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I. O01Me cBejeHUA

Opranusanus, BeZileHe TeXHOJIOTUUeCKUX TIPOLIeCCOB U yIIpaB/ieHue 02.016
TeXHOJIOTUUeCKUMHU TIPOLieCCaMU NP MTPOMBIIIIEHHOM TPOU3BO/CTBE JIeKaPCTBEHHBIX
cpeACTB (CUHTETUYECKUX, OUOJIOrMUeCKuX, UMMYHOOHOIOTMUeCKHUX,
OMOTEeXHOIOTUYEeCKUX, TeHOTeparieBTUUeCKX, pasrodapMarieBTHIeCKUX,
roMeoraTUYecKux, IPUPOAHOTO MPOUCXO0XKIEHUSI U MeJUL[MHCKUX Ta30B)

(HauMeHOBaHMe BH/Ia TIPOQeCCHOHANBHOU JesITeNTbHOCTH) Kopg,

OcHOBHasi Lie/Tb BU/la MPO(heCCHOHATBLHOM /1eSITe/TbHOCTH:

,HEHTEIILHOCTB IO OpraHr3alyv, Be1€eHNIO TEXHOJIOTHYECKHUX TIPOLIeCCOB U YIIPABJIEHUIO TEXHOJIOTUUECKNMHU
rnponeccamMu I1py rMpoMbIIIJIEHHOM ITPOMU3BOACTBE JIEKADCTBEHHBIX CPECTB

['pynna 3aHATHII:

1223 PykoBoguTeny nojpaszeseHuii no 2113 XHMUKU
Hay4YHbIM UCC/IeJ0BaHUsIM U
pa3paboTkam

2131 Bbuosioru, 60TaHUKH, 300/10TU U 2141 VHKeHepbl B IPOMBILLIJIEHHOCTH U Ha
CreLMaTvCThbl POJCTBEHHBIX 3aHITUM TIPOM3BO/|CTBE

2145 NHxeHepbI-XUMUKH 2149 CrieL[iaMcThl B 00/1aCTH TEXHUKH, He

BXO/LLIYe B Ipyrye IPYyIIb
2262 [TpoBU30pHI - -

(xoz OK3) (HauMeHOBaHUe) (xoz OK3) (HauMeHOBaHUe)




OTHeceHue K BUdadM 9KOHOMUUECKOM AedaTe/IbHOCTHU!

21.1 [Tpoun3BoAcCTBO (hapMarieBTUUeCKUX CyOCTaHLIUM

21.2 ITpon3BOACTBO JIeKApCTBEHHBIX TPerapaToB U MaTeprUasioB, TIPUMEHSIEMBIX B MeIULIMHCKUX
LiesIsix

72.1 Hayunble ncciefioBaHust ¥ pa3paboTKy B 00/71aCTH eCTeCTBeHHbBIX M TEXHUUECKUX HayK

52.10 [esiTeNIbHOCTH M0 CKJ/IaVMPOBAHUIO U XPaHEHUIO

(xog OKB3/)

(HaMeHOBaHUe BHA SKOHOMUUECKOM /1eATeTbHOCTH)




II. Onucanue TPyAOBBIX (DYHKIHI, BXOAAIINX B MPo¢eccHoHAMbHBIN cTaHAApT (PyHKIHOHA/IbHAsA KapTa BHAA
npodeccCHoOHATBHOM IeATe/TbHOCTH)

O6006111eHHbIe TPY0BbIe HYHKLMN TpyzoBble GYHKLUN
YPOBeHb
Ko YPOBeHb (moxypoBeHb
HavMeHOBaHUe KBa/M(uUKalj HavMeHOBaHue KOJ, )
A 14151 KBa/M(uKaLll
508
A | BoiriosiHeHre paboT 10 BHEIPEHHUIO 6 Pa3paboTKa TeXHOJ/IOTHUeCKOU JJOKYMEeHTAI[|UH TIPY MTPOMBIIIIEHHOM A/01.6 6
TeXHOJIOTUYeCKUX IPOLIeCCoB I1py TIPOU3BOZICTBE JIeKapCTBEHHBIX CPeZiCTB
MIPOMBIIIICHHOM IIPOU3BO/ICTBE BezieHvie TeXHOI0rMUeCKOro IpoLiecca Mpyu NpOMBbILLIIEHHOM A/02.6 6
JIeKapCTBEHHBIX CPeJCTB TIPOU3BOZCTBE JIeKapCTBEHHBIX CPeZiCTB
KoHTpo/Ib TeXHOJ/IOrMuecKoro npowecca Ipyu MpoMBILLLIEHHOM A/03.6 6
IIPOM3BO/CTBE JIeKAPCTBEHHbIX CPefICTB
B |Pa3paboTka 1 COpOBOX/eHME 6 Pa3paboTKka 1 BHe/I[peHHe TEXHOIOTUYEeCKOT0 TIpoLiecca Jijist B/01.6 6
TeXHOJIOTMUeCKOro TpoLecca rnpu IIPOMBILLIEHHOT'O TIPOM3BO/CTBA JIeKAPCTBEHHbIX CPefICTB
MIPOMBIILIZIEHHOM ITIPOU3BO/|CTBE CornpoBosKJeHre TeXHOI0TMYeCcKoro rporecca Ipy MpoMbILIIeHHOM B/02.6 6
JIeKapCTBEHHBIX CPe/CTB TIPOM3BO/CTBE JIeKAPDCTBEHHBIX CPeZICTB
C |¥Ympas/ieHue IIPOMBIIIEHHBIM 7 YnipasrieHue nporjeccaMy IPOU3BO/CTBA JIeKAPCTBEHHBIX CPefiCTB C/01.7 7
MPOM3BO/ICTBOM JIeKAPCTBEHHbIX YmnpaBneHue pa3paboTKOM 1 ONTUMH3ALIMEN TeXHOIOTUYeCKOT0 C/02.7 7
CpeJCTB TripoLjecca pOU3BO/ICTBA JIeKapCTBEHHBIX CPeJiCTB
Opranusaifysi paboThl epcoHasia MPOU3BOICTBEHHOTO TI0/pa3ie/IeH st C/03.7 7




IT1. XapakTepucTHKa 00001[€eHHBIX TPYAOBBIX (QyHKIHIA

3.1. O6o0ueHHas TpyAoBasa PyHKIusA «BbinosHeHHe padoT MO0 BHeAPEHUI) TEXHOTOTHYEeCKHX
NPOL{eCCOB MPH NPOMBIIIJIEHHOM MPOU3BO/CTBE JIEKaPCTBEHHBIX CPe/ICTB»

JO/DKHOCTeH, rpodeccuit

BeirosiHeHHe paboT 110 BHE/IPEHUIO
TeXHOJIOTHYeCKHX IIpoLeCcCcoB ITpU YpoBeHb
HaumeHoBaHue poy p Kog A P 6
IIPOMBILLIJIEHHOM TIPOM3BO/ICTBE KBaM(UKALH
JIEKAPCTBEHHLIX CPEeACTB
[MpoucxosxaeHre 060011IeHHOM 3auMCTBOBaHO U3
N OpuruHan X
TPYZOBOH QYHKLIUH OpUrvHama
Kon PerucrpaliioHHbI HOMep
OpUTHHa npo¢hecCHOHANTBHOTO
a CTaHJapTa
Bo3MO0>xHBIE HAaUMEeHOBaHUS MaCTep

Macrep-TexHosior
VHKeHep-TexXHO/I0r
HauanbHUK CMeHbI

TpeboBanus K 006pa30BaHMIO
1 00y4yeHuto

Beiciiee ob6pa3oBaHue - 6akasmaBpuaT
Briciiiee o6pa3oBaHue - CrieliajuTeT, MarucTpaTypa

TpeboBaHus K OTILITY
TIPAKTUYeCKOM paboThI

Oco0bble yc/ioBUs JOTTyCKa K
pabore

[TpoxoXkaeHue 00s13aTe/TbHBIX MPeBaPUTEIbHBIX (TTPH MOCTYIJIEHWH Ha paboTy)
Y TIepHUOJIMUECKUX MeIUIIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKXKe
BHEOUEePeHbIX MeIUIUHCKUX 0CMOTPOB (00C/IeloBaHMi) B TTOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/aTenbCTBOM Poccuiickor ®esepaniuu

Jpyrue xapakTepuCTUKU

Iyt mpodeccoHanbHOTO pocTa TpeOyeTcs BBITIO/THEHE KPUTEPHUEB,
COOTBETCTBYIOIIUX CIELAaTbHOCTSIM

OCHOBHbI€e TTyTH TIOBBILIEHUS] KBATU(PUKAL[UN:

- IPOTPaMMBbI TTOBBIIIEHNsT KBaMM(UKALIMK He PeXKe OHOTO pa3a B IISATh JIeT;

- TIpOrpaMMBbI MPO(heCCHOHATBEHOMN MePernoAroTOBKHY;

- CTOKUPOBKUY;

- TPEHWHTU B CUMY/JISILIMOHHBIX 1[eHTpPax;

- UCTI0JIb30BaHHE COBPEMEHHBIX IMCTaHIIMOHHBIX 00pa30BaTeIbHBIX TeXHOIOTHUH
(obpa3oBarebHBIN MOpPTaI U BeOWHAPHI);

- yuacTHe B KOHIpeccax, KoH(hepeHIUsiX, MacTep-Kaaccax

JlonoiHUTeNbHbIe XapaKTepUCTUKU

HauMeHoBaH e J0KyMeHTa Koz HaumeHoBaHre 6a30BOi TPYIIIbI, JO/HKHOCTH (TTPOdeccri)
WU CTeLaJbHOCTH
OK3 2113. XUMUKU
2131. Buosioru, 60TaHUKH, 300/10TH U CITeL[AATUCTBI PO/ICTBEHHBIX
3aHATUN
2141. VHKeHepbl B IPOMBILLIJIEHHOCTUA U Ha TIPOU3BO/ICTBE
2145. VHXKeHepbl-XUMUKU
2262. ITpoBu30pHI
ETKC umu EKC VHXeHep-TeXHOJIOT (TeXHOJIOT)
MacTtep yuacTka




MacTtep KOHTPOJIbHBIN (yuacTKa, 1jexa)

OKIIOTP 22488 WuxeHep-uccienoBaTeb

22516 WHxeHep-MHKpOOH0J10T

22581 VHKeHep 110 UCTIBITAHUAM

22678 VHKeHep 10 MOArOTOBKe IPOU3BO/CTBA

22739 VHxeHep 1o cTaHAapTU3aLuU

22833 Nuxxenep-paguosor

22836 VHxeHep-pagnodu3uk

22839 VHkeHep-pajioXUMUK

22854 VH)xeHep-TexXHOJI0T

22860 VHxeHep-XUMUK

25850 [TpoBu30p

25856 [TpoBH30p-TEXHO/IOT

27142 TexHoJior

42474 Nn>keHep-uctibiTaTe b

42861 WHxeHep-(pU3UKO-XUMUK

OKCO 010801 Pagnodusuka u 3/1eKTpOHMKA

020101 Xumust

020201 buosnorus

020208 buoxumus

020209 Mukpo6uoJsiorus

020900 Xumus, pr3rKa U MeXaHUKa MaTepuasioB

060104 Mepauko-TnipodriakTHUecKoe zeio

060108 dapmaries

060112 MeauiuHcKass OMOXUMUST

111201 Betepunapus

140300 SnepHble HY3MKa U TEXHOIOTHUU

140307 PasmarjoHHasi 6€30MacHOCTh UeI0BeKa ¥ OKPY KatoLei
cpezibl

140308 PajuarionHast 6e301acHOCTh

140401 TexHuka u Hr3UKa HU3KHUX TeMIiepaTyp

140504 XonogunbpHasi, KpUOreHHas TeXHUKA U KOHAULIIMOHUPOBaHue

210301 Pagyodui3uka 1 371eKTpOHUKa

240301 XUMuruecKasi TeXHOJIOTHsI HEOpraHWUUeCKHX BelleCTB

240307 TexHoMOrUs CpeACcTB XUMUYECKOHN 3alljUThl

240401 XHUMHUUecKasi TeXHOJIOTHsI OPraHUueCKUX BelljeCTB

240402 XuMHuecKasi TEXHOIOTHSI CHHTETUUECKUX OMOIOTHYeCKUX
aKTUBHBIX BelleCTB

240501 XUmuryeckKasi TeXHOJIOTHS BBICOKOMOJIEKYJ/ISIPHBIX
coeIMHEeHUI

240505 TexHo/orrs BbICOKOMOJIEKYJ/ISIPHBIX U
BbICOKO3((DEKTHUBHBIX COeJUHEHNI U YCTPONCTB

240603 XUmuryeckKasi TeXHOJIOTHS PeJIKUX 3JIeMeHTOB U MaTepuasioB
Ha VX OCHOBe

240801 MammuHel U arnrapaTbl XUMAYECKUX TIPOU3BOZCTB

240802 OcHOBHBIe NpOL[eCChl XUMUUECKUX ITPOU3BO/CTB U
XUMHUUecKast KnbepHeTHKa

240901 buorexHosiorus

240903 buoxrmuyeckoe Mpor3BOACTBO




3.1.1. TpypoBasi pyHKIMA

[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM HyHKLIUN

Pa3paboTKa TeXHOIOTUUeCKOMn
YpoBeHb
HaumeHoBaHue JOKYMeHTal[¥ TIPU [IPOMBILIIEHHOM Kog, A/01.6 6
KBa/mMuKam
IIPOU3BO/ICTBE JIeKAPCTBEHHBIX CPe/iCTB
3aMMCTBOBaHO U3
Opwurunan X 1033
OpHUrHMHaja
Kog, PerucrpaljioHHbIit HOMep
OpHUTHHAs po¢ecCHOHaTBHOTO
a CTaHzapTa

