(denepasbHOe rocyrapcTBeHHOE

Oro1:KeTHOE 00pa3oBaTe/bHOE YUpeKIeHne BbICIIero 00pa3oBaHus

«TromeHcKuUil rocyIapcTBeHHbIN MeIMIIUHCKUI YHUBEPCUTET»
MunucrepcrBa 3apaBooxpanenus Poccuiickoit @enepannu
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Pa3padoruukmu:
[Tpodeccop kadenpsr papManeBTUIECKUX AUCUUILUINH, TOKTOP
¢bapmarneBTuueckux Hayk, npogeccop bekeros b.H.

JlonieHT Kadenpsl papMaeBTUYeCKUX TUCIUIUINH, KaHAUAAT
¢dapmaneTuuecknx Hayk Bacesa E.M.

JlonieHT Kadenps! papManeBTUYeCKUX TUCIUILIINH, KaHAUAAT
¢dapmaneruuecknx Hayk Manumesckas O.1.

Penensenrnl:

3asenyroumii kadpenpoit xumuun ®I'BOY BO Tiomenckuit I'MY Munsapasa Poccun a.dapm.H.,
npodeccop T.A. Kobenera

Hexan ¢dapmaneBruyeckoro Qaxynsrera @I'bOY BO YI'MY MunszapaBa Poccun, 1.¢apm.H.,
npodeccop ["H. Augpuanosa

3asenytromuii antexoit «O3epkm» OO0 Dxodapm Ypan H.A.I'puropnesa

PabGouass mporpamma mpakTHKH cocTaBieHa B cooTBeTcTBuM ¢ TpedoBanusimu PI'OC BO mo
cnenmanbHoctd  33.05.01 ®apmarusi, yTBEp)KICHHOTO TmpukazoM MwuHOOpHayku Poccum ot
27.03.2018 Ne219, ¢ yuetoMm TpymoBbIX (pyHKIHI npodeccruoHanbHbIX cTraHaaptos: "[IpoBuzop",
yTBepkaeH mpukazoM MuHTpyna Poccum ot 09.03.2016 Ne 91n; "Cnenmamuct B oOnactu
yrpaBieHus (papManeBTUUECKON NEeATebHOCTRIO", yTBEepXkAeH MpukazoM MuHTpyna Poccum ot
22.05.2017 Ne 428u;  "lIpoBu3op-aHanuTUK'", yTBepxkAeH mnpukazoM MuHtpyna Poccum o1
22.05.2017 Ne 427n; "CmeuuamucT MO TPOMBINIIEHHON (apMamuu B 00MacTH MPOU3BOICTBA
JIEKapCTBEHHBIX CpeACTB", yTBepkaAeH mpukazoM Muntpyna Poccum ot 22.05.2017 No 430m;
"Cnenuanuct B 00JaCTH KJIMHUYECKOW 1abOpaTopHOM AMArHOCTUKHU', YTBEPXKIEH MPUKA30M

MunTtpyna Poccun ot 14.03.2018 Ne 145H.

CormnacoBaHue U yTBEPKACHNUE

ITonpa3nenenue
No WIN ) OTBeTCTBEHHOE PUO Busa Jlata, mpOTOKOII
KOJUIETUAJIBHBIN JIALIO (Ipu HaNMUYUN)
oprax
1 | Meroguueckuii | IIpencenarens Pycakosa O.A. CornacoBano |18.05.2020, Ne 7
COBET I10 METOANYECKOTO
CHEUHATbHOCTH COBETa
33.05.01
®apmanus
2 | LUenrpansubiii | Ilpencenarens ®posnosa O.U. CornacoBano | 17.06.2020, Ne
KOOPJIUHAIMOHH LHKMC 10
13171
METOIUYECKUI
COBET
3 Kadempa 3aBeAyomnii Kapim O.1. Paccmorpeno | 13.04.2022, Neo
¢dapmanesruuec | Kadenpoi, 10
KUX TUCLUIUIMH | PYKOBOIUTENb
MOJpA3/IEICHMS,
peanu3yoIero
OIl
AKTyanu3anus
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ITonpasnenenue
No WIN ) OTBeTCTBEHHOE PUO Busa Jlata, mpOTOKOII
KOJUIETUAJIBHBIN JIALIO (Ipu HaNMUYUN)
oprax
1 | Meroguueckuii | IIpencenarens Pycakosa O.A. CornacoBano |16.05.2023, Ne 8
COBET I10 METOIUYECKOTO
CHEHATBHOCTH COBETa
33.05.01
®apmanus
2 | LUenrpansubiii | Ilpencenarens ®posnosa O.U. CornacoBano |21.04.2021, Ne 7
KOOpAVHALMOHH OKMC
13171
METOIUYECKUI
COBET
3 | Uenrpansueiii | Ilpencenarens Bacunbkosa T.H. CornacoBano |17.05.2023, Ne 9
KOOPJIUHAIMOHH LHKMC
13171
METOIUYECKUI
COBET
4 Kadenpa 3aBenyonuii Kb O.U. Paccmorpeno [29.03.2023, Ne 6
dapmanestuuec | Kadenpoi,
KUX TUCHUIUIMH | PYKOBOIUTENb
NOApa3ACICHHS,
peanu3yoIero
OI1
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1. Hesap u 32124 NPAKTHKH

Ilenp mpakTUKHU - pacHIMpEHUE TEOPETUYSCKUX 3HAHWH, (HOpMHUpPOBAHHE MPAKTHUECKHIX
HAaBBIKOB M OTpa0OTKAa HA TPAKTHKE TPYIOBBIX JCHCTBHIA MO MPOMBIIUICHHOW TEXHOIOTUU
JIEKApPCTBEHHBIX CPEJCTB B COOTBETCTBHU C MPOTPaMMON OOy4YEHHs MPOBU30POB, HEOOXOTUMBIX B
JUISL OCYIIECTBICHUS JESTEILHOCTH MPOBU30PA-TEXHOJIOTA PU BHITIOTHEHUH TPYIOBBIX (PYHKIIHUN B
YCIOBUAX (papMaIleBTHUECKOTO MPEIAIPHUSTHSL.

