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III. XapakTepucTHKA 0600IEHHBIX TPYAOBBIX (PyHKIHH

3.1. O6o6menHas TpyaoBas GyHKIHA

BrimonHerue paboT 110 BHEPEHHIO

TEXHOJIOTHICCKUX IIPOLECCOB IIPH VYpoeeHb
Haumenosanue Kon A 6
IIPOMBIIITIEHHOM IIPOU3BOICTBE KBaTH(HKAIHH
JIEKAPCTBEHHBIX CPEJICTB
Mporcxoxcuerme 3auMCTBOBAHO U3
17§
o6o6menHol TpyaoBoit | Opuruban X opurHHATA
112518105171
Kon Peructpanuonssit Homep
opuruHana  HpodecCHOHAILHOTO CTaHAAPTA
BozmorxHEIe Macrep
HaNMCHOBaHHUS MaCTep-TeXHOJIOI‘

JOIDKHOCTEH, mpodeccuit | UmxeHep-TexHoor
HaJanbHUK CMEHBI

TpeboBanus Briciiee o6pa3oBanue — 6akanaBpuat
o0pasoBanuio i 06yueHHI0 | Bicuree 06pasoBanye — CHENMAIMTET, MArHCTPaTypa

TpeboBanus k onwITy -
IPaKTHYECKOH paboThI

Ocobbie ycnosus momycka | ITpoxoxaeHue o6s13aTebHEIX peIBAPHTENBHEIX (IIPH MOCTYILICHAH Ha

K pabore paboTy) ¥ mepHOANYECKHX MEAHLMHCKIX OCMOTpPOB (06Cie10BaHuil), a
TaKXKe BHEOUEPETHBIX MEUIIMHCKAX OCMOTPOB (00CIeJOBaHMi) B MOPSIKE,
YCTAaHOBJICHHOM 3aKOHO/IATeNbCTBOM Poccuiickoit Penepanumn’

Hpyrue xapaktepuctuka | g npodeccHOHANIBHOTO pocTa TpebyeTcs BHIIONHEHHE KPHTEPHEB,
COOTBETCTBYIOIIHX CHEIHAILHOCTSIM

OCHOBHBIE IIyTH NOBHIIICHHA KBATH()HKALIHH:

- IPOrpaMMBbI IIOBBINICHHS KBAMM(HUKAIMK HE PeXe OJHOro pasa B IATH JeT,
- IIPOrpaMMBI IPOPECCHOHANBHOM EPEIOATOTOBKH;

- CTRXXHUPOBKH;

- TPEHHHTH B CUMYJISII{UOHHBIX [IEHTPax;

- HCIIOJIb30BaHME COBPEMEHHBIX IUCTAHIMOHHBIX 00Pa3oBaTeIbHbBIX
TEXHOJIOTHH (06pa3zoBaTeNbHBI NOPTa U BeOHUHAPHI);

- Y9acTHe B KOHIpeccax, KOHQEpeHIMAX, MacTep-KIaccax

JlonoIHATEIbHEIE XapaKTEPUCTHKH

H HanmMenoBanue 6a30B0# IpymITs], TOKHOCTH
aHMEHOBaHUE JJOKyMEHTa Kon
(mpodeccnn) wiH CEMAIBLHOCTH
OK3 2113 XUMUKH
2131 Buonoru, 60TaHHKH, 300JI0TH U CIIEIHATHACTHI
POJCTBEHHBIX 3aHATHIA
2141 HHxeHepsl B IPOMBIIUICHHOCTH B Ha
IIPOU3BOJICTBE
2145 HmxeHepoI-XuUMuKH
2262 ITpoBu30pEI
EKC* - Hmxesep-TexHoor (TEXHOJIOT)




Mactep ygactka

Macrep KOHTpOJIbHEI (YYacTKa, 1exa)

OKIITP’ 22488 Hmxenep-uccaenosarens

22516 Hmxenep-MuxpobHoior

22581 | ExeHep o HensITaHMsIM

22678 VmxeHep 110 NOATOTOBKE MPOM3BOJICTBA

22739 HmxeHep no cragpapTH3anuu

22833 Hmxenep-pamuosor

22836 Hmxenep-paguodusux

22839 HmxeHep-paqunoxuamux

22854 Hnxenep-rexuosuor

22860 Hmxenep-xumuk

25850 IIpoBu3op

25856 IIpoBusop-texHoor

27142 Texnosor

42474 Hmxenep-ucneiTareiinb

42861 HnxeHep-pu3nko-XxuMuK

OKCO°® 010801 Paguodusuka u snektponnka

010802 DdyHraMeHTaNbHAS paguodpu3nKa U pusHIecKas
3JIEKTPOHHKA

020101 XuMus

020201 bronorus

020208 buoxumus

020209 Muxkpo6uonorus

020900 XMy, (PU3UKA B MEXaHHKA MATEPHAIIOB

060104 Menuko-npoduaakTHIecKoe AeI0

060108 Gapmanes

060112 Memunuackas 6HOXHMHUA

111201 Berepunapus

140300 SnepHbie QU3MKA U TEXHOIOTHH

140307 PanuanronHas 6e300aCHOCTh YeI0BeKa i
OKpY>Xalomei cpeibi

140308 Pammanuonnas Ge3omacHOCTS

140401 Texuuka n pu3NKa HU3KHUX TeMOeEpaTyp

140504 XonoaunbHasi, KPHOTEHHAS TEXHUKA H
KOHUIIMOHHPOBAHHE

210301 Pagnodusnka u snekrpornka

240301 XuMHYecKas TEXHOJIOTHS HEOPraHUYECKHX
BEIIECTB

240307 TeXHONOrus CpeiCTB XMMHYECKOH 3aIHTHI

240401 XHUMHYeCKas TEXHOJIOTHS OPraHUYECKHX BEMIECTR

240402 XVMHYecKas TEXHOJIOTHA CHHTETHIECKHX
'OMOJIOTHYECKUX AKTHBHBIX BEIECTB

240501 XuMHYECKas TEXHOJIOTHSA BEICOKOMOJIEKY/ISPHBIX
COeTMHEHUHN

240505 TeXHOJIOTHS BBICOKOMOIEKYIAPHEIX
BBICOKO3()(EKTHBHBIX COEIMHEHHI H YCTPOHCTB

240603 X¥MHUYECKas TEXHOJIOTHS PEIKUX 3IEMEHTOB U
MaTepHaJIOB Ha UX OCHOBE

240801 MamuHEI ¥ annapaThl XUMHYIECKUX IPOM3BOJICTB

240802 OcHOBHBIE IPOLECCH XAMHYECKHUX IIPOU3BOJICTB U




XUMHYCCKas KPI6CpHeTPIKa

240901 Buorexunonorus

240903

buoxuMuueckoe IIPOU3BOACTBO

3.1.1. TpynoBas ¢pyuxkuus

HaumeHoBaHue

ITpoucxoxnenue
TpyHOBO# QyHKLMM

PaspaboTtka TexHoNMOrMYECKOM
JAOKYMEHTAIIWH IIPH IPOMBIIUICHHOM
IPOU3BOZCTBE JIEKaPCTBEHHEIX CPEJICTB

VpoBeHn
(nonypoBeHs) 6
KBaIH(pHUKa K

Koz | A/01.6

X 3aHMCTBOBaHO U3

Opurunan
OpHUTHHAJA

Kon
OpUTHHAJIA

PerucrpaunoHHs1il HoMep
npodeccHoHATBHOTO CTaHaapTa

Tpynoseie
JelCTBHUS

Bri6op Tunos 1 GpopM JOKYMEHTOB UL ONMCAHHS TEXHOIOTHYECKUX MPOLECCOB IIPH
IPOU3BOACTBE JEKAPCTBEHHBIX CPEICTB

Pa3paGoTka NpPOMBIIIEHHOTO  pEriIaMeHTa, TEXHONOTHYECKHX  HHCTPYKITHH,
IPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB HMHCTPYKIHMH IO YHIAKOBKE JEKApPCTBEHHBIX
CpEICTB

Pazpa6oTka CTaHOAPTHBIX ONEPAlOHHBIX MNPONELYP JUIS IOATOTOBHTEIHHBIX
omepaiui (IpoBepka MaTepHaioB, IIpeJBapuUTeNbHas 00paGoTKa, 3arpys3ka ChIphS,
OLICHKA KPHTHYECKHX NIapaMeTPOB IIpoliecca) IPOU3BOJCTRA JISKAPCTBEHHEIX CPEJICTB

Pa3pabotka CTaHIAPTHBIX OIlepanuOHHbIX IIpouenyp IOATOTOBKH
IPOM3BOJACTBEHHOTO OOOpPYZOBaHHA K TEXHOJNOIMIECKONW omepamuu (O9HCTKA,
MOHTaX, KaIHOPOBKa, CTEpHIIH3ALHs)

Pazpa6oTka cTaHIapTHBIX ONEPAlMOHHBIX MPOLEAYP BHIIOIHEHHS TEXHOIOTHMYECKHX
onepanui Ipy IIPOU3BOJCTBE JIEKAPCTBEHHBIX CPEJICTB

PaspaboTka cTaHmapTHBIX ONEPAlMOHHBIX  NPOLENYP
IIPOHM3BOJCTBA JIEKAPCTBEHHBIX CPENICTB

KOHTpOJIA  Ipoliecca

Oprannzamm 3aMONHEHHI W olecrmedeHus COXpPaHHOCTA TE€XHOJOTHYECKOMN

JAOKYMCHTAIINH

HeobOxomumere
YMEHHUS

Onpenemm; JOKYMCHTEHI, HEOOXOIMMEIE JUIst OMHCAHMS TEXHOJIOTMYECKOTO IIpouecca

OCYIIICCTBJDITB AKTyalIM3aldi0 H YHUYTOXCHHUE JOKYMCHTOB IIPOHM3BOJICTBA
JICKapCTBCHHLBIX CPCACTB

IIpoM3BOIHUTE SKCTIEPTH3Y JOKYMEHTOB, OHUCHIBAIONIMX TEXHOIOTHIO IPOM3BOCTBA U
paspaGoTKy MpONECCOB IPOU3BOACTBA, [UIA PETHCTPAHOHHOIO IOChe Ha
JI€KapCTBEHHBIH Npenapar

Bectu samucm mo paGoTOCHOCOGHOCTH TEXHOJOTMYECKOrO OGOpPYNOBaHHS H
IOMEMICHHH, HCTIOIE3YEMBIX B TEXHOJOTHYECKOM ITPOIIECCE

Z[OKYMCHTI/IPOBaTB IIPUINHBI OTKJIOHEHUH OT TEXHOJIOTHYECKOTO Hnponuecca

OdopMaATs u3MEHEHHS B IPOMBIIUICHHBIX DEIVIAMEHTaX MpOIEcca MPOH3BOICTBA
JIEKapCTBEHHEIX CPEJICTB

Ob6ecneunBaTh COXPaHHOCTh H 3al[ATY TEXHOJIOTHYECKOM JOKYMCHTAITNU

OcymecTBIATh HMOHCK M aHANU3 PETyNSTOPHON, HAyYHOH M HAYYHO-TEXHHYECKOM
MH(OpMAN¥H UL pa3spabOTKH TEXHOIOTHIECKOH JOKYMEHTAITUH