TpyzoBbIe 1elCTBUS

Br160p THIOB 1 OPM ZOKYMEHTOB [i/1s1 OITHUCAHHS TEXHOIOTUUeCKHX TIPOL[eCCOB
TIpY NIPOM3BO/ICTBE JIEKApCTBEHHBIX CPeJCTB

Pa3paboTKa MPOMBILIUIEHHOTO PeryiaMeHTa, TEXHOJIOTMUeCKUX WHCTPYKLHH,
MPOM3BO/ICTBA JIeKAPCTBEHHBIX CPeJCTB UHCTPYKLUM 0 yIIaKOBKe
JIeKapCTBeHHBIX CPefICTB

Pa3paboTKka CTaHJapTHBIX OTIepAIlMOHHBIX TIPOLIeYP /ISl TTOITOTOBUTE/TEHBIX
oriepaLuii (poBepKa MaTepyasioB, IpeBapuTe/ibHasi 00paboTKa, 3arpy3ka
CBIPbS1, OLIeHKA KPUTHUYECKUX TTapaMeTpOoB IpoLiecca) MPOU3BO/CTBA
JIeKapCTBEHHBIX CPeJICTB

Pa3paboTKa CcTaHJapTHBIX OTleparjMOHHbIX TIPOLie[yP MOATOTOBKU
TPOM3BO/[CTBEHHOT0 000PY/J0BaHUS K TEXHOJIOTHUECKOM orepaljuu (0UnCTKa,
MOHTa)K, KaTMOPOBKa, CTEPUIA3ALIS)

Pa3paboTKka cTaHAapTHBIX OTMePALMOHHBIX MPOLeyP BLITIOJHEHUS
TeXHOJIOTUUeCKUX Orepaliii TIpU MPOU3BO/CTBE JIeKapPCTBEHHbIX CPeJICTB

Pa3paboTKa CTaHAAPTHBIX OTEPALMOHHBIX TPOLeAyP KOHTPOJIS MpoLiecca
TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB

OpraHu3alfys 3aro/iHeHUsI U 00ecrieueHHs] COXPAHHOCTU TeXHOI0rUUeCKoi
JTOKyMeHTal[u1

HeobxoguMble ymeHHsI

OnpepensiTh JOKYMEHTbI, HEOOXOAUMbIE /IJisi OTTUCAHMS TEXHOJIOTMUeCKOTro
riporjecca

Ocy11ecTBASTh aKTyaau3alvio ¥ YHUUTOXKeHe JOKYMEeHTOB POM3BO/ICTBA
JIeKapCTBEHHBIX CPeJICTB

[Tpou3BOUTH IKCIIEPTU3Y JOKYMEHTOB, OMTUCHIBAFOIIUX TeXHOJIOTHIO
TIPOM3BO/ICTBA U Pa3pabOTKYy IMPOL[eCCOB MPOU3BO/CTBA, /IJIsi PETUCTPAIJHOHHOTO
JlI0Cbe Ha JieKapCTBeHHbIN Tperapar

BecTu 3arucu o paboTocrnocoOHOCTH TeXHOIOTHYEeCKOTO 000PYI0BaHUS U
TOMEILeHUH, NCTI0/Ib3YEeMBIX B TEXHOJIOTUYECKOM TIPOLIeCCe

JloKyMeHTHpPOBaTh MPUUMHBI OTKJIOHEHUH OT TEXHOJI0TMUeCcKOoro rporecca

OdopmiiATe U3MeHeHUs B POMBILLUIEHHBIX perjaMeHTax mpoliecca
TIPOM3BO/|CTBA JIEKAPCTBEHHBIX CPe/ICTB

Ob6ecreurBaTh COXPaHHOCTD U 3aIUTY TEXHOJIOTMUYECKOHN JOKyMeHTaL[|uH

Ocy111eCTBISTh OUCK W aHa/IU3 Pery/IsiTOPHOM, HAyYHOU ¥ HayYHO-TeXHUYeCKOM
vHbopMaLuK /111 pa3pabOTKU TeXHOJIOTHUECKOUW JOKYMEeHTaI[uH

Heobxoaumble 3HaHUS

Tpebopanus CorJaiieHust 0 eJUHBIX PUHLMIIAX U MpaBUIax obparieHus
JIeKapCTBEHHBIX CPe/ICTB B paMKax EBpa3uiickoro 5SKOHOMHUYeCKOro COr3a,
TpaBWI HaJjieXkalllel IpOM3BO/CTBEHHOM NPaKTUKKW, HOPDMATHBHBIX ITPaBOBbIX
aKTOB M CTaHZAAPTOB B 00/1aCTH TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEZICTB

dapmarjeBTHUeCKasi TEXHOJIOTHS B UAaCTH BBITIO/THSIEMBIX TEXHOJIOTMYECKUX
TIPOLIeCCOB




[Tpor3BoCcTBEHHASs JOKyMeHTallYsl Ha BbINOHsIEMble OTlepaljiy U MpOLecChl

XapaKTepruCTUKH OCHOBHOT'O TEXHOJIOTHUECKOT0 000pyI0BaHUs U
BCIIOMOTaTe/IbHbIX CUCTEM, UCIT0/Ib3YIOLIUXCS B BBITIO/IHSIEMOM
TeXHOJI0TMUeCKOM MpoLecce

HpaBI/I]'Ia IKCIUTyaTallM¥ TEXHOJIOTHYE€CKOI'O O60py,ZLOBaHI/IH N BCIIOMOr'aTe/IbHbIX
CHUCTEM, HCIT0J/Ib3YEMBIX B BBIITIOJTHAEMOM TE€XHOJIOTUUECKOM IIponecce

XapakKTeprCTUKM NTPOM3BO/CTBEHHBIX [TOMeLeHHH, UCI0/Ib3YIOLMXCS B
BBIIOJIHSIEMOM TeXHOJIOTMUeCKOM IpoLiecce

TPE6OBaHI/IH K KaueCTBY MCXOAHBIX MaT€PHa/I0OB, NUCII0/Ib3yEMBIX B
TEXHOJIOTMYECKOM IIpoLecce

TpeboBaHus K KaueCTBY TOTy4aeMbIX TIPOMEXKYTOUHBIX ¥ TOTOBBIX ITPOIYKTOB

AHanuTuueckue METOJWKHU U BU3YydJ/IbHbIE T€CTbI, UCIT0J/Ib3yeMBbIE ITPU
BHYTPUIIDOM3BOACTBEHHOM KOHTPOJIE TEXHOJ/IOT'MYECKOT'O ITpoLeccd

HOJIO)KEHI/IH, WHCTPYKLKXU T10 3aIT10O/THEHUIO peFHCTpHPYIOLHEﬁ AOKYMEHTalJu

TpeboBaHusi CAHUTAPHOTO PEXKMMa, OXpaHbl TPY/ia, TI0’KapHOU 6e30TacHOCTH,
OXpaHbl OKpY>Karolljel cpe/ibl, MOPsi0K AeMCTBUM TTPU Upe3BblualiHbIX
CUTYyaLUsIX

Oco6blie yc/ioBUS AOMyCKa K
paboTe

[pyrue xapakTepUCTUKU

3.1.2. TpypoBas QpyHKIuUsA

IMpoucxoxxzaerre 06001IeHHOH
TPY/I0BOM QyHKLH

BeieHue TexHOJ/IOTMYECKOrO Tpoliecca
YpoBeHb
HanmeHoBaHue IIPU MIPOMBIIIIEHHOM IIPOU3BO/ICTBE Kop, A/02.6 6
KBa/TMUKaLUH
JIEKAPCTBEHHLBIX CPEACTB
3aMMCTBOBaHO U3
Opwurunan X 1033
opuruHasna
Kon PerucrpaiiioHHbI HOMEp
OpHUTHHas npo¢ecCOHaNIBHOTO
a CTaHJapTa

TpyzoBbIe felCTBUS

[ToaroroBka pabouero Mecta K pOM3BO/ICTBY BBIMTYCKaeMOM CepUU TIPOYKLIUH

HOHYIIEHI/IE HNCXOAHOT'0O ChbIPbA M YIIAKOBOYHBIX MdT€PHAJ/IOB CO CKJ/ld[a U BeleHHEe
MaTepHaJIbHOI'O basanca AJI TIDOU3BOACTBA CEPUKM I'OTOBOT'O IMPOAYKTd

[TpoBefeHue WeHTUPUKALMN UCTIONb3yeMbIX B X0/le TEXHO/IOTHUUYECKOTO
ripoliecca roMeirieHuid, 060pyA0BaHusl, IPOMEXKYTOUHBIX U TOTOBBIX TIPOAYKTOB
C Le/TbI0 TIpeAyTIPeXX/IeHUs MeperyThIBaHUs

IMoaroroBka romeleHnH, 000pyZOBaHMs ¥ TlepCOHasia K MPOBe/IeHHI0
TeXHOJIOTHUECKHX paboT

OKCrulyaTalusi POU3BO/CTBEHHBIX ITOMell[eHU, TeXHOIOTHYeCKOTo 1
M3MepuTe/IbHOr0 000py/[0BaHus1, CPe/ICTB U3MepeHUit TTpU TTPOU3BO/ICTBE
JIeKapCTBEHHBIX CPEZICTB

BrbinosiHeHWe TeXHOI0rMUeCcKUX orepalyii Mpy NpOU3BO/ICTBE JiIeKapCTBEHHBIX
CpeJCTB

Ocy1ecTBeHye onepaLuii U KOHTPOJIS, CBSI3aHHBIX C IPUeMKOW MaTepuasoB,
TeXHOJI0TMUeCKUM IPOLiecCoM, YIIaKOBKOM, NepeyrnakoBKOK, MapKUPOBKOM,
repeMapKUpOBKOM

Per NCTpALIKA BCEX BbITIO/IHAEMbBIX onepaum‘/’l IMpU MPOU3BOACTBE JIEKADCTBEHHBIX




CpefCcTB

Peructpaiusi ycoBuii por3BOCTBEHHOW Cpe/ibl TPU POU3BO/ICTBE
JIeKapCTBEHHBIX CPeJICTB

Perucrpanus Bcex MOBpeX/ileHMHM YyIaKOBKU MCXO/HOTO ChIPbSl U YTIAKOBOUHBIX
MaTepHasioB, Nlepe/iaBaeMbIX B IPOM3BO/CTBO