3ajauu IPaKTUKU:
- o0ecrmeynTh CHCTEMHOE YCBOCHHE CTyAEHTaMH O0a30BBIX 3HAHWH TI0 TMPOMBIIIJICHHOMN
(hapmareBTHIECKON TEXHOJIOTHH,
- O3HAKOMHUTH CTYACHTOB CO CTPYKTypod (hapMarieBTUYECKOr0 TIPOU3BOACTBA, PabOTOM ero
MoJipas/eIeH I, IIEX0B, YYaCTKOB;
- OCBOMTH B MPAKTHUECKUX YCIOBUSAX MPUHITUIIEI OPTraHU3AIMH TPOU3BOJCTBA U KOHTPOJISI Ka4eCcTBa
JIEKapCTBEHHBIX MPETapaToB Ha 0a3e mpeanpusITHil hapMarieBTUHIECKOM MPOMBIIIICHHOCTH;
- chopMHUpOBaTh HABBIKM TPABWIHBHO COCTaBISATH TEXHOJOTHYECKHE CXEMBbI IPOM3BOACTBA H
MOCTAIUHHOTO  KOHTPOJII ~ KayecTBa  JIEKAPCTBEHHBIX  MpEMapaToB,  BBITYCKAGMBIX  Ha
(hapmareBTHIECKOM MPEANPHUITHH;
- OCBOUTH (YHIAMECHTAILHBIE OCHOBBI KOHTPOJS KauyecTBa M MOAJUHHOCTH MPEMaparos,
O3HAKOMUTCSI CO CTPYKTYpPOH M TOPSAKOM palOThI OT/AeNa KOHTPOJS KauecTBa (hapMareBTUYECKOTO
MPEANPUATHS;
- 3aKpeNHTh 3HAHWUSA U TPAKTUYECKUE HABBIKA IO COCTABJICHHUIO PAa0OYMX MPOMHUCEH, PacueTOB
PAcXOIHBIX HOPM, BBIXOZA M TPAThl, PEHICHUIO PACUYECTHHIX CUTYAIIMOHHBIX 3a/1a4 W COCTABIICHHUIO
TEXHOJIOTUYECKUX PEIJIaMEHTOB Ha JICKAPCTBEHHBIC ITPENaparhl.

2. IlepeyeHb MIIAHUPYEMbIX Pe3yJIbTATOB 00y4YeHUS MPU MPOXOKIAEHNUH MPAKTUKH,
COOTHECEHHBIX C IUIAHUPYEMbIMH pe3y/JibTaTaMH 0CBOEHHs 00pa30BaTe/bLHON MPOrpaMMbl

JlaHHBIN BUJ TPAKTUKH HANpaBIeH Ha (HOPMUPOBAHHE Yy OOYYAIOIIMXCS CIEAYIOIUX
KOMIIETEHIINN:

I1IK-1 CnocobeH M3roTaBnuBarh JEKapCTBEHHbIE Mpenaparbl ¥ NPUHUMATh y4acTHE B TEXHOJIOTHU
IIPOU3BOJICTBA FOTOBBIX JICKAPCTBEHHBIX CPEACTB

IIK-1.1 TIlIpoBoguT MepompuaTHs TIO TOATOTOBKE pabovero Mecra, TEXHOJIOTHUECKOTO
00Opy/l0BaHUs, JIEKAPCTBEHHBIX W  BCIOMOTATENbHBIX BEIIECTB K  H3TOTOBJICHUIO
JIEKapCTBEHHBIX MPENapaToB B COOTBETCTBUH C PEIENTaMU U (WJIH) TPEOOBaHUSAMU
3namo:
[IK-1.1/3u1 IlonoxeHUs HOPMATHUBHBIX MPABOBBIX aKTOB, PETYIMPYIOLIMX OOpalieHue
JIEKapCTBEHHBIX CPEJCTB U TOBAPOB allTEYHOI'O aCCOPTHUMEHTA
[IK-1.1/382 Metoasl aHa/n3a, UCIOIb3yeMble IIPU KOHTPOJIE KauyeCTBa JIEKAPCTBEHHBIX
CpeACTB U onucaHHble B [ocynapcTBeHHOH (apmakoree
IIK-1.1/3u3 TpeboBaHusI K KauecCTBY JIEKAPCTBEHHBIX CPEACTB, K MapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, NOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPYI'MX TOBAPOB alITEYHOI'O aCCOPTUMEHTA
[1K-1.1/384 CoBpeMeHHBIHi aCCOPTUMEHT JICKAPCTBEHHBIX TPEMapaToB U TOBApPOB
anTEeYHOro acCOPTUMEHTAa MO pPAa3IMYHbIM  (PAPMAKOJIOTMYECKUM TIpylmaMm, HuX
XapaKTepUCTUKH
IIK-1.1/3u5 Pexomenayemple CcHocoObl  BBIABICHHUA  (PaTbCUPHUUUPOBAHHBIX |
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEICTB U IPYTUX TOBAPOB alITEYHOTO aCCOPTUMEHTA
ITK-1.1/386 TpeOoBaHUS K BEACHUIO OTYCTHOW MOKYMEHTAIMU B (hapMaleBTUYCCKUX
OpraHu3aIusx, NpodeccnoHagIbHOe AET0MPON3BOJICTBO
IIK-1.1/3u7  TpeboBaHus K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPEJCTB
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IK-1.1/3u8 HHdpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, COBPEMEHHBIE METOAbI IIOMCKA M  OLICHKHU
(dapmareBTHUECKON HHPOPMAITUH

[IK-1.1/389 OcHoBBI (papMameBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KYyJIBTYpPBI, IPO(eCCHOHATBHOM NICUXOJIOTHH U 3TUKH, (papMaLleBTHUECKON 1€OHTOIOTHH
[TK-1.1/3u10 Tlopsimox TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJIOZOBOM IENMW» W HCIHOJb3yeMble Ul KOHTPOJSA COONIONEHUS TEMIIepaTypbl
cpeacTsa

IMIK-1.1/3111 CoBpeMeHHBIE METOABI W TOAXOAbI K OOECIECYCHHIO KauecTBa
(bapmareBTH4ECKOM MOMOIIN

[K-1.1/3u12 IMopsaok 3aKynKy U MpUeMa TOBApOB OT MMOCTABIIUKOB, yCTaHOBJICHHBIH B
OpraHu3anuu

[IK-1.1/3u13 TpebGoBaHust OXpaHbl TpyAa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[IK-1.1/3u14 HopMaTHBHO-TIpaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO

[IK-1.1/3u15 IlpaBuia H3roTOBICHHUS TBEPABIX, >KUIAKUX, MSITKUX, CTCPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.1/3u16 ®u3uKO-XMMHUYECKHE M OPraHOJENTHYECKHE CBOICTBA JIEKApPCTBEHHBIX
CPEACTB, X (pU3NUECKast, XUMUUECKas U (papMaKoOJIOTHIECKas COBMECTUMOCTh
[K-1.1/3u17 OcHOBBI MUKPOOHOIOTHH

[1K-1.1/3u18 OcHoBBI OHOhapmaruu

IIK-1.1/3u19 HomeHkiaTypa COBPEMEHHBIX JIEKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELIECTB, UX CBOICTBA, HA3HAUEHUE

[K-1.1/3820 CanuTapHO-3MUAEMUOIOTHUECKHE TPEOOBAHHS

[TK-1.1/3821 TlpaBuna npuMeHEHHS CPEICTB WHINBHUIYATbHOM 3aIUTHI

Ymemo:

[IK-1.1/¥m1  WnTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IIPABOBBIX  AKTOB,
pEeryaupyrommx oOpalleHue JIEKapCTBEHHBIX CPEICTB M TOBAapOB  aNTEYHOIO
aCCOPTUMEHTA

[TK-1.1/¥YM2 T'oTOBUTH BCE BUBI JIGKAPCTBEHHBIX (POPM

[1K-1.1/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBICHHBIX JICKAPCTBEHHBIX Mpemaparax
[IK-1.1/YM4 YnakoBbIBaTh U OQOPMIISTH MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB

[IK-1.1/YM5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHOM MAEATEIbHOCTH,
NeSITEIbHOCTH KOJUIET U JAPYTMX pAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MPenyNpesKICHUs
npo¢eCCHOHATBHBIX OINOOK U MUHUMHU3AIMH PUCKOB IS MAIIMEHTa

[MK-1.1/¥M6 OcymiectBasaTh 3¢ GEKTHBHBIE KOMMYHUKAIUA B YCTHOM W TMHUCHMEHHOU
dopme ¢ Koseramu, APYrUMH paOOTHUKAaMH 3]pABOOXPAHEHHS U IMALUMEHTAMU IpU
peieHny mpoeCcCUOHANbHBIX 33134

MK-1.1/Ym7 CamMocTosATeNnbHO IIJIJAHUPOBATH 51 OpraHU30BbIBAThH CBOIO
IPOM3BOACTBEHHYIO JCSATEIBHOCTh U A3(PPEKTUBHO PACTIPEACIATh CBOE BPEMsI
[TK-1.1/YM8 OcymiecTBIATh IpeAMETHO-KOIUYECTBEHHBINA yUeT JIEKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit @eneparuu
[IK-1.1/YM9 HMHTepnpeTupoBaTh U OLIEHUBATh PE3YNIbTAaThl BHYTPHANITEUHOTO KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB

[K-1.1/YM10 ITonp30BaThes 1a00paTOPHBIM M TEXHOJIOTHYECKUM 000PYI0BAaHUEM
[IK-1.1/YmI11 Tlonws3oBaThCsi COBpPEMEHHBIMH HH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJOTMSIMH, MPHUKJIAAHBIMM TporpaMMamMu  oOecredeHus (apManeBTHUeCKON
JESITeIbHOCTH JUIsl pelIeHHs TPOpECCHOHAIBHBIX 3a/1a4

MMK-1.1/¥YM12 [IpumeHsITh CpencTBa MHAUBHIYAILHOMN 3aIIUTHI

Bnaoemw:
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[IK-1.1/HB1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB MO peLenTam U
TpeOOBaHUSM: BBITIOTHEHNE HEOOXOAMMBIX pPACYeTOB; IMOATOTOBKA pabo4yero Mecra,
000pyIOBaHUs M JICKAPCTBEHHBIX CPEACTB, BHIOOp M MOATOTOBKA BCIIOMOTATEIBHBIX
BEILECTB, pAllMOHATBHON YIIAaKOBKH

[IK-1.1/HB2 BsiGop oONTUMAIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOMMOTO TEXHOJIIOTUYECKOTO O0OPYIOBaHMS JJISi M3TOTOBJICHHS JIEKAPCTBEHHBIX
npenaparon

[1K-1.1/HB3 U3roroBneHue JeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C IMpaBUIIAMU
U3TOTOBJICHUSI M C YYETOM BCEX CTaJMi TEXHOJIOTMYECKOrO Ipolecca, KOHTPOJIb
KauecTBa Ha CTaIUAX TEXHOJOTHYECKOro Mmpoliecca

[IK-1.1/H4 Ocy1iecTBieHne yHakoBKH M MapKHPOBKH/O()OPMIIEHUS HM3TOTOBICHHBIX
JIEKapCTBEHHBIX MpEnaparoB

[IK-1.1/HB5 Benenue peructpanuud JTaHHBIX OO0 W3TOTOBICHUU JIEKAPCTBEHHBIX
npenaparoB (3arnoJHEHUe MacnopTa MUCbMEHHOTO KOHTPOJIS; B Cllydae UCIOJb30BAHUS
npu W3TOTOBJICHUU JIEKapCTBEHHBIX CPEICTB, HaXOJSIIHUXCS Ha
MPEIMETHO-KOJTMYECTBEHHOM yueTe, opopmIIeHue 00paTHOM CTOPOHBI pelenTa)
[IK-1.1/HB6 Benenue mnperMeTHO-KOIUYECTBEHHOTO Yy4yeTa OIpeeNieHHBIX TPy
JIEKapCTBEHHBIX CPEJCTB U APYTHUX BEILIECTB, MOMJIEKANIUX TAKOMY YUETY

IIK-1.2 HM3zroraBnuBaeT JE€KapCTBEHHBbIE Ipenaparbl, B TOM UHUCIE OCYILIECTBIISSA
BHYTPHAIITEUHYIO 3arOTOBKY U CEPUMHOE M3IOTOBJIEHHUE, B COOTBETCTBUU C YCTaHOBJIEHHBIMHU
IIpaBWJIaMH U C YYETOM COBMECTHMOCTH JIEKAPCTBEHHBIX M BCIIOMOTAaTEIbHBIX BEIIECTB,
KOHTPOJIMPYsI KAYECTBO HA BCEX CTAUAX TEXHOJIOTHUYECKOTO IIpoLecca

