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IIpOLiECCaMy IPH MPOMBIIUTEHHOM IIPOU3BOICTBE JIEKAPCTBEHHBIX CPENCTB (CHHTETHIECKHX,
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02.016

(HaMMeHOBaHHe BHa NPO(eCCHOHANBHOMN NeSTENLHOCTH) Kon

OcHoBHas ek BrAa NpodhecCHOHATHEHON AEATENBHOCTH:

HeﬂTeJ'IBHOCTL I10 Oprasu3aliy, BEACHUIO TEXHOJIOTHIECKHX IIPOLIECCOB H YIIPABJICHHIO
| TEXHOJIOTHYECKMMH IIPOLIECCAMH ITPH IPOMBINUICHHOM IIPOU3BOJICTBE JICKAPCTBEHHBIX CPEACTB

T'pynna 3assTHii:

1223 PykoBopuTtenu nmoppasencHui mo HaydasmM | 2113 XUMHKH
HCCITeIOBAaHUAM M pazpaboTkaM

2131 Buonoru, 6oTaHuKH, 30010TH H 2141 WmxeHeph! B IPOMBINUICHHOCTH
CHEIMAINCTEL POJCTBEHHBIX 3aHATHI H Ha IIPOU3BOJICTBE

2145 HmxeBepbI-XxUMHKK 2149 CrenuamicTsl B 06macTi
TEXHUKH, He BXOAAIIHE B JIPyTHE
v TPYILIBL

2262 IIpoBH30pEI - -

(xox OK3%) (HauMeHOBaHwuE) (xon OK3) (HanMeHOBaHHe)
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IL. Onncanue TpynoBbIx GpyHxumii, BXOAALIHX B NpodeccHonaNbHbIH cTaHAAPT (PyHKIHOHANLHAS KAPTA BHAA
npodeccHOHANBHOH 1eATEIbHOCTH)

Ob6o6meHHEIe TpyNOBBIe GYHKIHM Tpynossie pyHKIER
YPOBEHB
Kox HanMEHOBaHUE YPOBEHE HaUMeHOBaHUe KOX (moAypOBEHB)
KB UKALHH
KBaTUpHKANHAH
A Brmonsenue paboT mo 6 Pa3paboTka TEXHONOTHYECKOH JOKYMEHTALMH IIPH A/01.6 6
BHEIPEHHIO TEXHOJOTHYECKHX HOPOMBIIUICHHOM IIPOH3BOJICTBE JIEKAPCTBEHHBIX
HPONECCOB IIpA CpEACTB
IIPOMBIIJICHHOM IIPOU3BOJACTBE BeneHHE TEXHOIOTHYECKOTO MpoLiecca Ipy A/02.6 6
JIEKaPCTBEHHBIX CPELCTB TIPOMBILICHHOM TIPOM3BOACTBE JICKAPCTBEHHBIX
CpeACTB
KoHTpois TexHon0ru4eckoro npoiecca npu A/03.6 6
IIPOMBIIUICHHOM IIPOH3BOZACTBE JICKAPCTBEHHBIX
CpeJCTB
B Pazpabotka u conpoBoXxzeHne 6 Pa3paboTka u BHEZPEHNE TEXHONOIUYECKOTO B/01.6 6
TEXHOJOTHYECKOTO Ipoliecca Iponecca Jis IPOMBIIIEHHOTO IIPOU3BOACTBA
HIpY IIPOMBILILIEHHOM JIEKapCTBEHHBIX CPEIICTB
NPOU3BOICTBE JICKapCTBEHHBIX ConpoBoxaeHHe TEXHOJIOTHIECKOro Nporiecca IpH B/02.6 6
CpeAcTB IIPOMBIILIEHHOM IIPOH3BOJICTBE JIEKAPCTBEHHBIX
CpeACTB
C Viupasnerue TPOMBIILICHEEM 7 ‘VrnpasieHye IpoueccamMy IPOH3BOACTRA C/01.7 7
IIPOA3BOACTBOM JIEKapCTBEHHBIX CPEZICTB
JIEKapCTBEHHBIX CPEACTB Vupasnenne paspaborkoi n onTuMm3anAeit C/02.7 7
TEXHOJIOTHYECKOT0 IIPOIecca MIPOU3BOACTBA
JIEKapCTBEHHBIX CPEJICTB
Opranmnsanus paGoTs! nepcoHana npoussoacrseHHoro | C/03.7 7

TIOApPAa3eICHUL




III. XapakrepucTuka 06061eHHBIX TPYAOBBIX QyHKIMIA

3.1. O6obmennan TpyaoBas GpyHKIUN

BrinonHenue paboT 10 BHEAPEHUIO
X MPOIECCOB IIPH Vposens

Hamveropame | TCXEOTIOTHIECKHX IIPOLIECCOB TP Kox A P 6

TIPOMBIIIIEHHOM IIPOM3BOJICTBE KBaHuKAHH

JICKapCTBEHHBIX CPENICTB
Tpoucxoxaenue

3aUMCTBOBAHO M3
oboGuienHol Tpyfosoit | Opurmran X pu———
byHKIIR
Kon PerucTpalyoHHsIit HoMep
opurmHaia  NPO(ECCHOHANLHOTO CTaHAApTa

BosMmoxHbIe Macrtep
HAUMEHOBAHU Macrep-TexHonor

IoIDKHOCTEH, mpodeccuit

Hmxenep-texnoynor
HavanpHuK CMEeHBI

TpeGoBanus x

00pa3oBaHHIO ¥ 00YUCHHUIO

Bricmiee o6pazoBanue — 6axanaBpuar
Bricniee o6pa3oBaHue — CIIEIHAIMTET, MATHCTPaTypa

Tpe6oBanus k onbITy
TIPaKTH4ecKo# paGoTh!

Ocobble yenoBus gorrycka

I[Tpoxox/ieHEe 00A3aTENBHEIX IPeABAPUTENBHBIX (IIPH IOCTYILICHHH Ha

K pabore PaboTy) ¥ HEpHOANYECKAX MEAHLMHCKAX OCMOTPOB (0bcienoBanuii), a
TaKxe BHEOUEPeAHBIX MEAALMHCKHX OCMOTPOB (00CiIe/IoBaHMii) B OPSAKE,
YCTaHOBJICHHOM 3aKoHOfaTecTBOM Poccutickoit deneparu

Jpyrue xapaktepuctukd | Jia mpodeccHoHanbHOTO pocTa TpeGyeTcs BHIIOIHEHRE KPHTEPHEB,

COOTBETCTBYIOIIHX CHELHAIBHOCTIM

OCHOBHEIE ITyTH NOBHILIECHAS KBaNH()HKAITMH:

- IpOrpaMMBbI TOBBIMICHHS KBaTUKaMK He peske ONHOTO pa3a B IIATH JIET;
- IPOrpaMMEI IPOeCCHOHANBHOR MePEOATOTOBKH;

- CTAXXHPOBKH,

- TPEHHHTH B CHMYJIIHOHHBIX LEHTpaX;

- HCIIOJIF30BaHHE COBPEMEHHEIX NUCTAHIMOHHBIX 00pa3oBaTeILHbIX
TeXHOIOTHif (06pa3oBaTelbHLIA MOPTAT U BeONHAPEL);

- y9aCTHE B KOHIPeccax, KOHQEPEHIHIX, MAacTep-KIIaccax

JlonomHUTENbHBIE XapaKTEpACTHKHA

H Haumenopauue 6a20B0ii TPYIIIEL, ODKHOCTH
aUMECHOBaHUE JOKYMEHTa Kon
(mpodreccnu) WM cHENUAIBHOCTH

OK3 2113 XUMHKH

2131 Buonorn, 60TaHUKH, 300JIOTH U CHEIHAHACTE

JICTBCHHBIX 3aHATHH
2141 HmxeHepH B IPOMBIIUICHHOCTH U Ha
MPOU3BOJCTBE

2145 HmxeHeph-XUMHKA

2262 ITpoBH30pEL
EKC* - HmxeHep-TexHoIOT (TEXHOJIOT)




Macrtep yuacTka

MacTep KOHTpOJIBHBIA (YYacTKa, Iexa)

22488

OKIIATP’ VmxeHep-uccaen0BaTenb

22516 Hmxenep-Mukpobuonor

22581 VmxeHep Mo HCIIBITaHMAM

22678 HmxeHep 110 MoaroToBKe NPOH3BOACTBA

22739 VmxeHep no cTasjapTu3alyn

22833 VBxeHep-paanoior

22836 WmxeHep-pauodu3ux

22839 HWmxeHep-paguoXuMHK

22854 HMixeHep-TeXHOI0T

22860 WmxeHep-XHMHK

25850 IIpoBu30p

25856 I1poBH30p-TEXHOIOT

27142 Texnomor

42474 Hmxenep-ucnsiTaTelb

42861 HmxeHep-dU3HKO-XUMHEK

OKCO® 010801 Pamnodu3uxa U 37eKTpOHAKA

010802 dynnameHTanbHas pasrodusnka 0 husHYecKas
INEKTPOHNUKA

020101 Xumusg

020201 Buonorus

020208 Buoxumus

020209 Muxkpo6uosorus

020900 Xumud, hu3vka ¥ MEXaHNKA MaTEPHAIOB

060104 Memuxo-npoduaakTHIECKOe eNo

060108 Odapmanes

060112 MeaunuHcKas OHOXHMHUSL

111201 Berepunapus

140300 Snepuble GHU3KKa ¥ TEXHOIOTHH

140307 Papuanuonnas 6e3011aCHOCTH Y€NIOBEKa H
OKpYy>Karomel cpesibl

140308 PaguanuonHas 6€30MaCHOCTE

140401 TexHuka u (H3rKa HU3KAX TeMIepaTyp

140504 XonoaunbHasl, KpUOTEHHAs TEXHUKA 1
KOH/AMI[HOHHPOBaHHE

210301 Pammodu3nka v 3neKTpoHKKa

240301 XumMuyecKas TEXHONOTHSA HEOPTaHMIECKUX
BeIECTB

240307 TexHonoTHs CpencTB XUMHYECKOH 3a1HTHI

240401 Xumydeckasi TEXHOJIOTHS OPTaHUYECKUX BENECTB

240402 XuMH4ecKas TEXHONOTHSA CHHTETUIECKHX
GUOJIOTHYECKHX aKTHBHBIX BEIIECTB

240501 XuMHudgecKas TEXHONOTHS BEICOKOMONEKYIISPHBIX
COCITMHCHUHN

240505 TexHOJIOTHS BEICOKOMONEKYJLIPHEIX H
BEICOKO9( HEKTHBHBIX COSAUHEHUH H YCTPOHCTB

240603 Xumudeckas TEXHOJIOTHS PEAKHX 3JIEMEHTOB B
MaTepHaoB HAa HX OCHOBE

240801 MammHs 1 annapaTthl XMAMHYECKIX IPOU3BOJICTB

240802 OcHOBHBIE IpOIecCH] XUMHUYECKHX IPOU3BOJCTB H




XHMHICCKast Ku6ep1{e'm1<a

240901 Buorexnonorus

240903 Broxummpaeckoe IIpon3BOJICTBO

3.1.1. Tpynosas dpynxnns

HaumenosaHue

IIpoucxoxnenue
TPyHOBO# QYHKLHH

PaspaboTka TeXHOIOTHIECKOH
JOKYMEHTAIIMH IIPH IPOMBIIICHEOM
IPOM3BOJICTBE JIEKAPCTBEHHBIX CPEJICTB

Yposenp
(moxypoBeHs) 6
KBanupukanuu

Kox | A/01.6

X 3aUMCTBOBaHO H3

Opwurusan
OpHryHaTa

Kon
OpHrHHaIA

PerncrpanmoHHsIil HOMEP
npodeCCHOHATLHOTO CTaHAAPTa

Tpynoseie
neicTBHA

Bri6op THIOB M GOPM TOKYMEHTOB JUIL ONHCAHUS TEXHOJIOTHIECKHX IMPOILECCOB MPH
TIPOM3BOACTBE JICKAPCTBEHHBIX CPEACTB

PaspaboTka npPOMEIIUIEHHOTO  periaMeHTa, TEXHOJOTHYECKHX  HHCTPYKIHI,
TIPOM3BOACTBA JIEKAPCTBEHHEIX CPEICTB MHCTPYKIHMI MO YHNAaKOBKE JEKapCTBEHHBIX
CpeiCTB