Heobxogumere
3HAHUS

TpeGoBanusa CornmameHHs O eJMHBIX NPHHUANAX M [paBUIaX OOGpameHHs
JIEKapCTBEHHBIX CPEACTB B paMKax EBpasmiickOro 3KOHOMHYECKOI'O COI03a, IIPaBHII
HaJJIeXamei- OpOM3BOACTBEHHOM NpAaKTHKH, HOPMATHBHBIX IPABOBLEIX aKTOB H
CTaH/ApTOB B 001aCTH IPOH3BOCTBA JIEKAPCTBEHHBIX CPENCTB

®apmaneBTH4YecKass TEXHOJOTHS B 9acTH  BBIIOJHAEMBIX  TEXHOJOTHYECKHX
NIPOLECCOB '
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Hp0H3BOL[CTBCHHa$I AOKYMEHTAIMA Ha BBIIOJTHACMBIC OICPalliH H IIPOIICCCHI

XapaKTepHchH OCHOBHOI'O TCXHOJIOTHYCCKOI'O o60py11013amm H BCIIOMOIaTCIbHBIX
CHUCTCM, HCHOJIb3YIOIUXCS B BBIIOJIHACMOM TCXHOJIOTHIECKOM IIpoliecce

HpaBmIa JKCIUTyaTallHH TCXHOJIOTHYCCKOro 060py,Il0BaHI/I}I H BCIIOMOTaTCIBHBIX
CHCTCM, HCIIOJB3YEMBIX B BBIINOJIHAEMOM TEXHOJIOTHIECKOM ITpOLECCe

XapaKTepnchH HPOHU3BOJACTBCHHBIX MOMEHICHUI, HCIOJIB3YIOIMHXCA B
BBITIOJTHACMOM TEXHOJOTHIECKOM IIPOLIECCe

Tpe6GoBanns K Ka4eCTBY MCXOAHBIX MaTEPUAJIOB, HCIIONB3YEMbIX B TEXHOJIOTHYECKOM
mpolecce

Tpe6opanns K Ka4eCTBY MOJIYJaEMBIX IPOMEKYTOYHBIX H TOTOBBIX HPOIYKTOB

AHaATHYECKHE MCTOJUKH u BHU3YAJIbHBIC TCCTHI, HCIIOJIB3YEMBIC IIpH
BHYTPHINIPOH3BOACTBEHHOM KOHTPOJIE TCXHOJIOTHIECKOTO IIporecca

TTosroxenHst, HHCTPYKIMH IO 3aIIONHEHHI0 PETHCTPUPYIOMEN TOKYMEHTALHH

TpeGoBanus CaHHTapHOTO pEXHMa, OXpaHbl TpPyJAd, NOXKAPHOH 6E30IaCHOCTH,
OXpaHbI OKPYXXAOUIECH CPEIbl, NOPSAAOK NEHCTBHI IPH Ype3BBIYANHBIX CUTYAIMSIX

Hpyrue
XapaKTePUCTHKH

3.1.2. Tpynosas ¢pyuxuus

BC}ICHI/IC TCXHOJIOTHYECKOT'O v
pOBEHD

IIporccca IIpu NpOMBINIJICHHOM
Haumenosanne pont Py TIp Kox | A/02.6 (ioxyporeHs) 6

IIPOHU3BOJACTBE JICKAPCTBCHHBIX KBATH(UKALAL

CpEICTB
IT, XOXK

POHCXOXK/IEHHE Opuraman X 3auMCTBOBAHO U3
TpynOBOi GyHKIMH OpHTHHANA
Kon PerucTpaloHHbIi HoMep
OpHTHMHAJIA npodecCHOHANBHOTO CTaHAapTa

TpynoBsre Hoaroroska pabogero MecTa K NpOU3BOJICTBY BBILYCKAEMON CEPHH MPOXYKIIHH
JeHCTBUA Honyqerme HCXOIHOTO CBIPBSI M YIIAKOBOYHBIX MarepuaioB CO CKiIaJa u BCHGHI/IG

MaTCpHUAJILHOI O bananca AJi1 IPOU3BOACTBA CEPUHA T'OTOBOI0 IPOJAYKTA

IIpoBesienne HueHTHOHKANMM HCIONBE3yeMbIX B XOJ€ TEXHOIOTHYECKOrO IpoLecca
MIOMEIICHAH, 00OpYNOBaHHsA, NPOMEXYTOYHBIX M TOTOBBIX IIPOAYKTOB C LENBIO
IPEAYIPEXICHAS IEPEIyTHBAHHUS

IoxroroBka mnomemeHui, o0GOpyZOBaHHI M [EPCOHATA K  IPOBEACHHIO
TEXHONOTHYECKHUX paboT

OKkcIUlyaTanuss — HPOH3BOACTBEHHBIX  MOMEINGHHH,  TEXHOJIOTMYECKOTO  H
H3MEPUTEIPHOTO  O0OpYNOBaHMsS, CPeICTB HM3MEPeHHH TP  IPOM3BOACTBE

JICKapCTBCHHBIX CPCIICTB

BBbINONHEHNE TEXHONOTHYECKHX ONEpalyii IpH MPOM3BOJCTBE JIEKAPCTBEHHBIX
CpencTB

OcymecTsienue omepamuii ¥ KOHTPONS, CBS3aHHBIX C OPHEMKOM MaTepHalioB,
TCXHOJNIOTHYECKAM  IPOIECCOM,  YNAKOBKOM, IIE€pEyNaKkoBKOH, MapKHPOBKOIA,
TEPEMapKUPOBKOK

Perucrpauus BceX BEHIMONHAEMBIX ONEPalii NpH TPOM3BOICTBE JEKAPCTBEHHBIX
CPEJICTB

PerucTpanys yciosuit Ipou3sBoCTBEHHON CpeIbl IPH POU3BOACTBE JIEKAPCTBEHHEIX
CpeJCTB

Pemcmaunx BCEX l'IOBpC)KI[eHPIfI YOAKOBKH HCXOHHOTO CBIphA H YIAKOBOYHBIX
MAaTCpHAIOB, IEPEOABACMEIX B IIPOU3BOJCTBO
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HOI[TBep)KI[eHI/IC COOTBCTCTBHA KOJMYECTBa U HaHMeHOBaHHﬁ, IIOJIY4€HHBIX CBIPBA,
MaTepuajoB H l'IpOMe)KYI‘O‘IHOI‘;I IIPOAYKIIUH, HCIIOJIB3YEMBIX B TEXHOJOTHYECKOM
IIPOIECCE IIPOU3BOACTBA JICKAPDCTBCHHEIX CPELACTB

HeoGxomumble | Ompeneniate BEpOATHOCTH M IPHYHHBl  BO3HHKHOBEHHS OTKIOHEHHH  OT
yYMEHUs TEXHOJIOTHYECKOT'O IIpOLecca, BOSMOXXHOCTH HX OOHAPYKEHH
Bectd MOHMTOPHHT paGOTOCIIOCOGHOCTH TEXHOJOIHYECKOTO OOOpYAOBaHHA U
OMEIIECHHUMH, HCIIOIb3YEMBIX B TEXHOJIOTHIECKOM MPOIIEcCe
WHTeprnipeTapoBaTh N0Ka3aHAA ABTOMATHYECKHX JATIMKOB COCTOSHHAS 060pyI0BaHH,
MIPOU3BOJICTBEHHOM CPENBI, PE3Y/IbTaThl BHIIOJHEHHBIX HCIBITAHHNA B aHATMTHYECKHX
JIMCTax
OuenuBaTe  3HAYMMOCTP OOHAPYKEHHBIX OTKJIOHEHHMH H  HECOOTBETCTBHM
TEXHOJIOTHYECKOTO Ipolecca
OcymiecTBiATe NpPOBEPKY HIEHTHYHOCTH, KOJIMYECTBA M KA4eCTBA HCXOMHBIX
MaTepHaJIOB, HCIIOJIb3YEMBIX B TEXHOJOTHIECKOM MPOIIECCE
IIpUMEHATh aHATHTHYECKHE METONMKH W BH3YaJbHBIM KOHTPOIb TEXHOJOTHYECKOTO
Tporecca
OG6ecneunBaTe 3aIUTy OPOXYKIMM, CHIPbS H MAaTEPHANOB OT II€PEKPECTHON
KOHTAMHHAIMY B TEXHOJOTMIECKOM ITPOIIECCe
Becth H 1OpoBepATH PETMCTPHPYIONIYIO [OKYMEHTAlMIO TIPH IIPOM3BOLCTBE
JIEKapCTBEHHBIX CPEJICTB
ITpumenaTs OpoLEmypHl CHCTEMBI ()apPMalEBTHYECKOrO KAadecTBA B OTHONICHHH
BBINOJIHAEMEIX TEXHOJOTHYECKHX MPOIECCOB
Heo6xommmele | TpeGoBanms - CormameHHs O eIMHBX NpHHNMNAX M NpaBHIaX OOpaIeHus
3HaHUA JIEKapCTBEHHBIX CPEJCTB B pamKax EBpa3suiickoro 5KOHOMHYECKOTO COI03a, MPaBHII
HaJIe)xaled IMpOM3BOJACTBEHHOM IPaKTHKH, HOPMATHBHBIX IIPABOBEIX AaKTOB W
CTaHJapTOB B 0671aCTH IIPOM3BOICTBA JIEKAPCTBEHHBIX CPE/ICTB
dapManeBTHYeCKasd TEXHOIOTHS B YaCTH BBIIOJIHIEMBIX TEXHOIOTHYECKHX TIPOLIECCOB
XapaKTepHCTHKH TEXHONOTHIECKOrO OGOpYNOBAHHSA H BCIOMOTATENbHBIX CHCTEM,
HCIIONB3YIOMKXCS B BEIIOJHIEMOM TEXHOJIOTHIECKOM TIPOIIECCE
Ilpauna skcmTyaTamuu TEXHOIOTHYECKOTO OGOPYAOBAaHHS H BCIOMOTATEIbHBIX
CHCTEM, HCIIOJIB3YIOIHMXCS B BEIIONHAEMOM TEXHOJIOTHIECKOM IIPOLIECCE
XapakTepuCTMKH  IPOHM3BOACTBEHHBIX  IIOMEIIEHHH,  HMCIONB3YIOIMMXCS B
BBIIOTHAEMOM TEXHOJIOTHYECKOM IIpoIecce
TpeGoBanus x ka4ecTBY HCXONHBIX MATEPHAIOB, HCIIONB3YEMBIX B TEXHOIOTHYECKOM
mpolecce
[TpuHIMnE GapManeBTHIECKOH MUKPOGHOJIOTHH M ACEITHKH
Tpe6oBanus x ka4ecTBY IOTy4aeMOii POMEXYTOIHOH B FOTOBOI MPOIYKIH
AHaIUTHIeCKHEe METOMMKH, HCTIONB3YEMBIE LIPH BHYTPUIIPOH3BOJICTBEHHOM KOHTPOIE
TEXHOJIOTMYECKOro npoiecca
OCOGeHHOCTH BBITIONHAEMBIX TEXHOJOTHYECKAX IIPOLECCOB, THIMYHBIE IIPHIHHbL
BO3HHKHOBEHHS OTKJIOHEHUH, BO3MOXHOCTH MX YCTPaHEHHS
ITpouenyps! papmaneBTHIECKON CUCTEMBI KauecTBa IPHMEHHTEIBHO K BBIIOTHAEMEIM
TEXHOJIOTHYECKUM MPOIEcCaM
11o10XXeHus!, KHCTPYKIIMH IO 3aII0THEHHUIO PETHCTPHPYIONIel IOKYMEHTALHHA
TpebGoBanus caHATapHOTO PeXUMa, OXPAHbI TPY/a, I0KAPHON 6€30TIACHOCTH, OXPaHbI
OKpYKaIOIIeH CPeIbl, MOPAIOK NeHCTBHI NPY YPE3BHIYANHBIX CHTYAIMIX
Hpyrue -

