131 Buonoru, 60TaHUKH, 300JI0TH U CHEHAAIHACTEI
POJACTBEHHBIX 3aHATHI
2141 HHxeHepsl B IpOMBIIUICHHOCTH B Ha
IMPOU3BOJCTBE
2145 HmxeHepsI-XuMHUKH
2262 ITpoBu30pEI
EKC* - HmxeHep-TeXHOI0T (TEXHOJIOT)




Macrep yuactka

Mactep xoHTpONBHBI (Y4acTKa, Hiexa)

22488

OKII/ITP’ HmxeHep-ucciemoBarens

22516 Hmxenep-muxpo6HoIOr

22581 | MHxeHep mo ucnpITanusaM

22678 WmxeHep 110 OATOTOBKE HPOU3BOACTBA

22739 HmxeHep no crangaprusanuu

22833 Hmxenep-paauosor

22836 Hmxenep-pagnodusux

22839 Hmxenep-pannoxumux

22854 Hmxenep-texnonor

22860 HnxeHep-xumMux

25850 IIpoBu3zop

25856 IIpoBu3zop-texnoor

27142 TexHonor

42474 Hmxerep-ucnsrarens

42861 Hmxenep-pusnko-XxuMHK

OKCO° 010801 Pamuoduzuxa u anexTponnka

010802 PyHnaMeHTaNbHAS pafuodu3nKa U GusHdIecKas
3JIEKTPOHHKA

020101 Xumus

020201 buosnorus

020208 buoxumus

020209 Muxkpobuonorus

020900 Xumus, GU3UKa M MEXaHHKA MATEPHAIOB

060104 Menuko-mpohrIakTHIECKOE AEI0

060108 ®dapmanes

060112 Memununckas OHOXUMHS

111201 Berepunapus

140300 SnepHbie QU3NKA M TEXHOJIOTHM

140307 PamuanponHas 6e30aCHOCTD Y€ I0BEKa H
OKpY’KaloIei cpebl

140308 Pammanmonnas 6e3omacHOCTS

140401 Texuuka u pu3mKa HU3KHX TeMIepaTyp

140504 XononunbHast, KPUOT€HHAS TEXHUKA H
KOHIHUITMOHHPOBAHHE

210301 Pammodusnka u 3nekTponrKa

240301 XMMHYECKas TEXHOJIOTHSA HEOPTaHHIECKHX
BEI[ECTB

240307 TeXHOMOrHS CPpeACTB XMMHYECKOM 3aIIHTHI

240401 XuUMHYecKass TEXHOJIOTHS OPraHHYECKHX BEMIECTB

240402 XVMHUYECKas TEXHOJIOTHSA CHHTETHIECKHX
'GHOJIOTMIECKHUX aKTHBHBIX BEIIECTB

240501 XuMHBYECKasd TEXHOIOTHS BEICOKOMOJIEKYJITPHBIX
COeAMHEHUN

240505 TexHOJIOTHS BEICOKOMONIEKYIIAPHBIX H
BBICOKOI()DEKTHBHBIX COSIMHEHHUI H YCTPOHCTB

240603 XHMUYeCcKas TEXHOJIOTHSA PEJKHX JJIEMEHTOB U
MaTepHAJIOB Ha HX OCHOBE

240801 MamuHE! 1 annapaTsl XUMHYECKUX IPOU3BOICTB

240802 OCHOBHBIE IPOLIECCH XMMUYECKUX IIPOM3BOJICTB H




XHMHYCCKaAa Kn6epHeTm<a

240901 Buorexnonorus

240903 broxumuyeckoe npon3BoICTBO

3.1.1. TpynoBas pynxuus

HamMvenoBanue

IIpoucxoxnenue
TpyZOBO# (yHKIMH

PazpaboTka TexHONIOrHUECKOM
JOKYMEHTAIMH [IPH HPOMBIIUICHHOM
IIPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB

VpoBeHp
(monypoBeHs) 6
KBIM(pHKaLH

Kox | A/01.6

X 3aHMCTBOBAHO U3

Opurusan
OpHUTHHAaJA

Perucrpaumonsstit Homep
npodecCHOHANBPHOTO CTaHAApTa

Kon
OpMIHHaIa

Tpynossie
JelCcTBUS

Bei6op TrmoB 1 GopM TOKYMEHTOB UL ONMCAHUS TEXHOJOTHYECKUX MPOIIECCOB IIPH
HPOU3BOJICTBE JICKAPCTBEHHBIX CPEJCTB

Pa3zpaGoTka IpPOMBINUIEHHOTO  pEriaMeHTa, TEXHOJOTHYECKMX  HHCTPYKIHH,
IIPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB HMHCTPYKLHH IO YIaKOBKE JIEKAPCTBEHHEBIX
CPEeACTB

Pa3paGoTka CTaHAApTHBIX ONEPAlMOHHBIX MPOHEAYP JUIL IIOATOTOBHTEIBHBIX
omepauui (IpoBEpKa MaTepHaloB, IIpeJBapuTeNbHas o0paboTKa, 3arpyska CHIphS,
OIICHKA KPUTHYECKHX MapaMeTpoB IIpoliecca) IIPOU3BOACTBRA JIEKAPCTBEHHbIX CPEICTB

PazpaboTka CTaHJAPTHBIX OIlepaniOHHBIX IIponenyp IOATOTOBKA
IPOM3BOJACTBEHHOTO OOOpYNOBaHHA K TEXHOJOTHYECKOM omeparuu (O4HCTKa,
MOHTAX, KATHOPOBKA, CTEPUIIN3AIINS)

Pa3zpaboTka CTaHZApTHBIX ONEPAIMOHHBIX MPOLEAYP BHIIOIHEHHS TEXHOTOIHYECKHX
Olnepanuii Ipy NPOU3BOACTBE JIEKAPCTBEHHBIX CPEJICTB

PazpaboTka cTaH7apTHBIX ONEpallMOHHBIX MPOLEAYpP KOHTpONS Ipoiecca

IIPOM3BOJCTBA JICKAPCTBCHHEIX CPCACTB

Oprannzauml 3aMOJHEHUS W o0ecIeueHus COXPaHHOCTH TEXHOJOTHUYECCKOH

JAOKYMCHTaIITH

HeobOxomuMbie
YMEHHUS

Onpenemm; JAOKYMCHTEI, HEOOXOIMMEIE JIJIS OITHCAHMS TEXHOJIOTMYECKOTO IIponecca

OCYIIICCTBJ'DITB AKTyalIn3allHi0 H  YHHYTOXCHHUC JIOKYMCHTOB IIPOM3BOJZICTBA
JICKAPCTBCHHEIX CPEACTB

[TpoM3BOIMTE 3KCHEPTH3Y HOKYMEHTOB, OHMCHIBAIONIUX TEXHOIOTHIO IIPOM3BOCTBA U
paspaboTKy IIpOIECCOB IPOM3BOACTBA, JUI PETMCTPAlHOHHOTO JOChe HA
JIEKapCTBEHHBIN IIpenapar

Bectn sammcm mo paGoTOCHOCOGHOCTH TEXHOJOIHYECKOTO OGOpYIOBaHMS H
HOMEMIEHHH, HCIIOE3yEMBIX B TEXHOJOTHIECKOM IIPOLIECCE

I[OKYMCHTHPOB&TB IIPHYIHUHB] OTKJIOHEHUH OT TEXHOJIOTHYECKOTO apornecca

OdopMiATE M3MeHEHHS B NPOMBIIUICHHBIX perjiaMeHTax IIPOLecca IIPOH3BOACTBA
JIEKapCTBEHHEBIX CPEJICTB

ObecmeunBaTh COXPAHHOCTH M 3alUTY TEXHOJIOTHUECKOM JOKYMCHTaIl!

OcymecTBIATE MOMCK M aHaM3 PEryNsSTOPHON, HAYYHOM M Hay4HO-TEXHHYECKOM
WH(pOpManuH U1 pa3paboTKH TEXHOIOTHIECKOH TOKYMEHTAIHH

Heobxoaumeie
3HAHUS

TpeGosanua CornameHns o0 eAWHBIX NPHHUMIAX M IIpaBUIaX OOpAmIeHHS
TIEKapCTBEHHBIX CPEACTB B paMkaX EBpasmiickoro SKOHOMHYECKOrO CO03a, IPaBHI
HaJIeXamed: IpOU3BOJCTBEHHOM NpAaKTHKH, HOPMATHBHEIX IIPaBOBHIX aKTOB H
CTaH/APTOB B 06JIACTH IPOHU3BO/ICTBA JIEKAPCTBEHHEIX CPECTB

QapmareBTHYECKas TEXHOJNOTHS B 4acTH  BBHINOJHAEMBIX TEXHOJOTHYECKHX
NpPOLECCOB '
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Hp0H3BOL[CTBCHHa$I AOKYMEHTALUA Ha BHINIOJHACMEIC OIIEpAllMH H MPOIICCCHI

XapaKTepHchn OCHOBHOI'O TCXHOJIOTHYECCKOI'O O60py,I[OBaHI/I5I A BCIIOMOTraTCIIbHBIX
CHCTCM, MCIIOJIL3YIOIMUXCA B BEIIIOJIHACMOM TCXHOJOTHYECCKOM IIpoIecce

HpaBmIa JKCIUIyaTallkH TEXHOJOIH4CCKOro 060pyn013aHH;1 H BCIIOMOraTCIBbHBIX
CHCTCM, HCII0JIb3YEMBIX B BEIIOJIHICMOM TEXHOJOTHICCKOM Mpoilecce

XapaKTepHchH IPOU3BOJACTBCHHBIX HOMCH.ICHI’Iﬁ, HCHOJIB3YIOINUXCA B
BBIIIOJTHACMOM TEXHOJIOTHYIECKOM IMPOLIECCe

Tpe6opanms K KaueCTBY MCXOIHBIX MATEPHAIIOB, HCIIONB3YEMBIX B TEXHOIOTHIECKOM
mpouecce

Tpe6opanus Kk Ka4ECTBY IONTYIaeMBIX IIPOMEXYTOYHBIX H TOTOBBIX IPOAYKTOR

AHalATHYECKHE MCTOJUKH Hu BHU3YaJIbHBIC TECTHI, HCIIOJIB3YEMEIC IIpH
BHYTPHIIDOH3BOACTBEHHOM KOHTPOJIE TCXHOJOTHYECKOI'0 Mpolecca

ITos10)KeHHs, HHCTPYKIHUH IO 3aII0JHEHHIO PErHCTPHPYIOMEN TOKYMEHTAHH

TpeGoBanus CcaHMTapHOrO pEXHMa, OXpaHBl Tpy[a, NOXKAPHOH 6GE30MaCHOCTH,
OXpaHbI OKPYXaKOLIeH CPebl, NOPAI0K NeHCTBHE NP Ype3BRIYaHHBIX CHTYAIMIX