[ToxTBEp>KieHNe COOTBETCTBHUS KOJIMUeCTBA U HAUMEHOBAHHUH, O/TyUYeHHbIX
CbIPbsl, MaTepUAJIOB ¥ IPOMEKYTOUHOM MPOAYKLIMU, UCTIO/Ib3YeMbIX B
TeXHOJIOTMYeCKOM IpoLjecce POU3BO/CTBA JIeKapCTBEHHBIX CPeZICTB

HeobOxopumbie ymeHust

OrnpeziesiATh BEPOATHOCTH Y IPUUMHBI BO3HUKHOBEHUSI OTK/IOHEHUM OT
TEXHOJIOTUUeCKOT0 TPOL[ecca, BO3MOXXHOCTH UX 00Hapy KeHUsI

Becty MOHUTOPHUHT PabOTOCTIOCOOHOCTH TeXHOJIOTUYECKOT0 000PYZOBaHMUS U
TIOMeIIeHHH, UCTI0/Thb3yeMbIX B TEXHOJIOTHYECKOM TIpoLiecce

WHTepnipeTUpOBaTh MOKa3aHUsl aBBTOMAaTUUYECKUX JAaTUMKOB COCTOSTHUS
00opy/10BaHus1, MPOM3BOCTBEHHOMN CPe/ibl, Pe3y/IbTaThbl BLIMIOJTHEHHBIX
WCIbITAaHWH B aHA/IMTUYECKUX JIMCTax

OtleHMBATh 3HAYMMOCTH OOHAPY’KEHHBIX OTK/IOHEHUH ¥ HECOOTBETCTBHIA
TeXHOJIOTMUeCKOro IpoLecca

OCYU.[ECTBJ'IHTI: MpOBEePKY UAEHTUUHOCTH, KOJIMYECTBA U KaUeCTBd NCXOAHBIX
MaTepHa/I0B, NUCIIOJIb3yeMbIX B TEXHOJ/IOTUYECKOM IIpoLecce

HpI/IMEHHTb dHa/IMTUYeCKre MeTOANKU U BI/13yaJ'IbHLII>’I KOHTPOJIb
TeXHOJ/IOTMYeCKOro rmporecca

Ob6ecreurBaTh 3aIUTy POAYKLIUH, CHIPbsI M1 MaTePUaioOB OT MepeKpeCcTHON
KOHTaMHWHAaLMY B TeXHOJIOTUUECKOM TpoLjecce

BecTtu 1 npoBepsATh pervcTprUpyoIyo JOKYMeHTaLl|I0 TIPY NTPOX3BO/CTBe
JIeKapCTBEHHBIX CPeJiCTB

HpI/IMeHHTb rnpounenypsl CUCTEMBI Cl)apMaL[eBTI/IIJECKOI‘O KauyeCTBad B OTHOLIIeHWN
BBITIO/THAEMbBIX TE€XHOJIOTHYECKHUX TTPOLIeCCOB

Heobxogumble 3HaHUs

TpeboBanusi CoraliieHusi 0 eIMHbIX MPUHLIMIIAX U MpaBuiax obparijeHus
JIeKapCTBEHHBIX CPeJICTB B paMKax EBpa3uiickoro 5SKOHOMHUYeCKOro COr3a,
TIpaBU/I HaJjiexxallieil MpOM3BO/CTBEHHOM MMPaKTUKHU, HOPMAaTHBHBIX PaBOBbIX
aKTOB ¥ CTaHAAPTOB B 00/1aCTH TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEZICTB

dapMalleBTHUeCKast TEXHOJIOTHSI B UAaCTH BBITIOJTHSIEMBIX TEXHOJIOTUYECKUX
TIPOLIeCCOB

XapaKTepI/ICTI/IKI/I TeXHOJ/IOTn4YeCKOoro O6OPYAOB8HI/IH H BCIIOMOr'aTe/IbHbIX
CHCTEM, MCITIOJIb3YIOINUXCA B BBIIIO/JIHAEMOM Te€XHOJ/IOTMYECKOM IIpoLecce

HpaBI/IJ'Ia IKCITydTadllMK1 TEXHOJIOTUYECKOIo 060py'ILOBaHI/IH M BCIIOMOIr'dTe/JIbHbBIX
CUCTEM, UCITOJIB3YIOINUXCA B BbITIO/IHAEMOM TEXHOJ/IOTMUECKOM IIpoLiecce

XapaKTepI/ICTI/IKI/I IMMPON3BOACTBEHHBIX HOMELL[QHI/IIZ, HCTIOJIb3YIOINUXCA B
BBITIO/THAEMOM TE€XHOJIOTUUECKOM IIpoLecce

TPE6OBaHI/IH K Ka4eCTBY UCXOJHBIX MaT€pPHdJIOB, UCITOJ/Ib3YEMBIX B
TEXHOJIOTMYECKOM IIpoLecce

[TpuHLMIIbI papMalieBTHYeCKON MUKPOOHOIOTUU U aCeNTUKH

TpeboBaHUs K KaUeCTBY TI0Ty4aeMOU IMPOMEXKYTOUHOUM U TOTOBOM MTPOAYKIIUH

AHanuTnueckue MEeTOAWKH, UCII0J/Ib3yeMbIe IPU BHYTPUIIPOHU3BO/ICTBEHHOM
KOHTDPOJIE TEXHOJ/IOTMYECKOr'o IIporiecca

OCo0eHHOCTH BBITTOTHAEMBIX TeXHOJIOTHUeCKUX mpo1eccoB, TUITMYHbIE
MMPpUUMHBbI BO3BHUKHOBEHHWA OTKHOHEHHﬁ, BO3MO>XHOCTHU UX YCTPpAHEHUA

HpO]_[e'ILprI d)apMaLIEBTHQECKOﬁ CHUCTEMBI KaUeCTBa IIPUMEHUTE/IbHO K
BBITIO/THAEMbBIM T€XHOJIOTHYE€CKUM IIpOoLieCCaM




[Tono)keHwsi, THCTPYKILMU 110 3arl0JIHEHUIO PErMCTPUPYIOLLel JOKyMeHTaLuu

TpeboBaHUsi CAHUTAPHOTO PEXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e30TacHOCTH,
OXpaHbl OKPY>Karolllel cpe/ibl, MOPsJO0K JAelCTBUM TIPU Upe3BblUaiiHbIX
CUTYaLUsIX

Oco0ble yc/ioBUs OITyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.1.3. TpypoBasa QpyHKIusA

IMpoucxoxxaerre 06001IeHHOH
TPY/I0BOM QyHKLIH

KoHTposib TeXHOOruuecKoro mnpoijecca
YpoBeHb
HaumeHoBaHue TIIPY NTPOMBIIIJIEHHOM TPOX3BO/CTBE Kop A/03.6 6
KBa/TMUKaLn
JIEKAPCTBEHHBIX CPEeACTB
3aMMCTBOBaHO U3
Opwurunan X 1033
OpHUrMHasa
Kon PerucrpaiiioHHBI HOMEp
OpUTHHA npo¢ecCOHaIBHOTO
a CTaHJapTa

TpyoBble felicTBUS

KoHTposb noTpebieHrst MCXOJHBIX MaTepraioB, HeOOXOAUMBIX /IJisi TOTOBOM
TMPOYKIUU

KoHTposb paboThl 01iepaTopOB 110 BLIMOJIHEHUIO TeXHOJIOTHYECKOTO MpoLiecca

BrinosiHeHWe omnepariyii o BHYTPUTIPOWU3BO/ICTBEHHOMY KOHTPOJIIO B X0/ie
TeXHOJIOTMUeCKOTr0 TIPoLiecca U UX perucTpays

Peructpaijusi Bcex n3MeHeHUI U OTKJIOHEeHHH X0/ja TeXHOJI0TMUeCcKoro rporecca

KoHTposnb B niporiecce Npon3BOACTBa (BHYTPUIIPOM3BO/CTBEHHbIN KOHTPOJIb,
Me>KOTepaLlMOHHbIN KOHTPOJIb) C 1ieJ/IbI0 IPOBEPKU COOTBETCTBUS
MIPOMEXYTOUHOW TIPOAYKLMH ¥ TOTOBOM MPOAYKIMH 3a/JaHHBIM TPeOOBaHUSIM

OHOBEH_IEHI/IE YCTaHOBJ/IEHHBIX JIWI] O BBIAABJIEHHBIX U3MEHEHHAX U OTK/IOHEHUAX
TeXHOJ/IOTMYeCKOro rmporecca

KoHTpo/b uaeHTUhUKAIUK TTOMeITieHU i, 000pyI0BaHUsI 1 MaTepPUasioB

KoHTposb 3KcriTyaTaluy Npou3BOACTBEHHBIX MTOMELL[eHUM, TeXHOJI0TUUeCKOro 1
M3MEPUTETbHOTO 000pY10BaHUs, CPE/ICTB U3MEPEHUM

KoHTposb cob/Tr0jeHuUs aceNTHUeCKUX oreparyii (eC/iM MPUMEHNUMO)

HeobxoavmMbie ymMeHUst

KoHTpompoBaTh paboTy MOAUMHEHHOTO CTPYKTYPHOT'O IT0/pa3ie/ieHus],
coiepyKaHKe TIOMEII[eHNH, IKCIUTyaTal[|io0 U TEXHUYeCKoe 00C/TyKUBaHe
obopyoBaHus

Pa3pabaTbiBaTh U OL|eHHUBATh PerJIaMeHTHUPYIOIYIO U PETUCTPUPYIOLIYIO
JIOKYMEHTaL1I0, KacaroLyt0Csl TeEXHOJIOTMUeCKUX MPOLecCcoB

OCymECTBIIHTI: OLIEHKY M aTTeCTaliIO MepCOHasla MPOMU3BOACTBEHHBIX
l'IO,Z[pEB,Z[EJ'IEHI/Iﬁ Q)apMaU;EBTI/I‘-IeCKOFO TMMPpON3BOACTBA

[TpuHUMATH pellieHre 0 TIOBTOPHOM 00pabO0TKe WK MOBTOPHOM KCIT0/Tb30BaHUN
CepUU WU YaCTH CEPUU MPOAYKIMY, He COOTBETCTBYIOIIEH 3a/JaHHbIM
TpeboBaHUAM

KoHTponrpoBath ¥ KOPpPEKTUPOBATh BbITIO/IHEHHE T1JTaHOB MOBBILLIEHUS

3¢ eKTHBHOCTU MPOU3BO/ICTBA, MOBbILIEHHS POU3BOJUTEILHOCTU TPY/a,
palMOHaIbHOIO PACXOJ0BaHUIO MaTepyasioB, Y/IyullleHnss KOPPeKTUPYIOIINX U
rpeynpeXxAarliX MeponpUsTUI

Ocy111ecTBASTb TIOUCK, 0TOODP M aHa/ M3 UH(OpMaL|H, TIOJTYYeHHOU 13




Pa3/IMUHBIX KCTOYHUKOB, C Lie/IbFO COBEPIIEHCTBOBAHUA TEXHOJIOTHYECKUX
MpoLeccoB U OIITUMHU3dLIMN TEXHOJ/IOTHYECKUX LIMKJ/IOB

Heobxoaumble 3HaHUS

Tpebosanus CorailieHust 0 eJUHBIX PUHLUIAX U MpaBUIax oOparieH s
JIeKapCTBEHHBIX CPe/ICTB B paMKax EBpa3uiickoro 5SKOHOMHUYeCKOro COr3a,
TpaBWI HaJjieXkalllel IpOM3BO/CTBEHHOM NPAaKTUKKW, HOPDMAaTHBHBIX ITPABOBbIX
aKTOB ¥ CTaHZAAPTOB B 00/1aCTH TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEZICTB

[TpuHLMIIbI papMalieBTHYeCKOM MUKPOOHOJIOTUU U aCeNTUKH

qDapMaHeBTI/I'-IECKaﬂ TEXHOJIOT'HUA B UdCTHU BBIINTOJHAEMBIX TeXHOJ/IOTUUECKUX
ImpoLeccoB

[Tpou3Bo/CTBEHHAs [JOKyMeHTal[{sl Ha BbITIO/IHsSIEMble OTlepalji U MPOLeCChI

XapaKTepI/ICTI/IKI/I TeXHOJ/IOTN4YeCKOoro 06OPYAOB8HI/IH H BCIIOMOr'aTe/IbHbIX
CHUCTEM, HUCITOJIb3YOINXCA B BbIITO/JIHAEMOM TEXHOJ/IOTUYECKOM IIpoLecce

