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BaperucrpupoBaHo B MmHiocTe Poccum 6 mioHa 2017 r. N 46966

MMHMUCTEPCTBO TPYIA M COLMAJILHOM 3BAUMTE POCCHMMCKOM $ENEPALMM

IIPUKASB
or 22 mast 2017 r. N 430m

OE YTBEPXIEHMM [IPO®ECCHUOHAJIBHOT'O CTAHIAPTA
"CHEUMAJIACT IO NPOMBUJIEHHOM $APMAIIMM B OBJIACTM [POM3BOLCTBA
JIEKAPCTBEHHEIX CPEOCTB"

B cooTBeTCcTBUM C IOyHKTOM 16 IlpaBuil pas3paboTky U YyTBepXOeHUS IpodeCcCUOoHAJIbHEIX
CTaHOAPTOB, YTBEPXIEHHHX I[IOCTAaHOBJIeHMEM IlpaBuTesbCcTBa Poccurickon Odemepauum oT 22
guBapsa 2013 . N 23 (CobpaHMe B3BakoHOmaTeJIbCTBa Poccumckou Odemepaumm, 2013, N 4, crT.
293; 2014, N 39, cr. 5266; 2016, N 21, cT. 3002), npwkas3BBawL:

YTBepOIMTh IOpuJaraeMbl OpodecCHMOoHaNIbHEIY CcTaHmapT "ChneumaamucT IO I[IPOMBIUIJIEHHOMN
bapMauuy B OOJIaCTM NPOMBBOILCTBA JIEKAPCTBEHHBIX CpenctB".

MuHMCTp
M.A.TOIUIINH

YTBEPXIEH

NpMKasoM MMHMCTEepCTBa Tpyoa
¥ COLMAaJIbHOM 3alMUTEH
Poccuiickon demepauun

or 22 mag 2017 r. N 430H

[IPO®ECCUOHAJILHEM CTAHIAPT
CIELIMAJINCT

[0 IPOMBIJIEHHOW SAPMALMM B OEJIACTM IIPOM3BOICTBA
JIEKAPCTBEHHBX CPEJICTB

1033

PerncrpalOHHEMN
HOMED

I. ObOume cBemeHUS

OpPaHMBaHMH, BeleHre TeXHOJIOTMYEeCKMX IIPOoLleCCOB UM YyIIpaBJIEHMEe
TEXHOJIOTMUECKMMM IIpoleccCaMmM IIpPM IIPOMEIIJIEHHOM IIPOM3BOOCTBE
JIEKAPCTBEHHEIX CpPencCcTsB (CMHTeTquCKMX, GMOHOPquCKMX,
MMMyHO@MOHOPMHeCKMX, GMOTeXHOHOPMHeCKMX, I'eHoTepalleBTU4YeCKI1X,
panmo@apMaueBTqucxmx, IroMeollaTnuueCKmx, IPMPOIHOI'O
IIPOUMCXOXOEHVA M MEIOMIIMHCKUX Ta30B)

02.016

(HamMeHOBaHME BUIA HpO@eCCMOHaHbHOﬁ OesaTeJIbHOCTHU) Kon

OcHOBHasa UeJyib BuAa NpodeCCHMOHAJIbLHOM IeSaTeJIbHOCTU:

IlegaTeslbHOCTEL 110 OopraHmn3auny, BEOESHUMIO TEXHOJIOTUMUYECKMX IPpOLeCCOB U
YHOPAaBJIEHVIO TEXHOJIOTUMUECKMMM IIpoLeCCaMM IIPUM IMIPOMEBIIJIEHHOM IIPOM3BOIOCTBE
JIEKAPCTBEHHEIX CpencCcTB

T'pynna 3aHaTUM:
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1223 PykoBoOouTenu 2113 XUMUKIM
IoOpas3neJIeHUNM IO Hay4dHBIM
MCCJIENOBAaHUAM U
pazpaboTkaM
2131 Buojgioru, 6GoTaHUKM, 2141 VIHXEeHEepPH B MNPOMBIIJIEHHOCTU
300JIOTY U CIeUUaJIMCTH ¥ Ha I[IPOU3BOLACTBE
POINCTBEHHEIX 3aHATUN
2145 VIHXEeHe B~ XMV KU 2149 CneumanmucTel B OOJIaCTU
TEXHUKM, He BXOoIdllMe B
opyTme IPYIIe
2262 [IpOBMU3OPEL - -
(kom OK3 (HamMMeHOBaHUE) (xonm (HaMMeHOBaHMUE)
<1>) OK3)

OTHeceHMVEe K BUIaM

3KOHOMMUYECKOM HOeATEeJIbHOCTH :

21.1

[Ipon3BONCTBO (QapMalleBTUUECKUX CyOCTaHLUM

21.2

[IpOM3BOAOCTBO JIEKAPCTBEHHEIX IIPeNnapaToB M MaTepualos,
IPMMEHSEMEIX B MeIMLUMHCKMX LeJax

52.10

IesaTeJIbHOCTL MO CKJIAOMPOBAHUI M XPaHEHU

72.1

HayuHEle MCCJIemoBaHMSA U pas3paboTku B OOJIACTM €CTEeCTBEHHEX
¥ TexXHMYEeCKUX HaykK

(konm

OKB3II <2>)

IT.

OnmMcaHue TPYyIOOBHX OQYHKLMM,
B NPOQEeCCHMOHAJIBHEIN CTaHOApPT

npodeCCrOHAJIbHOM IeSaTeJIbHOCTH)

BXOISMNX
(byHKLIMOHAJBHAA KapTa BuUIa

(HaMMeHOBAaHME BUIA SKOHOMUUECKOM IesSTeJIbHOCTHM)

OboOmeHHBIe TPYOOBHE QYHKLMUM TpynoBele QyHKLUMUM
KOOI HaVMMeHOBaHue YPpOBEH HaVMeHOBaHMUE KoL YPOBEHDb
b (nonypos
kBaJInd €Hb)
UKaUUN KBaJINOUK
auum
A BuojiHeHre paBoT 1o 6 PaspaboTka A/01. 6
BHEIPEHNI TEeXHOJIOTUUECKOM 6
TEXHOJIOTUUECKUX OOKYyMEHTAalUMU IIPU
IPOLIECCOB IPU IIPOMEIIJIEHHOM
IPOMEBIIJIE HHOM IPOV3BOINCTRBE
IPOVBBOINCTRBE JIeKapCTBEHHEX CPEeNCTB
JIeKapPCTBEHHEIX
CpeIncTs BemeHre TexHoJioTMuyeckoro |A/02. 6
npoilecca Inpu 6
TP OMEIIIJIEHHOM
IIPOU3BOINCTBE
JIeKapCTBEHHEIX CPeICTB
KoHTpOJb A/03. 6
TEXHOJIOTUUYECKOT'O 6
npoiecca Imnpu
TP OMEIIIJIEHHOM
IPOV3BONCTRBE
JIEKapPCTBEHHEIX CPEeICTB
B PazpaboTka u 6 PazpaboTka M BHEIPeHUE B/01. 6
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COIIPOBOXIEHME TEXHOJIOTMUYECKOT'O 6

TEXHOJIOTUUYECKOT'O npolecca nns

npolecca IIpu IIPOMEBIIJIEHHOTO

IIPOMHIIJIEHHOM IPOM3BONCTRBA

IIPOUBBOINCTBE JIEKapCTBEHHEIX CPEeNCTB

JIeKapCTBEHHEIX

cpencTs ConpoBOXIEHUE B/02. 6
TEXHOJIOTUUYECKOT'O 6
npolecca IIpu
IIPOMBIIJIEHHOM
IIPOM3BOLCTBE
JIeKapCTBEHHEIX CPEeNCTB

C YrnpaBJjieHue 7 YrnpaBJieHMe IMpolieccaMu c/01. 7

TP OMHIJIE HHEIM IPOM3BONCTRBA 7

IIPOU3BONCTBOM JIEKapCTBEHHEIX CPEelCTB

JIeKapCTBEHHEIX

cpeIncTs Ynpasiieuue paspaborkoi u | C/02. 7
onTMMM3aALMUEN 7

TEXHOJIOTUYECKOI'O
npouecca IpomM3BOOCTBA
JIEKapPCTBEHHEIX CpPeICTB

Opranmusauusa padoTh C/03. 7
nepcoHana 7
NIPOU3BOICTBEHHOTO

nozmpasnesieHus

ITII. XapakTepucCcTuKa OOODUEHHHX TPYHOOBHX QyHKUMUNI

3.1. O6obumeHHas TpyHnoBas GyHKUMSI

BrinoJsiHeHMe paboT NO BHEIPEHMIO
TEeXHOJIOTMYECKUMX IIpoLeCCOB IIpMN YpOBEHB
HanmeHOBaHMUE p p Koxm A p 6
IIPOMHIIJIEHHOM [NPOM3BOICTEBE KBaIMbMKaLmUm
JIEKAPCTBEHHEIX CPenCcTB
[IponcxoxmeHme
o 3aMMCTBOBAHO
0D0OOIWEeHHOM OpmurumHasn X
. "3 OopuUI'MHAaJla
TPYIOOBOM OYyHKLUUM
Kon PerncTpalMOHHBIM
opMUI'MHAJa HOMED
npodeCcCrMOoHaJIBHOT
O CTaHIapTa
Bo3MOXHEIE MacTep
HaVMEHOBAHUA MacTep-TexHOJIOT
OOJDXKHOCTEMN, VHXeHep-TexXHOJIOT
npobeccun HayaJbHMK CMEHE
TpeboBaHMA K Breicuiee ofOpasoBaHMe - OakajlaBpuaT
obpasz30BaHUI U Bricmiee obOpa30BaHME - ClIHeuraJuTeT, MarmucrpaTypa

0DyUYeHUIO

TpeboBaHMa K
ONHITY
IpakKTUIeCKOM
PaboTEL

Ocobrle yCJIOBUSA
monycka k pabore

[IpoxoxIneHre 00L3aTeJIbHEIX [NPeOBAPUTEJILHEX (IpK
IIOCTYILJIEHUM Ha paboTy) U NepUOOAMYECKMX MeIOULVHCKUX
OCMOTPOB (0OOCJIeoBaHMM), & TaKXe BHeOUepeIHBIX
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MeIULIMHCKUX OCMOTPOB (oOcjlemoBaHMUl) B IHopgOke,
YCTaHOBJIEHHOM BaKOHOIOATEJIbCTBOM PoccuMickon demepaumm <3>

Ipyrue
XapaKTEePUCTUKA

Inna npodecCHuOHANIBHOTO POCTa TpebyeTCs BHIIOJIHEHUE
KpUTEPMEB, COOTBETCTBYWOIMX CIeUMaJlbHOCTAM

OCHOBHEIE IIyTM MNOBHIIEHMSA KBaJMQMKALIMN:

— OPpOTrPpaMMEl [IOBHIIEHMA KBalM@MKalLMM He pexe OINHOI'O pas3a B
0aTb JIET;

- OPpOIrpPaMMEl NPOPECCHMOHAJIBHOM MNepPelNollOTOBKU;

- CTaXMPOBKIM;

- TPEHMHIM B CUMYJISUMOHHEIX LEHTpax;

- MCIOJIb30BaHMEe COBPEMEHHBIX IOMCTaHLMOHHBIX
oOpasoBaTEJIBHEIX TEeXHOJIOIMM (0OpasoBaTeJIbHEM [NOPTalJl U
BeOUHAPEH) ;

- ydacTue B KOHIpeccax, KOHQepeHLMAX, MacTep-Kjaccax

JOMOJIHUTEJIb HEle XapaKTeprnuCTUKN

HamMeHOBaHUE Kon HamMeHOBaHMe ©0a30BOM I'PYIINHE, IOJIXKHOCTU
OOKYyMEHTa (mpodeccun) MM CHOeurajibHOCTHU
OK3 2113 XYIMUKU
2131 Buosoru, ©0TaHMKM, 30O0JIOTM M CIEeLMAaJIVCTH
POLOCTBEHHEIX BaHATUN
2141 VHXeHeps B IIPOMBIIJIEHHOCTM M Ha IIPOMSBBOICTBE
2145 VIHXeHePhl— XUMUKH
2262 [IpOBU3OPEL
EKC <4> - VHXeHep-TexXHOJIOT (TexXHOJIOT')
- MacTep yuacTka
- MacTep KOHTPOJIBHEIM (y4dacTka, Lexa)
OKIIOTP <5> 22488 VHXeHep-MCClenoBaTe b
22516 VHXeHep-MUKPODOMOJIOT
22581 VHXeHep MO MCHBTAaHMUAM
22678 VHXeHep IO MNOAT'OTOBKE MNPOMU3BOILCTEBA
22739 VHXeHep IO CTaHIapTU3aLuu
22833 VHXeHep-palMnoJorn
22836 VHxeHep-pannodm3mk
22839 VHXeHep-panroXMUK
22854 /HXeHep—-TexXHOJIOT
22860 VHXeHep—XVMUK
25850 [IpoBU30P
25856 [IpOBM30OP-TEXHOJIOT
27142 TexHOJIOT
42474 VHXeHep-MCHETaTelb