3uamo:

[1K-1.2/3u1 IlonoxeHus: HOPMATUBHBIX MPABOBBIX AKTOB, PETYIHMPYIONIUX OOpaIIeHHue
JIEKapCTBEHHBIX CPEJCTB ¥ TOBAPOB allTEYHOIO aCCOPTUMEHTA

[1K-1.2/362 MeToapl aHanu3a, UCIOJIb3yeMbIE TIPH KOHTPOJIE Ka4eCTBa JICKAPCTBEHHBIX
CpencTB U onucaHHbie B [ocymapcTBeHHOM dapmakoriee

[1K-1.2/383 TpeboBanusi K Ka4eCTBY JICKAPCTBEHHBIX CPEICTB, K MAapKHPOBKE
JIEKapCTBEHHBIX CPENICTB U K IOKyMEHTaM, MOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPyTHX TOBAPOB allTEUHOTO aCCOPTUMEHTA

[IK-1.2/3u4 CoBpeMeHHbI acCCOPTUMEHT JICKAPCTBEHHBIX IpEraparoB M TOBapOB
anTeYyHOTO AaCCOPTHUMEHTA IO pPAa3IMYHBIM  (PapMaKOIOTHUECKUM TpyIIaM, UX
XapaKTEePUCTUKH

[1K-1.2/385 Pexomenmyembie CmocoObl  BBIABICHUS  (PaIbCHUPUIIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB U APYTUX TOBAPOB allTEYHOIO aCCOPTUMEHTA
[1K-1.2/306 TpeboBaHusl K BEIECHHUIO OTUYETHON MTOKyMEHTAIMHW B (papMaleBTHUCCKUX
OpraHu3anusx, npodeccuoHalbHOE JIeJIONPOU3BOACTBO

[IK-1.2/367  TpebGoBaHusi K  BEIECHUIO  MPEAMETHO-KOJIMUYECTBEHHOTO  ydYeTa
JIEKapCTBEHHBIX CPEJCTB

[1K-1.2/368 NudopmaimoHHO-KOMMYHHUKAITMOHHBIC TEXHOJIOTUU u
KOMITBIOTEPU3UPOBAHHBIE CUCTEMBI, COBPEMEHHBIE METOAbl IOUCKA M  OLEHKHU
dapmareBTHUYECKOM HHPOpMAITUN

IMK-1.2/389 OcHoBBI (apMaleBTUYECKOTO MEHEIKMEHTa, JIeJIOBOTO OOIIEHUS W
KyJIBTYpBI, TPo(eCcCHOHATHHON TICUXOJIOTHHU M STUKH, (hapMalleBTUIECKON JT€OHTOIOTHH
MK-1.2/3u10 Iopsinok TpaHCHOPTUPOBAHHS TEPMOIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
M0 «XOJOAOBOM MENW» U WCHONb3yeMble Ui KOHTPOJS COONIONCHUS TeMIepaTypbl
CpeacTBa

[1K-1.2/3ua11 CoBpemeHHbIE METOABI ¥ TOAXOIBI K OOECIEYCHUI0 KauyecTBa
(dhapmareBTHIECKOM MTOMOIIH

[1K-1.2/3u12 [Topsaok 3aKynKy U IpreMa TOBapOB OT MOCTABIIMKOB, YCTAHOBJICHHBIN B
OpraHu3aIuu
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[1K-1.2/3u13 TpebGoBanus oXpaHbl Tpyaa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[1K-1.2/3u14 HopMaTHBHO-NIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO

IMK-1.2/3u15 TlpaBuna W3rOTOBICHHUS TBEPHABIX, XHIKHX, MSTKHX, CTEPUIBHBIX U
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.2/3016 ®u3uKO-XMMHUUECKHE M OPraHOJENTHYECKHE CBOMCTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKasd, XUMUUECKas U (papMaKOJIOTHIECKasi COBMECTUMOCTh
[K-1.2/3u17 OcHOBBI MUKPOOHOIOTHH

[1K-1.2/3u18 OcHoBBI On0hapmaruu

IIK-1.2/3u19 HomeHkiaTypa COBPEMEHHBIX JIGKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELIECTB, UX CBOICTBA, HA3HAYEHUE

[K-1.2/3820 CanuTapHO-31UAEMUOJIOTHUECKHE TPEOOBAHHS

[1K-1.2/3821 TlpaBuna npuMeHEHHS CPEICTB WHINBHUIYATbHOM 3aIUTHI

Ymemo:

[1K-1.2/¥Ym1  WnaTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IPABOBBIX  AKTOB,
pEeryaupyrommx oOpalleHue JIeKapCTBEHHBIX CPEICTB M TOBapOB  alNTEYHOIO
aCCOPTUMEHTA

[TK-1.2/¥YM2 T'0TOBUTH BCE BUBI JIGKAPCTBEHHBIX (POPM

[1K-1.2/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBICHHBIX JICKAPCTBEHHBIX Mpemaparax
[IK-1.2/YM4 YnakoBbIBaTh U OQOPMIISTH MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB

[IK-1.2/YM5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHON MAEATEIbHOCTH,
NeSITETbHOCTH KOJUIET U JAPYTMX pAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MpenyNpesKICHUs
npodeCCHOHATBHBIX OINOOK 1 MUHUMHU3AIMH PUCKOB IS MAIIMEHTa

[TK-1.2/¥YM6 OcymiectBasaTh 3G GEKTHBHBIE KOMMYHUKAllUA B YCTHOM W TMHUCHMEHHOU
dopme ¢ Komeramu, APYrUMH paOOTHUKAaMH 3]pABOOXPAHEHHS W IMALUMEHTAMU IpU
peieHny Mpo¢ecCUOHANbHBIX 33134

[K-1.2/Ym7 CamMocTosATenbHO IIJIJAHUPOBATH 51 OpraHU30BbIBAThH CBOIO
IPOM3BOACTBEHHYIO JCSATEIBHOCTh U A3(PPEKTUBHO PACTIPEACIATh CBOE BPEMsI
[TK-1.2/YM8 OcymuiecTBIATh IpeAMETHO-KOIUYECTBEHHBINA yUeT JIEKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit deneparuu
[1K-1.2/YM9 HMHTepnpeTupoBaTh U OLIEHUBATh PE3YJIbTAaThl BHYTPHANITEUHOTO KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB

[K-1.2/Ym10 ITonb30BaThes 1a00paTOPHBIM M TEXHOJIOTHUECKUM 000PYI0BAaHUEM
[1K-1.2/YmI11 Tlonws3oBaThCsi COBpPEMEHHBIMH HH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJOTMSIMH, MPHUKJIAAHBIMM TporpaMMamMu  oOecrnedeHus (apManeBTHUECKON
JESITeIbHOCTH JUIsl pelIeHUs PO ECCHOHAIBHBIX 3a/1a4

[MK-1.2/¥YM12 [IpuMeHsITh CpecTBa MHAUBHIYAIbHOM 3aIIUTHI

Braoemy:

[1K-1.2/Hg1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPEMaparoB MO peLenTaMm U
TpeOOBaHUSAM: BBINOJHEHHE HEOOXOAMMBIX pPACUYETOB; IOArOTOBKA pabovero MecTa,
000pyIOBaHUSI U JIEKAPCTBEHHBIX CPENICTB, BHIOOP M IOArOTOBKA BCIOMOTAaTEIbHBIX
BELIECTB, PALlMOHAJILHON yIIaKOBKH

[IK-1.2/HB2 Bsibop ONTUMAIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOMMOI0 TEXHOJIOTUYECKOTO O0OpYIOBaHMS Ui M3TOTOBJICHUS JIEKaPCTBEHHBIX
IIpenaparoB

[1K-1.2/HB3 U3roroBieHue JeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C IMpaBUIIAMU
U3rOTOBJIEHUSI U C YYETOM BCEX CTaJui TEXHOJIOTMYECKOro Ipolecca, KOHTPOIb
KauecTBa Ha CTAUSAX TEXHOJIOTUYECKOTO Ipolecca

[IK-1.2/H4 Ocy1iecTBieHne yHakoBKH M MapKHPOBKH/O()OPMIIEHUS HM3TOTOBICHHBIX

JICKAPCTBCHHBLIX MTPCIIapaToB
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[IK-1.2/HB5 Benenue peructpanuud JTaHHBIX OO0 W3TOTOBICHUU JIEKAPCTBEHHBIX
npenaparoB (3arnoJHEHUe MacnopTa MUCbMEHHOTO KOHTPOJIS; B Cllydae UCIOJb30BAHUS
npu W3TOTOBJICHUH JIEKapCTBEHHBIX CpEICTB, HaXOJSAIIUXCS Ha
PEeIMETHO-KOJTMYECTBEHHOM yueTe, opopmIiieHue 00paTHOM CTOPOHBI PelenTa)
[IK-1.2/HB6 Benenue mnpenMeTHO-KOIUYECTBEHHOTO YyuyeTa OIpeeNieHHBIX TPy
JIEKapCTBEHHBIX CPECTB U APYTHUX BEILIECTB, MOMJIEKANIUX TAKOMY YUETY

I1K-1.3 VYnakoBbiBaeT, MapkupyeT H (Miau) o(OpMISIET H3TOTOBJICHHBIC JICKAPCTBEHHBIC
IIpenaparsl K OTITYCKY
3nams:
IIK-1.3/3u1 IlonoxeHUs HOPMATHUBHBIX MPABOBBIX aKTOB, PETYIMPYIOLIMX OOparieHue
JIEKapCTBEHHBIX CPEJCTB U TOBAPOB allTEYHOI'O aCCOPTHUMEHTA

[1K-1.3/382 Metoasl aHa/n3a, UCIOIb3yeMble IIPU KOHTPOJIE KauyeCTBa JIEKApCTBEHHBIX
CpeACTB U onucaHHble B [ocynapcTBeHHOH (apmakoree

IIK-1.3/3u3 TpeboBaHHsI K KauecCTBY JIEKAPCTBEHHBIX CPEACTB, K MAapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, NOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPYI'MX TOBAPOB alITEYHOI'O aCCOPTUMEHTA

[1K-1.3/384 CoBpeMeHHBIHi aCCOPTUMEHT JICKAPCTBEHHBIX TPEMapaToB U TOBApPOB
anTeYyHOrO acCCOPTUMEHTa MO0 pPa3lIUYHbIM  (PapMakoJIOrMUECKUM TpyImaM, HX
XapaKTePUCTUKH

IIK-1.3/3u5 Pexomenayemble CcHocoObl  BBIABICHHUA  (PaTbCUPHUUMPOBAHHBIX |
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB U IPYTUX TOBAPOB alITEYHOTO aCCOPTUMEHTA

ITK-1.3/386 TpeOoBaHUS K BEACHHUIO OTYCTHOW MOKYMEHTAIMU B (hapMalleBTUYECCKUX
Opra"mu3anusax, npohecCuoHAIBHOE IEJIOMPOU3BOACTBO

IIK-1.3/307  TpeOoBaHust K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPENICTB

I1K-1.3/3u8 HHdpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMITbIOTEPU3UPOBAHHBIE CHCTEMbI, COBPEMEHHBIE METOAbl IOMCKA U OLEHKH
(dapmareBTHUECKON HHPOPMAITUH

[IK-1.3/389 OcHoBBI (apMameBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KYJBTYpBbI, Ipo(eccCHOHaTbHON ICUXOJIOTUHU U 3TUKHU, (hapMalleBTUYECKON J1€OHTOIOTHH
ITK-1.3/3u10 Tlopsimox TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJOAOBOM LENMW» U HCHOIb3yeMble Ui KOHTPOJS COONIONEHHUS TeMIepaTypbl
CpeacTBa

IMIK-1.3/3111 CoBpeMeHHBIE METOABI W TOAXOAbl K OOECIECYCHHIO KauecTBa
(bapmareBTH4ECKOM MOMOIIN

MK-1.3/3u12 IMopsaok 3aKynKy U MpreMa TOBApOB OT MMOCTABIIUKOB, yCTAHOBJICHHBIH B
OpraHu3aIu

[IK-1.3/3u13 TpebGoBanust OXpaHbl TpyAa, MOXKapHOW 0€30MaCHOCTH, MOPSAAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[1K-1.3/3u14 HopMaTHBHO-NIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM H
BHYTPUAIITEUHOMY KOHTPOJIIO