XapaKTCPUCTHKH




3.1.3. TpynoBas pynxuus

HaumenoBanue

KOHTpOJIL TEXHOJIOTHYCCKOTO IIporecca
IIpH IIPOMBIIITICHHOM IPOHU3BOCTBE
JICKapCTBCHHEBIX CPCIACTB

YpoBeHb

Kon | A/03.6 (moxypoBeHs) 6

KBaTuUKan

ITpoucxoxnenne
TpyInoBO¥ pyHKIIH

X '3aMMCTBOBAHO U3

Opwurunan
OpUrrHAIa

Kon PerucTpalMoHHEIit HOMep
OpUTHHAJA npodeccHOHANBHOTO CTaHAapTa

TpynoBrie
JEHCTBHA

KonTpone noTpeGiieHHS HCXOAHBIX MAaTepuasioB, HEOOXOAMMBIX IS TOTOBOMH
NPOAYKIHHA

KoHTpoJ1b paboThEl OIIEPAaTOPOB 110 BBHITOTHEHUIO TEXHOJIOTHIECKOTO IPOIiecca

Bemonaenue onepaum‘/i II0 BHYTPHUIIPOU3BOJACTBEHHOMY KOHTPOIIO B XOJe
TEXHOJIOTHYCCKOr0 IIponecca U X perucTpanus

Pernc*rpaupm BCEX M3MEHEHHMH U OTKJIOHCHHUH X0J]a TEXHOJIOTHYECKOTO Imponecca

Konrpons B mpomecce InpoM3BofacTBa (BHYTPHIPOH3BOICTBEHHEBIN KOHTpOIIb,
MEXOIIEPallAOHHEIA KOHTPOJIb) C LENBIO IPOBEPKH COOTBETCTBUS MPOMEXYTOYHON
IPOAYKIHH M TOTOBOH NPOAYKIIMH 3aJaHHBIM TPEOOBAHHAM

OHOBeHICHHe YCTAGHOBJICHHBIX JIMII O BBIABJICHHBIX H3MCHCHUSIX U OTKIIOHCHHAX
TCXHOJIOTHYCCKOI0 IIporecca

KonuTpose neHTHUKanIy IOMeIIeH i, 000py0BaHHS H MATEPHAIIOB

KoHTpoms skcmiIyaTtanuu NPOW3BOJACTBEHHBIX IOMEMIEHHM, TEXHOJIOTHYESCKOTO U
M3MEPHTENHLHOTO 060PYIOBaHHUS, CPEACTB H3IMEPEHHIA

KoHTposb co6m0Ae NS aceITHIECKUX ollepalii (eciid MPUMEHUMO)

HeobxonuMmeie
YMEHHSA

Kontpomuposate  paGoTy NONYMHEHHOIO CTPYKTYPHOTO  IIOApa3fieieHHus,
COlepXXaHHE IMOMEILUECHUH, OSKCIUIyaTalMI0 M TEXHUYECKOe 0O0CIyXHUBaHHE
o6opyaoBaHus

PaspaGateiBaTe M OLCHMBATH PETNIAMEHTHPYIOWIYIO W  PETHCTPHPYIONIYIO
JOKYMEHTAIIMIO, KacaIOIYIOC] TEXHOJIOTHIECKHX IPOLIECCOB

OcymiecTBIATh  OLEHKY M aTTeCTAajuio IEPCOHATa  IIPOM3BOACTBEHHBIX
nozpasieneHul GapMaleBTHIECKOro IPOU3BOACTBA

ITpunuMare pemeHHe O IOBTOPHOM 00pabOTKe WM HOBTOPHOM HMCIOJIB30BAHWH
CEpUH WM YaCTH CEPHM INPOAYKIUH, HE COOTBETCTBYIOIIEH 3aJaHHBIM
TpeOOBaHUAM

KonTpomupoBaTh #  KOppEKTHpOBAaTh  BBIIOJHEHHE IUIAHOB  IIOBBHIMICHHS
3G (GEKTUBHOCTH  NPOM3BOJCTBA, IOBBHINEHHS MPOU3BOAMTENBHOCTH TPYa,
PallMOHAIBHOTO PACXOJOBAHHIO MATEPHANOB, YIYYIIEHHS KOPPEKTHPYIOINUX H
MPEaYTIPEKAAIOIUX MEPOTIPHUITHI

OcymecTBnATe NOHCK, 0TOOp M aHATH3 HHGOPMALUH, IIOJYyICHHON M3 PA3IHIHBIX
HCTOYHUKOB, C MEJIbI0 COBEPIICHCTBOBAHUA TEXHOJOTHYECKHX IIPOLECCOB H
ONTHMHM3ALHNH TEXHOJIOTHIECKHX ITUKIIOB

HeobOxogumeie
3HAHUS

Tpebopanuss CornamieHns 0 eOWHBIX NPHHUMIAX M NpaBHIaX OOpAIECHHS
JNIEKapCTBEHHBIX CPE/ICTB B paMKaX EBpa3sHiickoro 5KOHOMHYECKOTO COX03a, IPaBUIT
HaJUICXKAIe MPOM3BOJICTBEHHOH NPAKTHKH, HOPMATHBHEIX IPaBOBEIX aKTOB H
CTaH/IapTOB B 00JIaCTH IPOM3BOACTBA JIEKAPCTBEHHBIX CPEACTB

[Tpunnuns! hapManeBTHIECKON MUKPOOHOIOTHH H ACEIITHKH

(DapMaueBTqucxaﬂ TCXHOJIOTHA B YaCTH BBINOJNHIEMBIX TEXHOJIOTHICCKHX
IpoLeCcCoOB

IIpou3Bo/ICTBEHHAs JOKYMEHTAIWS Ha BBIIOJHIEMbIE OIIEPAIMH H ITPOLIECCH

XapaKTepPHCTHKA TEXHOJIOTMYECKOT0 060pyIoBaHMA M BCIOMOTATENbHBIX CHCTEM,
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HMCIIOJIb3YIOMUXCS B BBITOJIHAEMOM TE€XHOJIOTMICCKOM NIPOLECCe

HpaBHJIa SKCINTyaTailil TCXHOJIOTHYECCKOTO O60py,I[OBaHI/I5I 1 BCIIOMOI'aTCIbHBIX
CUCTEM, HCIIOJIB3YIONIUXCA B BBINOJHACMOM TCXHOJOTHYECKOM Mpolecce

XapaKTepHchn IIPOK3BOJCTBCHHBIX HOMCIHCHHﬁ, HCIIOJIB3YIOMIUXC S B
BBIIIOJIHACMOM TCXHOJIOTMYCCKOM IPOLIECCE

Tpe60BaHI/I$I K Ka4Y€CTBY HCXOAHBIX MaTCpHaJOB, HCIIOJIB3YEMBIX B
TEXHOJIOTHICCKOM ITPOLECCe

TpeboBanus Kk ka9eCTBY HOTyUaeMOi IIPOMEXKYTOTHOM/TOTOBOM POIYKIIH

AHajiuTHYeCcKHe MCTOAWKH H  BH3YAJIBHBIE TECTHI, HCIIONIB3YEMEIC IIpU
BHYTPHIIPOHU3BOJICTBEHHOM KOHTPOJIE TCXHOJIOTHYECKOTO Ipoliecca

ITosio)xeHHs, IHCTPYKIIMH 110 3aNI0JIHEHHIO PETHCTPUPYIOMIEH JOKYMEHTAIUN

IMopsnok nefcTBUH NpH Ype3BEYANHBIX CHTYAIUIX

IMopsmox  paccmenoBaHHs HECYaCTHBIX  CIy4aeB Ha  ()apMalleBTHYECKOM
HIPOU3BOJICTBE

IMonoxxenns, HHCTPYKITMH JOKYMEHTHI 110 pa3paboTke U 0QOPMICHHIO TEXHUYECKOM
M KOHTPOJIbHOM JOKYMEHTAIUM

QopMBl U MeTonEl pPaGOTEHI C HPHMEHCHHEM aBTOMATH3MPOBAHHBIX CPEICTB
YIIpaBJIEHHS M HHPOPMAIMOHHEIX CHCTEM

TpeGoBanus caHMTapHOTO peXMMa, OXPAHBI TPyAa, IIOXKAapHOH Oe30IIacHOCTH,
OXpaHbl OKPYXKatoIIel Cpeibl, MOPANOK AEHCTBHI IIPH YPE3BBIMAMHBIX CHTYAIHSX

Jpyrue

XapaKTCPHUCTHKH

3.2. O60o06menHnas TpyaoBas GyHKNMAs

PaspaboTka u conpoBoxaenue
TEXHOJIOTMYECKOT0 ITpoIecca mpu

B Vpoeesn 6

HaumenoBanue Kox

MPOMBILIIJICHHOM IPOU3BOJICTBE KBaTHHKaLMHA

JICKapCTBEHHBIX CPEACTB
Tponcxoxcnerye 3aUMCTBOBaHO U3
06o6uieHHOM TpynoBoii | Opurusan X

OpHrHHaNa
¢byBKUMH
Kon PerucTpanmoHHsiil HoMep
OpHTHHAJa NpodeCCHOHANLHOTO CTaHAapTa

Bo3smoxHbIE Crapmmuit TexHosI0r
HauMEHOBaHUS Crapmmii HHXeHep-TeXHOJIOT

IoJDKHOCTEH, mpodeccuit | Benymuit urxeHep-TexHOIOr

PYKOBOHI/ITCJIB TEXHOJIOTHYCCKOI'0 OTAEIa
P YKOBOOHUTENH OTAECJIA TEXHOJIOTHUYECKOTO HOpPMHPOBaHHUA

TpeboBanus x
o0pazoBaHHIO U
00y4YeHHIO

Bricmee o6pa3oBanue — GakanraBpuar
Beiciiee 06pasoBaHHe — CHELHATHTET, MATHCTPATypa

Tpe6GoBanus k onsrry

He Menee TpEX €T pa60T51 II0 CHEHHAIIBHOCTH IIPH HAJIMYHH BBHICHIETO

MIPaKTHYECKO paboTEI 00pa30BaHHU IO IporpaMMam GakanaBpHaTa

He menee OOHOTO roja pa6OTI>I IIO COCIHUATIBHOCTH IIPH HAJIUYHMH BLICIIIETO
06p3.30BaHI/ISI II0 IIporpaMMaM cnenuajinTeTa, Mar HACTPATYPhI