42861 VHXeHep-dU3UKO— XUMUK
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OKCO <6>

010801 Pammoduauka M SIJIEKTPOHUKAE

010802 dyHIaMeHTaJlbHaa palinodusuka M dusmueckas
BJIEKTPOHUKA

020101 Xymm s

020201 Buonorus

020208 Bruoxumms

020209 MrKpoOMOJIOTUS

020900 XymMusa, Oomus3MKa M MexXaHMKa MaTepualiob

060104 Menuxko-npodmiakTUIeCcKoe OeJjio

060108 dapmaliesa

060112 MenuumHcKas OMOXUMUSI

111201 BeTepuHapusa

140300 snepHbEle OUBMKA UM TEXHOJIOTUU

140307 PammaumoHHasa ©e30NaCHOCTB dYeJIOBeKa U
oKpyXawlelr Ccpensl

140308 PammalunoHHas ©Oe30l1aCHOCTb

140401 TexHUKa U QUBUKaA HUBKUX TeMIepaTyp

140504 XojnomounbHasa, KpMOT'eHHas TexHUKa U
KOHIOMUMOHMPOBAHUE

210301 Pamrodusuxka M 3JIEKTPOHUKA

240301 XyMmMyeckass TEXHOJIOTMSA HeOpTaHMUeCKUX
BEHECTB

240307 TexXHOJIOTHUSA CPEeICTB XMMMNUECKOM 3allMTEH

240401 XyMmyeckass TEXHOJIOTUSA OPTaHMUYeCKUX BelEeCTB

240402 XyMmMyeckasa TEeXHOJIOTUA CHUHTEeTUYECKUX
BMOJIOTUYUECKMX AKTMBHBIX BelleCTB

240501 XyMmMyeckad TEeXHOJIOTUA BECOKOMOJIEKYJIAPHEIX
COeMHEeHUN

240505 TexHOJIOTMA BECOKOMOJIEKYJIAPHEIX U
BEICOKODQPEKTUBHEIX COEIMHEHUM UM YCTPOMCTB

240603 XyMmMyeckasa TEXHOJIOTUA PeIKUX DJIEMEHTOB U
MaTepMrasioB Ha MX OCHOBE

240801 Mammuel ¥ annapaTe XMMMYECKMX [NPOM3BOILCTB

240802 OCHOBHEIE MPOLIECCH XMMMYUECKMX NPOM3BOLCTE U
XuMMdeckas KubepHeTHUKa

240901 BroTexHosyiorusa

240903 BroxuMmueckKoe NPOM3BOACTBO

3.1.1. TpynoBas byHKUMUSA
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PazpaboTKa TexXHOJIOTUUECKON
YpOBEHDb
OOKYMEHTAUUM [OPY HNPOMBIIJIEHHOM A/01.
HamumeHoBaHMUE Kon (moonypoBEHDb) 6
IIPOMBBONCTBE JIEKAPCTBEHHHIX 6
KBaIndmraumum
CpeIncTs
[IlponcxoxmeHMe 3aMMCTBOBaHO
. OpurmHam X
TPYHZOBOM GyHKUUMU 3 opuIMHala
Kon PerncrpalOHHEM
opuIMHaia HOMEpP
npobecCcrMOHANIBHOT
O CTaHIapTa
TpyZOBEE Beibop TUIIOB n dbopm IOKYMEHTOB onsa ONMCaHUSA
OeViCTBUA TEXHOJIOTMUECKHUX IIPOLECCOB IIPU [IPOM3BOACTBE JIEKAPCTBEHHEX
cCpeIncTB
PazpaboTka IIPOMHIJIEHHOTO  peIJlaMeHTa, TEXHOJIOTUYECKUX
MHCprKHMﬁ, IIpom3BOOCTBA JIEKAPCTBEHHEIX CpencTB
MHCprKHMﬁ 10 YIIaKOBKE JIEKAPCTBEHHBIX CpPencTB
PaspaboTka CTaHOapTHEIX OInepalMOHHBIX npouenyp IOJIs
INOOTOTOBUTEJIbHBEIX onepaumum (mpoBepka MaTepmnasios,
npenBapuTesibHag obpaboTka, 3arpyskKa CEIPB S, OLeHKa
KPUTUUECKUX IapaMeTpoOB npouecca) IPOMBBONCTBA
JIEKapPCTBEHHEIX CPelCTB
PazpaboTka CTaHIAPTHBX ONEPAalMOHHEIX IPpOoLelyp IOATOTOBKMU
IPOM3BOLCTBEHHOTO obopyInoOBaHUS K TEXHOJIOTMUECKOMN
omepauuM (oumMCTKa, MOHTaX, KaJluOpPOBKA, CTEepUIM3ALINA)
PazpaboTka CTAaHIAPTHBIX ONEPalMOHHBEIX [IPOLEeNypP BHIIOJIHEHNS
TEXHOJIOTMYE CKUX onepaumﬁ IIpy IIPpOM3BOIOCTBE JIEKAPCTBEHHEBEX
CpeInCcTB
PaspaboTka CTaHOAPTHEIX OIEPAaLMOHHEIX MIpolLelyp KOHTPOJA
npolecca IIPOM3BOACTBA JIEKAPCTBEHHEIX CPEeICTB
OpraHuszaumusa 3aIOJIHEHMA u obecrnedeHus COXPaHHOCTU
TEXHOJIOTMUECKOM NOKYMEHTAalLUMU
HeobxonmmMele OnpenensaTs OOKYMEHTEL, Heo0OXOOMMEIE oJis OomMCcaHmusa
YMEHUSI TEXHOJIOTMYECKOT'O HIpoliecca

OCVMGCTBHHTB AKTYyaJinm3alumno 128 YHUUYTOXEeHNMEe JOKYMEHTOB
IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpenCTB

[IPOVBBOINTH SKCIEPTU3yY OOKYMEHTOB, OTMUCHIB AKX
TEeXHOJIOTHIO NPOMBBOACTEA n paspaboTky IPOLIECCOB
NPOV3BONCTEA, nJis PETUCTPALMOHHOTO nocbe Ha

JIEKAPCTBEHHEI Mpenapar

BecTn 3anmucu 1o PaboTOCIOCODHOCTH TEXHOJIOTUYECKOTO
oboOpyIOBaHMS M I[OMEUeHUM, MUCIOJb3YyEMHX B TEeXHOJOI'MUYeCKOM
npolecce

JOKYyMEHTMPOBATL MPUUMHEL OTKJIOHEHUM OT TEexXHOJIOTUYECKOTO
npolecca

O@OpMHHTb M3MEHEeHMA B IIPOMBIIJIEHHBIX peIrJiaMeHTaXxX IIpolecca
IIPOM3BOIOCTBA JIEKAPCTBEHHEBEIX CpenCcTB

ObecrneumBaThb COXPaHHOCTb n 3alnTy TEeXHOJIOTUYECKOM
JOKYyMEHTAL N
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OcymecTBJISTE I[IOMCK UM aHaJlIu3 pPeryJaTOPHOM, Hay4YHOM U
Hay4YHO—-TEXHUUEeCKOM nHdopMa UM omns pazpaboTku
TEXHOJIOTMUECKOM NOKYMEHTAalUM

HeobxonmMere Tpebosanmsa CorJjlamleHMsd O €IOMHBIX [OIPMHLMIIAxX UM OpaBUiax

3HaHUA obpaleHusa JIeKapCTBEHHBIX CPEeNCTB B paMKax EBpas3mMicKOIO
3KOHOMMUECKOT'O COK3a, I[IpaBMJl HaIJlexallell IPOM3BOLCTBEHHOMU
OPaKTUKM, HOPMaATMBHHX I[PaBOBHX AaKTOB U CTAaHIAPTOB B
obJlacTy NPOM3BOIACTBA JIEKAPCTBEHHBIX CPEenNCTB
dapMalLleBTHUECKA A TEeXHOJIOTUSA B JacTu BBINIOJIH SEMBIX
TEXHOJIOTUYECKUX IIPOLEeCCOB
[IpOMBBOOCTBEHHAA INOKYMEHTAlLMs Ha BHIIOJIHAEMEE olepauum u
IPOLIeCCH
XapaKTEepUCTUKM OCHOBHOI'O TEXHOJIOTMUECKOI'O OOOpyImOBaHMSA U
BCIIOMOT'@TEJIbHEIX CUCTEM, MCIOJb3YOIMUXCSA B  BBHIIOJHAEMOM
TEXHOJIOTMUECKOM IIpollecce
[IpaBuila SKCOJyaTaluuM TEeXHOJOIMYEeCKOTo OOOopyHmoBaHUS U
BCIIOMOT'@TeJIbHEIX cucreM, VICIIOJIb 3y EMEIX B BBIIIOJIHIEMOM
TEXHOJIOTMUECKOM IIpollecce
XapaKTepUCTUKHU IIPOMBBOICTBEHHEIX IOMelle UM,
VCIHOJIb3YRIUXCS B BHEIIOJIHAEMOM TEXHOJIOTMYECKOM Ipoliecce
TpeOoBaHMA K KAaueCTBY MCXOOHHX MaTepMajiOB, MCIOJIb3yEMEIX
B TEeXHOJIOTMUECKOM IIpoliecce
TpeOoOBaHMA K KaueCTBY IOJIydaeMbIX [IPOMEXYTOUHEIX UM I'OTOBEX
IPOOYyKTOB
AHanIUTHUECKME METOAMKM M BUI3yaJIbHEIE TECTH, MUCIIOJb3yeMble
opu BHYTPUIPOM3BOICTBEHHOM KOHTpPOJIE TEXHOJIOTUUYECKOT'O
npolecca
[losnoxeHus, VHCTPYKLUN 1o BaIOJIHEHUIO perucTpupyouemn
OOKyMEeHTaluum
TpebOoBaHMA CAHUTAPHOTO pexmuMa, OXpPaHb TpyDa, IO0XapHOMU
0e30IacCHOCTM, OXPAaHE OKpyXaollel Ccpelr, IOPSIOoK IeMCTBUM
IPpY YPEe3BBUAMHBIX CUTyaLMAaX

Ipyrne -

XapaKTepnUCTUKN

3.1.2. TpynoBas OGyHKLUMKA

BemeHue TeXHOJIOTMYECKOTO
YpOBEHB
npolecca npyu MIPOMBIIIEHHOM A/02.
HavmMeHOBaHMUE Konm (momypoBeHb) o
NIPOMU3BOOCTBE JIeKApPCTBEHHBIX 6
KBaJIndbUKauum
CpencTs
[IpoucxoxXOeHmne 3aMMCTBOBaHO
. OpurmHai X
TPYOOBOY QYyHKLMN 13 opuIMHAala
Kon PerncrTpalOHHEM
opuUTMHAaJa HOMEDP

npodeccrMoHaJbHOT
O CcTaHIapTa

Tpynosue
OeVICTBUA

llonroToBka pabouero wMecTa K [IPOMU3BOINCTRBY BHIIyCKaeMOu
cepumn MNpPOIyKLUUN
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[lojlyyeHMe WMCXOOHOTO CHPbS U YIAKOBOUHEIX MaTepuaJioB CoO
CKJlala ¥ BeIeHMEe MaTepraJIbHOTO OajlaHca IJisg [OIPpOM3BOLACTBA
cepuu TOTOBOTO NPOAOYyKTa

[IpoBeneHue nneHTubrKamn VICTIOJIb 3y EMBIX B xome
TEXHOJIOTUUECKOTO npouecca IoMeIme M, obopyrmoBaHuda,
IPOMEXYTOUHEIX ¥ TOTOBEIX MNPOIOYKTOB C LEJIbo NpenylpexneHus
IepenyTHBaHU

[lonToTOBKA  [IOMEUEHM, obopynoBaHuss M [epcoHajla K
NPOBENEHMI0 TEXHOJIOTMUECKUX pabor

SKCIUlyaTaumsa IIPOM3BOOCTBEHHEIX [IOMEUEHUM,
TEXHOJIOTMUECKOTO UM UM3MEPUTEJIBHOI'O O60pyﬂOBaHMH, CpencTs
MBMepeHMﬁ IIpy INpomM3BOOCTBE JIEKAPCTBEHHBIX CpPenCcCTB

BrIloJIHEHME TEXHOJIOTUMYECKMUX onepaumﬁ npn IIpom3BOOCTBE
JIEKAPCTBEHHEIX CpPenCTB