Hpyrue
XapaKTCpUCTHKH

3.1.2. Tpynoras pyuxkuus

BC}ICHI/IC TCXHOJIOTHYECKOTO v
POBEHb

Iponyecca Inpu NpoMuIIIIICHHOM
Hawnmenosanue pon Py TP Kon | A/02.6 (noxypoBeHs) 6

IPOU3BOJICTBE JIEKAPCTBEHHBIX R —

CPEICTB
IT XOXK

POHCXOX/ICHHE Oprrusan X 3auMCTBOBAHO U3
TPYZOBOH (yHKLHM OpHTHHAIA
Kon PerucTpaloHHEIA HOMep
OpHTHHAJNA HpodeCCHOHANBHOTO CTAHAAPTA

Tpynoseie Ioaroroska pabodero MecTa K IPOH3BOAICTBY BBILYCKAEMOH CEPUH MPOIYKIIHH
ﬂGﬁCTBI’I’I HOJIY‘ICHI/IC HCXOIHOTO CBIPphA H YIIaKOBOYHBIX MaTe€pHAJIOB CO CKJIada H BCHCHI/IC

MaTCpHaJIbHOIO 6ananca AJI1 IIPOU3BOACTBA CEPHUH T'OTOBOI0 IPOJAYKTA

IIpoBesieHre HAEHTH(QHKAINE HCHOMB3YyeMBIX B XOJ€ TEXHOJNOTHYECKOTO MpOIecca
NoMeIeHuH, 000pynoBaHus, NPOMEXYTOYHBIX H TOTOBHLIX IIPOAYKTOB C LEJBIO
IPEAYNPEXACHUS EPETYTHBAHMS

IoxroroBka moMemeHH#f, 0GOpYyHOBaHHS M [epCOHANa K  IIPOBENCHHIO
TEXHOJIOTHYECKHUX paboT

OKCIUTyaTaisi ~ DPOH3BOACTBEHHBIX  IIOMEIICHHH,  TEXHOJNOTHYECKOTO  H
H3MEPUTENIBHOTO  OOOpYJOBaHHMS, CPEACTB HM3MEpPEHMH TpH  IIPOM3BOACTBE

JICKapPCTBCHHEIX CPEACTB

BBbIONHEHNHE TEXHONOTHYECKHX ONEpalMii IpH NPOM3BOACTBE JIEKAPCTBEHHBIX
CpeICTB

OcymecTsiiende omepamuii H KOHTPONS, CBS3aHHBIX C TPHEMKOH MAaTEpHAOB,
TCXHOJIOTUYECKHM  TIPOLECCOM,  YNAKOBKOH, MEpeylmakoBKOH, MapKHPOBKOM,
MEpEMapKUPOBKO#

Perucrpauus BCeX BBNIONHAEMBIX ONCPALH NpPH TPOHM3BOICTBE JIEKAPCTBEHHBIX
CPEJICTB

Perucrpanus ycnosnit Npou3sBoACTBEHHOM CPeXBI IPH MPOU3BOJICTBE JEKAPCTBEHHEIX
CpeacTB

Pemcmaunx BCEX l'IOBpC)KI[eHPIfI YIAKOBKH HCXOOHOT'O CBHIphS H YIAaKOBOYHBIX
MaTCpHaoB, I€pPeaaBacMEIX B IPOU3BOACTBO
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Ho;m;epxc,uenne COOTBECTCTBHA KOJIMYCCTBA U HaHMeHOBaHHﬁ, IIOJIY94€HHBIX CBIPBA,
MaTcpualioB H HpOMC)KWO'-’IHOfI IIPOAYKONH, HCHOJIB3YEMBIX B TEXHOJIOTHYECCKOM
IIPOIICCCE IIPOU3BOJACTBA JICKAPCTBCHHEIX CPCACTB

Heob6xomumele | Onpenenars BEPOATHOCTH W TNPHYHHBL  BO3HHKHOBEHHS OTKIOHEHHIl  OT
yMeHUS TEXHOJIOTHYECKOTO TIPOLIecca, BOSMOKHOCTH HX OOHAPYKEHHSA
Bectd MOHHMTOPHHT pabOTOCHOCOOHOCTH TEXHOJNOTHYECKOTO OGOpYJOBaHHA H
TOMEINCHHUH, HCIO0JIb3YEMBIX B TEXHOJIOTHYECKOM MPOIiecce
WHTepnpeTrpoBarh NOKa3aHMA aBTOMATHYECKUX JATIMKOB COCTOSHHS 06GOPYI0BAHHA,
MIPOU3BOJICTBEHHON CPE/BI, PE3YJIbTAThl BHIIOIHEHHBIX UCHBITAHUM B aHAIMTUYECKHAX
JICTax
OuenuBaTh 3HAaYAMOCTh OOHApY)KEHHBIX OTKJIOHEHHH H  HECOOTBETCTBHIA
TEXHOJIOTHYECKOT0 IpoIiecca
OcymecTBIATE NPOBEPKY MACHTUYHOCTH, KOJIMYECTBA M KadeCTBA HCXOJHBIX
MaTepHAIIOB, MCIOJIL3YEMBIX B TEXHOJIOTHYECKOM MIPOIIECCe
[IpUMEHATh aHATHTHYECKAE METOAMKY W BU3YaJIbHBIH KOHTPOIb TEXHOJOTHYECKOTrO
mporuecca
O6ecneynBare 3aATY NPOAYKIHH, CHIPbS M MAaT€PHANTOB OT IepeKpPeCTHOM
KOHTAMMHAIUH B TEXHOTIOTHYECKOM IIpOLIECCe
Becth ® 1npoBEpATh PETHCTPHPYIOINYIO [IOKYMEHTALMIO IIPH POM3BOICTBE
JIEKapCTBEHHBIX CPEJCTB
IMpuMenaTs mpoLeAypHl CHCTEMBI (DApMalEBTHYECKOrO KadecTBa B OTHONICHHH
BBINOJIHAEMBIX TEXHOIOTHIECKAX IIPOIECCOB
Heo6xoaumsie | TpeGopamuss . CornameHns O eIMHBIX NpPHHIUNAX M MpaBWIaX OOpAIEHHS
3HAHUA JIEKapCTBCHHBIX CPENCTB B paMKaX EBpasuiickoro 5KOHOMHYECKOTO COM03a, HpPaBHII
HaJyIexame IpOM3BOACTBEHHOH IPAKTHKH, HOPMATHBHBIX IIPAaBOBEIX AaKTOB M
CTaHJAPTOB B 00J1aCTH IPOH3BO/ICTRA JIEKAPCTBEHHEBIX CPECTB
dapmaneBTHIeCKas TEXHOJIOTHS B JACTH BBIIOJIHIEMBIX TEXHOJIOTHYECKHX TIPOIECCOB
XapaKTepHCTHKH TEXHOJIOTMYECKOTO OGOPYNOBAHHS H BCHOMOTATENbHBIX CHCTEM,
HCIIOIBb3YIOMUXCA B BBIIOIHAEMOM TEXHOJIIOTHIECKOM HPOIECCEe
[IpaBuna sKcInyaTanyy TEXHOJIOTHYECKOrO OOOPYIOBAaHHS M BCIOMOTATEIbHBIX
CHCTEeM, HCIIONB3YIOMHUXCS B BEITOJIHAEMOM TEXHOJIOTHIECKOM IPOIIECCE
XapakTepUCTHKH  IPOM3BOACTBCHHBIX  IIOMEIIEHHH,  HCTONMB3YIOLUHXCS B
BBIITOJTHAEMOM TEXHOJIOTHYECKOM IIPOIeCce
TpeGoBanusa K Ka4ecTBY HCXOJHBIX MATEPHAJIOB, HCIIOMB3YEMBIX B TEXHOIOTHYECKOM
Iporecce
I TpyHIMIE GapManeBTHIECKOH MEKPOOHOIOTHH 1 aCEITHKH
Tpe6GoBanus x Ka4eCTBY HOJIyYaeMOM POMEKYTOIHOM U FOTOBOI MPOIYKIUH
AHaJIATAYECKHE METOTMKH, HCTIONIB3YEMEIE IIPY BHYTPHIIPOM3BOACTBEHHOM KOHTPOIIE
TEXHOJIOTHYECKOTO Iporecca
OcoGeHHOCTH  BBIONHAEMBIX TEXHONOTHMYECKAX IIPONECCOB, THIMYHEIE MPHIMHBL
BO3HHKHOBEH¥S OTKJIOHEHMH, BOSMOXHOCTH MX YCTPAHEHHS
IIpouenype! papManeBTHYECKOH# CHCTEMBI Ka4ecTBa IPHMEHHTENBHO K BEIOIHAEMbIM
TEXHOJIOTHYECKHM IIpoLieccaM
110110 eHYs, MHCTPYKITMH I10 3aII0JHEHUIO PETHCTPHPYIONIel JOKYMEHTAI[UH
TpeboBakus caHATAPHOTO PEKEMa, OXPAaHBI TPY/a, IOXKAPHOH 6€30IIaCHOCTH, OXPaHb
OKpY>KaloIIeH CPebl, IOPSNOK ICHCTBHI IPY Ipe3BEIYAMHBIX CHTYAlHIX
Hpyrue -

XapaKTCPHUCTHKH




3.1.3. TpynoBasi pyHkuus

HamMmenoBanune

KoHTpois TexHOMIOrHYeCKOro nponecca VposeHs
IIPY IIPOMBIIUIEHHOM MPOU3BOICTBE Koxn | A/03.6 (moaypoBeHs) 6

JIEKaPCTBCHHEIX CPCICTB KBATU(HKAIHH

ITpoucxoxnenne
TPYIOBOU YHKIMHU

X '3aMMCTBOBAHO U3

Opurunan
OpHUIMHANIA

Kon PeructpalioHHEII HOMED
OpHTHHala NpoecCHOHATHHOTO CTaHAapTa

Tpynossie
JeUCTBHSA

KonTpone mnoTpebneHms HCXOAHBIX MaTepuaioB, HEOOXOMMMEIX IS TOTOBOH
TIPORYKIHHA

KOHTpOJ’IL paﬁOTLI OIIEPATOPOB II0 BHITOJHECHUIO TCXHOJIOTHYECKOrQ IIponecca

Bemonnenune onepaunﬁ 0 BHYTPUIPOWU3BOACTBCHHOMY KOHTPOIIO B XoJde
TEXHOJIOTHICCKOTO IMIPOLECCA B UX PETHCTpalius

P CrUCTpalHs BCCX HM3MEHEHMH ¥ OTKJIOHCHHH X0Ja TEXHOJIOTHYECKOTO Iponecca

Konrpones B mpomecce mNpOH3BOACTBA (BHYTPHIPOW3BOACTBEHHBIH KOHTPOI,
MEXOIEPAMOHHBIA KOHTPOJIb) C LIEIBIO NPOBEPKH COOTBETCTBHS IMPOMEXYTOYHON
OPOJAYKIMH ¥ TOTOBOH MPOAYKIIHH 3aJaHHBIM TPpeGOBaHHAM