Oco0sle ycnoBus momycka | IIpoxoskaeHue 06s3aTeIBHEIX NPEABAPUTENBHBIX (IIPU HOCTYIJIEHHH HA

K pabote

paboTy) U IEPHOAMIECKUX MEAULMHCKHAX OCMOTPOB (obcnenoBanuii), a
TAKKE BHECOIEPEAHBIX MEIMLIMHCKHX OCMOTPOB (06CIe[oBanuii) B MOpsIKe,
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YCTaHOBJIEHHOM 3aKOHOIATeILCTBOM Poccuiickoii @enepanmun

Jpyrue xapakTepucTUKH

Juist mpopeccrHonANBHOTO pocTa TpeGyeTcs BHIIONHEHHE KPUTEPHEB,
COOTBETCTBYIOIIUX CHEIHATBHOCTIM

OCHOBHBIE IyTH NOBHIIECHAS KBATH()UKAIMH:

- IPOrpaMMBbI IIOBBINICHH KBATH(QHUKAIMY He PeXe OJHOTO Pasa B [ATH JIET,
- IPOrpaMMBbI NPO(ECCHOHANBHOM HEPEOArOTOBKY;

- CTRXHPOBKH;

- TPEHUHTH B CHMYJISIIMOHHBIX I[EHTpaXx;

- HCIIOJIb30BaHHE COBPEMEHHBIX TUCTAaHIIMOHHBIX 00pa30BaTEIbHBIX
TEXHOJIOTHH (00pa30BaTeNbHEIH NOPTAT ¥ BEOHHAPEI);

- Y4aCTHEC B KOHIpeCCax, KOH(I)epCHIII/ISIX, MacCTep-Kjiaccax

I[OHOJIHI/ITCJILHBIC XapaKTCPUCTUKHA

HaumeHoBanue 6a30B0i# rpymnisl, JOIDKHOCTH
HaumenoBanue noxymenTa Kon
(opodeccun) iy cieNHATEHOCTH
OK3 1223 PykoBoauTenn noapasneneHuit 1o HayYHbIM
HCCIIEIOBAHUAM U pa3paboTKaM
2113 XuMHKH
2131 buomnoru, 60TaHUKH, 30010TH U CIIELAATUCTHI
POACTBEHHBIX 3aHATUN
2141 VHxeHeps! B IPOMBIIUICHHOCTH H HA IIPOM3BOJICTBE
2145 HHXEeHEePhI-XUMHKH
2149 CrenuanucTel B 0071aCTH TEXHUKH, HE BXOSIINE B
JpyTHE TPYIIIBI
2262 IIpoBu3opsr
EKC - Hmxenep-TeXHOIOT (TEXHOJIOT)
- I'naBHBI TexXHOJIOT
- HaganbHUK NpoH3BOJCTBEHHOrO OTAENA
- Benymmit nmxenep
OKIIATP 22488 Hmxenep-uccienosarens
22516 Hmxenep-muxpobuoior
22581 WmxeHep no HCOBITAHMAM
22678 WrxeHep 10 MOATOTOBKE IPOM3BOCTBA
22739 WxeHep no crangapTH3anuu
22833 Hnoxenep-pamuosor
22836 Hnmxenep-pamnodpusuk
22839 Hwxenep-paqnoxXuMux
22854 Wmxenep-TexHomor
22860 Hmxenep-XuMuk
25850 ITpoBusop
25856 IIpoBusop-rexnomnor
27142 TexHosor
42474 Hmxenep-ucnsITarens
42861 Hmxenep-pu3uKo-XUMHK
42865 HHXeHep XMMHKO-0aKTEpPHOIOTHYECKOH
- nabopaTopuu
OKCO 010801 Pannodusuxa u anexTponnka
010802 DynnaMeHTaTbHA paquodu3uKa U GpusHIecKas
IEKTPOHHKA
020101 Xumus
020201 brosorus
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020208 buoxumus

020209 Muxpobuosorus

020900 Xumus, pu3nKa 1 MEXaHHUKa MaTEPHAIOB

060104 Menuko-npobmIakTHIECKOE A0

060108 ®Dapmarnes

060112 Mepuuunackas OHoXuMHS

111201 Berepunapus

140300 SnepHsle ¢pH3HKa H TEXHOIOTHAH

140307 Pamnanuonnas 6€30macHOCTE YelIoBEKa H
OKpYXXarolen cpeanl

140308 Pajmannonnas 6e30macHOCTD

140401 Texnuka n QpU3MKa HU3KUX TeMIIEpPaTyp

140504 XonoaunbHas, KpHOT€HHAS TEXHUKA U
KOHIUITMOHAPOBAHKE

210301 Pamnodusnka u snekTpoHHKa

240301 XUMHYECKas TEXHOJIOTHS HEOPTaHHYECKHX BENIECTB

240307 TexHosorus cpecTB XUMHYECKOM 3aIUTEI

240401 XUMHu4ecKas TEXHOJIOTHS OPraHHYECKAX BEIECTB

240402 XUMHYECKas TEXHOIOTHS CHHTETHIECKHUX
OHMOIIOrMYECKUX aKTHBHBIX BEIIECTB

240501 XuMHI9I€eCKas TEXHONOTHS BEICOKOMOTEKYISIPHBIX
COEUHEHHUI

240505 TexHON0THS BBICOKOMOJIEKYISIPHBIX U
BBICOKO3()(PEKTUBHBIX COSTMHEHMH U YCTPOHCTB

240603 XUMHUYecKas TEXHOJIOTHS PEKUX 3JIEMEHTOB U
MaTepHaJIOB HA HX OCHOBE

240801 Mamuse! 1 annapaThl XUMAYECKUX POH3BOJICTB

240802 OcHOBHBIE IPOLIECCH XUMHAYECKUX IIPOH3BOICTB U
XUMHYECKas KHOEpHETHKA

240901 buorexnonorus

240903 buoxuMudeckoe mpon3BoaCTBO

3.2.1. TpynoBas ¢pynxuus

PazpaboTka u BHeipenne

Vposens
TE€XHOJIOTHIECKOI'0 IIpolecca I
HaumeHoBaHue pon A Koa | B/01.6 (noxypoBeHs) 6
IIPOMBIIUIEHHOI'O IIPOM3BOJACTBA KBaTHpHKALIAN
JICKAPCTBCHHEBIX CPCACTB
Hpoucxoxnenne
p Vil Opuruman X 3aMMCTBOBAHO U3
TpynoBoi ¢yHKImH OpHrHHaJIa
Kon PeructpaunoHHbIi HoMep
opuruHana  HpodeCCHOHANBHOTO CTaHaapTa
TpynoBsie Paspaborka mnporpaMM BHeIpEHHS HOBBIX TEXHOJNOTHYECKHX IPOLECCOB npn
JeHCTBHS IIPOU3BOJICTBE JICKADCTBCHHBIX CPEACTB

PazpaGoTka TeXHHYeCKHMX 3ajaHuMii Ha OPOEKTHPOBAaHHE H  OCHAIIEHHE
NPOU3BOACTBCHHBIX ITOMEIIEHHH, IPOU3BOACTBEHHBIX JIMHHT

IToxbop cocraBa pa3spaGaThIBAEMBIX JIEKAPCTBEHHBIX (OPM JUI1 ONTHMH3AIHH
TEXHOJIOTHYECKOTO MPOIECcca

PaspaboTka NpoM3BOJCTBEHHOM NOKYMEHTALMH I ONBITHO-IPOMBIIUICHHOTO H
HNPOMBINUICHHOI'O IIPOM3BOCTBA JIEKAPCTBEHHEIX CPEACTB




13

CornacoBanne pa3spaGoTaHHOM TOKYMEHTALMH CO CTPYKTYPHBIMH IIOAPasAeTIeHIIMH
¢apMaleBTHIECKOrO IPOU3BOICTBA

CornacoBanne BOIIPOCOB TEXHOJOTUYECKOM  IIOATOTOBKH IIpOU3BOACTBA Cc
IIPOCKTHHIMA OpraHu3aliusIMU

P a3pa60TKa IIaHOB MaCIHTaGI/IpOBaHI/I}I H IICPCHOCA TEXHOJIOTHIECKHAX ITPOIIECCOB

HPOBGHCHI/IC \OIICHKI/I TEXHOJIOTHHECKHUX IIPOUECCOB UL YIIYUYIIEHH HX KaYecTBa

BHenpenue nponeccHo-aHATHTHYECKAX TEXHOIOTHI B IPOM3BOJICTBO JIEKAPCTBEHHBIX
CpEACTB

BHezpenne pecypcocOeperarommx TEXHONOIMM O IPOM3BOACTBO JIEKAPCTBEHHBIX
CpelCTB

Benenne ydera npouM3BOICTBEHHOM, OTYETHOM MOKYMEHTAIMH, JOKyMEHTAIIWH,
KacarolIeHcs ONTHMHU3ALMH TEXHOJIOTHYECKHUX POIIECCOB

Heo6xo1umpre
YMEHHS

PaspaGartbiBaTh M ONEHMBATh IIPOM3BOJCTBEHHYIO H OTYETHYIO JOKYMEHTAIHIO,
KaCaroNIyIocs TEXHOIOTHIECKHX IPOLIECCOB

WnreprnperHpoBaTh  HOKa3aHWs  ABTOMATHYECKHX  JATYHKOB  COCTOSHHS
000pyI0BaHys, MPOU3BOACTBEHHOMN Cpe/ibl, Pe3yIbTaThl BHIIONHEHHBIX HCIIBITAHUIA B
AHATUTHYECKUX JIACTAX

Bribupars TexHomOrMIECKoe 060pyI0BaHNE ¥ NPOM3BOACTBEHHEIE IMHHH C YIETOM
IPOM3BOJCTBEHHOW MOIIHOCTH, 3arpy3KH OOOpyJOBaHMS W  YCTaHOBJIECHHBIX
TpeboBanmii

PazpabareBats TEXHUKO-3KOHOMHYECKOe obocHOBaHHE CO3IaHUA
(apMareBTHYECKOro MPOU3BOACTBA

HpOHBBO,I[I/ITI: aHaJIN3 PHCKOB I Ka49€CTBA JICKAPCTBCHHBIX CPEACTB

OcymecTBisaTe moucK, 0T60p W aHauM3 MHGOPMALMH, HOTYYEHHOH M3 pa3IMUHBIX
HCTOYHHUKOB, I pa3paboTKH U ONTHMH3AIMH TEXHOJIOTHYECKOTO MPoLecca

Omnpeneniars Tpya0eMKOCTs TEXHOJIOTHYECKOTO MPONECca, MAaTepHANBHEIN GalaHc u
TEXHOJIOTHIECKYIO C€6€CTOMMOCTH IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEICTB

HeobxomuMmeie
3HAHUA

Tpebosanuss CornamieHHss O €QWHBIX UNpPHHUMNAX M MPaBHIaX OOpAIICHUS
JIEKapCTBEHHBIX CPEJICTB B pamMKax EBpasHiiCKOro 3KOHOMHYECKOTO COI03a, IPaBHII
HajIeXamei IIPOM3BOACTBEHHON IPAaKTHKH, HOPMATHBHBIX IIPaBOBBIX AaKTOB H
CTaHAApTOB B 0071aCTH IPOU3BOJICTBA JICKAPCTBEHHEIX CPEACTB

