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I. O01Me cBejeHUA

HpOI/IBBOACTBO HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDELCTB

26.020

(HaMeHOBaHWe BH/Ia TIPOQeCCHOHANTLHOU JesITeTbHOCTH)

OcHoBHas Lie/b BU/ja Tpo(eccoHaIbHOM esiTe/IbHOCTH:

Kop

Peanusanus TeXHO/IOrMYeCKMX 3TaroB NPOX3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEe/ICTB

['pymimna 3aHsTH:

1321 PykoBoguTenu noapaszesneHui 2141 VH)KeHepbl B IPOMBILLIJIEHHOCTH U Ha
(ynpaBnsitorue) B obpabaTtbiBaroriieit TIPOU3BO/ICTBE
TIPOMBILLIIEHHOCTH
2145 NuxeHepbI-XUMUKH 3122 Macrepa (bpuragupbi) B
obpabaTbIBaroITield TPOMBIIILIEHHOCTH
(xop OK3) (HavMeHOBaHMe) (xop OK3) (HavMeHOBaHUe)

OTHeceHMe K BUIadM 9KOHOMUUECKOM AedaTe/IbHOCTH:




21.10 [Tpor3BoACTBO hapMarieBTUYECKHX CyOCTaHLIMI

21.20.1 IIpou3BOACTBO JIeKApCTBEHHBIX IIperapaToB

52.10 [esiTenbHOCTH M0 CKJ/IaLVPOBAHUIO U XPaHEHUIO

(xog OKB3/I) (HaMeHOBaHUe BHA SKOHOMUUECKOU /1eATeTbHOCTH)




II. Onucanue TPyAOBBIX (DYHKLMHA, BXOAALIUX B NMpodeccHoHa/NbHbINA cTaHAAPT (PyHKLIMOHA/IbHAA KapTa BU/ia

npodeccCHoOHATBHOM IeATe/TbHOCTH)

O600111eHHBIe TPYA0BbIe HYHKLIUN TpyzoBble QYHKIMU
YPOBeHb
Ko yPOBEHb (moxypoBeHb
HavMeHOBaHUe KBa/M(uUKalj HauMeHOBaHHe KOZ )
A 14151 KBa/M(uKaLll
15151
A |TIpoBeseHre TEXHOIOTUYECKOTO 4 [MoaroToBKa MHXEHepPHBIX CUCTeM, TTIOMeLL[eHU, CPe/ICTB U3MepeHui, A/01.4 4
TrpoLiecca NpOMBILIEHHOTO TEXHOJIOTHUECKOTO M UCTIBLITaTe/TbHOT0 000PYAOBaHUS 110
MIPOM3BO/CTBA CTaHAAPTHBIM MeTOAUKaM
HaHOCTPYKTYPHUPOBAHHbBIX [ToaroToBKa ChIpbsi, BCIIOMOTraTeIbHBIX Bell[eCTB U MaTepuasioB A/02.4 4
JIeKapCTBEHHBIX CPe/ICTB Bepienvie 3TaroB TeXHOJIOrMYECKOro MpoLiecca MpoOU3BOACTBa A/03.4 4
Hepac(acoBaHHBIX TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB
BeieHue 3TaroB TeXHOJOTMYeCKOro rpotiecca hacoBKH, YIIaKOBKU U A/04.4 4
MapKUPOBKU
OuncTKa TeXHOJIOTHYECKOTO 000PY0BaHUsI IPOU3BO/ICTBA U A/05.4 4
yHaKOBKM HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHbBIX CPE/ICTB
Ocy1ecTByieHre BHYTPUIIPOM3BOCTBEHHOTO KOHTPOJIS TIpoLecca A/06.4 4
NIPOM3BO/CTBA HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB
B |KoHTpoO/b TEXHO/IOrMYeCKOoro 5 KoHTpo/1b MOATOTOBKY UH)KEHEPHBIX CUCTeM, TIOMeIleHU, CPe/ICTB B/01.5 5
riporiecca Ipou3BO/CTBa M3MepeHHH, TeXHOJIOTUUYeCKOT0 ¥ UCTILITaTeTbHOTO 000py/I0BaHMS
Hepac¢acoBaHHOM TOTOBOU [IpoBepka BbINOIHEHMS OIepaLyy M0 MOATOTOBKE ChIpbs U B/02.5 5
MPOAYKLMH, (haCOBKU U YTIAaKOBKU MaTepuasoB
rOTOBOM MPOAYKLIUK KonTpons ycioBuii npoBefieHNs TeXHOJIOTMUeCKUX MPOLIeCCOB B/03.5 5
MIPOM3BO/CTBA HAHOCTPYKTYPHPOBAHHBIX JIeEKapCTBEHHBIX CPEJICTB
[TpoBeneHre KOHTPOJISI TTIOCTTEXHOIOTMUECKHUX MePOTIPUSITUN B/04.5 5
00C/Ty>KUBaHUS TIPOM3BO/ICTBEHHOTO 000PY/I0BaHUsI
IIpoBegeHvie BHYTPUIIPOM3BOACTBEHHOI'O KOHTPOJISA TTOYTIPOAYKTOB U B/05.5 5
TOTOBBIX HAHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJCTB
OdopmneHue JOKYMeHTaLWK 110 pe3yJibTaTaM [POBeIeHHOTO B/06.5 5




KOHTPOJIS

Peructpaijusi BbISIBIEHHBIX OTK/IOHEHUMTEXHOIOTMUeCKOro rporiecca
MPOKM3BO/CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPeJICTB

B/07.5

Ocy1iecTBeHUe ynpaB/ieHrs
NepCOHAJIOM T10 BBINIOJIHEHUIO 3a/au 1
¢byHKUM B 06/1aCTU TTPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbIX
JIeKapCTBEHHBIX CPeJCTB

ObecrieueHre BBITIOTHEHUS] PUTMHUUHOTO BBIITyCKa
HaHOCTPYKTYPHUPOBaHHbIX JIEKaPCTBEHHBIX CPeJCTB BHICOKOTO
KauecTBa

C/01.6

KoHTposnb cobroeHus mopsijka UaeHTU(GUKALIAN ChIPbS,
MaTepHasioB, 1osyhabpruKaToB, TIOAYTIPOAYKTOB, TOTOBOM MPOAYKLIUN

C/02.6

Ocy1riecTBieHHe MEPOTTPUSATHH T10 MPeAyTNPEXXIeHN0 Opaka 1
TMOBBILIEHUIO KaYeCTBa BbITYyCKaeMbIX HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPe/ICTB KaueCTBa BbIITyCKaeMOU
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPEZICTB

C/03.6

KoHTposb BhITIONHEeHUs TIOpsiika cOopa, XpaHeHUs U Tiepeiaud Ha
YHUUTOKEHHEe 0TXOZ0B MPOM3BO/ICTBA

C/04.6

Y4yeT roToBbIX HAHOCTPYKTYPHPOBAHHBIX JIeKaPCTBEHHBIX CPe/ICTB Ha
TIPOM3BO/CTBE U MPU Mepefiaue Ha CKiIaj,

C/05.6

PaCCJ'Ie,E[OBaHI/Ie " BbIABJ/IEHHWE ITPUYKWH BO3HUKHOBEHUA OTK/IOHEHUH B
TEXHOJ/IOTMYECKOM I1poLecce Iporu3BOACTBa HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

C/06.6

O1leHKa JJIOKyMeHTal|H, peryiaMeHTHpYIoIIel TpoLiecc MPOU3BO/CTBA
HAHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB

C/07.6

KoHTposb 3a rpoBefieHreM 00ydeHusi TiepcoHaa, 3a/1eliCTBOBaHHOTO
B 00/1aCTH MPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

C/08.6

OpraHnu3sanusi TeXHOJI0THYeCcKoro
rpoLjecca MpOMBILLIIEHHOTO
TIPOM3BO/CTBA
HaHOCTPYKTYPUPOBaHHBIX
JIeKapCTBEHHBIX CPe/ICTB

Pa3paboTKa 1 coryiacoBaHle JJOKyMeHTal[|iH, perjiaMeHTUPYoIei
TpOLIeCC MPOMBILLLJIEHHOTO TPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

D/01.6

CocrasieHye naHa-rpadmka NpousBo/CTBa
HAHOCTPYKTYPUPOBaHHBIX JIeKaPCTBEHHBIX CPEJICTB U OTIpe/ie/ieHue
NOTPeOHOCTH B ChIPbe U MaTeprasax

D/02.6

O1jeHKa TeXHOJ/IOTHUYECKUX MPOLIECCOB U JaHHBIX MOHUTOPUHTA
TIPOM3BO/JCTBEHHOM CpeJibl [P OCYILeCTBIEHUH NTPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPeZICTB

D/03.6




Opranu3arnusi poBe/ieHNst 00yueHus repcoHasa D/04.6
Bnegpenve v nogaepykaHuve rnpotecca [TnaHupoBaHKe KCIIEPUMEHTA/IbHBIX pabOT 10 MacITabUpPOBaHUIO E/01.6
MIPOMBILLIJIEHHOTO IIPOM3BO/CTBA HOBBIX TeXHOJIOTUUeCKUX ITPOLIeCCOB U BHEZIPEHUIO UX B
HaHOCTPYKTYPHUPOBAaHHbBIX MPOU3BO/CTBO HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJCTB
JIeKapCTBeHHBIX Cpe/iCTB OpraHu3aiysi MpoBe/IeHKsT UCTIBITaHUH 10 MacCIlITaOUPOBaHUIO E/02.6
TrpoLiecca Mpou3BO/CTBa HAHOCTPYKTYPHUPOBAHHBIX JIEKaPCTBEHHBIX
CpeJCTB
Pa3paboTka JOKyMeHTaL[|H, PerjaaMeHTHPYOLeH MpoLecc E/03.6
MPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB
BrI160p TeXHOMOTHUECKUX TTapaMeTpOB /IS TIporiecca E/04.6
TIPOMBILLIJIEHHOT'O TIPOM3BO/[CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB
Omnpefenenrie NpUUMH BO3SHUKHOBEHUS] HECOOTBETCTBUN U E/05.6
OTKJ/IOHEHUH B TpoLiecce MPOM3BO/CTBA HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPeJCTB
PykoBozcTBO M yripaB/ieHue Opranusaijys por3BO/CTBA U XPAHEHHUS TOTOBBIX F/01.7
MPOMBILLJIEHHBIM [TPOU3BO/CTBOM HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPEZICTB
HaHOCTPYKTYPUPOBAHHBIX ObecnieueHnie NpoBeieHUsT KBaTM(UKALIUU W Ba/TUJALIN TIPOLIECCOB F/02.7
JIeKapCTBEHHBIX CPeJCTB MPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB
[IpenynpexeHre OTKJIOHEHUU ITPH NIPOMBILLIEHHOM ITPOU3BO/ICTBE F/03.7
HaHOCTPYKTYPUPOBAHHBIX JIeKaDCTBEHHBIX CPEZICTB
[IpoBeseHre KOMIIEKCHOI'O aHa/n3a JesaTe/IbHOCTH 10/ pas/e/leHrs F/04.7
Ymnpassnenve pa3paboTKOM 1 ONTUMH3ALVEN TeXHOIOTHIeCKOTr0 F/05.7
ripotLiecca
BHezipeHre 5KOHOMHUECKH 000CHOBAaHHBIX, PECYpPCO- U F/06.7

NpUpozocOeperarIUx TeXHOJIOTHUYeCKUX TPOLECCOB U PEKUMOB
TIPOM3BO/CTBA




IT1. XapakTepucTHKa 00001[€eHHBIX TPYAOBBIX (QyHKIHIA

3.1. O6o01eHHas TpyaoBas pynkius «[IpoBeeHNe TeXHOIOTMYECKOT0 MPOLECCa MPOMBIIIIEHHOTO
NPOM3B0/|CTBA HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHbBIX CPeACTB»

HPOBEAEHHE TEXHOJIOTMYECKOT' 0 Ipouecca
IIPOMBIIIIJIEHHOI'O IIPpOU3BOACTBA YpoBeHb
HaumeHoBaHKe p p A Kop A P 4
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX KBaM(UKALH
CpeacTB
IMpoucxoxxzerre 06001IeHHOH 3arMCTBOBaHO 13
P KA . Opurusan X 1268
TPYZAO0BO# GQyHKLMH OpHUrHMHAjIAa
Kon PerucrpaliioHHbI HOMep
OpUTHHa npo¢hecCHOHANTBHOTO
a cTaHzapTa
Bo3MO0>xHBIE HAaUMEeHOBaHUS AHHapaT‘-II/IK
JO/DKHOCTeH, rpodeccuit ['paHyIMpPOBIIMK
MarmHuCT-Tab/1eTUPOBILMK
J0o31pOoBILIMK

TpeboBanus K 006pa30BaHMIO
1 00y4yeHuto

Cpeanee npodeccroHanibHOe 00pa3oBaHUe - IPOrPaMMBbI IO OTOBKH
KBa/TU(ULIMPOBAHHBIX pabounx

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/iaTenbCTBOM Poccuiickor @esepaiiuu

[TpoxoskaeHre UHCTPYKTa)ka TIo0 0XpaHe Tpy/ia U TeXHUKe 0e301MacHOCTH

Lpyrve xapakTepuCTUKA

HormomHuTebHOe rpodeccroHanibHOe 00pa3oBaHKe - MPOrPaMMbl TIOBBILLIEHUS
KBanubUKaL|K 10 MpoduIro AesiTeTbHOCTU

,D;OHOJIHI/ITEJILHLIQ XdPaKTEPUCTHUKHU

HauMeHoBaH e J0KyMeHTa Koz HaumeHoBaHue 6a30BOM TPy, JO/DKHOCTU (TIpodhecCrn)
VU CTIeLjuaIbHOCTH
OK3 Omnepartopbl | yCTaHOBOK I10 IepepaboTKe XMMHUUECKOTO ChIpbsi
ETKC nwm EKC ArnnapaTuuMK IIPUrOTOB/IEHNUS MeJULIMHCKUX MacC ¥ Masen
2-ro-4-ro paspsja
I'panynupoBuK 3-10, 4-r0 paspsja
J03UpOBIIMK MeJULMHCKUX ITperapaToB 1-ro-5-ro paspsja
MammHUCT-Tab e TUPOBIUK 3-T0, 4-T0 pa3psza
OKIIOTP 10695 ArnrapaTuyuK MPUTOTOBIEHUST MeUI[MHCKMX MacC U Ma3ei
11752 I'paHyIMpOBIIMK
11871 J03UpOBIIMK MeULIMHCKUX TIperapaToB
14236 MaumHUCT-Tab/Ie THUPOBILUK
OKCO 2016 2.18.01.03 ATnapaTyvk-ornepaTop 3K0/J0IMUeCKUX yCTaHOBOK

3.1.1. TpypoBas pyHKIHA




ITpoucxosxaeHre 0600IIeHHOM
TPYJOBOH (YHKLIAH

HO,[LFOTOBKEI HWH)XE€HEPHBIX CHUCTEM,
MOMeLL[eHUH, CPe/ICTB M3MepeHUH,
YpoBeHb
HaumenoBanvie TEXHOJIOTUYECKOT'0 U UCTIbITaTe/TbHOT O Kop A/01.4 4
KBa/TUUKaLUA
000pyI0BaHUs M0 CTaHAAPTHBIM
MeTOVKaM
3auMCTBOBaHO 13
Opurunan X 1268
OpUrvHama
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a cTaHJapTa

TpyoBbie felcTBUS

[TpoBepka paboThI CUCTEMBI MTOITOTOBKU M KOHJULIMOHUPOBAHKS BO3/yXa /st
YMCTBIX [TOMEILleHHI Ha MPOU3BO/ICTBE HAHOCTPYKTYPUPOBaHHBIX
JIeKapCTBeHHBIX CPeZiCTB (Tlepernaf, aB/eHursl B UMCTOM TIOMellleHUH,
TemriepaTypa 1 BlIaXXHOCTb BO3/lyxa)

[TpoBepka paboThl CUCTEMBI BOIOTIOTOTOBKY WM/TA HAJTMUMSI BO/IbI OUUIIIEHHOH U
(vn) BOZBI AJ1 MHBEKLMM Ha MPOU3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

ITpoBepka Ha/Muusi U 00eCreUeHHOCTH CUCTeM TI0/Iauy YHMCTOTO Tlapa, CKaToro
BO3/lyXa ¥ UIHEPTHBIX ra30B Ha NIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

[TpoBepka cTaTyca MpOM3BO/ICTBEHHBIX NTOMeILeHUI (UMCTOe, TIO//IeXKUT
OUMCTKe, OUMCTKA, IPOU3BO/ICTBO)

[ToaroTOBKA NIPOM3BO/ICTBEHHOTO TTOMeEITeHHsT K paboTe B 3aBUCUMOCTH OT
CTaTyca MPOU3BO/[CTBEHHOTO MTOMEII|eHUsI B COOTBETCTBUH C TPeOOBaHUSIMU
YTBEP)KJEHHBbIX B OpraHu3aluu JOKyMEeHTOB (MHCTPYKLUM, CTaHJapTHbIe
oriepalOHHbIe MPOLielypbl)

[TpoBepka paboTocriocobHoCTH 060pY/J0BaHKS U TPUOOPOB, 3a/IeliCTBOBAHHBIX B
peanu3aly TeXHOJIOTUUeCKUX CTaJui MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHbIX
JIeKapCTBEHHBIX CPEZICTB

[ToAroTOBKA TEXHOJIOTHUECKOT0 060py/[0BaHuMs K paboTe, yCTAHOBKA TPU
HEoOX0oAMMOCTH (hOPMATHBIX ZieTaiel U OCHACTKU Ha TeXHOJI0THYecKoe
obopyjoBaHue

3aryck ¥ BbIBOJ, Ha pabouuii pe>kKuM TeXHOIOTMUeCKOTro 000py0BaHus
(peakTop, TabeTnpecc, rpaHySITOP) TTPOM3BO/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJCTB

Bk/rOueHMe ¥ BBIBOJ, Ha Pab0UMii PEXKUM HCTILITaTeTbHOTO 000pY/J0BaHUs
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB (TecTep MPOYHOCTH, TeCTEP
pacriaziaeMoctu, ppruabusTop)

OrnrcaHue MPOBeIEHHOT0 KOMIL/IEKCAa MePOTIPUSITUI TI0 TOATOTOBKe, IPOBepKe
WHXeHepHBIX CUCTeM, TTIOMell[eHHH, TeXHOIOTMUeCKOr0 U UCTIbITaTe/IbHOTO
obopy/10BaHus1, CPe/ICTB U3MepPeHU B COOTBETCTBUM C MHCTPYKLIUSIMH 110
0(OpPMJIEHHIO U APYTOM TeXHUUECKOW JOKYMeHTaluei

Heobxomvmbie ymMmeHUst

[TpoBepsATh paboTOCTIOCOOHOCTE MHKEHEPHBIX CUCTEM, CUCTEM 00eCcTieueHust
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

HpOI/IBBO,[[I/ITb MOJIrOTOBKY TEXHOJ/IOTMYECKOI'0 Y UCIILITATE/IbHOI'O 06opy,q03aHH;[

OCy1[eCTBIATh IKCIUTyaTalii0 TEXHOIOIMUECKOTO U UCITBITATeIbHOTO
obopyjoBaHus

AHa]'II/I3I/IpOBaTB IMOKa3aTe/Ik, XdapdKTepU3yroljrue COCTOsAHHWE TeXHOJIOTN4YeCKOoro
U HUCIIBITAaTe/IbHOI'O O6Op}7AOBaHI/IH " MHXXE€HePpHBIX CUCTEM




[Tpon3BoguTh 0opmiieHre KOMILJIeKCa MePOTIPUSTHAN B COOTBETCTBUU CO
CTaHZAPTHBIMUA MeTOAUKaMU

BBINO/HATL KOMITIEKC CAdHHUTAPHO-TUTHEeHHYEeCKUX MepOHpI/IﬂTI/Iﬁ II0Ar0TOBKH
repCcoHasia OJisd p860TbI B UMCTBIX ITOMEILEHUAX

Heobxopymbie 3HaHUS XapaKkTepuCTUKH TEXHOIOTHUECKOT0 U UCTIBITaTe/IbHOTO 000PYA0OBaHuS,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX MPH OCYILeCTBIEHUU ITPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

[TopsiIoK 3KCITyaTaliu TeXHOJOTMUeCKOro 1 UCIIbITaTeIbHOr0 060py/10BaHus,
CpeJiCTB U3MepeHU, UCTI0/Ib3yEeMbIX MPH OCYILeCTBIEHUH ITPOU3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

OcobeHHOCTH 3arycKa ¥ KOHTPOJIS TEXHOJIOTMUECKOT0 U UCTIbITaTeIbHOTO
000pyi0BaHus, CPeACTB U3MEPEHH, UCII0/b3YeMbIX TIPH OCYIIeCTB/IeHU!
NPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TopsiOK BBISIB/IEHUST OTK/IOHEHUH B paboTe TeXHOJIOTUYeCKOro U
UCTIBITaTeTbHOTO 000PYZOBaHMSs, CPEJCTB U3MEPEHHH, UCTI0/b3YeMbIX TIPH
OCYIL[eCTB/IEHUU NTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

Crioco6bl ycTpaHeHHUsI OTK/IOHEHUH, BBISIBJIEHHBIX B paboTe TeXHOJIOTMYeCKOT0 U
WCTIBITaTeTbHOTO 000PYZ0BaHus, CPeJCTB M3MePEeHHH, UCTI0/b3YeMbIX TIPH
OCYIL|eCTBJ/IEHUH NTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKpy»Katollel cpefibl

Oco0bble yc/ioBUs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU -

3.1.2. TpypoBasi pyHKIMA

IToaroroBka ChIpbsi, BCIIOMOraTe/IbHbIX YpoBeHb
HauMeHoBaHue A pbA, Kog A/02.4 P 4
BeIIleCTB U MaTepraioB KBa/MHKALIH
[TpoucxoseHre 06001IeHHOM 3aMMCTBOBaHO K13
P KA B Opurunan X 1268
TPYZAOBOU (HyHKIIUU OpurvHana
Koz PerucrpalvoHHbIN HOMep
OpUIrvHasI rpodeccroHaabHOTO
a CTaHjapTa
TpyzoBbIe 1elCTBUS [IpoBeseHre KOMIIEKCA CAHUTAPHO-TUTMEHUYeCKUX MePOIPUSATHUI TTOATOTOBKU

repCcoHasia OJis pa6OTI:I B UMCTBIX IMTOMEILEHUAX

[TpueM ChbIpbsi, BCIIOMOTaTe/IbHbIX BEIeCTB, MaTepHasioB, MOTYTPOJYKTOB,
JIOKYMeHTaLuu (TeXHOJ/IorHuecKasi MHCTPYKLIMSI Ha TTPOM3BO/ICTBO,
UIeHTU(PUKALIMOHHbIe STUKETKU YTBepXK/JeHHOM B OpraHu3alyu GopMbl),
HeOOXOZMMBIX [I1sl TIPOBeZIeHHS] TeXHOIOTUUeCKOTo TPoL{ecca MPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHbIX CPe/ICTB

PacrapuBaHue CbIpbsi, BCIIOMOTraTe/IbHbIX BellleCTB, MaTepruaaoB U
TMOJTYTIPOAYKTOB, HEOOXOAUMBIX [I7Is IPOBEZIEHHsT TEXHOIOTMUYEeCKOr 0 Tiporiecca
TIPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

OT60p 1pob CHIPBSI, BCIIOMOTaTe/IbHBIX BEILeCTB, MaTeEPUAJIOB M MOTYTIPOYKTOB,
WCTIO0/Ib3YeMBIX [i71s1 TPOBeZleHs1 TEXHOI0TMYeCcKOro npoliecca Mpor3BOACTBa
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB




CylliKa CbIpbs, BCTIOMOTaTe/IbHbIX BelecTB, MaTepUasoB U MOIyIpPOAYKTOB,
TPeOYIOIIMX Ya/IeHHsI U3/TUIIHEr0 KOJTMUeCTBa Blark

V3menbueHre ChIpbsi, BCIOMOraTeIbHbIX BellleCTB, MaTepuaioB U
TOJTYTIPOAYKTOB, HEOOXOAUMBIX [I/Is IPOBEZIEHHsT TEXHOJIOTMUYEeCKOro Tporiecca
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

[TpocenBaHue CbIpbsi, BCIIOMOTaTe/IbHbIX BEL[eCTB, MaTepHaioB U
TOJIYTIDOAYKTOB, HEOOXOAUMBIX [I/Isl IPOBeZIeHHs] TeXHOIOTMYeCcKoro Tpotiecca
NIPOX3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HagelvBaHre HeOOXOIUMBIX KOJTMUECTB ChIPhSi, BCIIOMOTaTe/IbHBIX BEIleCTB,
MaTepuasioB U MOMYNPOAYKTOB B COOTBETCTBUU C UHCTPYKLUSMU U IPYTOMN
TeXHUYEeCKOU JOKyMeHTalen

MapkupoBKa HeHTU(PUKAIIMOHHBIMU 3THUKeTKAaMU YTBEPKIeHHOM! B
opranu3aiuu (GopMel eMKocTel (000py10BaHMsI) C TTOATOTOB/IEHHBIM ChIPhEM,
BCIIOMOTaTe/IbHbIMU BellleCTBaMU U MaTepuaiaMu, MOIyTPOAyKTaMu

[TonyuyeHre neyaTHBIX, YIIaKOBOYHBIX MaTepUasioB, Hepac)acOBaHHOTO TOTOBOTO
MPOAYKTA, JOKYMEeHTaL[K (TeXHOJI0rMuecKasi MHCTPYKLUs Ha (pacoBKY U
YNaKOBKY, UJeHTU(UKAL[MOHHbIe STUKEeTKH YTBEP)KJeHHOW B OpraHu3aliuu
(hopMbl), HEOOXOAUMBIX JI71s1 IPOBe/IeHHs] TeEXHOJIOTMUeCcKoro Tporiecca ¢pacoBKU
Y YIaKOBKY HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

OnucaHue NpoBeIeHHOr0 KOMIJIeKCa MePONPHUSATHI M0 TTOATOTOBKE ChIPhS,
BCIIOMOTaTe/IbHBIX BeIlleCTB, NTeYaTHbIX U YIIaKOBOUYHBIX MaTepHasoB B
COOTBETCTBUM C UHCTPYKLIUAMU 110 0(hOPMJIEHUIO U IPYTOM TeXHUUYEeCKOU
JOKyMeHTaLuen

HeobOxopumbie ymeHust

[Tpou3BOUTH MPUEMKY ChIPbsI U MaTe€pUaIoB, HEOOXOAMMBIX /IJIsl [IPOBEIeHUST
TeXHOJIOTMUeCKOro npoLjecca MPou3BOACTBAa HAHOCTPYKTYPUPOBAaHHbIX
JIeKapCTBEHHBIX CPeJiCTB

BecTtu fjokyMeHTaLuto, He0OXOAUMYHO /1715 IPOBe/IeHHUs] TEXHOIOTMUeCKOoro
Trporiecca NpOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJCTB

[Tpou3BoAUTh OTOOP TIPOO B UCXOJHBIX KOMITOHEHTAaX, UCIO/Ib3YeMbIX JIJIsI
TeXHOJIOTMUeCKOro IpoLjecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

OCy11eCTB/IATb CYLIKY ChIPbsl, BCIOMOTaTe/IbHbIX MaTepUasioB U
TIOJTYTIPOAYKTOB, TPEOYIOIUX Y/a/IeHUSI U3/TUIITHETO KOJTMUeCTBa Blark

W3menbyath U (WIK) MPOCEUBATh ChIPbe, BCTIOMOTaTeIbHbie MaTeprasbl U
TIOJTYTIPOAYKTBI, HEOOXOIUMBIE /IJIs1 [IPOBEIeHUsT TEXHOJIOTMUeCKOTo Mporjecca
TIPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Ocy11eCcTB/IATb MaPKUPOBKY ChIPbSl, TIOJIYIIPOAYKTOB, BCIIOMOTaTe/TbHbIX
MaTepHasioB, 000py/J0BaHus, IOMell[eHU BHYTPUIIPOHU3BO/ICTBEHHBIMHU
WeHTU(PUKALIMOHHBIMU 3TUKEeTKaMU

BBINOMHATE KOMITIEKC JeMCTBUH /17151 TpeJOTBpalLieHUs [TeperyThIBaHUs 1
NepeKpecTHOW KOHTaMUHALK

OTpakaTb KOMILJIEKC ITPOBEe/IeHHbIX MEPOIPUSTHI B COOTBETCTBUU C
VHCTPYKLWSMU 110 0(hOPMJIEHUIO U [IPYTOl TeXHUUYeCKOU [JOKyMeHTalrei

Heobxoqumble 3HaHUS

HOpH/:[OK BBISIB/IEHUSI OTK/IOHEHHUH B HOPpMdX KaueCTBa IIpH MMpOBeAeHHUN
onepaulxn‘/i I10 MOZIrOTOBKE ChIPbSA, BCIIOMOI'aTe/IbHBIX BeIeCTB ¥ MaTe€PHUaIOB

[MTopsiiok oT6opa Po6 B UCXOTHBIX KOMITOHEHTAX

ITopsifoK 3KCITyaTaly TeXHOIOTMUeCKOro U UCTIbITaTe/IbHOTO 000pYA0BaHus,
CpeJiCTB U3MepeHUM, UCTI0/Ib3yeMbIX PY OCYILeCTB/IeHUH ITPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX CPe/ICTB

DU3NKO-XUMHUECKHe CBOMCTBA HCII0J/Ib3YEMBIX ChbIPDbs M BCTIOMOIr'aT€/IbHBIX




BelLeCTB

TemmepaTypHbie PeXKUMBI CYIIKA UCXOJHBIX KOMITOHEHTOB, TPEOYIOIIUX
yAaJieHus U3ULLIHeN Biaru