PazpaboTKa CTaHMapTHLIX OMEPAIOHHBIX NpPONEAYP /UL HOATOTOBHTEIBHBIX
omeparuif (IpoBepka MaTepHaloB, IpeABapUTeNbHas oOpaborka, 3arpyska CHIpb,
OIleHKa KpUTUYECKHX HapaMeTpoB Iporecca) MPOH3BOACTRA JIEKAPCTBEHHBIX CPEJICTB

PaspaGotka CTAHJAPTHBIX OIIepaIHOHHBIX npouenyp HOATOTOBKH
HPOM3BOACTBEHHOr0 OCOpYJOBaHHA K TEXHOJNOTHIECKOH omepamud (OIHCTKa,
MOHTaX, KaIUOPOBKA, CTEPHITI3AIIN)

PaspaboTka cTaHAapTHBIX ONEPAllHOHHBIX IPOLEAYP BHIIOJHEHHS TEXHONOTHICCKHX
omepanyii Ipu NPOU3BOACTBE JIEKAPCTBEHHEIX CPEICTB

PaspaboTka cTaHmapTHBIX ONEpPAIMOHHBIX [POLEAYD
HPOH3BOICTBA JIEKAPCTBECHHBIX CPEACTB

KOHTpOJIA  Mpolecca

Opranuzamus 3amonHeHus H  obecreveHHs
JOKYMEHTAIUA

COXPaHHOCTH TEXHOJOTHYECKOM

HeobxonuMmele
YMEHHS

OHRC}ICIDITB JOKYMCHTEI, HE00XO0JEMBIE [UIsl OIIMCAHNS TEXHONOTHIECKOTO rnpouecca

OcymecTBIATh aKTYaJIM3all0 M YHHYTOXKEHME JOKYMEHTOB IPOM3BOACTBA
JIEKAPCTBEHHBIX CPEHCTB

Ipou3BOIUTE 3KCIIEPTH3Y NOKYMEHTOB, OMHMCHIBAIONINX TEXHONOTHIO IPOU3BOACTRA H
pa3paboTKy IpoLEccOB INPOM3BOACTBA, I PETHCTPAHOHHOIO JOChe HA
JIEKapCTBEHHBIA npenapar

Bectu 3amucm mo paGoTOCHOCOOHOCTH TEXHOJOTHYECKOTO OOOpYIOBaHHMS U
TOMENICHHH, HCIIONB3YEMBIX B TEXHOJIOTHYECKOM IpoIiecce

HOI(YMCHTHPOB&T’B NPHIHHEL OTKJIOHEHHH OT TEXHOJIIOTHIECKOrO mpouecca

O(hOpMJ'DITL H3MCHCHHS B IIPOMBINIJICHHBIX pernaMeHTax Iponecca MpOHU3BOICTBA
JICKAPCTBEHHEBIX CPCACTB

O6ecmeunBaTh COXPaHHOCTH H 3aIATY TEXHOJIOTUYECKOH IOKYMEHTaIwMu

OCyIUecTBIIATS HOMCK M aHANM3 PeryJSTOpHOH, HAyIHOM H HAayIHO-TEXHHYECKOM
HHGOpMaNNH 1Is pa3paboTKH TEXHOJNOTHYECKOH JIOKYMEHTALIH

Heob6xoaumele
3HaHHUSA

Tpeboparua CornameHds © €AUHBIX NPUHIMNAX H NpaBuiax obpameHus
JIEKAPCTBEHHBIX CPEJCTB B paMKax EBpa3miicKOro 3KOHOMHYECKOTO COIO3a, IIPABHII
HaUIeXaMeH NPON3BOACTBEHHOM IPAaKTUKH, HOPMATHBHBIX MpPABOBBHIX aKTOB H
CTaHJAPTOB B 06NIACTH HIPOU3BOACTBA JIEKAPCTBEHHEIX CPEACTB

(DapMaueBanecxaz TEeXHOJIOTHSI B YaCcTH BBIIOJHACMBIX TCXHOJOTHYCCKHX
IIPOLECCOB
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HpOPIBBO)ICTBeHHa}I JOKYMEHTAIUA Ha BEIIOIHACMBIC OIICpallii H IIPOLIECCHI

Xapamepncmm OCHOBHOTO TEXHOJIOTHYECKOTO o6opy,uosanm " BCIIOMOTaTCIbHBIX
CHCTCM, HCIIOJB3YIOIMIMXCS B BEIIOJHICMOM TCXHOJIOTHIECKOM IPOILIECCE

HPaBPIJIa SKCIUTyaTalldd TEeXHOJOTHYCCKOro o6opynonamm H BCOOMOrarc¢JIbHbBIX
CHCTCM, MCIIOJIE3YEMBIX B BHITOJIHACMOM TEXHOJIOTHIECKOM IIPOLECCce

XapakTepUCTHKH  IPOH3BOACTBCHHBIX  IIOMENICHHWH,  HCHOJB3YIOMMXCI B
BBIIIOJTHAEMOM TEXHOJIOTHYECKOM IpoIecce

TpeboBaHHS K KaIeCTBY MCXOOHBIX MaTeprajoB, HCIIONE3YEMEIX B TEXHOJIOTHIECKOM
npouecce

TpCGOBaHI/I}I K KQYECTBY MOJIYHAECMBIX IIPOMEXXYTOYHEIX K T'OTOBBIX NPOAYKTOB

AHaluTHYeCKHWEe METOOMKH H BH3YaJIbHEIC TECTEH], HCIIOJIB3YEMBIE  ITPH

BHYTPHUIIPOU3BOACTBEHHOM KOHTPOJIC TEXHOJIOIHYCCKOT0 Mpoecca

TMonoxeHus, HECTPYKIMHY IO 3aO0IHEHHIO PETHCTPUPYIOme JOKYMEHTAIHI

TpeboBaHHs caHWTapHOTO peXKMMa, OXpaHbl TpyHa, HOXapHOH Oe30macHOCTH,
OXPaHBI OKPYXAXOMeH Cpefibl, IOPSoK AeHCTBUI IpH Ype3BhlUaiiHbIX CUTyaNusX

Hpyrue -
XapaKTePUCTHKH
3.1.2. TpyaoBas yuxnus
BC,I[CHHC TCXHOJIOTHICCKOT O
Hponecca OpH IPOMBIILICHHOM Yposexn
Haumenosaune Kon | A/02.6 (noxypoBeHs) 6
IIPOU3BOJACTBE JIEKAPCTBEHHBIX KBaTHHKALIH
CpEZCTB
TIpoucxoxnenue 3aMMCTBOBaHO H3
TpyAoBoit hyHKIIH Opwrnzan X OpHrHHANA
Kon PerncTpaunoHHbIH HOMEp
opurHHana  npodeCCHOHATBHOrO CTaHAapTa
Tpynossie TloaroToBka pabouero MecTa K MPOM3BOJICTBY BEIYCKacMOM CEPHH IPOXYKIIMH
JefcTBus ITomyuenue MCXOMHOTO CHIPhS M YNAKOBOYHEIX MATEPHANIOB CO CKiala W BeAeHHe

MaTepHaJILHOI'O GajylaHca 11 IIPOM3BOACTBA CEPHUH I'OTOBOr'0 IIPOAYKTA

IlpoBenenne uneHTHGHKANUYE HCIIONBE3YEMBIX B XOAE TEXHOJOTHYECKOTO Ipolecca
MOMEIIeHAH, 000OpyROBaHHUs, IPOMEXYTOUHHIX M TOTOBBHIX IPOAYKTOB C ILENBIO
NIpeayIpeXAeHNS NepeTyThHIBaHUA

ITogroroBka [IOMEIECHUH, OGOPYJIOBaHPIH u O€pcoHalla K  IMPOBEACHHIO
TEXHOJIOTHICCKHUX pa60T

SKcrmya'ranuﬂ IIPOHU3BOJCTBCHHBIX MIOMEICHUH, TEXHOJIOTHYCCKOTro H
HU3MCPUTEIIBHOI'O 060py,Z[OBaHPI$I, CpeACTB nsmepe}mﬁ IpA  IIPOH3BOACTBE

JICKAPCTBCHHEBIX CPECTB

BrmtonHeHre TEXHONOTAYECKWX ONepanuif Tp¥ TPOM3BOJCTBE JIEKAPCTBEHHBIX
CpeacTB

OcymecTienre omepaunii H KOHTPONS, CB3aHHHIX C MPHEMKOH MAarTepHaloB,

TEXHOJOTHYECKAM  IIPOILIECCOM,  YNMAKOBKOM, IEpEeyHmaKkOBKOM, MapKHpPOBKOH,
nepeMapKupoBKOi

Perncrpanus BceX BBIIONHAEMBIX ONEpaldii NpPH NPOHM3BOJCTBE JEKAPCTBCHHBIX
CPE/CTB

Perrcrpanus ycmoBuii MpoH3BOACTBEHHON CPEABI NP IMPOHM3BOACTBE JIEKAPCTBEHHEIX
CpesCTB

Pemcrpaunx BCEX nonpemeﬂm‘i YNaKOBKH HCXOOHOIO CBHIpbSI H YHAaKOBOYHBIX
MAaTCpHAJIOB, HEPECAABAEMEIX B MPOU3BOJACTBO
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IMoxrBepxneHue COOTBETCTBHA KONMYECTBA M HAMMEHOBAHUIA, NMOJTYYEHHBIX CBIPBS,
MaTepHaoB W IPOMEXYTOYHOH NPOLYKIHH, HCIONB3YEMBIX B TEXHOIOTHYECKOM
Ipolecce IPOU3BOICTBRA JIEKapCTBEHHBIX CPEICTB

Heo6xoauMmsie
yMeHus

Ompenenars BEPOATHOCTH ¥ JIPWYMHBI BO3HHKHOBEHMS  OTKJIOHEHHH  OT
TEXHOJIOTHYECKOT0 Ipolecca, BO3MOKHOCTH HX 00HApYIEHHUS

Becrn MOHATOPHHT pabOTOCHOCOGHOCTH TEXHONOTHYECKOTO OOOpYHOBaHHA H
TIOMEIEHN}, HCIIONB3YEMBIX B TEXHOJIOTHYECKOM IPOLEcce

WHTepnperapoBarh TOKa3aHU] aBTOMATHYECKUX JaTINKOB COCTOAHYA 060pynOBaHMUA,
IIPOM3BOJICTBEHHOH CPENBl, pe3yIbTaThl BEIIOJHEHHBIX HCIEITAHHN B aHATUTHYECKHAX
JIMCTaX

OueHHBaTh 3HAYHMOCTh OOHApPY)KEHHBIX OTKJIOHEHHH M  HECOOTBETCTBHH
TEXHOJIOTHYECKOTO Ipolecca

OC}’]J.ICCTBJUITB NPOBEPKY HACHTUYIHOCTH, KOJIMYECTBA H Kaue€CTBA HCXOIHBIX
MaTCPHAJIOB, HCHIOJB3YEMEIX B TEXHOJIOTHYCCKOM IIPOIIECCE