DapMalleBTAYECKas TEXHONOTHS B YaCTH pa3pabaThbIBAEMBIX TEXHOIOTHYECKHX
IPOLECCOB

[Ipunrmne! GapMarieBTHIECKOH MUKPOOHOIOTHH, ACENTHKH M TOKCHKOJIOTHH

IlpaBuna sKcIUTyaTaMM HCHONB3YEMOTO TEXHOJIOTHIECKOr0 00OpYJOBaHAS M
BCIIOMOTaTEJIbHBIX CHCTEM

HOMCHKJ'IaTypa BCIIOMOTI'aTCIIBHBIX BEIECTB

HpI/IHIII/IIIBI MaCIIITaGI/IPOBaHI/Iﬂ H IICPEHOCA TEXHOJIOTHICCKHMX IIPOLIECCOB

OpI‘ aHW3aUs TEXHOJIOTUIECKOH M HH)KCHCpHOfI IIOATOTOBKA MPOHU3BOJCTBA,
BCIIOMOT'aTEJIbHBIX HHXXCHCPHBIX CHCTEM

MeTonsl ¥ MHCTPYMEHTHl YNpPaBICHHS PUCKAMH IS Ka9eCTBAa JIEKAPCTBEHHBIX
CPEICTB

OTamel NPOEKTHPOBaHHA, KBATMDUKAINK M DKCIUTyaTAMH 3aHWM, MOMEINEHHH u
HEDKCHEPHBIX CHCTEM (papManeBTHYECKOro IPOH3BOACTBA M TPEOOBAaHHU K HHM

HpYHIMIB! Ba/THjallil TEXHONOTHYECKUX IIPOLECCOB, KBATH(GHUKAINY IOMELICH N 1
000pyIOBaH}S, HH)KEHEPHBIX CHCTEM

Merozsl mpeAynpexACHHS KOHTAMHHAIMM M INEPENyTHIBAHMSA MPOAYKIMH IIPH
IPOU3BOJCTBE JIEKAPCTBEHHEBIX CPEICTB

MeTtonsl CTaTHCTHYECKOTO YIIpaBII€HUA Ka4d€CTBOM, CTAaTHCTHYECKHE METOEI,
NPUMEHACMBIC IIPH OLCHKE PE3YIIbTATOB HCIBITAHUN TEXHOJIOIHYECKUX IponecCCoB U
Balaanmu
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TIpUHIMIE pa3spaGoTKM M TOCTAHOBKM HA TPOM3BONCTBO HOBBIX JIEKAPCTBEHHDIX
cpeacts (apmaxonormdgeckue, (apMaleBTHYECKHE ACHEKTHl H TEXHOJOTHYECKHE
acIIeKTHI)

Tpe6oBanus caHHTapHOrO peXHMa, OXPaHHl TpyJda, IIOXKApHOH Ge30MacHOCTH,
OXpaHBI OKPYXXAIOMIEH Cpebl, HOPSIOK AEHCTBHH IPH Ype3BHIYAHHBIX CHUTYAIHIX

Hpyrue

XapaKTCPUCTHKH

3.2.2. TpynoBast pyuxums

Haumenosauue

IIpoucxoxaeHue
TPYAOBOH (PyHKLIHH

) COHpOBO)KIlCHI/Ie TCXHOJIOTHYCCKOI'O

Yposenb
Iponecca Mpy MPOMBINITIEHHOM Kon | B/02.6 (momypoBeHS) 6

IIPOM3BOJACTBE JIEKAPCTBEHHBIX KBATAbUKATTH
CpEeICTB

X 3aMMCTBOBAHO U3

Opurunan
OpHTrHHAJIA

Kon PeructpanuoHHs1ii HOMep
OpHIHHala HpodeCcCHOHAILHOTO CTaHAapTa

Tpynossie
JEHCTBUA

PaspaboTka, cormacoBaHMe H BelNeHHE YydYeTa IIPOM3BOACTBEHHOM, OTYETHOI
JOKYMEHTAIlUM, KaCArOIIEHCs TEXHOIOTHYESCKHX IIPOLIECCOB

IlnanupoBanue MOTPeOHOCTH B HCXOZHOM CHIPbe M YNAKOBOYHBIX MAaTepHalax,
HEeOOXOUMBIX JUIA BBITYCKAEMOMN MPOIYKIHH

IlmanupoBanre ¥ KOHTPONb BBINOJHEHHS KOPPEKTHPYIOIMX H IIPEXYNPEkKaOMHX
MEpONpPHATHH, KaCalOIUXCs IPOU3BOJICTBA JIEKAPCTBEHHBIX CPEICTB

AHanmn3 TeXHOJOTHYEeCKHX poUECCOB U NAaHHBIX MOHHTOpPHHIA l'IpOPISBOI[CTBGHHOﬁ
CpE€AEI Ha COOTBETCTBUC YCTAHOBICHHBIM Tpe60BaHI/I5IM

HpOBCI[eHI/IC aHajiu3a IIpUYHH 06Hapy>KeHHLIX OTKJIOHEHUH H HECOOTBETCTBUM,
aHaJIN3a PUCKOB KAQ4ECTBA 3TAIOB TEXHOJOTHYECKUX IIPOLIECCOB

Ilpuastde pemienus o mepeymakoBKe, NepepabOTKe, OTKIOHEHHHM WM ITOBTOPHOM
HCIONB30BAHUH CEPHM MJIHM YaCTH CEPHUH IIPOU3BENECHHOMN IIPOIYKITHH

OCYHICCTBJICHI/IC HaA30pa 3a TCXHOJIOTHICCKHMM MIpoIeccaMu

Heo6xonumeie

P acClJICOBAaTh KPUTHUYCCKUC OTKIOHEHHUA TEXHOJIOTHYECKOTO Iiponecca OT HOPMBI

YMEHHS

OIICHI/IBaTB IIPOU3BOJACTBCHHYIO, OTHCTHYIO AOKYMCHTAIHIO, Kacaromyrocsa
TCXHOJIOTHYECKUX IPOLECCOB

OpFaI{HBOBBIBaTB TCXHOOTHYECKYI0O U HHXXCHCPHYIO HOATOTOBKY IIPOU3BOJCTBA,
BCIIOMOTaTEeIbHBIX HHXKCHEPHBIX CUCTEM

I/IHTepIIpCTI/IPOBaTB ITIOKa3aHUA aBTOMaTHYECCKUX JAaTUYHNKOB COCTOSIHHUSA OGOPYI[OBaHI/ISI,
IIpOI’ISBOI[CTBCHHOﬁ Cpenkpl, PE3YIbTaThI BEIITOJTHCHHBIX HCIBITAHHM npu
TIPOH3BOJCTBE JICKAPCTBCHHBIX CPEACTB

OnenuBats onepanuy 1o or60py npod

HpOI/ISBOI[I/ITI: aHaJIM3 PHCKOB UL KadecTBa JICKapCTBEHHEIX CPEJICTB

AHamu3MpoBaTh M  OIEHHBAaTh 3HAYMMOCTH OOHAPYKEHHBIX OTKIOHCHHH M
HECOOTBETCTBHH TEXHOJIOTMYECKOTO HPOIECcca, ONPEee/sITh BEPOATHOCTD U IIPUIHHBI
BO3HUKHOBEHHS - OTKJIOHEHHH, BO3MOXXHOCTH HX OOHAPY>KEHHS

OnenvBath BIMSHAE H3MEHEHHH B TEXHOJIOTMYECKOM IPOIECCE HA CTAOWIBHOCTD H
Ka4eCTBO IPOMEXYTOIHOM H TOTOBOM IPOAYKITHH

OuenuBats HCIIOJIB3YEMOE TEXHOJIOTHUIECKOE 060py210BaHI/IC U IPOU3BOJACTBCHHLIE

-JIMHUH C YYE€TOM IIPOH3BOACTBECHHOM MOIIHOCTH, 3arpys3KH 060py,u013aan H

YCTaHOBJIEHHBIX TpeOOBaHMIA

AHaNMU3UPOBATE paboTy 3MEKTPOHHBIX YCTPOHCTB M UX BIIMSHHUE HA TEXHOJIOIHYECKHI
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npouece

OcymecTsisaTe mouck, ot6op M aHamM3 MHGOPMALMH, NOMYYEHHOH M3 PasTHIHBIX
HCTOYHMKOB, C LENBI0 COBEPUICHCTBOBAHUS TEXHOJOIMYECKHX IPOLECCOB H
ONTHMH3AHH TEXHOJIOTHIECKUX UKIIOB

HeobxonuMmeie
3HAHUA

TpeGosannss Cornamienus o0 €IWHBIX [PHHIMIAX UM NpaBwiax oOpamieHus
JIEKapCTBCHHBIX CPEACTB B paMKax EBpasmiiCKOro 3KOHOMHYECKOTO CO03a, HpaBHII
HaJulexxaniedd MNPOM3BOJCTBEHHOH IPAKTHKH, HOPMATUBHBIX IIPABOBEIX aKTOB H
CTaHJapTOB B 06J1aCTH IIPOU3BOACTBA JIEKAPCTBEHHBIX CPECTB

Jransl NPOEKTHPOBAHHSA, KBAIM(HKAIMM M SKCIUIyaTalldH 3JaHHH, [OMEINCHHH U
HH)XCHEPHBIX CHCTEM (papMaleBTHUECKOr0 IPOU3BOACTBA H TPeOOBaHHs K HAM

HpI/IHI.II/IHBI MaCIIITaGI/IpOBaHI/IH H IICPEHOCA TEXHOJIOTHYCCKHUX ITPOLECCOB

lpuHiunsl paspaGoTKu M BHECEHHS W3MEHEHHN B NPOM3BOACTBO JIEKAPCTBEHHBIX
cpeacts ((apmakonormueckue, (apMaleBTHYECKHE AacleKThl M TEXHOJIOTHYECKHE
ACHEKTEHI)

@apMaueBTHYECKass TEXHOJOTMS B 4YacTH pa3pabaThBacMBIX TEXHOJOIHYECKHX
IIPOIIECCOB

HpaBPIJIa JKCINIyaTaluu HCIIOJIBSYCMOFO TEXHOJIOTHYECCKOr O 060pleOBaHI/I}I H
BCIIOMOTaTCIbHBIX CUCTCM

AHAJATHYIECKHE METOAMKHA H METOIBI BU3YAIHHOTO KOHTPOMS TEXHOJIOTHYECKOTO
nporecca

IIpuHIMNE! papMaleBTHIECKOH MUKPOOHOIOTHH, ACENTHKH H TOKCHKOTIOTHA

HOMeHKIIaTypa BCIIOMOT'aTCJIBHBIX BEIIECTB

Metonsl W HHCTPDYMEHTHI YUpaBIe€HHs PHUCKAMH Ui KadecTBa JIeKapCTBEHHBIX
CpeIcTB ‘

IIpuHIMOEl BATHAAIME TEXHOJOTHYECKHX MNPOILECCOB M AHAIMTHYECKHX METOJVK,
KBaTMHKAIIHY TOMEIEHUH i 000pyI0BaHHs, HHKEHEPHBIX CHCTEM