ITpaBuiia MoBe/ieHVs TIEPCOHA/IA B UHUCTBIX TIOMELIeHHsIX, IOrOTOBKY IepCoHasa
K pabote, caHuTapHOM 00pabOTKM PYK, HOIIIEHUS] TEXHOJIOTUYECKOUN OZIeXK bl

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, TT0yKapHO# 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel Cpefibl

Oco0ble yc/1oBUS JIOTTyCKa K
pabore

[pyrue xapakTepucTHUKN

3.1.3. TpypoBas pyHKIHA

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM (HyHKLIH

Be,l[eHI/Ie 3TaIlIOB TeXHOJIOTNYeCKOro
Tporiecca pOU3BO/ICTBA
YpoBeHb
HaumeHoBanue Hepac(acoBaHHbIX I'OTOBbIX Kop, A/03.4 4
KBa/TMUKaLUA
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
Cpe/iCTB
3auMCTBOBaHO U3
Opwurunan X 1268
OpUrvHama
Koz PerucrpaloHHbIN HOMep
OpHUTHHa npo¢ecCOHaNBHOTO
a cTaHJapTa

TpyzoBbIe elCTBUSA

[Tpuem MonynpoyKTOB, BCIIOMOraTe/IbHbIX BellleCTB, MaTepraioB U
JIOKyMeHTaL1u (TeXHOJ/IoruuecKasi MHCTPYKLMSI Ha TTPOM3BO/ICTBO,
WJeHTU(PUKAIIMOHHbIE STUKeTKU YTBEPKAeHHON B opraHu3aluu (popmai),
He0OXO/IUMBIX [I7IsI TIPOBeZIeHHsT TEXHOJIOTMYeCKOro TIporiecca Mpor3BOACTBa
HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPE/ICTB

BrImoiHeHWe oreparyii TeXHOJIOTMUeCcKoro Tporiecca o HapaboTke
HaHOCTPYKTYPUPOBaHHbBIX MOIYTIPOJYKTOB B COOTBETCTBUM C YTBEP)K/IE€HHOU B
OpraHu3aluu JOKyMeHTalyen

OTt60p npo6 MOMYNIPOAYKTOB, TIOTyYaeMbIX IPH IMPOBeJeHUH TeXHOIOTUYeCKOT0
ripoliecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB

[TosyueHre NomynpoyKTOB ¥ Hepac(hacoBaHHBIX TOTOBBIX
HaHOCTPYKTYPUPOBaHHBIX JIeKaPCTBEHHBIX CPe/CTB

[TpoBeseHMe BHYTPUIIPOU3BOCTBEHHOIO KOHTPOJIS1 KAueCTBa M0JyTpPOYKTOB,
Hepac(hacoBaHHOI'O TOTOBOr'0 NMPOJYKTa

MapkupoBKa emMKocTel (060py10BaHuUsI) C TTOTYTIPOAYKTOM, HepachacoOBaHHBIM
TOTOBBIM MPOAYKTOM, OCTaTKaMH ChIPbsi, 0TX0/IaMH U OPaKOM 3THKeTKaMu
YTBep)KJeHHOM B OpraHu3alu (hopMbl

[Tepenaua rnpon3Be/ieHHBIX Hepac(pacoBaHHbBIX TOTOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPeZCTB Ha 3Tan (JacOBKH, YIIaKOBKH
Y MapKHUPOBKU

Cpaua 1o OKOHUaHUM pabOoThl HEUCIIOIb30BAHHOTO ChIPbsl, MAaTEPHAJIOB, a TAKXKE
OTXO/I0B ¥ Opaka

Odopmenne [OKyMeHTaL[MK 10 pe3y/ibTaTaM peann3aliiy 3TaroB
TeXHOJIOTMUeCKOro TpoLjecca MpoU3BO/ICTBAa Hepac(hacoOBaHHBIX TOTOBBIX
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Heobxoavmbie ymMeHUst

Ocy11ecTBAATH BINOJIHEHUE Orepalidi TeXHOJI0TMUYeCcKoro mporjecca rno




HapabOTKe HAHOCTPYKTYPHUPOBAHHBIX MOJYTIPOAYKTOB

OcytiecTBaSTh HApabOTKy HepachacoBaHHBIX IOTOBBIX
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

BBISBASTE OTKIOHEHUS B Pab0Te TEXHOIOTHUECKOT0 U UCTIBITaTeTbHOTO
00opyioBaHus, CPeACTB U3MEPeHHH, UCII0/b3YeMbIX TIPU OCYIIeCTBIeHU!
TIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

YCTpaHATh OTK/IOHEHWS], BbISIBJIEHHBIE B ITPOL[eCCe TTPOU3BO/ICTBA
HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPe/ICTB

BBINOSTHATE KOMILIEKC JeMCTBUM /1S TpelOTBPALLieHuUs Nlepelly ThIBaHUS U
repeKpecTHOW KOHTaMUHAaLU

OTpakaTh KOMIL/IEKC TTPOBe/IeHHbIX MEPOTIPUSITHI B B COOTBETCTBUU C
VHCTPYKLMSMU 110 0()OPMJIEHUIO U IPYTOM TEXHUUYECKOU [JOKyMeHTalei

Heobxoqumble 3HaHUs

OO0111e MPUHIUIIBI pabOThI, TEXHUUECKAs! XapaKTePUCTHKA, KOHCTPYKTHBHBIE
0COOEeHHOCTH TeXHOJIOTUUYECKOTO 000PYA0BaHMS, TIOPSI/IOK ero Mo/rOTOBKU K
9KCIUTyaTaluy MPY MPOU3BO/CTBE HAHOCTPYKTYPHUPOBAHHBIX JIeKapPCTBEHHBIX
Cpe/iCTB

I[TpaBusia 1 MopsAoOK oTOopa nMpob mpy MPoM3BO/CTBe HepachacoBaHHBIX
TOTOBBIX HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[MTopsifoK U 1oC/iej0BaTeTbHOCTD eMCTBUM TP OCYI1L[eCTBIeHUU TTPOU3BO/[CTBA
rOTOBBIX HAHOCTPYKTYPHPOBaHHBIX JIeKapCTBEHHBIX CPeJICTB

XapaKTepI/ICTI/IKI/I HCII0/Ib3yeMbIX BeIleCTB U IMoC/1eiCTBUA UX BOBAEﬁCTBHH Ha
OpraHMv3M 4e/I0BEKa

[TpaBu/a roBe/ieHKs TIePCOHA/IA B UMCTBIX MIOMEI[eHHSIX, TTOIFOTOBKY ITepCOHasIa
K pabote, caHuTapHOM 00pabOTKM PYK, HOIIEHUS] TEXHOJIOTUYECKOM OZIeXKbI

TexHOIOrMUeCKHe PEXXUMBI TTPOM3BO/ICTBA U CTIOCOOBI UX KOPPEKTUPOBKHU I10
(hakTHUECKHUM TIapameTpaM paboThl 060pPyI0BaHUS TIPU TIPOU3BO/ICTBE
Hepac(acoBaHHBIX TOTOBbIX HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX CPeJICTB

TpeboBaHusi, peAbsBIseMble K KAUeCTBY TOTYTPOAYKTOB M Hepac(acoBaHHBIX
TOTOBBIX HAHOCTPYKTYPHUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbI TPY/1a, TT0yKapHOI 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0bble yc/ioBUs JOITyCKa K
pabore

[pyrue xapakTepucTHUKU

3.1.4. TpypoBasi pyHKIHA

Be,quI/Ie 9TaIlIOB TeXHOJIOTN4YeCKOro v
OBeHb
Hanvenosanve | miporiecca ()aCOBKH, YIIaKOBKU U Koy A/04.4 P 4
KBa/mMUKam

MapKUpPOBKU

IMTpoucxoxzenre 0600111eHHOMH 3alMCTBOBaHO U3
P A . Opwuruxan X 1268
TPYZ0BOH GyHKLUH OpUruHama
Kog, PerucrpalioHHbIN HOMep
OpHUTHHa rpodecCHOHaTBHOTO
a CTaHgapra

TpyzoBble felcTBUs

[Tonyuenue HepachacoBaHHBIX TOTOBLIX HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBEHHBIX CPeJICTB, JOKyMeHTALUU (TeXHO/IOThYecKasi MHCTPYKLUS TI0
(hacoBke U yIakoBKe, WeHTHU(HKAL[MOHHbIe STUKETKH yTBEP>K/IeHHO! B
OpraHu3aluu (opmbl), MeyaTHbIX U YIIAKOBOUHBIX MaTepuasioB [Jisi IPOBeJeHUsI




jTara TeXHOJIOTHYeCKOTro mpoliecca 1o (acoBke, yIakoBKe ¥ MapKHUPOBKe

®dacoBka HepactacoBaHHOM ITOTOBOM MPOAYKLIUY B NIEPBUUHYIO YTIaKOBKY

MapKrpoBKa NepBUYHOM yIIaKOBKH NepeMeHHOM MH(opMarueit

BropryHas yrnakoBka MapKMpOBaHHOM NPOAYKLIMN

MapkupoBKa BTOPUYHOM yTIaKOBKY MepeMeHHON nHdopMaLeit

[TpoBesieHye BHYTPUIIPOU3BOCTBEHHOIO KOHTPOJISl KaueCTBa MepBUUHON
YIaKOBKHM, BTOPUYHOM YTIaKOBKHU, FPYIIIIOBOM U TPAHCIIOPTHOW YTIaKOBKHU

dopMupoBaHye rPyIrnoBOU YIIaKOBKU U3 BTOPUYHBIX YIIAaKOBOK

YTMakoBKa IpyIIoBbIX YIIAKOBOK B TPAHCIIOPTHYIO Tapy

MapKHpOBKa TPaHCIIOPTHOM yNaKOBKM 3TUKETKON C HaHeCeHHOM repeMeHHOU
nH(opMaryei

Yknazika copMUPOBaHHBIX TPAHCIIOPTHBIX YIIAKOBOK Ha MasieTy

MapkupoBKa c(hOpMUPOBAHHBIX Taj/IeT ITUKETKOW C HaHeCEHHOM repeMeHHON
nHpopMaryeit

[MepemelijeHre chOpMUPOBAHHBIX MAJIIET C TOTOBBIM IMPOJAYKTOM B
CrieLMaibHY0 30Hy cOOpa cepyy rOTOBOM TIPOAYKIMN

MapkurpoBKa emMKocTeit (060py1oBaHus1) C MOJTYTIPOAYKTOM, HepachacoBaHHBIM
TOTOBBIM TMPOAYKTOM, OCTaTKaMH ChIPbsI, OTX0/JaMH U OpakoM

C60p TEXHOJIOTHYECKUX TOTEPb ITOJYTIPOAYKTA U YIIdKOBOUHBIX MdT€pHAJ/IOB

OnucaHue NpoBeIeHHOT0 KOMITJIEKCa MepOTPUSITUH, Be/IeHHs 3TalloB
TeXHOJI0TMUeCKOro mpoLecca 1o ¢acoBke, yrakoBKe ¥ MapKUPOBKe B
COOTBETCTBUM C UHCTPYKLIUAMU 110 0(hOPMJIEHUIO U IPYTOM TeXHUUYEeCKOU
JOKyMeHTaLuen

HeobOxopumbie ymeHust

OcymiecTBaATh (hacOBKY TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeJiCTB B IIEPBUUHY0, BTOPUUHYIO, TPYIIIOBYIO U TPAHCIIOPTHYHO YIIAKOBKY

HpOBO,Z[I/ITL MepOIIpUATHA T10 MapKHUPOBKe HepBHqHOﬁ 44 BTOquHOﬁ YIIaKOBKH
T'OTOBBIX HAHOCTPYKTYDHUPOBAHHLIX JIEKADCTBEHHLIX CPEACTB

Cobupath 0TXO/bI TEXHOJIOTHYECKOTo 3Tarna (pacoBKH, YIIaKOBKU U MapKHUPOBKHU
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

[TpoBOAUTHL MepONIPUSITUS TIO MPeJ0TBPAlLleHHI0 TIeperyThIBaHus U
repeKpecTHON KOHTaMUHal[U1

BhISB/IATE OTK/IOHEHUS B pa60Te HCI10J/Ib3yeMOI'o o60py,/1013aHH;{

YCTpaHSTh OTK/IOHEHUs], BbISIBJIEHHBIE B pab0Te MCI0/Ib3yeMOro 000pyA0BaHuUs

OTpakaTh pe3y/bTaThl MPOBEJEHHOT0 KOMIL/IEKCa MEePOTIPUSITUI 110 (hacoBKe,
yIaKOBKe ¥ MapKUPOBKe HaHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB B
COOTBETCTBUM C MHCTPYKLIUSMU T10 0()OPMJIEHUIO U IPYTOM TeXHUYECKOU
JIOKyMeHTalen

Heobxoaumble 3HaHUS

OO11e MPUHIUTIBI pabOTHI, TEXHUUYECKasi XapaKTepPUCTUKA, KOHCTPYKTHUBHBIE
0COOEeHHOCTH TeXHOJIOTUYECKOTO 000pyZoBaHus (PacOBKH, YTIIAKOBKU U
MapKUPOBKH, TIOPSIZIOK €ro MoAr0TOBKK K paboTe M IKCIUTyaTalldy Mpy
MPOM3BO/|CTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TopsifoK U noc/iej0BaTe/IbHOCTD eUCTBUI MPU OCYLL{eCTBIEHUN
TeXHOJIOTMUeCKOro 3Tarna ()acoBKH, YITaKOBKM U MapKHPOBKHU
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

ITpaBu/ia MOBe/ieHKst TIEPCOHA/IA B UUCTBIX TIOMEIIEHHSX, TIOrOTOBKY TepCoHaa
K paboTe, caHUTapHOM 00pabOTKM PYK, HOIIIEHUS] TEXHOJIOTUUECKOM OZIeXK bl

TexHoorMuecKre pe>xuMbl (haCoBKM YU MapKUPOBKHU, CTIOCOOBI UX
KOPPEeKTUPOBKY TIPU TTPOM3BO/ICTBE HAHOCTPYKTYPHPOBAHHBIX JIeKapCTBEHHbIX
CpeJCTB




TexHUUeCKU aHTJTMMCKUH SI3bIK B 00/1aCTH TTPOM3BO/ICTBA
HAaHOCTPYKTYPUPOBaHHBIX JIeKapCTBEHHBIX CPeJCTB Ha YPOBHE UTeHUS U
TTIOHUMAaHUsI TEKCTOBBIX JJOKYMEHTOB

TpeboBanusi, rpebsiB/isieMble K KaueCTBY MePBUYHOMN, BTOPUYHOM, IPYTIIOBOM
yINaKOBKaM I'OTOBbIX HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPeJCTB

TpeboBaHUsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e30macHOCTH,
OXpaHbl OKpY»Katollel cpefibl

Oco0blie yC/ioBUs I0MyCKa K
paboTe

Lpyrve xapakTepuCTUKA

3.1.5. TpypoBas QpyHKIuUsA

OulicTKa TeXHOJIOTUUECKOIo

060 OBAdHUA ITPOU3BOACTBA U YIIAKOBKU YpoBeHb
HauMeHoBaHue PYA p A y Kog A/05.4 P 4

HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX KBa/MUKALIH

CpezCTB
IIpoucxoskgeHue 00001eHHOI 3a1MCTBOBAHO U3

P R . OpwuruHan X 1268
TPyZAOBOM (HyHKIUH OpHUTHHasa
Kog, PerucrpaljioHHbIit HOMep
OpUrMHas nipodeccroHaNBEHOTO
a CTaH/apTa

TpyzoBbIe elCTBUSA

[TonyuyeHvie maTepuanoB AJisi IPOBeJ€HUS] OUYMCTKH, JOKYMeHTaL[u1
(TexHO/IOTMYECKAsl MHCTPYKLIMS HA OUMCTKY, UIeHTU(PUKALIMOHHbIE STUKETKU
YTBEp)KJ€HHOM B OpraHy3alyu (opMbl) [J1s1 IPOBe/leHUs] Oneparvii 10 OUMCTKe
TeXHOJIOTUUeCKOro 0b6opyioBaHuUs [Jisi IPOU3BO/ICTBA, ()aCOBKU U YTIaKOBKHU
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

Y,qaneHI/Ie OCTAaTKOB CbIDbA, MaTe€PKUAJIOB OT IMpeAbIAYIIUX MPONU3BOACTBEHHBIX
3TalloB

OunicTKa Hapy KHBIX TTOBEPXHOCTEH TeXHOJIOTUYeCKOT0 000pyI0BaHus
TIPOM3BO/[CTBA M YIIAaKOBKW HAHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPEJCTB C
WCI0/Ib30BaHWEM BCIIOMOTaTeIbHbIX CPE/ICTB B COOTBETCTBUM C UHCTPYKLIUSIMU U
JIPYroi TEXHUUeCKOW [JOKyMeHTalen

,HEMOHTa}K ChEeMHBIX YaCTel TeXHOJIOrHUeCKOro 060py,q013aH1/I;1 MPOU3BOACTBA U
YIIaKOBKH HaHOCTPYKTYPHUPOBAHHBIX JIEKAPDCTBEHHLIX CPDEACTB

BeirosiHeHWe oreparyii aBTOMaTHUeCKOH OUMCTKY 000pYZ0BaHuUs C
WCII0/Ib30BaHMEM TeXHUYECKUX CPe/ICTB B COOTBETCTBUM C UHCTPYKLIUSAMU U
JIPYyroM TEXHUUECKOW [JOKyMeHTalen

[TpoMbIBKa 1 06pab0TKa ChbeMHBIX YacTel TeXHOJIOTUUeCKOTO 000py/10BaHUs
TIPOM3BO/ICTBA U YIIaKOBKU HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB C
WCII0/Ib30BaHKeM BCIIOMOTaTe/IbHbIX CPeJICTB B COOTBETCTBUU C MHCTPYKIUSIMU U
JIPyToi TeXHUUeCKOU JJOKyMeHTalrei

[TpocyimmBaHue CheMHBIX YaCTel TeXHOJIOTHYEeCKOTO 000pyI0BaHHUS
TPOM3BO/[CTBA U YIIAaKOBKU HAHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPeJCTB

[TepemelijeHre CheMHBIX fleTasiell M0 OKOHYaHUU CYIIKU B 30HY XpaHeHUsI
YHCTBLIX AeTanen

MapKrpoBKa HleHTU(PUKALIMOHHBIMU STUKETKaMH YTBEPKJeHHOU B
opranHusaluu (popMel 0 cTaTyce (YMCTOe, MOAJIEXXUT OYNCTKE, OUNCTKA) CheMHBIX
Jietanel, TeXHOJIOTMUeCKOro 000pyj0BaHus /15 TIPOM3BO/CTBA M YTIAKOBKH




MoHTa)k 00pab0TaHHBIX CheMHBIX UacTel TeXHOJIOTMYeckoro 000py/j0BaHuUs
TIPOM3BO/ICTBA U YITAKOBKYA HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

Ornucanue NMpoBeIeHHOT0 KOMIL/IEKCa MePOTPUSTUN TT0 OUUCTKe
TeXHOJIOTUUECKOro 000py1I0BaHKsI B COOTBETCTBUM C UHCTPYKLIUSIMH 110
0(hOpMJIEHHIO U IPYTOM TEXHUUECKOW JJOKyMeHTalen

Heob6xopvMble ymMeHUst

Ocy1ecTBAATh JEMOHTaX U MOHTa)X Ch€MHbIX UaCTel TeXHOJI0TMYeCKOro
000py/10BaHusI TIPOU3BO/ICTBA U YIIAaKOBKM HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJiCTB

[Tpor3BoguTh 00pPabOTKY TEXHOJIOTUUECKOTO 000pY/I0BaHMUS MIPOU3BO/ICTBA U
yMaKOBKH HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB C
HCII0/Ib30BaHKeM BCIIOMOTaTe/IbHbIX CPeJCTB B COOTBETCTBUU C UHCTPYKIUSIMU U
JIpyrol TeXHUYeCKOU [JOKyMeHTaLei

[TpoBOAUTHL MepONPUSTHS TIO MPeAOTBPALL€HHIO MepeNnyThIBaHUs U
repeKpeCcTHON KOHTaMHHaL[U1

OTpakaTh pe3y/bTaThl MPOBEJEHHOTO KOMIJIEKCa MEePOTIPUSTUM 110 (hacoBKe,
yIaKOBKe ¥ MapKUPOBKe HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPE/ICTB B
COOTBETCTBUM C UHCTPYKLIUSAMU T10 0(hOPMJIEHUIO U IPYTOM TeXHUYEeCKOU
JIOKyMeHTalen

Heobxoqumble 3HaHUS

YTBepskJeHHble B OPraHM3aLUU MOPS/I0K U M0C/Ie/[0BaTe/IbHOCTD MPOBe/IeHus
OUMCTKU U 00paboTKH TeXHOIOTUYeckoro o00py/joBaHusI IPOU3BO/CTBA U
YNaKOBKH HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPEZICTB

Oco6eHHOCTH UCIT0JIb30BaHUSI MOKOILIMX U 1e3UHGULMPYIOIUX CPeJCTB,
TIPUMEHSIeMBIX [IJIs OUMCTKU TEXHOJIOTMUeCKoro 060py10BaHuUs TIPOU3BO/ICTBA U
YIMaKOBKM HAaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHbBIX CPEJ/ICTB

[TpaBusia noBefieHNs IepCOHA/A B YUCTBIX NTOMeLL[eHUsIX, TT0ATOTOBKY MepcoHaa
K paboTe, caHUTapHOM 00pabOTKH PYK, HOIIIEHUS] TEXHOJIOTUUECKOM OZIEXK bl

KoMmiieKTHOCTb TeXHO/IOTMYeCKOro 060py,Z[OBaHI/IH MPpOM3BOACTBA U YIIAKOBKH
HaHOCTDYKTYPHPOBAHHBIX JIEKAPDCTBEHHBIX CPEACTB U IPpaBWJ/la OCYILeCTBJIEHUA
AEMOHTa>Kd Cb€MHBIX Y3J/I0B

TexHUUeCKU aHT/TMMCKUH SI3bIK B 00/71aCTH TIPOM3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Karollieil cpe/ibl

Oco6ble yc/IoBUS IOITyCKa K
paboTe

Jpyrue xapakTepyuCTUKU

3.1.6. TpypoBas ¢pyHKIus

OcyuecTtBieHue
BHYTPHIIPOWU3BOACTBEHHOTO KOHTPOJIA
YpoBeHb
HaunmeHosanue ripoliecca Ipou3Bo/CTBa Kop, A/06.4 4
KBa/mMuKaum

HAaHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX

CpeJiCTB
ITpoucxoxzerre 060011eHHOH 3anMCTBOBaHO 13

P 4 . Opwurunan X 1268
TPYZOBOH QyHKUUH OpUryHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO

d CTaHAapTa




TpyzoBble felcTBuUS

[TpoBeseHMe KOHTPOJISI BBIBEJIEHHOTO Ha Pa00UMid Pe)KUM T€XHOJIOTHUYeCKOTO
000py/10BaHMsI IPOU3BO/ICTBA, YIIAKOBKHA M MAaPKUPOBKH
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

KoHTposb paboThl cpe/icTB U3MepeHUid ¥ aBTOMATHUKU B XO/le TeXHOJIOTMUeCKUX
TMpPOLIeCCOB MPOU3BO/ICTBA, YIAKOBKM M MAapPKUPOBKY HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

[TpoBeneHue MeproAMUYeCKOT0 KOHTPOJIsI KaueCcTBa MOAYMNPOAYKTOB U MPOAYKTa,
MO/Ty4aeMbIX Ha BCeX 3Tarnax MPOM3BO/[CTBA, B COOTBETCTBUU C YTBEP>K/I€HHbIMU
B OpraHu3alyu npouesypamMu (MeToguKaMu)

Ocy1ecTB/ieHMe KOHTPOJISI pacXxo/ia MaTepuasioB, MOIy4YeHu s 1]e/1eBOro
MPOZIyKTa ¥ COOpa OTXOZI0B HAa OCHOBHBIX W BCIIOMOTATe/TbHBIX 3Tarax
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpoBefieHMe KOHTPOJISi COOTBETCTBUS UIeHTU(UKALIMK U MapKUPOBKHU
TPOM3BO/JUMbIX HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

KOHTpOJIb OUMCTKU TEXHOJIOTHUECKOT0 000pY/[0BaHUsI TPOU3BOACTBA, YITaKOBKH
Y MapKHPOBKU HAaHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB

HeobOxopumbie ymeHust

[Tpor3BoauTE KOHTPOJIb pacxoja MaTeprasioB, MOIyUYeHHs 1ieJIeBOro NpoAyKTa U
cbopa OTXOZ0B Ha OCHOBHBIX M BCIIOMOTaTe/IbHBIX 3Tarax Mpou3BO/CTBA
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPe/ICTB

[TpuHMMAaTL Mephl TI0 YCTPaHeHHIo Opaka 1ie/ieBoro MpoAyKTa U cbopa 0TX0/10B
MIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

OTpakaTb pe3y/bTaThl POBEAEHHOTO KOMIJIEKCa MepONPUSITUN

Heobxoaumble 3HaHUS

ITpaBu/ia MoOBe/ieHKst TIEPCOHA/A B UHUCTBIX TIOMEILEHHSX, MIOArOTOBKY IepCoHaIa
K pabote, caHUTapHOM 00pabOTKM PYK, HOIIIEHUS] TEXHOIOTUUYECKOM OZIeXK bl

Hopwmel pacxo/zia MaTepHasoB Ji/ist TIOy4eHHs 1eJIeBoro NpoAyKTa u cbopa
OTXO/I0OB Ha OCHOBHBIX U BCIIOMOTaTe/IbHBIX 3Tarax NpoU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[TopsifoK eliCTBUM MPU BbIsSIBJIEHUU OTK/IOHEHUM B TEXHOJIOTHUYECKOM IpoLiecce
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

[TocnenoBaTenbHOCTD U CIIOCOOBI YCTpPaHEHUsI HECOOTBETCTBUM, BbISIB/IEHHBIX B
X0/le BHYTPUIIPOM3BO/ICTBEHHOI'O KOHTPOJISI ITpoLiecca MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

TexHUYeCKU aHTTMMCKUH S13bIK B 00/1aCTH MPpOKN3BOACTBA
HAaHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPeZICTB HAa YPOBHE UTEHHA U
IMOHMMaHHS TEeKCTOBBIX TOKYMEHTOB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30TacHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

Oco0bble yc/IoBUs JI0TTyCKa K
pabote

[pyrue xapakTepucTUK1

3.2. O6001eHHas TpyAoBas pyHkiusa «KOHTPO/Ib TeXHOJIOrMYeCKOro NMporecca Mpou3BoACTBa
HepacdacoBaHHOI roTOBOM NMPOAYKIMH, (D)aCOBKHU U YIIAKOBKH rOTOBOM MPOAYKLIUH»

HanmeHoBaHue

KoHTpo/1b TeXHO/I0TMUeCKOoro rporecca

TIPOU3BO/ZICTBA HepacacoOBaHHOM rOTOBOU
TIPOAIYKLMH, (haCOBKU U YTIaKOBKHU KBa/MUKALIH
TOTOBOM TIPOAYKLIUU

Ko B YpoBeHb

[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKLIUU

3auMCTBOBaHO U3

OpwuruHan X 1268

OpUrMHana




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

Bo3MoykHbIe HaMMeHOBaHUsI
JOJDKHOCTeH, rpodeccuii

Macrep
Macrep yuacTtka

TpeboBaHusi K 06pa30BaHMUIO
1 00yueHHIo

Cpeanee npogeccruoHaibHOe 00pa3oBaHUe - IPOrPaMMBbI MOITOTOBKH
CTIeL[a/INCTOB CPe/IHEro 3BeHa

TpebGoBaHUSI K OIIBITY
TIPaKTHUeCKOM paboThI

Oco6ble yc/IoBUS OITyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEIbHBIX (TIPU MOCTYTI/IEHWH Ha paboTy)
Y TIEPUOIUUECKUX MEeIUIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeI0BaH ) B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/laTelbcTBOM Poccuiickoi ®esepaiuu

[TpoxoskaeHre UHCTPYKTaXka TI0 0XpaHe TPy/a U TeXHUKe 06€30MmacHOCTH

[pyrue xapakTepuCTUKU

HononxutenbHOe TipodeccroHanbHOe 00pa3oBaHue - IPOrPAMMbI TIOBBILIIEHHS
KBa/IM(UKALIUU 110 IPOPUITIO 1eATeTbHOCTH

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTePUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Ko HanmeHoBaHve 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeCccrm)
VJTU CTeLUaJbHOCTH
OK3 3122. Macrepa (bpurazaupsi) B o6pabaTbiBatorieit
NIPOMBILIEHHOCTH

ETKC nmu EKC Macrep yuacTtka

OKIIOTP 23998 Macrep yuacTtka

OKCO 2016 2.18.02.03 XHWMHUUecKasi TeXHOJI0THsI HeOPraHWUeCKUX BellleCTB
2.18.02.06 XHUMHUUeCKask TeXHOJIOTHsI OPraHUUYeCKUX BellleCTB
2.19.02.01 broxumuyeckoe npou3BOCTBO
3.33.02.01 dapmarus

3.2.1. TpypoBas GpyHKIHA

HaumeHoBaHue

ITpoucxosxaeHre 0600IIeHHOM
TPyZA0BOM (HyHKLIUU

KOHTPOJ'IB MoAroTOBKH MHXXE€HEPHBIX
CUCTeM, TIOMELL[eHU, CPe/ICTB M3MepeHU, Koa B/OLS YpoBeHb 5
TeXHOJIOTUUYeCKOI'0 U UCIIbITATe/IbHOI'O KBaHH(l)HKauHH
obopyzoBaHus
OpuruHan X 3auMCTBOBaHO U3 1268
OpUrMHana
Kog, PerucrpalioHHBIN HOMep
OpHUTHHas rpodecCHOHaTBHOTO
a CTaHJapTa