ITpuMEHSTh aHATHTHIECKHE METOAUKM H BHU3YAIBHBIH KOHTPOIb TEXHOJIOTHYECKOTO
mpouecca

OGecreunBary 3alUTy NPOAYKIMH, CHIPbS H MAaTepPHAIOB OT IT€PEKPeCcTHOH
KOHTaMHHAIHY B TEXHOJIOTUIECKOM ITPOLECCe

Becty ® ImpoBepATh PETHCTPHPYIOMIYIO [JOKYMEHTAIMIO IPH IIPOH3BOIACTBE
JIEKapCTBEHHEIX CPEJICTB

ITpuMeHATs mpOLeaypHl CHCTEMBI (apMareBTHYECKOr0 KadecTBA B OTHOIICHHH
BBIIOJIHAEMEIX TEXHOJIOTHYECKHX ITPOLECCOB

Heobxoaumere
3HaHUS

TpeboBanus CornameHds O eAWHBIX [OPUHIMIAX M NpaBWiIax oOpalleHus
JIEKapCTBEHHEIX CPEACTB B paMkax EBpasmilCKOTO 3KOHOMHYECKOrO COI03a, MpaBHIT
HaJUIe)Kalneif MpPOM3BOACTBEHHOM IIPAKTHKH, HOPMATHBHBIX IPAaBOBEIX aKTOB M
CTAaHJAPTOB B 06JaCTH HPOM3BOACTBA JIEKAPCTBEHHBIX CPEICTB

(DapMaueBTqucxaﬂ TE€XHOJIOTHS B YACTH BBINNOJIHACMBIX TCXHOJOTHISCCKHX TPOLIECCOB

XapaKTepPHCTHKH TEXHOJIOTMYECKOTO OOOPYNOBAHHSA H BCIIOMOTaTeNIbHBIX CHCTEM,
HCIIONB3YIOMHUXCS B BEIIONHIEMOM TEXHOJIOTHYECKOM IPOIIECcce

Ilpasuia skcmutyaTanuu TEXHOJIOTHYECKOTO OGOpYJNOBaHHSA ¥ BCIIOMOTATEIBHBIX
CHCTEM, HCIIOJIE3YIOMHXCA B BHIIOJHIEMOM TEXHOJIOTHIECKOM IIPOIEcce

Xapax’repuc'mm TIIPON3BOACTBCHHBIX NOMEIIECHAH, HCIOJb3YIOINHUXCA B
BBIIOJHACEMOM TEXHOJIOTHYCCKOM ITPOLIECCe

TpeGoBanua K KA9eCTBY MCXONHBIX MATEpHAOB, MCIIONME3YEMBEIX B TEXHOJIOTHIECKOM
mporecce

Ipuanune: papManeBTHIECKOA MUKPOOHOJIOTHH U aCeOTHKH

Tpe6GoBaHHs K Ka9€CTBY MONy4aeMOi IPOMEXYTOUHOM H TOTOBOM MPOAYKIIHH

AHanuTH9IeCKHE METOOUKH, HCIIONIB3yEMBbIE IIPH BHYTPHIIPOA3BOACTBEHHOM KOHTpPOJIE
TEXHOJIOTHIECKOTO IpoLecca

Oco0eHHOCTH BBIIONHAEMEBIX TEXHOJIOTHYECKHX oponeccoB, THIOWYIHBIC ITPAIHHBI
BO3HHKHOBEHHSA OTKJIOHEHUH, BOSMOXHOCTH UX YCTpaHCHUL

Iponmenyps! GapManeBTHYECKOH CHCTEMBI Ka4eCTBa IPHMEHHTENBHO K BEIIOIHAEMBIM
TEXHOJIOTHYECKHM IPOLIEcCaM

TMonoxeHust, KHCTPYKITHH 110 3aIIOJTHEHHIO PErHCTPHPYIOMEH NOKYMEHTAIHA

TpeboBaHuA CAHATAPHOTO PEXKUMA, OXPAHHI TPYAA, HOXapHON 06€30IaCHOCTH, OXPaHbI
OKpYKaromei cpeapl, NOPAROK ASHCTBHIA NPH YpEe3BHYANHBIX CATYAIHIX

Hpyrne

XapaKTCPUCTHKH




3.1.3. TpynoBas byuxuus

HanmMeroBauue

KOHTpOJ'IL TE€XHOJIOTHYECKOI'O Imporecca
TIPH IIPOMBIIITICHHOM IIPOHU3BOJCTBE
JIEKapCTBECHHEBIX CPEIICTB

Kon

A/03.6

IIpoucxoxnenne
TPYROBO#H hyHKIH

YpoBeHs
(MoxypoBeHs) 6
KBaTHUKALIH

X ‘3a¥MCTBOBAHO U3

OpuruHan
OpHIHHAIA

Kon PerucTpalmoHHEIt HOMeP
OpHTHHANA npo(ecCHOHANEHOTO CTaHAApTa

Tpynossie
neHcTBas

KoHTpone mOTpeGleHHs HCXOAHBIX MaTepuanoB, HEOOXOMHMBIX IS T[OTOBOH
HPOINYKIHH

KOHTpOJIL pa6OTBI OIIEPaTOPOB 110 BEIIOJHCHHIO TCXHOJIOTHYSCKOI'O IIporecca

BrimonreHre onepauuii 0 BHYTPUNPOM3BOACTBEHHOMY KOHTPONIO B XOf€
TEXHOJIOTHYECKOTO HPOLECcCa M MX PEeTHCTpalus

P CrucTpalysa BCEX H3MCHEHHUH U OTKIOHECHHUH X04a TEXHOJOTHYECKOTO Ipouecca

KonTtpone B mpomecce NpPOH3BOACTBA (BHYTPHIPOU3BOICTBCHHEIM KOHTPOJS,
MEXONEPAOHHEIY KOHTPOJIB) C UENbIO IPOBEPKH COOTBETCTBUS MPOMEKYTOTHOH
IPOJYKUMH H TOTOBOH IPOTYKIAN 33/IaHHEIM TPeGOBaHHAM

OmnopenieHue YCTaHOBJICHHBIX JIAIl O BBIABJICHHBIX H3MCHCHMAX H OTKIIOHCHHAX
TCXHOJIOTHYCCKOT'0 IIpo1Lecca

KouTpons naeHTHGHKAIIY TOMEIIEHHH, 060pyJoBaHHS H MaTEpPAAIOB

KoHTpons 3KCIUTyaTalud IPOH3BOLCTBEHHBIX MOMENIEHHH, TEXHOJNOTMYECKOTO H
M3MEpUTENBHOr0 000PY/IOBaHHS, CPE/ICTB H3MEPEHHIA

KoHTpois cobmoneHns acenTHIeCKHUX onepauni (ecm IpHMEHHMO)

Heo6xonumeIe
YMEHHS

KonTponmapoBath  paloTy MOMUUHEHHOTO  CTPYKTYPHOTO  NOApAasfieleHwus,
COICpXaHHE IOMENICHMH, OSKCIUIyaTaMI0O M TEeXHHYEeCKoe OOCIyXHBaHHE
o6opyI0BaHUS

PaspaGareiBaTh ®  OIIEHHMBATh pETVIAMEHTHPYIOHIYIO M  PErHCTPUPYIOMYIO
JOKYMEHTAIIHIO, KACAIOIIYIOCA TEXHOJNOTHIECKHX NPOLECCOB

OcCymecTBIATh OLEHKY H  aTTeCTAlMi0 IepcOHala  NPOU3BOACTBEHHBIX
nogpasjienieHui hapMalleBTHIECKOTO IPOU3BOACTBA

IlpuHEMaTh pemeHHe O MOBTOPHOH 06paboTKE MM IOBTOPHOM MCIIONB30BaHHM
CepUH WM YaCTH CepHH MPOAYKIMH, HE COOTBEICTBYIOLlell 3aJaHHEIM
TpeboBaHUAM

KonTpomupoBaTh H  KOPPEKTHPOBaTb BHIIONHCHHE IUIAHOB  ITOBHINIEHHS
3¢(}eKTUBHOCTH NpPOU3BOACTBA, IMOBHINCHHA HNPOM3BOAMTEILHOCTH TPYIa,
PamHOHAIBHOTO PAacXOJOBAHHIO MAaTCpHANOB, YNYyYHICHHA KOPPEKTHPYIOIIHX H
NIpEeAYIPEXIAIOMHUX MEPONPHATHI

OcymecTBIATh NOUCK, 0TOOp K aHAM3 MHGOPMALIUH, ITOJYICHHON M3 PasiIMYHBIX
HMCTOYHHKOB, C IEJBI0 COBEPHICHCTBOBAHHA TEXHONOTHYCCKHX MPOIECCOB H
ONTHMH3AIMH TEXHOJIOTHIECKHX ITHKIIOB

Heobxoaumeie
3HAHHA

TpeGopanuss CornameHus O €IWHBIX NPHHIMIOAX M NpaBwiax obpameHus
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasHiickoro 5kOHOMHYECKOTo COI03a, IPaBHII
HaJUIeKamed NPOW3BOACTBCHHOH HPAKTHKM, HOPMATHBHBIX IPABOBBIX 4aKTOB H
CTaH/IAPTOB B 001aCTH MPOH3BOJICTBA JIEKAPCTBEHHHIX CPE/ICTB

Tpuaumne: hapMaleBTHIeCKol MUKpOOHOTIOTHH H acEeITHKH

®dapManieBTHYeCKass TEXHOJIOTHA B YacTH BBIIOJNHAEMBIX TEXHOJOIHIECKHX
TIPOLIECCOB

Hponsnoncnsem{ax JOKYMCHTaIM Ha BHINOJIHACMBIC ONICPALIH U NIPOLIECCHI

Xapmcrepnc*mm TEXHOJOTHICCKOIo oGopynonaHm H BCIIOMOraTc/IbHBIX CHCTEM,
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HCTIOJB3YIOMMUXCS B BEINOJHACMOM TEXHOJIOTHYCCKOM IIPOLICCCE

TlpaBuna sKcIUTyaTalliW TEXHOJIOIHYECKOro OGOpYNOBaHHS M BCIOMOraTelbHBIX
CHCTEM, HCIIONB3YIOIAXCS B BHIIONHIEMOM TEXHOJIOTHYECKOM IIPOLIECCE

XapaxT CPUACTHKHA IIPON3BOJACTBECHHBIX lIOMClIIeHHﬁ, HCTIOJIE3YIOUIUXCA B
BBINOJHACMOM TCXHOJIOTHYCCKOM HpoLeccce

Tpe6Goanus K  Ka4deCTBY HCXOAHBIX  MAaTePHANIOB, HCOONB3YEMBIX B
TEXHOJIOTHICCKOM IpoLiecce

TpeGoBanuA K KaueCTBY NOXydIacMOl MPOMEKYTOYHOH/TOTOBOM IPOAYKIIMHA

AHanuTAYECKHE METOAWKA ¥  BH3YalBHBEIE TECTHl, MCIONBE3YeMBE TIpH
BHYTPUIIPOM3BOICTBEHHOM KOHTpOJIE TEXHOJIOTHYECKOTO Hpoliecca