OcymecTBJIeHME Olepalull M KOHTPOJIS, CBA3AaHHEX C [IPMEMKON
MaTepurasos, TEeXHOJIOTUYECKUM IpolleCcCcoM, YIIaKOBKOIM,
nepeyrnakoBKOM, MapKUPOBKOM, IepeMapKUPOBKOM

PePMCTpaHMH BCeX BEIIIOJIHAEMEIX onepaumﬁ IIprm IIpomM3BOLOCTBE
JIEKAPCTBEHHEIX CpPenCTB

Perucrpaunusa YyCJIOBUM NIPOM3BONCTBEHHOM Cpenr npu
NIPOMU3BONCTBE JIEKAPCTBEHHHX CPEACTB

PePMCTpaHMH BCeX HOBpeXHeHMﬁ YIAaKOBKM MCXOOHOI'O CHEHPbA U
YIIaKOBOUYHEIX MaTepuraJioB, IllepellaBaeMblX B IIPOM3BOIOCTBO

HOHTBerHeHMe COOTBEeTCTBUA KoOJIMyeCcTBa nu HaMMeHOBaHMﬁ,
IIOJIYYEHHEIX CEPbA, MaTepMraJiOB U HpOMeXyTOHHOﬁ nponoyxkumum,
MCIIOJIb 3y EeMEBIX B TEXHOJIOTNYECKOM npouecce IIPpOoM3BOIOCTBA
JIEKAPCTBEHHEIX CpPenCTB

HeobxonumMeie
YMEeHUS

OnpenendaTsb BEpPOATHOCTHU n IPUUMHEL BOBHUKHOBEHUSA
OTKJIOHEHUN OT TexXHOJIOTMYUECKOI'O IIpollecca, BO3MOXHOCTU UX
OOHAPYXEeHUA

BecTy  MOHMTOPMUHT paboTocrnocobHOCTH TEXHOJIOTUYECKOTO
O@OpyHOBaHMH )Z8 HOMemeHMﬁ, NCIIOJIBb3YEMBIX B TEXHOJIOI'MYEeCKOM
npouecce

VIHTEPIIPETUPOBATE noxasaHms aBTOMAaTUUYECKIX DaTUMKOB
COCTOSHUA oBbopynoBaHus, MIPOVBBOICTBEHHONI cpensr,
Pe3yJbTaTH BEIIOJIHEHHBEIX MCIHTAHUY B aHAJIUTUYUECKUX JIMCTax

OueHMBATH 3HA4YMMOCTb ODOHapPyXEeHHBIX OTKJIOHEHUMN n
HECOOTBETCTBUM TEXHOJOTMUECKOTO Ipolecca

OCymeCTBﬂHTb IIPOBEPKY MOEeHTUYHOCTHU, KoJIM4yeCTBa 12
KauecTBa MCXOIOHBEIX MaTepmaJsios, MCIIOJIb 3y EMBIX B
TEXHOJIOTTMUECKOM IIpoliecce

HpMMeHHTb aHaJIUTUYEeCKMe MeTOIMKM U BMByaHbHHﬁ KOHTPOJIb
TEXHOJIOTMUECKOTI'O IIpoliecca

ObecneumMBaTh SBalMTy NPOOYKUMM, CBHPbS M MaTepuajoB OT
IIEPEKPECTHOM KOHTaMMHALMM B TEXHOJIOI'MYECKOM IIpollecce

Bect ® [OpOBEPATH PETUCTPUPYRINYI  OOKYMEHTALMIO  [OIPpU
NIPOM3BONCTBE JIEKAPCTBEHHEIX CPEeIOCTB

[IpMMeHATh NPOLENYyPH CUCTEMH (QapMaleBTMUEeCKOI'O KadeCTkBa B
OTHOIEHUM BHIIOJIHAEMEIX TEXHOJIOI'MYEeCKUX IIPOLeCCOB
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HeobxonuMele TpeboBaHua CoIJlalleHMs O eOMHEIX I[IPpMHLUMIAX W I[IpaBuiax

3HAHUSA obpalleHMsa JIEKAPCTBEHHEIX CPelCTB B paMkax EBpasuyicKoIro
3KOHOMMUYECKOT'O COl03a, I[IpaBMJl HaIJiexallel IPOM3BOINCTBEHHOM
OPaKTUKM, HOPMaATMBHEX I[PaBOBHX AaKTOB U CTAaHIAPTOB B
oBJylaCcTU MNPOMBBOINCTBA JIEKAPCTBEHHHX CPELNCTB
dapmMalleBTHUUECKASL TEXHOJIOTUSI B yacTu BBINIOJIH SEMBIX
TEXHOJIOTUMUYECKHUX IIPOLECCOB
XapakKTepuCTUKA TEXHOJIOTUUYECKOT'O obopyIoOBaHUS n
BCIIOMOT'@TEJIbHEIX CMCTEM, MCIOJb3YIMXCS B  BHIIOJHAEMOM
TEeXHOJIOTMYECKOM IIpolecce
[lpaBuila SKCOJyaTauuM TEXHOJOIMYEeCKOTO OOOpyHmoBaHMSA U
BCIIOMOT'@TEJIbHEIX CMCTEM, MCIOJb3YIMXCS B  BHIIOJHSAEMOM
TEeXHOJIOT'MYECKOM IIpoliecce
XapaKTepuUCTUKU IIPOUBBOINCTBEHHEIX IOMelle U,
VCIIOJIb 3YIOUMXCSA B BHIIOJIHAEMOM TEXHOJIOTMUECKOM IIpoliecce
TpeboBaHMA K KadeCTBY MCXONOHEIX MaTepMaljioB, MCIIOJIb3yeMBIX
B TEeXHOJIOTMUECKOM IIpoliecce
[IpuHLMNOE QapMaleBTUYECKOM MUKPOOMOJIOTMM U aCeNTUKM
TpeboOBaHMA K KadeCTBY II0JIydaeMOM [IPOMEXYyTOUYHOM M T'OTOBOM
NpPoOyKLUMUN
AHaIuUTUUECKUue MeTOIOMKN, MCIIOJIb 3y EeMBIE npn
BHYTPUIPOUBBOICTBEHHOM KOHTPOJIE TEXHOJIOTUYECKOTO
npolecca
OcoBeHHOCTU BERIITOJIHAEMBIX TEXHOJIOT'MMUE CKMX IIpoLeccos,
TUIMUHEE [IPUUMHE BO3HMKHOBEHMS OTKJIOHEHMM, BO3MOXHOCTHU
UX YyCTpaHEeHUd
[Ipouenypsl bapMalLeBTHUUECKOM CUCTEMH KauecTBa
IPYMEHUTEJIBHO K BHIIOJIHSEMEIM TeXHOJIOTMUEeCKMM IIpolieccaM
[losoxeHus, MHCTPYKLUMK 1o 3al0JIHEHUIO perucTpupyouemn
OOKYyMEHTAaLUN
TpeOoBaHMA CAHUTAPHOTO pexmuMa, OXpPaHb TpyDa, IOXapHOMU
0e30IacHOCTM, OXPAaHHE OKpyXaolel Ccpelb, IOPSIOoK IelMCTBUM
IpY YpPEe3BHUAMHBIX CUTyaLMUSIxX

Ipyrne -

XapaKTEepPUCTUKHU

3.1.3. TpynoBas OGyHKLMKA

KOHTPOJIE TEXHOJIOTMUYECKOTO
YPpOBEHD
npolecca NpY NPOMBIIJIEHHOM A/03.
HammMeHOBaHMUE Konm (momypoBeHb) o
NIPOU3BOINCTBE JIeKapCTBEHHHIX 6
KBanudmraumum
CpencTs
[IpoucxoxXOeHme 3aMMCTBOBaHO
. OpurmHai X
TPYOOBOY QYyHKLMN 13 opuIMHAala
Kon PerncTpalOHHEM
opuUTMHAaJa HOMEDP

npodeCcCroHaJILHOT
O CTaHIapTa
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TpyHOBEE KouTpoJsip noTpebiieHUS MCXOOHHIX MaTepMajloB, HeODXOIOVMEIX
OencTBuUS OJi1S TOTOBOWM MNPOIYyKLUM
KonTponb PaboTEL OIlEpPaTOPOB 1o BBIIIOJIHEHUIO

TEXHOJIOTMUECKOT'O Ipoliecca

BrIloJiHEeHME onepaumﬁ II0 BHYTPUIIPOM3BOIOCTBEHHOMY KOHTPOJIO
B XOIIe TeXHOJIOTMUECKOTI'O IIpoluecCa M UMX permcrpalnmsa

PePMCTpaHMH BCeX U3MEeHEeHUN nu OTKJIOHEHUM Xooa
TEXHOJIOTMUECKOT'O Ipoliecca

KoHTpoJib B Ipoliecce MNPOMBBOACTBA (BHYTPUIPOU3BOINCTBEHHEI
KOHTPOJIb, MEXOIIEPAUMOHHEY KOHTPOJIbE) C LeJbl [IPOBEPKU
COOTBETCTBMSA I[IPOMEXYTOUYHOM MNPOOYKUMM M IT'OTOBOM MNPOIYKLMM
3alaHHEM TpeBoBaHUAM

OnopeumeHe YCTAHOBJIEHHEIX JIMIL O BHABJIEHHEIX MW3MEHEHUMAX U
OTKJIOHEHMAX TEeXHOJIOT'MUEeCKOI'O IIpoliecca

KoHTpoOJb noeHTHOMKaALUM IIOMELIe UM, oBOPYnOBaHUSA u
MaTepMraiob
KoHTpoOJb SKCIJTyaTauumu NIPOU3BOOCTBEHHHX IIOMEMEeHNU,
TEXHOJIOTMYECKOTO U WM3MEPUTEJIBHOTO OoO0OpyHoBaHuUsa, CpPencTB
M3MEPEHUN
KoHTpoOJb coBoIeHNa aCenTuUYeCcKUx onepaumnm (ecnn
IPYIMEHMMO )
Heobxonumele KoHTponMpoBaTh paboty NOOUMHEHHOTO CTPYKTYPHOTO
YMEeHMSI nonpasnejieHus, comepxaHMe  IOMeleHUl, SKCIUIyaTauuio U

TexHUdYeckoe OOCyXuBaHMe OOOpPyIOBaHMS

PaspabaTeBaTh " OLIEHVBAThH peryiaMeHTUPYILUY0 u
perncTpMpynllyld IOKYyMEHTALMI, KacamollylCcsa TexXHOJOTHYUeCKUX
IPOLIECCOB

OCylmeCTBJIATE OLIEHKY " aTTeCcTaumrio repcoHala
NIPOMU3BONCTBEHHEIX nompasneJieHuM bapMaleBTUIECKOTO
IPOMU3BONCTBA

[[pMHVMAaTL pelleHre O I[OBTOPHOM o00paboTke MM I[TOBTOPHOM
VICIIOJIbE30BAHMM CEPUM MM YacTu CepuM NPOAOYKLMM, He
COOTBETCTBYWIEN 3aIaHHEM TpeBOBaHUAM

KounTponuposaTk " KOPPEeKTUPOBAThH BBIIIOJIHEHME [JIAHOB
[IOBHIIEHUA 30PeKTUBHOCTHU IPOM3BONCTBA, [IOBBILEHUA
NPOM3BOOUTEJIBHOCTY  TPyHOa, PaLUMOHAJIBHOTO  PaCxOIOBaHMIL
MaTEpMalioB, VYIYUYlleHUd KOPPEKTUPYRIMX M OpelynpexIanlyx
MepPONPUATUN

OcywmecTBIIATE [IOUCK, oTbop 1Z8 aHaums nHOOPMaLMM,
[IOJIy4YEHHOM ns Pa3JIMUHBIX VMICTOYHMKOB, c LeJbIo
COBEpPIIEHCTBOBAHUA TEXHOJIOTUYECKUX IPOLLeCCOoB 1Z8

OIITVMMM3allM TEXHOJIOITMYECKMX LIMKIIOB

HeobxonmMele Tpe@OBaHMH CorylameHusa O S IOMHBIX IIPMHIINIIaXx n npaBpmiiax
SHAHUA o@pameHMH JIEKAPCTBEHHEIX CpeICTB B pPaMKax EBpaBMﬁCKOPO
OKOHOMMUECKOI'O COK3a, IIpaBUl HanoJjexalem HpOMSBOHCTBeHHOﬁ
IIPaxKTUKY, HOPMaATVMBHEIX IIPaBOBEIX AKTOB nu CTaHIapToOB B

obnacTu IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpenCTB

[IpyHLUMIOE QapMaleBTUUYECKOM MUKPOOMOJIOTUM U aCeNTUKM

@apMaueBqueCKaq TEeXHOJIOT'UA B JacTum BEIITOJIHAEMBIX
TEXHOJIOTMUECKUMX TIIPOLIECCOB




www.ohranatruda.ru OXPAHA TPYOA B POCCUU

HpOMBBOHCTBeHHaH OJOKYyMEHTAallMd Ha BEIIOJIHAEMBIE OllepallM U1

pPOLIEeCCH
XapaKTeprCTUKNA TEXHOJIOTUUECKOTO oBopynoBaHmUsa n
BCIOMOTATEJIBHEX CUCTEM, MUCIOJb3YOIMXCS B  BHIIOJHIEMOM

TEXHOJIOTMUECKOM IIpoliecce

[lpaBuijia DBKCIJIyaTauUM TEXHOJOTMUECKOTO OofopyHnoBaHMA U
BCIOMOTATEJIbHEX CHUCTEM, MCIOJb3YRIMXCS B  BHIIOJHIEMOM
TEXHOJIOTMYECKOM IIpoliecce