TpyzoBble felcTBUs

KoHTpO/b MOATOTOBKY U TIPOBEPKU CUCTeM 00ecrieueHus: BOJJOW OUHILeHHON U
(vnn) BOJOM AJ1 MHBEKLMI Ha MPOU3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

KOHTpO]Ib MOJATOTOBKHU U ITIPOBEPKU HA/IMYUA U 00ecreueHHOCTH CUCTEM nogayun
UKUCTOrI'O I1apd, CKATOr'o BO34yXd U MHEePTHBIX I'd30B Hd ITIPOMU3BO/ACTBE
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB




KoHTposb MoAroTOBKY 1 TIPOBEPKH CTaTyca MPOU3BOACTBEHHBIX MTOMeLLeHUI
(urcToe, MOJIEXXUT OUMCTKE, OUMCTKA, IPOM3BO/ICTBO)

KOHTpPO/Ib TIOTOTOBKH, TTPOBEPKU PabOTHI M HATMUKS TTO/TBEP)KIEHHSI
paboTtocrocobHoCTH 060pyJ0BaHMs (HaIMuKe KBaU(hHKAI|H, TIPOBEI€HHOTO
TeXHHUUYECKOT0 00C/Ty)KUBaHMsI, KaIMOPOBKH, TIOBEPKH)

KoHTpo/b MOATOTOBKH, TIPOBEPKU PAOOTHI ¥ HAJTUUKS TIOATBEP>KeH s
paboTOCIIOCOOHOCTH UCTIBITAaTeTBHOTO 000PYAOBaHUs (HaMure KBamu(uKaLuy,
TIPOBEIEHHOT0 TEXHUYEeCKOT0 00C/Ty)KMBaHHsI, KaTMOPOBKH, TIOBEPKH)

KoHTpo/b HanmMuusl MOJI0KUTETBHOTO cTaTyca (KaiubpoBKa, ToBepKa) st
Cpe/iCTB M3MepeHuH, 3a/|eiICTBOBaHHbIX B KOHTPOJIe [apaMeTpOB
TeXHOJIOTMUeCKOT0 TpoLjecca MPOM3BO/CTBAa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

KOHTPOHL paGOTLI CHUCTEM TTOATOTOBKU MU KOHAWIIMOHUPOBAHHWA BO34yXd

OdopmieHMe TIPOBeIEHHOT0 KOMILJIeKCa MePOMPHUSTHH 110 KOHTPOJIHO
MO/IFOTOBKHU, NTPOBEPKY MH)KEHEPHBIX CUCTeM, TTOMeLeHUM, TeXHOJIOTMUeCKOro U
HCTIBITaTeIbHOTO 000PYA0BaHKs, CPe/ICTB MU3MePEeHHI B COOTBETCTBUM C
WHCTPYKUWSMU 110 0(hOPMJIEHUIO U IPYTOM TEXHUUYECKOU [JOKyMeHTaLyei

Heobxomvmbie ymMeHUst

Ocy11ecTBIATb KOHTPOJIb BBITIOJIHEHUS] COTPY/JHUKAaMM CTaH/apTHBIX Oreparuii
Ha BCeX 3Tafnax rnpoliecca Mpor3BO/CTBa HAHOCTPYKTYPHUPOBaHHbIX
JIeKapCTBeHHBIX CPefiCTB

[Tpor3BOUTH OLIEHKY COCTOSIHUSI UH)K@HePHBIX CUCTEM U HCII0/Ib3yeMOro
o0opy/j0BaHMs Ha BCEX JTarax IpoLjecca Mpou3Bo/ICTBa
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

CBOeBpeMeHHO BbISIB/IITh HECOOTBETCTBUSI B OCYIIIECTB/IEHUM MOJUMHEHHBIMU
(yHKLMOHABHBIX 00513aHHOCTEH, IPUHUMATh MePhI K YCTPaHEeHHUI0
HeCOOTBeTCTBUI

OTpaxkaTb pe3y/bTaThl IPOBE/IEHHOT0 KOMIL/IEKCAa MepOTIPUSTUN

Heobxoqumble 3HaHUS

XapaKkTepuCTUKH TEXHOIOTHUECKOT0 U UCTIBITaTe/IbHOTO 000pYA0OBaHus,
Cpe/iCTB M3MepeHUH, UCI0/Ib3yeMbIX IPY OCYLeCTBIeHUY IPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

Cra/iuu TeXHOIOTMYeCKOro MpoLiecca MpoM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

OnTuManbHbIe MapaMeTphl BO3AyXa (Temmneparypa, BIa)KHOCTb, Tlepena
[laB/IeHUs] MeXKJy TIOMeLLeHUsIMU), 110/1laBaeMOro B TIOMeLL|eHUsI IPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[TopsiIoK 3KCIUTyaTalii TeXHOJOTMUeCKOT0 1 UCITBITaTeIbHOr0 0060py/10BaHus,
CpeJiCTB U3MepeHUi, UCTI0/Ib3yeMbIX MPH OCYILeCTBIEHUH ITPOU3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Oco0eHHOCTH 3arTycKa ¥ KOHTPOJISI TEXHOJIOTMUECKOT0 U MCIIBITaTeTbHOT0
000opyi0BaHus, CPEACTB U3MEPEHH, UCII0/b3YeMbIX TIPH OCYIIeCTBIeHUH
MPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

TTopsiIOK BBISIB/IEHUST OTK/IOHEHUH B paboTe TeXHOI0TMYeCKOro U
UCTBITaTeTbHOTO 000PYAOBaHMSsI, CPEJCTB U3MEPEHUH, UCTI0/B3YEeMbIX TIPH
OCYIIIeCTB/IEHUY TIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJiCTB

Crioco0bl ycTpaHeHUsI OTK/IOHEHUH, BBISIBJIEHHBIX B paboTe TeXHOJIOTMYeCKOTo 1
WCTIBITaTeTbHOTO 000PYA0OBaHus, CPeJCTB U3MEPeHHH, UCTI0/b3YeMbIX TIPU
OCYI1leCTB/IEHUM MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX
CpeJiCTB

TexHUUeCKW aHTIMHACKUH SI3bIK B 00/71aCTH MPOM3BOACTBA




HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB Ha YPOBHE UTEHUs U
TOHUMaHHsI TEKCTOBBIX JOKYMEHTOB

TpeboBaHusi CAHUTAPHOTO PEXKUMa, OXpaHbl TPY/ia, TI0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katolileid Cpe/ib

Oco0ble yc/ioBUs OITyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.2.2. TpypoBas QpyHKIUsA

IIpoBepKa BEITIOTHEHUS OTlepalivii 1o YpoBeHb
HaumeHoBaHue posep pan Kog B/02.5 P 5

TIO/ITOTOBKE ChIPbs U MaTepuasioB KBaM(UKALK
ITpoucxosxzenre 0600111eHHOMH 3auMCTBOBaHO U3

P A . Opurunan X 1268
TPYZ0BOU (DyHKLIU OpUrMHana
Kog, PerucrpaljioHHbIN HOMep
OpHUTHHa rpogecCroHaIbHOTO
a CTaHjapTa

TpyoBble feliCTBUS

[TpoBefieHMe KOMILIEKCA CAHUTAPHO-TUTHEHNYEeCKUX MepOTIPUSITUM MOATOTOBKU
repcoHara Jijist paboThbl B YMCTHIX ITOMeLeHUsIX

Bbizlaua chipbsi 1 MaTepUasoB /iJisl IPOBeZieHKs ornepaLiyii 1o MO/ATOTOBKE ChIPbS
Y MaTepuasioB, TEXHOJIOTUUECKUX UHCTPYKLIUM, eHTU(PUKAITMOHHBIX STUKETOK

KoHTpo/b paboThbl UCIOTHUTE e TI0 BBIMOJIHEHHUIO OTieparivi,
Tpe/lyCMOTPEeHHbIX TeXHOOTMUeCKUM MPOLIeCCOM

KoHTposib cBoeBpeMeHHOM HeHTU(YKALY TIOMeleHHH, 000pyA0BaHUs U
MaTepHuasoB

KoHTpo/1b paBU/IbHOM SKCIITyaTaliiy IPOU3BO/|CTBEHHBIX TTOMeILeHUH,
TeXHOJIOTUUeCKOro 000py/10BaHUsl, UCITBITaTeIbHOTO 000PY/A0BAHKS U CPE/ICTB
M3MepeHU NPU BBINIO/THEHUH OllepaLiiii 10 TIOATOTOBKe ChbIPbsl U MaTepuasioB

KoHTposib BbITIO/THEHUST TIPAaBW/I SKCITyaTalliy TTPOM3BO/CTBEHHBIX MTOMeIlleHHH
B COOTBETCTBUU C MHCTPYKIUSMU U JIPYTOM TEXHUUECKOW JOKyMeHTaluel

OrnrcaHue NMPOBeIeHHOT0 KOMIL/IEKCa MePOTIPUSITUI 110 KOHTPOJIHO TIO/ITOTOBKH
CBIPbSI U MaTe€PUAsIOB B COOTBETCTBUM C MHCTPYKLIUSIMH 110 O(OPMJIEHUIO U
JIpyrol TeXHUYeCKOU JJOKyMeHTaLei

Heobxoavmbie ymMeHUst

KoHTponmpoBath paboTy MoJUMHEHHBIX COTPYAHUKOB (y4acTKa), CoJiepKaHne
TOMeIIeHHH, SKCIITyaTalliio U TeXHU4YecKoe 00cTyKuBaHre 000py/10BaHus

Ocy1ecTBATh OLeHKY paboThl OAUMHEHHOTO IepCcoHaa (yJacTka)

KOHTPOJ'II/IPOB&TL BBITIO/THEHHE TIPOU3BOACTBEHHBIX I1/IaHOB, palJMOHAJ/ILHOE
HCII0J/Ib30BaHME ChIPbS Y MaTe€pPHa/IoB

OTpaxkaTb pe3yJ/ibTaThbl MPOBEJEHHOTO KOMILJIEKCa MePOIPUSITUI B COOTBETCTBUM
C UHCTPYKILUSIMU TI0 O(POPMJIEHHIO U APYTOM TeXHUUECKON JOKyMeHTaluei

Heobxogumble 3HaHUS

XapakTepuCTUKU TEXHOIOTMUECKOT0 U UCTIbITaTe/IbHOTO 000pYA0BaHus,
CpeJiCTB U3MepeHUM, UCTI0/Ib3yeMbIX IPY OCYILeCTB/IeHUH ITPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

OcobeHHOCTH MOATrOTOBKH CBIDBA U MdT€PHUa/IOB K TEXHOJJIOTUYECKOMY IIpOLeCCy
TMMPpON3BOACTBA HAHOCTPYKTYPHUPOBAHHLBIX JIEKADCTBEHHbIX CPEACTB

[TopsifoK 3KCITyaTal[ii TeXHOJIOTHUECKOT0 W UCTIBITaTe/TbHOTO 000pYAOBaHuS,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX [PY OCYILeCTBIEHUH ITPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPeJCTB




OcobeHHOCTH 3aMycKa ¥ KOHTPOJIS TEXHOIOTUUECKOT0 U UCTIBITaTeTbHOTO
000pyI0BaHus, CPEACTB U3MEPEHHM, UCII0/B3YeMbIX TIPH OCYIIeCTBIeHUH
MPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TopsiOK BBISIB/IEHUST OTK/IOHEHUH B paboTe TeXHOIOTUYeCKOro U
UCTIBITaTeTbHOTO 000PYAOBaHMSs, CPEJCTB U3MEPEHHH, UCTI0/B3YeMbIX TIPH
OCYIL[eCTB/IEHUU NTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

Crioco0bl ycTpaHeHUsI OTK/IOHEHUH, BBISIBJIEHHBIX B paboTe TeXHOJIOTMYeCKOTo U
WCTIBITaTeTbHOTO 000PYZOBaHus, CPEACTB U3MEPeHHH, UCTI0/b3YeMbIX TIPU
OCYI1IeCTB/IEHUM MIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeJCTB

OCHOBHBIE AO/DKHOCTHBIE 00s13aHHOCTH MMOAUYMHEHHOI'O MepCcoHasla,
3aﬂ8ﬁCTBOBaHHOFO Ha pa3/IMYHBIX 3TallaX MpoLecca IIporu3BO/ACTBaA
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

TpeboBaHusi CAHUTAPHOTO PEXKUMa, OXpaHbl TPY/ia, TI0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kato11leid Cpe/ib

Oco0bble yc/ioBUs OITyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.2.3. TpypoBas QpyHKIuUsA

HanmeHoBaHue

KoHTposb ycioBuii ipoBesieHust

IMpoucxoxxzaerre 06001IeHHOH
TPY/I0BOM HyHKLIH

TeXHOJIOTn4YeCKUX I1poLeccoB YpoBeHb
pon Koy | B/03.5 P 5
TIPOM3BO/CTBA HAHOCTPYKTYPHUPOBaHHBIX KBa/MHUKALIH
JIEKAPCTBEHHLBIX CPEACTB
3aMMCTBOBaHO U3
Opwurunan X 1268
OpHTrHMHana
Kon PerucrpaliioHHbIA HOMEp
OpWTHMHa npodeccroHaNBEHOTO
a CTaHJapTa

TpyzoBbIe felCTBUS

Bbijaua HEOOXOIUMBIX TO/TYTPOYKTOB, MaTepHaJIOB /I/isl IPOBE/IEHNs OTlepalidi
T10 TIPOU3BO/ICTBY, (PaCOBKe U yTaKOBKe, TOKyMeHTalliH (TeXHO/IorhyecKast
WHCTPYKLYSI Ha TIPOM3BO/ZCTBO U (WK) (PAaCOBKY U YIIaKOBKY,
WJeHTU(PUKAIIMOHHbIE STUKeTKU YTBEPKJeHHOM B OpraHu3alviu (hopmbi)

KoHTposb noTpe6sieHNst TOMyTPOAYKTOB, TeYaTHBIX M YTTAKOBOYHBIX
MaTepHuasoB

KoHTposib paboThI UCIIOTHUTE/TEH TI0 BHITTOJTHEHHUIO OTIePALHi,
NpeJlyCMOTPEHHBIX TeXHOJIOTHYeCKUM MPOLIeCCOM

KoHTpo/b CBOeBpeMeHHOM WieHTU(UKAI[UY TTOMel|eHHUH, 000PYZ0BaHUS U
MaTeprasoB

PEI‘I/ICTpaL[I/IH OTKJ]OHEHI/II‘;I, BBIABJ/IEHHBIX ITPX BBITIO/JIHEHHUH onepaum‘/’l
TeXHOJ/IOTMYeCKOoro Iporecca ripomn3Bo/iCTBad

I/IHd)OpMI/IpOBaHI/Ie 00 OTKJ/IOHEHHUSAX, BbIAB/IEHHBIX IMTPU BBITTIOJTHEHHUA onepaqu/'I
TEXHOJIOTMYECKOTO IMpoLeccCa Iporu3BOACTBd, BbIIIECTOAILLET'O DYKOBOCTBA

OT60p 1po6 /17151 BBITIO/THEHUS] BHY TPUTTPOM3BOZACTBEHHOTO KOHTPOJIS
TM0JIyNIPOAYKTOB, TOTOBOM MPOAYKLIMY TIPY BBITIOJTHEHUU OIepaLiyi
TeXHOJIOTMUeCKOro TpoLjecca MPOU3BOICTBA HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBEHHBIX CPe/ICTB




[TpoBefieHMEe BHYTPUIIPOU3BOICTBEHHOTO KOHTPOJISl KaUeCTBa MOMyIpOAYKTOB,
HepachacoBaHHOT'O TOTOBOTO MPOJYKTa

KoHTposib npaBu/ibHOM 3KCITyaTaliy TTPOM3BOJCTBEHHbBIX MOMeIlleHUH,
TeXHOJIOTUUeCKOT0 000py10BaHMsl, UCITLITATeIbHOTO 000pY/I0BaHUs U CPE/ICTB
W3MepeHU NPU BbITIOJTHEHUM Oflepaliyii 110 MPOX3BO/ICTBY, (haCOBKe U YIIaKOBKe

KoHTposb cob/tto/jeHus IpaBU/I MIOBeeHUsS] UCTTOTHUTEe IeN B UUCTBIX
TPOU3BO/ICTBEHHBIX MOMEI[eHUSIX B COOTBETCTBUM C UHCTPYKLIUSIMU U APYTOM
TeXHUYEeCKOU JOKyMeHTaLen

OmnucaHue TIPOBe/IeHHOI0 KOMITJIeKCa MepPOTIPUSTHI 10 KOHTPOJTIO U
BBITIOJTHEHUIO OTiepaliuii Mpu MPOU3BO/CTBe, (haCOBKe U YIaKOBKe B
COOTBETCTBUM C UHCTPYKLIUAMU 110 0(hOPMJIEHUIO U IPYTOM TeXHUUYEeCKOU
JIOKyMeHTaLein

HeobOxopumbie ymeHust

KoHTposmmpoBathk paboTy NMOAUMHEHHBIX COTPYJHUKOB (yuacTKa), COZiep>KaHue
TOMelL[eHNH, FKCIUTyaTallyio U TeXHUYecKoe 00cTyKuBaHre 0060pyjoBaHus,
WCT0/Ib3yeMOr0 NpY NPOU3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHbIX
CpeACTB

Ocy111eCTB/IATh OLIEHKY [esTe/IbHOCTY NMOJYMHEeHHOI 0 rlepcoHasa (yJacTka),
3a/1elICTBOBAHHOI'0 B TIPOM3BO/CTBE HAHOCTPYKTYPHUPOBAHHOM MPOAYKLIMN

KoHTpomMpoBaTh BBITIO/THEHKE TIPOU3BO/ICTBEHHBIX T/IAHOB, Pal[iOHA/IEHOE
WCTI0/Ib30BaHKe ChIPhsi 1 MaTepHasioB, UCTIOMb3yeMbIX IPU MPOH3BO/ICTBE
HAHOCTPYKTYPHUPOBAHHBIX JIEKapCTBEHHBIX CPe/ICTB

Ocy1ecTBATb 0TOOP MPOO MPOAYKTA /ISl BHITIOTHEHUST
BHYTPUIIPOW3BO/|CTBEHHOI'O KOHTPOJIS

BbInoIHATE BHYTPI/IHPOI/BBO,[[CTBEHHI)II‘/JI KOHTPOJIb Ka4€CTBa IMO/Iy4Yd€MbIX Had
CTaAWAX TEXHOJIOTHUYECKOI'o IMponeccd rnoJiyrpogyKToB

OTpaxkaTb pe3y/ibTaThl MPOBEIEHHOT0 KOMILIEKCa MePOIPUITHIN TIPU
TIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Heobxoqumble 3HaHUS

XapaKkTepuCTUKH TEXHOIOTHUECKOT0 U UCTIBITaTe/IbHOTO 000pYA0OBaHus,
Cpe/iCTB M3MepeHUH, UCI0/Ib3yeMbIX IPY OCYLeCTBIeHUY IPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

Cra/iuu TeXHOIOTMYeCKOro MpoLiecca MpoM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

[TopsiIoK 3KCIUTyaTarlii TeXHOJIOTMUECKOTO U UCITBITaTeIbHOTO 000py/10BaHuS,
CpeJiCTB U3MEepeHUI, UCTI0/Ib3yeMbIX MPH OCYILeCTBIEHUH ITPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[TpaBua v mopsifok oTbopa nmpob /1/isi BHYTPUTIPOU3BO/ICTBEHHOTO KOHTPOJIS

OcCo0eHHOCTH 3amyCcKa U KOHTPOJISI TEXHOJIOTMYECKOTO U UCITbITaTe/TbHOTO
o0opy/10BaHus1, CPe/ICTB U3MepeHU, UCIT0/Ib3YeMbIX TIPU OCYILeCTB/IeHUU
TPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TopsifoK BhIsSIB/IEHUST OTK/IOHEHUH B paboTe TeXHOI0THYeCcKoro U
WCTIBITaTeTbHOTO 000PYZ0BaHKs, CPeICTB U3MePeHHH, UCTI0/b3yeMbIX TIPU
OCYI1leCTB/IEHUM IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
Cpe/CTB

Cnioco6b! ycTpaHeHUs! OTK/IOHEHUH, BbISIBJIEHHbIX B paboTe TeXHOJIOTMYeCKOro 1
UCIIBITaTeIbHOTO 000PY0BaHus, CPeZCTB U3MEPeHUH, UCII0/Ib3yeMbIX IIPU
OCYI11leCTBJ/IEHUM MIPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeACTB

TexHUUeCKUH aHTIMHACKUH SI3bIK B 00/1aCTH MPOM3BOZCTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

HpaBI/IJ'Ia rnoBeJeHNrs rMepCcoHas/id B YNCTBIX TTIOMEIIEHUAX, MMOATOTOBKH ITepCOHAJ/Ia




K paboTe, caHUTapHOM 00pabOTKM PYK, HOIIIEHUs TEXHOJIOTUUECKOMN 01K IbI

TpeboBaHwus, rpebsiB/IsieMble K KaUeCTBY TOJTYTIPOAYKTOB U HepachacoBaHHBIX
TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Oco0bble yc/ioBUS OITyCKa K
pabore

Lpyrue xapakTepuCTUKU

3.2.4. TpypoBasi pyHKIMA

HaumeHoBaHue

IMpoucxoxxaerre 06001IeHHOH
TPY/I0BOM QyHKLIH

[IpoBeseHre KOHTPOIIS
ITOCTTEeXHOJIOrMUEeCKHUX MepOIIPHUATHIA YpoBeHb
porp Koa | B/04.5 P 5
00CTy>KMBaHHSI TIPOU3BO/ICTBEHHOTO KBaM(UKALK
obopy1oBaHUs
3aMMCTBOBaHO U3
Opwurunan X 1268
OpUrvHama
Kon PerucrpaiiioHHBI HOMEp
OpUTHHA NpodecCcHoHaTLHOTO
a CTaHJapTa

TpyoBble felicTBUS

Brizlaua maTepuasnoB fJist IPOBeJeHUsI OUYMCTKH, JOKYMeHTaluu
(TexHO/IOTMUECKAsl MHCTPYKLIMSI HA OUMCTKY, UleHTU(PUKALIMOHHbIE STUKETKU
YTBep>KJ|eHHOM B OpraHy3aLyu (GopMbl) [Jisi IPOBe/ieH sl orepariyii 1o OUMCTKe
TEXHOJIOTHUeCKOTo 000pyI0BaHuUs [1Jisi IPOU3BO/ICTBA, (haCOBKU U YTIaKOBKH
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

KoHTposb paboThI UCIIOTHUTE/IEH TT0 BHITIOTHEHHIO OTIePaLii,
1peJlyCMOTPEeHHBIX TeXHOJIOTMYeCKUM IPOLeCCOM OUYHUCTKU

KoHTposib CBOEBpeMeHHOM neHTU(HKAIY TIOMelleHHH, 000pyA0BaHUS U
MaTepHuasoB

KoHTposib NpaBu/IbHOM 3KCITyaTalliy TTPOK3BO/CTBEHHBIX MIOMeIlleHUH,
TEXHOJIOTUUECKOT0 000py/I0BaHMsI, UCITLITaTeIbHOTO 000PY/I0BaHUS U CPEJICTB
M3MepeHUM NpU BbITIO/THEHUM OTlepaliyii 110 OUKCTKe

KoHTpo/b cobO/r0/IeHs TIPaBUIT TIOBEIeHUsT UCTIOTHUATE/EN B UUCTBIX
TTPOM3BO/[CTBEHHBIX TIOMEIIIEHHUSIX B COOTBETCTBUM C MHCTPYKLIUSMU U APYTOMH
TeXHUUECKOU J0KyMeHTalyen

OnwucaHue NpoBeJjleHHOTO KOMIUIEKCA MepPOTIPUATHI 110 OYUCTKe
TEXHOJIOTUUeCKOro 060py/10BaHus TPOU3BOACTBA U YIIaKOBKU
HaHOCTPYKTYPUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB B COOTBETCTBUHU C
VHCTPYKLHMSIMU 110 0()OPMJIEHUIO U IPYTOM TEXHUYECKOU [JOKyMeHTaLemn

Heob6xoivMble ymMeHUst

KoHTponmpoBatk paboTy MoJuiHeHHbIX COTPYAHUKOB (yJacTKa), co/iepKaHre
TIOMeIIleHHH, SKCIITyaTalMIo U TeXHU4Yeckoe 00cmyKuBaHue 000py/[0BaHKs

OcCy111ecTB/IATh OLEHKY JesiTe/TbHOCTU MOJYMHEeHHOT0 TlepcoHasia (yJacTKa)

KOHTPOJ'II/IpOBaTb BBITIO/THEHK € TIPOM3BO/ICTBEHHBIX I1I/IAHOB, PallMOHA/IbHOE
HCII0J/Ib30BaHHWE ChIPbSA U MaTE€PUA/IOB

OTpaxxaTb pe3yJ/ibTaTbl IPOBEJEHHOT0 KOMILJIEKCA MEPOIPUSITHI

Heobxoqumble 3HaHUs

XapaKTepruCTUKU TEXHOJIOTUYECKOTO M UCTIBITATe/IbBHOTO 000PYA0BaHMUS,
Cpe/iICTB U3MepeHUH, UCI0JIb3yeMbIX TIPU OCYIIeCTBIEHUHU POM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKapCTBEHHBIX CPe/ICTB

[TopsiioK 3KCITyaTaliu TeXHOJOTMUeCKOro U UCTIbITaTeIbHOr0 000py/10BaHus,
Cpe/iCTB M3MepPeHUH, NCIO0/Ib3yeMBbIX P OCYLeCTBIEHUH OYUCTKU
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB




MeTo/ibI TIpeyTIPeXKAeHNsI MUKPOOMO/IOTHYeCKOTO 3arpsi3HeHusT U
repeKpecTHOM KOHTaMUHAL[MY TIPU MIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBaHHBIX
JIEKapCTBEHHBIX CPeJICTB

[TopsiOK BBISIB/IEHUST OTK/IOHEHUH B paboTe TeXHOIOTUYeCKOro U
UCTIBITaTeTbHOTO 000PYAOBaHMSs, CPEJCTB U3MEPEHHH, UCTI0/B3YeMbIX TIPH
OCYIL[eCTB/IEHUU NTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX
Cpe/iCTB

Crioco0bl ycTpaHeHUsI OTK/IOHEHUH, BBISIBJIEHHBIX B paboTe TeXHOJIOTMYeCKOTo U
WCTIBITaTeTbHOTO 000PYZOBaHus, CPEACTB U3MEPeHHH, UCTI0/b3YeMbIX TIPU
OCYI1IeCTB/IEHUM MIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeJCTB

TexHUUeCKU aHTJTMMCKUH 361K B 00/1aCTH TTPOM3BO/ICTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPE/ICTB

TpeboBaHUsi CAHUTAPHOTO PEXKMMa, OXpaHbl TPY/ia, TT0’KapHOU 6e30TacHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0ble yc/ioBUS OITyCKa K
pabore

Lpyrue xapakTepyuCTUKU

3.2.5. TpypoBasi pyHKIUA

HPOBEAEHI/IG BHYTPUIIPOU3BOACTBEHHOI'O

KOHTPOJIA ITOJIYIIPOAYKTOB U I'OTOBBIX YpoBeHb
HaumeHoBaHue p ynpozay Kog B/05.5 P 5

HaHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX KBaM(UKALK

CpeaiCTB
IpoucxosaeHne 00600IeHHOH 3aMMCTBOBAHO U3

P KA B Opurusan X 1268
TPY/I0BOM (DyHKIUM OpurHHaia
Kon PerucrpaliioHHbIA HOMEp
OpWI'MHa npodeccroHaIbHOrO
a CTaHJapTa

TpyoBble feliCTBUS

[TonyueHre MaTepuanoB JJisl OCYLeCTB/I€HUS] BHY TPUIIPOM3BO/CTBEHHOT O
KOHTPOJIs (JOKyMeHTaLusi, MeTOJMKa aHan3a, perucTpauyoHHas ¢popma,
WJIeHTU(UKALIMOHHbIE STUKETKH YTBepPyKeHHOM B opraHu3aliiy (opmbi)

OT60p 1po6 /17151 BBITIOJTHEHUS] BHY TPUTTPOM3BOZACTBEHHOTO KOHTPOJIS
TIOJIyIPOAYKTOB ¥ TOTOBOM MPOAYKLIMN

[TpoBeseHHe BHYTPUIIPOU3BOJCTBEHHOTO KOHTPOJISI KaueCTBa MOJyTPOYKTOB,
Hepac(}acoBaHHOTO rOTOBOrO TIPOJYKTa

WHdopmrpoBaHre 00 OTK/IOHEHUSIX, BbISIB/IEHHBIX TIPY BBITIOJIHEHUN OTlepaLiyit
BHYTPHUIIPOX3BO/|CTBEHHOI'O KOHTPOJIS

HpI/IHHTI/Ie Mep K YCTPAHEHHIO BBISAB/I€HHBIX OTKJIOHEHUM

Ornucanue NpoBesIeHHOr0 KOMILIEKCa MePOIIPUATHMN IO BBITIOJIHEHUIO OrlepaLljui
BHYTPUIIPON3BO/CTBEHHOI'O KOHTPOJIS1 B COOTBETCTBUY C UHCTPYKLMAMU I10
0hOpMJIeHHIO U IPYTOM TeXHUUeCKOW JJOKyMeHTalel