Meroze! npenynpesxaeHus KOHTAMAHAIUHY M TIEPENy THIBAHMS IPOYKIHII

MeToasl CTaTHCTHYECKOTO YIpPaBiIE€HHS KAueCTBOM, CTATHCTHYECKHE METOIbI,
IPAMEHAIEMBIC NP OLEHKE Pe3yJIbTaTOB HCIBITAHHH TEXHONOTHIECKHX IPOIIECCOB H
BaJIA AU

Meroner momcka nNpuYMH OOHapYXEHHBIX HECOOTBETCTBHN YCTAHOBIECHHBIM
TpeOoBaHUAM

Tpe6GoBanus caHUTapHOrO peXXKUMa, OXPaBbl TPY/a, IOKAPHOH Ge30IIacHOCTH, OXpaHbI
OKpY>KalOIeH Cpefbl, HOPANOK NeHCTBHH NPY Ype3BBYANHBIX CHTYalHIX

Hpyrue

XapPaKTCPUCTHKH

3.3. O6o0menHas TpyaoBas GpyHKIHS

’ VYipasieHue MpOMBIILICHHBIM

HaumeHoBaHue P P Kon C YpoBeHS 7
ITPOU3BOACTBOM JIEKAPCTBEHHEIX CPENICTB KB uKalHy
IIponcxoxnenue 3AHMCTROBAHO 13
06001meHHOM TpyxOBOK Opurynan X o HI‘I/IHaJIZ
bysKIMH P
Kox PeructpanuonHsiit HoMep
OpUTHHANA podeCCHOHATHHOrO
CTaHgapTa
Bo3MoxxHbEIE HAUMEHOBAHUS I'maBHEI TEXHOIOT
JOJDKHOCTEH, mpodeccuit 3aMeCTHTEIh JUPEKTOpa MO IIPOM3BOICTBY
JEpeKTOp 1O IPOM3BOACTBY
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TpeboBanus k
00pa30BaHUIO U OOYYEHHIO

Bricmiee o6pa3zoBanne — GakajiaBpaar
Bricmiee o6paszoBaHze — crenuannTeT, MarkCTparypa

TpeboBaHH K OMBITY
MPaKTHYECKOi paboThI

He Menee cemu €T paboThI IO COEMUATBHOCTH IIPH HAJIHMYHMH BEICIIETO
06pa3oBaHus 110 IporpaMmamM GakaraBpyaara

He MeHee natv et paboTHI O CIENHUATFHOCTH PU HATHYHH BBICIIETO
00pa3oBaHHs IO IPOrpaMMaM CHENHAIHTET, MATHCTPATYPhI

Ocob5le ycnoBus O0IycKa K
pabote

IIpoxosxaenne 06s3aTeIbHBIX IPEABAPUTEILHEIX (IIPH MOCTYIICHHH Ha
paboTy) ¥ epHOAMYECKHX MEIUITMHCKIX OCMOTPOB (06CiIe10BanMil), a
TaKKe BHEOYEPEAHBIX METUIIMHCKIX OCMOTPOB (00CiIe[0BaHH i) B

HOps/IKe, YCTAHOBJICHHOM 3aKOHOAATENsCTBOM Poccuiickoit ®eneparmu

Jpyrue xapakrepucTuku

Ja ipodeccroHaNBHOTO pocTa TpeGyeTes BEUIOJIHEHHE KPHTEPHER,
COOTBETCTBYIOIINX CHCIHATBHOCTAM

OcHOBHEBIE TyTH MOBHIMIECHASA KBATHHKALIHN:

- IPOTpaMMb! IIOBEINIEHHS KBATM(HUKAIMA HE peXXe OJHOTO pas3a B IATh
JIeT;

- IporpaMMsl IpodecCHOHAILHOM MEPEIOArOTOBKHY;

- CTOXHPOBKH;

- TPCHMHIY B CHMYJIIIAOHHBIX [IEHTPaX;

- HCTI0JIb30BaHKME COBPEMEHHBIX IUCTAHIIMOHHBIX 00Pa30BaTEIbHBIX
TEXHOJIOTHH (06pa30BaTENbHbINA IOPTAT U BEOHHAPEI);

- y9acTHe B KOHrpeccax, KOHpEepeHIHsX, MacTep-KiIaccax

Z[OHOJIHHTCJIBHBIC XapaKTCPUCTHKHN

H HanmenoBanue 6a30Boit rpymsl, JOKHOCTH
aMMEeHOBaHMeE JOKYMEHTa Kon
(mpodeccun) wiH CieNUAIBHOCTH
OK3 1223 PykoBomutenw moapasaeneHuii mo HayIHbIM
HCCJICIOBAHUSAM U pa3paboTKaM
EKC - I'1aBHEBIN TexHOIOT
OKIIATP 22488 Hmxenep-uccnenosarens
22516 Wnxenep-MuxpobHosor
22581 WBxeHep 10 ucnosrranusM
22678 WmxeHep 1o MOArOTOBKE IPOU3BOCTBA
22739 Hmxenep 110 cranapTH3anuy
22833 Wmxenep-paanosor
22836 Humxenep-pannodpusuk
22839 HxeHep-pa uoXuMuK
22854 Hmxenep-TexHonor
22860 Hmxenep-xumuk
25850 ITpoBuzop
25856 IIpoBu3op-texHonor
27142 Texnomor
42474 WmxeHep-ucHbITaTE b
42861 Hmxenep-pu3nko-xumMux
42865 HmxeHep XUMHKO-GaKTEpHOIOrMIECKO
naboparopun
OKCO 010801 Pamnodusmka u sniekTponnka
010802 ®yHaMeHTATbHAL patrnodH3UKa U PpH3HIECKas
JIIEKTPOHHUKA
020101 Xumus
020201 buonorus
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020208 broxmmus

020209 Mukpobuonorust

020900 Xumusl, QpU3rKa 1 MEXaHHKA MaTePHAIOB

060104 Menuko-npodunakTaueckoe A€o

060108 Qapmanes

060112 Mepununckas OHOXHUMES

111201 Berepunapus

140307 Pamnanuonnas 6e301acHOCTE YeIOBEKa U
OKpY’Karoleu cpeasl '

140308 Pamuarnuonnas 6e30macHOCTD

140401 Texnnka u Qpu3nka HH3KUX TeMIepaTyp

140504 XonoaunbHas, KpHOT€HHAs TEXHHKA U
KOHIAHIHMOHUPOBAaHHE

240301 XuMHYecKas TEXHOJIOTHS HEOPraHMIECKHX BEIIECTB

- 240307 TexH0IOTHS CpeICTB XMMHUYECKOM 3aIIHATHI

240401 XuMHudecKas TeXHOJIOTHsI OpraHHYECKHX BEIeCTB

240402 XuMuueckas TeXHOJIOTUS CHHTETHIECKAX
OMOJIOTHYECKHX aKTHBHBIX BEILECTB

240501 XuMHYeCKad TEXHOJOTHS BEICOKOMOJIEKYIIAPHBIX
COCNUHEHUN

240505 TexHomorns BEICOKOMOJEKYIISPHBIX H
BBICOKOO((EKTHBHEBIX COSTMHEHHMN U YCTPONCTB

240603 XHUMHYECKas TEXHOJIOTHS PEIKHX 3JIEMEHTOB U
MaTepHaJioB HA HX OCHOBE

240801 Mamunel ¥ annapatsl XUMHYIECKHX [TPOM3BOJCTB

240802 OcHOBHBIE IPOIIECCH XUMUYECKUX IPOHU3BOJCTB H-

\ XHUMHYECKas KUOepHETHKA
240901 Buorexnonorus
240903 broxumuyeckoe mpousBoaCcTBO

3.3.1. TpynoBas pyuxuns

VYipaBieHue npomeccamMu

VpoBeHs (HOXYpOBEHD)
Hammvenosanue .
HMe H IIPOU3BOJCTBA JIEKAPCTBEHHBIX Kon | C/01.7 KEATHEKATER 7
CpEeACTB
IIpoucxoxnenne
po 31(1[ Opurmsan X 3auMCTBOBAHO U3
TPYAOBOM PyHKIMHK OpHTHHaJIa
Koxn PerucrpaloHHEI HOMep
OpHTHHaIa po¢eCCHOHANBHOTO CTAHAAPTA
TpynoBrie Paccmotpenne u YTBEPXKACHUE NIIPOU3BOACTBCHHOM JOKYMEHTAIHH
lIefICTBPISI (i)apMaIICBTI/I‘ICCKOFO IIPOU3BOJACTBA M Opra”Hu3aIys €€ BBIIOJIHCHUS

Opraanaum NpOU3BOACTBA H XPAaHECHUS I'OTOBOM IPOOYKIIUA B COOTBETCTBUU C
YTBEPXKOCHHOM JOKYMEHTaIUEH 11 TOCTHKEHUS HEO0OXOMMOro KayecTna

OpraHnsaupm OLICHKHA u IIOAITUCaHU IIPpOU3BOJACTBCHHBIX 3anuceii
YIOJTHOMOYE€HHBIM Ha 3TO HNEPCOHAIOM ncpen Hx nepe,uaqeﬁ B NIoApasaciiCHue
KOHTPOJII Ka4€CTBa

Kontpoms  comepkamuss  noMemeHmi, OSKCIUIyaTalMH M TEXHHYIECKOTO
obciryxuBaHus 060pYAOBAHUS

P YKOBOJACTBO BAIMAAIIUEH TEXHOIOIHIECKHX IIpoOneEccoB

Opranusanus _pacciefioBaHusi OOHAPYXEHHBIX OTKIOHGHHH H HECOOTBETCTBHI
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IIPOM3BOJCTBA JIEKAPCTBEHHBIX CPEACTB YCTAaHOBICHHBIM TPeOOBAaHHAM, aHAIU3
PMCKOB H yIIPaBJICHHE PACKAMH UL KAYeCTBa BBITYCKAEMOM IPOXYKIIMI

HpOBClIeHI/IC KOMILICKCHOTI'O aHAJIM3a ACATCIPHOCTH ITOAPa3ACIICHU

P}’KOBOI[CTBO pa6OTaMH II0 IIOATOTOBKE IPOM3BOACTBCHHOIO IOAPA3JCICHHUA K
JUNCH3UPOBAHUIO, HHCICKTHPOBAHUIO IIOTPC6I/ITCJI}IMI/I H ToCyaapCTBCHHBIMH
HaJA30PHBIMH OpranamMu

BHe,I[peHI/IC KOHTPOJIBHBIX MCpOIIpI/ISITI/If/i B OTHOINCHHUH 3JICKTPOHHBIX JOKYMCHTOB

Oprannsauw[ TICPBHYHOTO %1 Iocieayromero OGY‘ICHI/ISI neépcoHalia
TIPOU3BOACTBEHHOT'O IOAPA3CIICHHU

Opranmsanys NpoBEAECHNS COOTBETCTBYIONIMX paboT 10 BATHALHA

Heo0xoaumeie
YMEHHS

OcCyIecTBIATS OLEHKY COOTBETCTBHSA IIPOM3BOJICTBA JIEKADCTBEHHBIX CpPEICTB
TpeOOBaHMAM, YCTAHOBIEHHBIM 3aKOHOAATENsCTBOM Poccuitckoit ®eneparmu 06
oOpalleHUH TeKapCTBEHHBIX CPE/ICTB

ynpa.BJI}ITB KOMIUICKCHBIMHA HaYYHO-TEXHHYCCKMMH IIPOCKTaMH

Yrpasiath DOArOTOBKOM 0630poB KadecTBa BBHITYIIEHHON MPOAYKIHH (Ha ypOBHE
IIOXpa3fAeIICHUS)