XapaKTepUCTUKHA IPOM3BOICTBEHHEX [IOMELIe U,
VCIIOJNIb3YRINMXCS B BEHIIOJIHAEMOM TEXHOJIOTMUECKOM IMIpoliecce

TpeBoBaHMa K KAUECTBY MCXOIHHEIX MAaTEPUaJIOB, WCIIOJb3yEMBIX
B TEXHOJIOTMUECKOM IIpoliecce

TpeboBaHMA K KaueCTBYy I[IOJydaeMOM [IPOMEXYyTOUHOM/TOTOBOM
OPOnyKLIUN

AHANMUTUUECKME METONMKM ¥ BUIYaJIbHEHE TEeCTH, MUCIIOJb3yEeMbe
OpM  BHYTPUIPOM3BOLCTBEHHOM  KOHTPOJIE  TEXHOJOIMYECKOIO
npouecca

[TonoxeHMs, MHCTPYKUMM  I[IO  BaloJIHEHMI  PeTruCTpUpYyolen
DOKYyMEHTAaLNNU

[IopsaOoK HOEeMCTBUM [NPU UYpPEes3BEUAMHEX CUTyaLUIX

HOpHHOK pacciyiegoBaHMA HeCYaCTHEIX CJIydJaes Ha
@apMaHeBTquCKOM IIPOM3BOLOCTBE

[TonoxeHMs, VMHCTPYKUUN IDOKYMEHTE 1o paspaboTke n
OQOPMIIEHMI0 TEXHUUECKOM M KOHTPOJIBHOM IOOKYyMEeHTaLuu

@OPMH . MeTOIObBL pa@OTH C IPVMMEHEHMVEM aBTOMaTU3VMPOBAHHEIX
cpelncCTB YyIIpaBJIEHVA U MH@OPM&HMOHHHX crucremMm

Tpe®OoBaHMA CAHUTAPHOTO pexmuMa, OXpPaHb TpyDa, IOXapHOMU
0e30IacHOCTM, OXPAaHHE OKpyXamolel) Ccpelb, IOPSIOoK IeMCTBUM
IPpY YPEe3BBUAMHBIX CUTyaLMAaX

Ipyrue -
XapaKTepMCTMKM

3.2. O6oBueHHas TpyHnoBas QyHKLUSI

PaspaboTka M CONPOBOXICHUE

TEeXHOJIOTMYEeCKOI'O IIpoliecca IIpn ypOBeHb

HammeHnoBaHMe Konm B 6
[IPOMBIIJIEHHOM [NPOM3BOLCTBE KBaJIMOUKALUA
JIEKAQPCTBEHHEX CpencTsB

[IpoucxoxXOeHme

g 3aMMCTBOBAaHO
O0OO0WEeHHOM OpurmHas X
. "3 opMIMHaJa
TPYyOOBOM OQYyHKLUUM
Kon PerncrTpalOHHEM

opuUI'MHaJa HOMeP
npodeccrMoHaJbHOT
O CTaHIapTa

BO3MOXHEIE CTapumii TEeXHOJIOT
HaVMeHOBaHUSA CTapumil MHXEeHEep-TexXHOJIOT
IOOJIDXHOCTEN, Benymmil MHXEHEP-TeXHOJIOT
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npo@eccwﬁ PykoromuTesib TEXHOJIOTMUYECKOIT'O oTIejia
PykoBomuresip oTHejla TEXHOJIOTMUYECKOI'O HOPMMPOBAHMA

TpeboBaHMa K Bricumiee obOpa30BaHMe - DaKaJlappuaT

oBpasoBaHUD U Briciiee ofpaz30BaHME — CcIHeuuanamuTeT, MarucrpaTtypa

0DyUYeHUIO

TpeboBaHMUS K He mMeHee Tpex jeT pa®OTH NO CHEUMAJIbHOCTHU IPM HaJMUUM

ONEITY BHICIIETO OOpas30BaHMA IO IporpaMMaM OakajiaBpuaTa

OpakTUYeCKOM He MeHee omHOTO roma paboOTH IO CIEUMaJIbHOCTM [IPM HAJIUUUU

paboTE BEHICIIET'O OOpPAaz30BaAHMA 10 NporpaMMaM CIeuMaJIuTeTa,
MaTUCTPaTyPH

Ocobrle yCJIOBUA [IpoxoxneHre o00sa3aTEJIbHEIX [IPeNBaAPUTEJIbHEIX (IIpU

IoonycKa k paboTe |NOCTYIJIEHMM Ha paboTy) UM NepUOIMUYECKMUX MEeOMLUMHCKUX
OCMOTPOB (0oOCJlenoBaHMM), a TaKXe BHeOUepeIHHIX

MeIMUVMHCKMX OCMOTPOB (OoOCjlemnoBaHMUI) B NOPAIKe,
YCTaHOBJIEHHOM 3aKOHOHATEeJIbCTBOM Poccurckon denmepalunm

Ipyrue Insa npod@eCCHMOHAJIbHOTO pocTa TpebyeTcs BHIIOJIHEHUE
XapaKTEePUCTUKN KpUTEPMEB, COOTBETCTBYOUMX CIelUMaJlbHOCTAM

OCHOBHEIE IIyTM MNOBHIIEHMS KBaJMQMKALIMN:

- IpoTrpaMMbl [OBBIEHMSA KBalIMOMKaALMM He pexe OIHOTO pasa B
OATbE JIET;

- HOpOTrpaMMel NPOYPEeCCHMOHAJBHOM MNEePelNodTOTOBKU;

- CTaXMVPOBKM;

- TPEHMHIM B CUMYJISUMOHHEIX LEHTpax;

- JMCIOJIb30BaHME COBPEMEHHEIX IOMCTaHLMOHHEIX
o0pasoBaTEJIbHEIX TEeXHOJOIMM (00pasoBaTeJIbHEM HOpTall U
BeOUHAPEHL) ;

- ydacTue B KOHI'peccax, KOHQepeHUMsAX, MacTep-kjaccax

IONOJIHUTEJIbHEIE XaPaKTePUCTUKN

HamMeHOBaHME Konm HanMmeHOBaHMEe 0asz30BOM I'PYNIE, OOJIKHOCTU
IOOKYyMEHTa (mpobeccumr) wmaM CHeUMaJIbHOCTU
OK3 1223 PyKOBOOMTENM NOIpa3desJiIeHUN 10 HayUHEM

MccijengoBaHMAM U paspaGOTKaM

2113 XUMUKU

2131 Buosoru, ©OOTaHMKM, 300JIOTM U CIeLMaJIMCTH
POIOCTBEHHEIX BaHATUMN

2141 VIHXeHepH B NPOMBILJIEHHOCTU M Ha I[IPOM3BOINCTBE
2145 VIHX€ He B~ XMMKM/
2149 CrneumajiMCTE B 00JIaCTM TEeXHUKM, He BXoIdlle B

OpyTrue TPYIIIE

2262 [IpOBU3OPEL

EKC - VHXeHep-TEeXHOJIOT (TeXHOJIOT')

- T'JIaBHEIM TEXHOJIOT

- HauanbHUK IIPOM3BOOCTBEHHOT'O OTIOEJIa

- Benymmil MHXEHeP

OKIIOTP 22488 VHXeHep-M1CCJieIoBaTeNb

22516 VHXeHep-MUKPOOMOJIOT
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22581 VHXeHep IO MUCIBTAaHUAM

22678 VHXeHep IO NOAT'OTOBKE MNPOM3BOIACTBA

22739 VHXeHep MO CTaHIapTM3aLUu

22833 VHXeHep-paImnoJioT

22836 VHXeHep-paamobnsmuk

22839 VIHXeHep-paOMoXVMUK

22854 /HXeHep—-TexXHOJIOT

22860 VHXEeHep— XUMUK

25850 [IpoBU30P

25856 [IPOBU30OP-TEXHOJIOT

27142 TexHOJIOT

42474 VIHXeHep-MCHETaTe b

42861 VHXeHep-dU3UKO—XUMUK

42865 VHXeHep XUMUKO-0aKTEepMOJIOTMUeCKOM JabopaTopumn

OKCO 010801 Pammodusauka M DIEKTPOHUKA

010802 dyHIaMeHTaJibHasad paInodusmka u dusmueckas
BJIEKTPOHMUKA

020101 XuMu st

020201 Buosnorus

020208 Buoxummsa

020209 Muxpobnosormua

020900 XyMusa, oOmM3uKa M MexXaHMKa MaTepualioB

060104 Menuxko-npodmiakTUIecKoe nOejo

060108 dapmaLesa

060112 MemuumHCcKasa OMOXUMUA

111201 BeTepunapusa

140300 AnepHee OMBMKA M TEXHOJIOTUM

140307 PammaunoHHas 0e30MIacCHOCTb YeJIOBEKAa M OKpyXaolen
cpensl

140308 PammaunoHHasa Oe30laCHOCTb

140401 TexHMKa 1 QM3MKa HU3KUX TeMIepaTyp

140504 XojoounbHasa, KpPUMOTEHHas TexHMKa U
KOHIMLMOHMPOBaHME

210301 Pammodpmsmka m 3JIEeKTPOHUKA

240301 XyMmueckasad TEeXHOJIOTUMS HeOpPT'aHMUECKMX BeleCTB

240307 TeXHOJIOTUS CPENCTB XUMUUECKOM 3allUTH

1
3
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240401 XyMmyeckasa TEXHOJIOTUA OPTaHMYEeCKUX BeleCTB

240402 XyMmMueckas TexXHOJIOTUS CUHTeTUUEeCKUX
OMOJIOTUUECKMX AaKTMBHLEX BEIECTB

240501 XyMmdeckasa TEXHOJIOTUSA BBECOKOMOJIEKYJISPHEIX
COeIVHEeHUN
240505 TexXHOJIOTMS BHICOKOMOJIEKYJISPHEIX U

BBICOKODOPEKTUBHEIX COEIMHEHUM UM YCTPOMCTB

240603 XyMmyeckasa TEXHOJIOTUHA PeIKUX DJIEMEHTOB U
MaTeprajioB Ha MX OCHOBE

240801 Mammuel ¥ annapaTe XMMMYECKMX [NPOM3BOILCTB

240802 OCHOBHEBIE TIPOILIECCH XUMUUECKUX IPOMI3BOIACTB U
XyMMUYeckKas KubepHeTuka

240901 BuoTexHoJIOTHUS

240903 BroxuMmueckoe IPOU3BOACTBO

3.2.1. TpynoBas OyHKUMUA

PaspaboTka M BHeOpeHMUE
YPpOBEHDB
TEXHOJIOTUMYECKOT'O HIpollecca njsa B/01.
HavMeHOBaHUE Konm (momypoBeHb) o
NIPOMEIIJIEHHOTO MNPOM3BOACTBA 6
KBaJIndUKauIUM
JIEKaPCTBEHHEIX CPEINCTB
[IpoucxOXOeHUE 3amMMCTBOBAHO
. OpurmHas X
TPYHOOBOM QyHKLUN "3 OpMUIMHAaJa
Kono PerucTpaluOHHEIN
opMUI'MHAaJa HOMED
npodeCCrMOoHAaJIBHOT
O CTaHIapTa
TpyHnoBHE PaspaboTka nOporpaMM BHEIOPEHMS  HOBBIX TEXHOJOTMUUYECKUX
OelcTBus NPOLEeCCOB IIPU MNPOM3BONCTBE JIEKAPCTBEHHEIX CPEHOCTB

PaspaboTka TEexXHUMUECKMX 3BalaHuy Ha [OPOeKTUPOBAHUE U
OCHalleHMe TI[POUI3BOLCTBEHHHX IIOMEUEHUM, [IPOMBBOICTBEHHEIX
JIVHUMT

[lonbop cocTaBa pa3pab®aTeElBaeMbX JIeKapCTBEHHBIX GopM 1nJjisa
ONTVMM3aUMM TEXHOJIOTMYECKOT'O Ipolecca