HpaBI/IJ'Ia IKCITydTadllUKU TEXHOJIOTUYECKOIo O60py'ILOBaHI/IH K BCIIOMOIr'dTe/IbHBIX
CHUCTEM, HUCITOJIb3YIOIKWXCA B BBIIIO/JIHAEMOM TE€XHOJ/IOTUYECKOM IIpoLecce

XapaKTepI/ICTI/IKI/I MMPON3BOACTBEHHBIX HOME].L[QHI/IIZ, HCTIOJIb3YIOIHUXCA B
BBITTOJ/THAEMOM TE€XHOJIOTHYECKOM Iponecce

TPE6OBaHI/IH K Kd4eCTBY UCXOJHBIX MaT€PHdJIOB, NUCITOJ/Ib3YEMBIX B
TEeXHOJ/IOTUYEeCKOM IIpoLiecce

TpeboBaHUs K KaUeCTBY T10/TyuaeMO IMPOMEeKYTOUHOM/TOTOBOM TTPOAYKIIMU

AHanuTtnyeckue METOAWKHU 1 BHU3yd/IbHbIE T€CThI, UCIT0J/Ib3yeMbIe ITPH
BHYTPHUIIPOMW3BOACTBEHHOM KOHTDOJI€ TEXHO/IOTMUECKOI'0 ITponecca

[Tono>keHusi, THCTPYKLIMU 110 3arl0JIHEHUIO PErMCTPUPYIOLLel JOKyMeHTaLlUuu

ITopsifoK fAelCTBUM NIPY Ype3BblYalHbIX CUTYaLMsX

ITopsifiok pacciiej0BaHKsT HECUACTHBIX CTyyaeB Ha papMarieBTUIeCKOM
TIPOU3BOCTBE

[Tono>keHust, THCTPYKLIMM JOKYMEHTHI 10 pa3paboTke U 0OPMIIEHHIO
TeXHUYECKOU U KOHTPOJIbHOM JOKyMeHTaLuu

®opmbl ¥ MeTOZbI paboThI C IpUMeHeHreM aBTOMaTU3UPOBAHHBIX CPEe/ICTB
ynpasJieHUs] 1 UH(POPMAaLIMOHHBIX CUCTEM

TpeboBaHUsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e301macHOCTH,
OXpaHbl OKpY>Katolljel cpe/ibl, MOPsiZIOK AeMCTBUI TTPU Upe3BblualiHbIX
CUTyaLUsIX

Ocobble ycoBust OMyCKa K
pabore

Lpyrve xapakTepucTUKA

3.2. O6o01ienHas TpyaoBas pyHkiusa «Pa3paboTka U CONPOBOXK/[eHHE TeXHO/I0rHUeCcKOoro nporecca
NPH NPOMBIIIJIEHHOM MPOU3BO/ICTBE JIEKAPCTBEHHBIX CPEJCTB»

HanmeHoBaHue

Pa3paboTka 1 CONpOBOsKAeHHe

IMpoucxosxaeHre 06001eHHOM
TPyZAOBOU HyHKIUH

TEeXHOJ/IOTM4YeCKOro rpornecca rnpu Ko B YpoBeHb 6
MPOMBIII/IEHHOM IMPOU3BOACTBE KBa/TM(UKALIMH
JIEKAPCTBEHHLBIX CPEACTB
OpruHan X 3aMMCTBOBaHO U3
OpUrMHana
Kon PerucrpaliioHHbI HOMep
OpUTHMHa npodeccroHaNBEHOTO

a CTaHJapTa

Bo3Mo)KHBIE HAUMEHOBaHMS
JO/DKHOCTeH, ripodeccuit

Crapimmii TeXHOI0T
Craplunii HH)XeHep-TeXHOJI0T




Benyiuii uH>)KeHep-TexXHOJI0T
PykoBoguTenb TeXHOIOTMUECKOT0 OTena
PykoBoguTenb OTAena TeEXHO/IOTMUeCKOr0o HOPMHUPOBaHUs

TpeboBaHus kK 06pa30BaHHUIO
1 00y4eHuto

Briciiee o6pa3oBaHue - HakanaBpraT
Briciiee o6pa3oBaHHe - CrIeLjaguTeT, MarucTparypa

TpeboBaHUs K OTBITY
MPaKTHUeCKOH paboThI

He meHee Tpex jieT paboThI IO CTEI[Ua/IbHOCTU TIPY HAJTMUUU BBICIIIETO
oOpa3oBaHus 110 rnporpamMmam OakasiaBprara

He meHee ofiHOTO ro/ja paboTHI MO CITEI[UATbHOCTH TPY HAJTMYUU BLICIIIETO
o0pa3oBaHwus 110 MPOrpaMMam CIeraaInuTeTa, MaruCTpaTyphbl

Oco0ble yc/1oBUS JOITyCKa K
pabore

[TpoxoxkaeHue 00s13aTe/TbHBIX TTPeIBAPUTEIBbHBIX (TIPY MOCTYIJIEHUH Ha paboTy)
Y TIePUOIMUECKUX MeIUIIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKXKe
BHeOoUepeHbIX MeJUITMHCKHUX 0CMOTPOB (00C/IeI0BaHu) B MOPSIZIKe,
YCTaHOBJIEHHOM 3aKOHO/laTenbcTBOM Poccuiickor ®esepaiuu

[pyrue xapakTepuCTUKU

[lnist ipodeccroHanbHOTO pocTa TpebyeTcsi BhINMO/IHEHNEe KPUTePHEB,
COOTBETCTBYIOIIUX CIeLMaTbHOCTIM

OcCHOBHbIe TYTH MOBBILIEHNs] KBaTU(PUKALIAK:

- TIPOrpamMMBbl TIOBBILLIEHUsI KBaTU(PUKALIUK He pe)ke 0JHOTO pasa B MSTh JIeT;

- TIpOrpaMMmBbI Po(heCCHOHAIBEHOM MePernoAroTOBKHY;

- CTOKUPOBKUY;

- TPEHUHTU B CUMYJISILIMOHHBIX 1|eHTpax;

- HCTI0/Ib30BaHUE COBPEMEHHBIX /IMCTaHIIMOHHBIX 00pa30BaTebHBIX TeXHOIO0THUI
(obpa3oBarenbHbBIN MTOPTaI U BeOWHAPHI);

- yuacTue B KOHIpeccax, KOH(epeHLIHsIX, MacTep-Kiaccax

[JomnonHuTenbHbIe XapaKTePUCTHUKU

HanMeHoBaHHe [0KyMeHTa Kon HaumeHoBaHve 6a30B0Oii TPYIITbI, JO/HKHOCTH (TTpodeccrn)
VU CTIeLjuaibHOCTU
OK3 1223. PykoBoguTeny nogpaszesieHui 1o HayYHbIM
MCC/IeJOBaHUSIM U pa3paboTkam
2113. XUMUKU
2131. Buosoru, 60TaHUKH, 300/10TH U CITeL[HATUCThI PO/ICTBEHHBIX
3aHATUMN
2141. Nn>keHephl B TIPOMBILLIJIEHHOCTH U Ha MPOU3BO/ICTBE
2145. VH)XeHepbI-XUMUKU
2149. CrieljuanMCThl B 00/1aCTH TeXHUKH, He BXO/SIIME B IPyTHe
TPYIIIbI
2262. IIpoBU30PLI
ETKC nm EKC VH)XeHep-TeXHOJIOT (TeXHOJIOT)
['1laBHBIV TEXHOJIOT
HavapHUK NTPOM3BOJCTBEHHOIO OTZe/a
Benyimii uv>xeHep
OKIIOTP 22488 NuxeHep-uccienoBaTeb
22516 WHxeHep-MUKpOOHO0JI0T
22581 VHykeHep 10 UCIIbITAaHUAM
22678 NnxkeHep no moAroToOBKe TIPOXU3BO/ICTBA
22739 NnxkeHep no craHapTU3aLvn
22833 WuxeHep-pagnosior
22836 Vn>xeHep-paguodu3uK




22839 NH>xeHep-paIMOXUMUK
22854 VH>xeHep-TexXHOJI0T
22860 VH)XeHep-X¥MUK
25850 [IpoBu3op
25856 [IpoBU30p-TEXHO/IOT
27142 TexHosor
42474 NuxeHep-ucrisiTaTe b
42861 VnxeHep-(hU3UKO-XUMUK
42865 VHKeHep XUMHKO-OaKTeproIoruueckoi 1abopatopun
OKCO 010801 Pagyodui3nka 1 371eKTpoOHMKa
010802 dyHJameHTabHas paguousrka 1 ¢pusnueckas
3JIeKTPOHHUKA
020101 Xumus
020201 buosnorus
020208 buoxumus
020209 Mukpobuosiorus
020900 Xumusi, hpU3MKa U MeXaHWKa MaTepuaioB
060104 Meauko-nipoduiakTuueckoe siesio
060108 ®dapmaries
060112 MeurHCKass OMOXUMUST
111201 BetepuHapus
140300 SAnepHble bU3MKa U TeXHOJIOTUU
140307 PaivaijpioHHasi 6€30MacHOCTh UeioBeKa ¥ OKPY Karoliei
cpezibl
140308 PajuaionHast 6e301acHOCTh
140401 TexHuKa U Hr3MKa HU3KUX TeMriepaTyp
140504 XoJioauibHast, KpUOreHHas TeXHUKa ¥ KOHAULJMOHUPOBaHue
210301 Pagnodusuka u 3/1eKTPOHUKA
240301 XUmuryeckasi TeXHOJIOT Ml HeOpraHWueCKrx BellleCTB
240307 TexHon0rYs CpeCTB XMMHUUECKOM 3allUThl
240401 XUMuryecKasi TeXHOJIOTHSI OpPraHUYeCKuX BelleCTB
240402 XuMHJecKasi TEXHOJIOTHSI CHHTeTUUeCKUX OHMOI0rnIecKux
aKTUBHBIX BelleCTB
240501 XHUMHUUeCKask TeXHOJIOT Ul BbICOKOMOJIEKYJISIPHBIX
CcoeIMHEeHUI
240505 TexHoJ10rHs BbICOKOMOJIEKYJIIPHBIX U
BbICOKO3((DeKTUBHBIX COeAUHEHNI U YCTPONCTB
240603 XHUMHUUecKasi TeXHOJIOTHSI peIKUX 3JIeMeHTOB U MaTeprasioB
Ha UX OCHOBe
240801 MatuvHbl ¥ annaparbl XUMUYeCKUX IPOM3BOJCTB
240802 OcCHOBHBIe NPOL[eCChl XUMUUECKUX ITPOU3BO/CTB U
XUMHYecKast KubepHeTHKa
240901 buotexHosorus
3.2.1. TpypoBas QpyHKIuUsA
Hanvienopanue Pa3paboTka v BHeZ[peH1e Koz B/01.6 YposeHb 6

TEXHOJIOTMYEeCKOro rpounecca Ajis

KBa/mMuKaum




IMPOMBIIIJIEHHOI'O IMPOM3BOACTBA
JIEKAPCTBEHHLBIX CPEACTB

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM HyHKLIUN

Oprunan X 3aMMCTBOBaHO U3 1033
OpUrMHana
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a cTaHzapTa

TpyZoBbIe elCTBUSA

Pa3paboTka rporpamMm BHeZIpeHUsI HOBBIX TEXHOJIOTMUeCKHX MPOLIeCCOB MPU
TIPOM3BO/ICTBE JIeKaPCTBEHHbIX CPEJICTB

Pa3paboTKa TeXHUUECKUX 3a/laHWi Ha MIPOEKTUPOBaHHE U OCHAIlleHHe
TPOU3BO/CTBEHHBIX MIOMELLeHNH, TTIPOU3BOACTBEHHBIX TUHUMN

[Mogbop cocraBa pa3pabaTbiBaeMbIX JIeKapCTBEHHBIX ()OPM [IJisi OTITUMU3ALIN
TeXHOJIOTUUeCKOr0 TpoLecca