Heobxoavmbie ymMeHUst

Vicnonb30BaTh UCIbITaTe/IbHOE 000pY/J0BaHHe U CPeJCTBA U3MEPEHUH [IIst
TIPOBe/IeHUs1 aHa/IM30B TIPU BHYTPUIIPOX3BO/ICTBEHHOM KOHTPOJIE

OcytiecTBASTH 0TOOP MPOO B COOTBETCTBUM C UHCTPYKIUSIMU U IPYTOH
TeXHUUECKOM JOKyMeHTalen

BBINO/MHATE OL|eHKY MOJTyYeHHBIX pe3y/bTaTOB aHa/IM30B I1PU NPOBeZleHN!
BHYTPUIIPOX3BO/CTBEHHOI'O KOHTPOJIS




OTpakaTh pe3y/bTaThbl MPOBEJEHHOT0 KOMIL/IEKCa MepOTPUITUN

Heobxoaumble 3HaHUS

XapaKTepruCTUKH UCTTBITaTeTbHOTO 000PY/0BaHUs, CPe/ICTB U3MePeHNH,
WCIT0/Ib3yeMbIX TIPU OCYIeCTB/IEHUM MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

ITopsifoK 3KCIITyaTaljii UCIIBITaTeIbHOTO 000PYA0BaHuSs, CPeACTB U3MepeHHH,
WCII0JIb3YeMbIX TIPU OCYLeCTB/IEHUM BHYTPUIIPOM3BO/CTBEHHOTO KOHTPOJISA

[TopsiioK poBeieHUsI BHY TPUIIPOU3BOCTBEHHOTO KOHTPOJIS IIOTYNIPOYKTOB U
rOTOBBIX HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPe/ICTB

[TopsifoK BhISIB/IEHUS OTK/IOHEHUH B paboTe TeXHOI0THYeCKOro U
HCTIBITaTeTbHOTO 000PYAOBaHUsl, CPeJCTB U3MePeHHH, UCTI0/b3yeMbIX TIPU
OCYI1leCTB/IEHUM MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeJCTB

TexHUUeCKU aHT/TMMCKUH SI3bIK B 00/1aCTH TTPOM3BO/ICTBA
HAaHOCTPYKTYPUPOBaHHBIX JIeKapCTBEHHBIX CPeJCTB Ha YPOBHE UTeHUS U
TOHUMAaHUSI TEKCTOBBIX JIOKYMEHTOB

TPE6OBaHI/IH, MnpeabdaB/IseMbIe K Ka4eCTBY IMOJIYIIPOAYKTOB U HepaCQ)aCOBaHHbIX
T'OTOBBIX HAHOCTPYKTYDHUPOBAHHLIX JIEKADCTBEHHBIX CPEACTB

TpeboBaHMsI CAHUTAPHOTO PEXKKMMa, OXPaHbI TPY/ia, MOXKapHOU 6e30T1acHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

Oco0blie yC/ioBUs I0MyCKa K
paboTe

Lpyrve xapakTepuCTUKA

3.2.6. TpypoBas QpyHKIUsA

OdopmieHre 1OKyMeHTaL[U 110 YpoBeHb
HavmeHoBaHue (bop AOKY B Kog B/06.5 P 5
pe3y/abTaraM IIpoBeJeHHOI'0 KOHTPOJIA KBa/M(puKaLyu
ITpoucxoskaeHre 00001eHHOM 3arMCTBOBAHO U3
P KA B Opurusan X 1268
TPYJOBOH QYHKIM OpHrMHaia
Koz PerucrpauyoHHbIl HOMep
OpHI'MHA 1podeccroHaIbHOro
a CTaHJapTa

TpyzoBble felcTBuUs

Br160p THIOB 1 OPM JOKYMEHTOB /151 BeJ|eHHsI 3aMrcel 0 X0/ie BBITIOTHeHUsI
orepaLyii TeXHOJIOTMYeCKOro mpoliecca Mpor3BO/ICTBa, (PACOBKYU U yIIaKOBKU
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

O6ecrieueHye UCIIOTHUTEIEH Oreparyii TeXHOJIOTMIeCKoro rpoiecca
MPOW3BO/CTBA, (PaCOBKM U YNIAKOBKH JIOKYMEeHTAL|el [i/1s1 BbIIOHEeHUS
TeXHOJIOTMUeCKOro IpoLjecca MPOM3BO/CTBA, (PaCOBKU U YIIaKOBKH

OpraHu3aliys 3aTo/IHEHHsT U 00ecTieueHusi COXPAHHOCTH IOKYMEeHTaLUn
WICTIOJTHUTEJISIMU OTIepaLiviii TeXHOJIOTMYeCKOro TpolLiecca

Pervcrparus 1 3anosiHeHre JOKyMeHTalMy NIpYU IPOU3BO/CTBe, (hacoBKe U
yINaKOBKe HaHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

Peructpanus 1 3ano/iHeHWe JOKYMeHTal|K 10 KOHTPOJIIO Mpoliecca
TPOM3BO/ICTBA, ()aCOBKU U YIIAKOBKHA HAaHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX
CpeJCTB

HeobOxoaumbie ymeHust

OnpezensiTb JOKyMeHTaL[1t0, HeOOXOAUMYIO //1s1 perMCTpaliiu U BeleHuUs
3amnucel 0 X0/ie BBIITOJIHEHHS Orlepaljiii TeXHOJIOTMYeCcKoro rnpotiecca
TIPOM3BO/ICTBA, (PACOBKM U yIIaKOBKH HAHOCTPYKTYPHPOBaHHbIX JIeKapCTBEHHBIX
Cpe/iCTB




[Tpor3BOUTH OLIEHKY J0KyMEHTAalM1, PeruCTPaLMOHHbIX 3aMyceid, UHCTPYKLUM
Y CTaHJAPTHBIX OTepalOHHBIX MPOLeAYP

BecTu 3arucu o paboTocrocoOHOCTH TeXHOIOTUYECKOTO U UCTIBITATeTbHOTO
000py/10BaHus1, CPeICTB U3MEPEHHI 1 TIOMEILeHUH, UCTT0/b3YEeMbIX B
TeXHOJI0TMUeCKOM MpoLjecce

HeobOxoaumble 3HaHUS

OtpacneBble CTaHAAPThI, TEXHUYECKHUE YCIOBUSI 1 HOPMaTUBBI HA COCTaBbI,
MeTO/IbI ITOJIy4eHUs U Olpe/ie/ieHue IoKa3aTesel KauecTBa
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

XapaKTepruCTUKH UCTTBITaTeTbHOr0 000pY/I0BaHusl, CPe/ICTB U3MepeHuH,
HCTIO/Ib3YeMbIX TP OCYIIIeCTB/IEHUH TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB

TexHUUeCKUH aHTIMHACKUH SI3bIK B 00/1aCTH MPOW3BOACTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

HOpH'E[OK SKCIUIyaTdllUH UCIIbITaTe/IbHOI'O OGOpy;[OBaHI/IH, CpeacTB H3MEPEHHIZ,
HCII0J/Ib3YEMBIX IMPU OCYIIECTBJIEHWMH BHYTPHUIIDOWU3BOACTBEHHOI'O KOHTPOJIA

TpeboBaHUs CAHUTAPHOTO PEXKMMa, OXPaHbl TPY/ia, TO’KapHOUM 6e30IaCcHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

Oco6blie yc/ioBUS AOMyCKa K
paboTe

[pyrue xapakTepUCTUKU

3.2.7. TpypoBas QpyHKIUsA

HanmeHoBaHue

PEFI/ICTpaL[I/IH BbISIB/IEHHBIX

ITpoucxosxaeHre 06001IeHHOM
TPyZA0BOM HyHKLIMU

OTK/IOHEHUMTEXHOIOTHUeCKOI'0 npounecca Ko B/07.5 YpoBeHb 5
TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAaHHbIX ' KBa/MHUKALIH
JIeKapCTBEHHbBIX CPe/CTB
Opurusan X 3auMCTBOBaHO U3 1268
OpUrMHana
Kog, PerucrpalioHHBIN HOMep
OpHUTHHas rpodecCHOHaTBHOTO
a cTaHzapTa

TpyzoBbIe felCTBUSA

Perucrpaiiusi OTKJIOHeHU B XOZie BBIMIOJTHEHUSI TEXHOJIOTUUeCKOr0 MpoLjecca
TIPU BBITTOJTHEHWH TF000M omeparyn

Peructpanjsi OTK/IOHEHWH, BBISIBJIEHHBIX TIPU NTPOBEJIeHUH MOATOTOBKU
roMelLeHni 1 000pyZ0BaHKs TPY MTPOU3BOACTBE HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

PervcTparjusi OTK/I0HeHU! NPy BbINIOJTHEHWH BHYTPUIIPOM3BO/ICTBEHHOT O
KOHTPOJIs1 KauecTBa M0J1yNpo/[yKTOB, MaTepranoB

Perucrtparusi OTK/IOHeHUH B paboTe MH)XeHepPHBIX CHCTeM, TEXHOJIOTHUECKOTO0 U
HCTIBITaTeTbHOTO 000PYAOBaHus, CPeJCTB U3MePeHHH, TIOMel|eHHH,
VICTI0/Ib3YeMbIX B TEXHOJIOTMYECKOM IpoLiecce

I/IAEHTI/ICI)I/IKEILII/IH " MepBHUYHasA OLleHKa CTeleHW KPUTUYHOCTU OTK/IOHEHHUA U ero
B/IMAHHUA HAd Ka4eCTBO BbIHYCKaEMOﬁ MpoAYKLIMN

BbIsIBAATH OTK/IOHEHUS B X0/l BBITIOJTHEHUSI TEXHOJIOTUYECKOTr 0 TIpoLiecca,
BHYTPHUIIPOU3BO/CTBEHHOT'O KOHTPOJIsI, OTK/IOHEHUSIX B paboTe 000pyZi0BaHUs B
COOTBETCTBHUM C TPeOOBaHUSIMU, YCTaHOB/IEHHBIMU B YTBEP>KJEHHOU B
OpraHu3aluu JOKYMeHTaLuu

BbIrnoiHeHWe He0OXOAUMBIX IeHCTBUM /1J1sl BO3BPAIIEHUs X0/1a




TEXHOJIOTMY€eCKOT'O MpoLecca B HOPMaJ/JIbHOE COCTOSTHUE WJIN TIpeA0TBPalleHHsA
BJIMAHHUSA OTK/JIOHEHHWS Hd Ka4€CTBO BBIITYCKA€MOI'O IPOAYKTd

Heobxomvmbie ymMeHUst

OnpefieniTh MPUYKMHBI BOSHUKHOBEHUsI OTKJIOHEHHH OT TEXHOIOTUUeCKOTro
TpoLecca, BO3MOXKHOCTH X 0OHapy>KeHHst

OueHrBaTh CTeNeHb KpUTUUHOCTU OTKJIOHEHHS U B/IUSTHUS Ha KaueCTBO
BbIITyCKaeMOM MPOAYKLIUN

OO6ecrieurBaTh 3dllWTYy MPOAYKTA OT HETaTHUBHOI'O B/IMAHNSA BbISIB/IEHHOTO
OTK/IOHEHHA

Bectu perucCTpaliiOHHbI€ 3aIIMCH I10 BbISAB/IEHHBIM OTK/IOHEHHWSAM

Heobxoqumble 3HaHUs

XapaKTeprUCTUKH TeXHOJIOTUYECKOTO M UCTIBITATe/IbBHOTO 000PYZ0BaHMUS,
Cpe/ICTB U3MepeHuH, UCT0JIb3yeMbIX TIPU OCYILeCTBIEHUHN POM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

[TopsiIoK 3KCIUTyaTaliii TeEXHOJIOTMUECKOTO 1 UCTTLITaTeIbHOTO 000py/10BaHus,
CpeJiCTB U3MepeHU, UCTI0/Ib3yeMbIX MPH OCYILeCTBIeHUH MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

TexHoOrnueckKre peXXMMbl TIPOXM3BO/ICTBA U CITOCOOBI X KOPPEKTUPOBKH T10
(akTUeCKM mapameTpaM paboTbl 060py0BaHUs TIPH ITPOM3BO/ICTBE
Hepac(acoBaHHBIX TOTOBbIX HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPEJCTB

TexHUUeCKWH aHTIMHACKUH SI3bIK B 00/71aCTH MMPOM3BOACTBA
HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/CTB

CriocoObl yCTpaHeHUs! OTK/IOHEHUH, BBISIBJIEHHBIX B pab0Te TeXHOJ/IOTHYECKOTO U
WCTIBITaTeTbHOTO 000PYA0OBaHUsl, CPeJCTB U3MePeHHH, UCTI0/b3yeMbIX TIPH
OCYI1leCTB/IEHUM MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX
CpeJCTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleid cpe/ib

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.3. O6001eHHas TpyAoBasa PyHKIus «OcymecTB/IeHHe YIIPaB/eHus MePCOHA/IOM M0 BbINO/THEHHIO
3aa4 ¥ pyHKLMI B 00/1aCTH MPOU3BOACTBA HAHOCTPYKTYPHPOBAHHBIX JIeKaPCTBEeHHBIX CPe/ICTB»

IMTpoucxosxaeHre 06001IeHHOM
TPYZAOBOM (HyHKIUH

Ocy1ecTByieHHe yIipaB/aeHUs TIePCOHAIOM
T0 BBITOJIHEHUIO 3a/jau U QYHKLMH B
YpoBeHb
Hanmenosanne | 06/1aCTH MPOM3BO/ICTBA Kop C 6
KBa/MUKaLuy
HaHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHbIX
CpeJiCTB
3aMMCTBOBaHO U3
OpuruHan X 1268
OpUrvHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHaNBEHOTO
a CTaHgapra

Bo3MoykHbIe HaMMeHOBaHUsI
JOJDKHOCTeH, rpodeccuii

HauanbHUK yyacTka
HauanbHuk 1jexa

TpeboBaHusi K 06pa30BaHHUIO
1 00yueHHIo

Briciiiee o6pazoBaH1/Ie - 6aKa]'IaBPI/IaT

TpebGoBaHUSI K OITBITY
TIPaKTHUeCKOM paboThI

He meHee /1ByX JjieT paboTbI Ha MH)XeHEPHO-TeXHUYeCKUX JI0/DKHOCTSIX B 00/1aCTH
TPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB




Oco0bble yc/ioBHs OTTyCKa K
pabote

[TpoxokaeHue 00si3aTe/TbHBIX MPe/[BaPUTEIbHBIX (TIPU MOCTYTI/IeHWH Ha paboTy)
Y TIEPHOIMUECKUX MEeJIUI[UHCKUX OCMOTPOB (00C/IeIoBaHMI), a TaKXKe
BHeouepeJHbIX MeJUIIMHCKUX 0CMOTPOB (06CeloBaHuii) B MOPSsIZIKe,
YCTaHOBJIEHHOM 3aKOHOZaTebCTBOM Poccurickort defepanumn

[TpoxokaeHre UHCTPYKTaXka TI0 0OXpaHe TPy/a U TeXHUKe 0€301macHOCTH

[pyrue xapakTepuCTUKU

HononuutenbHOe TipodeccroHanbHOe 00pa30BaHue - MPOTrPAMMBI TIOBBILIIEHHS
KBa/IM(UKaLUU, TIPOrpaMMbI MPoQeCcCrOHaTbHOM MeperoIrOTOBKY T0 MPO(UII0
JlesITeIbHOCTH

,Z[OHOJ'IHI/ITEJ'IBHBIE XdPaKTePUCTHUKU

HauMeHoBaH e J0KyMeHTa Ko HanmeHoBaHye 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
WJIU CIIeLMabHOCTH
OK3 2141. VHKeHepbl B IPOMBILLIEHHOCTU U Ha IPOU3BO/CTBE
ETKC wm EKC HavanbHuK Ljexa (yyacTka)
OKILATP 25080 HayvasnbHuK yuacTKa (B IPOMBILLITIEHHOCTH)
OKCO 2016 2.18.03.01 XuUMHUUeckasi TeXHOJIOTHs
2.18.03.02 OHepro- u pecypcocOeperaroliye mporecchl B XUMUYeCKOH
TeXHOJIOTUH, HepTeXuMUK 1 GMOTeXHOJ/IOTUN
2.19.03.01 buorexHosorus
2.28.03.03 HaHomaTepuassl

3.3.1. TpypoBasi pyHKIMA

ObecrieueHyie BBITTOTHOHUS PUTMHWYHOI'O

BBITTYCKAd HAHOCTPYKTYPUPOBAHHBIX YpoBeHb
HaumeHoBaHue y PYKTypHp Kog C/01.6 P 6

JIEKAPCTBEHHLIX CPEACTB BBICOKOI'O KBaﬂHd)HKaHHH

KaueCTBa
ITpoucxoskzaeHue 006001eHHOM 3auMCTBOBaHO 13

P KA B Opurunan X 1268
TPYZAOBOU (HyHKIIUU OpUrvHasa
Koz PerucrpalvoHHbIN HOMeEp
OpUIrMHasI rpodeccroHaabHOTO
a cTaHjapra

TpyzoBbIe 1elCTBUS

HHaHI/IpOBaHI/Ie HOTpE6HOCTI/I B UCXOJHOM CbIpb€, BCIIOMOr'aTe/IbHBIX Bell[eCTBaX,
MeYdTHBIX U YIIaKOBOUYHLIX MaTepHa/idX

ObGecrieueHue MPOU3BO/ICTBEHHBIX YUACTKOB ChIPhEM B COOTBETCTBHUH C
WHCTPYKLMSIMHU U APYTOUM TEXHUUECKOW JOKyMeHTalue

[TnanupoBaHue IOTPeOHOCTH 0OecTieueH st POU3BO/ICTBEHHBIX YUaCTKOB
Heo0X0IMMBIMU PeCypCcaMu Z1Jisi BBITIOJTHEHHUs OTepaLdii TeXHOJIOTUYeCKOTo
riporiecca

[TpoBefeHMe aHaM3a TEXHOIOTUYECKUX MPOLIECCOB U JJaHHBIX MOHUTOPUHTA
TPOM3BO/|CTBEHHOW Cpe/ibl B COOTBETCTBUY C UHCTPYKLUSIMU U [IPYrOr
TeXHUYEeCKOU JOKyMeHTalen

Ocy1iiecTBieHHe KOHTPOJISL Ha/l BBITTOJIHEHWEM OTepaliiii TeEXHOIOTUYeCKOT0
ripotiecca, paboToit 000pyAOBaHNs, UH)KEHEPHBIX CUCTEM

[TpoBefeHue aHa/mM3a MPUYMH OOHAPY’KEHHBIX OTK/IOHEHWH, aHA/TM30B PUCKOB
JI/71s1 KaueCTBa BbIMyCKaeMOM NPOAYKLIMK Ha BCeX 3Tarax TeXHOJIOTHYeCKOro
rporjecca

3arnosiHeHue JOKyMeHTaluu (hopM) MO BbINOJTHEHUIO CMEHHBIX U (UIN)




TJIaHOBBIX 3a/IaHUH

Heobxoavmbie ymMeHUst

[Tpou3BOUTH OIIEHKY JOKyMEHTAIUX Ha COOTBETCTBHE TPeOOBaHUSM K
odopM/IeHHIO U HOpMaM KauecCTBa, TPUHSATHLIM B OpraHu3aliiu

VIHTepripeTUpOBaTh /laHHbIe, [10JyUYeHHbIe C TIOMOLLbIO CPeZICTB U3MepeHuH, 1
JlaHHble MOHUTOPUHTa IPOU3BOJCTBEHHOU CpeJibl

Ocy1ecTB/STE OL|eHKY Orepalyii o 0Toopy rnmpob Npy peanr3alyy MMporeccoB
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

OteHUBATH UCIO/Ib3yeMOe TeXHOJIOTHYeCcKoe 000pyI0BaHe, UCTIBITaTeTbHOe
o0bopy/10BaHKe U CPe/ICTBA U3MEPEHHUSI, TIOMEITeHNsI B COOTBETCTBUH C
WHCTPYKLUSMU U IPYTOM TEXHUUECKOW JOKyMeHTaluel

OTpakaTb pe3yJ/ibTaTbl NPOBEJEHHOTO KOMILJIEKCa MEPOIPUSITHI T10
obecrieueHHIO BHITIOJTHEHUSI pUTMUYHOTO BBIITyCKa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB BHICOKOT'O KauecTBa

TTpou3BOAWTH pacueTbl MOTPEOHOCTH B ChIPbe, MaTepHaiax U TEXHOTOTHUeCKOM
o00opy/10BaHUH

Heobxoqumbie 3HaHUS

I[TpaBusia SKCITyaTali TEXHOJIOTMYECKOT0 U UCTIBITaTe/IbHOTO 0060pyJ0BaHM,
Cpe/iCTB M3MepPeHUH, NCI0/Ib3yeMBbIX IPH ITPOM3BO/ICTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

AHanuTuueckue MEeTOAWKH 1 MeTO/Ibl BU3ya/IbHOI'O KOHTPOJIA
TEXHOJIOTMY€eCKOT O IpoLecca

MeTozp! ¥ MHCTPYMEHTHI YIIpaB/IeHUsI PUCKaMHU JI/Is1 KaueCTBa
HaHOCTPYKTYPHUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

[TpyHLMIBI BaMUAaLMKA TEXHOJIOTUUECKUX MPOLeCCOB, aHAIUTUUECKUX METOVK,
KBa/TM(UKALIMY TIOMellleHni 1 0060py/10BaHus1, MH)KeHEePHBIX CUCTEM

MeTo/p! IpeyTIpeXjeHus TIepeKpecTHON U MUKPOOHO/IOrHUeCcKoi
KOHTaMHHAaLM HAaHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPeJCTB

TexHonoruueckuii NpoLecc NpoU3BO/CTBA HAHOCTPYKTYPHUPOBaHHOU
(apmaiieBTHUeCKOM cyOcTaHIN

Bo3moyxHOCTH 1 MOIIIHOCTH HpOH3BO,[[CTBEHHOﬁ jomaaku B LieJIOM U
OT[e/IbHbIX €€ YYaCTKOB

MeTo/bl CTaTUCTUYECKOTO YTIPABJIEHUs] KaueCTBOM, MCIO/b3yeMble NPy
OCYIL[eCTB/IEHUHU TpoLjecca IPOU3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

TexHUUeCKUH aHTJIMHACKUH SI3bIK B 00/1aCTH MPOX3BOZICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30TacHOCTH,
OXpaHbl OKpY>Katollel cpefibl

Oco0bble yc/ioBUs JOTTyCKa K
pabote

[pyrue xapakTepucTUK1

3.3.2. TpypoBas ¢pyHKIus

HaumeHoBaHue

ITpoucxosxaeHue 06001eHHOM
TPYyZA0BOU (HyHKLIMH

KoHTponb cobrofeHus mopsiika
HZIeHTU(UKALIUU ChIPbsl, MaTepHasioB
NeHTU(UKALMU ChIPbsi, MaTepUaJsIoB, Koa C/02.6 YpoBeHb 6
no/ryabpuKaTOB, MOMYTIPOAYKTOB, KBa/M(HKALH
rOTOBOM MPOAYKLMU
OPI/IFI/IHa]'I X 3aMCTBOBaHO U3 1 268
OpUrrHa/Ia




Kon PerucrpaijioHHbIit HOMep

OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra
TpyzoBbIe f1eliCTBUS Ob6ecrnieueHre Ha/IMUKsT MaTEPHAJIOB [I/IsI BBIMOTHEHUS UeHTH(hUKAI[UH

HCTI0/Tb3yeMOr0 000PY/I0BaHusI, TOMEIL[eHNH, ChIPbSi U MaTepHasioB

KoHTposnb npoBesieHus neHTU(HKALIMNA UCII0/Ib3YEMBIX B XOZe
TeXHOJIOTMUeCKOI'0 IpoLjecca oMellleHnl, TeXHOJIOTUYeCKOro U
HCTIBITaTeTbHOTO 000PYZ0BaHusl, CPeJICTB U3MePEHHH, ChIPbsI, TIO/TYTIPOAYKTOB,
MaTepHasoB, TOTOBOU MPOAYKLIUU

KoHTpo/b COO/TF0/IEHNS ¥ BBITIOJTHEHHUS MEP T10 MPeAyTNPeXKIeHUI0 TTepPeKPeCTHOU
Y MUKPOOHO0/IOTHUeCKOW KOHTaMHUHALIUY B COOTBETCTBUM C MHCTPYKLUSIMH U
JIpyrol TeXHWYeCKOU JJOKyMeHTaLei

OmnwucaHue MPOBeJeHHOTO KOMIIEKCA MEepPOTIPUSITHN B COOTBETCTBUU C
HMHCTPYKUMSMU 110 0(hOPMJIEHUIO U IPYTOM TeXHUUYeCKOU JJOKyMeHTalyei

HeobOxopumbie ymeHust Ocy11ecTBAATh IPOBEPKY UI€HTUYHOCTH, KOJIMYeCTBa UCII0/Ib30BaHHBIX B
TIPOM3BO/ICTBE MaTepyasoB, ChIPbs, TOJIYPOLYKTOB

[TpoBepsATh JOKYMeHTALMIO NP NIPOU3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

ObecreurBaTh Ha/IMUMe MaTepUaIoB U 000PYAOBAHKUS B KOIMUECTBAX,
HEOOXOZMMBIX ISl OCYIIIeCTB/IEHUS 33/IaHHOTO TTPOM3BO/CTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPE/ICTB

OTpakaTh pe3y/bTaThl MPOBEEHHOTO KOMI/IEKCa MEePOTIPUSITUI B COOTBETCTBUHU
C UHCTPYKLUSIMU 110 O)OPMJIEHHIO U [PYTOM TEXHUUECKOM JOKyMeHTaLuei

HeobxoymMble 3HaHMS MeTo/ibl U MHCTPYMEHTHI YIpaB/ieHHsI PUCKAaMU NIPU TPOU3BO/CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

MeTo/p! TpeyTpexjeHrss MUKPOOUO/IOTMUEeCKOTO 3arpsi3HeHust
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

MeTo/p! CTaTUCTAYECKOTO YIIPAB/IeHUSI KAUeCTBOM, UCTIO/Ib3yeMble TIpU
OCYIL[eCTB/IEHUHU TpOLiecca MPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

TexHUUECKUH aHTIMHACKUH SI3bIK B 00/71aCTH MMPOM3BOZICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e30IacHOCTH,
OXpaHbl OKpY>Karolel cpefibl

Oco0bble yc/1oBUs JI0TTyCKa K
pabore

[pyrue xapakTepucTUKU -

3.3.3. TpypoBasi pyHKIMA

Ocy11iecTB/IeHMEe MePOIIPUATHM 110
TIpe/IyTPeXXIeHHI0 Opaka U TIOBBILIIEHHIO
KauecTBa BbIITyCKaeMbIX

YposeHb
HaunmeHoBaHue HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX Kog, C/03.6 P 6
L KBa/mMuKaum

CpeacCTB Ka4eCTBad BBIITYCKAEMOU

HAaHOCTPYKTYPHPOBAHHBIX JIEKADCTBEHHBIX

CpeacTB
IMpoucxoxzerre 06001IeHHOH 3arMCTBOBaHO 13

P KA . OpuruHan X 1268

TPYZAOBO# HYHKLMN OpUrMHasa




Kon PerucrpaijioHHbIit HOMep
OpUrMHasn nipodeccroHaNBEHOTO
a CTaHgapra

TpyzoBbIe elCTBUS

ObecreyeHne Ha/Muus Ha paboOUMX MeCTax TUMOB U ()OPM JOKYMEHTOB [iJist
PEerucTpaLyy OTK/IOHEHUH, BBISIB/IEHHBIX B X0/I€ TEXHOJIOTMYECKOro MpoLiecca, B
paboTte 060py0BaHUS, UHXXEHEPHBIX CHCTEM

KoHTposnb BbINO/IHEHUS NOPsiAKa eMCTBUM NIPU BbISIBJIEHUH OTK/IOHEHUN
(HeCooTBeTCTBHIA) B paMKax TpeOOBaHHU JOKYMEHTOB, YTBEP>KEHHBIX B
OpraHu3saluu

Peanu3aiys mep, HarpaB/IeHHBIX Ha UCK/IIOYeHHe (TIpeayrpexeHue) nosiBIeHUs!
Opaka MpoM3BOAUMBIX HAHOCTPYKTYPHPOBaHHbBIX JIeKapCTBEHHBIX CPeZICTB

OrnrcaHue MPOBeIEHHOTO0 KOMIL/IEKCA MePOTIPUSTHI B COOTBETCTBUU C
VHCTPYKUWSMU 110 0()OPMJIEHUIO U IPYTOM TEXHUUYECKOU JJOKyMeHTalei

HeobOxoaumbie ymeHust

OrnpefiensTb NPUYKMHBI BOSHUKHOBEHUS OTK/IOHEHUI OT TeXHOJIOTMUeCKOro
TpolLiecca, BO3MOKHOCTH X 0OHapy KeHust

OreHuBaTh CTeleHb KpUTUUHOCTU OTK/IOHEHUS M B/IMSIHHAE Ha Ka4eCTBO
BBIIyCKaeMol NpOJyKLUU

OO6ecrieunBaTh 3allIUTYy MPOAYKTa OT HEraTUBHOI'O BJIMSAHUA BbIABJIEHHOI'O
OTKJ/IOHEeHUA

Bectu perucTpaljiOHHLBIE 3alIMCH I10 BbIAB/I€HHBIM OTK/IOHEHHAM

Ocy11ecTBAATb POBEPKY UAEHTUYHOCTH, KOJIMYECTBA MCIT0/Ib30BaHHBIX B
TIPOM3BO/[CTBE MaTepUasoB, ChbIpPbs, MOMYIIPOAYKTOB

[TpoBepsiTh TEXHMUECKYIO JOKYMEHTAL[1IO TIPU MPOX3BO/|CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