ITosroxeHAs, THCTPYKIIHH [0 3alI0MHEHUIO PErHCTPHpPYIOmE JOKyMCHTAUA

Tlopsiiok AeficTBHi NpH Ype3BhIYANHEIX CUTYAIHIX

HOpSlI[OK paccieioBaHUA  HECYaCTHBIX CJIIY4acB  Ha (bapmauenmqecmM
HPOU3BOACTBE

TTonoskeHns, AACTPYKINK JOKYMEHTHI 0 pa3paboTke u 0QOPMIICHHIO TEXHHIECKOH
M KOHTPONbHON JOKYMEHTAlHUH

@opMBel B MeTonsl paGoTHl C NPAMEHCHHEM ABTOMATM3MPOBAHHBIX CpPEICTB
yIIpaBJeHAS H HHPOPMAINOHHKIX CHCTEM

Tpebopanns caHHTAPHOTO PpEXHMA, OXPaHH TPYyAa, MoxapHOH Oe3omacHOCTH,
OXpaHsl OKpyxaromel cpenpl, NOPSOOK ACHCTBHI IPH Ype3BbIYAlHBIX CHTYAIHAX

Jpyrue

XapaKTePUCTHKH

3.2. O6o6meHnas TpygoBas GyHKIMS

PaspaboTka # CONPOBOXACHUE
TEXHOJIOTHYECKOTO Mpolecca Npu
Haumenosanue pott P Koz B Ypoers 6
MPOMBIIUIEHHOM IPOU3BOJICTBE KealubuKaiyy
JICKapCTBEHHBIX CPEICTB
Tpoucxoxnenne 3AHMCTBORAHO 13
o6o6menHoH TpyAoBoli | Opuruman X
OpHTHHaNA
GysxmmH
Kon PerucTpaloHHELH HOMEp
OpHTHHAJIA npodeCCHOHANBHOTO CTaHAAPTA
BosmoxxHEIe Crapmmii TexHOJIO"
HanMECHOBaHHA Crapmmii HHXXeHep-TeXHOIOT

noipkHoCTel, npodeccnit | Bexymmit umxesep-TexHoaor

PyKOBOZ[HTCJIB TEXHOJIOTHYCCKOro OTAcHa
P YKOBOIHUTEND OTACIIA TCXHOJOIMICCKOTrO HOPMHPOBAHHA

TpeboBarng K Bricmee o6pa3oBanue — 6akanaBpaar

00pazoBaHMIO U Beicmee o6pa3oBaHne — CHEIMAIMTET, MArACTPaTypa

O0ydJCHHIO

Tpebopanus k oneITy He mMeHee Tpex sieT paboTHI IO CHIEUHANFHOCTH IPH HAJIMIHA BHICHIErO
TpaKTHIecKo# paboThI o6pa3oBaHu 10 IporpaMMaM OakaaBpHaTa

He MeHee oaHOTO roga paboTs IO CENUATLHOCTH IIPH HAJIMYHH BEICIIETO
00pa3oBaHus 0 IPOTPAMMAM CIEUHAIMTETa, MATHCTPATYPH

Ocobsie ycnoBus monycka | IIpoxoxaeHnue 00s3aTeIbHEIX TPEIBAPHTENBHEIX (IIPH HOCTYIICHAN Ha

K pabote

pabory) u mepHOANIECKHX MEOUIMHCKUX OCMOTPOB (06ciienoBaHmit), a
TaKXe BHEOUEPEIHBIX MEIUIMHCKAX 0CMOTPOB (06GcaeRoBanmii) B HOpsIKe,
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YCTaHOBIIEHHOM 3aKOHOAaTeNnscTBoM Poccmiickoit Dexpeparyu

JIpyrue xapakTepucTUKH

J1i npodecCHOHANBHOTO pocTa Tpe6yeTcs BEITOJIHEHHE KPUTEPHEB,
COOTBETCTBYIONINX CIIENHATEHOCTAM

OCHOBHEIE TyTH MOBLIIICHNS KBATHHKAITHHA:

- IIporpaMMbl MOBBIIIEHH KBalH(GHKanAK He pexe OOHOro pasa B IATH JIET;
- IporpaMMB! podecCHOHATLHON NepenoATOTOBKY;

- CTaKHAPOBKH;

- TPEHHUHTH B CHMYJISSIHOHHEIX NEHTPax;

- HCTIOJIE30BaHHE COBPEMEHHBIX AUCTAHIMOHHEIX 06pa3oBaTe/IbHEIX
TeXHOJIOrwi (06pa3oBaTeNbHbIA TOpTaT A BEOHHAPH);

- y4acTye B KOHIpeccax, kKoHepeHImx, MacTep-Kiaccax

JlononHuTENBHBIC XapaKTePHCTHKH

HanmeRoBasue fokymenTa Kox Hammenosanue 6a30Boii rpymisl, JOJDKHOCTH
(mpodeccun) Wi cnenuagbHOCTH
OK3 1223 PyxoBoureim noapasneneHuit no Hay9HEIM
WCCIeNOBAHWAM ¥ paspaboTkam
2113 Xumuka
2131 Broinorn, 60TaHMKH, 300JI0TH H CIEIHAHCTHL
POJCTBEHHBIX 3aHATHHA
2141 VmkeHeps! B IPOMBINUICHHOCTH H HA IIPOU3BOJICTBE
2145 HxeHepbl-XUMHKH
2149 CrenpanucTsl B 001aCTH TEXHHKH, HE BXOAIIHE B
Zipyrue rpynnb
2262 IIpoBm3opst
EKC - Hmxenep-TexHONOT (TEXHOIIOT)
- I'naBHpI TexHOIOT
- HavasHHK Ipou3BOJCTBEHHOTO OTAENA
- Benyiumii nexenep
OKIIATP 22488 HHxenep-uccienoBaTeib
22516 Hmxenep-muxpobuosor
22581 VmkeHep 10 UCIBITAHUAM
22678 HmxeHep D0 NOATOTOBKE IPOMU3BOICTBA
22739 VmxeHep 0O cTaHAapTH3ALUI
22833 Wnmxenep-paauosor
22836 Wnxenep-panuodusuk
22839 VnxeHep-pauoXyMUK
22854 Vmxenep-TexHoIor
22860 Virxenep-XxuMHK
25850 IIpoBusop
25856 Iposrsop-Texuonor
27142 Texuonor
42474 Wmkenep-HCIbITaTENb
42861 Hmxenep-Gu3nKo-XUMHK
42865 HHxeHep XAMUKO-0aKTepHONOIHYECKOM
saboparopuu
OKCO 010801 Pamrodusnka 1 SNeKTPOHNKA
010802 dynnaMeHTanbHas paguohu3uka 1 Gusmaeckas
SNIEKTPOHUKA
020101 Xumus
020201 Buonorns
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020208 Buoxumus

020209 MuxpoGuonorus

020900 Xumps, GH3HKa 1 MeXaHUKa MaTepHaIoB

060104 Meguxko-mpodrIakTiIecKoe Aeo

060108 Qapmares

060112 MemuuuacKas 6noXuMus

111201 Berepunapus

140300 Smepusie pH3MKa B TEXHONOIMH

140307 PanuanmonHas 6e301aCHOCTE YeJIOBEKA H
OKpYKaroLleH cpeanl

140308 PammannonHas 6e3011aCHOCTE

140401 Texuuka u ¢puU3NKa HH3KUX TEMITEPATYP

140504 XonoaunsHas, KpHOTEHHAS TEXHUKA U
KOHJUIIMOHAPOBAHKE

210301 Panpodmsnka 1 3JeKTPOHUKA

240301 XuMHIECKasA TEXHOJIOTHA HEOPraHUIeCKHX BENECTB

240307 TeXHONOTrUA CPEACTB XUMUYSCKOM 3amMATHL

240401 XuMuyeckas TEXHOJIOTHS OPraHUIECKHX BEIIEeCTB

240402 XuMHIecKas TEXHOJIOTUS CHHTETHIECKIX
6HO0TOrMYeCKHX aKTUBHBIX BEIIECTB

240501 XuMHYeCKas TEXHOJOTHS BEICOKOMOJIEKYIAPHBIX
COeMHEHUH

240505 TexHOMOTHSA BHICOKOMOJIEKYISPHBIX H
BBICOK03()(peKTHBHBIX COEeHHEHNM} H YCTPOICTB

240603 XuMHAYecKas TEXHOJIOTHS PEAKHX JIEMEHTOB H
MaTepHaioB Ha HX OCHOBE

240801 MamuHs! ¥ annaparsl XHEMHYECKHX IPOH3BOJACTB

240802 OCHOBHBIE IPOLIECCH XAUMUYECKHX [TPOU3BOACTB H
XHMHYecKas KubepHeTrHKa

240901 Buorexsonorns

240903 BroXuMHYIECKOe IMPOM3BOJICTBO

3.2.1. TpynoBas pynxuus

PazpaGotka 1 BHEeIpeHHE

Vporens
TEXHOJI 0! 0!
HammeHoBaHuE OTHIECKOro Mponecca il Koa | B/01.6 (OXYPOBEHS) 6
OPOMBIIUIEHHOTO IIPOH3BOACTBA KBaTHUKAHH
JIEKAPCTBEHHBIX CPEJICTB
ITpoucxoxnenne op an X 3auMCTBOBAHO M3
TpyRoBoit GpyHKIHH i OpHTHHaNa
Kon PerucrpauoHHbiit HoMep
OpHIHHANa  NpodecCHOHANBHOTO CTaHAapTa
Tpynosste Pa3paborka mOporpaMM BHEAPEHHS HOBEIX TEXHOJOTHYECKMX HPOLECCOB IIPH
neicTBUs TIPOU3BOJICTBE JICKAPCTBCHHEIX CPEACTB

Paspaborka TexmmdYeckmx sajaHuii Ha MPOEKTHPOBaHME M OCHAINCHHE
TIPOU3BOACTBEHHEIX IOMENICHHIA, IPOH3BOACTBEHHAIX JIAHMH

ITonbop cocraBa pa3pabaTHIBAEMBIX JIEKApCTBEHHBIX (OpM JUI1 ONTHMH3ALHH
TEXHOJIOTHYECKOTO IIpoliecca

Pa3paboTka npoW3BOACTBEHHON INOKYMEHTAIUU I ONBITHO-NPOMBIIUIEHHOTO U
IIPOMBIIUICHHOTO IIPOM3BOJICTBA JICKAPCTBEHHBIX CPEJICTB




13

CornacoBanme pa3spaboTaHHON HOKYMEHTALMH CO CTPYKTYPHBIMH HOAPA3AeICHAIMA
(apMaleBTHIECKOTO MPOU3BOJICTBA

Cornacoranue BOIIPOCOB TEXHOJIOTUYECKOH  MOATrOTOBKHU IIpou3BOACTBA C
IPOCKTHBIMHA OpraHU3aluHsAMHA

Paspa6oTka ruraHos MacmITabupoBaHHs M NEPEHOCA TEXHONOTHIECKHX MTPOLIECCOB

HPOBCHCHHC 'OIIEHKH TEXHOJIOTHIECKHX TMPOLECCOB UIA YIYUYIICHHS HX KaYeCTBa

Breapeane npoIecCHO-aHANIMTHIECKHX TEXHOIOTHI B IPOH3BOACTBO JE€KAPCTBEHHBIX
CPEACTB

Brenpenne pecypcocOeperalomux TEXHONOTHH O HPOW3BOACTBO JIEKAPCTBEHHBIX
CpencTB

Benenne ydera npoW3BOACTBEHHOH, OTYETHOM MOKYMEHTAIHH, MOKyMEHTallMH,
KacaromICHCs ONTHMHU3AUMHA TEXHONOTHYECKHX IIPOIIECCOB