IIK-1.3/3ul5 IlpaBuia H3roTOBICHHUS TBEPABIX, JKUIKUX, MSITKUX, CTEPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.3/3u16 ®u3uKo-XMMHUYECKHE M OPraHOJENTHYECKHE CBOMCTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh

MK-1.3/3u17 OcHOBBI MUKPOOHOIOTHH
[1K-1.3/3118 OcHoBbI On0ohapmaruu

IIK-1.3/3u19 HomenkiaTypa COBPEMEHHBIX JIGKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELIECTB, UX CBOICTBA, HA3HAYEHUE

[K-1.3/3820 CanuTapHO-3MUAEMUOJIOTHUECKHE TPEOOBAHHS
ITK-1.3/3821 IlpaBuna npuMeHEHHS CPECTB WHINBHUIYATbHOM 3aIUTHI
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Ymemns:

[1IK-1.3/¥Ym1 HWHrepnpeTupoBaTh TMOJOKEHUS HOPMATHUBHBIX IPABOBBIX  aKTOB,
perynupyronmx —oOpallleHHe JIeKapCTBEHHBIX CpPEACTB U  TOBAPOB  alTEYHOTO
aCCOPTHMEHTA

[TK-1.3/¥YM2 T'0TOBUTH BCE BUBI JIEKAPCTBEHHBIX (POPM

[TK-1.3/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBJICHHBIX JIEKAPCTBEHHBIX Mperaparax
[IK-1.3/YM4 YnakoBbIBaTh U OQOPMIISTH MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
npenaparon

IIK-1.3/YM5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHON MAEATEIbHOCTH,
NESITEIIbHOCTU KOJUIET U APYTUX PaOOTHUKOB 3[PABOOXPAHCHUS JUIS MPEIYIPEIKIACHUS
npohecCHOHANBHBIX OMMUOOK M MUHUMU3AIUY PUCKOB IS AI[UCHTA

[TK-1.3/¥YM6 OcymiectBasaTh 3¢ GEKTHBHBIE KOMMYHUKAllUA B YCTHOM W THUCHMEHHOU
dopme ¢ Kommeramu, APYrdMU PaOOTHHKAMU 3[IPaBOOXPAHEHHS U MAlMEHTaMH MpU
perieHnn nmpodeccuoHaNbHbBIX 3a/1a4

IIK-1.3/YMm7 CamocTosTeTbHO IJIAHUPOBATH u OpraHu30BbIBaTh CBOIO
MPOM3BOJICTBEHHYIO ACSITEILHOCTh U 3P (EKTUBHO PACTIPEIEIISITH CBOE BPEMSI
ITK-1.3/YM8 OcymuiecTBIATh IpeAMETHO-KOIUYECTBEHHBINA yUeT JIEKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit deneparuu
[IK-1.3/YM9 HMHTepnpeTupoBaTh U OLIEHUBATh PE3YNIbTAaThl BHYTPHANITEUHOTO KOHTPOJIS
Ka4eCTBa JICKaPCTBEHHBIX CPEICTB

[K-1.3/YM10 ITonb30BaThes 1a00paTOPHBIM M TEXHOJIOTHYECKUM 000PYI0OBAHUEM
[1K-1.3/YmI11 Tlonws3oBaThCsi COBpPEMEHHBIMH HH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJIOTUSIMM, TPUKIATHBIMU TporpamMmamMu  obecredeHus  (papmarieBTUYECKoO
JEeSTENIbHOCTH JIJIsl petieHusl MpodeccuoHaIbHbIX 33134

[TK-1.3/¥YM12 [IpumeHsITh CpencTBa MHAUBHIYAILHOMN 3aIIUTHI

Braoemy:

IIK-1.3/He1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB MO peLenTaMm U
TpeOOBaHUSM: BBITIOJTHEHNE HEOOXOAMMBIX pPACcUYeTOB; IMOATOTOBKA pabo4yero Mecra,
000pyIOBaHUs ¥ JICKAPCTBEHHBIX CPEACTB, BHIOOp M MOATOTOBKA BCIIOMOTATENIBHBIX
BEILECTB, PAllMOHATBHON YIIAaKOBKH

IIK-1.3/HB2 BsiGop oONTHMAIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOMMOTO TEXHOJIOTUYECKOTO O0OPYIOBaHMS JIJISi M3TOTOBJIICHHS JIEKAPCTBEHHBIX
npenaparon

[1K-1.3/HB3 U3roroBneHue jJeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C IMpaBUIIAMU
U3TOTOBJICHUSI M C YYETOM BCEX CTaJUi TEXHOJOTMYECKOTO Ipolecca, KOHTPOJIb
KauecTBa Ha CTaIUAX TEXHOJOTHYECKOro mpoliecca

ITK-1.3/HB4 OcymiecTBieHHE yMaKOBKH U MapKUPOBKH/O(DOPMIICHUS H3TOTOBICHHBIX
JIEKapCTBEHHBIX MpENnaparoB

[IK-1.3/HB5 Benenue peructpanuud JaHHBIX OO0 W3TOTOBICHUU JIEKAPCTBEHHBIX
npenaparoB (3arnoJHEHUE MacnopTa MUCbMEHHOTO KOHTPOJIS; B Cllydae MCIOJb30BAHUS
npu W3TOTOBJICHUU JIEKapCTBEHHBIX CpEICTB, HAXOJSIIHUXCS Ha
MPEIMETHO-KOJTMYECTBEHHOM yueTe, opopmIieHue 00paTHOM CTOPOHBI pelenTa)
IIK-1.3/HB6 Benenue mnpenMeTHO-KOIUYECTBEHHOTO Yy4yeTa OIpeeNIeHHBIX TPy
JIEKapCTBEHHBIX CPEJCTB U APYTHUX BEILIECTB, MOMJIEKANINX TAKOMY YUETY

[1K-1.4 Peructpupyer JaHHble 00 U3rOTOBICHHHM JIEKAPCTBEHHBIX IpEMaparoB B
YCTaHOBJIEHHOM IMOpAJKE, B TOM YHCJIE BEAET IPEIMETHO-KOJUYECTBEHHBI Yy4YeT TIpyMNIl
JIEKapCTBEHHBIX CPEJICTB U IPYIMX BEUIECTB, MOAJIEKAUX TAKOMY YUETY