Heobxoaumble 3HaHUS

MeTo/bl 1 MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMU TPY TIPOM3BO/ICTBE
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

MeTozp! TpeyTIpeXxjeHrs MUKPOOMO/IOTMUeCKOT0 3arpsisHeHus!
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHbIX CPeJCTB

MeTo/ibl CTaTUCTUUECKOTO YIpaB/ieHHsl KaueCTBOM, UCI0J/Ib3yeMble TPU
OCYIL[eCTB/IEHUH TpOLiecca MPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KaPHOUW 6e30TacHOCTH,
OXpaHbl OKpy»Katollel cpefibl

Oco0ble yc/1oBUS J0ITyCKa K
paboTe

[pyrue xapakTepucTUKU

3.3.4. TpypoBas GpyHKIUA

[TpoucxosxeHre 06001IeHHOM
TPYJOBOH (QYHKLIM

KoHTpo/b BBITIOJIHEHHS TIOPsiIKa cOopa,
YpoBeHb
HaumeHoBaHMe XpaHeHUs U 1epejaud Ha YHUUTOXXEeHHe Kop C/04.6 6
KBa/TMUKaLUA
OTXO/]0B ITPOM3BO/ICTBA
3auMCTBOBaHO U3
OpwuruHan X 1268
OpUrvHama
Koz PerucrpalvioHHbIN HOMeEp
OpHUTHHA npo¢eCcCOHANBHOTO
a CTaHJapTa

\pr,LLOBLIe JeHCTBUS

\O6ecnequHe TUIOB U (JOPM [JOKYMEHTOB /1/1s1 Be[ileHHs 3alvCel BbITIOTHEHUs]




nopsiika cOopa, XpaHeHHs1 ¥ 1epejjaud Ha YHUUTOXKeHHe OTXO/I0B MPOU3BO/ICTBA,
a TakKe 3a0pakOBaHHBIX MAPKUPOBOUHBIX, YIITAKOBOUHBIX MaTEpPHAJIOB,
TOYTIPOAYKTOB, HAHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeZICTB

KOHTpOJIb BBITIO/IHEHHST KICTIOJTHATE/ISIMU OTiepariyii TI0 MopsiAKy coopa,
XpaHeHus U MepeJiaud Ha YHUUTOXKeHHe 0TXO/I0B MPOM3BO/ICTBA, a TaKXKe
3a0pakOBaHHBIX MaPKMPOBOUHBIX, YIIAKOBOYHBIX MaTepHasIOB, TOIYTIPOAYKTOB,
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPe/ICTB

Opranu3auysi 3arnoyiHeHys: 1 00ecriedeHust COXPaHHOCTH TeXHUUeCKOH
JIOKyMeHTally UCTIOJTHUTE/ISIMU Ollepaljui TeXHOJIOTMYeCKOro rpoLecca

OTpakeHue MPOBeIEHHOTO KOMIL/IeKCa MePOTIPUSITUM T10 BbITIOJIHEHUIO TIOpsiZiKa
cOopa, XpaHeHUs U Tiepeiaud Ha YHUUTOXKEHHe OTXO/I0B ITPOU3BO/ICTBA B
COOTBETCTBUM C UHCTPYKLUSMU T10 0()OPMJIEHUIO U [IPYTOM TeXHUYECKOU
JIOKyMeHTaLen

Heobxomvmbie ymMeHUst

Ocy11ecTBASTb IKCITyaTal[H0 TeXHOJIOIMUeCKOTr0 U UCTILITAaTeTbHOTO
000py/10BaHuS ¥ CPeJICTB U3MEPeHn

BBINoHATE KOHTPOJ/Ib TIPOBE/IeHNs OTepariyii o cOopy, XpaHeHHIO U repeaue
Ha YHAYTOKEHHE O0TXO0/J0B TIPOM3BO/ICTBA, a TaK)Ke 3a0paKOBaHHBIX
MapKMPOBOUHBIX, YITAKOBOYHBIX MaTepHUasioB, MOIyIPOAYKTOB,
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

HpOI/IBBOAI/ITb OLIEHKY pe3yJ/IbTdTOB IIPOBEAEHHOI'O KOHTPOJIA

Heobxoumble 3HaHUS

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHUsI PUCKaMU IPY IPOM3BO/ZICTBE
HaHOCTPYKTYPHUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

MeTo/ibI TIpeyTIpeXKAeHNsI MUKPOOHMO/IOTHUeCKOTO 3arpsi3HeHHUsT
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

MeTo/bl CTaTUCTUYECKOTO yTpaB/ieHUs] KaueCTBOM, UCTIOJIb3yeMble TIpU
OCYI1leCTBJ/IEHUM MpoLiecca MpOr3BO/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

TpeboBaHusi cCAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, N0yKapHOI 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0bble yc/1oBUS [OTTyCKa K
pabore

Jpyrue xapakTepuCTUKU

3.3.5. TpypoBasi pyHKIMA

ITpoucxosaeHre 0600IIEHHOM
TPYZA0BOH (HyHKLIUU

YueT roToBbIX HAHOCTPYKTYPUPOBAHHBIX
YpoBeHb
HaumeHoBaHue JIeKapCTBEeHHBIX CPe/ICTB Ha IIPOU3BO/CTBE Kog, C/05.6 6
KBa/mMuKaum
Yl TIpY Tlepeiave Ha CKJaj,
3auMCTBOBaHO U3
Opwurunan X 1268
OpUrMHana
Kop PerucrpaliioHHbI# HOMEp
OpHUTHHA rpo¢ecCrOHaTBHOTO
a cTaHjapra

TpyzoBble felcTBuUs

OreHKa NpoM3BeleHHOT0 KOJIMUYeCTBa HAHOCTPYKTYPUPOBAHHbIX JIeKAPCTBEHHBIX
CpeJiCTB

[ToaTBEpK/IeHHe COOTBETCTBUS KOJTMUECTBAa 1 HAUMEHOBaHWH T0/TyueHHOU
rOTOBOW MPOJYKIMM Ha MPOM3BO/ICTBE U MPU Mepejiaue Ha CKIa[

ObecrieyeHne HEOOXOAMMBIX YCJIOBUH [/l XPaHEHHUsI TOTOBBIX
HaHOCTPYKTYPUPOBaHHBIX JIeKaPCTBEHHbIX CPeJCTB HA POU3BO/CTBE U MPU




repejiayue Ha CKJaj

CBepKa MaTepyanbHOTO OajiaHCa B COOTBETCTBUH C UHCTPYKLIUSMU TI0
0(OpPMJIEHHIO U APYTOM TeXHUUECKOW JOKYMeHTaluei

dopmypoBaHue OTUETHOCTH IO pe3y/ibTaTaM JiesiTeJIbHOCTU NTPOM3BO/ICTBA
HaHOCTPYKTYPUPOBaHHBIX JIeKAPCTBEHHBIX CPeJCTB

Heobxomvmbie ymMeHUst

OnpeziensiTb TEXHUYECKYHO JOKYMEHTALMIO [JIs1 yueTa TOTOBbIX
HaHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX CPeJCTB Ha MIPOU3BO/CTBE U MPU
niepefiaue Ha CK/af,

ITpoBepsiTh TEXHMUECKYIO JOKYMEHTALUIO IIPYU MPOX3BO/CTBE
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPe/CTB

Ocy111ecTBASTh NPOBEPKY WAEHTUYHOCTH, KOJTMYECTBA UCIO0J/Ib30BaHHBIX B
TIPOM3BO/[CTBE MaTepuasoB, ChbIpbs, MOMYIIPOAYKTOB

BBbINOTHATE MPOBEPKY MaTeprabHOrO OajlaHCa TOTOBBIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKapCTBEHHBIX CPeJCTB Ha MPOU3BO/ICTBE U MPHU
riepejiaye Ha CKJaj

ObecreurBaTh COXpPaHHOCTH M 3aIUTY TOTOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPeZICTB Ha IPOM3BO/ICTBE U NIPU Iepefiaue Ha CKaf,

Heobxoqumble 3HaHUS

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl pUCKaMu NpY MPOU3BO/ICTBE
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPe/ICTB

MeTo/ibI TIpeyTIPeXKAeHNsI MUKPOOHMO/IOTHUeCKOTO 3arpsi3HeHHsT
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

MeTo/ibl CTaTUCTUUECKOTO yIpaB/ieHHsl KaUeCTBOM, UCII0J/Ib3yeMble TIPH
OCYIL[eCTB/IEHUU TpOoLiecca MPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB

TexHUUeCKUH aHTIMHACKUH SI3bIK B 00/1aCTH MPOW3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

TpeboBaHuUsI CAHUTAPHOTO PEXXKUMa, OXPaHbI TPY/1a, T0YKapHO# 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0bble yc/ioBUs JOTTyCKa K
pabore

[pyrue xapakTepucTUK1

3.3.6. TpypoBasi pyHKIMA

IMpoucxoxxaerre 06001IeHHOH
TPY/I0BOM HyHKLIH

Paccne,qOBaHMe " BbIsIB/IEHHWE TIPUYHH
BO3HUKHOBEHHS OTK/IOHEHUU B y
OBEeHb
HaumeHoBaHue TeXHOJIOTUUeCKOM IpoLjecce Kog, C/06.6 P 6
KBa/mMuKayum
IIPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJCTB
3auMCTBOBaHO U3
Opwurunan X 1268
OpWI'MHaIa
Koz PerucrpauyoHHbIl HOMep
OpUTMHa NpodeccCUOHaNTBEHOTO
a CTaHzapTa

TpyzoBble felcTBuUs

Opranu3anusi cbopa Heob6xoguMoM MH(DOPMALUK J71s TIPOBE/IeHUST
paccieloBaHUsI OTK/IOHEHWH, BbISIBJIEHHBIX B TEXHOJIOTMUECKOM MpoLecce
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPeZICTB

MAEHTI/IQ)I/IK&L[I/IH OTKJIOHEHI/Iﬁ, BBISIB/IEHHBIX B TEXHOJ/IOTMUYECKOM IIpoLecce




TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Amnanu3 nosyueHHOUM vH(MOpMary 00 OTK/IOHEHUSIX, BBISIBJIEHHBIX B
TeXHOJIOTMUeCKOM TIPOoLiecce MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbBIX
JIEKapCTBEHHBIX CPeJICTB

BrisiBnenue MPUYNHBI OTKHOHEHHﬁ, BBISIBJIEHHBIX B TEXHOJIOTHUYE€CKOM IIponecce
TMMPON3BOACTBA HAHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPe/ICTB

Pa3paboTka ZielicTBUM, KOPPEKTHUPYIOIUX 1 MPeAYIPEXKAAOIINX MTOSIBJIEHHe
OTKJIOHEHUM B IIpoLjecce NPOU3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX
JIeKapCTBeHHBIX CPe/ICTB

[okyMeHTanbHOe oopmiieHre POBeZeHHOT0 KOMIUIEKCa MepPOTIPUSITUM 110
pacc/ieZIoBaHUIO U BbISIBJIEHUIO IPUYUH BO3HUKHOBEHUSI OTK/IOHEHUM B
TeXHOJIOTUUeCKOM MPOoLecce MPOX3BO/ICTBAa HAHOCTPYKTYPHUPOBaHHBIX
JIEKapCTBEHHBIX CPeJCTB

HeobOxopumbie ymeHust

OHpe,I[eJIHTb TMMPpHUYKUHBI BO3HUKHOBEHUA OTK/IOHEHUM TeXHOJIOTHUYeCKOI'0
rponecca rnmporsBoOCTBd HAHOCTPYKTYPHUPOBAHHLIX JIEKAPDCTBEHHLIX CDEACTB

[Tpor3BOAUTH OLIEHKY B/IWSIHUS BbISIBJIEHHBIX OTK/IOHEHUM MpoLecca
MPOM3BO/CTBA HAa KaUeCTBO BBIITyCKaeMbIX HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPefICTB

[TpyHMMaTh Mepbl K yCTPAaHEHUIO OTK/IOHEHHWH, BbISIBJIEHHBIX B IIPOLieCCe
TIPOX3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxogumble 3HaHUS

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU [1/1s1 KaueCcTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

MeTo/ibI TIpeyTIpeKAeHrsI MUKPOOHO0/IOrHUeCKOTo 3arpsi3HeHust
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

MeTo/ibl CTaTUCTUYECKOTO yIpaB/ieHHsl Ka4eCTBOM, UCII0/Ib3yeMble TIPU
OCYI11leCTBJ/IEHMM MpoLiecca NMpor3B0O/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPeJICTB

TpeboBaHUs CAHUTAPHOTO PEXKMMa, OXpaHbl TPY/ia, TO’KapHOUW 6e30IacHOCTH,
OXpaHbl OKpYy>Katollel cpefibl

TexHonornueckuii rnponecc rnmpon3BoACTBa HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

Oco0blie yC/1oBUs I0MyCKa K
paboTe

Lpyrve xapakTepuCTUKA

3.3.7. TpypoBas QpyHKIuUsA

HanmeHoBaHue

OLeHka JOKyMeHTaLu,
peryiaMeHTUpYoLel TIpoliecc

YpoBeHb

[TpoucxosxaeHre 0600IIeHHOM
TPyZAOBOM (HyHKIUU

Kop, C/07.6 6
IIPOU3BOZCTBA HAHOCTPYKTYPUPOBAHHbIX KBa/MUKaLiH
JIEKAPCTBEHHLIX CPEACTB
3aMMCTBOBAaHO U3
OpwuruHan X 1268
OpUrMHana
Kog, PerucrpaljioHHbIit HOMep
OpUrMHas nipodeccroHaNBEHOTO
a cTaHzapTa

TpyzoBbIe elCTBUSA

OrieHKa TUMOB ¥ (JOPM JJOKYMEHTOB /i/1sl BeJleHUs 3aIliceil 0 X0/ie BbITIOJTHEHHS
orepalii TeXHOJOTMYeCKOro rpoLiecca MpOU3BO/CTBa, (haCOBKHU U YIIaKOBKU
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB




OreHKa BeZileHUs] perCTPaLiMOHHbBIX 3arycel Mpy 3aro/IHeHUY MapLIpPyTHBIX
KapT, JOCbe Ha CepUI0 TOTOBOM MPOAYKLIMU

OreHKa akTyaabHOCTU JOKYMEHTOB Ji/1s1 Be[leHUsI 3aIucell 0 X0/ie BbITIO/THEHUS
orepaLyii TeXHOJIOTHUYeCKOro Mpoliecca Mpor3BO/ICTBa, (PACOBKYU U yIIaKOBKU
HaHOCTPYKTYPUPOBAHHbBIX JIeKaPCTBEHHBIX CPe/ICTB

OrjeHka obecrieueHrsi COXPaHHOCTH IOKYMEHTOB [jis Be[IeHUsI 3aricelt o Xo7e
BBITIOJTHEHUS OTIePaLvid TeXHOJIOTUUeCKOTO TIpoIiecca Mpou3Bo/[CTBA, (PaCOBKH U
YMaKOBKH HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPEZICTB

Heob6xoivMble ymMeHUst

[Tpou3BOUTH OLIEHKY JI0KyMEeHTAlluy OpraHu3alvy, peryiaMeHTHpYoLei
TIPOLieCC MTPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPe/ICTB

Ocy1ecTBAATh aKTyaau3alyio ¥ YHUUTOXKeHHe JOKYMEeHTOB [IPOM3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Ob6ecrieurBaTh COXPAHHOCTD U 3al[UTY AOKYMEHTALMHU T10 TIPOLieccy
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

OdopmraTs u3MeHeHus1, He0OX0MMBbIe /IJIs aKTyanru3aliy JOKyMeHTaluy 110
TpoLieccy NMPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPEZICTB

Heobxoqumble 3HaHUS

I[TpaBusia KCTyaTaliy TEXHOJIOTMYECKOT0 U UCTILITaTe/TbHOTO 000pyJ0BaHMs,
Cpe/iCTB M3MepeHUH, UCTI0Ib3yeMbIX TPH OCYIeCTBIEHHH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

AHanuTHUeCcKre MeTOJUKU U MeTO/Ibl BU3yaTbHOTO KOHTDPOJIS
TEXHOJIOTMUeCKOT0 TpoLjecca MPOU3BO/[CTBAa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU /1Sl KaueCcTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

HDHHHHHBI Ba/IMAdlMH TEXHOJ/IOTMYECKHX ITPOLEeCCOB, dHA/IMTUUECKHUX METOAUK,
KBa]II/I(i)I/IKaL[I/II/I HOMEH_[E‘HI/II\/i u O60py'Z[OBaHI/I$I, NH)XE€HEPDHbIX CUCTEM IIpoLecca
TMMPON3BOACTBA HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPECTB

METOABI rnpeayrpexaeHus MI/IKpO6I/IO]IOFI/I‘—IeCKOFO 3arpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

MeTo/pl CTaTUCTAYECKOTO YIIPAB/IeHHUSsI KAUeCTBOM, UCIIO/Ib3yeMble TIpU
OCYI1leCTBJ/IEHMM MpoLiecca NMpor3B0O/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPeJiCTB

TpeboBaHusi JOKyMeHTOB K pa3paboTKe, Co/iepyKaHUI0, BeZIeHHIO U YIIPaB/IeHHI0
JOKyMeHTaLuen

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ja, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kato11leld Cpe/ibI

Oco0bble yc/ioBHs OTTyCKa K
pabote

[pyrue xapakTepyuCTUKU

3.3.8. TpypoBas ¢pyHknus

HaumeHoBaHue

KoHTposb 3a rpoBezieHreM 00yJeHust

TepcoHara, 3aZieliCTBOBaHHOTO B 06/1acTH
TIPOM3BO/ICTBAa HAHOCTPYKTYPHPOBAHHBIX KBanMUKaIH1
JIeKapCTBEHHBIX CPe/ICTB

YposeHb

Koz C/08.6

IMpoucxosxaeHre 0600IIeHHOM
TPyZAOBOU HyHKIUH

OpruHan X 3anMMCTBOBaHO U3 1268

OpUrMHana

Kon PerucrpaijioHHbIit HOMep




OpUTHHa rpogeccroHaIbHOTO
a CTaHjapra

TpyZoBbIe 1elCTBUS

CorlacoBaHve IporpaMM 00y4eHHs TIepCOHasa, 3aHSITOTO B MPOM3BO/ICTBE
HAHOCTPYKTYPHUPOBaHHbBIX JIeKapCTBEHHBIX CPe/ICTB

[1nanupoBaHue MOTPeOHOCTH B TIPOBEEHUH TIEPBUUHOTO, TTePHUOIUECKOTO,
crieLjiabHOro 00yueHust IepCcoHasa, 3aHATOrO B IPOU3BO/CTBE
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

CornacoBaHue T1aHOB-TpaMKOB 00yJeHusi TiepcoHasia, 3aHsITOrO B
TPOM3BO/[CTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

ObecrieueHue TOCeITeHNs TIePCOHANIOM TpebyeMbIX 3aHSATH 10 00yueHHIo

KoHTposnb 3a npoBesieHye TeOpeTUYECKUX U NTPAaKTUUeCKUX 3aHATUH C
MepCOHAJIOM, 3aHATHIM B ITPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/iCTB

Heobxomvmbie ymMeHUst

OteHUBATH COZiepKaHKe MPOrpaMM 00yueHUst TIepcoHaa, 3aHATOro B
MIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

CocTaB/sTh TUIaHBI-TPAaQUKU 00yUYeHUs IIepCOHaa, 3aHATOTO B TTPOU3BO/ICTBE
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

[TpoBoauTh 0OyUeHHe MepCcoHasa, 3aHSTOTO B TPOU3BO/CTBE
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPEZICTB, B COOTBETCTBUU C TJIaHOM-
rpauKoOM TpeAnpUsTUS

Ocy111ecTBASTh NOATOTOBKY TECTOBBIX 3a/laHUM, CUTYaLIMOHHBIX 3a/au JJ1si
OLIeHKU 3HaHW MepcoHara, 3aHSITOr0 B IPOM3BO/CTBE HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

[Tpon3BOUTH KOHTPOJIb YCBOEHHSI MaTepHasia epcoHaaoM, 3aHIThIM B
TIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

Heobxoqumble 3HaHUS

TpeboBaHust TOKYMEHTOB K pa3pabaTbiBaeéMbIM METOAUKAM 00yUeHHUSI
TepCoHasIa, 3aHSTOrO B MIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKapPCTBEHHBIX
CpeJiCTB

Crnioco0bl ¥ KpUTEPUH OLIEHKH yCIIeBaeMOCTH 00yuaeMoro repcoHasa, 3aHsITOro
B [POM3BO/[CTBE HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHbIX CPE/ICTB, B
COOTBETCTBUM C YTBEPKJEHHbIMU IJIaHaMU-TpaduKaMu

[TpaBua 3KCIUTyaTal[ii TeXHOJIOTUYECKOTO U UCTIBITATeTbHOTO 000PYA0BaHMUS,
CpeJiCTB U3MepeHU, UCT0/Ib3yeMbIX B IPOM3BO/CTBE HAHOCTPYKTYPHUPOBAaHHBIX
JIEKapCTBEHHBIX CPeJICTB

CraZuy TeXHOJIOrMUeCcKOro Mpoljecca MpoU3BO/ICTBA HAHOCTPYKTYPUPOBaHHbBIX
JIEKapCTBEHHBIX CPeJICTB

AHanmuTuyeckKue METOAWKH 1 MeTO/Ibl BU3ya/IbHOI'O KOHTPOJIA
TEXHOJIOTMY€eCKOTO MrpoLnecca rporus3Bo4CTBd HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

MeTo/ibl U MHCTPYMEHTHI YIIpaB/ieHHsl PUCKaMU JIJIsl TTOBBIIIIeHHs] KaueCTBa
HAHOCTPYKTYPUPOBaHHBIX JIEKapCTBEHHBIX CPe/ICTB

[TpUHLIMIIBI BaIMJALIMM TeXHOJIOTMUECKUX MPOLeCCOB, aHATUTUYECKUX METO/IUK,
KBa/TM(UKALMY TIOMellleHni 1 000py/10BaHus1, MH)KeHepPHBIX CUCTeM TIpoLiecca
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

MeTo/ibI TIpeyTIpeKAeHrsI MUKPOOHO0/IOTHUeCKOT0 3arpsi3HeHusT
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

MeTo/ibl CTaTUCTUUECKOTO yIpaB/ieHHsl KaueCTBOM, UCII0/Ib3yeMble TIPU
OCYILleCTBJ/IEHMM MpoLiecca MpOor3B0O/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB




TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXPaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleid cpe/ib

Oco0bble yc/ioBUs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.4. O6001eHHas TpyaoBasa GyHKIusa «OpraHu3alus TEXHO/JI0rHUeCKOro Mporecca NpoMbIIIIeHHOT 0
NPOU3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHbIX CPeACTB»

HanmeHoBaHue

IMpoucxoxaerre 06001eHHOH
TPY/10BOM HyHKLIH

OpFaHI/I3aL[I/IH TeXHOJIOrnyeckoro
TIpoLjecca IMpOMBILIZIEHHOI'O IIPOU3BO/CTBA YpoBeb
Kop, D 6
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX KBa/MHKALIH
CpeaCcTB
3auMCTBOBaHO 13
Opwurunan X 1268
OpUrMHasa
Koz PerucrpauyoHHbIN HOMep
OpuyruHasn npogeccroHaabHOT0
a CTaHzapTa

Bo3MoykHbIe HaMeHOBaHUsI
J0JDKHOCTeH, rpodeccui

NHxeHep-TexXHOJI0T

TpeboBaHusi K 06pa30BaHHUIO
1 00y4eHuto

Briciiiee O6pa3OBaHI/Ie - 6aKa]'IaBPI/IaT

TpeboBaHUs K OTBITY
TIPaKTUYeCKOi paboThbl

He meHee Tpex JieT paboThI 110 OrepaljMoOHHOMY YTIpaBJIeHHIO TIPOU3BOJCTBOM Ha
VH)KeHepHO-TeXHUUeCKHX JJOJDKHOCTSIX B 00/71aCTH MPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

Oco6ble yc/IoBUS OITyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEIbHBIX (TIPU MOCTYTI/IEHWH Ha paboTy)
Y TIEPUOIUUECKUX MEeIUIIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKXKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeIoBaHMI) B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/laTenbCcTBOM Poccuiickoii ®esepaiuu

[TpoxoskaeHre UHCTPYKTaXka TI0 0XpaHe TPy/a U TeXHUKe 06€30MmacHOCTH

[pyrue xapakTepyuCTUKU

HononxutenbHOe TipodeccrioHanbHOe 00pa3oBaHue - IPOrPAMMbI TIOBBILIIEHHS
KBa/IM(UKAaLUU, TTPOrpaMMbI MPOQeCcCrUOHaNIbHOM MeperoroTOBKY 0 MPO(UIo
JlesITeTbHOCTU

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTePUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Ko HanmeHoBaHve 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
WY CIeLMaJbHOCTH
OK3 2145. VH)XeHepbI-XVMUKU
ETKC umu EKC VH>xeHep-TeXHOJIOT (TeXHOJIOT)
OKILATP 22581 VHKeHep 110 UCTIBITAHUAM
22860 VH)XeHep-X¥MUK
OKCO 2016 1.04.03.02 Xumus, (Hr3rKa U MexaHWKa MaTepuasioB
2.18.03.01 XHUMHUUecKask TeXHOJIOTUs
2.28.03.03 HaHomaTtepuasbl
3.4.1. TpypoBasi pyHKIHA
Haumerosanve | Pa3pa6oTKa M COT/IacOBaHMe Kop Yposetb |I|




JOKYMeHTal[\|, peryiiaMeHTUPYoLei

TIPOLIECC TTPOMBIIIIEHHOTO TTPOU3BO/ICTBA

ITpoucxosxaeHue 06001eHHOM
TPY10BOM QYHKI[UH

KBa/TMUKaLUA

HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX
CpeacTB

3aMMCTBOBaHO U3

OpwuruHan X 1268
OpUrMHasma
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyZoBbIe 1elCTBUS

Pa3paboTka persiaMeHTa MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPefICTB

Pa3paboTKa, coryiacoBaHHe UHCTPYKIIMMA, CTaHZAAPTHBIX OTePAllMOHHBIX
rpoLeayp AJ1s1 TOATOTOBUTE/IbHBIX OTepaLivii TeXHOJI0TMUeCcKoro rporecca

Pa3paboTKa, coryiacoBaHHue UHCTPYKIIMM, CTaHZAAPTHBIX OMEePalMOHHbIX
nporielyp TOATOTOBKH TEXHOJIOTUYeCKOro 000pY/J0BaHUs K peasii3aljiu 3TaroB
Tripoliecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB

Pa3paboTka, coryiacoBaHue UHCTPYKIMA, CTaHZAPTHBIX OTePaLMOHHBIX
TpoLieAlyp BBIMOJHEHHs Orlepaljiii TeXHOJI0TMYeCKOro rpoliecca MpOM3BO/CTBA

Pa3paboTka, coriacoBaHue WHCTPYKLMH, CTaHJapTHBIX OTepalOHHbBIX
NpoLie/lyp BBINIOJIHEHUS Orepaldii TeXHOJI0IMYecKoro mporiecca (pacoBKU U
yaKOBKH

Heobxomvmbie ymMeHUst

O060011aTh TeXHUUECKHE TPeOOBaHUS K OTJe/IbHBIM 3TariaM U Tporieccam
TIPOM3BO/ICTBA B 11€JI0M B HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[Tpou3BOAUTE KCIIEPTU3Y JOKYMEHTOB, OMUCHIBAIOLUX TEXHOIOTHIO
TPOM3BO/CTBA, ()aCOBKY M YIaKOBKY HAHOCTPYKTYPHUPOBAHHbBIX JIeKaPCTBEHHBIX
CpeJCTB

OdopmnsiTe U3MeHeHUs! K IPOMBILLIEHHBIM perjiaMeHTaM, TeXHOJI0TMueCKUM
VHCTPYKLMSIM, CTaHJapTHBIM OIepaliMOHHbIM TpoLiefypam,
perjiaMeHTUPYIOLUM TTPOU3BOCTBO HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeJCTB

OCYH.[ECTBJIHTL dKTyd/IM3dlJU0 U YHUUTOXEHHE JOKYMEHTOB ITPOU3BOACTBA
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

HeobOxoaumble 3HaHUS

MeTo/ibl ¥ KpUTEPUM OLIEHKH TeXHOJIOTHUYeCKON JOKYMeHTAal[uM, OTpaXkarolei
TpOoLiecC MPOM3BO/ICTBa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHbIX CPe/JCTB

[TpaBua 3KCIUTyaTal[ii TeXHOJIOTUUYEeCKOTO U UCTIBITAaTeIbHOTO 000pYA0BaHMS,
CpeJiCTB U3MepeHU, UCT0/Ib3yeMbIX B MPOLIECCe MPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

AHamuThyecKue METOAWKHU U METOAbI BU3Yyd/IbHOI'O KOHTPOJIA
TEXHOJIOTMYECKOT'O MMpoLecca rporu3Bo4CTBd HAHOCTDYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

Craguu TeXHOJI0TMYeCKOro rnpoLecca NpOU3BO/CTBA HAHOCTPYKTYPUPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

METOABI W MHCTPYMEHTEI YTIpaBJ/IEHHWA PUCKaMU [JIA4 MOBBILIEHHA KaueCTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

HPI/IHL[I/IHBI Ba/IMalJUX TEXHOJIOTUUECKUX TIPOLEeCCOB, dHAJIMTUYECKUX METOJUK,
KBa]'II/I('];)I/IKaL[I/II/I HOMQU.[EHI/Iﬁ u 060py'E[OBaHI/ISI, NH)XE€HEPDHbIX CUCTEM