PaspafoTka NOPOMBBOINCTBEHHOM NOKYMEHTAUMWM IJIs  ONBTHO-—
IPOMEBIIJIEHHOTO ¥ MNPOMHIJIEHHOTO MIPOMB3BOLACTBA JIEKAPCTBEHHEIX
cpencTs

CorjlacoBaHMe paszpafoTaHHONW IOKYMEHTALUWM CO CTPYKTYPHEMMU
nompasneyieHusaMy GapMaleBTUUECKOTO MPOU3BOINCTBA

CorjlacopaHue BOIIPOCOB TEeXHOJIOTUUECKOM IIOOIOTOBKM
IIPOM3BOIOCTBA C IPOEKTHBEIMM OPTaHM3alUMAMN

Pa3pa60TKa IIJIaHOB MaCMTa@MpOBaHMH n IIepeHoCca
TEXHOJIOTMUECKMX IIPOLIeCCOB

HpOBGHEHMe OLIEHKUM TEXHOJIOTMYECKUX IIpoLeccos TJIA
YIIYUdIIEeHMA MX KadecCTBa
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BHenpeHue IPOLIECCHO-aHaJIUTHUUE CKIUX TEXHOJIOTUMN B
[IPOM3BONCTBO JIEKAPCTBEHHHX CPEeHnCTB

BHenpeHre pecypcocOeperamumx TEeXHOJOTUM O [IPOU3BOLCTBO
JIEKAPCTBEHHEX CPEenCcTB

BenmeHue yuerTa HpOMBBOHCTBeHHOﬁ, OTUETHOM JOKyMeHTaluMu,

OOKYMEeHTaluu, Kacampmencsa ONTVMM3aL A TEXHOJIOTUYE CKUX
NpoLEeccoB
Heobxonumele PazspabaTelBaTe M OLEHMBATE [NPOMU3BOILNCTBEHHYK M OTYETHYI
YMEHUA OOKYMEHTAaLM, KacapllylCcad TEXHOJIOIMUECKMX IIPOLEeCCOB
HTepnpeTpOBaTh nokKasaHma aBTOMATUUYECKUX ODaTUMKOB
COCTOAHMUA obopyInmoBaHuA, IPOM3BONCTBEHHOM cpentl,

Pe3yiibTaTel BHIIOJIHEHHBIX UCIIBITAHUM B aHaJIMTUUECKUX JIUCTax

BuOMpaTh TEeXHOJIOTMUYeCKoe O0OOpyIOBaHME ¥ IIPOMBBOICTBEHHEE
JMHUM C y4eTOM [POMBBOACTBEHHOM  MOIHOCTH, 3arpys3KU
000pPYyIOBaHMSA M YCTAHOBJIEHHBIX TpeOOBaHUMN

PaBpa@aTHBaTb TEXHMKO-3KOHOMMUECKOe OOOCHOBaHME CO3IaHMA
@apMaHeBTMHeCKOPO IIpOoM3BOOCTBA

HpOMBBOHMTB aHaims PHCKOB OJIA KayecTBa JIEKapCTBEHHEIX

CpeInCcTB
OcymecTBIIATH IOUCK, oTbHop u aHaIms nHbOopMaLMM,
HNOJIYyUEHHOM M3 PasJIMUHBIX MCTOYHMKOB, IJia pas3paboTku u

OINTUMMI3aLMM TEXHOJIOTMUECKOI'O IIpolecca

OnpemenaThb TPYOOEMKOCTE TEeXHOJIOTUYECKOI'O npouecca,
MaTepMaJlbHEIN BaraHc u TEXHOJIOTUUECKYIO cebecToMMOCTh
IPOM3BOLNCTBA JIEKAPCTBEHHHX CPELCTB

HeobxonumMele TpeboBaHua CorJjlalleHMsa O eOMHEIX [IPMHLMIOAX W [OpaBuUilax
3HAaHUSA oBpalleHrs JIeKaPCTBEHHBIX CPEeINCTB B paMKax EBpasumMckKoro
5KOHOMMYECKOTO COK3a, IpaBMjl Hamjexallel NPOM3BONCTBEHHOM
NPaKTUKM, HOPMATMBHBEIX MPaBOBHX aKTOB M CTaHIapTOB B

objlacTu IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpenCTB

@apmaueBTquCKaH TEXHOJIOT'UMA B qacTum paspaéaTHBaeMHx
TEXHOJIOTMUECKUMX IIPOLIECCOB

MpmHLUMNOE — bapMaleBTHMUYECKON  MMKPOOMOJIOTMHM, ACEeNTUKM U
TOKCUKOJIOTUU
[IpaBwmia SKCIIJIyaTaumm MUCIIOJIb3yeMOI0 TeXHOJIOTUYECKOTO

O@OpyHOBaHMH 1 BCIIOMOTI'aTeJIbHEIX CUCTEM

HomeHKﬂaTypa BCIIOMOT'aTE€JIbHEIX BeEUeCTB

HpMHHMHM MaCmTa@MpOBaHMH n IIepeHoCca TEXHOJIOTMYECKMX
IIpoLeccos

OpPaHMBaHMH TEeXHOJIOTUYECKOM n MHXeHepHOﬁ IIOOT'OTOBKMU
IIpomM3BOIOCTBA, BCIIOMOI'aTEJIbHBIX MVMHXEHEPHBIX CHUCTEM

MeTonmel u MHCTPYMEHTELI YIIpaBJIEHMA PUCKaMM 1OJI4 KaduecTBa
JIEKAPCTBEHHEIX CpencTB

STarmel [IPOEKTUPOBAHUA, KBaJIMUPUKALUN 1Z8 SKCIJIyaTalum
3I0aHUM, I[OMENEHMM U MUHXEHEPHHEX CUCTeM (apMaleBTUUeCKOTO
NPOM3BOACTBA M TpeDOBAaHMA K HUM

[IPUHLIMIIEL BaIMOaUum TEeXHOJIOTMYECKMX [IPOLLeCCOB,
KBaJIMOUKALMYM IIOMEUEeHUM M OOOPYyIOBAaHMS, MHXEHEPHBEIX CUCTEM
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MeTomel OpenynpexneHrs KOHTaMMHAUUM U  [epenyTHBaHUsI
NPOOYKUMM IIPU NPOM3BOICTBE JIEKAPCTBEHHEIX CPENCTB

MeTo el CTATUCTUYECKOI'O YIopaBJIEHNA KaueCTBOM,
CTaTUCTUYEeCKUE MEeTOIEI, IIPVIMEH dEeMEIe npn OLIEHKe
Pe3yJIbTaTOB VICIIBIT aHUM TEXHOJIOTUUECKUX IIpoLeccoB n
BaJIMalmm

IpuHUMOE pa3paboTKM M [NOCTAHOBKM Ha I[IPOM3BOICTBO HOBBIX
JIeKapCTBEHHBIX CcCpencTs (bapmakosormnueckue,
bapMalLleBTMUECKME ACHEKTH M TEeXHOJIOI'MYEeCKMEe aCIIEKTH)

TpeboOBaHMA CaHMTAPHOTO pPexmMa, OXpPaHbe Tpyla, [IOXapHOM
0e30IacCHOCTM, OXPaHbl OKpyXabllel cpensl, NOPpANOK IeMCTBUM
OPY YPEe3BBUAMHEIX CUTYyaLMAaX

Ipyrue -
XapaKTepnUCTUKNA

3.2.2. TpynoBas OyHKUMUA

COonpOBOXIOEHME TEXHOJIOTMUECKOT'O
YpoBeHDb
npolecca MIpY IPOMHIIJIEHHOM B/02.
HamMeHOBaHMe Konm (moOoypoBEHb) o
IPOM3BONCTBE JIEKAPCTBEHHHX 6
KBaaIMdukKaluum
CpencTs
[IpoucCxXOoXOeHNUE 3aMMCTBOBAHO
. OpurmHa X
TPYHOOBOM QYyHKLUU n3 opuIMHaJa
Kono PerucTpaluOHHEIN
opMUI'MHAaJa HOMEDP
npodpeccrmoHaJIbHOT
O CTaHIapTa
TpynoBele PaspaboTka, corJlacoBaHue bZ8 BelIOeHMre yuyeTa
OEeMCTBUS NIPOMBBOICTBEHHON, OTUEeTHOMN OOKyMEeHTaluuu, Kacamnmencs
TEeXHOJIOTUUYECKMX IIPOLEeCcCCOB
[InaHVpOBaHMEe NOTPeDHOCTM B MCXOINHOM CHpPbE M YIAaKOBOUHEIX
MaTepMalslax, HeOOXONMMEIX IJIS BHIIyCKaeMOM IPpOoIyKLUM
[IMaHVPOBaHME ¥ KOHTPOJIb  BHIIOJIHEHMS KOPPEKTUPYIMX U
npenynpexnallmux  MepolpUaTHUl, Kacamolmxcs IPOM3BOACTBA
JIEKAPCTBEHHEIX CPeICTB
AHaJIM3 TEeXHOJIOTMUYECKMX I[POLEeCCOB M IaHHBIX MOHMUTOPMHIA
IPOM3BOLNCTBEHHOM Cpensl Ha COOTBETCTBME YCTaHOBJIEHHBIM
TpeOOBaHUAM
[IpoBeneHMe aHanMsBa NPUUMH ODOHAPYXEHHBIX OTKJIOHEHUM U
HECOOTBETCTBUM, aHaamsa PUCKOB KadyecTBa 3TaloB
TEXHOJIOTMUECKMX IIPOLEeCCOB
[lpyuHATHME pelleHMsa O IepeylakoBKe, HepepaboTKe, OTKIJIOHEHUU
WM IOBTOPHOM MCIIOJIB30BAHUM CEePUM MM YacTU Cepum
NIPOMBBEOEHHOM MNPOIYKLUM
OcymecTBJeHME HaO30pa 3a TEXHOJOTMUECKMMM IPpOolleCCaMMu
HeobxonuMele PaccrnenoBaTh KPUTHUUECKME OTKJIOHEHUSA TEeXHOJIOTMYECKOT'O
YMEHUA npoluecca OT HOPMEBL
OueHMBaATH NPOMB3BOIACTBEHHYIO, OTUETHYIO IOKYMEHTAalMIO,
KacaolyonCcsad TexXHOJOTMYECKMX MNPOLEeCCOB
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OpPaHMBOBHBaTb TEXHOJIOTMUECKYID WM MHXEHEPHYI IIOAT'OTOBKY
IIpOM3BOIOCTBA, BCIIOMOTI'aTEJIbBHEIX MHXEHEPHEIX CUCTEM

VHTepnpeTpoBaTh noxKas3aHmsa aBTOMATUUECKUX O0aTuMKOB
COCTOAHMUA obopyInmoBaHud, IPOM3BONCTBEHHOM cpentl,
pesyJbTaTE BEIIIOJIHEHHEIX VICHEITaHUM npm NPOM3BOLCTBE
JIEKapCTBEHHEIX CPEenCcTB

OueHMBATH OoIepaluuM O OTOOopy HOpob

[Ipon3BOOUTHE aHaims PUCKOB OJIA KayecTBa JIEKAQPCTBEHHEX

CpencTB
AHaIMBUPOBATH " OLIEHVBATHb 3HAUVMOCTE OOHaPYXEHHBIX
OTKJIOHEHMM UM HECOOTBETCTBUMM TEXHOJOI'MUECKOI'O IIpolecca,
onpemnesyiaThb BEPOATHOCTb u IPUUMHEL BOBHUKHOBEHUI

OTKHOH@HM%, BO3MOXHOCTU UMX O6HapyXeHMH

OLeHMBaTh BJMAHME WM3MEHEHUN B TEeXHOJIOI'MYeCKOM Ipolecce
Ha CTabMJIBHOCTB M KA4WeCTBO IIPOMEXYyTOWHOM M TOTOBOM
NPpOOyKLUMM

OLeHVBATBL MCIOJIb3yeMOe TeXHOJIoOTMUeckoe obopynooBaHue U

IPOM3BOINCTBEHHEE JIVHUN c ydueToM NIPOU3BOICTBEHHON
MOLIHOCTH, 3aTpPy3KMU OoB0OpPYyInOBaHMA n YCTaHOBJIEHHBIX
TpeboBaHUN

AHanmM3MpPOBaThE PabOTy DBJIEKTPOHHHIX YCTPOMCTB M MX BIMSIHME
Ha TEeXHOJIOTMYECKUM [IPOoLIeCC

OcymecTBIIATH IoOUCK, oTbHop u aHaIms nHbOoOpMaLMM,
IOJIYyUEeHHOM us3 Pa3JIMUHEIX VCTOYHUKOB, ¢} L eJIbIo
COBEpPIIEHCTBOBAHUA TEXHOJIOTUUECKUX IIpOLIeCCOB 1z