OnesuBarh ITOCTABIIIMKOB HCXOOHOTO CHIPbA M YIIAKOBOYHEIX MATEpHAJIOB

OHeHHBaTL KOHTPAKTHBIX HpOI/IBBOI[PITeJIeﬁ 1 NOCTABIIHKOB

PazpabarbiBaTh TEXHHKO-3KOHOMHYECKOE OGOCHOBAHHE PEKOHCTPYKIMH HIIH
pacHIupeHts IPOU3BOCTBA JICKAPCTBEHHBIX CPEJICTB

OneHuBats 00HEM HCIIBITAHUH 1O BT AN TEXHOJIOTHYCCKHX NIPOLECCOB

Bectn EPETOBOPEI, OCJICTHPOBATH NOJTHOMOYHSA

Heob6xomumeie
3HAHUS

TpeGoanus Cornamenns o0 eIWHBIX INpPUHIMIAGX M IPaBWIaX oOpameHHs
TIEKapCTBEHHBIX CPEICTB B paMkax EBpasuiicKoro 5JKOHOMHYECKOTO COK03a, IPABHII
HaJyIeXxaIled MpOU3BOACTBEHHON NPAKTHKH, HOPMATHBHEIX IMPABOBEIX aKTOB H
CTaHJapTOB B 06J1aCTH NPOH3BOJICTBA JIEKAPCTBEHHBIX CPECTB

XapaKkTepHCTHKU OCHOBHOTO TEXHOJIOTHYECKOT0 obopynoBaHus "
BCIIOMOTATENbHBIX CHCTEM, HCIONB3YIOIIUXCS B BBIIOJHIEMOM TEXHOIOIHYECKOM
nporecce

XapaKTepHchn IIPON3BOACTBECHHBIX HOMCHICHHﬁ, HUCIOJB3YIOMHUXCA B
BBIITOJIHACMOM TEXHOJIOTHYCCKOM ITpoLecce

OmnBIT 0TEYECTBEHHBIX W MEXAYHAPOIHBIX IPOH3BOAUTENEH B 00NACTH TEXHOIOTHH
IPOU3BOACTBA AHAJIOTMYHOMN HPOXYKIUH

ITpunAnE! GapManeBTHIECKONH MUKPOOHOJIOTHH, ACENTHKH ¥ TOKCHKOJIOTHA

CI)apmauequeCKas{ TEXHOJIOTUA B YaCTH BBINOJHSIEMBIX TEXHOJIOTHYECKUX
IIPpOICCCOB

HpI/IHIII/IIIBI CTaHJapTH3allHA H KOHTPOJIA Ka4eCTBA JICKAPCTBEHHEIX Cp€acts H
ACATCIBHOCTH IT0 HX ITPOU3BOACTBY

Metop1 IpoBeeHNs HAYYHBIX MCCIIEAOBAHUIH

Merozmpt ONTHMH3AUH TEXHOJIOTHMYCCKHUX IIPOIIECCOB

MCTOI[BI ITPOMBIIIJICHHOI'O MCHCIDKMEHTA U JIOTUCTHKH

MeTo/bl # HHCTPYMEHTEI YIPABJICHHS IPOEKTAMH

Metonsl ¥ WHCTPYMEHTEHI YNpaBleHHS PHCKaMH Uil KadeCTBAa JIEKAPCTBEHHBIX
CpencTB

OTansl NPOEKTHPOBAHUS, KBAIMGHUKALMA M SKCILTyaTallid 3[aHHH, IOMENICHHH |
HHKCHEPHBIX CHCTEM (apMalleBTHYECKOTO IPOM3BOICTBA M TPEOOBAHMS K HUM

JInneH3noHHEIE TpeﬁOBaHI/Iﬂ IIPpH TIPOM3BOACTBE JICKAPCTBCHHBIX CPEACTB

IIpuHIpMIEL BaMAAMK TEXHOJIOTHIECKUX NPOLECCOB M AHATHTHYECKHX METOHK,
KBaTMUMKAIMK TOMEIEHHAM U 060PYI0BaHHUS, HHXEHEPHBIX CHCTEM

MCTOI[I)I CTaTHCTHYCCKOI'O0 YIPABJICHHS KadeCTBOM, CTATHUCTUYECKUE METOIbI,
TIPUMCHACMBIC TIDH OLICHKC PC3yabTaTOB HUCIBITAHUHN TEXHOJIOTHYECKUX IIpoLeCCOB
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1 BAIAAITHHA

IIpaBuyia BHYTpEHHErO TPYIOBOTO PacopsaKa

ITpHHIMIEI JETONPOU3BOICTBA U JOKYMEHTO000pOTa

TpeGoBanus caHHMTapHOrO peXHMa, OXpaHBI TPy[a, II0XKApHOH Oe€30MacHOCTH,

Apyrue
XapaKTCPHCTHKH

OXpaHBI OKPYXKAIOIIEH CPEb], IOPSIIOK ISUCTBHUH NPU YPe3BBIYANHEIX CHTYAIMAX

=

=
E

3.3.2. TpynoBasi pyHkuus

HaumeHoBanue

IIponcxoxnenue
TPyZAOBO# hyHKIMM

Vupasnerue pazpaboTkoif u y
o POBEHB
ONTHMH3ALUENR TEXHOIOTHYECKOTO
a Kon | C/02.7 | (momypoBeHs) 7
nporecca IIpOU3BOCTBA KBATHUKATH
JIEKApCTBEHHBIX CPEJICTB

X 3auMCTBOBaHO U3

Opurusan
OpUrHHaNa

Kon PeructparmonHsiiit Homep
opHrMHajia npodecCHOHAIBHOTO CTaHNAPTA

Tpynossie
JeHCTBUS

PaccMoTpenne ¥ yTBepKIOEHHE NOKYMEHTAL(MH, CBS3aHHOM C IPOM3BOACTBOM
JIEKapCTBEHHBIX CPEJICTB, H OPraHU3alis €€ BEIIOJIHEHHS

Opranusanus pa3spaboTKy H BHEAPCHUs HOBBIX TEXHOJOTHIECKHX PEMICHHMIA

PykoBozncTBo pa6oToii 10 NpPOEKTHPOBAHHMIO M CO3JAHHIO HOBBIX, PEKOHCTPYKIHH
HMEIOIIMXCS  IIPOM3BOJACTBEHHBIX YYaCTKOB, TEXHHYECKOMY IEPEBOOPYKEHHMIO
(dapManeBTHYECKOT0 MPOU3BOCTBA

PaspaGoTka u yTBepXKIeHME MEPONPHATHH IO YIYYIIEHHIO KA4ecTBa BBITYCKaeMOil
IPOAYKIMH U CHIDKEHHIO €€ Ce0ECTOUMMOCTH

PykoBoactBo paspaGoTkoii I/1aHOB MOBHILEHAS 3pPEKTHBHOCTH (GapMaIleBTHIECKOro
IPOM3BOJICTBA, YCTPAaHEHHUA Opaxa B OpraHM3aiun

Opranusanus paboT 10 H3YYESHHUIO ¥ BHEAPEHHUIO HAYYHO-TEXHHYECKHX NOCTHKEHHIA,
IEpeZIOBOrO OTEYECTBEHHOTO M 3apyOeKHOTO OIBITAa IPOHM3BOJICTBA JIEKAPCTBEHHBIX
CpPEICTB

HJI&HI/IpOBaHI/IB M YIPaBJICHHC KOMIIIICKCOM pa60T 10 aHAJIN3y TCXHOJOTHYCCKUX
IIPpOLECCOB (bapMaueBanecxor 0 TIIPOHM3BOACTBA H HMX COBEPHICHCTBOBAHUIO B
COOTBETCTBHH C YCTAHOBJICHHBIMH Tpe60BaHI/I$IMI/I

HeobxoouMmeie
YMEHUS

OpI‘aHI/ISOBBIBaTB HCCIICOBATCNBCKUEC U OKCIICPUMCHTAIBHEIE paGOTI:I 1o pa3pa60TKe
M OIITHMH3aUX TEXHOJIOTHICCKUX ITPOIIECCOB

OuenuBath OpPOHU3BOACTBEHHYI0O ¥ OTYCTHYHO JOKYMEHTAIIUIO, Kacaronryrocs
TEXHOJIOTHIECCKHX IIPOLECCOB

Pa3pabarsBaTh TEXHHKO-3KOHOMHYECKOE OGOCHOBAHME CO3NAHHSA, PEKOHCTPYKIHH
WM PacIIMpEeHHs IIPOU3BOJICTBA JIEKAPCTBEHHBIX CPEJICTB

AHaJII/I3I/Ip0BaTB HCIIOJIB3yEMYIO TEXHOJIOTHIO Ha COOTBETCTBHE YCTaHOBJICHHBIM
TpCGOBa.HI/ISIM H YHOpaBJIICMOCTE TEXHOJOIMYECKMX IIPOIIECCOB, OPraHU30BBIBATH
pa3pa60TKy M BHCAPCHHC B IIPOU3BOACTBO ONTHMH3HPOBAHHBIX TEXHOJIOIHYECCKHX
IIPOLCCCOB

OcymeCTBJISITB YIIPaBJICHUC KOMIUICKCHBIMH HAYYHO-TEXHHYSCKUMHU IIPOCKTaMH

Pemars 3amaqu no obecredeHno QU3NKO-XUMHYECKOH, CTPYKTYPHO-MEXaHHIECKOI,
AHTHMHKPOOHOM CTaOMIEHOCTH JEKAPCTBEHHBIX ()OPM IIPH UX IPOU3BOJICTBE

Bectn IICPETOBOPEI, NCJICTUPOBATH ITOJTHOMOYHA

Heob6xonumeie
3HAHUS

TpeboBanus Cornamenus o eIMHBIX DPHHOWNAX ¥ [PaBAIAX OOpameHHs
TEKapCTBCHHBIX CPEACTB B pamkax EBpasmiickoro 3KOHOMHYECKOTO COI03a, IPaBHII
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HaIexame HpOHSBOI{CTBCHHOﬁ OPpaKTUKHA, HOPMATHUBHEBIX IIPAaBOBBIX AaKTOB H
CTaHIApTOB B obnactu IIPOU3BOACTBA JICKAPCTBCHHBIX CPCACTB

JIuneH3HOHHEIE TPEOOBAHKS IIPH IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEMICTB

[IpuHIMnE GpapManeBTHIECKOH MUKPOOHOJIOTHH, ACENTUKY M TOKCHKOJIOIHH

(IJapmaueBanecxax TEXHOJIOTHA B JaCTH BHINOJHAECMEBIX TEXHOJIOTHICCKHX ITPOLIECCOB

OTanbl NPOCKTHPOBAHHS, KBATHGUKAUMH M OKCIUIyaTalWd 3[aHAH, OMEIEeHWH u
HH)XEHEPHBIX CHCTEM (hapMalleBTHIECKOTO IIPOM3BOACTBA M TPeOOBAHMS K HUM