Ol'IOBeIHCHI/Ie YCTAHOBJICHHBIX JIMII O BBIABJICHHBIX H3MCHCHHUAX H OTKIIOHCHHAX
TCXHOJIOTHYCCKOTO IIpoIecca

KonTpoms naeHTHhUKanyuy MOMENIeHui, 000pyA0BaHMS ¥ MATEPHAJIOB

KoHTpome sKcIuTyaTanyuu IIPOU3BOACTBEHHBIX IIOMEINEHHH, TEXHOIOTMYECKOro W
HU3MEPHTENIHRHOTO0 000PYIOBAHNUS, CPEICTE H3MEPEHUIA

KoHTpos cobaroae NS acenTHIeCKHX Olleparuii (eciii IPUMEHUMO)

HeobxoanMmeie
YMEHHA

KontpomipoBate  paGoTy INOAYMHEHHOIO CTPYKTYPHOTO  HOIpas/elcHus,
COlepXaHHE MOMEIICHHMH, OSKCIUIyaTallMI0 H TEXHUYECKOe OOCIy)XHUBAHHE
000opyoBaHUSA

PaspaGareiBaTe ¥ OIEHHBATH  PETJAMEHTHDYIOUIYIO H  PETHCTPUPYIOIIVIO
JOKYMEHTAIMIO, KACAIOMIYIOCH TEXHOJIIOTHIECKHX IIPOIIECCOB

OcymecTBIATE OLEHKY M  arTecTalii0 IEpCOHana  HIPOM3BOJCTBEHHBIX
HOoApa3fieneHul hapMarieBTHIECKOTO IPOH3BOACTBA

IlpuHKMMaTe pemeHHe O NMOBTOPHOM 00pabOTKE MM MOBTOPHOM HCIIOJIB30BAHUH
CEpUH WM YaCTH CEPHH MPOAYKIMM, HE COOTBETCTBYIOIIEH 3aJaHHBIM
TpeOOBaHMSIM

KoHTpomupoBaTh ¥  KOPPEKTHPOBAaTh  BHIIOJHEHHE IUIAHOB  IIOBBIMIECHHS
3G QEKTUBHOCTH NPOM3BOICTBA, IOBHINCHHMS IIPOM3BOAMIENBHOCTH  TPYAa,
PalMOHATBHOTO pPACXOJOBAHHIO MATEPHANIOB, YIYyYIICHUS KOPPEKTHPYIOIIHX H
NMPEaYIPEKIAIOMMUX MEPOIIPUITHIA

OcyIecTBIATE MOKCK, 0TO0p M aHAIM3 HHGOPMALMH, ITOYIEHHON U3 Pa3IHYHBIX
HCTOYHHKOB, € MEIBI0 COBEPIICHCTBOBAHHA TEXHOJIOTHYESCKHX IIPOLECCOB H
ONTHMHM3AIIUH TEXHOJIOTHYECKHUX IIHKIIOB

HeobOxogumsie
3HAHUS

TpeGopanuss CornamieHns o0 eAMHBIX NPHHIMIAX W TpaBWiIax oOpameHHs
JEKapCTBEHHBIX CPEJICTB B paMKax EBpa3sHiickoro 3KOHOMHYECKOTO COI03a, IIPaBUII
HaJUIeXKAIle NPOM3BOACTBEHHOW NPaKTUKH, HOPMATHBHEIX IIPaBOBHIX AKTOB H
CTaH[apTOB B 06J1aCTH IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

ITpunuumne: GpapmaneBTHIECKONH MUKPOGHOIOTHH H ACEITHKH

(DapMaueBTquCKaa TCXHOJIOTUA B YaCTH BBINOJNHACMBIX TEXHOJOITHYECCKHX
IIpOIIECCOB

HpOI/I3BOIICTB€HHa.$I ,Z[OKYMCHT&HPIH Ha BBIIOJHACMEIC OIICpallM H IPOICCCHI

XapaKTepHCTHKH TEXHOJOTHYECKOTO 060pYIoBaHMA M BCIIOMOTAaTebHEIX CHCTEM,
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HCIOJIB3YIOMIUXCS B BBIIOJHAEMOM TEXHOJIOTHIECKOM IIPOHECCEe
IlpaBuia SKCIITyaTalldd TEXHOJOTHYECKOr0 OGOpPYAOBAHHS M BCIIOMOTATEIIBHBIX
CHCTEM, HCTOJIb3YIOIIUXCS B BEIIOIHIEMOM TEXHOJIOTHIECKOM IPOIIECCe
XapakTepUCTHKH  IIPOM3BOJCTBEHHBIX  I[OMEINCHMM,  MCIONB3YIOIUXCS B
BBIMOJIHAEMOM TEXHOJIOTHYECKOM IpoIecce

Tpe6boBanus k  KadeCcTBY  HCXOAHBIX  MATEpPUATOB, HCHOIB3YEMBIX B
TEXHOJIOTHYECKOM IIPOIeCcce

TpeGoBanmus Kk KauecTBY HOTyJaeMO HIPOMEKYTOYHOM/TOTOBOH IPOAYKITHH
AHaIMTHYECKHE METOOMKH M  BH3YalbHBIC TECTHI, HCIOJNb3yeMBle IIpH
BHYTPUIIPOU3BOJCTBEHHOM KOHTPOJIE TEXHOJIOTHUECKOTO Ipoliecca

ITosroxeHHUs, MHCTPYKIIMH T10 3aTI0JIHEHHUIO PETHCTPUPYIOIIEH JOKYMEHTAUH
[Topsiok IeHCTBHH IMPH Ype3BEYaHBIX CHTYAIHIX

Iopsmox  paccnenoBaHMA  HECYAaCTHBIX  CIIy4aeB Ha  (hapMaleBTHYECKOM
HIPOHU3BOJCTBE

Ionoxenus, MHCTPYKIHH JOKYMEHTHI 110 pa3paGoTke B 0pOPMICHHIO TEXHUYECKOM
H KOHTPOJIbHOM JOKYMECHTAlHU

QopMBI B MeTombl paboTHl ¢ NpPHMEHCHHEM ABTOMATH3MPOBAHHBIX CPECTB
YIIPaBJICHHS X MHPOPMAITHOHHEBIX CHCTEM

TpeGoBaHusa caHMTapHOrO peXUMa, OXPAaHBI TPyJa, IOKApHOM Ge3ommacHOCTH,
OXpaHbl OKpYyxKaroie# cpepl, HOPAAOK NEHCTBHH IPH Ype3BEIYANHBIX CHTYAIHIX

Hpyrue -

XapaKTCPHUCTHKH

3.2. O6o6mennas TpyaoBas GyHKnMs

Pazpabotka u conpoBoxaeHue
TEXHOJIOTMYECKOTO0 IIpoliecca IpH
HaumeHoBanue por P Kox B YPOBEHE 6
MPOMBIIUICHHOM IIPOU3BOJICTBE KBAIHQHKALMY
JICKapCTBEHHBIX CPEACTB
Tponcxoxcnere 3aMMCTBOBAHO U3
060061meHHoi TpynoBoii | Opurusan X
OpHIHHaja
ling:ieii
Kon Perucrpanyonss1ii HoMep
OpHTHHaJa npod)eCCHOHATBHOTO CTaHAApTa
BozMmoxnEbie Crapmuii Texnoor
HAaUMEHOBAaHUA Crapmmuii HHXeHep-TEXHOIIOT

IOJDKHOCTEM, npodeccuit | Bexymuit nrkenep-Texsnomor
PyxoBomuTens TEXHOIOTHYECKOTO OTAETA
PyKkoBommTENb OT/IENA TEXHOIOTHYECKOTO HOPMUPOBAHHS

TpeboBanus x Briciee o6pasoBanue — GakanaBpuar

o0pa3oBaHHIO H Beiciee 06pazoBanue — CIIEUAINTET, MATHCTPATYpa

00y4YEeHHIO

TpeboBaHus k onkiry He Menee Tpex neT paGoThl [10 CIENHATLHOCTH IPH HATHYHHA BHICIIErO
MPaKTHYECKON paboTHI o0pasoBaHus 110 MporpaMMam GakaiaBpuaTa

He Menee OOHOIO roga pa6OTI>I IIO COCIHANBHOCTH IIPH HAJIMYWH BRICILIETO
06p3,30BaHI/DI II0 IpOrpaMMaM crnenuajimureTa, Mar ACTPATypPhI

Ocob5Ie ycoBus gonycka | ITpoxoxaeHne o6s3aTebHEIX NIPEIBAPUTEINBHBIX (TIPH MOCTYIUICHHH HA
K paboTe PpaboTy) U NepHOMIECKHX MEAUIMHCKAX OCMOTPOB (06cenoBanuii), a
TaKKe BHEOYEPEAHBIX METMLIMHCKUX OCMOTPOB (06cieioBanmii) B HOpSKe,




11

YCTaHOBJIEHHOM 3aKOHOZATeNbCTBOM Poccuiickoii ®enepanmun

Hpyrue xapakTepucTHKH

Il mpodeccronansHOrO pocTa TpeGyeTcs BHIIOIHEHHE KPUTEPHEB,
COOTBETCTBYIOIHUX CIICIHATBEHOCTIM

OcCHOBHBIE yTH NOBHIIEHNS KBATH(DUKAIMH:

- IPOrpaMMEI ITOBEIMEHHA KBATHOUKAUN HE PEXe OJHOTO Pa3a B IATh JIET;
- IPOrpaMMbI HpOo(ECCHOHANBHOM IEPEOArOTOBKY;

- CTXKHPOBKH;

- TPEHHHTH B CHMYJISIIMOHHBIX [IEHTPaX;

- HCITIOJIb30BAHHE COBPEMEHHBIX UCTAHIIMOHHBIX 00pa30BaTeIbHBIX
TeXHOJIOrui (00pa30BaTeNbHBIN TOPTAl U BEOHHAPEI);