Pa3paboTKa Mpou3BO/ICTBEHHOM JOKYMEeHTALUH [I/Isl OTIbITHO-TIPOMBILLIZIEHHOTO U
TPOMBILLJIEHHOTO MPOM3BO/ICTBA JIeKapCTBEHHbBIX CPE/ICTB

CornacoBaHue pa3pabOTaHHOM JOKYMEHTAI[UH CO CTPYKTYPHBIMHU
ro/ipa3zieneHusiMU (papmalieBTUUeCKOro Mpor3BOACTBA

CornacoBaHue BOITIPOCOB TeXHOJIOTUUECKOU MMOArOoTOBKH IIPOMU3BO/CTBA C
IMIPOEKTHBIMH OPIrdHU3dLIUAMN

Pa3paboTka 1r1aHOB MacIITabMpOBaHKs U TlepeH0Ca TEXHOIOTHUeCKUX
NIPOLIeCCOB

HpOBeAEHI/Ie OLIEHKKW T€XHOJIOTHYECKHUX ITPOLIeCCOB [JId Y/JIYyUllIeHUA UX Ka4eCTBa

BHezipeHue npoLieCCHO-aHaTMTUUEeCKUX TEXHOJIOTUM B TIPOU3BOACTBO
JIEKapCTBEHHBIX CPeJCTB

BHegpeHne pecypcocOeperaromyx TeXHOIOTHA O TTPOU3BO/ICTBO JIeKapCTBEHHBIX
CpefiCTB

BeneHuve yueTa Npou3BO/ICTBEHHOM, OTUETHOM JOKYMEHTALUM, 1OKyMeHTaLuu,
Kacarolencst ONTUMHU3ALMU TEXHOJIOTMYeCKHX MPOLIeCCOB

HeobOxopumbie ymeHust

PaBpa6aTbIBaTb M OLI€HMUBATH MMPONU3BOACTBEHHYIO U OTUETHYIO JOKYMEHTALHIO,
KaCaroyrOCd TeEXHOJIOTHYECKHX TTPOLeCCOB

I/IHTepHpeTI/IpOBaTB IMMOKd3dHHsA dBTOMATHUUECKUX NdTUMKOB COCTOAHUA
O60py,qOBaHI/IH, HpOHBBO,E[CTBEHHOfI Cpeabl, pe3y/ibTaTbl BBINO/JTHEHHBIX
WUCITBITAaHWH B aHATMTHYECKUX JIUCTaX

BeiOMpaTh TexHO/IOrMUeCKoe 000pyJ0BaHKe U NTPOU3BO/CTBEHHBIE JIMHUH C
yUeToOM MPOU3BOACTBEHHOW MOIIHOCTH, 3arPy3Ky 000pyI0BaHUs U
yCTaHOBJIEHHBIX TpeOOBaHUI

Pa3pabaTeiBaTh TEXHUKO-IKOHOMUUYECKOe 000CHOBaHMe CO3JaHUS
(hapmaiieBTUUECKOT 0 TIPOM3BO/ICTBA

HpOI/IBBOAI/ITb dHaJ/IN3 PUCKOB [JId Ka4€CTBd JIEKADCTBEHHLIX CPEACTB

Ocy1iecTBASTh TIOUCK, 0TOODP ¥ aHa/M3 UH(OPMAL|H, TIOJTyYeHHOU 13
Pa3/IMYHbIX UCTOUHUKOB, J/I1 Pa3pab0TKU ¥ ONTUMH3AIMKA TEXHOJIOTMUECKOTO
rporiecca

OrnpefiensTb TPy[0eMKOCTb TEXHOJIOTMUECKOT0 MpoLiecca, MaTepruabHbIN
OalaHC ¥ TeXHOJIOTMYEeCKYH0 ce0eCTOMMOCTb TIPOM3BO/ICTBA JIEKAPCTBEHHBIX
CpeJiCTB

HeobOxoaumble 3HaHUS

TpeboBanus CorJiallieHust 0 eJMHBIX MPUHLMIIAX U MPaBUIax 00parieH st
JIeKapCTBEHHBIX CPeJCTB B paMKax EBpa3uiickoro SKOHOMHUYECKOTO CO03a,
TMIpaBW/I HaJl/IeXKalllel POM3BOACTBEHHOM MPAKTHUKH, HOPMAaTUBHBIX ITPABOBBIX




aKTOB Y CTaHAAPTOB B 00/1aCTH MPOM3BO/ICTBA JIEKADCTBEHHBIX CPEJICTB

dapmarlieBTHUeCKast TEXHOJIOTHS B YaCTH pa3pabaThiBaeMbIX TeXHOIOTUYECKUX
TIPOLECCOB

[puHUMIBI apMareBTHYeCKOM MUKPOOHOIOTHH, aCeNITUKUA M TOKCUKOJIOTHN

HpaBHna SKCITydTallK UCTI0/Ib3YeMOI'O TEXHOJ/IOTUUECKOTI' 0O O60py,Z[OBaHI/IH 4
BCIIOMOI'aTe/IbHBIX CUCTEM

HOMEHKJ'IaTypa BCIIOMOTI'aTe/IbHBIX BELIEeCTB

HpI/IHLlI/Il'IBI MaCI.LITa6I/IpOBaHI/IFI " T1epeHO0Ca TEXHOJIOTUUYEeCKHUX TIpoLecCOoB

OpFaHI/IBaL[I/IH TEXHOJIOTUYECKOU 1 HH)KEHEPHOIZ MoJAroTOBKHU IIPOM3BO/ICTBA,
BCIIOMOr'aTe/IbHbIX MHXX€HEPHBIX CUCTEM

MeTo/ibl U MHCTPYMEHTHI YIIpaB/IeHHsI PUCKAaMH JI/1s1 KaueCTBa JIeKapCTBEHHBIX
CpefCcTB

OTarnbl TPOeKTUPOBaHUS, KBa/IM(UKALIUU U IKCTUTyaTalluM 3/1aHKN, TIOMeIeHUi
Y UH)KEeHEepHBIX CUCTeM (hapMal|eBTHUeCKOro MTPOM3BO/ICTBA U TPeOOBaHUs K HUM

[TpyUHLMIILI Ba/TUAALMH TeXHOIOTHUYEeCKUX MPOLIeCCOB, KBamuprKaLum
roMeleHni 1 000pyAOBaHKs, NH)KeHePHbIX CUCTEM

MeTogp! npeiynipe/ieHrsi KOHTaMUHALIMU U TIeperyThIBaHUs TPOAYKLUU [IPU
TIPOM3BO/ICTBE JIeKaPCTBEHHBIX CPEJCTB

MeTo/ibl CTaTUCTUYECKOTO yTpaB/ieHHsI KaueCTBOM, CTaTUCTUUeCKUe MeTO/IbI,
TpUMeHsieMble TIPU OLIeHKe pe3yJ/IbTaTOB UCIbITAHUM TeXHOIOTUYeCKUX
TIPOLIeCCOB U Ba/IUZALIN

[TpuHIMIbI pa3pabOTKU ¥ MOCTAHOBKU HA TIPOM3BO/[CTBO HOBBIX JIEKAPCTBEHHBIX
cpencTB (papMakosoruueckue, hapmaiieBTUUeCKUe acreKThl U
TEXHOJIOTHUeCKHe aCTIeKThI)

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOU 6e30TacHOCTH,
OXpaHbl OKPY>Karolllel cpe/ibl, MOPsJO0K JAelCTBUM TIPU Upe3BblUaiiHbIX
CUTYaLUsAX

Oco0ble yc/ioBUs OITyCKa K
pabore

Lpyrue xapakTepyuCTUKU

3.2.2. TpypoBasi QyHKIHA

ITpoucxosaeHue 06001eHHOM
TPYyZA0BOU (HyHKLIMU

COHpOBO)K,I[EHI/Ie TeXHOJIOTHYeCKOoro
YpoBeHb
HavmeHnosanue TpoLiecca rnpy IpOMBbIIIIIEHHOM Kop, B/02.6 6
KBa/TU(UKaIUN
TIPOM3BO/ICTBE JIEKAPCTBEHHBIX CPe/iCTB
3auMCTBOBaHO U3
Opurunan X 1033
OpUrMHana
Kog, PerucrpaljioHHbIN HOMep
OpHUrHHa rpogeccroHaIbHOTO
a CTaHzapTa

TpyoBble feliCTBUS

Pa3paboTKa, coryiacoBaHue U BeZieHHe yJyeTa IPOU3BO/CTBEHHOM, OTYeTHOM
JIOKYMEHTaLH, Kacaroleicsi TeXHOJIOTMUeCKUX TPOLieCcCoB

[TnanupoBaHue TOTPeOHOCTH B UCXO/IHOM ChIPbe U YITaKOBOUHBIX MaTepuasax,
He0OXOUMBIX [I7Is BLITTYCKaeMOM TIPOyKINU

[TnaHvpoBaHUe ¥ KOHTPOJIb BLITIOJHEHUS] KOPPEKTUPYIOIIUX U
NpeynpeXXAarolX MeponpHUsATHH, KacaroIUXCsi TTIPOM3BO/CTBA JIeKAPCTBEHHbBIX
CpeJCTB




AHanm3 TeXHOJIOTUYeCKHX rponeccoB U dHHBIX MOHUTOPHHI'A
HpOHBBO,E[CTBeHHDﬁ CpeAbl Ha COOTBETCTBHE YCTAHOB/IEHHBIM TpeGOBaHI/IHM

[TpoBeseHre aHa/MM3a IPUYMH 00HAPY>KEHHBIX OTK/IOHEHUHM U HECOOTBETCTBUH,
aHa/iM3a pUCKOB KayeCcTBa 3TaroB TeXHOJOTMUYEeCKUX MTPOLeCCOB

[IpuHSsATHE peleHus O MepeyrnakoBkKe, lepepaboTKe, OTKIOHEHUH WJTH
TOBTOPHOM HCIT0/1b30BaHWH CEPUX WU YaCTU CepUM MPOU3BeeHHOM NPOAYyKLH

Ocy1jecTBeHre Ha/i30pa 3a TeXHOTOTUUeCKUMH TIPOL{eCCaMu

HeobOxopymbie ymeHust

PacciieoBaTh KpuTHUeCKHe OTK/IOHEHHUS] TeXHOJIOTMUeCKOoro nporecca oT
HOPMBI

OrieHMBaTh MPOU3BO/CTBEHHYIO, OTUETHYIO JOKYMEHTAIIMIO, KaCAtOI[yHOCS
TeXHOJIOTUUeCKUX TIPOL[ECCOB

OpFaHI/BOBLIBaTL TEXHOJIOTHYECKYI0 U UH)KEHEPDHYTO ITOATOTOBKY ITPOU3BO/CTBA,
BCIIOMOT'dTe€/IbHbIX MHXE€HEPHBIX CUCTEM

VHTepripeTMpoBaTh MOKA3aHUS aBTOMaTUUECKUX JATUMKOB COCTOSTHUS
000pyi0BaHus, TTPOU3BOACTBEHHOW CPe/Ibl, Pe3y/IbTaThl BHITIOTHEHHBIX
WCTbITaHWY TIPY IPOU3BO/CTBE JIeKAPCTBEHHBIX CPe/ICTB

OueHrBaTh OMepaLyy 1o 0Toopy 1pob

HpOI/BBOAI/ITb dHaJ/IM3 PUCKOB [JId Ka4e€CTBd JIEKADCTBEHHLIX CPEACTB

AHan31poBaTh U OL[eHWBAaTh 3HAUMMOCTb 00HAPY>KeHHBIX OTKIIOHEHUH 1
HEeCOOTBeTCTBUM TEXHOJIOTMUECKOro NpoLjecca, onpe/e/siTb BepOSTHOCTb U
NPUYMHbBI BO3HUKHOBEHHSI OTK/IOHEHUH, BO3MOYKHOCTH MX OOHapy >KeHUst

OvneHuBaTh BAMSHYE U3MEHEHUI B TEXHOJIOTUYECKOM Ipoliecce Ha
CTabW/ILHOCTD ¥ KaueCTBO TIPOMEKYTOUHOW ¥ rOTOBOM MPOJYKINU