OIITVMMUM3alllM TEXHOJIOTUMYEeCKMUX ILIUMKIIOB

Heob6xonmMere TpeboBaHmsa CorJjlameHMs O eAMHEIX [NPMHOMIaxX ¥ I[IpaBuiax
3HAHUSA oBpalleHMs JIeKAPCTBEHHBIX CPeINCTB B paMKax EBpas3umckoro
SKOHOMMYECKOTO COK03a, [IpaBuil HalJjexallel [IPOM3BOINCTBEHHOM
NPaKTUKM, HOPMaTMBHEIX IPAaBOBHX aKTOB M CTAaHIOapTOB B

obyacTu IIPOM3BOIOCTBA JIEKAPCTBEHHEBEIX CpeInCTB

STanet IIPOEeKTVNPOBAHNMA, KBaﬂM@MKaHMH n SKCIIJIyaTaluuu
BﬂaHMﬁ, [IOMEMEHUM U MHXEHEPHBIX CHUuCTeEM @apMaHeBTMHeCKOPO
IIPOM3BOICTBA U Tpe@OBaHMH K HUM

HpMHHMHM MaCmTa@MpOBaHMH n IIepeHoCca TEXHOJIOTMYECKMX
IIpoLeccos

IpuHIMOE Pal3paboTKy M BHECEHUS WM3MEeHEHUM B IPOU3BOINCTEO
JIeKapPCTBEHHEIX cpencTB (bapMmakoyormueckue,
bapMaleBTUUYECKME ACIEeKTH ¥ TEeXHOJOTMUYECKUE aCIIeKTH)

@apmaueBTquCKaH TEXHOJIOT'UMA B qacTum paspaéaTHBaeMHx
TEXHOJIOTMUECKUX IIPOLIECCOB

[IpaBuia SKCIlJIyaTaunum MCIIOJIB3YyEeMOTI'O TEXHOJIOTMYECKOTI'O
O@OpyﬂOBaHMH I BCIIOMOT'aTEJIbHEIX CUCTEM

AHanuTUUECKUE MeTOIOIMKIM n MeTO OBl BMU3YyaJIbHOI'O KOHTPOJIA
TEXHOJIOTMUECKOT'O IIpolecca

[MpmHLUMNOE  bapMaleBTUMUYECKON  MMKPOOMOJIOTMHM, aACenTuKM U
TOKCUKOJIOTUU

HomeHKﬂaTypa BCIIOMOT'aTE€JIbHEIX BeleCTB

MeTonmel u MHCTPYMEHTELI YIIpaBJIEHMA PUCKaMM OJI4 KadecTBa
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JIEKAPCTBEHHEIX CpencTB

[IpUMHUMIIE BaIuUoauum TEeXHOJIOTUMUECKUX IpoLIeCCOB u
aHaJIUTUUECKUX MEeTOIUK, KBaJIudUKalum [IOMENEe HUM u
OoDOpPYyOOBaHMSA, MHXEHEPHBEIX CUCTEM

MeTonet npenynpexineHmnusa KOHTaMMHALUMU u IepenyTEBaHUA
OPOOyKLUUM

MeTonet CTaTUCTUUECKOT'O yhnpaBJIeHUSd KayuecTBOM,
cTaTMCcTUUYeCcKMe MEeTOIH, IPUMEH IeMBIe npu OLIeHKEe
PEe3yJILTaTOBR VICTIEIT @ HUM TEeXHOJIOTUMUECKUX IpOLIeCCOB u
BaIunauum

MeToner noucka IPUYMH oOHapPYXEeHHBIX HECOOTBETCTBUMN
YCTAHOBJIEHHEIM TpeOOBaHUAM

TpeBOBaHMA CaHMUTAPHOTO PexmuMa, OXPaHB Tpylda, II0XAaPHOM
0e30IacCHOCTM, OXPaHbl OKpyXabllel cpensl, NOPpANOK IeMCTBUM

IpM Ype3BHYAMHEIX CUTYaLUUAX

IpyTue -
XapaKTEePUCTUKN
3.3. Ob6oBueHHasa TpyZoBas QyHKLUUSI
YnpaBJieHME [IPOMBILIIEHHEIM
YpoBeHDb
HauMeHOBaHME |IPOMBBOINCTBOM JI€eKAPCTBEHHEX Kon C 7
KBaJIudUKauIUM
CpeInCcTB
[IpomncxoxmeHme
. 3aMMCTBOBAHO
0BoOmeHHOM OpmurumHai X
N u3 opuIMHaJa
TPYyOOBOM QYyHKUUM
Kon PerncrpalOHHEM
opuIMHaa HOMEpP

npodeccrmoHaJIbHOT
O CcTaHIapTa

BosMOXHEIE
HaVMMeHOBAHMA
IOOJDXKHOCTEM,
npodeccuit

TJIaBHBIM TEXHOJIOT
BaMecTUTes b IMPEeKTOPpa [0 MNPOM3BOICTBY
JIMpexKTop MO MNPOM3BOINCTBY

TpeboBaHMA K
obpas30BaHUD U
0DyUYeHMIO

Bricmee O@paBOBaHMe - 6aKanaBpmaT

Bricmee O@paBOBaHMe — ClleljmajuTeT, Marmcrparypa

TpeboBaHMA K
OIIBITY
NpakTUYeCcKOM
paboTe

He Menee cemu JjeT paboTH IO CHELUAJIBHOCTU MIPU HAJIUUUN
BHICIIETO OOpas30BaHMUA IO NpoTIpaMMmaM OakajlaBpuaTa

He mMenHee naTtm JietT pa@OTbI 10 CIeuMaJIbHOCTUM IIPM HaAJM4YUU
BBICIIET'O O@paBOBaHVIF{ 10 mnporpamMMaM crieumajmreTa,
MaruCTPaTy Pl

Ocobrle yCJIOBUA
monycka k pabtore

[IpoxoxneHre OOA3aTEJIbHBIX NPEOBAPUTENBbHEX (IpK
IOCTYILJIEHNM Ha paboTy) UM NepMOOMYECKMX MeOULMHCKUX
OCMOTPOB (oOCJeHmoBaHMIL), a TakKXe BHEOUYEPEIHHX
MEeIOMUMHCKMX OCMOTPOB (OOcCJjeloBaHMM) B NOPAIKE,
YCTaHOBJIEHHOM 3aKOHOHATEJIECTBOM PoccuMckonm dermepalum

Ipyrue
XapaKT epMC TUKWM

Iis npodeccroHaJIbHOTO POCTa TpeByeTCs BHIIOJIHEHME
Kpurepmuep, COOTBETCTBYKIMX CIELMAJIBHOCTAM
OCHOBHEIE IIyTHM IIOBEIIEHUMSA KBaJ’H/I(i)MKaLU/H/I:
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— IIPOI'PaMMEl ITOBEIIEHMA KBaHM@MKaHMM He pexe OIOHOI'O pa3a B

II4Tb JIET;

- nporpaMMel IpodeCcCHMOHAJIBHOM IIEPENONTOTOBKH;

- CTaXMpOBKIM;

- TPEHUHTU B CUMYJISLMOHHBEIX LEeHTpax;
- MCIIOJIb30BaHME COBPEMEHHBIX IMCTAaHLMOHHBIX
oOpasz30oBaTENIbHEIX TEeXHOJOTUM (oOpa30BaTeJIbHEM NOpTaJ U

BeOMHAPEHL) ;

- ydJacTrue B KOHI'peccax, KOH@epeHHMHX, MacCTep—KJlacCax

IONOJIHUTEJILHEIE XapPaKTEPUCTUKA

HamMeHOBaHUE Kon HamMeHOBaHMe 06a30BOM TPYIIIIH, IOJDKHOCTU
OOKYMEeHTa (npodeccum) wmnm CrneumajibHOCTU
OK3 1223 PYKOBOIMTENM MNOIPas3IeJIeHUNM IO HayUHBM
UCCJIeNOBAHUAM UM paspaborTkam
EKC - TJIaBHEIM TEXHOJIOT
OKIIOTP 22488 VHXeHep-MUCCJenoBaTe b
22516 VHXeHep—MUKPOOMOJIOT
22581 VIHXeHep IO MUCILITaHUAM
22678 VHXeHep IO MNOATOTOBKE IIPOU3BOICTBA
22739 VlHXeHep IO CTaHIapTU3aLUMU
22833 VHXeHep-palnoJior
22836 VHxeHep-panmnodmusmux
22839 VHXeHep-pPaIuOXUMUK
22854 VIHXeHep—TexXHOJIOT
22860 VIHXeHep—XVMUK
25850 [IpoBU30P
25856 [IpOBM30OP—TEXHOJIOT
27142 TexHoJIOT
42474 VHXeHep-MCIETaTe b
42861 VHXeHep—dU3MKO — XMMMK
42865 VIHXeHep XUMMKO-0aKTEepMOJIOTMYEeCKON
JabopaTopumn
OKCO 010801 Pammodmsrka M DIEKTPOHMKA
010802 dyHIaMeHTaJlbHad paluodmsuxka u Qusmudeckas
BJIEKTPOHUKA
020101 Xymmsa
020201 Buosyorusa
020208 Broxummsa
020209 MyxpoBrosiormsa
020900 XyMmnsa, O¢Ms3MKa UM MeXaHMKa MaTepralioB

1
9
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060104 Menuko-npodpmilakTudeckoe neJjio
060108 dapmales
060112 MenuuuHckas OUOXUMUS

111201 BeTepuHapus

140307 PammaumoHnHas 6e30IIaCHOCTL UeJIOBeKa U
OKpYyXawllel cpemns

140308 PammaumoHHasa ©e30IacHOCTHb
140401 TexHMKa U QOMBMKa HU3KUX TeMIepaTyp
140504 XosomunbHasg, KPUOTEHHAas TexXHUKa U

KOHIOMIIVIOHMPOBaHME

240301 XyMmudeckasas TEeXHOJIOIMA HeOPTaHMYEeCKUX
BELIEeCTB

240307 TeXHOJIOTUS CPEelCTB XUMUUECKOMW 3BalTH

240401 XyMmueckas TEeXHOJIOIMS OpTaHMUeCKMX BeUeCTB

240402 XyMmueckas TEXHOJIOTUS CUHTETUUECKUX

OMOJIOTUUECKUX AKTUBHBIX BEUIECTB

240501 XyMmueckas TEXHOJIOTUS BHCOKOMOJIEKYJISPHEX
COeIMHEeHUM
240505 TeXHOJIOTUS BHICOKOMOJIEKYJISPHEX U

BEICOKODOOEKTUBHEX COEIVMHEHUN M YyCTPOMCTB

240603 XyMmueckas TEXHOJIOTUS PelKUX BDJIEMEHTOB U
MaTeprasioB Ha MUX OCHOBE

240801 MalMHEl M allapaTH XMMMYUECKUX [IPOU3BOLCTB

240802 OCHOBHEIE MPOLIECCH XMMWUECKMX I[IPOM3BOINCTE U
xyMmyeckas KubepHeTuka

240901 BruorexHnomsorusa

240903 BruoxuMmnueckoe NpoOU3BOIACTBO

3.3.1. TpynoBas OGyHKLMKA

YnpaBJieHMe MpolieCcCaMm c/01 YPpOBEHB
HamMeHOBaHMe |NIPOM3BOIOCTBA JIEKAPCTBEHHBIX Kon 9 ) (monypoOBEeHb) 7
CpPencTs KBaIndmraumum
[IpoucxoxXOeHne 3aMMCTBOBaHO
. OpurmHai X
TPYIOOBOM OYyHKLUUM U3 opuIMHAala
Kon PerncrTpalOHHEM
opMI'MHAaJa HOMEP
npodeccrMoHaJIbHOT
O cTaHzapTa
TpynoBue PaccMOTpeHMe M YyTBEPXIEHME NPOMU3BOICTBEHHOM IOKyMeHTaluu
OeVCTBUL dbapMalLeBTUUECKOI'O NIpOM3BOLCTBA 1Z8 opTraHM3aumdg ee

BEITIOJIHEHIM A
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OpraHuzalus OPOMBBOICTBA M XPaHeHMsS I'OTOBOM IPOOyKLUMM B
COOTBETCTBUM C YTBEPXIEHHOM HOOKyMeHTalMeM IJiS IOCTMXKEeHUS
HeOobXOoOIMMOT'O KadecTBa

Opraumsaumsa OLEHKM M [NONIMCAaHUSA NPOM3BOILCTBEHHEIX 3alucCel
YIIOJIHOMOYEHHEIM Ha DTO I[IEepPCOHAJIOM I[Iepen UxX Ilepenader B
rnompasnesyieHue KOHTPOJIS KauecTBa

KouTpomnb conepXaHusa [IOMELIe U, SKCITyaTauum n
TEXHUUECKOTO OOCHyXrBaHMUSA OOOPYINOBaHUS