- yJacTHe B KOHTpeccax, KOH(epeHImsx, MacTep-KIaccax

I[OHOJIHI/ITCJILHLIC XapaKTCPUCTUKH

HanmenoBarne 6a30Bo#t rpymmsl, JODKHOCTH
HanmenoBanue noxymenra Kon
(opodeccun) nmm cieNHAIBHOCTH
OK3 1223 PykoBoauTeny noapasaeieHuit 110 HayYHBIM
HCCIIEIOBAHUAM U pa3paboTkam
2113 XVMHKH
2131 Buomoru, 60TaHUKH, 300JI0TH U CHEITAATUCTEI
POACTBEHHBIX 3aHATHIA
2141 VIHXeHeph! B IPOMBIIUICHHOCTH H Ha IIPOHU3BOJICTBE
2145 HHXeHephI-XUMHUKH
2149 Crenuanuctsl B 001aCTH TEXHUKH, HE BXOIAIINE B
JpyTHe TPYIIIHI
2262 IIpoBuzopsr
EKC - Hmxenep-TexHOIOT (TEXHOJIOT)
- I'naBHEI TexHOIOT
- HaganpbHUK IPOU3BOJCTBEHHOTO OT/ENA
- Benymuit naxenep
OKIIATP 22488 Hmxenep-uccnenosarens
22516 Hmxenep-mukpobuosior
22581 WmxeHep 1o ucnuITaHusIM
22678 WmxeHep 10 IOATOTOBKE IPOH3BOJCTBA
22739 Hmwxenep no craHgapTH3aIiuy
22833 Hnxenep-paauoior
22836 Hnxenep-paguodusuk
22839 HmxeHep-paTHOXHMUK
22854 Wuxenep-rexHosor
22860 Hmxenep-XuMuK
25850 ITpoBu3zop
25856 IIpoBm3op-rexuomor
27142 TexHosor
42474 HmxkeHep-ucmbITaTens
42861 HrxeHep-Ou3HK0-XUMUK
42865 HmxeHep XMMUKO-GaKTEPHOTOrHIECKOM
- nabopaTopuu
OKCO 010801 Pannodusuka u snexrponnka
010802 DyHnnameHTaNbHAs paguodpu3mKa U hH3HIecKas
NEKTPOHMKA
020101 Xumus
020201 bronorus
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020208 buoxumust

020209 Muxpobuonorus

020900 Xumus, pu3MKa 4 MeXaHWKa MaTepUaIoB

060104 Menuko-npodmiakTHueckoe JAeI0

060108 ®dapmMmares

060112 Menunuackas OHOXUMUS

111201 Berepunapus

140300 SlnepHsle pU3MKaA H TEXHOIOTNH

140307 Pamnanonnas 6e30macHOCTH YejI0BeKa H
OKpPYXXaloIlen cpeasl

140308 Panmanuonsas 6e301macHOCTE

140401 Texnuka u pusnka HU3KHUX TeMIEPaTyp

140504 XonoaunbHas, KPHOTEHHAA TEXHHUKA U
KOHAUIIMOHAPOBAHUE

210301 Pamnodusuka u sanexTporuka

240301 XUMHYecKas TEXHOJIOTHS HEOPTaHHYECKHX BEIECTB

240307 TexHosorns cpeacTB XUMHIESCKOH AT

240401 XUMH4ecKas TEXHOJIOTHS OPraHHYECKUX BEMECTB

240402 XuMuuecKas TEXHOJIOTHS CHHTETHIECKHUX
OMOTIOTHUECKUX aKTHBHBIX BEIECTB

240501 XuMugecKas TEXHOIOTHA BEICOKOMOIEKYISAPHBIX
COEqUHEHH I

240505 TexHONIOTH BEICOKOMOJIEKYIAPHBIX U
BBEICOKO9()()eKTHBHBIX COSTHHEHUI M YCTPOMCTR

240603 XuMuuecKas TEXHOJIOTHS PEAKHX JIEMEHTOB H
MaTepHalIoB Ha HX OCHOBE

240801 Mamussl ¥ annapaThl XHMHYECKHX TPOU3BOJCTB

240802 OcHOBHBIE NPOIECCH XMMHYECKUX MPOU3BOCTB U
XUMHYecKas KUOEpHETHKA

240901 Buorexnonorus

240903 buoxumMudeckoe mpon3BoaCTBO

3.2.1. Tpynosan ¢pysxuus

PazpaboTka 1 BHepeHue

Vposens
TEXHOJIOTHYECKOI0 IIpouecca g
HammeHnoBaHue pon A Kox | B/01.6 (noxypoBeHs) 6
IIPOMBIIUIEHHOIO IIPOU3BOJACTBA KBaNHHKALN
JICKApCTBCHHBIX CPCIACTB
Hpoucxoxnenue 3aMMCTBOBaHO U3
Opurvzan X
TpyZAoBOH (YHKIMH OpHTHHAIA
Kon PeructpauoHHEIH HOMep
OpUTHMHANA  NPOGHECCHOHATBPHOTO CTaHAapTa
TpynoBsie PaspaboTka nporpaMm BHEAPEHHMS HOBBIX TEXHOJNOTHYECKHX IIPOIIECCOB npn
JEeHCTBHS IIPOKU3BOJICTBE JICKAPCTBECHHEIX CPEIACTB

PazpaGoTka TeXHMYECKMX 3ajaHUii Ha IPOEKTHPOBAHHE W  OCHAIIEHHE
NMPOU3BOACTBEHHEIX IOMEIIEHUM, ITPOU3BOACTBEHHBIX JIMHHH

Ilombop cocraBa paspaGaThIBaeMBIX JIEKADCTBEHHBIX (OPM [UI1 ONTHMH3ALMH
TEXHOJIOTHYECKOTO Mpolecca

Pa3paboTka IpPOM3BOACTBEHHOH NOKYMEHTALMH I OIBITHO-IPOMBIIUIEHHOTO H
HPOMBINIICHHOTO ITPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
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Cornacosanne paspaboTaHHOH JOKyMEHTaLUH CO CTPYKTYPHBIMHU IIOApa3AelcHAIMH
dapManeBTHIECKOro MPOU3BOACTBA

Cornacosanue BOIPOCOB  TEXHOJNOTHYECKOM IIOATOTOBKHM  IPOM3BOACTBA  C
HPOEKTHBIMH OpTaHH3alUAMH

P a3pa60TI<a IIJIAaHOB MaCIHTa6I/IpOBaHI/ISI H TICPCHOCA TEXHOJIOTHUECKUX ITPOLCCCOB

HpOBeHCHI/IC \OIICHKI/I TEXHOJIOTUYECKHUX MMPOLCCCOB UL YIYUNIEHH HX KauecTBa

Brexpenve mponeccHO-aHAIMTHIECKHX TEXHOIOIHH B IIPOM3BOJICTBO JTE€KAPCTBEHHBIX
CpEACTB

BHezpenne pecypcocGeperalommx TEXHONOTHH O IPOM3BOACTBO JIEKAPCTBEHHBIX
CpencTB

Benenue ydgera npoM3BOJACTBEHHOM, OTYETHOM MOKYMEHTAIMH, JOKYMEHTAIMH,
Kacaromeics ONTHMHU3aMHI TEXHOJIOTHYECKUX [IPOLIECCOB

Heo6xoauMsie
YMEHHS

PaspabatbiBaTe M OIEHMBATH IPOM3BOJCTBEHHYIO U OTYETHYIO JOKYMEHTAIHIO,
KacaroNIylOCs TEXHOJOTHIECKHX IPOLIECCOB

WnTepnpeTnpoBaTh  IOKa3aHHUS  aBTOMATHYECKAX  JATYUKOB  COCTOSHMS
060pyI0BaHus, IIPOM3BOJCTBEHHOM CPEMIBI, pE3yIBTAaThl BHIIOJHEHHEIX HCIBITAHUA B
aHATUTUYECKUX JIACTAX

Beibupars Texnonoruyeckoe 060pyIOBaHHE M MPOM3BOACTBEHHEIE IMHMHE C YUETOM
NPOU3BOJICTBEHHONM MOINHOCTH, 3arpy3kd oOOOpyJOBaHMS W  YCTaHOBJIEHHBIX
TpeOOBaHMiA

PazpabarriBath TEXHUKO-DKOHOMUIECKOE obocHoBaHHE CO3JaHus
(apManeBTHIECKOr0 IIPOU3BOACTBA

HpOHBBO,I[I/ITB aHaTA3 PUCKOB I KA9€CTBA JICKAPCTBCHHBIX CPEACTB

OcymiecTsiaTe mouck, 0T60p M aHATM3 MHPOPMALMH, HOTYYEHHOH M3 PasIHYHBIX
HCTOYHUKOB, JJIsl pa3pabOTKH M ONTHMH3AIMH TEXHOJIOTHYECKOTO IPOIiecca

Omnpenenars TPyJOEMKOCTh TEXHOJOTHYECKOTO HpoIecca, MaTepHANBLHEI OalaHC H
TEXHOJIOTUIECKYIO Ce0ECTOMMOCTh IIPOM3BOACTRA JIEKAPCTBEHHEIX CPEZCTB

Heobxonumeie
3HAHUA

TpebGosanusa Cornamenns 0 eIWHBIX DNPUHIMIAX M MPaBHIAX OOpAICHHS
JICKapCTBEHHBIX CPEACTB B paMKaX EBpasmiickoro 3KOHOMHYECKOTO CO03a, MPaBHI
HaJyIe)Kameid OpOM3BOJCTBEHHOH IPAKTHKM, HOPMATHBHBIX IPABOBHIX aKTOB H
CTaHJApTOB B 00J1aCTH IPOU3BO/CTBA JICKAPCTBEHHBIX CPEACTB

CDapMa.uequeCKax TEXHOJOIr'HAd B 4YacCcTU pa3pa6aTI>IBaEMLIX TEXHOJOTHYCCKUX
IIponeCCoB

[IpuHIATE! PpapMaleBTHIECKOH MEKPOOHOIOTHH, ACEIITHKH M TOKCHKOJIOTHH

llpaBuna SKCIUTyaTalMH HCHOJIB3YeMOIO TEXHOJIOTHYIECKOTO OGOpYNOBaHHA U
BCIIOMOTaTEJIbHBIX CHCTEM

HOMCHKJ'IaTypa BCIIOMOTI'aTCJIFHBIX BEIMICCTB

HpI/IHIIPIHBI MaCIHTaGI/IpoBaHI/I}I H IICPECHOCA TEXHOJOIMYCCKHX IIPOLIECCOB

Opl" aHW3aIUsA TEXHOJIOTHYECKOH U HH)KCHCpHOfI IIOATOTOBKH  IIPOH3BOJCTRA,
BCITOMOTaTEJIbHBIX HH)XXCHCPHBIX CHCTEM

MeTonsl U WHCTPYMEHTHI YIPaBICHHS PHCKAMH JUIS Ka9ecTBAa JIEKAPCTBEHHBIX
CpeIICTB

OTankl NPOEKTHPOBAHHS, KBAIM(QUKALMA W 3KCIUTyaTAOHH 3aHHM, IOMEIEHHN |
HEDKCHEPHBIX CHCTEM (apMaleBTHIECKOr0 IIPOU3BOICTBA H TPEOOBAHHUS K HEM

HIprHIOMIE! BaTHAAINY TEXHOIOTHYECKHX NPOLECCOB, KBATH(GHUKAIHH OMELIeHHN 1
000pyIoBaH}s, MH)XEHEPHBIX CHCTEM

Meronpl NpeRyNpexAeHUs KOHTAMMHAIMM M IEPEyTHIBAHUSA MPOAYKIHH IPH
HPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJCTB

MeToasr cTaTHCTHYECKOTO YIIpaBJI€HHUA Ka4€CTBOM, CTATHCTHYECKHE METOE,
NPUMEHACMBIC IIPU OLECHKE PE3YIbTATOB HCHBITAHUN TEXHOJIOTHYECKUX IponecCoB H
Balaanuu
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IpyHIENEL pa3spabOTKH M TOCTAHOBKM HA TPOM3BOJCTBO HOBBIX JIEKAPCTBEHHBIX
cpencts (dapMmakomormdeckue, (apMaleBTHUECKHE acleKTHl M TEXHOJOTHYECKHE
aCIeKTHI)

TpeGoBanus CaHUTapHOTO pEXHMMa, OXPaHEl Tpyla, NOXApHOH Ge30macHOCTH,
OXpaHBI OKPY)KAIOMIEH CpeIbl, MOPSIOK NEHCTBHH IpU Ype3BEIMAHHBIX CHTYAIHIX

Hpyrue

XapaKTCPpUCTHKH

3.2.2. TpynoBast pyHKUHS

Hammenosauue

IIpoucxoxnenue
TpYAOBOH yHKLHM

] COHpOBO)KIICHI/Ie TCXHOJIOTHYICCKOTO

YpoBeHb
(noxypoBeHs) 6
KBUTHUKAH

mporecca Mpy IPOMBIIUIEHHOM
IIPOM3BOJICTBE JICKAPCTBEHHBIX
CpeACTB

Konm | B/02.6

X 3anMCTBOBAHO U3

Opurunan
OpHrHHAJIA

Kon Peructpauronssiit Homep
OpHTHHaNa HpogecCHOHATLHOTO CTaHAapTa

Tpynoseie
JEHCTBHS

PaspaGoTka, cormacoBaHme u BelNeHHE YydYeTa MPOM3BOICTBEHHOH, OTYETHOI
JOKYMEHTAIIMH, KaCaroIeHcs TEXHONOTHYESCKUX IIPOLECCORB

IlranupoBanyue MOTPeOHOCTH B HMCXOZHOM CHIPbE U YNAKOBOYHBIX MAaTepHAlaXx,
HEeOOXOAMMBIX U BBITYCKAeMOM MPOIYKIHK

111raHupoBalue W KOHTPOIE BBIIONTHEHHS KOPPEKTHPYIOIMX H MPEXyIPEexKTAIOMIUX
MEPONMPUATHH, KacaloIMXCs IPOU3BOJICTBA JIEKAPCTBEHHEBIX CPEICTB

AHanmmM3 TeXHOJOTHYECKHX IpOLECCOB U NAaHHBIX MOHHTOPHHIA HpOHSBO,Z[CTBeHHOﬁ
Cpeabl Ha COOTBCTCTBHE YCTAHOBICHHLIM Tpe6OBaHI/ISIM

HpOBe,Z[eHI/IC aHalmusa IIpUYHAH OGH&p}’)KeHHBIX OTKJIOHEHUI H HECOOTBETCTBHI,
aHajin3a pUCKOB Ka4JeCTBaA 3TAlOB TEXHOJOTHYECKUX IIPOLECCOB

lpunsTe pemiends o mepeymakoBKe, NepepaGOTKe, OTKIOHEHHH WM IIOBTOPHOM
HCHOJIB30BAHMH CEPHM HJIH YacTU CEPHH IPOU3BEISHHOM IPOIYKIHI

OCYIIICCTBJ'ICHI/IC Haa3opa 3a TCXHOJTOMMYCCKUMME MIpoleccaMu

HeobxoanMmnie

P aCCJICIOBAaTh KPUTHYCCKHC OTKIOHEHUS TEXHOJIOTHYECKOTO IIpouecca OT HOPMEI

YMEHHS

OIICHI/IBaTB IIPOU3BOACTBCHHYIO, OTYCTHYIO AOKYMCHTAIHIO, Kacamyrocs
TCXHOJIOTHIECKHX IPOHECCOB

OpFaIlHBOBBIBaTB TCXHOJIOTHYCCKYIO U HHXCHCPHYIO IHOATOTOBKY IIPOU3BOJICTBA,
BCIIOMOraTe€IbHBIX HHIXXCHCPHBIX CHCTEM

HHTCpIIpCTPIpOBaTL ITOKa3aHUsl aBTOMATHYCCKUX JAaTYUKOB COCTOSTHHSA 060p}’I[OBaHI/ISI,
IIpOI’ISBOI[CTBCHHOfI CpEnkEl, PE3YIIbTaThI BBHIITOJIHCHHBIX HUCIBITAHHM npu
IIPOHU3BOJICTBE JICKAPCTBCHHBIX CPEACTB

OuenuBats onepanuu 10 0T6Opy IPod

HpOI/ISBOI[I/ITB aHaJIM3 PHCKOB U1 Ka4eCTBA JICKAPCTBEHHBIX CPEACTB

AHaJII/I3I/IPOBaTB H OLOCHHBATh 3HAYHUMOCTH 06Hap}’)I(CHHI>IX OTKIOHCHHH W
HECOOTBETCTBHH TE€XHOJIOTHYECKOIO nponecca, OoNpeneIaTs BEPOATHOCTh U IIPHYHHBI
BO3HI/IKHOBCHI/I5[-OTKJ'IOHCHI/Iﬁ, BO3MOXXHOCTH UX 06Hapy>I(CHI/ISI

OnenuBarh BIMAHHME M3MECHEHHI B TEXHOJIOTHIECKOM IIpollecce Ha CTAGMIBHOCTD H
Ka4eCTBO IPOMEXYTOYHOM B T'OTOBOM NPOAYKIIHH

OueHuBaTth HCIIOJIB3YEMOEC TEXHOJIOTHUECKOE 060py210BaHI/IC H IIPOU3BOACTBCHHLIE

-JIMHUU C YYE€TOM IIPOU3BOJICTBCHHOM MOHIHOCTH, 3arpy3kKu 060py;[013amm 51

YCTaHOBJIEHHBIX TpeOOBaHMit

AHQJIM3UPOBaTh pabOTy IEKTPOHHBIX YCTPOHCTB M UX BIMSHHE HA TEXHOJIOTHYECKHI
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Iponece

OcymecTsiaTs mOKMCK, 0TOOp M aHAMW3 HHPOPMALKMH, NMONyYeHHOH H3 Pa3IHYHBIX
HCTOYHUKOB, C II€IBK0 COBEPIICHCTBOBAHHUS TEXHOJOTMYECKHX MPOIECCOB H
ONTHMH3AIHH TEXHOJIOTHIECKHX IUKIIOB

HeobxonumMelie
3HAHUSA

TpeGosauus Cornamenus o eOWHBIX NPHHIMIAX M OpaBWiIaX oOpamieHMs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasHHCKOTO 5KOHOMHYECKOTO COKO3a, HpPaBHII
HaJuleXxanied MpPOM3BOJCTBEHHON IIPaKTHKH, HOPMATHBHBEIX IPABOBLEIX 4KTOB W
CTaHZapTOB B 00J1aCTH IIPOX3BO/ICTBA JIEKAPCTBEHHEIX CPECTB

Jransl TIPOCKTHPOBAHUA, KBaJ'II/I(I)I/IKaI.II/II/I B JKcCIITyaTralun SJIaHI/If;I, IIOMEILCHAN M
HHXCHCPHBIX CHCTCM (I)apMaIICBTI/I‘ICCKOI‘O IIPOU3BOACTBA K ’I’pCGOBaHI/ISI K HUM

HpI/IHI.II/IHBI MaCIHTaGI/IpOBaHI/Iﬂ H IICPEHOCA TCXHOJOTHYCCKUX ITPOLECCOB

HpuHimnsl pa3paboTku ¥ BHECEHHSA H3MEHEHHN B NPOU3BOACTBO JTEKApPCTBEHHBIX
cpeacTs ((apMakonorudeckde, (apMaleBTHYECKHE ACHEKTHl M TEXHOTIOTHYECKHE
aCHEeKTHI)

®apMaueBTHYECKas TEXHOJOTHMS B YaCTH pa3pabaThIBacMBIX TEXHOJIOTHYECKHX
IIPOIIECCOB

HpaBPIJIa JKCIIIyaTalluu I/ICHOJIBSYCMOFO TEXHOJIOTHYECKOTO 060pleOBaHI/ISI H
BCIIOMOIraTCIbHBIX CUCTEM

AHATATAYECKHE METOJMKH M METONBI BU3YaJbHOIO KOHTPOMS TEXHOJOTHYECKOro
Ipouecca

IIpunnmnEe! papManeBTHIECKON MEKPOOHOJIOTHH, ACENITHKH H TOKCHKOIOTHH

HOMeHKIIaTypa BCIIOMOTaTCIIBHBIX BEHIECTB

Meroisl U HHCTPYMEHTHI YNpaBleHHS DHUCKaMM Il Ka4ecTBa JIeKApPCTBEHHBIX
CpEICTB

IIpuHIMOBL BATHIAIMA TEXHOJIOTHYECKUX MPOIECCOB M AHATMTHYECKHX METOIUK,
KBaTM(UKAIAY ITOMEIIEHN} ¥ 000PYI0BaHHS, HHKEHEPHBIX CHCTEM

Mertoapt OpEAYIIPEKACHAA KOHTAMUHAWH U NIEPEITy THIBAHUSA IIPOAYKI MU

MeToasl  CTAaTMCTHYECKOTO YIpaBICHHS KAueCTBOM, CTATHCTHUYECKHE METOIH],
IPAMEHAEMBIC IIPY OLEHKE PEe3yJbTAaTOB HCHBITAHHH TEXHOJOTHYECKHX NPOLECCOB H
BaJIHALIHA

Meropsr nmomcka nNpu4HH OGHAPYKEHHBIX HECOOTBETCTBHM YCTAHOBJICHHBIM
TpeOOBaHUAM

Tpe6GoBanus caHMTapHOrO pexUMa, OXpaHBI TPY/Ia, IOKAPHOI Ge30IaCHOCTH, OXpaHbI
OKpY’KaIOIIeH Cpefbl, MOPANOK NeHCTBHH NPH Ype3BEIYANHBIX CHTYaIHAX