Or1ieHMBaTh UCII0/Ib3yeMOe TeXHOJIOTHYeCKoe 000pyioBaHe U
TIPOM3BO/[CTBEHHbIE TMHUU C YUETOM MPOM3BO/[CTBEHHOW MOILIHOCTH, 3arpy3Ku
000py/10BaHMs ¥ YCTAaHOBJ/IEHHBIX TPeOOBaHUM

Amnanu3vpoBaThk paboTy 3/IEKTPOHHBIX YCTPOMCTB 1 UX BIUSHUE Ha
TeXHOJIOTUUeCK1H poLiecc

Ocy1ecTBAATH TIOMCK, 0TOOP ¥ aHa/M3 UH(GOPMALH, TT0/TyYeHHO! U3
Pa3UUHBbIX UCTOYHUKOB, C L|e/IbI0 COBEPILIEHCTBOBAHUS TEXHO/IOTHYECKUX
TpPOLIeCCOB ¥ ONTUMM3ALMU TeXHOJIOTMYeCKUX L[UK/IOB

Heobxogumble 3HaHUS

TpeboBanusi CorialiieHusi 0 eIMHBIX MPUHLIMIIAX U MpaBuiax obpaiijeHus
JIeKapCTBEHHBIX CPe/ICTB B paMKax EBpasniickoro 5SKOHOMHUYeCKOro COr3a,
TIpaBWJI HaZljiexkailleid TpOM3BO/CTBEHHOMN MPAKTUKKU, HOPMATHBHBIX TTPABOBBIX
aKTOB Y CTaHZAPTOB B 00/IaCTH MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB

OTanbl TPOeKTUPOBaHUS, KBa/IM(UKALIUU U IKCTUTyaTalluM 3/1aHKM, TIOMeIeHUi
Y UHDKEHEePHBIX CUCTeM (hapMal|eBTHUeCKOTro TTPOU3BO/ICTBA U TPeOOBaHUS K HUM

HpI/IHL[I/IHbI MaCLLITa6I/IpOBaHI/IH " T1IepeHO0Ca TEXHOJIOTUYECKUX TIpOoLeCcCOB

[TpuHIMIbI pa3paboTKU U BHECEHUS] U3MEHEeHHUH B TTPOM3BO/ICTBO
JIeKapCTBeHHbIX Cpe/iCcTB ((hapMakosiornueckue, (papmalieBTUUeCKre acrieKThl U
TeXHOJIOTUUeCKHe acreKThl)

cDapMaLIEBTI/I‘JECKaH TeXHOJIOTHA B UaCTU pa3pa6aTBIBaEMBIX TeXHOJ/IOTHYEeCKHUX
rponeccoB

HpaBHna SKCILTydTallMX MCTI0/Ib3YeMOI'0 TEXHO/IOTUUEeCKOro 060py,E[OBaHI/IH u
BCIIOMOTI'aTe/JIbHbIX CUCTEM

AHanmuThyecKue METOAWKHU U METOAbI BU3Yyd/IbHOI'O KOHTPOJIA
TEXHOJIOTMY€eCKOT O MpoLecca

[MpuHIMIbI papMarieBTHYeCKOM MUKPOOHOIOTYH, aCelITUKH Y TOKCUKOJIOTUX

HOMeHKJ'IaTypa BCIIOMOTI'aT€/IbHbIX BELIECTB




MeTo/ibl U MHCTPYMEHTHI YTIpaB/ieHHsl PUCKaMU JIJisi KaueCTBa JieKapCTBeHHBIX
CpefiCTB

HpI/IHL[I/IHbI Ba/TM A4l TEXHOJ/IOTMYECKHX ITPOLIECCOB M aHAJTMTUYECKUX
METO/JHK, KBaJII/I(l)I/IKaL[I/II/I HOMEH.[EHI/Iﬁ u 060py,q013aH1/1$1, NH)XE€HEPDHbIX CUCTEM

Merto/b! NpefiyTnipexieHrs KOHTaMUHALIMKY U [TeperyThIBaH!sl IPOAYKLUU

MeTO,E[I:I CTaTUCTUYECKOI'O yIIpdB/I€EHUA KaUeCTBOM, CTaTUCTUYE€CKKMEe METO/bI,
MpUMeHsieMble TTPU OLl€HKe pe3yJ/IbTATOB HCITBITAHUH TEXHOJIOTUYECKUX
MponeccoB 1 Baivgalun

MeTo/ibI TTOMCKA TPUUUH 0OHAPY>KeHHBIX HECOOTBETCTBUM YCTaHOB/IEHHBIM
TpebOBaHUAM

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30IacHOCTH,
0XpaHbl OKPY>Karolllel cpe/ibl, MOPsJOK AelCTBUIM TIPU Upe3BblUaiiHbIX
CUTYaLUsX

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.3. O6o61eHHas TPy/AoBasi PyHKIHA «Y IPaBJ/IeHHEe NIPOMBILI/IEHHBIM MPOU3BO/[CTBOM

JIEKapCTBeHHBIX CPe/ICTB»

HaumeHoBaHue

YHpaBneHI/Ie MPOMBIII/IEHHBIM
IMPpOM3BOACTBOM JIEKapCTBEHHBIX CPe/ICTB

YpoBeHb

Ko C KBa/mMUKam

ITpoucxosxaeHre 0600IIeHHOM
TPyZA0BOM HyHKLIMU

3arMCTBOBAHO U3

Opurunan X
OpUrMHana
Kog, PerucrpalioHHbIN HOMep
OpHUTHHa rpodecCHOHaTBHOTO
a cTaHzapTa

Bo3moxxHble HaMeHOBaHUs
JIOJDKHOCTeH, mpodeccuii

I'1aBHLIN TeXHOJIOT
3aMecTuTeNb JUPEKTOPa M0 NPOU3BO/ICTBY
[vpeKTop 10 Npon3BO/CTBY

TpeboBaHus K 00pa30BaHUIO
1 00y4eHuto

Briciiee o6pa3oBaHue - OakasaBpyuaT
Briciiee o6pa3oBaHue - CIIELUATUTeT, MaruCTpaTypa

TpeboBaHUs K OTIBITY
TIPAKTUYeCKOM paboThI

He mMeHee cem# jieT pabOThI O CIIELIMATBHOCTH TIPH HAJTMUKMH BBICIIIETO
obpa3oBaHwus 110 MporpamMmam OakajiaBprara

He MeHee misiTH JTeT paboThI IO CIELMaIbHOCTY TIPH HaJTMYKH BBICIIIETO
00pa30BaHusI 110 TIPOrpaMMaM CIiel{daIuTeTa, MaruCTPaTyphI

Oco6ble yC/IoBUS AOITyCKa K
pabote

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEbHBIX (TIPU MOCTYTI/IEeHWH Ha paboTy)
1 TIePUOANUECKUX MeJULIMHCKUX 0CMOTPOB (00C/IeloBaHmiA), a TaKkKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeloBaH ) B TOPSJKE,
yCTaHOBJIEHHOM 3aKOHO/aTebcTBOM Poccuriickoit defjepaiumn

[pyrue xapakTepucTUK1

[lnist podeccHoHaTBHOTO PpoCcTa TpebyeTcsl BLIMO/THEHHE KPUTEPHUEB,
COOTBETCTBYIOILUX CIELUaTbHOCTAM

OCHOBHbBIE TIYTH MOBBIIIIEHNsT KBaTM(PUKALIAK:

- IPOTrpaMMBbI TOBBIIIEHHsT KBaMi(HUKALIMK He PeXXe OZHOTO pasa B IATh JIET;

- IporpamMmmbl IpodeCCHOHATBbHOM MePernoroTOBKH;

- CT@KUPOBKUY;

- TPDEHUHTY B CUMYJIALUOHHBIX [IEHTPAX;

- UCTIO/Th30BAHKE COBPEMEHHBIX TUCTAHI[UOHHBIX 00pa30BaTeIbHBIX TEXHOIOT UM
(obpa3oBarenbHBIN TIOPTa/l U BeOWHAPHI);




- yuacTHe B KOHrpeccax, KOH(epeHIsX, MacTep-K/1accax

,Z[OHO]'IHI/ITEJ'H:HBIQ XdPaKTePUCTHUKHU

HanmeHoBaHre 6a30B0i TPYTIIbI, O/DKHOCTH (TIpodeccrm)

HaunmeHoBaHue JOKyMeHTa Kop,
W/ CIIeanbHOCTH
OK3 1223. PykoBoauTenu nosapaseneHni 1o HayuHbIM
HCCIeIoBaHUSIM 1 pa3paboTkam
ETKC nwm EKC ['naBHbINM TexHOIOT
OKILATP 22488 NuxeHep-ucciefosaresb
22516 VHxeHep-MHUKPOOHUOJIOT
22581 WHxeHep Mo UCHBITaHUSAM
22678 MHxeHep 110 OArOTOBKe IPOM3BO/CTBA
22739 WNuxeHep o craHgapTU3aLuu
22833 Nnxxenep-paauosior
22836 VHxeHep-pagnohusrk
22839 NuxeHep-pajiOXUMUK
22854 NuxeHep-TexHoJi0r
22860 NuxxeHep-XuMuK
25850 [IpoBusop
25856 [IpoBu3op-TexHoIOT
27142 TexHoJsor
Nuxenep-
WCIIbITaTe b
Nuxenep-
¢bu3uKo-
XUMUK
42865 VirmkeHep XMMHKO-OaKTepHOI0OrnyecKoii 1abopaTopruu
OKCO 010801 Panrodusmka 1 371eKTpPOHUKA
010802 ®dyHaMeHTa/IbHast paguodu3vka 1 ¢pu3nueckas
3/IeKTPOHUKA
020101 Xumus
020201 buonorus
020208 Bbuoxumus
020209 Mukpobuosiorus
020900 Xumusi, GU3MKa U MeXaHWKa MaTepuaioB
060104 Mepauko-ripodunakTiyeckoe Jieio
060108 dapmares
060112 MeauLpHCcKass 0MOXUMUST
111201 Betepunapus
140307 PasarioHHasi 6€30MacHOCTh YeIoBeKa U OKPY KaroIei
cpezibl
140308 PasuairioHHast 6e301acHOCTb
140401 TexHuKa U (pr3UKa HU3KHUX TeMIlepaTyp
140504 XonogunpHasi, KpUOTreHHasi TeXHUKa U KOHAULMOHUPOBaHKe
240301 XHUMHUUecKasi TeXHOJIOTHsI HeOPraHWUeCKUX BellleCTB
240307 TexHoMOrUs CpeACcTB XUMUYECKOHN 3alliUThl
240401 XyMHUUeCcKasi TEXHOJIOTHSI OPraHUYeCKUX BellleCTB

240402

Xumuueckast TeXHOIOTHS CUHTeTUUeCKHX OMOIOrHYecKUuxX




aKTUBHBIX BeleCTB

240501 XUumuryeckasi TeXHOJIOTHS BBICOKOMOJIEKY/ISIPHBIX
CoeIMHeHUM

240505 TexHoorrs BICOKOMOJIEKYJ/ISIPHBIX U
BbICOKO3((DeKTUBHBIX COeAUHEHUI U YCTPONCTB

240603 XUmuryeckKasi TeXHOJIOTHS PeIKUX 3JIeMeHTOB U MaTepuasioB
Ha UX OCHOBe

240801 MammuHel U arnrapaTbl XUMAYECKUX TIPOU3BOZCTB

240802 OCHOBHBIE MPOLIECChl XUMUYECKUX MIPOU3BOJCTB U
XUMHUUecKast KnbepHeTHKa

240901 buotexHosorus

240903 buoxrmuyeckoe Mpor3BOACTBO

3.3.1. TpypoBas ¢pyHKIus

YmpaseHue npoljeccaMy IIPOU3BOCTBA YpoBeHb
HavmeHoBaHue p por p A Kog C/01.7 P 7

JIeKapCTBeHHBIX CPeZICTB KBa/MUKALH
TTpouncxoxaenre 060611eHHOM 3aMMCTBOBAaHO U3

P KA B OpurusHan X 1033
TPY0BOM QYHKIM OpHrMHana
Koz PerucrpalvioHHbIN HOMep
OpHrMHaN npo¢eCCHOHALHOTO
a cTaHzapTa