TexHUUeCKU aHIIMACKUH SI3bIK B 00/71aCTH MMPOM3BOACTBA
HAHOCTPYKTYPHUPOBaHHbBIX JIEKapCTBEHHBIX CPe/ICTB

METOAI)I CTaTUCTUYECKOI'O YIIpdBJ/JI€HUA Ka4e€CTBOM, HMCIT0/Ib3yeMbIe TIPpHU




OCYI1IeCTBJ/IEHMM MpoLiecca NMpor3BO/CTBa (hapMaLleBTUYECKOU MPOyKLUU

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.4.2. TpypoBasi GpyHKIUA

HaumeHoBaHue

CocrassneHue naHa-rpaguka

MIPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPeZICTB U OIpeJiesieHue KBa/M(UKALH
NoTpeGHOCTH B ChIpbe U MaTepuasax

Kog | D/02.6 ¥ poBeHE 6

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOU HyHKIUH

OpruHan X 3aMMCTBOBaHO U3 1268
OpHrMHana
Kon PerucrpaliioHHbI HOMep
OpUTHMHa npodeccroHaNIBEHOTO
a CTaHzapTa

TpyoBbie felcTBUS

O11eHKa MCTOb30BaHUs TIPOU3BO/ICTBEHHOT0 000pY/10BaHMsl, HOMEHK/IaTyPbl
MIPOM3BO/ICTBA, OCTAaTKOB FOTOBOM MPOAYKIIMU Ha CKJIaziax v 06ecrieueHHOCTH
TIPOM3BO/ICTBA HEOOXOMMBIM ChIDHEM U MaTepHaiaMu

H]IaHHpOBaHI/Ie HOTpE6HOCTI/I B CbIDbE U MdTepHaiax AJid MIpOrU3BOACTBA,
Cl)aCOBKI/I " YIIdKOBKH HAHOCTPYKTYDPHUPOBAHHLIX JIEKAPDCTBEHHLIX CPDEACTB

OdopmiieHre pe3ysibTaTOB MTPOBEIEHHOTO aHaM3a B BU/e TlaHa-Tpaduka
TIPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

HeobOxoaumbie ymeHust

Bectn MOHHUTOPUHI paGOTOCHOCO6HOCTI/I IMpOM3BOACTBEHHOI'O O60py,£[0BaHI/IH

Ocy11ecTBAATH IPOBEPKY UEHTUYHOCTH, KOIMYeCTBa M KaueCTBa MCXO/HBIX
MaTepHasIoB, UCTO/Ib3yeMbIX B TEXHOJIOTMUECKOM IpoLjecce POU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

O]_[eHI/IBaTB BJ/IMAAHHUE O6H&py>K€HHbIX OTKJIOHEHUM Ha BO3MO>KHOCTh
OpraHr3alivii IIPOMU3BOACTBd HAHOCTPYKTYPHPOBAHHLBIX /IEKADCTBEHHBIX CPE/ICTB

OTpakaTh pe3y/bTaThl IPOBEJEHHOT0 KOMIL/IEKCa MEePOTIPUSITUI 110
COCTaBJIEHUIO TU1aHa-rpadyKa NMpor3BOJCTBAa HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJCTB

BhInosHATE pacueTsbl MOTPeOHOCTH B ChIPbe, MaTepHasax, UCT0JIb3yeMbIX [JIs1
MPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHOM (papmalieBTHUeCKOU MpOAYKLUU

Heobxoaumble 3HaHUS

TpeboBaHusi TeXHUUECKOMN IOKYMEHTALUK K OCYILeCTB/IEHUIO MJIAHUPOBaHUS
TIPOU3BO/CTBEHHOM JlesiTeIbHOCTU

[TepeueHb UCXOHBIX JJAHHBIX, HEOOXOUMBIH /ISl COCTaB/IeHHUs TUlaHa-rpadrKa
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

XapaKTepruCTUKHU TeXHOJIOTUYECKOTO 000PYA0BaHUSs], UH)KEHEPHBIX CUCTEM,
BCIIOMOTaTe/TbHOro 000pY/J0BaHus, UCTIOB3YIOLMXCS B TIPOLiecce MPOM3BOACTBA
HAHOCTPYKTYPUPOBaHHBIX JIEKapCTBEHHBIX CPe/ICTB

CTtaguu TeXHOJ0TMYeCKOro rpoLecca NpOU3BO/CTBA HAHOCTPYKTYPUPOBaHHbBIX
JIeKapCTBEHHBIX CPeJICTB

[TpaBu/a 3KCIUTyaTal[ii TeXHOJIOTUYECKOTO 000PYAOBaHUs, WH)KeHEPHBIX
CHUCTEeM, BCIIOMOTaTeIbHOTO 0060pY10BaHusI, UCITOJIb3YIOIIUXCS B TIPOIiecce
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

TPE6OBaHI/I$[ K KaueCTBY UCXOAHBIX MATE€PHA/IOB, NUCII0/Ib3yeMbIX B ITpoLecce
IIPON3BOACTBA HAHOCTPYKTYPHPOBAHHLBIX JIEKADCTBEHHBIX CPECTB




AHanmuThyeckue METOAWKH YU METO/Ibl BU3ya/IbHOI'O KOHTPOJIA
TE€XHOJIOTMYEeCKOT'O IpoLnecca rporu3Bo4CTBd HAHOCTPYKTYPHUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

METOABI W UHCTPYMEHTEI YTIpaBJ/IEHHUA PUCKaMU [JIA4 MOBBILLIEHHA KaueCTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

[TpUHLIMTIBI Ba/TU/JALIAY TEXHOJIOTMYECKUX TIPOLIECCOB, aHATMTUYECKUX METO/IVK,
KBa/IM(UKAIUY TIOMeIIeHUH 1 000py/10BaHUs], UHKEHEPHBIX CUCTEM,
HCTI0JIb3yeMBIX B TIPOLIECCe TIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTo/ibI TIpeyTIpeXKAeHNsI MUKPOOHMO/IOTHUeCKOTO 3arpsi3HeHHUsT
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

MeTo/p! CTaTUCTAYECKOTO YIIPaB/IeHUsI KAYeCTBOM, UCTIO/Ib3yeMble TIPU
OCY11leCTBJ/IEHMM MpoLiecca NMpor3B0OCTBA HAHOCTPYKTYPHUPOBaHHBIX
JIeKapCTBeHHBIX CPefICTB

Bo3MoyxHOCTH U MOIIIHOCTH HpOHBBOACTBEHHOI‘;I jiomaakv B LieJIOM U
OT[e/IbHbIX €€ YYdCTKOB

TexHonoruuecKri NpoLecc Npou3BO/CTBa HAHOCTPYKTYPUPOBaHHbBIX
JIeKapCTBEHHBIX CPefICTB

Oco6blie yc/ioBUS AOMyCKa K
pabore

[pyrue xapakTepUCTUKU

3.4.3. TpypoBasi pyHKIHA

IMpoucxoxaerre 06001IeHHOH
TPY/10BOM HyHKLIH

OLIEHK&I TEXHOJIOTMYECKHUX IIPOLeCCOB U
JAaHHBIX MOHUTOPHHI'A HpOH3BO,Z[CTB€HHOI>i
Hanmenoanue Cpe[ibl TIPY OCYILECTB/IeHHH MPOr3Bo/CcTBa | Koj D/03.6 YpoBeHs 6
yii ’ KBa/mMUKam
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX
CpeacTB
3aMMCTBOBaHO 13
Opwurunan X 1268
OpUrvHama
Koz PerucrpaloHHbIN HOMep
OpUTHMHa npogeccroHaNIBEHOTO
a cTaHziapTa

TpyzoBble felcTBUs

Opranusauysi cbopa JaHHbIX TI0 BBITIOMHSEMbIM TEXHOIOTHUECKUM TpoLieccaM U
JlaHHBIX MOHHUTOPHWHTA [MPOU3BO/ICTBEHHOW Cpe/ibl B COOTBETCTBUHU C
VHCTPYKLHMSIMU U IPYTOM TEXHUUECKOM JOKyMeHTaLuen

O6p360TKa AaHHBIX TEXHOJIOTUYECKUX IPOLeCCOB U JdHHBIX MOHUTOPHUHI'A
IMPpON3BOACTBA HAHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPE/ICTB

OnpepeneHrie COOTBETCTBUS pe3y/IbTaTOB MPOBeIEHHOTO aHau3a TpeboBaHUsIM
TeXHUUYECKHX JOKyMEHTOB, Per/iaMeHTUPYIOLIUX MTPOX3BO/CTBO U KAUECTBO
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

Ornucanue NMpoBeIeHHOT0 KOMIL/IEKCA MEPONPUSATHI TI0 aHaIU3y
TeXHOJIOTUUeCKUX MPOLIeCCOB U IaHHBIX MOHUTOPUHTA MMPOU3BO/|CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

HeobOxopumbie ymeHust

OrieHrBaTh MPOU3BO/CTBEHHYIO JOKYMEHTAL[|I0, KaCarolyoCs
TeXHOJIOTMUeCKHX TMPOL[eCCOB MPOU3BO/CTBA HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBEHHBIX CPeZICTB

I/IHTepHpeTI/IpOBaTB JddHHbIe COCTOAHUA O60py,qOBaHI/IH, TeXHOJ/IOTHYEeCKHUX




TIPOLIECCOB, TTPOM3BO/ICTBEHHOM Cpe/Ibl, UCTIONb3YeMbIX B MpoLjecce
TIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OneHrBaTh B/IMsIHUE OTKJIOHEHMH B TEXHOJIOTMYECKOM Mpoliecce U
TPOM3BO/ICTBEHHOMW Cpejie Ha KaUeCTBO HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

OtpakaTh pe3y/bTaThbl MPOBEJEHHOr0 KOMILJIEKCA MEPOIIPUATHM 10 aHaIu3y
TeXHOJIOTMUeCKUX MPOLIeCCOB U JaHHbIX MOHUTOPUHIa IPOU3BO/ICTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

Heobxogumble 3HaHUS

[TepeueHb TpeOOBaHUA, TIPeABSB/SIEMbIX K OCYILIECTBIISIEMOMY
TeXHOJIOTUUeCKOMY TPOLIeCCy MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

HOpH,Z[OK MpoBegeHNs dHa/IM3ad TEXHOJIOTUYECKUX TMPOLeCCOB U IdHHbIX
MOHUTOPHUHI'a HpOHBBOACTBEHHOﬁ cpeabl

XapaKTepruCTUKHU TeXHOJIOTUUeCKOTr0 000pyA0BaHUsl, NH)KeHEPHBIX CUCTEM,
BCIIOMOraTe/IbHOro 000py/j0BaHUsl, UCIO/Ib3YIOIIMXCS B IIPOLiecce MPOU3BOACTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHbIX CPeJCTB

[TpaBu/a 3KCIUlyaTaljii TeXHOJIOTHUeCKOTr0 060pyA0BaH s, MH)KeHepHbIX
CHCTeM, BCIIOMOTaTeIbHOTO 000PYZ0BaHKS, UCTIONB3YIOIMXCS B TIPOLIecce
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

TpeboBaHus K KaueCTBY MCXOJHBIX MaTepHasIOB, UCIIOIb3yeMbIX B ITPOLiecce
MIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

AHanuTHYecKre MeTOAUKU U MeTO/bl BU3YyalbHOIO KOHTPOJIS
TeXHOJIOTMUeCKOI'0 TpoLjecca MpOU3BOCTBa HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBeHHBIX CPe/ICTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHUsl PUCKaMU MPU OCY1LleCTBIeHUH
NIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

[TpyHLMIIBI BaTWALMKU TeXHOJIOTMUeCKUX MPOLeCCOB, aHATUTUYECKUX METO/IVK,
KBa/M(UKaIUY TIOMeLieHn 1 000py/10BaHusl, MHKEHEePHBIX CHUCTEM,
WCTO/b3YeMBIX B MPOL{ecce MPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

TexHUUECKWH aHTIMHACKUH SI36IK B 00/1aCTH MMPOM3BOACTBA
HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/CTB

MeTo/ibI TIpeyTIPeXKAeHNsI MUKPOOHMO/IOTHUeCKOTO 3arpsi3HeHHsT
(hapMarieBTUUeCKOU MPOAYKIIUH

MeTo/bl CTaTUCTUYECKOTO yMpaB/ieHUs] KaueCTBOM, UCTIOJIb3yeMble TIpU
OCYI1leCTBJ/IEHMM MpoLiecca MpOor3B0O/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.4.4. TpypoBas GpyHKIUA

HaumeHoBaHue

ITpoucxosxzaeHue 06001eHHOM
TPYI0BOM (QYHKI[UH

Opranusaijys rpoBeieHust o0yueHus YpoBeHb
b LA TIPOBEA y Kog | D/04.6 P 6
TiepcoHasa KBa/IMUKaLH
OpuruHan X 3aMMCTBOBaHO U3 1268
OpurvHana
Koz PerucrpauyoHHbiéi HOMep
OpHUTHHa rpogeccroHaIbHOTO

d CTaHJapTa




TpyzoBbIe felCTBUS

YTBepxk/jeHre TTporpaMM 00yueHHs ITepCcoHasa, 3a/ieiCTBOBAaHHOTO B
peanr3alyy TeXHOJIOTMUeCKUX MpOoLiecCOB MPOM3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

OmnpepeneHrie TOTpeOHOCTH B TIPOBeIEHUH TIEPBUYHOTO, TT€PHUOMUYECKOT0,
crieLjaIbHOrO 00yUeHusi MepCcoHana, 3a/|elCTBOBAHHOTO B peanr3alii
TeXHOJIOTMUeCKHUX MPOLIeCCOB MPOM3BO/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

YTBepk/jeHue T1aHOB-rpaMKOB 00yUeHus TiepcoHasa, 3aHsTOro B
TIPOU3BO/ICTBE HAHOCTPYKTYPUPOBAHHBIX JIeKADCTBEHHBIX CPEJICTB

ObecrieueHre MecTa TIPOBe/IeHHs TPeOYeMbIX 3aHSATHH 110 00yUeHHTI0

[IpoBeseHue OLIEHKM 3HaHUI MepCoHaa B COCTaBe KOMUCCUU TIPeANPUSATHS

HeobOxopumbie ymeHust

OueHUBaTh COZiep)KaHre MPOrpaMM 00yueHHst TiepCoHasla, 3aleiCTBOBAHHOTO B
peanu3aliy TeXHOJOrMUeCKUX MpOoLiecCOB MPOM3BO/ICTBA
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB

CocTaB/Th TUIaHbI-TpagUKU 00yUeHust epcoHana, 3a/|eliCTBOBaHHOTO B
peasM3aly TeXHOJ0ITMUeCKUX MpOoLiecCoB MPOX3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

Ocy11ecTBASTb MOATOTOBKY TECTOBBIX 3a/]JaHUI /1/1s1 OLIEHKU 3HaHWM TepCcoHaia,
3a/1eliCTBOBAHHOI0 B peajiu3al[ii TeXHOJIOTHUYeCKUX MPOLIeCCOB MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPDCTBEHHBIX CPE/ICTB

Heobxoqumble 3HaHUS

ITOKyMeHTBbI, peryiaMeHTHPYIOIIe COCTaB/IeHHe ITPOrpaMM 00yJeHust
MepCcoHasa, 3aHATOr0 B MPOM3BO/CTBE HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeJCTB

[Topsifo0K B3aMMO/IeHCTBYS C TIOJUMHEHHBIM I1epPCOHA/IOM U CME>KHBIMU
T0/[pa3/ie/IeHUsIMU [I7Isl OCYIIIeCTB/IeHUS Tpoliecca 00yueHus

Crnioco6bl ¥ KpUTEPHU OLIEHKH yCIIeBaeMOCTH 00yuaeMbIX, 3a/ieiCTBOBAaHHBIX B
peasM3aly TeXHOJ0IrMUeCcKuX MpoLiecCoB MPOX3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

I[TpaBusia KCITyaTali TEXHOJIOTMYECKOT0 U UCTILITaTe/IbHOTO 0060pyJ0BaHM,
Cpe/iCTB M3MepPeHUH, UCT0Ib3yeMbIX TPH OCYIeCTBIEHHH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

AHanuTtuyeckue METOAWKHU U METOAbI BU3Yyd/IbHOI'O KOHTPOJIA
TEXHOJIOTMYECKOT' O IMpoLecca IMporn3BOACTBa (bapMaL[eBTI/I‘JECKOﬁ npoayKiru

MeTo/pbl 1 MHCTPYMEHTHI YIIpaB/ieHHsl PUCKaMU MPU OCYILeCTBAEHUH Tpoliecca
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpUHLIMIIBI BaMJALIMU TEXHOJIOTMUECKUX TTPOLeCCOB, aHATUTUYECKUX METO/IUK,
KBa/TM(UKALIMY TIOMeIlleHri 1 000py/[0BaHKs1, NHKeHEePHBIX CUCTEM,
WCITI0/Ib3YeMBIX NIPY OCYLeCTB/IEHUM NpoLiecca Mpor3BO/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

METOABI rnpeayrpexaeHus MI/IKpOGI/IOHOFI/I‘—IeCKOFO 3arpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX CPDENCTB

MeTo/pl CTaTUCTAYECKOTO YIIPAB/IeHHUSsI KAUeCTBOM, UCIIO/Ib3yeMble TIpU
OCYI1leCTBJ/IEHMM MpoLiecca Mpor3B0O/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIEKapCTBEHHBIX CPeJiCTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e30racHOCTH,
OXpaHbl OKpYy>Katolel cpefibl

Oco6blIe yc/IoBUS AOITyCKa K
pabore

Jpyrue xapakTepuCTUKU




3.5. O6o6meHHas TpyAoBas pyHkus «BHeapeHue U mo/AepKaHue Mpouecca MpOMBIIIIEHHOT0
NMPOU3BO/ICTBAa HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPeACTB»

BHenpenve u noamep>kaHue ripoliecca

IIPOMBIIIJIEHHOI'O IIPpOM3BOACTBA YpoBeHb
HaumeHoBaHue p p A Kop E P 6

HAHOCTPYKTYPUPOBAHHBIX JI€KapCTBEHHBIX KBaM(UKALH

CpeacTB
IpoucxosaeHre 0600IeHHOM 3aMMCTBOBaHO 13

P KA B OpuruHan X 1268
TPYZAOBOU (HyHKIUH OpUrMHasa
Koz PerucrpalyioHHbIN HOMep
OpyruHasl npodeccroHaabHOT0
a CTaHjapTa

Bo3Mo)KHbBIe HAUMEHOBaHUS
J0JDKHOCTeH, rpodeccui

Bepnyiuii uH>KeHep-TexXHOJIoT

TpeboBaHus K 00pa30BaHUIO
1 00y4eHuto

Briciiee o6pa3oBaHue - OakasaBpyuaT
111
Briciiee o6pa3oBaHue - CrIeLanuTeT

TpeboBaHUs K OTBITY
TIPaKTUYeCKOi paboThbl

He menee Tpex JjieT pa6OTbI Ha MH)XK€HEPHO-TEXHUYECKUX NO/DKHOCTAX B objactn
IMPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Oco6ble yc/IoBUS IOITyCKa K
paboTe

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEbHBIX (TIPU MOCTYTI/IEeHWH Ha paboTy)
Y TIePUOANUECKUX MeJULIMHCKUX 0CMOTPOB (00C/IeloBaHmii), a TaKkKe
BHEOUEPEeHbIX MeIUIUHCKMX 0CMOTPOB (00C/IeI0BaHM) B TOPSJKE,
yCTaHOBJIEHHOM 3aKOHO/aTebcTBOM Poccurickoit defjepariumn

[TpoxoskaeHre UHCTPYKTaXka TI0 0OXpaHe TPy/a U TeXHUKe 6e30macHOCTH

[pyrue xapakTepucTUK1

HonomHuTenbHbIe podeccroHasbHbIe IPOrPaMMbI - TPOrPaMMBbl TIOBBILLIEHUS
KBa/IM(UKAaLUU, TIPOrpaMMbI MPOQeCcCrUOHaNIbHOM MeperoroOTOBKY T0 MPO(UI0
JesITeIbHOCTH

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTe€PUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Ko HanmeHoBaHue 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeCccrm)
VTU CTeLUaJbHOCTH
OK3 2141. VH)KeHepbl B IPOMBILLIJIEHHOCTU U Ha TIPOU3BO/CTBE
ETKC nm EKC VHxeHep-TexXHOJIOT (TeXHOJIOT)
OKILATP 22854 VH)KeHep-TeXHOJI0T
22860 VH)XeHep-XUMUK
27142 TexHonor
OKCO 2016 2.18.03.01 XUMuryeckasi TeXHOJIOTHs
2.18.03.02 OHepro- U pecypcocbeperaroiifiie Mporecchl B XUMAUYECKOU
TeXHOJIOTUU, HeTeXUMUK U OMOTeXHOJIOTUU
2.19.03.01 brorexHosorus
2.28.03.03 HaHomaTepuassl
3.33.05.01 dapmarus

3.5.1. TpypoBasi pyHKIMA

HaumeHosanune [TnaHupoBaHKe SKCIIePUMEHTATbHBIX Koz E/01.6 YposeHb 6

paboT 1Mo MacIITabMPOBaHUIO HOBBIX

KBa/mMuKanum




TEXHOJIOTNMYEeCKHUX ITPOLIeCCOB U
BHeIJpEHHIO UX B IIPOU3BOCTBO
HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX

CpeJCTB

ITpoucxosxaeHue 06001eHHOM
TPY10BOM QYHKI[UH

OpuruHan X 3aMMCTBOBaHO U3 1268
OpUrMHasma
Koz PerucrpauyoHHbIéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyZoBbIe 1elCTBUS

OL[eHKa HCI10/Ib30BAHHBIX JdHHBIX O pa3pa60TKe HOBBIX
HAaHOCTPYKTYPHPOBAHHLIX JIEKADCTBEHHBIX CPE/ICTB, MepejaBa€MbIX Hd 3Tall
MaCI.LITaGI/IPOBaHI/IH

BHepeHue nipe//i0)KeHU 110 YCOBEPILIEHCTBOBAHUIO TEXHO/IOTHI IPOU3BO/ICTBA
HOBBIX HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

CoriacoBaHue [JaHHBIX O pa3paboTKe TeXHOJIOTUH ITPOU3BO/CTBA HOBBIX
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPeZCTB, TiepeZiaBaeMbIX Ha JTarl
MacIITabupoBaHUsS

HHaHI/IpOBaHI/Ie STalla MaCH_ITa6I/IpOBaHI/I$[ TE€XHOJIOT'MH IIPOMU3BOACTBA HOBBIX
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBLIX CDELCTB

OnpezenieHre cTpaTeruv KOHTPOJISI IPY MPOBE/|eHUH UCTIBITAHWH 110
MaciuTabupoBaHUIO TPOL{ecca MPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

YTBEP)KAEHI/IE pa3pa60TaHHOro I1JIdHa 3Talla MaCI.LITa6I/IpOBElHI/IH TeXHOJIOTUH
IMPOMN3BOACTBA HOBLIX HAHOCTPYKTYPHPOBAHHLIX JIEKAPDCTBEHHBIX CPDEACTB

Heobxogumble ymeHUsI

[Tpou3BOUTh aHA/IN3 JAHHBIX O Pa3paboTKe HOBBIX HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

dopmyMpoBaTh UHXeHePHO 000CHOBaHHbBIE TIPeIJIOXKEHHUS TI0
yCOBepILIeHCTBOBAHUIO TEXHOJIOTUI MPOM3BO/|CTBA HOBBIX
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

OnpepensiTh MOTPeOHOCTh B UCXOHOM ChIpbe /IJIs IPOBe/IeHUsT UCTIBITAHUH 110
MacIITabMpOBaHHIO TIPOL[ecca MPOU3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

CocTaBngTh IIJ1IaH MaCLHTa6I/IpOBaHI/I$I TE€XHOJIOTWU TIPOU3BOACTBA HOBBIX
HaHOCTDPYKTYPHPOBAHHBIX JIEKADCTBEHHLIX CPeACTB C YyUETOM MMEIOILNXCA
TeXHOJIOTUUECKUX BO3MOKHOCTEH

OpraHu30BbIBaTh TEXHOJOTMUECKYIO Y UH)KeHepHYO TOTOTOBKY TPH
MaciITabupOBaHUU TEXHOJIOTHH MTPOU3BO/ICTBA HOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB

Heobxoqumble 3HaHUs

HO,E[XO,E[I:I 141 Tp66OBaHI/IH K IIPOBEJ€HUIO 3Talld MaCH_ITa6I/IpOBaHI/I$I TeXHOJ/IOTUH
TPON3BOACTBA HOBBIX HAHOCTPYKTYDHUPOBAHHLIX JIEKADCTBEHHLIX CPEACTB

Bo3MoyxHOCTH U IMMPON3BOACTBEHHbIE MOLITHOCTHU HpOH3BOACTBeHHOﬁ TIoMaAK1
B L1€JIOM U OTA€/IbHBIX €€ YUdCTKOB

[TpaBua 3KCIUlyaTal[ii TeXHOIOTUUEeCKOT0 U UCTIBITaTeIbHOTO 000pyA0BaHMS,
Cpe/iCTB M3MepeHuH, NCTO0Ib3yeMbIX TP OCYILeCTBIeHHH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

AHanuTHYeCKre METOJUKHU U MEeTO/bl BU3YaJIbHOT'O KOHTPOJISI
TeXHOJIOTUUeCKOT0 TIPOL{ecca MPOM3BO/[CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

MeTo/p! ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMU MPY OCYILeCTB/IEeHUH TpolLiecca




TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpUHLIUIIBI BaMJALIMU TEXHOJIOTMUeCKUX TPOLeCCOB, aHATUTUYECKUX METO/IUK,
KBa/TU(HUKALINY TIOMeITleHUi 1 000py/10BaHMs1, NHKeHEePHBIX CHUCTEM,
WCIT0/Ib3yEeMBIX TIPY OCYLeCTB/IEHUMM NpoLiecca NMpor3BO/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TexHUUeCKUY aHT/TUMMCKUH S3bIK B 00/71aCTH TIPOM3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TpeboBaHUsi CAHUTAPHOTO PeXKUMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Karolliei cpejibl

Oco6ble yc/IoBUS OITyCKa K
paboTe

Jpyrue xapakTepyuCTUKU

3.5.2. TpypoBas ¢pyHKIus

HanmeHoBaHue

OpraHu3aiysi poBeieHust UCTIBITAHUU 10
MaciTabupoBaHMIO TIpoLiecca

TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX KBa/MHKALIH
JIeKapCTBEHHBIX CPeJICTB

Kon | E/02.6 ¥poBeH® 6

IMpoucxosxaeHre 06001IeHHOM
TPyZAOBOM HyHKLIUN

Oprunan X 3aMMCTBOBaHO U3 1268
OpUrMHana
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a cTaHzapTa

TpyzoBbIe elCTBUSA

Opranuszanys B3auMOJeNCTBUS MeXKy UCIIOJTHUTEISIMA Ha TEXHOJIOTUYECKOM
yuyacTKe MPOM3BO/CTBEHHOM MJIOL[A/IKU C YUYETOM OCYLeCTBIeHHUs
MacTabrpoBaHus TIPoLjecca MPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

[TpoBesieHMe MaCIITaOUPOBAHUS TEXHOIOTUYECKOTO TIPOLIeCca B COOTBETCTBUU C
YTBep>K€HHBIM T1JITAHOM TPeTIPUSTHS

Ocy1ecTBeHre aHa/IM3a PUCKOB MPY MacIITabMpOBAHUH TTpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

C6op maHHBIX peanu3alyy MacTabupoBaHus Mporiecca MpOU3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

AHanu3 JaHHBIX, TIOMYYeHHBIX B X0Zle peaiu3aly MacTabupoBaHus rporiecca
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

CocraBnenve ¢opMasM30BaHHOTO OTUeTa C BBIBOZOM O BO3MOXXHOCTU
BHe/IpeHUsI HOBOM TeXHOJIOTMY Ha KOHKPETHOM TeXHOJIOTMUeCKOM yuacTKe
T7I0IaIK1 MPOX3BO/CTBa HAHOCTPYKTYPHPOBaHHbIX JIEKapCTBEHHBIX CPe/ICTB

HeobOxopymbie ymeHust

OueHUBATH JaHHBIE O Pa3pabOTKe HOBBIX HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJiCTB

OpraHu30BbIBaTh TEXHOJIOTMYECKYIO U UH)XXEHEePHYIO MTOATrOTOBKY IIPU
MacIITabvpoBaHWM MPOU3BO/CTBA HOBBIX HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPe/ICTB

BBINO/MHATE aHa/IM3 PUCKOB TIPU TIPOBE/IEHUM MaCITaOMpPOBaHUs MPOLIECCOB
TIPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[Tpor3BOUTH OLIEHKY /laHHBIX, [IOJYYEHHBIX B XO/le peanu3alyy
MaciTabrpoBaHKs TIPoLjecca MPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB




OTpaxkaThb pe3yJbTaThl MPOBe/IeHHBIX UCTIBITAHUH 110 MaCIITaOMPOBAHUIO
Trpotiecca NpoM3BO/ICTBAa HAHOCTPYKTYPHUPOBaHHBIX JIEKAPCTBEHHBIX CPeJCTB

Heobxoaumble 3HaHUS

[Mogxonb! v TpeOOBaHUS TeXHUYECKOH JOKYMeHTALMK K TIPOBe/IeHHI0 3Tara
MacITabupOBaHKsI TeXHOJIOTHH MTPOM3BO/ICTBA HOBBIX HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

[TpaBu/a KCIUlyaTal[ii TeXHOJIOTUUYEeCKOTO U UCTIBITaTeIbHOTO 000pyA0BaHMS,
Cpe/iCTB M3MepeHUH, UCTI0Ib3yeMbIX MPH OCYIIeCTBIEHHH MpoLiecca
MIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