Hpyrue

XapPaKTCPUCTHKHU

3.3. O606mennas TpyaoBas pyHKuus

’ VYpaBieHue NPOMBIILIEHHBIM

HaumeHoBanue p P Kon C YpoBeHS 7
IPOM3BOACTBOM JIEKAPCTBEHHEIX CPEJICTB KBaTHuKaHy
Ipoucxoxnenue 3AHMCTBOBAHO 13
06001eHHO ! TPy HOBOIK Opurynan X o ananZ
tbysKIMH P
Kox Peructpaionsslii HoMep
OpurHHaIa IpodheCCHOHANBHOTO
CTaHIapTa
Bo3MmoxHEIE HAUMEHOBAHUS I'aBHEIH TEXHOIOT
JOJDKHOCTEH, mpodeccuii 3aMecTHTENb AUPEKTOPA IO IPOU3BOACTRY
JEpexTOp 110 IPOU3BOACTBY
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TpeboBanus
00pa30BaHUIO ¥ O0YYECHHUIO

Bricnree o6pazoBanue — GakainaBpHar
Bricmee o6pazoBanue — crienuanuTeT, MaricTparypa

TpeboBaHHUs K ONBITY
NIPaKTHIeCKOM paboThI

He Menee cemu sieT paGOTHI ITO CHENHATBHOCTH IIPH HAJIMYHH BHICIIETO
06pa3oBaHHUs IO IporpaMMaM GakaaBpuara

He MeHee naTH JieT paboThl IO CHENMATBHOCTH IIPY HATHYHH BBICIIIETO
00pa3oBaHHs [0 IpOrpaMMaM CIIeNHUATHTETa, MATHCTPATYPEI

Oco6rle ycnoBus [omycKa K
pabote

IIpoxoxmeHne 063aTeNbHBIX NPEABAPUTENBHAIX (IPH IOCTYIVICHHH Ha
paboTy) ¥ IIepHOAMIECKHX MEUIMHCKIX OCMOTPOB (06Cie10BaHuit), a
TaloKe BHEOYCPEAHEIX MEJUIIMHCKAX OCMOTPOB (00CiIefoBaHH ) B

HOpsJIKe, YCTAHOBJIEHHOM 3aKOHOAATebCTBOM Poccuiickoit Depepanun

Jpyrue xapakTepucTHKH

Jia ipodeccronanbHOrO pocTa TpeGyeTces BEUIOJHEHHE KPHTEPHER,
COOTBETCTBYIOIIHX CHEIHATEHOCTAM

OcHOBHBIE IIyTH MOBLIIECHHS KBATHHKALVN:

- IPOTPaMMBbI IIOBBINICHAS KBATH(UKANHH He peXXe OJHOTO pasa B IILTh
JeT;

- IPOrpaMMEI o ecCHOHANBHOM MEPEIOArOTOBKHY;

- CTOKHPOBKH;

- TPCHMHIY B CUMYJIIIMOHHBIX IIEHTPaX;

- HCII0JIB30BaHKE COBPEMEHHBIX IUCTAHIIMOHHBIX 00pa3oBaTeIbHbBIX
TEXHOJIOTHH (06pa30BaTeNbHEIA IOPTaI U BeOUHAPEI);

- yJacTHe B KOHIrpeccax, KOH(pepeHIHsx, MacTep-Kiaccax

IIOIIOJIHHTeJIBHBIC XapPaKTCPUCTHKH

HaHMeHOBaHH® IOKYMEHTa Kon HaunmenoBarne 6a30Boit rpymnsl, JOKHOCTH
(mpodeccrn) MM CIEMUAILHOCTH
OK3 1223 PyxoBogutenn nonpasnenenuii mo HayIHbIM
HCCIICIOBAaHUSM M pa3paboTKaM
EKC - I'1aBHEIN TexHOJIOT
OKIIATP 22488 Hmxenep-uccrenoparens
22516 HnxeHep-MuxkpobmoJior
22581 Hrxerep 1o ucnpIranmsM
22678 WmxeHep 1o MOAroToBKe IPOU3BOACTBA
22739 Wmxenep no crangaptusanyu
22833 Wmxenep-paauoor
22836 Hmxenep-paguodusuk
22839 HrxeHep-paTHoXUMHK
22854 Hmxenep-TexHonor
22860 Hmxenep-xumux
25850 ITpoBm3op
25856 IIpoBu3op-TexHomnor
27142 Texnomor
42474 HmxeHep-ucnsrarens
42861 Hmxenep-OH3uKo-XMMHAK
42865 HrxeHep XMMHUKO-0aKTEPHOTIOrMIECKOH
naboparopun
OKCO 010801 Pamnodusuka u srexTponnka
010802 ®yHpaMenTaNbHAs paquodu3KKa ¥ GpusmyecKas
QJIEKTPOHHUKA
020101 Xumus
020201 buomorus
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020208 broxnmus

020209 Mukpobuonorus

020900 Xumus, pU3NKA ¥ MEXaHHKA MAaTEPHAJIOB

060104 Menuko-npodunakrudeckoe neno

060108 Qapmarnies

060112 MemunuHckas OHOXUMHES

111201 Berepunapus

140307 Pannanuonnas 6e30macHOCTE YeIoBeKa U
OKPY>KaIOIIEH cpensl '

140308 Pamnanuonsas 6e30maCHOCTD

140401 Texnuka u pu3nKa HU3KUX TeMIepaTyp

140504 XonoaunbHast, KpHOTEHHAS TEXHUKA U
KOHINIMOHHPOBAHHE

240301 X¥MH4eCKast TEXHOJIOTH HEOPraHHIECKHX BEIHECTB

-240307 TexHomOrus CpeacTB XMMHYECKOM 3aIIHATE

240401 X¥UMHYECKast TEXHOJIOTHS OPTaHHYECKHX BEIIECTB

240402 XnMHuuecKas TEXHOJIOTHS CHHTETHIECKIX
OMOJIOTHYECKHX aKTUBHEIX BELIECTB

240501 XUMHIECKasd TEXHOIOTHS BEICOKOMOJIEKYIIPHBIX
COCIMHEHU I

240505 Texnomorus BEICOKOMONEKYIIAPHEIX H
BBICOKO3( GEKTUBHBIX COCAUHEHMUI ¥ YCTPOHCTB

240603 XHUMHYeCKas TEXHOJIOTHS PEAKHX JIEMEHTOB U
MaTepuaJioB Ha UX OCHOBE

240801 Marmunel 1 annapaThl XAMAYECKHX IPOM3BOICTB

240802 OcHOBHEIE NPOIECCHl XAMHYECKUX IPOH3BOJCTB H-

; XMMHYecKas KuOepHEeTHKA
240901 Buorexnonorus
240903 broxumuueckoe npou3BoACTEO

3.3.1. TpynoBas ¢pyuxuus

anaBneHne mponeccaMu v ( )
OBEHb ([IOXYPOBEHE

Hamvenoranue K . P

IIPOU3BOJICTBA JIEKapCTBEHHBIX on | C/01.7 KBanHbHKAIIH 7

CpeIcCTB
Ilpoucxoxnenne

po. K Opursman X 3auMCTBOBAHO U3
TPYAOBOH (yHKIIUM OpHTHHAJa
Kon PerucTpalvoHHEIM HOMEp
OpHTHHaJIa po¢eCCHOHANIBHOTO CTaHAAPTA

TpynoBsie
JeiicTBUsA

Paccmotpenue u yTBEpXJECHUE IIPOH3BOJICTBEHHOIM JOKyMEHTAITHH
¢apManeBTHIECKOro NPOU3BOCTBA ¥ OPTaHU3AIHUS €€ BHIIOTHEHHS

Opranusanys NpoU3BOACTBA H XPaHEHMS TOTOBOM HPOAYKIMH B COOTBETCTBUH C
YTBEPXIECHHOM JOKYMEHTAIMEH U1 NOCTHKEHHS HEOOXOIMMOr0O KaueCTBa

OpraHnsaunﬂ OLICHKHA u IO CaHHA IIPpOU3BOACTBCHHBIX 3anucei
YIOTHOMOYCHHBIM HA 3TO IIE€PCOHANIOM ncpen mux nepe,uaqeﬁ B IIoapasaciiCHue
KOHTPOJIII KaUyeCTBa

Kontpome  comepxanus  nomemeHu#, OSKCIUIyaTaMM M TEXHHYECKOTO
obciryxuBaHus 000pyYAOBaHHS

P YKOBOJCTBO BATMJAIIHEH TEXHOJIOTHIECKUX IIpoNecCcoB

Opraumsanus paccieoBanusi 0OHAapY)KEHHBIX OTKIOHEHHH H HECOOTBETCTBHI
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MIPOM3BOJICTBA JIEKAPCTBEHHBIX CpPE/ICTB YCTAHOBICHHBIM TPeOOBaHMAM, aHAIHU3
PHCKOB H YNIPaBICHHE PACKAMH JUIS Ka4eCTBa BHIIYCKaeMON IPOXYKIUH

HpOBelIeHI/IC KOMILUICKCHOT'O aHa/IN3a ACATCIIbHOCTH NOAPA3ACICHUA

PyxoBojcTBO paboTaMH IO IOATOTOBKE NPOH3BOACTBEHHOIO MOAPa3feleHHs K
JIMIEH3UPOBAHHUIO, HHCIEKTHPOBAHHIO IIOTPEOHTENIMH M TOCYAApCTBEHHBIMHU
Ha/I30PHBIMH OpraHAMH

BHC,HPCHI/IC KOHTPOJIBHBIX MCpOIIpI/ISITI/If/i B OTHOUIICHUH IJICKTPOHHBIX TIOKYMCHTOB

Oprannsaupm TICPBHYHOT'O 41 Imocieayrouero OGY‘ICHI/IH nepconana
TIIPOU3BOJACTBCHHOIO NOAPA3aCIICHH A

Oprannsaum TIPOBCICHUS COOTBECTCTBYIOMINX pa60T 10 BaAJINAaITNHA

HeoOxoauMmeie
YMEHHS

OcyIecTBIATE OIEHKY COOTBETCTBHSA IIPOM3BOJICTBA JIEKAPCTBEHHBIX CPEICTB
TpeOOBaHMsAM, YCTaHOBIECHHBIM 3aKOHOAATENsCTBOM Poccumitckoit ®enepannm 06
obpalenuy JeKapCTBEHHBIX CPEACTB

ynpaBJDITB KOMIIICKCHBIMH HAYYHO-TEXHUYCCKMMH IIPOCKTaMH

YHpaBiaTh MOArOTOBKOR 0630pOB KadecTBa BHITYIIEHHON NPOAYKIMH (HA YPOBHE
NoApa3AeIeHHs )

OneHuBarh IIOCTaBIIIHKOB HCXOAHOI'O ChIPEA M YIIAKOBOYHAIX MAaTCpHAJIOB

OHeHHBaTL KOHTPAKTHBIX HpOI/IBBOI[I/ITeJIeﬁ U NOCTAaBIOIHKOB

PaBpa6aTI>IBaTL TEXHUKO-DKOHOMHYECKOE 00O0CHOBaHHE PEKOHCTPYKIINK HIIH
PacIIHpEHU MPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB

OnenuBars 06HEM HCIBITAHMMN IO BT AN TEXHOJIOTHYECCKHX IPOIECCOB

Bectn IEPETOBOPEL, OCJIICTHPOBATH INOJTHOMOYHUA

Heobxogumsie
3HAHUS

TpeGosanus CornameHnus o eIMHBIX NPUHIMNAX W IPaBHWIaX OOpameHHs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasuiicKoro 5SKOHOMHYECKOTO COI03a, IPaBHiI
HaJUleXxamieil MpPOM3BOJICTBEHHOM INPAKTHKM, HOPMATHBHBIX IIPABOBHIX aKTOB H
CTaHJapTOB B 00JIACTH IPOM3BOICTBA JIEKAPCTBEHHBIX CPEJCTB

XapaKTepHCTHKU OCHOBHOT'O TEXHOJIOTUYECKOTO obopynoBanus 7§
BCIIOMOTATENbHBIX CHCTEM, HCIIOJIB3YIOMUXCS B BBIIOJHAEMOM TE€XHOTOTHIESCKOM
nporecce

XapaKTepnchH IIPOU3BOJACTBCHHBIX HOMCH.ICHPIFI, HUCHOJB3YIOIINUXCA B
BBITTOJIHACMOM TEXHOJIOTHICCKOM ITpoLecce

OmnbIT 0TEUECTBEHHBIX H MEXIYHAPOIAHBIX POH3BOAUTENEH B 061aCTH TEXHOIOTHA
IPOM3BOACTBA AHAJIOTHIHOM IPOAYKIUH

[TpuHUKNE dapMaleBTHIECKO MUKPOOHOJIOTHH, ACENITHKH H TOKCHKOIOTHA

CI)apmauequeCKas{ TEXHOJIOTHA B YaCTH BBIIOJIHSEMBIX TEXHOJIOTHYECKUX
IIPOIICCCOB

HpI/IHIII/IHBI CTanapTH3alliy W KOHTPOJIA KadeCTBa JIEKapCTBEHHBIX CpeactB H
ACATCIABHOCTH IO UX MMPOU3BOJACTBY

Metop1 IpoBeaeHU HAYYHBIX HCCIIe0OBAHHIM

Merozpt ONTHMH3AINH TCXHOJIOTHICCKHX ITPOLIECCOB

MCTOI[BI ITPOMBIITICHHOI'O MCHCI)KMEHTA U JIOTHCTHUKH

MeTo/1bl 1 HHCTPYMEHTSI YIIPABIEHHUS IIPOEKTAMH

Metonpl U MHCTPYMEHTHI YIpPaBICHHS PUCKAMH Ui KadecTBA JNEKAPCTBEHHBIX
CpencTB

OTansl NPOSKTHPOBAHHS, KBATH(GUKAMA M SKCILTYaTallid 3JaHWM, TIOMEEH i 1
HHKCHEPHBIX CHCTEM (papMalieBTHIECKOTO IPOM3BOACTBA M TPEOOBAHHS K HAM

JInneH3noHHEIe TpeﬁOBaHI/Iﬂ IIpH TIPOX3BOACTBE JICKAPCTBCHHEIX CPE/ICTB

IIpuHIMIEL BaMAalEH TEXHONOTHIECKUX IPOLECCOB M AHATHTHYECKUX METOIUK,
KBATU()MKAMH IOMEMEHHI # 000pYI0BaHHsl, HHKEHEPHBIX CHCTEM

MCTO,IIBI CTaTHCTHYCCKOI'O YHOPAaBJICHHUA Ka4eCTBOM, CTATHCTHYECKHE MECTOHI,
TIPUMCHACMEIEC DU OLICHKC PC3yJIbTaTOB HUCIBITAHUHN TEXHOJIOTHYECKUX HIpoLeCCOB
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1 BAIAIaITHH

IIpaBuiia BHYTpEHHEr0 TPYAOBOTO pacIopsaaKa

ITpuHIAIIEL JETONPOU3BOICTBA H JOKYMEHT0000pOTa

TpeGoBanus CcaBMTapHOTO pEXHMa, OXPaHBI TPyHa, IIOKAPHON O€30MacHOCTH,

Apyrue
XapaKTCPHCTHKH

OXpaHBI OKPYXKAIOIIEH CPEB, HOPSIOK NEHCTBHIN ITPU Ype3BBIYANHBIX CUTYAIUIX

F

3.3.2. TpynoBas pyHkuus

HaumenoBanue

ITpoucxoxnenue
TpyZAoBoit GyHKIHUN

VYnpasnenue pa3paboTkoii u v
o pOBEHB
ONTUMH3ALUEH TEXHONOTHIECKOTO
an Kox | C/02.7 | (momypomeHs) 7
Iporiecca Ipou3BO/ICTBA KBATHpUKATH
JIEKapCTBEHHBIX CPEACTB

X 3auMCTBOBAHO H3

Opurunan
OpUIHHAIa

Kon Peructpamyonssiit Homep
OpHIHHAJA npo(ecCHOHANBHOTO CTaHapTa

Tpynossie
JeHCTBUS

PaccMoTpenne w yTBepkAcHME INOKYMEHTAllWH, CBSI3aHHOH C IPOHM3BOACTBOM
JIEKQPCTBEHHBIX CPE/CTB, H OPraHH3aIMs €€ BHITOIHEHUS

Oprauusanys pa3paboTKH M BHE/IPEHHS HOBBIX TEXHOJOTHIECKHX PENICHHIH

PykoBonctBo paGoToif MO NPOEKTHPOBAHMIO M CO3NAHHIO HOBBIX, PEKOHCTPYKIUH
HMEIONIUXCS  HPOU3BOJICTBEHHBLIX YJacTKOB, TEXHHYECKOMY IIEPEBOOPYKEHHIO
(dapManeBTHIECKOTO MPOU3BOICTBA

PaspaGoTtka u yTBepKIeHHE MEPONpPHATHIH IO YIYIIEHHIO KaYecTBa BBITYCKAaeMOM
IPOAYKIMH H CHIDKEHHIO €€ ce0ECTOMMOCTH

PykoBozcTBO pa3paboTkoii m1aHOB HOBHIIIEHHS ) HEKTHBHOCTH (apMarieBTHIECKOro
IIPOH3BOJICTBA, YCTpaHEHH Opaka B OpraHu3aiiui

Opranusanus paboT 0 H3YYEHUIO U BHEAPEHHUIO HAYYHO-TEXHHYECKHX NOCTHKEHHUIA,
Iepe/IOBOrO OTEYECTBEHHOIO H 3apy0e)XHOTOo OIBITAa IPOM3BOJICTBA JIEKAPCTBEHHBIX
CPEACTB

HJIaHPIpOBaHHC 1 YIPaBJICHHC KOMIIIICKCOM pa60T 10 a”HalIn3y TCXHOJNOIHYCCKHUX
IIPOLECCCOB (bapMaIICBTIfI‘JCCKOI‘ 0 TIIPOH3BOACTBA H HX COBCPHICHCTBOBAHUID B
COOTBETCTBHH C YCTAHOBJICHHBIMH Tpe60BaHI/I$IMI/I

Heob6xoaumeie
YMEHUS

OpFaHI/ISOBBIBaTB HCCIICJOBATCIIbCKHE H 3KCICPUMCHTAIbHEBIE paGOTI:I 110 pa3pa60TKe
M OIITUMHU3AIHU TEXHOJIOTHYCCKUX MPOIECCOB

OuenHuBate UPOM3BOACTBEHHYIO ¥ OTYETHYIO JOKYMEHTAIMIO, KACAIOIIYIOCS
TEXHOJIOTHYECKHX MPOLECCOB

P a3pa6aTBIBaTB TEXHUKO-IKOHOMHYECKOE 000CHOBAHHUE CO3JaHNsl, PEKOHCTIPYKIIHH
WA pacIIMpEeHUS IIPOU3BOJACTBA JICKAPCTBECHHEBIX CPEICTB

AHaJII/I3I/Ip0BaTB HCHOJNIb3YEMYI0 TEXHOJOTHIO HA COOTBETCTBHE YCTAHOBJICHHEIM
TpCGOBaHPIﬂM H YOpaBBIEMOCTh TEXHOJOTMYECKMX IIPOIIECCOB, OPraHH3OBEHIBATH
pa3pa60TKy M BHCAPCHHC B IIPOHU3BOACTBO OITHMH3HPOBAHHBIX TEXHOJIOTHYECKHIX
IIPOLICCCOB

OCY]IICCTBJISITB YIIpaBJIEHHE¢ KOMILJICKCHBIMHA HAYIHO-TEXHUYECKUMHU IIpOoCKTaMH

Pemats 3aaum mo obecriedeHHI0 (PH3NKO-XUMHYECKOH, CTPYKTYpPHO-MEXaHHIECKO,
AHTUMUKPOOHOM CTaOMITBHOCTH JIEKAPCTBEHHBIX (JOPM IIPH MX IIPOU3BOJICTBE

Bectn TIICPETOBOPHEI, NEJIETUPOBATH IMOJTHOMOIHA

Heo6xomumsie
3HAHUS

Tpe6osanust Cornamenus o0 eIMHBIX NPHHNWNAX ¥ TPaBWIAX oOpalieHHs
TEKapCTBEHHBIX CPEACTB B pamkax EBpasuiickoro S5KOHOMHYECKOTO COI03a, IPaBHII
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HaJyIeXaled IPOU3BOJCTBEHHOH NpPAKTHKH, HOPMATHUBHBEIX MPABOBBIX aKTOB H
CTaH/ApTOB B 06JIaCTH IPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB

JIuneH3HoHHBIE TPE6OBAHKS IPH IPOU3BOJICTBE JIEKAPCTBEHHBIX CPECTB

[IpuHIME papManeBTHIECKOH MUKPOGHOJIOTHM, ACEITHKH M TOKCHKOJIOTHH

(IJapMaueBanecxaﬂ TCXHOJIOTHA B JACTH BBRINOJIHACMBIX TEXHOJOTHICCKHX POLECCOB

OTamsl IIPOCKTHPOBAHHA, KBaJII/I(I)I/IKaI_II/II/I " SKCILTyaTaluu 3lIaHI/II71, MIOMENIEHNH H
HHXCHCPHBIX CHCTEM (bapMaIICBTI/I‘IeCKOI‘O IIPOU3BOACTBA U TpeGOBaHI/IS{ K HUM

IlpuHIMIE! BagHAAlMH TEXHOJNOTHYECKHX HPOLECCOB M aHAIMTHYECCKHX METOIHK,
KBaTU(UKAINH ITOMEILEHHH H 000py/IOBaHHS, MH)KEHEPHEIX CHCTEM

MCTOHBI CTaTHCTHYCCKOTO YIIPaBIICHHA Ka4d4€CTBOM, CTAaTHCTHYECKHE METOIBI,
IPAMEHACMBIE IIPUA OLUCHKE PE3YJIBTAaTOB HCIBITAHUN TEXHOJIOTHYECKHX IIPOLECCOB H
BaJIHJalluu