TpyzoBble felcTBUs

PaccmoTpeHue U yTBep KAeHure MPOr3BO/JCTBEHHON JJOKYMeHTaluu
(hapMaLieBTUUeCKOT0 MPOM3BO/ICTBA U OPraHU3al[ysl ee BbITIOJIHEHUSI

Opranu3ariys Ipor3BO/CTBa U XPaHeHHUsI TOTOBOM MPOAYKLIMU B COOTBETCTBUU C
YTBep>KJeHHOM [JOKyMeHTaLel [7ist JOCTYKeHUs] HeoOX0AUMOro KauecTBa

Opranu3aiiys OLieHKU U MOANKICaHus TTPOM3BO/CTBEHHbBIX 3amuceit
YIOJTHOMOYEHHBIM Ha 3TO MepPCOHaoM Tepe] UX nepejaveid B ro/ipas/iesieHre
KOHTPOJIS KauecTBa

KoHTpOJb coflepyKaHusl TOMeEIIeHHH, SKCIUTyaTallid U TEXHUYEeCKOT0
obcnyKuBaHusI 000pyOBaHUS

PykoBo/ICTBO Banuzaliyeil TeXHOJIOTMUeCKUX MpOLecCoB

OpraHu3aliysi pacc/ieZioBaHusi 0OHapYKeHHBIX OTK/IOHEHWH U HECOOTBETCTBUH
TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPE/JICTB YCTaHOB/IEHHBIM TPeOOBaHUSM, aHA/ N3
PUCKOB U yIpaB/ieHHe PUCKaMU /Ijisk KaueCTBa BbITyCKaeMOU MPOyKLUU

[TpoBefeHMe KOMILJIEKCHOTO aHa/M3a AesTe/IbHOCTH TI0/ipa3ze/ieHust

PyKoBOCTBO paboTaMu 110 MO/TOTOBKE ITPOU3BOACTBEHHOTO TO/pa3zeeHus K
JLIeH3UPOBaHNIO, MHCTIEKTHPOBAHHIO TIOTPeOUTENSIMU ¥ TOCYAapCTBEHHBIMU
Ha/I30PHBIMU OpraHaMu

BHezipeHre KOHTPOJIbHBIX MEPOTPUSITUM B OTHOLLIEHUY 37IEKTPOHHBIX
JIOKYMEHTOB

Opranu3anys TepBUYHOTO U TI0C/IeIyOLero 00yyeHus repcoHasa
TIPOU3BOZCTBEHHOTO TIOZIpa3/ieIeHUs

OpFaHI/BaL[I/IH npoBegeHnsa COOTBETCTBYHOILIUX pa60T 110 Ba/IMialilin

Heobxoavmbie ymMeHUst

Ocy111eCcTBIATH OLIEHKY COOTBETCTBUSI IPOM3BO/ICTBA JIeKAPCTBEHHBIX CPeJCTB
TpeOOBaHMUSIM, yCTaHOBJIEHHBIM 3aKOHO/[aTebCTBOM Poccutickoii dezpepariun 06
oOparleHnH JIeKapCTBeHHBIX CPeZICTB

yrlpaB]'IHTB KOMITJIEKCHBIMU HAYUHO-TeEXHUYECKUMMU TTIPOEKTAMU




YnpaBnsTh IOATOTOBKOM 00630pOB KaueCTBa BBIMYIEHHOM MPOAYKLWH (Ha
YPOBHe TI0/jpa3/iesieHus])

OL[EHI/IB&ITI) MOCTAaBIIMKOB UCXOAHOI'O ChIPbsA WM YIIAKOBOYHbIX MaTepHa/IOB

OrneHUBaTh KOHTPAKTHBIX MIPOM3BOAUTE/IEN U MTOCTABILIHMKOB

Pa3pabathiBaTh TEXHUKO-3KOHOMHUYECKOe 000CHOBaHME PEKOHCTPYKLIUN W/TH
paclIMpeHys POM3BO/ICTBA JIeKAPCTBEHHbBIX CPeJCTB

OL[EHI/IBaTB 00beM UCIIBLITaHUM 10 Ba/IMalJ1 TEXHOJ/IOTUUECKHUX TTPOLeCCOB

Bectu reperoBopel, AeJ1erupoBaTh IOJTHOMOYHSA

Heobxoqumble 3HaHUS

TpeboBanus CorarieHus 0 eIMHBIX MPUHIIATIAX W MpaBUIax obpaireHus
JIeKapCTBEHHBIX CPe/ICTB B paMKax EBpasniickoro 5SKOHOMHUYeCKOro COr3a,
TpaBWI HaJjiexkalllel TpOM3BO/CTBEHHOM MPAaKTUKKW, HOPDMATHBHBIX ITPABOBbIX
aKTOB Y CTaHZAPTOB B 00/IaCTH MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB

XapaKTepruCTUKH OCHOBHOT'O TEXHOJIOTHUECKOro 0060pyI0BaHUs U
BCIIOMOTraTe/IbHbIX CUCTEM, UCTIO/Ib3YIOLIUXCS B BBITTOTHSIEMOM
TeXHOJI0TMUeCKOM MpoLjecce

XapaKTepI/ICTI/IKI/I TMMPON3BOACTBEHHBIX HOMELL[EHI/Iﬁ, HCIIOJIB3YIOINUXCA B
BBITIO/THAEMOM TE€XHOJIOTUUECKOM IIpoLecce

OIBIT OTeUECTBEHHBIX U MeXIYHapOAHBIX HpOHBBOAHTE]’IEﬁ B o0Oj1acTu
TE€XHOJIOTMU ITPpOU3BOACTBA aHaJIOTUYHOM NnpoayKUirn

HpI/IHLII/IHBI (bapMaLleBTI/I‘JECKOﬁ MI/IKPOGI/IOJ'IOFI/II/I, dCeIITUKHU U TOKCHUKOJIOI'MKX

dapmarieBTHUeCKast TEXHOJIOTHSI B YaCTH BBITIO/THSIEMBIX TEXHOJIOTHUECKUX
TIPOL[ECCOB

HpI/IHL[I/IHLI CTaHAapTHU3all 1 KOHTPOJIS KaueCTBad JIeKapCTBEHHBIX CPeACTB U
AeATeJIbHOCTU I10 UX MMPOU3BOACTBY

METO,E[]:I TMpoBeAEHNA HayUYHbIX I/ICC]'Ie'Z[OBaHI/II\/JI

MeTOAbI OMNTUMHU3alIU1 TEXHOJIOTUUECKUX TIpOLeCCOB

METO,E[I:I IPOMBINTIEHHOI'O Me€He/I>KMEeHTAa 1 JIOTUCTUKKN

MeTo/ibl ¥ MHCTPYMEHTHI yIIpaB/ieHus1 IPOeKTaMu

MeTo/bl U UHCTPYMEHTHI yTIpaB/IeHNs] PUCKaMH JI/Isl KaueCTBa JIeKapCTBeHHBIX
CpefiCTB

Oraribl NPOeKTUPOBaHUs, KBaMU(UKALIUKM U SKCITyaTalyy 3[aHUM, oMelleHruH
Y UH)KEHEepPHBIX CUCTeM (hapMaljeBTHUeCKOTro TTPOU3BO/ICTBA U TPeOOBaHUS K HUM

JII/ILIEH3I/IOHHBI€ TPE6OBaHI/I$I IIPpH MIPONU3BOACTBE JIEKADCTBEHHBIX CPE/CTB

[TpUHLIMIIBI BaTWJALMU TeXHOJIOTMUYECKUX TIPOLeCCOB U aHATUTHYEeCKUX
METO/IMK, KBaJU(pUKaLMY TIOMeIlleH| U 000pyJ0BaHusl, UH)XKeHePHBIX CUCTeM

MeTo/ibl CTaTUCTHUECKOTO YTIpaB/IeHUs] KaueCTBOM, CTaTUCTUUYEeCKe METOABbI,
MpUMeHsieMble TPH OLleHKe Pe3y/IbTaTOB UCITbITAHUMA TeXHOJIOTHUeCKUX
TMIPOLIeCCOB W BalUAALIUM

[TpaBusia BHyTpeHHero TPyA0BOr0 pacropsijKa

[TpyHLIMTBI 1e/10TIPOM3BO/CTBA U JIOKyMeHTO000poTa

TpeboBaHUsI CAHUTAPHOTO PEXHUMa, OXPaHbI TPY/ia, T0YKapHO# 6e301acHOCTH,
OXpaHbl OKPY>KaroLe cpe/ibl, NOPSJ0K AeUCTBUM TIPU Upe3BblUaliHbIX
CUTYyaLUsX

Oco0ble yc/ioBHs JOITyCKa K
pabore

[pyrue xapakTepucTHUKU

3.3.2. TpypoBasi pyHKIHA




YmipaB/ieHre pa3paboTKOM U

OIITUMM3alINeNd TeXHOJIOTHUeCKOoro YpoBeHb
HaumeHoBaHue B Kog C/02.7 P 7

ripoliecca MPOM3BO/ICTBA JIEKAPCTBEHHbBIX KBaTMUKALIH

CpejcTB
ITpoucxosxaeHre 0600IIeHHOM 3aMMCTBOBaHO K13

P KA m Opurusan X 1033
TPYZAOBOU (HYHKIUU OpUrMHasma
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyZoBbIe 1elCTBUS

PaccMmoTpeHMe 1 yTBepsKzeHue J0KYMeHTallMH, CBSI3aHHOM C TIPOU3BO/|CTBOM
JIeKapCTBEHHBIX CPeZICTB, U OpraHy3aliysl ee BbIIIOTHEeHUs

Opranu3ariys pa3paboTKy ¥ BHe/IPEHUST HOBBIX TEXHOJIOTMUECKUX PeIleHri

PyKoB0oACTBO paboTO#i 10 MPOEKTHPOBAHHUIO M CO3/JaHUI0 HOBBIX,
PEKOHCTPYKLIMM UMEOIIMXCS [IPOU3BO/ICTBEHHBIX yUaCTKOB, TEXHUUECKOMY
repeBOOPY>KeHH!0 (hapMar|eBTUUeCKOro poM3BO/ICTBa

Pa3paboTka 1 yTBepskZeHre MepOTIPUSATHIA TI0 Y/TyUIlIeHHI0 KaueCcTBa
BBIITyCKaeMO¥ MPOAYKIMY U CHIKEHHIO ee ce0ecTouMOCTH

PyKoBO/CTBO pa3pabOTKOM T/IaHOB TIOBBIIIEHUST 3P PEKTUBHOCTH
(hapmalleBTHUEeCKOT0 ITPOM3BO/CTBA, yCTpaHeHHs1 Opaka B OpraHu3aruy

Opranu3sarnusi paboT 1Mo U3y4yeHHI0 U BHeJJPeHUI0 HayYHO-TeXHUYeCKUX
JOCTKEHHH, Tiepe/JoBOr0 0TeYeCTBEHHOTO ¥ 3apy0e)XXHOT0 OTTbITa ITPOM3BOZCTBA
JIeKapCTBEHHBIX CPe/ICTB

[TnaHupoBaHMe U yIIpaB/ieHre KOMITJIEKCOM pabOoT M0 aHan3y TeXHOIOTMUeCKUX
TIPOIIeCCOB (hapMarieBTUUECKOTO TIPOU3BO/ICTBA U X COBEPIIIEHCTBOBAHUIO B
COOTBETCTBUM C YCTaHOBJIEHHbIMU TPeOOBaHUSIMU

HeobOxopumbie ymeHust

OpraHu30BbIBaTh UCC/IEIOBATETBCKUE U SKCTIEPUMEHTa/IbHbIe PA0OTHI 10
pa3paboTKe ¥ ONTUMHU3AL[|UH TeXHOIOTHUeCKHX TPOL[eCCOB

OueHrBaTh NPOM3BO/ICTBEHHYIO U OTYETHYHO JOKYMEHTALUI0, KaCcarollyrCs
TeXHOJIOTUUeCKUX MPOLIeCCOB

Pa3pabaThiBaTh TEXHUKO-IKOHOMUYECKOe 000CHOBaHMe CO3/IaHus,
PEeKOHCTPYKLMY WM PaclIvpeHyst IPOU3BO/CTBA JIeKapCTBEHHBIX CPe/ICTB