PykoBoncTBO BaJMOmauMey TeXHOJIOTMUYECKUX IIpoLueccos

Opraumsaums paccjemoBaHMsa OOHAPYXEHHEX  OTKJIOHEHMM U
HECOOTBETCTBUM IIPOM3BOILCTBA JIeKapCTBEHHBIX cpezncTs
YCTAHOBJIEHHEIM TpeBOBaHMUAM, aHaJiM3 PUCKOB ¥ yIpaBJIeHUE
puckaMmM IJiss KadyeCTBa BHIIYCKAaeMOM MNPOIYyKLUN/

[lpoBemeHue KOMILJIEKCHOTO aHanmsa IesTeJIbHOCTU
nogpasnesieHus

PykoBoncTBO pa@OTaMM I10 IIOOI'OTOBKE IIPOM3BOOCTBEHHOTO
nompasnejyieHnsd K JIMIIEH3MPOBAaHUIO, MHCIIEKTMPOBAHMIO
HOTpG@MTeHHMM M T'OCYHapCTBEHHEIMM HAO3OPHEBEIMM OpI'aHaMM

BrHenpeHue KOHTPOJIbHBEIX MepPOoNPpMATUN B OTHOWEHUN
BJIEKTPOHHEIX IOKYMEHTOB

OpraHmsaums MNepBUYHOTO U IOoCJjenyilmero ofyueHud nepcoHasa
IPOM3BONCTBEHHOTO MNOIpasIdesieHnI

OpraHmuzaumnsa NpOBeIeHUA COOTBETCTRYIIIMX pabor 1o
BaaMOaLUM
Heobxonumele OCcymeCcTBIATH OLIEHKY COOTBETCTBUA IPOMBBOIACTBA
YMEHUI JIEKAPCTBEHHBIX CpeInCcTB TpebOoBaHUAM, YCTaHOBJIEHHBIM

3aKOHONATENECTBOM Poccurickoly  Oemepaumm 00  obpalleHnn
JIeKapPCTBEHHEX CPEICTB

praBﬂHTb KOMIIJIEKCHBIMM HAYYHO-TEXHUUECKVMU IIpOeKTaMMN

YnpaBiAaTh IOOTOTOBKOM 0630pPOB KauecTBa BHIIYIIEHHOM
NpoOoyKUUM (Ha yPOBHe NoIpaslesieHNs)

OHeHMBaTb IIOCTAaBUIMKOB MCXOIOHOTI'O CEIPB A )78 YIIaKOBOUYHEIX
MaTepralioB

OLueHrBaTh KOHTPAaKTHEIX HpOMSBOHMTeHeﬁ 1 IIOCTAaBIUIMKOB

PaspabaTeBATH TEXHUKO-3KOHOMMUECKOE 0BOOCHOBAHMKE
PEKOHCTPYKLUMM WJIM PaCUIMPEeHUs [IPOMBBONCTBA JIeKapCTBEHHHX
cpencTs

OHeHMBaTb oOBEeM WUCIETAHUM 110 BaJigalMlM TEeXHOJIOTUMUECKUX
IpoLEeCCOoB

BecTu IIeperoBOpPE, IOeJIETMPOBATEH IIOJIHOMOUMA

Heobxonumere TpeboBaHma CorJlalleHusa O eOMHBIX [NPMHLMIAaxX W [IpaBuUiax
3HaHUA obpalmeHusa JIeKapCTBEHHBEIX CPENCTB B paMKax EBpasmMyicKOIO
5KOHOMMUYECKOTO COKp3a, IpaBujl Hanjexalle NPOMU3BONCTBEHHOM
NPakKTUKY, HOPMATMBHEIX I[IPaBOBEX AaKTOB ¥ CTAaHOAPTOB B

obnacTu IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpenCcTB

XapaKTepMCTMKM OCHOBHOI'O TEXHOJIOI'MYECKOI'O O@OpyHOBaHMH n
BCIIOMOTI'aTeJIbHBIX cucreM, MCIIOJIb3YyIMXCH B BEIIIOJIHAEMOM
TEXHOJIOTMUECKOM IIpoLecce
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XapaKTepMCTMKM IIPOM3BOOCTBEHHEIX nomemeHMﬁ,
MCIIOJIE3YKIMXCA B BEHIIOJIHAEMOM TEXHOJIOTMYECKOM IIpoLuecce

Omelr OTedYeCTBEHHEIX n MEXIOYHAPOIOHBIX HpOMSBOHMTeHeﬁ B
0oBJIaCTM TEXHOJIOTUU IIPOM3BOIOCTBA AQHAaJIOTUYHOM IIPOOYyKIUIMN

HpMHHMHH @apMaHeBTquCKOﬁ MMKpO@MOHOPMM, aCeIllTUKM nu
TOKCUKOJIOTUN
@apmaueBTquCKaH TEXHOJIOT'MA B JacTum BEITTOJIHAEMBIX

TEXHOJIOTUUECKUMX TIPOLIEeCCOB

HpMHHMHH CTaHIOapTM3aumm nu KOHTPOJIA KadvecCcTrBa
JIEKAPCTBEHHEIX CpPeldCTB UM IOedTeJIbHOCTU 110 UMX MNPOUM3BOIOCTBY

MeTo el IIpoBelleHMA Hay4YHBIX UCCJIeNOBaHUM

MeTombl ONTUMMBALUUM TEXHOJIOTUYECKUX IIpoLeccor

MeTome! IIPOMBIIIJIEHHOT'O MEHeIXMEeHTa ¥ JIOTMCTUKN

MeTonmel u VMHCTPYMEHTEI YIIPaBJIEHMA IIPOeKTaMM

MeTonmel m MHCTPYMEHTEI YIPAaBJIEHMA PUCKaMM OJA KayecTBa
JIEKAPCTBEHHEIX CpPenCTB

STanet IIPOEeKTNPOBaHNUA, kBaIndUKaAL UM n SKCIIIIyaTaumum
BHaHMﬁ, [IOMEUEHUM U VMHXEHEPHEIX CHUCTEM @apmaueBTquCKoro
IIPOM3BOOCTRBA U Tpe@OBaHMH K HUM

JIMlleH3MOHHEIE Tpe6OBaHMH Ipy IHIpOoM3BOAOCTBE JIEKAPCTBEHHEX

cpencTs
[TPMHLIMIIEL BaIMOaumm TEeXHOJIOTMYECKMX IpOLIECCOB u
AHAJNIUTHYECKUX METOINK, KBanudmramum IIoMelle UM n

O60pyHOBaHMH, VMHXEHEPHBIX CUCTEM

MeTo OBl CTATUCTUUECKOTO ynpaBJIeHUA KaueCcTBOM,
CTAaTUCTUUECKMUE MEeTOIHI, NIpYMeHIeMble npu OlLleHKe
Pe3yJIbTaTOR MCIBITaHUN TEXHOJIOTUUECKUX IpoOLIeCCOB u
BaJIMIOaLUM

lIpaBujia BHYTPEHHETO TPYIOBOTO paclopsanka

[IPMHLUIIEL OEeJIONPOM3BOACTBA M INOKYMEHTOOOOPOTa

TpeBoBaHMA CAHUTAPHOTO pexuMa, OXpPaHel Tpynha, [IOXapHOM
0e30NaCHOCTM, OXPAaHE OKpyXaolelM cpelrl, NOPANOOK IeMCTBUM
IPpY YPEe3BBUAMHBIX CUTyaLMAaX

Tpyrue -
XapaKTepMCTMKM

3.3.2. TpynoBas OGyHKUMKSA

YnpaBJieHue pas3paboTKoM U
_ YPpOBEHBb
onTHMM3ALMEN TEeXHOJOIMUeCKOI'O Cc/02.
HammeHnoBaHMe Kon (momnypoBeHDb) 7
npolecca NpomM3BONCTBA 7
KBaJIudbUKaluum
JIEKAPCTBEHHEIX CPelCTB
[IpoucxoxXOeHne 3aMMCTBOBAaHO
. OpurmHas X
TPYyOOBOM OQYyHKUUM 3 opuIMHala
Kono PerncrpaunoHHEN

opmurrHaja HOMEP
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npodeccrMoHaJIbHOT
O CcTaHIapTa

TpyOoOBHE PaccMOTpeHMe ¥ yYTBEPXIEHME NOKYMEHTAaUWuM, CBS3aHHOM C
OelCcTBUsA IPOM3BONCTBOM JIEKAPCTBEHHHX CPEenCcTB, M OopraHu3auus ee
BEHIIIOJIHEHU A

OpraHuszsauusa pa3paboTKM M BHEIPEHMS HOBEIX TEXHOJOTMUECKUX
pelueHnn

PyxoBomcTBO pad®oToM IO MNPOEKTUPOBAHMIO UM CO3OaHUI HOBHX,

PEKOHCTPYKLUUN VIMEIUMX C 51 IPOM3BOICTBEHHEIX Y4aCcTKOB,
TEeXHUUECKOMY [IePEeBOOPYXEHUIO bapmMaleBTHUIECKOTO
IPOM3BOICTBA

Pazpaborka u YTBEPXIEHNE MEPONPUATUN o YVITy dle HUIO
KauecTBa BEIITy CKaeMoM OpOOoyKLUUM u CHMXEeHUIO ee
cebecToOMMOCTU

PykOBOICTBO pa3paboTKOM I[1JIQaHOB MNOBHUEHUS >OOeKTUBHOCTU
bapMalleBTUUECKOTO IIPOMBBOINCTBA, yCTpaHeHu s Bpaka B
opraHu3aumumn

OpPaHMBaHMH pa60T 10 N3YUYEHUIO n BHEOPEHNMIO Hay4HO—
TEeXHNYECKUX HOCTMX@HM%, InepenoBoro oOTedeCTBEHHOT'O n
3apy6eXHoro OIlEITa IIPOM3BOILNCTBAa JIEKAPCTBEHHEIX CpPenCcTB

HﬂaHMpOBaHMe 1 yhIOpabBJIeHME KOMIIJIEKCOM pa@OT 10 aHaJIu3sy
TEXHOJIOTMYECKHMX IIPOLIeCCOB @apmaueBTquCKoro IIPOoM3BOLOCTBA
M VX COBEPULEHCTBOBAHMIO B COOTBETCTBMM C YCTAaHOBJIEHHBIMMU

TpeOOBaHUAMU
Heob6xonuMere OpTaHM30BHBATH MCCJIeNOBATEJILCKME UM DKCIEPUMEHTAJIbHEEe
YMEHUSI paboTel 1o pas3paboTke U ONTUMMBALUUM TEeXHOJIOT'MUECKUX
IIPOLIECCOB

OLeHVBATL [NPOM3BOIOCTBEHHYI UM  OTUETHYID IOOKYMEHTAalMIo,
Kacaplyncad TexXHOJIOTMUECKMX I[IPOLEeCCOB

PaspabaTeBATH TEeXHMKO-3KOHOMUYECKOEe 0OOCHOBAHMKE
coBmaHMs, PEeKOHCTPYKLUMM MM pPacliMpeHMs NIPOM3BOACTBA
JIEKAPCTBEHHBIX CPEeACTB

AHaﬂMBMpOBaTB MCIIOJIb3YyEeEMYIO TEXHOJIOT'MIO Ha cooTBeTCTBME

YCTAaHOBJIEHHEIM TpeGOBaHMHM n YIIpaBJjIaeMOCThb
TEeXHOJIOTMUEeCKMX IIpoLeccosB, OPT'aHVM3O0OBEBATDH paBpaGOTKy n
BHeIOpeHMe B IIPOM3BOIOCTBO OINTVMV3NMPOBAHHEIX

TEXHOJIOTMUECKUMX TIPOLIECCOB

OCVM@CTBHHTB YIpaBJIEeHVE KOMIIJIEKCHEIMM HaY4YHO-TEXHUNYECKVMN

npoekKTaMu
PemaTs 3anauu o obecrieueHuIo GUBUKO—-XUMMUUECKOM,
CTPYKTYPHO-MEXAaHUUECKOM, AHTUMUKPODOHOM CTabUIILHOCTHU

JIEKapPCTBEHHEIX QOPM NIPM MX NPOMU3BOACTBE

BecTu IIeperoBOpPE, OeJIEeTMPOBATH IIOJIHOMOUMA

Heobxonumere TpeboBaHma CorJlalleHusa O eOMHBIX [NPMHLMIAaxX W [OIpaBuUiax
3HaHUA obpalmeHusa JIeKapCTBEHHEIX CPENCTB B paMKax EBpas3smMyicKOIO
5KOHOMMYECKOTO COKp3a, NpaBMjl Hanjexallel NPOM3BONCTBEHHOM
NPakKTUKY, HOPMATMBHEIX I[IPaBOBEHX aKTOB ¥ CTAaHOAPTOB B

obnacTu IIPOM3BOIOCTBA JIEKAPCTBEHHEIX CpenCcTB

JIMLIeH3MOHHEIE TpeBOoBaHMUSA [PY I[IPOMU3BOINCTBE JIeKapCTBEHHBIX
cpencTs
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HpMHHMHH @apMaHeBTMHeCKOﬁ MMKpO@MOHOPMM, ACeIlTUKMN n
TOKCUKOJIOTUN
@apMaHeBTMHeCKaH TEXHOJIOT'UA B JacTum BEITTOJIHAEMBIX