Heob6xonumere
YMeHHS

PaspaGaTLmaTL H OHCHHBATE HPOHM3BOJCTBCHHYIO M OTICTHYIO AOKYMCHTAaIIHIO,
KacarollyloCcsd TCXHOJIOTHICCKHX MPOLECCOB

HnrepnperwpoBaTh  mOKa3aHWsS ~ ABTOMATHYCCKHX  JATYMKOB  COCTOSHUA
060pyoBaHus, MPOM3BOACTBEHHOM CPEIB, Pe3yIbTaThl BEIIONHEHHRX HCIIBITAHUHA B
AQHATHTHYECKAX JIMCTaX

Bribupars Texnonormieckoe o00pyA0BaHHE M IPOU3BOJCTBEHHEIE JIMHHU C YYETOM
TIPOM3BOJICTBEHHOM MOINHOCTH, 3arpy3ku OOOpyHOBaHHA H YCTAHOBICHHBIX
TpeboBanuii

PaspabarriBath TEXHAKO-IKOHOMUYIECKOE obocHOBaHHE co3aanusa
(hapManeBTHIECKOTO IPON3BO/ICTBA

HpOHSBOZlHTL aHaIH3 PHUCKOB T KA49ECTBA JICKAPDCTBCHHBIX CPCACTB

OcymecTBIsTh HOMCK, 0TOOp M aHaIM3 HHPOpMANWH, NOIYUCHHOH M3 pasMYHBIX
HCTOYHHMKOB, JUI pa3paboTKH H ONTHMH3ALHH TEXHOIOTHIECKOro Ipolecca

OnpepensTs TPYAOEMKOCTh TEXHOJOTHYECKOTO Mpoliecca, MaTepUANBHEL GanaHc u
TEXHOJIOTHUECKYIO ce0eCTOMMOCTh POH3BOACTBA JICKAPCTBEHHBIX CPEIICTB

HeobxonuMere
3HAHUA

Tpe6oBanna CornamieHds O eJUHBIX IpHHOWIAX H IpaBWwIax oOpameHus
JICKapCTBEHHBIX CPEJCTB B paMkax EBpasHiiCKOTO 3KOHOMHYECKOIO COK03a, IPaBHII
Hajnexameii MPOU3BOACTBEHHOM MpPAaKTHKW, HOPMATHBHBIX NPABOBEIX akTOB H
CTaHAAPTOB B 00JIACTH IPOHM3BOACTBA JICKAPCTBECHHBIX CPEACTB

®dapMalieBTHYeCKass TEXHOJNOTHA B YAaCcTH pa3pabaThiBaeMBIX TEXHOJOTHYECKHX
TPOIIECCOB

IIpurnune! papmaneBTHIECKOH MHKPOOHOJIOTHH, ACENTHKA H TOKCHKOJIOTHH

IlpaBuna SKcIUIyaTanud UCHONB3YEMOTO TEXHOJNOTHYECKOro oOOpYyZOBaHHS H
BCIIOMOTaTeNbHBIX CHCTEM

HOMCHKJ'IaTypa BCIIOMOTraTeJIbHEIX BEILICCTB

HpHHIIHl'IH Macm'raﬁnponamm H IIEPEHOCA TEXHOJNOIHYECKHX IIPOLECCOB

OpraHnsauwf TEXHOJIOTHYECKOH M HHKEHEPHOH IOATOTOBKH IpOU3BOACTBA,
BCIIOMOTATSJIbHBIX HHOKCHCPHEIX CHCTEM

Merogsl M WHCTPYMEHTHl YHpaBICHHS PHCKaMM I KadecTBa JIEKapCTBEHHBIX
CPEACTB

Otansl NPOEKTHPOBaHHs, KBATMGHKAUMH W 3KCIUTyaTanWH 3/(aHdi, MOMEmEHHH u
VHXEHEPHBIX CHCTEM (apMalieBTHIECKOro IPOH3BOACTBA M TPeOOBaHHA K HHM

IprHIMNEl BATHAAHA TeXHONOTHIECKHX MPOLECCOB, KBATH(HKAIMY IOMEIEHHAI |
060pyI0BaHHS, MHKCHEPHBIX CHCTEM

Metoasl mpemynpexneHns KOHTAMHHAIAM H ICPEMyTHIBAHWS NPOLYKIMH IpH
TPOM3BOACTBE JICKAPCTBEHHBIX CPEJICTB

Mertoasl CTaTHCTHYECKOTO YOpaBJICHHAA Kad€CTBOM, CTAaTHCTHYCCKHE MECTOMHI,
IPpHUMCHACMBIC IIPA OLUCHKE PE3YJIbTATOB HCIIBITAaBN# TEXHOJIOTH9eCKUX OponeCCoB H

BaMIALIMH
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ITpuHOUNE! paspabOTKH M IIOCTAHOBKH HA IIPOM3BOJCTBO HOBBIX JIEKAPCTBEHHBIX
cpenctB (thapmakonorndeckue, (apMaleBTHYECKHE acClieKTHl M TEXHOJOTHIECKHE
aCIIEKTHI)

TpeOOBaHHS CAHUTApDHOIO pEXHMA, OXpaHBl TpyAa, NOXapHOH 6Ge30macHOCTH,
OXPaHEI OKPY)KAIOMEN Cpeanl, HOPSIOK AeHCTBAM IPH Upe3BHIYANHEX CHTYAIHIX

Hpyrue

XapaKTePUCTHKA

3.2.2. TpynoBas pyaxuus

Hammenosanme

IpoucxoxaeHue
TPYHOBOH QYHKLMH

~ ConpoBOXKAEHHE TEXHOJIOTHIECKOTO

VpoBens
(noxypoBeH:) 6
KBaTHA(DUKaLMH

mpoxecca IpH IPOMBILITCHHOM
TIPOM3BOJICTBE JIE€KAPCTBEHHBIX
CPEACTB

Kor | B/02.6

3auMCTBOBAHO 13

Oprrasan OpHTHHANA

Kon
OpHUIrHHaNA

PeructpanoHHbIH HOMEp
MpodeCCHOHATEHOTO CTAHAapTa

Tpynossie
JEeHCTBHSA

Pa3pa6on<a, COITaCcOBaHHME H BEACHHC YYCTa HpOI/I?)BOJlCTBeHHOﬁ, OTYETHOM

JOKYMCHTallUu, Kacaromencs TEXHOJIOTHYECKHX IpOoIeCcCcoB

ITnanupoBanWe HOTPEOHOCTH B HCXOJHOM CHIPhE€ M YIAKOBOUHHIX MaTepHalax,
HEO0OXOMUMBIX UL BBITYCKaeMOH NMPOXYKIIMH

ITnasupoBaHHe W KOHTPOJb BHIIONHECHAS KOPPEKTHPYIOIHX H IpeXyHpekJaioinX
MEPOIPHATHIA, KAacaAIOIUXCH MPOH3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

AHalf3 TeXHOJOTHYECKHX IpoLECCOB H AAHHBIX MOHUTOPHHIA IIpOHBBOZ[CTBCHHOﬁ
cpeabl Ha COOTBETCTBHE YCTAHOBICHHBIM Tpe6onammM

IIpoBesenne apanusa MpUuWH OOHAPYKXEHHBIX OTKIOHEHWH M HECOOTBETCTBHH,
aHAJIH3a PECKOB KAYECTBA 3TANOB TEXHONOIHIECKHX IIPOIIECCOB

IIpuAsTAE pemieHHs O INiepeyHmakoBKe, nepepaboTke, OTKIOHEHHH HIH MOBTOPHOM
MCHONH30BAHHH CEPHH I YacTH CEPHH IPOU3BEACHHOMN HPOyKIHH

OCYIIICCTBJICHHC HaZa30pa 3a TCXHOJOTAYECCKHUMH ITpoLeCCaMHi

Heob6xonumeie
yMeHHS

Paccienorarp KPHTHYCCKHE OTKIIOHCHHA TEXHOJOTHYCCKOT'O ITporiecca OT HOPMBI

Onennsars OPOHU3BOACTBCHHYIO, OTYECTHYIO JAOKyMCHTALUIO, Kacaromyrocsa
TCXHOJIOTHMECKHX MPOUECCOB

Opra}m:sosnman TEXHOJOTHYCCKYI0 H HHXXEHEPHYIO IOATOTOBKY IPOH3BOJACTBA,
BCIOMOTATENFHBIX HHKCHEPHBIX CUCTEM

HuTepnpernpoBaTh NOKa3aHAS aBTOMaTHYECKUX JATIHKOB COCTOSHHA 060pyI0BaHHA,
NIPOM3BOACTBEHHOH  CpeIpl, Ppe3yNbIaThl BBHINIOJHEHHBIX  HCIBITaHHE  NpH
MIPOH3BOJICTBE JIEKAPCTBEHHBIX CPEACTB

OnennBats onepanuu no orbopy mpob

HpOHSBOI[HTL aHAJIM3 PHCKOB JUIA Ka9€CTBa JICKAPCTBEHHEIX CPEACTB

AHamM3HpOBaTh M OLEHHBATh 3HAYAMOCTH OOHApYKECHHBIX OTKIOHCHMH u
HECOOTBETCTBHH TEXHOJIOIHIECKOTO IPOIECcCa, ONPERSIATh BEPOATHOCTH U IPHIHHbI
BO3HHKHOBCHH -OTK/IOHEHHH, BO3MOXHOCTH MX OGHApy>KeHHS

OnennBaTh BIMIHAE U3MEHEHHI B TEXHOJOIHYECKOM IIpoliecce Ha CTaOMIBHOCTE H
Ka4eCTBO MMPOMEXYTOYHOH H rOTOBOM NPOAYKIHMH

OueHrBaTh HCHOJIB3YEMOE TEXHONOrHYeCKoe 00OpYIOBaHUE H NPOHU3BOACTBCHHEIE
JMHUH C YYeTOM IPOU3BOJICTBEHHOH MOIMIHOCTH, 3arpy3kKH OOOpYINOBaHHS H
YCTAHOBJIEHHBIX TpeOoBanmit

AHay3HpoBaTh paboTy JEKTPOHHEIX YCTPONCTE M MX BIIMSHHE HAa TEXHONOTHYECKHI
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mporece

OcCyIecTBIATS HOUCK, 0TOOp M aHamH3 HHGOpPMALUH, MOIYYEHHOH M3 pa3lTHYHBIX
HCTOYHUKOB, C IENbI0 COBEPIICHCTBOBAHHS TEXHOJOTHYECKUX IIPOIECCOB H
ONTHUMH3AINH TEXHOJIOTHYECKHX IIUKIIOB

Heo6xoaumeie
3HAHUSA

TpeGopanmss Cornamesus O ©OUHBIX MNPHHIMIAX M TpaBHiax oOpamieHHs
JIEKapCTBEHHBIX CPENCTB B paMKax EBpasMiiCKOro 3KOHOMHYECKOI'O CO03a, IpaBHIl
HaJJexanief§i NpPOM3BOACTBEHHOHM IIPaKTWKM, HOPMATWBHBIX IIPABOBRIX aKTOB H
CTaHJApTOB B 00JIACTH IPOHU3BOJICTBA JIEKAPCTBECHHbIX CPSACTB

OTansl NpOeKTHPOBaHHs, KBaMH(DHKAOWH M SKCIUTyaTallM¥ 3JaHuW#, HOMEINCHHH H
HHXEHEPHBIX CUCTEM (hapMalleBTHIECKOrO MPON3BOACTBA H TPeOOBaHUS K HAM

IIpuHIMIE! MacHITabUpPOBaHHS H IEPeHOCa TEXHONOTHYCSCKHX IIPOLECCOB

IlpuHnune! paspaGoTKi ¥ BHECCHHS M3MCHEHWH B HPOM3BOACTBO JIEKAPCTBEHHBIX
cpencrB (dbapmakonormueckue, (apMameBTUYECKHE acleKThl M TEXHOJOTHYECKHE
aCIEeKTHI)