AHanuTHYeckue MeTOJUKU U MeTO/ibl BU3ya/bHOIO KOHTPOJIS
TeXHOJIOTMUeCKOT0 TpoLjecca MPOM3BO/CTBAa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

MeTo/pl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMU MPY OCYILeCTB/IEHUH TpolLiecca
NPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpyHLMIIBI BaTWJALMKU TeXHOJIOTMUECKUX TIPOLeCCOB, aHATUTUYECKUX METO/IK,
KBa/M(UKaIUY TIOMeIleHUi 1 000py/10BaHusl, MHKEHEPHBIX CUCTEM,
WCMO/b3yeMBbIX MPH OCYLeCTBIEHMH Mpoliecca NPOr3BO/CTBa
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHbIX CPeJCTB

MeTozp! TpeyTIpeXxjeHrss MUKPOOMO/IOTMUeCKOT0 3arpsisHeHust
HaHOCTPYKTYPHUPOBaHHbIX JIeKaPCTBEHHBIX CPe/ICTB

MeTo/ibl CTaTUCTUUECKOTO yIpaB/ieHHsl KaueCTBOM, UCII0J/Ib3yeMble TIPH
OCYIL[eCTB/IEHUHU TpOLiecca IPOU3BO/[CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KapHOUW 6e301acHOCTH,
0XpaHbl OKPY>Katolllel CcpeJibl

Oco0bble yc/1oBUs JI0TTyCKa K
paboTe

[pyrue xapakTepucTUKU

3.5.3. TpypoBas GpyHKIUA

HaumeHoBaHue

Pa3paboTKa JJOKyMeHTal[|H,
peryiaMeHTUPYIOILel TIPOLeCC

YpoBeHb

ITpoucxoskaeHue 06001eHHOM
TPYI0BOM QYHKI[UH

Koz E/03.6 6
NIPOU3BO/CTBA HAHOCTPYKTYPUPOBAaHHBIX KBa/M(UKLH
JIEKapCTBEHHBIX CPeACTB
3aMMCTBOBaHO U3
Opurunan X 1268
OpurMHana
Koz PerucrpauyoHHbiéi HOMep
OpUTHHa rpogeccroHaIbHOTO
a CTaHJapTa

TpyoBbie felcTBUS

Pa3pa60TKa MPOMBIIIJIEHHOT'O perjiaMeHTd, TeXHOJIOTUYeCKUX I/IHCprKL[I/Iﬁ
IMPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHEIX JIEKAPCTBEHHBIX CPEACTB

Pa3paboTka WHCTPYKLIMM, CTaHAaPTHBIX OTepal[MOHHBIX MPOLeAYp AJis
MO/IFOTOBUTE/IbHBIX OMepalyii TeEXHO/IOTHYeCKOro Mpoliecca Ipor3BO/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPe/ICTB

Pa3paboTka WHCTPYKLIMM, CTaH/AaPTHBIX OTePaL[MOHHBIX MPOLIeAYD BbITIOTHEHUS
orepani TeEXHOJIOTMYeCKOro MpoLiecca NpOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Pa3paboTka WHCTPYKLMM, CTaHAAPTHBIX OTepaljiuOHHBIX TIPOLeAYD BBIOJIHEHUS
orepaLyii TeXHOJIOTHYeCcKOro mpoiiecca (pacoBKU U YIIaKOBKU




HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

Heobxoavmbie ymMeHUst

[Tpor3BOgUTH SKCTEPTU3Y JOKYMEHTOB, OMUCHIBAIOIINX TEXHOIOTUIO
TIPOM3BO/ICTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

CornacoBbIBaTh [JOKYMEHTALMIO, perjlaMeHTHPYIOLLY0 MPOLiecC MPOX3BOACTBa
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

OdopmiATe U3MeHeHUs! K POMBILLIIEHHBIM perjlaMeHTaM, TeXHO/I0THYeCKUM
VHCTPYKLMSIM, CTaHZAPTHBIM OMNepaljiOHHbIM MpoLieZlypaM

OcCy111eCcTBASTh aKTyalIn3al[yi0 U YHUUYTOKEeHHE JOKyMEHTOB MTPOX3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

Heobxoqumble 3HaHUs

[TocTtaHOBNEeHNS, pPacTIOPSDKeHNs, IPYKasbl, METOAUYEeCKUe MaTepUasbl B
00J1acTy OpraHM3aly IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
Cpe/iCTB

[TpaBu/a 3KCIUTyaTal[ii TEXHOJIOTUYECKOTO W UCTIBITATETbHOTO 000PYA0BaHMUS,
CpeJiCTB U3MepeHU, UCTI0/b3yeMbIX MPH OCYILeCTBIEHUM Mpoliecca
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

AHanuTHuecKue MeTOJUKU U MeTO/bl BU3yabHOI'O KOHTPOJIS
TeXHOJIOTMUeCKOro IpoLjecca MPOM3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPeJICTB

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMu TP OCYILeCTB/IeHWH Tpoliecca
NIPOMU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPeJICTB

[TpyHLMITBI BaMUAaLMKA TEXHOJIOTUUECKUX MPOLeCCOB, aHAIUTUYECKUX METOVK,
KBa/TM(UKALIMY TIOMellleHui 1 000py/10BaHKs1, NHKeHEePHBIX CUCTeM,
WCIT0/Ib3yeMbIX TIPY OCYLLeCTB/IEHUM MPOLiecca Mpor3BOo/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB

MeTo/ibI TIpeyTIpeKAeHrsI MUKPOOHO0/IOTHUeCKOT0 3arpsi3HeHusT
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

MeTo/ibl CTaTUCTUUECKOTO yIpaB/ieHHsl KaueCTBOM, UCII0/Ib3yeMble TIPU
OCYILeCTBJ/IEHMM MpoLiecca MpOor3BO/CTBAa HAHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPeJICTB

XapaKTepruCTUKHN TeXHOJIOTUUeCKOT0 000pyA0BaHUs, UH)KeHEPHBIX CUCTEM,
BCIIOMOTraTe/IbHOro 060py/j0BaHMsl, UCIO/Ib3YIOIIMXCS B ITPOLiecce MPOU3BOACTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

HanmeHoBaHVe U XapaKTepUCTUKU ChIPbs, MaTepyaioB, BCIIOMOIaTe/IbHbIX
BelL[eCTB, YIIAKOBOUHBIX MaTeprasoB, UCT0/Ib3yeMbIX B [IPOU3BO/ICTBE
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

Oco0bble yc/1oBUs JI0TTyCKa K
pabore

[pyrue xapakTepucTUKU

3.5.4. TpypoBasi pyHKIMA

BbIOOp TeXHOIOTHUeCKUX TTapaMeTPOB [I/Ist
rmporecca InpoMBILIJIEHHOI'O ITPOMU3BOACTBA YpoBeHb
HaumeHoBaHue por p p A Kog E/04.6 P 6
HaHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX KBa/M(HKALH
CpeJcTB
ITpoucxosxaeHre 0600IIeHHOM 3aMMCTBOBaHO K13
P KA m Opurunan X 1268
TPYZAOBOU (HDYHKIUU OpurvHana
Koz PerucrpauyoHHbiéi HOMep
OpHUTHHa rpogeccroHaIbHOTO

d CTaHJapTa




TpyzoBbIe felCTBUS

O1leHKa TeXHUUECKHUX BO3MO>KHOCTEHM 000pyI0BaHUS /15 TIO/ 1€ P>KaHHUSI
He00XO/IMMBIX TTApaMeTPOB TIPOLieCca MPOMBIIIIEHHOTO TIPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

HJ'IaHI/IpOBaHI/Ie npoBeAeHNA TEXHOJIOT'MUeCKHX SKCIIEPUMEHTOB, OITBITHO-
MPOMBIIIJIEHHBIX TIPOBEPOK TE€XHOJIOTHHX TIPOMU3BOACTBA
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

[TpoBesieHMe 3aM/IaHUPOBAHHBIX MEPOIIPUSATHH, HarlpaB/IEHHBIX Ha OTIpe/leIeHHe
OTTHUMAJTbHBIX TeXHOJIOTUUeCKHX IOoKa3aTesiel rporjecca Mporu3BO/ICTBa
HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPe/ICTB

BrisiBieHre oNTUMa/TbHBIX TEXHO/IOTHUYECKUX TT0Ka3aTesiel nmporiecca
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

HeobxoivmMbie ymMeHUst

Ocy11ecTB/ATh aHaIU3 Pery/asTOPHOW, HAYYHOW M HayYHO-TeXHUYECKOU
vHbopMaLuK /715t ToA00pa TeXHOIOTHYeCKUX IMTapaMeTpOB TpoLiecca
TPOMBIIILJIEHHOT'O TIPOM3BO/ICTBAa HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX
Cpe/iCcTB

[TnaHrpoBaTh 3Tarbl IKCIIEPUMEHTa, OTpe/ie/leHHs] ONTUMaIbHbIX
TeXHOJIOTMUeCKHUX NapaMeTpoB IpoL{ecca MPOMBIIIEHHOTO TPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHbIX CPe/ICTB

[TpoBOUTH peann3aliuio 3arjiaHUPOBAaHHBIX IKCIIePUMEeHTaTbHBIX MePOTPHUSITU,
HarpaB/IeHHBIX Ha BbISIB/IEHUE ONTUMAa/TbHBIX TEXHOJIOTHUECKUX 11apaMeTpOB
TrpoLjecca MPOMBIILJIEHHOTO NTPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPeJiCTB

OTpakaTh pe3y/bTaThbl POBEJEHHOTO0 KOMIUIEKCA MEPOTIPUSTUI TI0 TIOZ00py
TeXHOJIOTMUeCKUX MapaMeTpoB TpoLiecca MPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

Heobxoaumble 3HaHUS

MeToMKH U CIIOCOObI OTpe/iesieHHsT ONTUMAaIbHBIX TeXHOTOTHYeCKUX
rapaMeTpOB IPOL{ecca MPOMBIIIIEHHOTO MPOX3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

I[TpaBusia KCITyaTalii TEXHOJIOTMYECKOT0 U UCTILITaTe/IbHOTO 0060pyJ0BaHMs,
Cpe/iCTB M3MepeHUH, UCTI0Ib3yeMbIX MPH OCYIIeCTBIEHHH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

AHanuTHUecKue MeTOJUKU U MeTO/bl BU3yaTbHOTO KOHTDPOJIS
TEXHOJIOTUUeCKOT0 TpoLjecca NMPOU3BO/[CTBAa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB

MeTo/bl 1 MHCTPYMEHTHI YIIpaB/ieHHsl PUCKaMU MPH OCYILeCTBAEHUH Tpoliecca
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

ITpyHLMIIBI Ba/TM/aLMU TeXHOJIOTUYeCKHX ITPOLeCCOB, aHATUTUUYeCKHUX MEeTOJUK,
KBa/TM(UKALIMY TIOMellleHui 1 000py/10BaHKs1, UHKEeHEePHBIX CUCTeM,
VICTI0/Ib3Y€eMBIX IPH OCYLLeCTB/IEHHUU MpoLiecca NPOU3BOACTBa
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/CTB

MeTo/pl IpeyTpexXjeHus TIepeKpecTHON U MUKPOOHOIOTHUeCKOi
KOHTaMHHAaLMM HAHOCTPYKTYPHUPOBaHHbIX JIEKaPCTBEHHBIX CPeJCTB

TexHo/iorMuecKuii mpoLiecc Mpou3BOCTBa HAHOCTPYKTYPUPOBAHHbBIX
JIEKapCTBEHHBIX CPeJCTB

TexHUUeCKU aHIIMACKUH SI3bIK B 00/71aCTH MPOM3BOACTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

XapaKTepruCTUKH TeXHOJIOTUYeCKOTO 000PyA0BaHUs, UH)KeHEPHBIX CUCTEM,
BCIIOMOTaTe/IbHOr0 000pY/10BaHMsl, UCIO/Ib3yeMbIX B IMPOL{ecCe MPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJICTB




Oco0bble yc/ioBHs OTTyCKa K
pabote

[pyrue xapakTepuCTUKU

3.5.5. TpypoBas ¢pyHknus

ITpoucxosaeHue 06001eHHOM
TPYyZA0BOU (HyHKLIMH

OHpE,Z[EJ'IEHI/Ie NMPpHUYKMH BO3HUKHOBEHHUA
HECOOTBETCTBUM M OTK/IOHEHU! B
YposeHb
HaumeHoBaHue TipoLjecce MPOU3BO/CTBA Kon E/05.6 6
KBa/mMuKaum
HAaHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX
CpefiCcTB
3alMCTBOBaHO U3
Opurunan X 1268
OpUruHana
Kog, PerucrpaljioHHbIN HOMep
OpHUTHHa rpogecCroHaIbHOTO
a CTaHziapTa

TpyZoBbIe elCTBUSA

AnHanu3 nosyyeHHOUW MH(OpPMaLMK O BbISIB/IEHHOM OTKJIOHEHWH B polLiecce
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

YcraHoBeHue Haubojiee BepOHTHOﬁ MPUYKWHBI BBIAB/IEHHOI'O OTK/IOHEeHUA

OI_IEHKa BJ/IMAAHUS OTK/JIOHEHUS Hd Ka4€CTBO IMOJIYTIPOAYKTOB U TOTOBBIX
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

PEI‘I/ICTpaL[I/IH MpHUYKUH OTK/IOHEHUM OT TEXHOJOTHUYECKOTO rnponecca
TMPON3BOACTBA HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX CPECTB

H]IaHI/IpOBaHI/Ie AeﬁCTBHﬁ 10 YCTPAHEHHWIO TTPUYKNH OTKHOHEHHﬁ, BbISIB/IEHHBIX B
rponecce rnpoursBOACTBd HAHOCTPYKTYPHUPOBAHHBIX JIEKAPDCTBEHHLIX CPEACTB

Heob6xoivMble ymMeHUst

[TpoBepsiTh TEXHUUECKYIO JOKYMEHTALIUI0, UCTI0/Ib3YeMYI0 B pealu3aliiy 3TaroB
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

OCYLL[ECTBJ'IHTB OLIEHKY BJ/IMAHHSA CTEIIEHW KDUTUUHOCTU OTK/IOHEHHS Had
MPOM3BOACTBO HAHOCTPYKTYPHUPOBAHHBIX JIEKAPDCTBEHHLIX CPDEACTB

KoHTpompoBath BhINO/IHEHWE PabOT M0 YCTPaHeHUIO MPUUWH OTKIOHEeHHUH,
BbISIBJIEHHBIX B MpOLiecce TTPOM3BO/CTBAa HAHOCTPYKTYPHPOBAaHHBIX
JIEKapCTBEHHBIX CPeJCTB

OTpakaTh pe3y/bTaThl IPOBEJEHHOT0 KOMI/IEKCa MEePOTIPUSITUI 110
onpe/ie/IeHUIO PUYUH BO3HUKHOBEHUS] HECOOTBETCTBUM M OTK/IOHEHHWH B
Tpoliecce MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB

Heobxogumble 3HaHUs

KauecTBeHHBIe MTOKa3aTe/ Il TeXHOJIOTMUeCKOro rnpounecca rnpousBoCTBd
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

METOABI U CII0COOBI YCTpaHeHHs IPUYMH OTK/IOHEHHKA B ITpoLecce rMpon3BOACTBa
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CDENCTB

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMu TIPU OCYIIeCTB/IeHWH TpoLiecca
TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

MeTo/ibI TIpeyTIpeKAeHrsI MUKPOOHMO0/IOrHUeCKOTo 3arpsi3HeH st
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

MeTo/pbl CTaTUCTAUYECKOTO YIIPAB/IeHHUSI KAUeCTBOM, UCIIO/Ib3yeMble TIPU
OCYI1leCTBJ/IEHMM MpoLiecca Mpor3B0O/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

TexHUUeCKUI aHTJTMMCKUH S3bIK B 00/1aCTH TTPOM3BO/ICTBA
HAaHOCTPYKTYPUPOBaHHBIX JIEKAPCTBEHHBIX CPeZICTB




TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXPaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Katollleid cpe/ib

Oco0bble yc/ioBUs OTTyCKa K
paboTe

Lpyrue xapakTepuCTUKU

3.6. O6001eHHas TpyAoBasa PyHKIuA «PyKOBO/JCTBO U yIIPaB/ieHHe MPOMBIIIEHHBIM MPOU3B0/[CTBOM
HAHOCTPYKTYPHPOBAHHBIX JIEKAPCTBEHHBIX CPeJCTB»

HanmeHoBaHue

IMpoucxoxaerre 06001eHHOH
TPY/10BOM HyHKLIH

PykoBO/CTBO U yIipaB/ieHve
IMPOMBIIJIEHHBIM IMTPOXU3BOACTBOM Kop F YpoBeHb 7
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX KBa/MHKALIH
CpeaCcTB
OpruHan X 3auMCTBOBaHO U3 1268
OpurvHana
Koz PerucrpauyoHHbIN HOMep
OpUTMHa NpodeccHOHaNTbHOTO
a cTaHzapTa

Bo3MoykHbIe HaMeHOBaHUsI
J0JDKHOCTeH, rpodeccui

3aMecCTuTeNb JUPEKTOpa 110 NPOU3BO/CTBY
['1aBHBIN TeXHOIOT

TpeboBaHusi K 06pa30BaHHUIO
1 00y4eHuto

Briciiee o6pa3oBaHue - MarkucTpaTypa WM CreLfaniTeT

TpeboBaHUs K OTBITY
TIPaKTUYeCKOi paboThbl

He meHee 1Ty /ieT paboThl Ha MH)KeHEPHO-TEXHUUeCKUX U PYKOBOJSIIUX
JIOJDKHOCTSIX B 00/1aCTH TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPEZICTB

Oco6ble yc/IoBUS OITyCKa K
pabore

[TpoxokaeHue 00si3aTe/TbHBIX MPe[BapUTEIbHBIX (TIPU MOCTYTI/IEHWH Ha paboTy)
Y TIEPUOIUUECKUX MEeIUIIUHCKUX OCMOTPOB (00C/IeIoBaHMIA), a TaKXKe
BHEOUEPEeHbIX MeIUI[UHCKMX 0CMOTPOB (00C/IeIoBaHMI) B TOPSJKE,
YCTaHOBJIEHHOM 3aKOHO/laTenbCcTBOM Poccuiickoii ®esepaiuu

[TpoxoskaeHre UHCTPYKTaXka TI0 0XpaHe TPy/a U TeXHUKe 06€30MmacHOCTH

[pyrue xapakTepyuCTUKU

[ononuuTtenbHbIe MPOdecCcroHaNIbHbIe POrPAMMBI - TPOTrPaMMBbI ITOBBIILIEHNS
KBa/IM(UKAaLUU, TTPOrpaMMbI MPOQeCcCrUOHaNIbHOM MeperoroTOBKY 0 MPO(UIo
JlesITeTbHOCTU

|,Z[Ol'[OJ'IHI/IT(EJ'IbeIe XdPaKTePUCTHUKHU

HanMeHoBaHHe [0KyMeHTa Ko HanmeHoBaHve 6a30BOM TPYIIIbI, AO/DKHOCTH (TIpOdeccrm)
WU CTeLuaJbHOCTU
OK3 1321. PykoBoguTeny nozipaszeneHuii (yrpassiolye) B
0OpabaThIBarOILel MPOMBILLIEHHOCTH
ETKC nmu EKC ['1aBHBIV T€XHOJIOT
OKILATP 21009 ['1aBHBIV T€XHOJIOT (B MTPOMBILIEHHOCTH)
OKCO 2016 2.18.04.01 XUMHyeckasi TeXHOJIOTHs
2.18.04.02 OHepro- ¥ pecypcocbeperaroiifiie MpoIiecchl B XUMAYECKOU
TeXHOJIOTUU, HeTeXUMUK U OMOTeXHOJIOTUU
2.19.04.01 brorexHosorus
2.28.04.03 HaHomaTepuassl
2.28.04.04 HaHocucreMbl 1 HaHOMaTepuasbl
3.33.05.01 dapmarus




3.6.1. TpypoBasi pyHKIMA

Opranu3saiysi MpoX3BO/CTBA U XpaHEeHUsT
YpoBeHb
HaunmeHoBaHue rOTOBBIX HAHOCTPYKTYPUPOBAHHBIX Koa F/01.7 7
KBa/mMuKam
JIEKAPCTBEHHLIX CPEACTB
ITpoucxoxzerre 060011eHHON 3arMCTBOBaHO U3
P A . Opwurunan X 1268
TPYZAOBOH QYHKLMH OpHUrHMHaja
Kog, PerucrpaljioHHbIit HOMep
OpWTHMHA nipodeccroHaNBEHOTO
a CTaHzapTa
TpyzoBbIe 1elCTBUS YTBep)KaeHHe TeXHOIOrMYeCKOM JOKYMeHTAaLUH, perjiaMeHTUPYOLel TpoLiecc

NIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

CorniacoBaHue TIJIaHOB TIPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpeZiCTB Ha OTpeieJIeHHbIN TTepuo/, (MecsL, KBapTas, rof)

ObecrieyeHue MPOU3BOCTBEHHBIX T10/[pa3/ie/ieHHii He0OXOJUMbIMU Pecypcamu
J711 BBITIOTHEHUS UX (DYHKL[MOHA/IBHBIX 3a/iay 10 POM3BO/ICTBY
HaHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPe/ICTB

ObecrieyeHue NpoBeieHNsT KBaMpHUKALMKA 000pyZ0BaHMs1, UH)KeHEPHBIX CUCTEM
Y Ba/IMZlaLIU TEXHOJIOTMYeCKUX MPOLIeCCOB NIPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPe/ICTB

YTBeprkJeHue MopsiiKa, HOPM U MeCT XpaHeHUs IPOU3BeleHHbIX
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

HeobOxopymble ymeHust Ocy111eCcTBIATh OLIEHKY COOTBETCTBUS COJIePKaHUsl TEXHOJIOTMUeCKUX
JIOKyMeHTOB TpeOOBaHUSIM K ChIPBIO, MOJIYTIPOAYKTaM U TOTOBBIM
HaHOCTPYKTYPUPOBaHHBIM JIeKapCTBEHHBIM CpeZiCTBaM

CoracoBbIBaTh I/1aHbI POM3BO/CTBa HAHOCTPYKTYPHPOBaHHbIX
JIeKapCTBeHHBIX CPefiCTB

[Tpou3BOUTH yIpaB/ieHHe KOMITIEKCHBIMU TTPOEKTaMU, 00eCIieurMBarOI[UMU
Hecriepe6oiTHYIO peanM3alyio TeXHOJOTMUeCKUX ITarloB MPOK3BOACTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

Heob6xoviMble 3HaHUS MeToauueckuie MaTepUalibl 10 TEXHOJOTMYEeCKOW MOATOTOBKE MPOM3BO/ICTBa,
npodusib, Crieljuanr3alus 1 0COOeHHOCTH OpPraHU3allMOHHO-TeXHOIOTHYeCKOMH
CTPYKTYPhI OpraHu3alyu

XapaKTepruCTUKN UHXeHePHBIX CUCTeM U TeXHOJIOTUYeCKOTO 000PYA0BaHMUS
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIeKaPCTBEHHBIX CPeZICTB

AHanmuTuyeckKue METOAWKH 1 MeTO/Ibl BU3ya/IbHOI'O KOHTPOJIA
TE€XHOJIOTMY€eCKOT'O MrpoLecca rpor3Bo4CTBd HAHOCTPYKTYPHPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMu TIPU OCYIIeCTB/IeHWH TpoLiecca
TIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPEJICTB

[TpUHLIMIIBI BaIMJALIMM TeXHOJIOTMUECKUX MPOLeCCOB, aHATUTUYECKUX METO/IUK,
KBa/TM(UKALIMY TIOMellleHui 1 000py/10BaHKs1, NHKEeHEePHBIX CUCTeM,
WCITI0JIb3YeMBIX NIPY OCYLeCTB/IEHUM NpoLiecca Mpor3Bo/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPE/ICTB

TexHonornueckuii rnpounecc rnmpon3BoACTBa HAHOCTPYKTYPUPOBAHHBIX
JIEKAPCTBEHHBIX CPEACTB

METOABI rnpeayrpexaeHus MI/IKpOGI/IOHOFI/I‘—IeCKOFO 3arpsA3HeHUs
HaHOCTDYKTYPHPOBAHHBIX JIEKADCTBEHHBIX CPDENCTB

Tpe6OBaHI/I${ IO JIMLEH3UPOBAHWIKO HAHOCTPYKTYPHUPOBAHHLIX JIEKADCTBEHHBIX




CpefCcTB

MeTo/pl CTaTUCTAUYECKOTO YIIPAB/IeHHMsI KaUeCTBOM, UCTO/Ib3yeMble TIpU
OCYI1IeCTBJ/IEHMM MpoLiecca MpOor3BO/CTBAa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

TpeboBaHusi cCAaHUTApPHOTO PeXXKMMa, OXPaHbl TPY/1a, N0KapHO# 6e30TacHOCTH,
OXpaHbl OKpY>Karollieil cpe/ibl

Oco0ble yc/ioBUS JOTTyCKa K
paboTe

Jpyrue xapakTepuCTUKU

3.6.2. TpypoBas QpyHKIuUsA

HanmeHoBaHue

IMpoucxoxxaerre 06001IeHHOH
TPY/I0BOM QyHKL[H

ObGecnieueHue NPoOBe/ieHUsT KBaTM(PUKALIAN
Y Ba/lMJalriuu rporieccoB Mpou3BO/CTBa Koa £/02.7 YpoBeHb 7
HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX KBa/MUKALIH
CpeaCcTB
OpruHan X 3auMCTBOBaHO U3 1268
OpurvHana
Koz PerucrpauyoHHbIl HOMep
OpUTHHas rpodeccroHaabHOTo
a CTaHJapTa

TpyzoBbIe elCTBUSA

[TnaHupoBaHKe TIPOBeIeHUs paboT M0 KBaTUGbHUKAIMK 1 Ba/lUAALIAN TPOLIECCOB
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

OrnpesienieHrie OTBETCTBEHHBIX JIUL] 3a TPOBe/leHre KBaTU(YKALMW Y BanuJaLuu
TpPOLIeCCOB MPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

PykoBojcTBO KBanvduKalyel 1 Baiyjalyeii mpoLeccoB MPOU3BO/CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

CornacoBaHue OTUETOB O KBaJ'II/ICbI/IKaL[I/II/I " Ba/IMAdLIMH TTIPOLeCcCOB
IMPOM3BOACTBA HAHOCTPYKTYPHUPOBAHHLIX JIEKAPCTBEHHBIX CPEACTB

Heobxogumble ymeHHsI

[Tpou3BoUTH ypaB/ieHre KOMITIEKCHBIMU MTPOEKTaMU, 00eCTieurMBarOL{MU
HecriepeboiTHYIO peanM3alyio TeXHOJOTMUeCKUX 3TarloB MPOK3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

O1jeHUBaTh 00HEMBI UCTIBITAHUM MPH KBATM(HUKAL[MN U Ba/IUJAIUH TTPOLIECCOB
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPeZICTB

PyKOBOAUTh MIOAUMHEHHBIM TI€PCOHAIOM TIPH OCYIIeCTB/IeHNH KBam(pUKaLuu 1
Ba/I/AIIMX TIPOLIECCOB MPOM3BO/CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX
CpefCTB

HPOI/BBOAI/ITB OLIEHKY OOKYMEHTAalWHU I10 Ba/InAdlNn U KBaJ'[I/I(bI/IKaL[I/II/I
TpoLeccoB MMpOU3BOACTBd HAHOCTPYKTYPHUPOBAHHLBIX JIEKADCTBEHHBIX CPE/ICTB

Heobxogumble 3HaHUS

MeToauueckrie MaTepyuaribl 10 TEXHOJOTMYEeCKOW MOATOTOBKE MPOM3BO/[CTBA,
npodusIb, Crielaau3aus i 0C06eHHOCTH OpraHMU3alMOHHO-TeXHO/IOTHUeCKOM
CTPYKTYPbI OpraHu3aLyu

XapaKTepruCTUKH UHKeHepPHBIX CUCTeM U 000pyI0BaHUsI POM3BO/ICTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

XapakTepuCTUKY TTOMeLLeHU, CBSI3aHHbIX C MPOLIeCCOM MPOU3BO/[CTBA
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

[TpUHLIMIIBI CTaHAAPTH3ALMY U KOHTPOJISI KaueCTBa HAHOCTPYKTYPHPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB




I[TpaBusia KCMTyaTalii TEXHOJIOTMYEeCKOr0 U UCTIBITaTe/IbHOT0 060pyj0BaHus,
Cpe/iCTB U3MePEeHH, UCTIOIb3yeMbIX TIPH OCYI[eCTBIEHUH TIpoLiecca
MIPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

AHanuThyecKkre MeTOAUKH U MEeTO/bl BU3yabHOIO KOHTPOJIS
TeXHOJI0TMUeCKOro TpoLjecca MPOU3BO/ICTBa HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBEHHBIX CPefICTB

TexHo/ioruuecKuii mpoLecc Mpou3BOCTBa HAHOCTPYKTYPUPOBAHHbBIX
JIEKapCTBEHHBIX CPeJCTB

MeTo/ibl U MHCTPYMEHTHI yTIpaB/ieHHsl PUCKaMu TIPU OCYIIeCTB/IeHWH TpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

[TpUHLIMIIBI BaIMJALIMM TeXHOJIOTMUeCKUX MPOLeCCOB, aHATUTUYECKUX METO/IUK,
KBa/TU(UKALMY TIOMEITIeHUI 1 000py/10BaHMs1, HH)KEHEPHBIX CUCTEM,
WCITI0JIb3YeMBIX NIPY OCYLeCTB/IEHUM NpoLiecca Mpor3Bo/CTBa
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

MeTo/p! TpeyTpexjeHrss MUKPOOUO/IOTMUeCKOTO 3arpsi3HeHust
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHbIX CPeJCTB