AHanu3upoBaTh UCMO/b3yeMYIO TeXHOJIOTHIO HAa COOTBETCTBHE yCTaHOBIEHHBIM
TpeOOBaHKUSM U YIIPaB/ISIEMOCTh TEXHOJIOTHYeCKUX TIPOLIeCCOB, OPraHU30BbIBATh
pa3paboTKy 1 BHeJpeH1e B TPOM3BO/CTBO ONTHMU3MPOBAHHBIX
TeXHOJIOTMYeCKHX MPOL|eCCOB

OCYH_[ECTBJ'IHTI) yIipaBJ/ieHre KOMIIJIEKCHBIMU HAYUYHO-T€XHUYECKHUMU ITPOEKTAMU

Pemats 3a1auu 1o 0becrieueHHI0 PU3UKO-XUMUYeCKOW, CTPYKTYPHO-
MeXaHWYeCKOW, aHTUMUKPOOHOW CTabUIbHOCTH JIeKapCTBEHHBIX )OPM TPH KX
TIPOM3BO/ICTBE

Bectu MeperoBopel, AeJIETUPOBATH ITOJTHOMOYHS

Heobxogumble 3HaHUs

TpeboBanusi CoraliieHusi 0 eIMHbIX MPUHLIMIIAX Y MpaBuiax obpaiijeHus
JIeKapCTBEHHBIX CPe/ICTB B paMKax EBpa3uiickoro 5SKOHOMHUYeCKOro COr3a,
TIpaBU/I HaJyiexxallieil MpOM3BOCTBEHHOM MMPaKTUKHU, HOPMAaTHBHBIX PaBOBbIX
aKTOB M CTaHZAAPTOB B 00/1aCTH TIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEZICTB

JIutieH3noHHBIe TPeOOBAHUS MTPY TIPOM3BO/ICTBE JIEKAPCTBEHHBIX CPeZICTB

HpI/IHL[I/IHBI Q)apMaueBTquCKOﬁ MI/IKPOGI/IOJ'IOFI/II/I, dCelITHUKH U TOKCHUKOJIOTHU

qDapMaHeBTI/I'-IECKaﬂ TEXHOJIOT'HUA B UdCTHU BBIMNOJHAEMBIX TeXHOJ/IOTHUECKUX
ImpoLeccoB




OTanbl IPOeKTHPOBaHMS, KBaM(UKALIMK W IKCIUTyaTalluM 3/1aH1H, TOMeLeHU
Y UHDKEHEePHBIX CUCTeM (hapMal|eBTHUeCKOTr0 TTPOM3BO/ICTBA U TPeOOBAaHUS K HUM

HDI/IHL[I/IHBI Ba/TM A4l TEXHOJ/IOTMYECKHX ITPOLIECCOB M aHAJTMTUYECKUX
METO/JHK, KBaJII/I(l)I/IKaL[I/II/I HOMEH.[EHI/Iﬁ u O60py,Z[OBaHI/IH, NH)XE€HEPDHbIX CUCTEM

MeTo/ibl CTaTUCTUUECKOTO YTIPaB/IeHUs] KaUeCTBOM, CTaTUCTUUECKUe METOBbI,
MPUMEHSIEMBIE TP OLIEHKe Pe3y/IbTaTOB UCITbITAHUM TEXHOJIOTMUECKUX
TIPOLIECCOB M BalIUAALIUM

Hpoue,qypbl (I)apMaLIEBTI/I‘-IECKOﬁ CHUCTEMBI KaueCTBa B OTHOILIIEHHWH MMPONU3BOACTBA
JIEKAPCTBEHHBIX CPEACTB

[TpUHLMITLI 1eIONPOU3BO/CTBA U I0OKyMeHTo0b0poTa

HepCHeKTI/IBLI TeXHHUYECKOI'0 Pa3BUTHUA OPraHr3alii

[TpaBuia BHyTpeHHero TpyA0BOro pacropsijKa

HpI/IHI_[I/IHI:I CTaHAdPTHU3allMK U KOHTPOJIA Ka4eCTBad /IEKapCTBEHHEBIX CPeACTB U
AeATe/IbHOCTHU T10 UX IMTPOU3BOACTBY

MeTo/bl IPOBe/IeHUsT HAYYHbIX UCC/Ie0BaHUIN

MeTo/pl ONTUMH3ALIMKA TEXHOJOTMUeCKOro TmpoLecca

MeTo/bl U MHCTPYMEHTHI yTIpaB/eHNs] PUCKaMH JI/Isl KaueCTBa JIeKapCTBeHHBIX
CpefiCTB

METOABI W MHCTPYMEHTEI YIIPpaBJ/IEHHWS ITPDOEKTAMU

TpeboBaHust K HAyUHOM OpraHM3al[uM TPYZa MPU MTPOEKTUPOBAHUHU
TeXHOJIOTUUeCKHX TPOL[eCCOB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKpY>Katolljel cpe/ibl, MOPsi0K AeMCTBUH TTPU Upe3BblualiHbIX
CUTYaLUsIX

Oco0bble yc/ioBUs OTTyCKa K
pabote

[pyrue xapakTepuCTUKU

3.3.3. TpypoBas ¢pyHKknus

Opranwusaifysi paboThl IepcoHasna Yposenb
HaumeHoBaHue p 1y p p Kop, C/03.7 P 7

TIPOM3BO/ICTBEHHOT'O TT0/Ipa3/ie/IeHus KBa/HKaLH
IMpoucxoxaerne 06061eHHO 3aMMCTBOBaHO U3

P KA . Opurusan X 1033
TPYJOBO#A QYHKLM OpWrMHama
Koz PerucrpalvoHHbIN HOMep
OpUrHHA MpoQeCcCUOHAITLHOTO
a CTaHJapTa

TpyzoBbIe elCTBUS

[TnaHupoBaHue MOTPeOHOCTH B TIEPCOHAIE TIPOU3BO/ICTBEHHOTO TI0/IPA3/le/IeHUs

Opranusauysi 00y4eHus 1 OLjeHKH 3HaHUH IepCcoHasia MPOu3BOCTBEHHOTO
noJpaszesieHus

[Tombop v afanTarnus repcoHasa MpOU3BOACTBEHHOTO TIOZApa3/ieneHus (B UacTh
CBOUX TOJTHOMOUH)

Pacripefiesienyie 3ajjau ¥ paboT MeXy COTPYJHUKAMHU T0/[pa3/iesieHusi, KOHTPOJIb
VX BBITIO/THEHUST

Opranu3aiiysi pery/isipHbIX MeJULUHCKUX MPOPUIAKTUUECKUX OCMOTPOB
COTPY/JHUKOB TIPOM3BO/CTBEHHbIX CTPYKTYDPHBIX MO/pa3/e/ieHni

[TpoBefieHMe OL|eHKY yCJIOBUM TPy/ia (B UaCTH CBOMX IMOJTHOMOYKIA)

HeobOxopymbie ymeHust

OteHUBaTh MOTPeOHOCTb MTPOU3BOACTBEHHOTO TIOZIpa3/ie/ieHNsI B TIepCOHaJIe




OuenuBaTh NpodeccuoHanbHO-KBaTM(HKALIMOHHbIM YPOBEHb epCcoHasa
MPOM3BO/ICTBEHHOT'0 TMOZpa3szeieHus

Pa3pabaTbiBaTh MEPOTIPUSTHS 110 a]AMITAl[MK ITePCOHAIa

CoriacoBbIBaTh JO/DKHOCTHbIE MHCTPYKL[MU MIepCOHAasIa MPOM3BOCTBEHHOT O
rofipas/iesieHust

[11aHMpoBaTh U ompeiesiiTh HOPMBI K METO/bI 00yUeHHs MepcoHasa

PaspabaTbiBaTh crucTeMy 3(ppeKTHBHOM MOTHBAL[MM ITePCOHAsIa
TIPOX3BO/|CTBEHHOIO IT0/ipa3/ieeHus

[TpeaymnpexxaaTh KOHOIMKTHBIE CUTYaL[UU

AHanu3upoBaTh U OLIEHUBATh JeaTe/TbHOCTb NIepCOHasa NojipaszesieHus: Ha
KOHKDETHBIX yJ4acTKaX paboThI

BecTu neperoBopsl, /ie/1erMpoBaTh MOJHOMOYMS, OCYLL{eCTBISTh
B3aMMO/IEMCTBUE C COTPY/JHUKAMU APYTUX MOJpa3eneHuit

Ocy111ecTBASITE KOHTPO/Ib COO/TFO/IEHUS TIEPCOHA/IOM CaHUTAPHBIX TIPaBUI,
TpeOOBaHUI OXpaHbl TPY/ia, TPaBU/ BHYTPEHHET0 TPY/A0BOT0 PACIOpsiiKa

Heobxoqumble 3HaHUS TpynoBoe 3akoHOZAaTeNbCTBO Poccuiickont denepanuu

JIoKa/IbHBbIe aKThI 10 HalipaBJ/IEHUAM OeATe/IbHOCTU

Bupl cTUMy/IMpOBaHus NepcoHasa

KazpoBbiii MeHe[)KMeHT

Hopw™me fienioBoro o01jeHus ¥ Ky/IbTyphbl, TPO(heCcCHoHaTBHOMN TICHXO0JIOTHH,
3TUKU U [IeOHTOJIOTUU

CaHHTapHO-FI/IFI/IEHI/I‘—IECKI/Ie TpEﬁOBaHI/IH K IMTOMeIleHnsAM U 1epCoHaTy

TpeboBaHust K OTUETHOM IOKyMEHTALU1, CTPYKTypa ¥ COCTaB OTYeTHOM
JOKyMEHTaLMH T10 KaJ[pam

TpeboBaHus HajieXallei MPOU3BO/ICTBEHHOMN MPAaKTHUKH, HOPMaTUBHBIX
TPABOBBIX AaKTOB M CTaHapPTOB B 06/1aCTU KaueCTBa JieKapCTBEHHBIX CPeJCTB B
OTHOILIEHWUH TTepCOoHasa

TpeboBaHUs CAHUTAPHOTO PEXKMMa, OXpaHbl TPY/ia, TO’KapHOM 6e30IaCHOCTH,
OXpaHbl OKpY>Karolljel cpe/ibl, MOPsi0K AeMCTBUI TIPU Upe3BblualiHbIX
CUTYaLUsIX

Oco6blie yc/ioBUS AOMyCKa K
pabore

[pyrue xapakTepUCTHUKU -

IV. CBepieHnsi 00 opraHu3anusax — pa3padoTynKax npodecCHOHA/ILHOTO CTaHAAPTA

4.1. OTBeTCTBEeHHAs OpraHu3anusa-pa3padboTUuK

OO61epoccuiickas o01ecTBeHHasi opraHu3anys «PoCCHIICKUI CO03 MPOMBIIIUIEHHUKOB U TIPeATIPUHAMATe e,
ropos Mocksa

Ynpasnstowuii AUpekTop YipaBneHus pasButusi  CmupHoBa FOnust BanepreBHa

KBa/TM(pUKaLUH

4.2. HanMeHOBaHMsA OpraHU3anuii-pa3padoTuNKoB

1 Accouuanus MexxlyHapOJgHbIX (papMalieBTUUeCKuX Mpon3Bo/iMTene, ropoJ Mocksa

2 Accoumanys rnpovsBouTenel hapmarieBTUUeCKOM NPOAYKLMY U U3Ze/ui MeIMLIMHCKOT0 Ha3HaUyeHus],
ropos, Mocksa




w

Accoryanys poccuiickux (hapMalieBTUUeCKuX IMpou3Bo/iuTesne, ropog MockBa

4 ®I'BOY BO «I1epBbiii MOCKOBCKMI rOCYyZapCTBEHHBIM MeULIMHCKUI YHUBEPCUTET UMEHU
N.M.CeueHnoBa» Mun3szapaBa Poccun, ropos; MockBa

5 Coro3 «HauuonaneHas ®@apmavieBtryeckas Ilamara», ropog Mocksa

6 Coto3 I[podeccronanbhbix @apMatieBTueckux OpraHu3aiuii, ropog, Mocksa