(I)apmaueamqecxaﬂ TEXHOJIOTHA B YacTH pa3pa6aTLIBaeM51x TEXHOJIOIrHYECKHAX
IIPOIECCOB

Hpamma SKCINIyaTallil MCIOJB3YEMOI0 TEXHOJOTHYCCKOro 060pyn03amu H
BCTIOMOT'aTCJILHEIX CUCTEM

AHaQATHYECKHE METOMKM M METOJbI BH3YaJIbHOIO KOHTPOJS TEXHOJOTHYECKOTOo
npouecca

Ipuaiune: dapManeBTHIecKoi MUKPOOHOIOTHH, ACEIITHKH M TOKCHKOJIOTHH

HomeHKnaTypa BCIIOMOTraTE€JIbHLIX BEIICCTB

MeTonEl ¥ HMHCTPYMEHTHI YIIPABIECHWS DPHCKAMH Uil KA4eCTBa JEKApCTBEHHBIX
CpencTB

TIpuHIMNE! BaIHOAalUM TEXHOJOTHYECKHMX NPOLECCOB M AHAIMTHIECKMX METOIHMK,
KBayTn()MKanyy TOMEIeHNi 1 000pyTOBaHNS, HEXKEHEPHBIX CHCTEM

MerTo b DpenynpexaeHus KOHTaMUHAIMH U IEPEIyTHBAHUSA MPOAYKIHH

MeTompl CTATHCTHYECKOTO YIpPaBiE€HHS Ka4deCTBOM, CTaTHCTHYECKHE METOJbI,
TIpEMEHSEMBIE TIPY OICHKE pe3YJIbTaTOB MCIEITAHHH TEXHOJOTHYECKHX IPOLIECCOB U
BaJIHJIAITHA

Meroasl mnomcka npuydH OOHApYKEHHBIX HECOOTBETCIBHI  YCTaHOBJICHHBIM
TpeGOoBaHMAM

TpeboBaHUST CaHUTAPHOTO PEXHUMa, OXPAHBI TPY/a, TOKAPHOH 6€30NIaCHOCTH, OXPaHbI
OKpYXKarolleH cpeibl, HOPAIOK NSHCTBUM IIPY YpPe3BEIYAHHBIX CUTyallHaX

Jpyrue

XapaKTEPUCTUKU

3.3. O6o6menHas TpyaoBas pyHKIUS

VnpagsieHne mpoMBITIDT
HanmeHoBaxue 1P P CHHBIM Koz C Yposers 7

NPOM3BOICTBOM JIEKAPCTBEHHEIX CPENCTB KBaNHuKALEY
Tponcxoxnenne 3aMMCTBOBAHO U3
06061eHHOH TPYZOBOMH OpwreHan X ODHIMHATA
byHKOHH 3

Kox PerucTpalldOHHbIH HOMED
OpHIHHaJa PO(HECCHOHATHHOTO
CTaHAapTa
Bo3moxxHbIe HauMeHOBaHUS | [ JTaBHEIH TEXHOIOT
JOJDKHOCTEH, mpodeccuit 3amecTuTeNb IUPEKTOPA IO IPOU3BOACTBY
JIMpeKTop mo npou3BOACTBY




16

TpeGoranus x
00pazoBaHHUIO ¥ 06YIECHHIO

Bricniee o6pazoBanne — faxanasprar
Briciee 06pa3oBaHue — CICIMATATET, MATHCTPATYpa

TpeboBanus K onbITy
TIpaKTHIeCKo# paboTe

He menee cemu JieT paGoTHI IO CHEIHATEHOCTH IIPH HAJIMIAK BEICIIETO
o0pa3oBaHus 10 IIporpaMMaM OaxanaBpraTa

He Menee 1atH jteT paboThI IO CHEHUATEHOCTH NPH HATHIUH BHICIIETO
00pa3oBaHys 110 IporpaMMaM CHENHATNTETa, MATACTPATyphl

OcobBle ycoBus OoIycKa K
pabore

Ipoxoxnenue 06s3aTeNnpHbIX NPEIBAPUTENLHBIX (IIPH IOCTYIVICHHH Ha
paboTy) ¥ HepuoMYecKHX METUITMHCKHX OCMOTpoB (06cienoBanuit), a
TakKe BHEOUEPEIHBIX MEIUIMHCKUX OCMOTPOB (0OciIeoBaHHit) B

LIOpsAJIKE, YCTRHOBJIEHHOM 3aKoHOoAaTenscTBoM Poccuiickoit @enepannu

Jpyrue XapaKTepucTHKH

Jlna npodeccroHANBHOr0 pocTa TpedyeTcs BHIIOMHEHHE KPUTEPHEB,
COOTBETCTBYIONHX CIEIHATBHOCTAM

OCHOBHBIE ITyTH NOBHIICHAS KBATM(HKAIIHH:

- IPOrpaMMEI ITOBEINIEHHS KBAA(HKANNH HE peXe OJHOrO pasa B IATH
JIeT;

- IporpaMMEI podecCHOHANBHOM NEPEmOATOTOBKH;

- CTaXHPOBKH;

- TPEHUHTH B CHMY/ISIMOHHEIX [ICHTPaX;

- HCIOJIF30BaHAE COBPEMEHHEIX JIMCTAHIMOHHBIX 00pa30BaTENbHEIX
TeXHOJIOTHi (00pa3oBaTeNbHBIH HOPTa U BeOHHAPHI);

- yJacTde B KOHrpeccax, KOHpepeHI X, MacTep-Kiaccax

HOIIOJIHHTCJIBHHC XapaKTCPUCTHKA

HauMeHOBAHHE ROKYMeHTA Kox HammenoBanue 6a30B0ii IpYHITEL, JOJDKHOCTH
(mpotdeccrn) WM CTIeIHAIBHOCTH
OK3 1223 PykoBomurenn nojpasgenenuii Ho HayIHBIM
HCCNISIOBAHHAM U pa3paboTkam
EKC - I"'naBHBIH TeXHOIOT
OKIIOTP 22488 Urnxenep-uccue1oBaTelsb
22516 WmxeHep-MUKpoOHONOT
22581 WmxeHep N0 HCHBITaHAMM
22678 WmxeHep 00 NOAroTOBKE IPOU3BOICTBA
22739 HMimkeHep 1o cranapTH3alug
22833 Hmxenep-paauosor
22836 Vmxenep-panuodusnk
22839 VimkeHep-paauoXuMuK
22854 Vmxerep-TexHonor
22860 HmxeHep-XUMHK
25850 TIpoBuzop
25856 TIpoBuzop-Texnomor
27142 Texnomor
42474 Hmxenep-ucneirarenns
42861 Wmxenep-bH3uko-xaMuK
42865 Vmxenep xumMuKo-6aKTepUONIOTHIECKON
JIaboparopun
OKCO 010801 Paguotduspka 1 951eKTpOHHKa
010802 ®ynnaMeHTansHas pagrodusnKa U prsHTecKas
3/IeKTPOHUKA
020101 Xumust
020201 Buomorus
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020208 Buoxumus

020209 Muxpobuonorus

020900 Xumus, GusHKa H MEXaHHKa MaTepHATIOB

060104 Meauko-npodunakTHIecKoe A€o

060108 dapmanes

060112 Memumpackas GHOXHUMHS

111201 Berepunapus

140307 Pammanuonnas 6e30macHOCTE 4eJOBEKA H
OKPY>KarollieH cpeabl

140308 Payanuonnas 6e30macHOCTh

140401 Texunka # HU3HKA HU3KAX TEMIIEPATYP

140504 XonomwipHad, KPHOTeHHAsk TEXHHKA U
KOH/IMIIHOHHPOBAaHHE

240301 XAMHAYecKas TeXHOIOT s HeOpraHHIECKHX BEIUECTB

240307 TeXHOJIOTHA CPEeACTB XHMHUIECKON 3alIUTHI

240401 XAMHugecKas TEXHOJIOTHs OPraHMYEeCKHX BEIMECTB

240402 XaMAgecKas TEXHONOTHA CHHTETHIECKHX
6HOJIOTHYECKAX aKTHBHEIX BELIECTB

240501 XuMHUecKad TEXHONOTHS BEICOKOMOJIEKYIAPHBIX
COCJITUHCHUHA

240505 Texnomornsa BEICOKOMONEKYISPHBIX H
BBICOKO9()pEKTHBHBIX COETHHEHMI B YCTPOHCTB

240603 XuMHrgecKkas TEXHONOTHI PEAKHX 3JIEMECHTOB U
MaTepHaiioB Ha HX OCHOBE

240801 Mamunsl B annapaThl XAMAYECKHX ITPOH3BOJCTB

240802 OCHOBHBIE IPOLECCH XHMHYCCKHAX NPOU3BOACTB H
XHMHYecKas KnbepHeTHKa

240901 BuorexHonorus

240903 Bbroxumuyeckoe Npon3BoACTBO

3.3.1. TpynoBas pyuxuns

‘Ynpasnerue nponeccaMu v ¢ )
Ha o POBEHB (IOAYPOBEHD,
HMEHOBAHH! TIPOM3BOJICTBA JIEKAPCTBEHHBIX Kon | C/01.7 KBATHOHK 7
CpelcTB
TIpoucxoxaenue Opurmman X 3aMMCTBOBAHO U3
TpyZA0BO#t GyHKITHM OpHTHHANA
Kon PerucrpalmoHHEIH HOMEp
opuTHHana nipodecCHOHANILHOTO CTaHAapTa
TpynoBeie Paccmotpenne " yTBEpXKACHUE IIPOU3BOACTBEHHOMH JOKYMCHTAIAH
JefcTBHS (hapManeBTHIECKOro IPOM3BOCTBA M OpraHK3allis e¢ BEIIOJHEHHS

Opranusanus MPOU3BOACTBA U XPaHEHWI IOTOBOH NPOXYKIMH B COOTBETCTBHHA C
YTBEPXKACHHON NOKYMeHTaIMel s NOCTWKEeHNA HeoOXOAMMOro KauecTsa

Opranmsanus  ONEHKM ¥ TOANHCAHWA  IIPOM3BOACTBEHHBIX  3alHCEH
YIOOIHOMOYEHHEIM Ha 3TO IEPCOHANOM Ilepel MX Iepenadeil B molpaszesieHHe
KOHTpOJISI Ka4ecTBa

KomTpoms  comepikaHus — IIOMEIIEHM, OKCILTyaTallMM H  TEXHHYECKOTO
obciryxuBaHHsA 000pyIOBaHHS

PyKoBOICTBO BATHAIHEH TEXHOIOIHYECKHX [IPOLIECCOB

Opranuzanms pacciejoBaHHs 0GHapyKeHHBIX OTKJIOHEHHH M HECOOTBETCTBHI
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TIPOW3BOACTBA JIEKAPCTBEHHBIX CPEJCTB YCTAHOBICHHBIM TpeOOBaHWAM, aHAIH3
PHCKOB H YIIpaBlIeHHE PACKAaMH JUIS Ka9eCTBa BHITyCKaeMOMN MPOAYKIHH

HpOBClICHPIC KOMIUICKCHOIO aHaIM3a AeATCIbHOCTH MOAPA3RCIICHU

PyKOBO}.ICTBO paﬁo'raMH 0 IOATOTOBKE NPOH3BOACTBECHHOI'O HOAPA3ACICHUA K
JTHLCH3HPOBAHHUIO, HHCIICKTHPOBAHHAIO HOTpeGHTeHSIMH H TOCyNapCTBEHHBIMH
HaA30pPHBIMH OpraHaMu