MeTo/p! CTaTUCTAYECKOTO YIIPAB/IeHUSI KAUeCTBOM, UCIIO/Ib3yeMble TIpU
OCYIL[eCTB/IEHUHU TpOLiecca MPOU3BO/|CTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBEHHBIX CPe/ICTB

TpeboBaHUsI CAHUTAPHOTO PEXKUMa, OXPaHbl TPY/ia, TO’KaPHOUW 6e30TacHOCTH,
OXPaHbI OKPY>KaroITiel Cpe/ibl

Oco0ble yc/1oBUS J0ITyCKa K
pabore

[pyrue xapakTepucTUKU

3.6.3. TpypoBasi pyHKIMA

[TpenyripexxaeHre OTKIOHEHWH TIpU

IIPOMBILIIJIEHHOM IIPpOU3BOACTBE YpoBeHb
HaumeHoBaHue p p A Kog F/03.7 P 7

HaHOCTPYKTYPUPOBAaHHbIX JIeKaPCTBEHHBIX KBa/M(HKALH

CpefiCTB
ITpoucxoskzaeHue 06001eHHOM 3auMCTBOBaHO 13

P KA B Opurunan X 1268
TPYZAOBOU (HyHKIIUU OopUrvHasa
Koz PerucrpalvoHHbIN HOMep
OpUIrvHasI rpodeccroHaabHOTO
a cTaHjapra

TpyzoBbIe 1elCTBUS

Ymnpassnenre paboToli epcoHasa 1o MpoBeieHUI0 aHa/IN3a PUCKOB TPH
MIPOMBILIEHHOM TTPOU3BO/CTBE HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX
CpeJiCTB

Ocy1iecTBeHre paboT 0 aHAIXM3Y U yTIPaBIeHUIO PUCKaMU TIPU
TIPOMBIIILJIEHHOM TPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX JIeKapCTBEHHBIX
CpefiCTB

YTBep)KeHHe 1ylaHa KOPPeKTHUPYIOIIUX U MpeAyTIpeXXAatoluX 1eCTBUM,
HarpaBJ/IeHHbIX Ha yCTPaHeHUe BbISIBJIEHHBIX TIPU MPOBEJJ€HNUY aHa/IM30B PUCKOB
OTK/IOHeHUH

KOHTPOJ'IL CPOKOB BBITIO/IHEHUA T1€EPCOHA/IOM KOPPEKTUDYIOIINX U
npeayrnpexaarommnux AEﬁCTBHﬁ, HallpaBJ/IEHHBIX Ha YCTPAHEHWE BBISAB/IEHHBIX T1IPDU
MpOBeA€HNN dHA/IN30B DHCKOB OTKJIOHEHUH

AHanu3 53)eKTUBHOCTU KOPPEKTUPYIOLIMX U MpeAyNpeXAatoIInX AelCTBUH,




HarpaBJ/IeHHbIX Ha yCTpaHeHUe BbISIBJIEHHBIX TIPU MPOBe/jeHUY aHaTM30B PUCKOB
OTK/IOHeHUH

Heobxomvmbie ymMeHUst

Pacnipesiensts GyHKIMOHA/TBHBIE 00513aHHOCTH T10 TIPOBEIEHHUI0 aHa/Tl3a PUCKOB
cpeiy MOJYMHEHHBIX COTPYAHUKOB

OpraHu30BbIBaTh BHITIONIHEHNE PaboT M0 aHaMM3y 1 YIIpaB/IeHUI0 PUCKaMH TTpU
TIPOMBIILIJIEHHOM TTPOM3BO/CTBE HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX
Cpe/CTB

BHoCUTb KOpPEKTHBHI B Mpe/iCTaB/IeHHbIe Ha yTBeP>K/eHUe MMPOeKThI M/IaHOB
OCYI1[eCTBJIeHUsI KOPPEKTHUPYIOIIUX U MpeAyTpeKAatoluX 1eliCTBUM,
HarpaBJ/IeHHbIX Ha yCTPaHeHUe BbISIBJIEHHBIX TTPU MPOBEJ€HNUY aHa/TM30B PUCKOB
OTKJIOHEeHUH

Ocy1ecTBASATh KOHTPO/Ib peann3aliii KOPPeKTUPYIOLIMX U MpeAyIpeXKJaroIiiX
JleViCTBUM, HallpaB/IeHHbIX Ha YCTPaHeHUe BbISIBJIEHHBIX [1PU POBe/IeHNH
aHa/IM30B PUCKOB OTKJIOHEHUH

Heobxoumble 3HaHUs

MeTtoauueckre MaTepyaibl 10 TEXHOJIOTMYEeCKOW MOArOTOBKe MPOM3BO/CTBA,
npodusb, Crierraan3anus 1 0COOEHHOCTH OPraHU3aLMOHHO-TeXHOIOTMYeCKOM
CTPYKTYPbI OpraHu3aLyu

XapaKkTepuCTUKA OCHOBHBIX MH)KEHEPHBIX CUCTeM M 000pyZ0OBaHus,
WCMO/b3YeMbIX MPH OCYILeCTBIEHMH Mpoliecca NPOr3BO/ICTBa
HAHOCTPYKTYPHUPOBaHHbIX JIeKapCTBEHHBIX CPe/CTB

XapakKTeprCTUKM MTOMeLLeHUH, CBSI3aHHbIX C MPOLIeCCOM MPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

[TpyHLMIIBI CTaHJAPTH3aLMY U KOHTPOJISI KaueCTBa HAHOCTPYKTYPHUPOBAaHHBIX
JIeKapCTBeHHBIX CPe/ICTB

MeTo/bl ONTUMM3aLIMKA TEXHOJIOTMUeCKUX MPOL[eCCOB, CBSI3aHHBIX C
TPOM3BO/ICTBOM HaHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX CPeJCTB

[TpaBua 3KCIulyaTalii TeXHOIOTUUYEeCKOT0 U UCTIbITaTeIbHOTO 000pyA0BaHMS,
Cpe/iCTB M3MepPeHUH, NCI0/Ib3yeMbIX P OCYLeCTBIEHHH MpoLiecca
NIPOM3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX JIeKAPCTBEHHBIX CPE/ICTB

AHanuTHuecKue MeTOUKU U MeTO/ibl BU3yaIbHOI'O0 KOHTPOJIS
TeXHOJIOTMUeCKOT0 IpoLjecca MPOM3BO/CTBAa HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPefiCTB

MeTozp! ¥ MHCTPYMEHTHI YIIpaB/IeH!sI PUCKaMU MPY OCYILeCTBIEHUH TpolLiecca
TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpuHLMIBI BaMUAaLMKA TEXHOJIOTUUECKUX MPOLeCCOB, aHAIUTUUECKUX METOAVK,
KBa/TM(UKALIMY TIOMeIlleHri 1 000py/[0BaHKs1, NHKeHEePHBIX CHUCTEM,
WCIT0/Ib3yeMbIX TIPY OCYLeCTB/IEHMM MPOLiecca Mpor3Bo/CTBa
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TexHonoruueckuii poLecc MpoU3BO/ICTBA HAHOCTPYKTYPUPOBaHHBIX
JIEKapCTBEHHBIX CPeJICTB

MeTozp! TpeyTIpeXxjeHrs MUKPOOMO/IOTMUeCKOT0 3arpsisHeHus!
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbI TPY/1a, TT0YKapHOI 6e30TacHOCTH,
OXpaHbl OKpY’Katollieil cpe/ibl

Oco0bble yc/ioBUS JOTTyCKa K
pabote

[pyrue xapakTepucTHUKU

3.6.4. TpypoBas ¢pyHKIus




IIpoBeneHre KOMIIJIEKCHOTO aHa/IU3a YpoBeHb
HaumeHoBaHue POBe/ Kop F/04.7 P 7

JesiTe/IbHOCTU TI0/ipa3/ieieHust KBA/IM(HKALH
IMpoucxosxaeHre 06001IeHHOM 3auMCTBOBaHO U3

P KA . OpuruHan X 1268
TPYZOBOH QyHKUUH OpUrvHama
Kon PerucrpaijioHHbIit HOMep
OpUrMHan nipodeccroHanBEHOTO
a CTaHgapTa

TpyZoBbIe elCTBUSA

Ocy1jecTBeHre OLIeHKH 3(PPeKTHBHOCTH UCII0/Ib30BaHUS 000pY/0BaHMUS
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB

ITpoBesieHne aHanM3a ynpas/sieMOCTH TeXHOJIOTMYeCKUX MPOLIeCCOB
NIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

Ocy11ecTB/IeHNe OL|eHKH JOCTUTHYThIX K/IFOUeBBIX [T0Ka3aTeslel /1esiTe/IbHOCTH B
00J1acTH KauecTBa BBITYCKaeMbIX HAHOCTPYKTYPUPOBAHHBIX JIeKapCTBEHHBIX
CpeACTB

Ocy1iiecTBIeHHE OLIEHKH JOCTUTHYTHIX K/TFOUEBBIX TIOKa3aTesel IeAaTelbHOCTH B
ob6siacty Ge30macHOCTH apMareBTUYeCKOro TIPOU3BO/ICTBA

AHanmi3 OTKJIOHEHUN B pacxoze CbIpbA U MdTe€pHUa/IOB B IIPOU3BOACTBE
HaHOCTDYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CDELCTB

HeobOxopumbie ymeHust

[Tpou3BoUTH ypaB/ieHre KOMITJIEKCHBIMU MTPOeKTaMU, 00eCcrieuyrBaroLL{MU
OecriepeOOIHYIO peaTu3aLyio TEXHOIOTMUeCKUX 3TarloB MPOU3BOACTBA
HaHOCTPYKTYPUPOBAHHbBIX JIEKaPCTBEHHBIX CPEJICTB

AHanu3vpoBaTh UCIOJb3yeMYyH0 TeXHOIOTHIO TTPOM3BO/ICTBA
HaHOCTPYKTYPHUPOBaHHbBIX JIeKaPCTBEHHBIX CPE/CTB U YIIPaB/IsieMOCTb
TeXHOJIOTMUeCKHX MPOL|eCCOB

Ocyl11eCTBASTh TeXHOJOTMUeCKUI MpoLiecc IPOM3BO/CTBA
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

Ocy1ecTBSTh OL[eHKY JI0KYMeHTaliH, OTPakKarolljei peanr3yeMbie
TeXHOJIOTUUECKHe MPOLIeCChl IPOU3BO/ICTBA HAHOCTPYKTYPUPOBAHHBIX
JIeKapCTBeHHBIX CPeZICTB

[Tpou3BoOAWTH aHA/M3 MTOKa3aTesiell KauecTBa BHIMTyCKaeMOW TPOAYKLUUA U
6e3omacHOCTH B 00s1acTH (hapMaLieBTHUECKOTO TTPOM3BO/ICTBA

CocTaBasTh OTUET 10 MPOBeZIeHHOMY KOMITJIEKCHOMY aHa/I3y JiesiTellbHOCTH
No/ipa3/iesieHusi, peaju3yollero npoLecc Npor3BOACTBa
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPE/ICTB

Heobxoqumble 3HaHUS

MeTouueckuie MaTepUasIbl 1o TeXHOJOTUUYeCKON MOAT0TOBKe TTPOM3BO/ICTBA,
npodusb, Crierraan3anus 1 0COOEHHOCTH OPraHU3aLMOHHO-TeXHO/IOTMYeCKOM
CTPYKTYPbI OpraHu3aLin

XapaKTepruCTUKU OCHOBHBIX MHXEHEPHBIX CUCTEM U 000pY/I0BaHUS,
WCIT0/Ib3yeMbIX TIPY OCYLeCTB/IEHMM MPOLiecca Mpor3Bo/CTBa
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPE/ICTB

XapakTepuCTUKY TIOMeLLeHU, CBSI3aHHbIX C MPOLIeCCOM MPOU3BO/ICTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

[TpyHLMIIBI CTaHAAapPTU3aLMU U KOHTPOJISl KaueCcTBa HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBEHHBIX CPe/iCTB

MeTo/ibl ONTHMU3aLMM TeXHOJ/IOTUUECKHX MPOLIeCCOB, CBS3aHHBIX C
TIPOM3BO/ICTBOM HAHOCTPYKTYPHUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB

I[TpaBusia 3KCIUTyaTaly TeXHOJIOTMYEeCKOT0 U UCTIHITaTe/TbHOTO 000pyJ0BaHM,
CpeiCTB MU3MepPeHH, UCIOIb3YeMbIX TIPH OCYIL[eCTBIEHUH TTPOLIecca




TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

AHanuThuyeckre MeTOAUKH U MEeTO/bl BU3yalbHOTO KOHTPOJIS
TeXHOJIOTMUeCKOro TpoLjecca MpoU3BO/ICTBa HAHOCTPYKTYPUPOBAHHbBIX
JIEKapCTBEHHBIX CPeJICTB

MeTo/ibl U MHCTPYMEHTHI yIIpaB/ieHHsl PUCKaMu MPU OCYLeCTB/IeHWH Tpoliecca
TIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

[TpUHIMITBI Ba/TU/IAIUA TEXHOJIOTHYECKUX TTPOL[eCCOB, AHATUTUUYECKUX METO/IHK,
KBa/MM(PUKaLMY TIOMellleH| 1 000py/J0BaHusl, UHKeHePHBIX CHUCTeM,
WCTIO0/Tb3YeMbIX TPU OCYIIeCTBIEHUH MpoLiecca Mporu3BO/ICTBA
HaHOCTPYKTYPUPOBAHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

MeTo/ibI TIpeyTIpeKAeH s MUKPOOHO0/IOrHUeCKOTo 3arpsi3HeHust
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPeJICTB

TpeboBaHusi CAHUTAPHOTO PeXKMMa, OXpaHbl TPY/ia, TT0’KapHOU 6e301acHOCTH,
OXpaHbl OKPY>Kalollleid cpe/ib

Oco0bble yc/ioBHs OTTyCKa K
paboTe

Lpyrue xapakTepyuCTUKU

3.6.5. TpypoBas ¢pyHKIus

YmnpasneHue pa3paboTKOM u
o YpoBeHb
HaumeHoBaHue ONTUMH3aLeld TeXHOJIOTUUeCKOro Kog F/05.7 7
KBa/MPUKaIuu

rpoijecca

IMpoucxoxzerre 06001IeHHOH 3arMCTBOBaHO 13
P KA . Opurusan X 1268
TPYZAO0BO# QYyHKIMH OpHUrHMHajIAa
Kon PerucrpaliioHHbI HOMEp
OpUTHHA NpodeCcCHOHaTLHOTO
a CTaHzapTa

TpyoBbie felcTBUS

YTBepKJeHue TeXHOJIOTMUeCKON JOKyMeHTaLUW, CBSA3aHHOM C POU3BO/ICTBOM
HaHOCTPYKTYPHUPOBAHHbBIX JIEKAPCTBEHHBIX CPEJCTB

Opranu3aniysi pa3paboTKy HOBBIX TeXHOJIOTHUECKUX pelleHU /Jisi OTUMU3aLin
rporiecca NpoM3BO/ICTBA HAHOCTPYKTYPHUPOBaHHbBIX JIEKAPCTBEHHBIX CPeJCTB

BHe/ipeHrie HOBBIX TeXHOJIOTUUECKUX pellleHu /1Jis ONMTUMH3aluM npoljecca
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKaPCTBEHHBIX CPeZICTB

Pa3paboTka MeporpysTUiA TI0 Y/IyUIlIeHHI0 KaueCTBa BbITyCKaeMbIX
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/ICTB

PykoBoZCTBO pa3pabOTKOM T/IaHOB yCTpaHeHHst Opaka Ipy IPOr3BO/ICTBE
HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

OpraHu3aliysi HerpepbIBHOTO 00yUeHus! riepcoHalia, 3aHSITOr0 Ha TIPOU3BO/ICTBE
HAHOCTPYKTYPUPOBaHHbIX JIeKapCTBEHHBIX CPe/ICTB, U MOBBIIIIEHHS ero
KBa/IM(pUKALIUA

Opranu3anysi paboT Mo U3y4YeHUI0 U BHeIPeHUI0 HayYHO-TeXHUYeCKUX
JIOCTKEHUM U Nepe/loBOro OIbITa NMPOM3BO/CTBAa HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJICTB

HeobxoavmMbie ymMeHUst

[Tpou3BOUTh aHA/IN3 CYIECTBYIOIIEro Tporiecca Mpor3BOACTBA
HaHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEJICTB [I/IsI OTIpe/ie/IeHusT
BO3MOJKHBIX PEIeHHUH ero ONTUMU3aLIN

Ocy11ecTB/IATh OLIEHKY JOKYMEeHTAalMY, perjaMeHTUPYIOLLel MpoLecce




TPOM3BO/[CTBAa HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB
Ocy11ecTBASTb TEXHOJIOTMUECKUI MpoLiecc MPOM3BO/CTBA
HaHOCTPYKTYPUPOBaHHbBIX JIeKAPCTBEHHBIX CPe/ICTB

OpraHu30BBIBaTh YKCTIIEPUMEHTa/IbHbIE PAOOTHI 10 Pa3paboTKe ¥ ONMTUMHU3AL[IH
TeXHOJIOTUUeCKUX MPOLIeCCOB, CBSI3aHHBIX C IPOM3BOACTBOM
HaHOCTPYKTYPUPOBAHHbBIX JIEKaPCTBEHHBIX CPE/ICTB

PykoBosuTh 00yueHHeM TepcoHaa, 3a/eCTBOBAaHHOTO B pean3aljiy Mpoljecca
MIPOM3BO/CTBA HAHOCTPYKTYPHUPOBaHHBIX JIeKapCTBEHHBIX CPEJICTB

HeobOxopymbie 3HaHUS MeTtoguueckre MaTepHaisl [0 TEXHOJIOTMYeCKOW MTOArOTOBKe NTPOX3BO/CTBaA,
npodub, crieLan3anus 1 0C0OeHHOCTH OpraHU3aLMOHHO-TeXHO/IOTMYeCKOH
CTPYKTYPbI OpraHu3alyu

JIviieH31oOHHBIe TpeOOBaHUS MPY TIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX
JIeKapCTBeHHBIX CPe/ICTB

[TpuHLIMTBI /1eI0TIPOM3BO/CTBA U IOKyMeHTO00opoTa

[TepcrieKTUBBI TEXHUUECKOTO Pa3BUTHs (hapMal|eBTUUeCKOW OpraHu3aluu
OTanbl NIPOeKTHPOBaHUS, KBa/M(UKALIMY U SKCILTyaTaluu 3aHNH, TTIOMELLeHUH,
VH)XeHEepPHBIX CUCTeM, MCII0JIb3yeMbIX MPY OCYLeCTB/IEHMH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB
XapaKTepruCTUKN OCHOBHBIX MH)KEHEePHBIX CUCTeM U 0060py/10BaHus,
WCTIO0/Ib3YeMBIX [P OCYLLeCTB/IeHUU TIpoLiecca Nporu3BO/CTBa
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

XapakTepyuCTUKY TIOMeLLeHUH, CBA3aHHbIX C ITPOLIeCCOM IPOU3BO/CTBA
HaHOCTPYKTYPUPOBAHHbIX JIEKAPCTBEHHBIX CPe/ICTB

[TpyHLIMIIBI CTaHJAPTH3aLMY ¥ KOHTPOJISE KaueCTBa HAHOCTPYKTYPHPOBaHHBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTo/p!l ONTUMH3ALIMYA TeXHOJIOTMUeCKUX TIPOLIeCCOB, CBA3aHHBIX C
TIPOM3BO/ICTBOM HaHOCTPYKTYPHUPOBaHHbBIX JIeKapCTBEHHBIX CPeJCTB

[TpaBua 3KCIUlyaTal[ii TeXHOIOTUUEeCKOT0 U UCTIbITaTeIbHOTO 000pyA0BaHMS,
CpeJiCTB U3MEepeHU, UCTI0/Ib3yeMbIX MPY OCYILeCTBIEHUH MpoLiecca
MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPEe/ICTB
AHanuThyeckre MeTOAUKH U MEeTO/bl BU3yabHOIO KOHTPOJIS
TeXHOJIOTMYeCKOr 0 TpoLjecca MpOU3BO/CTBa HAHOCTPYKTYPUPOBAHHbBIX
JIeKapCTBEHHBIX CPeJiCTB

MeTo/p! ¥ MHCTPYMEHTBI YIIpaB/IeHHsl PUCKaMU MPY OCYILeCTBIEHUH TpolLiecca
NPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPE/ICTB

[TpyHLMIIBI BaWJALMKU TeXHOJI0TMYeCKUX MPOLeCCOB, aHAIUTUYECKUX METO/IUK,
KBa/M(UKAIUY TIOMeLleHUi 1 000py/10BaHus], MHKEHEPHBIX CHUCTEM,
WCTO0/Ib3YeMbIX MPH OCYILeCTBIEHMH MpoLiecca NPOU3BO/ICTBa
HaHOCTPYKTYPHUPOBaHHbIX JIEKaPCTBEHHBIX CPe/ICTB

MeTozp!l TpeyTIpeXXjeHus IIepeKpecTHON U MUKPOOHO/IOrHuecKoi
KOHTaMHHAaLM¥ HAaHOCTPYKTYPUPOBaHHbIX JIEKaPCTBEHHbIX CPeJCTB
TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbI TPY/1a, T0YKapHOI 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0ble yc/ioBUS JIOTTyCKa K
pabore

[pyrue xapakTepucTHUKN

3.6.6. TpypoBasi pyHKIMA

Hauverosanne | BHejjpeHHe 3KOHOMHUECKH Koz F/06.7 Yposenb




000CHOBaHHbBIX, PeCypco- U
HpI/IpO/I[OC6epeFaI-0LL[I/IX TEXHOJIOTHYECKHX KBanupuKalmuu
TIPOLIECCOB U Pe)KMMOB TIPOU3BO/ICTBA

IMpoucxosxaeHre 06001IeHHOM

TPyZAOBOM (HyHKLIUH

3auMMCTBOBaHO U3

OpuruHan 1268
OpUrvHama
Kon PerucrpaljioHHbIit HOMep
OpUrMHasn nipodeccroHanBEHOTO
a CTaHgapra

TpyZoBbIe 1elCTBUS

Pa3paboTka MepoIpusITHiA TI0 CHIDKEHHIO Ce0eCTOMMOCTH BBIITYCKaeMbIX
HaHOCTPYKTYPUPOBaHHbIX JIEKAPCTBEHHBIX CPE/ICTB

PYKOBO,E[CTBO COCTaBJ/IEeHHWEM IIJIaHOB BHeJPpeHUA HOBOM TeXHHWKH 1 TeXHOJIOTUU

OO6ecnieueHye MMOBBIIIEHUS YPOBHA TeXHOIOTHUeCKOM IMOJArOTOBKH U
TeXHHUYEeCKOI'o repeoCHalljeHrA ITPpOKr3BOACTBA

[TpuHsATHE Mep M0 YCKOPEHHIO OCBOEHUSI B POU3BO/ICTBE TIPOrPeCCUBHBIX
TeXHOJIOTMUeCKHUX MPOLIeCCOB

Pa3paboTka MeponpusiTUiA TT0 PEKOHCTPYKIIMU TEXHOJIOTMUECKUX yUaCTKOB
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPeZICTB

Heobxoavmbie ymMeHUst

[Tpor3BOUTH OLIEHKY TeXHOJIOTHYEeCKOW JOKYMeHTal[uK, peryiaMeHTUPYoLLeit
TpOoLieCC MPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKAPCTBEHHBIX CPeJCTB

BBINOHATE pacueThl MOIITHOCTEH 1 3arpy3KH TeXHOJ0TUYeCKOro 000pyA0oBaHus
TIPOM3BO/|CTBA HAHOCTPYKTYPHUPOBAHHBIX JIEKADCTBEHHBIX CPE/ICTB

Pa3pabareiBaTh TEXHUKO-IKOHOMHUUYECKOe 000CHOBaHMe PEKOHCTPYKLIUN WK
paciMpeHys NMPOM3BO/ICTBA HAHOCTPYKTYPHUPOBAHHBIX JIeKAPCTBEHHBIX CPe/ICTB

BHOCUTB KOPPEKTUBEI B IIpe/iCTaB/sieMble Ha YTBeP)K/eHUe POeKThI IIJIaHOB
MEpOIPUATHIN N0 YCKOPEHHIO0 OCBOEHHS IIPOrPeCCHUBHBIX TEXHOIOTMUECKHUX
pellieHri B MpoLieccax MPOM3BO/CTBAa HAHOCTPYKTYPHUPOBAaHHBIX JIeKapCTBEHHBIX
CpeJCTB

Ocy11ecTBAATh yIpaB/ieHHe KOMIJIEKCHBIMU Hay4YHO-TeXHUUYEeCKUMU MPOeKTaMU
C L]eJIbI0 BHe/IpeHNs ITPOrPeCCHUBHBIX TeXHOIOTMUeCKUX pelleHUH B
CYLL[eCTBYIOILMH NTPOL{eCC MPOU3BO/ICTBA HAHOCTPYKTYPUPOBaHHbBIX
JIeKapCTBEHHBIX CPeJiCTB

Heobxogumble 3HaHUs

MeToauueckurie MaTepualibl [0 TEXHOJOTMYECKOW MOATOTOBKE MPOM3BO/ICTBA,
npodusb, Crielraan3anus 1 0COOEHHOCTH OPraHU3aLMOHHO-TeXHO/IOTMYeCKOM
CTPYKTYPbI OpraHu3aLyu

JIviieH31oHHBIEe TPeOOBAHUS MTPY TIPOM3BO/ICTBE HAHOCTPYKTYPHUPOBAHHBIX
JIEKapCTBEHHBIX CPeJiCTB

[TepcnieKTUBBI TEXHUUECKOTO Pa3BUTHs (hapMal|eBTUUeCKOW OpraHu3aluu

OTanbl NIPOeKTHPOBAHMUS, KBaM(UKALIMU U SKCIUTyaTalluu 3[aHNM, TTIOMELLeHUH,
WH)KEeHePHbBIX CHUCTeM, UCI0J/Ib3yeMbIX TIPU OCYILeCTBIeHUH MpoLjecca
TPOU3BO/CTBA HAHOCTPYKTYPUPOBAHHBIX JIEKAPCTBEHHBIX CPEZICTB

XapaKkTepuCTUKA OCHOBHBIX MH)KEHEPHBIX CUCTeM M 000pyZ0OBaHuS,
VCTIO0/Ib3Y€eMBIX IPH OCYLLeCTB/IEHHUH MpolLiecca NPOU3BO/CTBa
HaHOCTPYKTYPUPOBaHHbIX JIeKAPCTBEHHBIX CPe/CTB

XapakTepyuCTUKY TIOMELLeHUH, CBSA3aHHbIX C MPOLIeCCOM MPOU3BO/CTBA
HaHOCTPYKTYPUPOBaHHbIX JIeKaPCTBEHHBIX CPE/ICTB

[TpUHLMIIBI CTaHIaPTU3aLMU U KOHTPOJISI KaueCcTBa HAaHOCTPYKTYPUPOBaHHbBIX
JIEKapCTBEHHBIX CPeJCTB

METOABI OMNTUMHU3dLNU TEXHOJIOTHYECKHUX TPOLIeCCOB, CBA3dHHBIX C




TPOM3BO/[CTBOM HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

MeTo/bl ¥ MHCTPYMEHTHI YIIpaB/IeHHsl PUCKaMHU [I/1s TIOBBILIEHHSI KauecTBa
HaHOCTPYKTYPUPOBAHHbBIX JIeKapCTBEHHBIX CPeJCTB

TpeboBaHusi CAaHUTAPHOTO PeXXKMMa, OXPaHbl TPY/1a, N0KapHO# 6e30TacHOCTH,
OXpaHbl OKpY>KaroLel cpefibl

Oco0bble yc/1oBUS [OTTyCKa K
pabore

Jpyrue xapakTepuCTUKU

IV. CBE,E[EHI/IH 00 Opra"Hm3anuAax — pa3pa60Tunax l'lpO(l)ECCI/IOHaJIbHOI‘O CTaHAAQPTAa

4.1. OTBeTCTBeHHAasl OpraHu3anHa-pa3padoTuuK

®on/ MHPPaCTPYKTYPHBIX U 06pa3oBarenbHbix iporpaMm (POCHAHO), ropog MockBa
['eHepanbHBIN JUPEKTOD CBuHapeHKo AHjpeii ['eHHabeBUY

4.2. HauMeHOBaHMsA OpraHU3anuii-pa3padoTunKkoB

AHO «HaumoHanbHOe areHTCTBO pa3BUTHS KBau(rKaLyi», ropos, Mocksa

3A0 «VMHCTUTYT (papMal|eBTHUeCKUX TeXHOJIOTUii», ropos MockBa

OOO HayuHo-tipon3Bo/icTBeHHasi pupMa «Marepura Meguka XonauHr» (humman), ropos YensonuHCK

OOP «Poccuiickrii COH03 IPOMBILLITIEHHHUKOB U TIpeJIIpUHUMaTtenei», ropos, Mocksa

000 «HAHOJIEK», ropog, Mocksa

00O «Hanodapma [leBesionmeHT», ropof, KazaHb

OAO «Tarxumdapmripenapatbl», ropof, Kasanb

O U WIN|F

VHCTUTYT TOHKMX XUMHUUYECKUX TexHojoruid umeHu M. B. JlomoHocoBa @PI'BOY BO «MUPOA -
Poccuiickuii TeXHOJIOTMUeCKU YHUBEpCUTeT», ropog, Mocksa

OI'BY «Bcepoccuiickuii HayuyHO-UCC/Ie0BaTe/IbCKU MHCTUTYT TpyAa» MUHUCTePCTBA TPyJa U
comanbHOM 3auThl Poccutickor @enepaiiyu, ropog Mocksa