HpOHCI[ypBI (bapmauequeCKoﬁ CHCTEMBI KavueCTBA B OTHOUICHHHM IIPOH3BOJCTBA
JIEKAPCTBCHHEIX CPCIACTB

HpI/IHIII/IHBI ACJIONIPOU3BOACTBA H I[OI(YMCHTOOGOPOTa

HepCIICKTPIBBI TEXHUYIECKOr0 pa3sBUTHSA OPraHUu3aluu

ITpaBuja BHyTpEHHETO TPYIOBOTO PACHOPSIKA

HpKHHPIHH CTaHJAapTH3allMd H KOHTPOJII Ka4deCTBA JICKAPCTBCHHBIX CPEJACTB H
ACATENBHOCTH IO UX IPOM3BOJACTBY

MeToan! MIPOBENCHUS HAYYHBIX HCCICIOBAHMH

Mertoasl OIITUMH3AIINN TEXHOJOTHYCCKOro Ipouecca

MeToasl U HHCTPYMEHTHI YNpPaBICHHS DHCKAMH JUIS Ka4ecTBa JIEKAPCTBEHHBIX
CpPENICTB

MeToIBI ¥ MHCTPYMEHTHI YIIpaBJI€HHS IPOEKTaMH

TpeboBanus k Hay4HOH OpPraHHU3aLHMU TPyAa NPH OPOEKTHPOBAHHH TEXHOIOTHIECKHUX
IIPOL{ECCOB

TpeboBanus CaHUTapHOTO PeXMMA, OXPAHEI TP, IIOXKAPHOH Ge30aCHOCTH, OXPAHEI
OKpYXKaIOIIEeH Cpeabl, NOPSI0K JEHCTBHI NIPH YpEe3BBIYANHBIX CHTYAHIX

Hpyrue

XapakTCPUCTHKH

3.3.3. TpynoBan ¢pyHxuus

Opraam3anus paboTsl nepcoHana Yposers
HaumeroBanue IIPOU3BOJICTBEHHOTO TOAPA3ACIICHUSL Kon | C/03.7 (noxypogerr) 7
KBayuUKauu
OHCXOXICHHE 3 a)
Ip KL Oprrunan X aUMCTBOBAHO H3
TPYAOBOH (YHKIIHH OpHIHHANa
Kon PerucrpaimoHHsIii HoMep
OpUrmHaNa podeccHOHATEHOTO CTaHAaPTa
Tpynoseie I nanvposanye NOTpeOHOCTH B IIEPCOHANES IPOU3BOACTBEHHOTO TIO/IPA3IENCHHUS
JeHCTBUS Opranusanus oOy4eHMS H OLEHKH 3HAHMH [NEPCOHANA HPOM3BOICTBEHHOIO

oJIpa3ieIeHUs
Iopbop ¥ ajanranms mepcoHala IPOU3BOACTBEHHOrO MOApasfelIeHHs (B YacTH
CBOHUX IIOJIHOMOYHIA)

Pacnpe,ueneHne 3a4a4 u pa60T MCXKIY COTpYAHHKaMHU ITOAPA3ACTICHNSA, KOHTPOJIL UX
BBEIITIOJTHCHHA

Opranmsanys — peryiipHBIX  MENHUMHCKHX  NPOGUIAKTHYECKAX  OCMOTPOB
COTPYTHHKOB IIPOU3BOJICTBEHHBIX CTPYKTYPHBIX ITO/Ipa3aeICHHMN
IIpoBesienre OLEHKH ycIoBHif Tpy/a (B 4aCTH CBOMX MOJTHOMOYHI)
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Heobxomumeie
YMEHHUSA

OIICHI/IBaTB l'IOTpCGHOCTB IIPOH3BOJCTBEHHOIO IIOAPA3ACIICHUS B ICPCOHAJIE

OuenuBath  npodeccHOHANBHO-KBAMHGUKAMOHHBIA  ypOBEHb  II€pCOHAlA
IIPOH3BOJICTBEHHOIO MOAPA3/EIICHHS

Pa3pabaTeIBaTh MEPOIPHATHS IO aJAITAIIM NEPCOHANIA

CornacoBbIBaThH JOJDKHOCTHBIC HHCTPYKHHM IICPCOHANA IIPOU3BOACTBEHHOIO

TIIoapa3aciCRusA

I InaHupOBaTh ¥ ONpeNesaTs (POPMBI H METObI 00YUEHHS IEPCOoHANa

PaspabarsiBare cucreMy 3¢ (eKTHBHON MOTHBAIMM IIEPCOHANA POM3BOICTBEHHOTO
HOoApa3/ieIeHus

[Tpexynpexnars KOHQIAKTHBIC CHTYAIUH

AHamM3UpOBaTh W OLEHHBATh JEATEIBHOCTh MEPCOHANAa INOApasAeleHHA Ha
KOHKPETHBIX y9acTKaxX paboThI

Becrtu neperoBopsi, fenerupoBaTh MOIHOMOYHS, OCYIIECTBILATE B3aHMO/ICHCTBHE C
COTPYIHMKaMH APYTHX MOApa3elIeHHI

OcCymiecTBIATS  KOHTPONb COOMIONEHMS IEPCOHAIOM CAHMTAPHEIX HpaBHII,
TpeGoBaHMH OXpaHE! TPY/a, IPABUII BHYTPEHHETO TPYAOBOTO PACIIOpsAKa

Heobxomumere
3HAHU

Tpynosoe 3akoHOmaTenscTBO Poccuiickoit Penepanun

JloxaseHBIE aKTEI IO HalIpaBJICHUAM NCATCIBHOCTH

Buppl cruMynvpoBaHnis nepcoHana

KaapoBslii MEHEKMERT

HopMmbl f1enoBoro o6menns | KyIsTypsl, TpodecCHOHATBHOM IICHXOTOTHH, STHKA K
JICOHTOJIOTHH

CaHuTapHO-THTHEHHIECKHE TPEOOBAHNS K IOMENICHHSM M IIEPCOHATY

TpeGoBanusa x OTYETHOM [JOKYMEHTAaUMH, CTPYKTypa M COCTaB OTYETHOM
JOKYMEHTAIIMH TI0 KaJpaMm

TpeboBanns Hamnexameit NPOH3BOACTBEHHOMN NPAKTHKA, HOPMATHBHEIX IIPAaBOBBIX
aKTOB H CTaHIApTOB B OONACTH KadyecTBAa JIEKAPCTBEHHEIX CPEICTB B OTHOLICHHH
epcoHasa

TpeboBanus caHWTapHOrO peXHMa, OXPaHE Tpy[a, IOXAPHOH 6e30MACHOCTH,
OXpaHbI OKPYXKAIOWEeH Cpebl, MOPAAOK NeHCTBH IPH YPE3BHIYAMHEIX CHTYALHSIX

Hpyrue

XapaKTCPUCTHKH

IV. CBenennsi 06 opranuzanusix — pa3spa6oTynkax npoeccHOHAIBLHOTO CTaHAapTa

4.1. OTBeTCTBEHHAN OPraHM3aHUA-PA3PAdOTUHK

O6mepoccuiickas obmecTBeHHast Opranu3auys «POCCHHCKHE COI03 NPOMBILUIEHHUKOB |
IpeanpuHuIMareneiiy, ropox Mocksa

Vipasnsromuit aupexTop
YIpaBieHHs pa3BUTHS KBaTMpuKaLuii

Cmupnosa I0nms BanepreBaa

4.2. HanmeHOBaHHS OPraHH3aLMIi-Pa3pPadoTINKOB

1 Acconmans Mex/yHapOAHEIX (apMaleBTHIECKHX IPOM3BOAUTENEH, ropos Mocksa

2 Accomuanms npousBoauTeNei GpapManeBTHISCKOM MPOAYKIUH ¥ U3AEIIUA MEIUITMHCKOTO
HasHa4deHus, ropoa Mocksa

w

Acconpanus poccuiickux GapMaleBTHIECKUX TPOH3BOMTeNeH, ropos Mocksa

4 | ®I'bOY BO «Ilepsriit MockOBCKHl TOCYIapCTBEHEBIH MeUIHHCKHLN YHHBEPCHTET UMEHH
U. M. CeuenoBa» Munsapasa Poccun, ropox Mocksa

S |Coro3 «Harmonansnas ®apmareBTHyecKas Ianatay, ropog Mocksa
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16 |Coros IIpodeccronansusx Papmanesrudeckux Opranusanuii, ropogq Mocksa

! OGmepoccnncmﬁ KraccuuKaTop 3aHATHIA.

OGmepoccxmcmﬁ KJIaCCH(OHKATOP BUAOB 3KOHOMHYECKOIM AEATENLHOCTH,

? ITpukas Munznpasconpaseutus Poccuu ot 12 anpemt 2011 r. Ne 3028 «OG yTBepKACHHH TepeyHell BpemHBIX U (WIIH)
OTAcCHBIX NPOH3BOJCTBEHHBIX (akTOPOB M paGoT, PH BHITONHEHHH KOTOPBIX IPOBOAATCA 06s13aTe/IbHBIE IIPEABAPUTEBHbIE H
HEpUOINYECKHe MEIULMHCKHE OCMOTpH (o6cnemoBanud), u Ilopsnka IpoBeldeHMs oOS3aTENbHBIX NpEIBApUTEABHBIX H
HEPHOAMYECKHMX MEIULMHCKEX OCMOTPOB (06cienoBaHmi) paGOTHHKOB, 3aHATHIX Ha TAKENbIX paGoTax W Ha paboTax c
BPEIHEIMM H (WIH) ONACHEIMH YCTOBMAMHM TpyZa» (3apeructpupoBaH MumiocroM Poccum 21 okrsbps 2011 r.,
perucrpanyoHHbiit Ne 22111) ¢ u3MeHeHHAMH, BHECEHHBIMH NpuKka3aMu Munsapasa Poccum ot 15 mas 2013 r. Ne 296H
(3apeructpuposan MumocToM Poccun 3 moms 2013 r., peructpanmonsemi Ne 28970) u ot 5 mexabps 2014 r. Ne 801u
(3apemcrpnp013aH Mumoctom Poccun 3 despans 2015 r., perucrpanuonssiit Ne 35848).

Emmsm KBaJIN(HKAIMOHHbIH CTIPaBOYHHK AOJDKHOCTEH pyKoBOAUTENIEH, CTIENMANHMCTOB | CIIy KaIIHX.

Oﬁmepoccpmcmn KnaccuukaTop npodeccuit pabodnx, OLKHOCTEH CllyXaIUX U TApHPHBIX Pa3pAIOB.

8 O6mepoccuiickuii KIaccupuKaTop creruarbHocTel 110 06pa3oBaHuIo.