TEXHOJIOTUMUECKUMX TIPOLIeCCOB

STans IPOEKTUPOBAHUSA, KBanubmuraumum 17 BKCIJTyaTaluumn
3IaHWM, I[OMEWEHUM M MHXEHEPHHEX CUCTEeEM GapMaleBTUUIECKOTO
IPOM3BONCTBA M TPeBOBaHMSA K HUM

[MpMHLMIIE BaJialumm TEXHOJIOTUUECKUX nIpoueccoB n
AHaAJIMTUYECKUX MEeTOINK, KBanubrKauum IOMeleHUM 128
O60pyHOBaHMH, MHXEHEPHBIX CUCTEM

MeTomer CTaTUCTUUECKOTO yIhnpaBJIeHUA KayvyecTBOM,
CTaTUCTUUYECKMUE MeTOIHl, IIprMEeHAEeMEIE npn OLIeHKe
Pe3yijibTaTOB VICTIEITaHUM TEXHOJIOTMYECKUX npoLneccoB nu
BaJIMIalmm

[Ipouenypel GapMalLeBTUUYECKOM CUCTEME KadeCTBa B OTHOUEHUU
NIPOMBBOLACTBA JIEKAPCTBEHHEIX CPeICTB

[IPMHLUIIEL OEeJIONPOM3BOLACTBA M IOKYMEHTOOOOPOTa

HepCHeKTMBH TEXHNYECKOTO pPa3BUTUA OPTaHM3alUUn

[IpaBujia BHYTPEHHETO TPYyIOBOTO pacmopdnka

HpMHHMHM CTaHIapTMU3aumm n KOHTPOJIA KayecTBa
JIEKAPCTBEHHEIX CPEeOCTB M IOeATEeJIbHOCTUM IO MX IIPOUM3BOIOCTBY

MeTomel IIPOBEIEHNMA Hay4YHBIX VCCJIeIOBaHUM

MeTomel ONTUMMMBALUM TEXHOJIOTUUYECKOI'O Inporecca

MeTonmel u MHCTPYMEHTELI YIIPaBJIEHUA pruckamMm IOJid KauecCcTBa
JIEKAPCTBEHHEIX CpPencCcTB

MeTonmel 1 MHCTPYMEHTEL YIIPaBJIEHMA INPOEKTaMM

TpeboBaHMSA K Hay4YHOMU opraHmsalum Tpyna pu
MIPOEKTUPOBAHUYM TEXHOJOTMUECKUX MPOLIECCOB

TpeBoBaHMA CAHMUTAPHOTO pexuMa, OXpPaHel Tpyha, [IOXapHOM
0e30NaCHOCTM, OXPAaHE OKpyXamoleM Ccpelrl, NOPANOK IeMCTBUM
IPpY YPEe3BBUAMHBIX CUTyaLMAaX

Ipyrue -
XapaKTEePUCTUKNU

3.3.3. TpynoBas OGyHKLMKA

OpraHmsaumua paboTH [IepCcoHaJla c/03 YPOBEHb
HamMeHOBaHME |NPOM3BONCTBEHHOI'O Kon 9 ) (momypoBEHD) 7

nompasnesyieHud KBanudmMrauum
[MpoucxoxneHme 3aMMCTBOBAHO

. OpurmHai X
TPYIOOBOM OYyHKLUUM "3 opMUIMHaJa
Kon PerncTpalOHHEM
opMIMHAaJa HOMEp

npodeccrMoHaJbHOT
O CcTaHIapTa
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TpyHOBEE [InaHMpoBaHMEe I[IOTPeOHOCTM B Ie€pCOHAaJle IMIPOM3BOINCTBEHHOTIO
OencTBuUS nonpas3nejieHusa
OpraHusauusa obyueHUs 128 OLIEHKM 3HaAHUM epcoHaa

IIPOM3BOOCTBEHHOI'O IIoOpa3ldeJIeHnAd

HonBop " amanTaums nepcoHala IPOUBBOINCTBEHHOT'O
nompasnesieHusa (B 4YacTM CBOMX IIOJIHOMOUMM)

Pacnpenesenue 3anayg n pabort MEXIY COTPYIOHVKAMMU
nomgpasnesyieHus, KOHTPOJIb MX BHIIOJHEHUS

OpraHusauusa PETYIISPHEIX MEeIUUMHCKUX npodurakTUUe CKUX
OCMOTPOB COTPYIOHUKOB IPOM3BONCTBEHHEIX CTPYKTYPHEX
nonpasneJieHun
[IpoBeneHUe OLIEHKM YCJIOBUMN TpyIoa (B yacTu CBOUX
TIIOJIHOMOUMIM)
Heobxonumele OueHMBaTL NOTPEeBHOCTL M[IPOM3BONCTBEHHOTO MOApPAas3OeJIeHMS B
YMEeHUI nepcoxase
OLleHMBATH npobeccruoHaNIbHO-KBANNOVKALIMOHHBINM YPOBEHDb

IIepCcoHajJila IMNPOM3BOOCTBEHHOT'O IIoOpa3neJieHNA

PaBpa@aTHBaTb MEPOIPMATMA IO ajalTaluuM IepCoHajla

CorylacoBEBATH OOJIXHOCTHEIE MHCTPYKLIUN IIepcoHaa
IIPOM3BOOCTBEHHOT'O INIOoOpasnelIeHNA

[lnaHmMpoBaTe M  oONpenesysaTs (QOPMEI M  METOIH  OOydeHMA
nepcoHasna

PazpabaTeiBaTh cucTeMy 2S0QeKTMBHOM MOTMBAaLMM IepCcoHala
IPOM3BOLNCTBEHHOT'O MNOIpaslelieHUs

[IpenynpexnaTb KOHQIMKTHEE CUTYyalUU

AHaﬂMBMpOBaTb 12 OLIeHMBAaTh JedTeJIbHOCTb ImepcoHaa
InmompasneJyiIieHMAa Ha KOHKPETHEIX ydJacCTKaXx pa@OTH

BecTu [OEeperoBOpPH, IOeJIeTMPOBATb I[IOJIHOMOUMS, OCYUWEeCTBJIATH
B3aVMOIEVCTBME C COTPYIHMKAMM OPYIMX NOApa3IeJiIeHUN

OCcymeCcTBJIATE KOHTPOJIb COOJIOOEHMA [NEe€PCOHAJIOM CaHMTAPHBIX
npaBui, TpebOBaHMM OXpPaHEl Tpyla, [IPaBUJI BHYTPEHHETO
TPYHOOBOT'O pacHnopfanka

HeobxonuMele TpynoBOe 3akKOHOOATeJNbCTBO Poccuiickom demepaumm
3SHaHMA

JIokaJsibHEIE aKTHL I10 HAllPaBJIEHMAM IOEATEJIBHOCTU

Buner CTUMYJIMPOBAHMA TIIepCoHaljJla

KanpoBHM MEeHEeIXMEeHT

HopMEI meJioBOT'O OOumeHMS U KYJbTYPH, npobeccroHaJbHOM
INCUXOJIOTUM, DTUKM UM IEOHTOJOT'UMU

CaHMTapHO—PMPMeHquCKMe Tpe@OBaHMH K IIOMelle HMAM )2
IIepCcoHally

TpeboBaHMA K OTUYETHOM IJIOKyMeHTaluuM, CTPYKTypa M COCTaB
OTUETHOM HNOKYyMeHTalMuM II10 KaIpaM

TpeboBaHMA Haajexameyu IPOMBBONCTBEHHOM NIPaKTUKA,
HOPMATUBHBEIX [IPaBOBEHX AakKTOB W CTaHOapToB B 0OJacTu
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KadecTBa JIEKAPCTBEHHBIX CpelCTB B OTHOUEHNMM IIepCOHalJla

TpeboBaHMA CaHMTAPHOTO pPexmMa, OXpaHbB Tpyla, [IOXapHOM
0es30IacCHOCTM, OXPaHbl OKpyXaollel cpensl, NOPpANOK IeMCTBUM
IPM UYPEes3BHUAMHEIX CUTYaALMUSIX

Ipyrue -
XapaKTEPUCTUKNA

IV. CeepmeHusa o6 opraHmus3alLuAagx - pas3paboTumMkax
npodeCcCruoHaJILHOTO CTaHIapTa

4.1. OTBeTCTBEHHAasa oOpraHM3alLUA-pPazpadoTUuuK

Obmepoccumckas obmecTBeHHasa opraHm3aumsa "POCCUMCKMUIM COI03 I[IPOMHBIUIJIEHHUKOB U
npennpmuHmuMaTesen", ropon MockBa

YnpaBagoumy OUPEKTOP
YnpaBJleHUsS Pas3BUTUA KBalubmxalmu CMmmpHOBa lOnmsa BajnepbeBHa

4.2. HaumMeHOBaHMSA OpraHU3aUuy-pas3paboTuMKOB

1 Accoumaumusa MexIyHapOoIHEX (QapMaleBTHMUECKMX NPOM3BOIMUTEJIEM, Iropold MockBa

2 Accoumalumusa OpomseoamuTesel QapMaleBTUYECKOM HNPOOYKLUUM UM U3OeJIUM
MeIMUMHCKOT'O HasHadYeHMus, ropond MockBa

3 Accoumaluusa POCCUMCKMX QapMalleBTMUYEeCKUX Npomu3BoAamuTesiel, ropon Mockea

4 OTBOY BO "llepBelM MOCKOBCKMM I'OCYIapPCTBEHHEN MEeIUUMHCKUM YHUBEPCUTET
vMeHu V.M. CeuenHora" MumHzmpaBa Poccum, ropom Mockea

5 Cow3 "HaumoHanbHasa dapmMauerTUueckas llajara", ropon MocksBa

6 Cowoz IlpodeccroHaNnbHEXx PapMalerTHueckux OpraHmsaumy, ropond Mockba

<1> OBmepoCCHUMCKMUM KJIacCUPMKATOP BaHATUN.

<2> OBmepOCCUMCKUM KJIaCCUPMKATOP BUIOOB BKOHOMUYUECKOM IeATeJIbHOCTU.

<3> Ilpmkasz MumH3OmpaBcoupazBuTus Poccum or 12 anpesnsg 2011 r. N 302y "0OO yTBepXIeHUU
IepedHel BpeOHBIX M (MJIM) OIHNaCHHX [IPOM3BOINCTBEHHEIX (akTOpoB M paboT, OPpM BHIIOJHEHUU
KOTOPEIX I[IPOBONATCSA 0OO0sg3aTeJIbHEE IpelBapUTeJIbHEE W IIepUuoIMdecKre MeIMLUMHCKME OCMOTPEL
(obcnemoranusa), wu IllopAanka OpoeeneHMsa o0OA3aTeJIbHEIX NPEeNBapUTEJIBHEIX U [IePUMOOUUYECKUX
MEeOMUMHCKMX OCMOTPOB (oOcjenoBaHmuM) pabOOTHMKOB, S3aHATHX Ha TaXeJex padorax M Ha
paboTax C BpeOHBIMM M (MJIM) ONACHBIMM YCJIOBMAMM Tpyza" (3apermucTpMpoBaH MMHIOCTOM Poccum
21 oxrTadbps 2011 1., permcrpaumoHHBlM N 22111) Cc wm3MeHeHMSAMM, BHECEHHBIMM [IpMKaszaMu
MuuzngpaBa Poccum ot 15 mas 2013 r. N 296H (3aperucTtpupoBaH MuHiocTOM Poccum 3 wmoomsa 2013
r., perucrpaumoHHEM N 28970) m or 5 mexabpsa 2014 r. N 801lrn (3apermcTpupoBaH MMHIOCTOM
Poccum 3 derpans 2015 r., peructpaumoHHb N 35848) .

<4> EOMHBM KBaJIMOUKALMOHHEM CIPABOYHUK JOJDKHOCTEN PYKOBOIMTEJIEM, CIELUMaJIMCTOB U
CITyXalX .

<5> Obuwepoccumckuy kjaccubpmukaTop npodbeccur padouux, OOJDKHOCTEM  CJyXaumx U
Tapu@HEIX PaspAanos.

<6> OBULepPOCCUMCKUM KJIacCudmUKaTop ClIelMaJiIbHOCTEeM 10 o0pa30BaHU.