BreapeHne KOHTPOIBHBIX MEPOIPHSATHI B OTHOINEHHUH SJICKTPOHHBIX IOKYMEHTOB

OpraHmsanusi  OEPBHYHOIO M HOCHeAyomero  oOydeHHs  HepcoHana
MPOH3BOJICTBEHHOTO NOApPA3ICTICHHS

Opra}msauna NMPOBCACHUA COOTBCTCTBYIONIMX pa60’r 0 BaJInaanny

Heo6xoauMeie
YMEHHUA

OcCyIIeCTBIATS OLEHKY COOTBETCTBHS INPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB
TpeOOBaHMAM, YCTAHOBIIEHHBEIM 3aKOHOAATENLCTBOM Poccuifickoii denmepanyn 06
oOpallcHUH JIeKapCTBEHHBIX CPEACTB

ynpaBJIﬂTB KOMIDICKCHBIMHA HAYIHO-TCXHHICCKUMH ITPDOCKTAMHU

VipaeasTs MOArOTORKOH 0030POB KadecTBa BHITYIICHHOH MPOAYKIHH (Ha ypOBHE
moipa3AeIeHAS)

OneHnparh NOCTaBIIHKOB HCXOJXHOTO CBHIPhA M YIAKOBOYHEIX MAaTCPHAIOB

OneHnBaTh KOHTPAKTHEIX POM3BOIHUTENEH H MOCTABIMKOB

Pa3pa6a"n>man> TEXHUKO-3KOHOMHYIECKOe 000CHOBaHHE PEKOHCTPYKIIHH HWIH
PaCIINPCHHUS NNPOU3BOACTBA JICKAPCTBCHHBIX CPEACTB

OneHUBaTh 00'beM HCIBITAHUI MO BAMAAIME TEXHONOTMYESCKUX IPONCCCOB

Bectn II€PErOBOPEL, ACICITHPOBATH MOJTHOMOYIHA

Heo6xomuMeie
3HAHHUSA

TpeGopanms CorjiamieHns O €JWHBIX NpPHHIWOAX H [paBHIax oOpamenHas
JIeKapCTBEHHBIX CPEACTB B paMkax EBpasuiickoro S5KOHOMHYIECKOTO COI03a, IPaBHII
HaJUlexameli NIpOW3BOIACTBEHHON IpaKTHKH, HOPMAaTHBHEIX IPABOBHIX aKTOB H
CTaHJIapTOB B 00JIaCTH MPOM3BOCTBA JIEKAPCTBCHHBIX CPEJICTB

XapaKTCpHCTPIKPI OCHOBHOT'O TE€XHOJIOTHYCCKOro oGopy.uonamm H
BCIIOMOTaTE€NbHBIX CUCTEM, HUCIIOJIB3YIOMHUXCA B BBIIOJTHICEMOM TEXHOJIOTHICCKOM
nporecce

Xapax'repncmm IIPOU3BOACTBCHHBIX HOMCHICHHﬁ, HCIIOJIB3YIOIIAXCA B
BBIIONIHACMOM TEXHOJIOTHYCCKOM Iponecce

OIBIT 0TEUECTBEHHBIX H MEXIYHAPOIHBIX IIPOU3BOMTENEH B OONACTH TEXHONOTHHA
MIPOM3BOJCTRA aHAJIOTHMIHON IPOTYKIIHMH

ITpuHIMIE! GapManeBTHIeCKOi MAKPOOHOIOTHH, aCeNITHKH M TOKCHKOJIOTHH

QapMaleBTHYECKasd TEXHOJNOTHS B YaCTH BEITOJHAEMBIX TEXHOJIOTHYECKHX
IPOTIECCOB

HpI/IHIII/IHBI CTaHJApPTH3allMd H KOHTPOJII Ka4decTBa JICKAPCTBEHHBIX CPEACTB H
JACATCIIBHOCTH IO HX IIPOU3BOACTBY

Merto 11 IpOBEIEHH HAYYHEIX HCCIEAOBAHKH

MeTop! ONTHMHU3AIHMY TEXHOJIOTHIESCKUX IIPOLIECCOB

Metoas IIPOMBIIIICHHOI'O MCHCIDKMCHTA B JIOTHCTHKH

MeTob! 1 HHCTPYMEHTHI YIIPABJIEHHS IPOEKTAMH

Meroapl H MHCTPYMEHTH! YIPAaBJCHUS PUCKaMH Ul KadecTBa JIEKapCTBEHHBIX
CpencTB

JTambl NPOSKTUPOBAHUS, KBATM(DUKAIWA U SKCIUTyaTal(My 3HAHUMN, IOMEMCHAH U
HHXEHEPHBIX cucTeM ¢apManeBTHIeCKOro IPOn3BOACTBA B TpeOOBAHUS K HAM

Jlunen3uonnsie TpeOOBaHNS IPY IPOM3BOICTBE JEKAPCTBEHHBIX CPEACTB

HpHHHHIIBI BaMJalll TEXHOJIOTHICCKHUX MPOUECCOB M AHAIUTHYCCKHX MCETONUK,
KBBJ'IH(I)PIKaHPII/I TIOMENICHAH 1 060pyJIOBaHH}I, HHXCHCPHBIX CHCTEM

Meroasl CTaTHCTHYECKOTO YIIpaBJICHHSI Ka4d4e€CTBOM, CTAQTUCTHYCCKHE METOXIBI,
IIPUMCHIEMBIC IIPH OLECHKE PE3YJIbTaTOB HMCHBITAaHUH TEXHOJOTHYECKUX HponecCoOB
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¥ Ba/IuJaltin
IIpaBuia BHYTpEeHHEr0 TPYAOBOIO PaclopsaKa

TpHHIMIE AeTONPOU3BOACTBA H IOKYMEHT0000pOTa

TpeGoBaHHSA CAaHHTApHOrO pEXWMa, OXPaHEI TpyHAa, MOXapHOM Ge3omacHoCTH,
OXpaHbI OKpYaloIel cpeibl, HOPIOK ACHCTBHM IPH Ype3BhIMaiHBIX CHTYaIHSX

Hpyrue
XapaKTEPUCTHKU

3.3.2. Tpynosan dpynxuus

Hanmenosanue

IpoucxoxneHue
TPyAOBOH GYHKIIAK

Vipapienue pazpaboTkoit u
ONTHMH3AIMEH TEXHOTOTHYECKOrO
nporecca NPOH3BOJCTBA
JIeKapCTBEHHEBIX CPEJICTB

VposeHs
(noxypoBeHs) 7
KBanuduxammn

Kon | C/02.7

X 3auMCTBOBaHO W3

Opurnsan OpUrHHaNa

Kon
OpHruHajia

PerucTpanmoHHbIi HOMEp
npodecCHORANILHOTO CTAHAAPTA

TpynoBsie
RefcTBUA

PaOCMOTpeHPle H YTBEPXKACHAC IOOKYMCHTAIIHH, CBSI3aHHOH C IIPOHU3BOZICTBOM
JICKAPCTBCHHBIX CPEICTB, H OpraHru3anud ¢€ BEIIOJHCHAA

Opranuzanus pa3paGoTKy H BHEAPEHA HOBBIX TEXHOJOTHIECKAX PEIICHHH

PyxoBozicTBO paboToit MO NPOEKTHPOBAHMIO M CO3JAHHIO HOBBIX, PEKOHCTPYKIHH
HMMEIOIIMXCA IPOM3BOJCTBEHHBIX Y9acTKOB, TEXHHYECKOMY II€PEBOOPYKEHHIO
(apManeBTHYECKOr0 MPOU3BOACTBA

PazpaboTka U yTBep:KAEHHE MEPONPHATHH N0 YIydIICHHIO Ka9eCTBa BBHITYyCKAaeMO
HPOIYKUMH H CHIDKCHHIO e Ce0eCTOUMOCTH

PykoBoacTBO pa3paboTkoil MI1aHOB NOBEIIIeHNS Y dexTHBHOCTH dapMalleBTHYECKOro
IIPOM3BOJCTBA, YCTPaHEHAs Opaka B OpraHu3aliy

Opranmsamas paboT N0 H3y9EHHIO U BHEJPEHHIO HAyJHO-TEXHHUYECKHX JNOCTIKEHHH,
[EpeOBOTO OTEICCTBEHHOTO M 3apy0eXHOro oNbITa IPOM3BOJCTBA JICKAPCTBEHHBIX
CpeJICTB

IInaEmpoBaHMEe W yHpaBIeHHEe KOMIUIEKCOM PabOT MO aHAMH3Y TEXHONOTHISCKHX
mponeccoB  (hapManeBTHYECKOrO IIPOH3BOACTBA M HX COBEPUICHCTBOBAaHHMIO B
COOTBETCTBHH C YCTAHOBJICHHEIMH TPeOOBaHUAMMU

HeobxoauMeie
YMEHUS

OpI‘aHHSOBHBaTb HCCIICAOBATCIIBCKUEC H IKCIICPHMEHTAIIBHBIC pa60T1>1 o pazpaGOTKe
A OINTHMM3AINAK TCXHOJIOTHYCCKUX MPONECcCCOB

OneHUBaTE HPOH3BOACTBEHHYIO M OTYETHYIO JIOKYMEHTAIHIO,
TEXHOJNOTHIECKHX POLECCOB

Kacaromyrocs

PazpabarsBaTh TEXHAKO-5KOHOMHYECKOE OOOCHOBAHHE CO3JAaHHS, PEKOHCTPYKLIHH
WJIA pacIiHpeHns OpOA3BOJICTEA JIEKAPCTBEHHBIX CPEJICTB

AHaIM3HpOBaTh HCIONB3YEMYIO TEXHOJOTHIO HAa COOTBETCTBUE YCTaHOBICHHBIM
TpeOOBaHAAM ¥ YNPaBIAEMOCTh TEXHONOTHYCCKHX MPOLECCOB, OPTraHU30BHIBATH
pa3paboTKy H BHEIpEHHE B NPOH3BOACTBO ONTHMH3HPOBAHHBIX TEXHOIOTHYECKAX
MPOLIECCOB

OCYH.ICCTBJISH‘L YUpaBJI€HHE KOMILUICKCHBIMHA HAYIHO-TCXHUICCKUMH IIPOCKTaMH

Pemars 3agagu mo obecriedeHHI0 GHUIMKO-XUMAYECKOMH, CTPYKTYPHO-MeXaHHIECKOH,
AHTAMHAKPOOHO# CTaOMITBHOCTH JIEKAPCTBEHHBIX ()OPM IPH HX NPOH3BOICTEE

BectH neperoBopsi, AeNeripoBaTh MOJIHOMOIHS

Heo6xonumeie
3HAHUA

Tpebopanms CormamieRus O €AHHBIX NPUHNMIAX W NpaBwiax obpaueHus
JIEKapCTBEHHEIX CPeNCTB B paMkax EBpasmiickoro 3KOHOMHYECKOTO CO03a, paBuil
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HaAexaniei HpOHBBOﬂCTBGHHOfI NOPaKTHKH, HOPMATHUBHBIX TIIPABOBBIX aKTOB H
CTAHIApPTOB B obnacti TIPOU3BOJCTBA JICKAPCTBEHHBIX CPECACTB