IlpuHIMOBl BaTHAAlMH TEXHOJOTHIECKHX MPOLECCOB M aHANMTHYECKHX METOJVK,
KBau(HKAINK IOMEINeHHU H 000pyI0BaH s, HH)KEHEPHEIX CHCTEM

Metomsl  CTaTHCTHYECKOrO YIpaBIEHHS KadeCTBOM, CTATHCTHYECKHE METOJE,
NPHUMEHsEMBIEe IPU OLUECHKE PEe3ybTaTOB MCHBITAHHH TEXHOJIOTHYECKHX MPOILECCOB U
BJIMAALIMH

[pouenyps1 apmaneBTHUECKON CHCTEMBI Ka4eCTBa B OTHOIIEHHH IIPOM3BOJCTBA
JEKapCTBEHHBIX CPEICTB

[TpuHUHNIET [EJONPOU3BOJCTBA U JOKYMEHTOO60POTA

HepCIIeKTPIBBI TEXHAIECKOI'0 Pa3BUTHS OpraHH3alluu

IIpaBua BHyTpPEHHETO TPYOBOTO PACHIOPSIKA

HpKHHPIHH CTaHNApTH3alMd M KOHTPOJIA KavYeCTBA JICKAPCTBCHHBIX CPEACTB H
ACATENBHOCTH O UX IIPOU3BOJICTBY

MeTtoanr IIPOBEJICHNSA HAYYHBIX UCCIICOBAHMIT

Metoapt OIITUMH3AIlUH TEXHOJOTHICCKOro mpomecca

MeToasl ¥ HHCTPYMEHTHI YHPAaBICHHSA PHCKAMH JUIS KAa4ecTBa JIEKAPCTBEHHBIX
CpEelCTB

MCTO,HBI 1 HHCTPYMEHTEI YIIPABJICHUS IPOCKTaMH

Tpebopanus x Hay4HOH OpraHM3alMK TPY/A [P IPOEKTHPOBAHHH TEXHOIOIHUECKUX
IIPOIECCOB

TpeGoBaHus caHUTapHOTO PeKHUMa, OXPaHbI TPYAA, HOKAPHOM 6€30MaCHOCTH, OXPAHBI
OKPYXKaIOIIEH! Cpelibl, MOPSIOK ACHCTBHIl IIPY Upe3BbIYANHBIX CHTYALHIX

Hpyrue

XapaKTCPHUCTHKH

3.3.3. TpynoBas ¢pynxuus

Opraausanus paboTs! mepcoHana Yposexs
Haumenosanue IIPOU3BOACTBEHHOTO MOApa3AeIeHHs Kon | C/03.7 (moxyposess) 7
KBanuQuranum
HCXO0XK ue
Ilpo KJEH Opurusar X 3aMMCTBOBAHO U3
TPYAOBOU GyHKIHH OpHMIHHANA
Kon PerucrpanuoHss1ii Homep
OpHUrrHaia npodeccHOHAEHOrO CTAHAAPTA
TpynoBsie I nanuposanue NoTpeGHOCTH B IEPCOHANE IIPOM3BOACTBEHHOTO TIOPA3eICHIS
JleHCTBUS Opranmsanus oOyueHHS M OLEHKH 3HAHMH [NEPCOHANTA IIPOM3BOACTBEHHOTO

OJIpa3ieIeHus
ITogbop ® ananTamus mepcoHana NMPOU3BOACTBEHHOTO HOpasielIeHHs (B YacTH
CBOUX IOJTHOMOYHiT)

Pacnpenienenne 3ana4 u paboT MEXIy COTPYAHHKAMH IIOAPA3AEeHHUs, KOHTPOIb HX
BBOIOJTHEHUS

Opranusamust — peryiApHBIX — MEIHUMHCKHX  NPOGHIAKTHYECKMX  OCMOTPOB
COTPYJHHKOB ITPOM3BOACTBEHHBIX CTPYKTYPHBIX ITOIpa3aeaeHu
IIpoBesieHre ONEHKH YCIOBHIA Tpya (B 4aCTH CBOMX MOJHOMOYMIA)
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Heobxonumeie
YMEHHUS

OIICHI/IBaTB IIOTpCGHOCTB IPOH3BOJCTBCHHOIO NNOAPA3JICIICHUS B IECPCOHAJIE

OuenuBate  NpodecCHOHATHHO-KBATH(DUKALMOHHEIA  ypOBEHb  II€pCOHAlA
IIPOM3BOJICTBEHHOTO HOAPa3eIICHUS

Pa3pabaTeIBaTh MEPONIPUSTHS 110 aANTAIMK IEPCOHANIA

CornacoBsIBaTh JOJDKHOCTHBIE HHCTPYKIHMH MEpPCOHATIA IIPOU3BOJACTBEHHOIO
IIoaApa3acliCHuA

[InanupoBath U ONpenesITs GOPMBI M METOABI 06y UEHH s IEPCOHANA

PazpaGateiBats cucreMy 3(hekTHBHON MOTHBAIMH IIEpPCOHANA IIPOU3BOACTBEHHOTO
HOApAa3/IeNCHUSL

IIpexynpexaars KOHGIMKTHBIEC CHTYAIMH

AHanu3WpOBaTh M OLEHHBaTh JIEATEIbHOCTh IEPCOHANa IOApa3NeNeHHs Ha
KOHKPETHEBIX y9acTKaX paboThl

BecTr neperoBopsl, fenerapoBarh MOJHOMOYHSL, OCYINECTBIATh B3aUMOJCHCTBHE C
COTPYJHMKAMHU IPYIHX MOApa3aeIeHui

OcymiecTBIATs KOHTPONL COOMIONEHHS INEPCOHANOM CAHMTAPHBIX IIPAaBHI,
TpeboBaBMit OXpaHH! TPyZa, IPaBHJI BHYTPEHHETO TPYAOBOTO pacropsaka

Heob6xoxumsele
3HaHU

Tpynmosoe 3akoHonatTenscTBo Poccuiickoit ®enepanuu

JlokanbHBIE aKTHI IO HallpaBJICHUAM ACATCIIBHOCTH

Bunpl ctuMynupoBanns nepconana

KaapoBelii MEHEDKMEHT

Hopmsb1 fe10B0ro 06menns U KyJIbTypsl, IpO(ecCHOHATBHOM ICHXOOTHH, STHKH U
JEOHTOJIOTHH

CaHuTapHO-THrMEHAYECKHE TPEOOBAHNS K IOMEIIEHHSM M HEPCOHATY

TpeboBanuss k OTYETHOH MOKYMEHTAaUWH, CTPYKTypa H COCTaB OTYETHOM
JOKYMEHTalUH [0 KaJpam

TpeGoBanns Hapnexame# NPOM3BOICTBEHHON IPAKTHKH, HOPMATHBHBIX IIPABOBBIX
aKTOB ¥ CTaHJ2pPTOB B OOJACTH KadecTBa JIEKAPCTBEHHEIX CPEJICTB B OTHOIICHHH
HepcoHaNa

TpeGoBanus caHMTAapHOTO pEXHMMa, OXpaHBl TpyHa, IOXApHOH Oe30IaCHOCTH,
OXPaHBI OKPYXXaIOLIe# Cpebl, MOPAIOK AeHCTBHI NPH YPE3BHIYAMHBIX CUTYAIHIX

Hpyrue

XapaKTCPUCTHKH

IV. CBenenns 06 oprannzanusx — paspaboTynkax npogeccHOHAILHOTO CTaHJapTAa

4.1. OTBeTCTBEHHAS OPraHU3aALHUA-PA3PAGOTUHK

O6mepoccuiickas obmecTBeHHas opranusauys «Poccuiickuii Cor03 HIPOMBIILIEHHAKOB |
IpeIIpUHUMAareneii», ropoa Mocksa

Vipasnsiomuit AUpeKTOp

YIpaBiIeHUs pa3BUTHS KBaIuHKALHit CmupHoBa Omus Banepberna

4.2. HanmeHoBaHHSA OpraHU3aUMii-pa3paGoTIHKOB

1 | Acconpanys MexayHapoIHBIX hapMalleBTHYECKHAX IPOM3BOAMTENEH, ropos Mocksa

2 Acconmanus npou3BOAUTENEH hapMalleBTHIECKO MPOJYKIIUU ¥ U3AEIUH MEIUITUHCKOTO
HasHadeHus, ropoax Mocksa

w

Acconparys poccuiickux $apManeBTHYeCKHX NPOH3BOIHTENEH, ropos Mocksa

4 | ®I'bOY BO «Ileprsiit MOCKOBCKHI roCyIapCTBEHHBIN MEAUIMHCKHAN YHHBEPCHUTET UMEHH
U. M. CeuenoBa» Munzpasa Poccun, ropox Mocksa

S |Coros «Hanponansaas ®apmaneBTHaecKas IManatay, ropox Mocksa
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{6 [Cor03 ITpodecCHOHAIBHBIX QapmanesTudeckux Opranusanuii, ropoa Mocksa

! Oﬁmepoccnncmﬁ KIaccH(UKATOp 3aHATHIA.

OGmepoccnncxnﬁ KIaccu(HKaTOp BUIOB SKOHOMHYECKOM JeATENLHOCTH.

? ITpukas Mumznpasconpaseutus Poccun ot 12 anpemt 2011 r. Ne 302u «O6 yTBepXXIeHHM TepeuHell BpeAHBIX M (IWIH)
ONacHBIX NPOM3BOACTBEHHEIX (haKTOPOB M paboT, IPH BHIIONHEHUH KOTOPHIX IIPOBOASATCA 06s3aTe/IbHbIE NpeABAPHTEILHEIE H
HEPUONMIECKHe MeJULMHCKHE OCMOTpHL (o6cnenopanusa), W ITopsaka NpoBeeHMsA OOS3aTENbHBIX MPEABAPUTENLHBIX M
NEPHOAKMIECKHX MEIHLMHCKUX OCMOTPOB (06cCienoBaHMii) paGOTHHKOB, 3aHATHIX Ha THKENbIX pa6orax M Ha paborax ¢
BPeNHBIMH M (WIM) ONACHRIMH YCIOBMAMHM TpyZa» (3aperucTpupoBaH MumioctoM Poccunm 21 oktabps 2011 r.,
perHCTpalMOHHEIH Ne 22111) ¢ M3MEHEHHAMH, BHECEHHBIMH NpukazaMd Mumnsapasa Poccum ot 15 Mas 2013 r. Ne 296n
(3apeructpupoBan MumioctoM Poccun 3 moms 2013 r., peructpaumonssii Ne 28970) u ot 5 mexabps 2014 r. Ne 801u
(3apeructpuposan MuntocroM Poccuu 3 deBpais 2015 r., peructpanuonnsiii Ne 35848).

Enmmm KBaIAQHUKAIMOHHEIH CIIPABOYHUK NOJDKHOCTEH PyKOBOAMTENEH, CIEMATICTOB U CIYKaIIHX.

Oﬁmepoccpmcxnn Kaccuuxatop npodeccuit paGoInX, HOLKHOCTEH CITyKAIKUX ¥ TApADHLIX Pa3pAIOB.

Oﬁmepoccmxcmu KJIaCCU(HKATOp CENHATBHOCTEH! 110 06pa3oBaHmIO.