JIuneH3noHHbIC Tpe6OBaHI/IH IIpA TIPOU3BOJICTBE JICKAPCTBEHHBIX CPEICTB

ITpuHIHIEL (hapMaleBTHIECKOH MUKPOOHOIOTHH, ACENTHKH H TOKCUKOIOTHH

(DapMauequecxaa TCXHOJIOI'HS B YaCTH BBLINOJIHACMBIX TEXHOJOTHYCCKHUX IIPOLECCOB

OTambl POEKTHPOBAHUS, KBaIM(HKAIMH W OSKCIUIyaTallud 3[aHuil, IOMEUIeHu# u
HIKEHEPHBIX CHCTeM (hapManeBTHIeCKOro IIPOU3BOACTRA M TPeGOBaHHA K HEM

IIpUHIMIOBEl BAMAAIMM TEXHOJIOTHYECKHX MpPOIECCOB M AHAIMTHIECKHX METOMMK,
KBanHGUKaAUA IOMEIIeHuH 1 000pyIOBaHNs, HE)KeHEPHEIX CHCTEM

MeToasl  CTaTHCTHYECKOTO YOpaBlI€HHAA Ka4eCTBOM, CTATUCTHYCCKHEC MCTOIBI,
NPAMEHAEMBIC TIPA OLIEHKE PE3YIbTaTOB HCIIBITAaHU#R TEXHOJIOTHYECKHX IIPOIECCOB U
BaJIMJallU A

Iponenypsl ¢apManeBTHIECKOH CHCTEMBI KayeCTBa B OTHOIICHHWM NIPOM3BOJCTBA
JeKapCTBEHHBIX CPEICTB

[pUHIMIEL AeIONPOU3BOJCTBA U TOKYMEHT0000poTa

HepcneKTan TEXHAYECCKOT0 pasBUTHA OpraHu3alliu

ITpaBuia BHYTPEHHETO TPYIOBOTO PacOPAIKA

HpHHHKl'IBI CTaHJapTHU3allMA W KOHTPOJII Ka4deCTBa JCKAPCTBCHHBIX CPEACTB H
HEATCIIBHOCTH I10 X IPOU3BOACTBY

MeTtoas! IIPOBEACHNA HAYYHBIX HCCIICOBAHUH

MeTonsl ONTHMH3ALHNH TEXHOJOTHIECKOTO npouecca

Metoasl U HMHCTPYMEHTHl YOPABICHMSA DHCKaMH JUI1 KadeCTBAa JICKAPCTBEHHBIX
CpeICTB

MeToAB!I ¥ HHCTPYMEHTSI YIPaBIeHHs IPOSKTAMHI

TpeboBaHus K Hay4HOM OpraHM3alliy TPyJa IIPU TPOSKTHPOBAHAH TEXHONOTHISCKHX
IIPOLIECCOB

TpeGoBaHUS CAaHUTAPHOIO PEXHMa, OXPaHEI TPYAA, MOXKapHOH 6e30MacCHOCTH, OXPaHE
OKpY>KaroUed cpesl, HOpSaoK AeHCTBHH MPH Ype3BhYalHBIX CUTYalHIX

Hpyrue

XapaKTEPUCTHKA

3.3.3. TpyaoBas pyHkAs

Oprarn3aius paboTsl NepcoHaIa Yposens
Haumenopanve IPOH3BONCTBEHHOTO MOAPA3AE/EHHAS Kox | C/03.7 (noxypoBeHD) 7
KBatuHKaLMH
TIpoucxoxneHue Opuranar X 3aMMCTBOBaHO H3
TpyAoBoli pyHKimH | OpuriHaia
Kon PerucTpalMoHHEI# HOMep

OpHrHHaNa  mPO(ECCHOHANLHOrO CTaHAApTa
TpynoBeie InanupoBaHKe NOTPeGHOCTH B TEPCOHANE NPON3BOACTBEHHOTO MOAPa3ACTIeHHs
nelicTeus Opranusanus oOyuYeHHd H ONEHKH S3HAHWI{ MepcoHala NPOU3BOACTBEHHOTO

MoApasfieNieHHs
ITonGop M amanTamms mepcoHaNna MPOM3BOACTBEHHOrO HOApasfeNeHHs (B 9acTH
CBOHX IIOJIHOMOYMif)

Pacnpenenende 3ana4 H paboT MEXAY COTPYAHAKAMH HOXPA3ACICHHA, KOHTPOIbL HX
BBIIOJTHEHHS

OpraHu3aldsg  perypHBIX  MENUIHMHCKHX  HpodHIaKTHYecKux
COTPYTHUKOB NPOM3BOACTBEHHBIX CTPYKTYPHBIX ITOipa3IeJIcHHI
IIpoBesieHye OLEHKH YCIIOBHHM Tpyaa (B 9aCTH CBOMX HOJNHOMOUMIA)

OCMOTPOB
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Heo6xonumeie
yMEHus

OueHuBars HOTPCGHOCTB IIPON3BOACTBEHHOI'O NOAPA3ACIICHHS B ICPCOHAIC

OueHuBaTh  NpO)eCCHOHATBHO-KBAMH(HKAIMOHHEIH  YpOBEHb  HepcOHANa
IIPOM3BOJCTBEHHOTO TMOApa3eIeHHUs

Pa3pabaThBaTh MEPOIPHITHA [0 afallTanyy IepcoHala

CornacoBrIBaTE  NOJDKHOCTHEIE HHCTPYKIIHM IIEPCOHAIA IMPOHU3BOACTBECHHOI'O
TMOOPa3ICTICHHA

ITnannpoBath 1 onpenensats GopMbI B MeTObI 00ydYeHys nepcoHana

PaspabatsiBaTh cucteMy 3¢ deKTHBHOM MOTHBAIMK HEPCOHAA IPOU3BOICTBEHHOIO
TOZpas ieIeHI

IpenynpexaaTh KOHQIHKTHEIE CHTYaIUH

AHanm3upoBath H OLEHMBATh JEATEIBHOCTh IIEPCOHANA IOApas[eNeHHd Ha
KOHKPETHBIX y9acTKaX paGoThl

Becru neperoBopsl, JeIerupoBaTh OJTHOMOYHS, OCYIIECTRBIIATE B3aHMOJEHCTBHE C
COTPYJAHHKAMH IPYTHX IoApa3encHuit

OcCyIuecTBIsITh KOHTPONL COOMIOZEHHMS [EPCOHANIOM CAaHUTAPHBIX MpaBHI,
TpeGoBaBuil OXpaHH TPy Aa, IPABHJI BHYTPEHHETO TPYAOBOIO paciopsaka

Heob6xoaumMeie
3HAHUA

Tpynosoe 3akonogarenscTBo Poccutickoit Penepanun

JlokanbHBIE aKTHI IO HalpaBJICHHUAM OCATCIPHOCTH

Burzsl cTAMYIIMPOBaHKS HEPCOHATA

Kanposslii MeHemKMERT

Hopwms! fenoBoro o6menns u KyIsTypbl, HPOdecCHOHANIBHOM ICUXOJIOTHH, 3THKH H
JE€OHTOJNOTHH

CaHuTapHO-THTHEHIIECKHE TPeOOBAaHNS K TOMENICHASM B IIePCOHATY

TpebopaHus K OT4eTHOM JOKYMEHTAalMH, CTIPYKIypa H COCTaB OTYETHOM
JIOKYMEHTAIlHH HO KaJpam

TpeboBanus Hammexaime MPOU3BOJCTREHHOM NMPaKTHKH, HOPMATHBHBIX IIPaBOBBIX
aKTOB M CTAaHJApTOB B 00JACTH KadecTBa JEKAPCTBEHHBIX CPEACTB B OTHOLICHHH
HepcoHana

Tpe6GoBaHNS CaHHUTApHOTO pEXHUMA, OXpaHH TPyJa, MOXKapHOH O0e30macHOCTH,
OXpaHbl OKPYXAFOLIEH Cpeibl, IOPAOK ACHCTBHIL IPH IPE3BRYAHHBIX CHTYAIAX

Hpyrue

XapaKTepHCTHKH

IV. Ceenenns 00 opraauzanmusix — pa3paéoT4HKax npoeccHOHAILHOIO CTAHAAPTA

4.1. OTBeTCTBeHHAN OPraHM3alUA-PA3PaAdOTIHK

O6mepoccuiickas obmecTBeHHas opranu3anus «POCCHICKHA COI03 IPOMBIILIEHHUKOB H
npeAnprHAMareneii», ropoa Mocksa

Vnpassommii JUpEKTOp
Vupasnenus pa3ssuTHs KBanddrkamii Cwmupaosa I0ms BanepreBHa

4.2, HanmeHOBaHHSA OPraHA3alHHA-paspaboTIHKOB

1 |Accoupanms MeXAyHapOAHEIX (hapMalleBTHISCKHX IPOM3BOARTENEH, ropos MockBa

2 |Acconuarms npou3BoauTene papManeBTHIECKOM NPOAYKIUH ¥ U3ACIHA MeTHITHHCKOTO
Ha3zHaueHus, ropox Mocksa

3 |Acconumaims poccHHCKHX (papMalieBTHIeCKHX IIPOU3BoHTeNCH, ropol Mocksa

4 | ®I'BOY BO «Ilepsriii MockoBckHif rocy1apcTBEHHBIH MEUIMHCKAN YHHBEPCHTET HMEHU
. M. CeueHoBa» Mumnsapasa Poccun, ropog Mocksa

5 |Coro3 «<HammonansHas ®apmanestaueckas Ianara», ropox Mocksa
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|6 |Coros ITpodeccuonansunx apmanesrrdeckux Opranmsanuii, ropog Mocksa

! O6mepoccmiickmit knaccupurarop 3aHATHI.
2 O6mepoccHiicKmif KIaCCHGHKATOP BUIOB SKOHOMHIECKOH AEATENBHOCTH.
3 Tpuka3 Mumsapascoupassutua Poccun ot 12 anpema 2011 r. Ne 3028 «O6 yTBEpKACHHH NEpPeYHEH BPEHBIX | (WIH)
OIaCHBIX MPOM3BOACTBEHHBIX (axTopoB H paboT, IPH BHIIONHEHHH KOTOPHIX IPOBOAATCA 0043aTeNbHBIC NPEIBAPHTENbHEIE H
nepHoaMYeckHe MeNUIUHCKHE ocMOTpHl (oGcnenopanus), B Ilopsmka NpoBefcHHs OGA3ATENBHBIX HpEABAPUTENBHBIX H
NMEPHOAMIECKHX MEIHLUHCKAX OCMOTpOB (06ciemoBaHmil) paGOTHHKOB, 3aHATHIX Ha TAKENBIX paboTax M Ha paborax ¢
BpeAHBIMH W (WAH) ONAcCHHIMH YCIOBMAMH Tpyha» (3apeructpupoan Mumoctom Poccun 21 okrabps 2011 .,
peracTpaudoHHbit Ne 22111) ¢ m3sMeHEHHAMH, BHECEHHBIMH NpukasaMH Mumsapaea Poccun ot 15 mas 2013 r. Ne 296H
(3apeructprposad MumoctoM Poccun 3 wmons 2013 r., peructpaumonssiii Ne 28970) u ot 5 gexabps 2014 r. Ne 801H
Ssaperucrpnponan MunrocroM Pocenn 3 eBpans 2015 r., perncrpammonssiii Ne 35848).

Enunetii kBani(pHKanuoOHHbIN CIIPaBOYHHMK AODKHOCTEH PyKOBOAUTENIEH, CICHAINCTOB H CITy)KaIlHX.
3 Obmepoccaiickuit KiaccHdukaTop npodeccuii pabounX, NODKHOCTeI! CITyKaIMX U TAPAGHEIX PaspANOB.
6 O6wmepoccHiickuil KIaccHHKATOp CIEHATLHOCTE! 110 06Pa30BaHKIO.
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