3uamo:

[1K-1.4/3u1 IlonokeHus: HOPMATUBHBIX MPABOBBIX AKTOB, PETYIHMPYIONIUX OOpaIIeHHue
JIEKapCTBEHHBIX CPEJCTB ¥ TOBAPOB allTEYHOIO aCCOPTUMEHTA
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[1K-1.4/382 Metoapl aHaln3a, UCIOIb3yeMble IIPU KOHTPOJIE KauyecTBa JIEKAPCTBEHHBIX
CpeACTB U onucaHHble B [ocynapcTBeHHOH (apmakoree

IIK-1.4/3u3 TpeboBaHHs K KauecCTBY JIEKAPCTBEHHBIX CPEACTB, K MapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, NOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IpPYI'MX TOBAPOB AlITEYHOI'O0 aCCOPTUMEHTA

[1K-1.4/384 CoBpeMEHHBINi aCCOPTUMEHT JICKAPCTBEHHBIX TMPEMapaToB U TOBApPOB
anTeYyHOrO acCCOPTUMEHTa MO pPa3lIUYHbIM  (apMakoJIOTHUEeCKUM TpyImaMm, HX
XapaKTePUCTUKH

IIK-1.4/3u5 Pexomenayemble CcHocoObl  BBIABICHHUA  (PaTbCUPHUUMPOBAHHBIX |
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEICTB U IPYTUX TOBAPOB alITEYHOTO aCCOPTUMEHTA

[IK-1.4/306 TpeOoBaHUS K BEACHUIO OTYCTHOW MOKYMEHTAIMU B (hapMalleBTUYCCKUX
OpraHu3anusax, npodhecCuoHAIbHOE IeJIOMPOU3BOACTBO

IIK-1.4/3u7  TpeOoBaHMs K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPENICTB

I1K-1.4/3u8 HHpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMITbIOTEPU3UPOBAHHBIE CHCTEMBbI, COBPEMEHHBIE METOAbl IOMCKA U OLEHKH
(apmareBTHUECKON HHPOPMAITIH

[1K-1.4/389 OcHoBBI (papMaleBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KYJBTYpBbI, Ipo(eccCoHaTIbHON ICUXOJIOTUHU U 3TUKHU, (hapMalleBTUYECKON J1€OHTOIOTHH
[1K-1.4/3u10 Tlopsimox TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJOAOBOM LENMW» U HCHOIb3yeMble Ui KOHTPOJS COOJIONEHHUS TeMIepaTypbl
CpeacTBa

IIK-1.4/3011 CoBpeMeHHBIE METOABI W TOAXOAbl K OOECIECYCHHIO KauecTBa
(bapmarieBTH4IECKOM MOMOIIN

[1K-1.4/3u12 ITopsaok 3aKynKy U MpUeMa TOBApOB OT MMOCTABIIUKOB, yCTaHOBJICHHBIH B
OpraHu3anuu

[1K-1.4/3u13 TpebGoBaHust OXpaHbl TpyAa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[1K-1.4/3u14 HopMaTHBHO-TIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO

[IK-1.4/3ul15 IlpaBuia H3roTOBICHHUS TBEPABIX, JKUIAKUX, MSITKUX, CTCPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.4/3u16 ®u3uKO-XMMHUECKHE M OPraHOJENTHYECKHE CBOICTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh

[1K-1.4/3u17 OcHOBBI MUKPOOHOIOTHH
[1K-1.4/3u18 OcHoBBI OMOhapmaruu

IIK-1.4/3u19 HomeHkiaTypa COBPEMEHHBIX JIEKAPCTBEHHBIX  CyOCTaHLIUH |
BCIIOMOTI'aTENIbHBIX BELLIECTB, UX CBOICTBA, HA3HAUEHUE

[1K-1.4/3820 CanuTapHO-31UAEMUOJIOTHUECKHE TPEOOBAHHS
[1K-1.4/3621 IlpaBuna npuMEeHEHHS CPEICTB WHINBHUIYATbHOM 3aIUTHI
Ymems:

[1K-1.4/Ym1 WnaTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IPABOBBIX  AKTOB,
perynupyionmx —oOpallleHhe JIEKapCTBEHHBIX CpPEACTB U TOBAPOB  AlTEYHOIO
aCCOPTHMEHTA

[TK-1.4/YM2 T'0TOBUTH BCE BUJBI JIEKAPCTBEHHBIX (POPM

[1K-1.4/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBJICHHBIX JICKAPCTBEHHBIX Mpemaparax
[1K-1.4/YM4 YnakoBbIBaTh U OQOPMIISTh MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB

[IK-1.4/YMS5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHOM AEATEIbHOCTH,
NeSITEIbHOCTH KOJUIET U JAPYTMX PAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MpenyNpesKICHUs
npodeCCHOHATBHBIX OINOOK U MUHUMHU3AIIMH PUCKOB IS MAIIMEHTa
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[IK-1.4/YM6 OcyuiecTBiasaTh 3PQPEeKTUBHbIE KOMMYHHUKAIIMM B YCTHOM M NMUCHMEHHOM
dopme ¢ Kommeramu, APYTUMU PAOOTHUKAMH 3PABOOXPAHCHHUS W TAIMEHTaAMH TIPU
perieHnn mpodecCHOHANBHBIX 3a/1a4

[TK-1.4/YMm7 CamocTosTENbHO TJIAHUPOBATH u OpraHU30BbIBATh CBOIO
IIPOU3BOICTBEHHYIO JACSITEIbHOCTD U 3((EKTUBHO PaCIPEeNITh CBOE BPEMsI
[1K-1.4/YM8 OcymiecTBasTh MPeaMETHO-KOJIMUYECTBEHHBIN YUET JICKAPCTBEHHBIX CPE/ICTB
Y JPYTUX BEIIECTB B COOTBETCTBHHU C 3aKOHOAATENILCTBOM Poccuiickoit @eneparuu
[1K-1.4/YM9 UnTepnpeTupoBarh ¥ OICHUBATh PE3YyIbTaThl BHYTPHANTEYHOTO KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB

[1K-1.4/Ym10 [Tonp30oBaThCst 1aOOPATOPHBIM U TEXHOJIOTHIECKUM 000pYIOBAaHUEM
IIK-1.4/Ym11 Tlonbp3oBaThCsi COBPEMEHHBIMH HH(OPMAIIMOHHO-KOMMYHHKAIIMOHHBIMH
TEXHOJIOTHSIMH, TPUKIATHBIMA TIporpaMMamMu  obecredeHust  (papmarieBTUIeCKOM
JESTEIILHOCTH JIJISl pelieHsI MPoQeCcCHOHATBHBIX 33139

[1K-1.4/YMm12 [IpuMeHATh CpeACcTBa UHANBUTYAIbHON 3aIIUThHI

Braoems:

[1K-1.4/HB1 IloaroroBka K M3rOTOBJICHUIO JIEKAPCTBEHHBIX MPENapaTroB MO perentaM u
TpeOOBAHUSAM: BBITIOJTHEHHUE HEOOXOAMMBIX PAcyeTOB; IOJATOTOBKAa pabOuero Mecra,
000pyIOBaHUs M JIEKApCTBEHHBIX CPEACTB, BHIOOP M MOArOTOBKAa BCIIOMOTATEJIbHBIX
BEIIECTB, PAllMOHATLHON YIaKOBKH

[1K-1.4/HB2 Bp16Op ONTHUMAIBHOTO TEXHOJIOTHYECKOTO TMPOIecca W TOATOTOBKA
HEOOXOAMMOIO TEXHOJIOTUYECKOTO 000pYIOBaHMS ISl M3TOTOBJICHHS JIEKAPCTBEHHBIX
IpenaparoB

[1K-1.4/HB3 H3roToBneHue JE€KapCTBEHHBIX MPENAPATOB B COOTBETCTBUHU C MpPABUIIAMHU
W3TOTOBJICHUS M C YYE€TOM BCEX CTaJWi TEXHOJIOTHMYECKOTO Ipolecca, KOHTPOIb
KadyecTBa Ha CTAIUAX TEXHOJOTUIECKOTO MpoIiecca

[1K-1.4/HB4 OcymiecTBiIeHHE YIAKOBKH W MapKHUPOBKH/OGOPMIICHUS H3TOTOBJIECHHBIX
JIeKapCTBEHHBIX MPENapaTroB

[1K-1.4/HB5 Benenwe peructpaniud MaHHBIX 00 W3TOTOBICHUHM JICKAPCTBEHHBIX
npenaparoB (3anojHEHHe MaclopTa MUCbMEHHOTO KOHTPOJIS; B Cly4yae MCHOIb30BAHMS
npu W3TOTOBIICHUU JIEKapCTBEHHBIX CPEICTB, HaXOJSAINXCS Ha
MPEIMETHO-KOJIMYECTBEHHOM yueTe, oopMiIeHHEe 00paTHOM CTOPOHBI PEIIeTTa)

[1K-1.4/HB6 Benenue mnpeaMeTHO-KOIMYECTBEHHOTO YdYeTa OIPEACIICHHBIX TPYIII
JIEKapCTBEHHBIX CPEJCTB U IPYTHX BEIIECTB, MOIJISKALUX TAKOMY YUETY

[IK-1.5 HM3roraBiuBaeT JIEKapCTBEHHBIE IpENapaThl, BKJIIOYas CEPUUHOE H3TOTOBJIICHUE, B
MOJIEBBIX YCIOBUSX MPHU OKA3aHUU MTOMOIIM HACEJICHHIO MPU YPE3BBIYANHBIX CUTYaLUAX
3namu:
I1K-1.5/3u1 IlonoxeHus: HOPMATUBHBIX MPABOBBIX AKTOB, PETYIHMPYIONIUX OOpaIIeHHue
JIEKapCTBEHHBIX CPEJCTB ¥ TOBAPOB allTEYHOIO aCCOPTUMEHTA
[1K-1.5/362 MeToapl aHanm3a, UCIOIb3yEeMbIE TIPH KOHTPOJIE Ka4eCTBa JICKAPCTBEHHBIX
CpencTB U onucaHHbie B [ocymapcTBeHHOM dapmakoriee
[1K-1.5/383 TpeboBanusi K Ka4eCTBY JIEKAPCTBEHHBIX CPEICTB, K MAapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, MOATBEPKAAIOIINM Ka4yeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPyTHX TOBAPOB alTEUHOTO aCCOPTUMEHTA
IIK-1.5/3u4 CoBpeMeHHbI acCCOPTUMEHT JICKAPCTBEHHBIX IpEraparoB M TOBapOB
anTeYyHOTO AaCCOPTHUMEHTA IO pPAa3IMYHBIM  (PapMaKOIOTHUECKUM TpyIIaM, UX
XapaKTEePUCTUKH
[1K-1.5/385 Pexomenmyembie CmocoObl  BBIABICHUS  (PaIbCHUPUIIMPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB U APYTUX TOBAPOB allTEYHOIO aCCOPTUMEHTA
[1K-1.5/306 TpeboBanusi K BEIECHHUIO OTUYETHON MTOKyMEHTAIlMHW B (papMaleBTHUCCKUX
OpraHu3anusx, npodeccuoHalbHOE JIeJIONPOU3BOACTBO
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IIK-1.5/3u7  TpeOoBaHMs K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPENICTB

IIK-1.5/3u8 WHdpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMITbIOTEPU3UPOBAHHBIE CHCTEMBbI, COBPEMEHHBIE METOAbl IOMCKA U OLECHKH
(dapmareBTHUECKON HHPOPMAITUH

[TIK-1.5/389 OcHoBBI (papMameBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KYJBTYpBbI, Ipo(eccoHaTIbHON ICUXOJIOTUHU U 3TUKHU, (hapMalleBTUYECKON J1€OHTOIOTHH
[TK-1.5/3u10 Tlopsimok TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJOAOBOM LENMW» U HCHOIb3yeMble Ui KOHTPOJS COONIONEHHUS TeMIepaTypbl
CpeacTBa

IMIK-1.5/3111 CoBpeMeHHBIE METOABI W TOAXOABI K OOECICYCHHIO KauecTBa
(bapmareBTH4IECKOM MOMOIIN

MK-1.5/3u12 IMopsaok 3aKynKy U IpUeMa TOBApOB OT MMOCTABIIUKOB, yCTaHOBJICHHBIH B
OpraHu3anuu

[IK-1.5/3u13 TpebGoBaHust OXpaHbl Tpyaa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[1K-1.5/3u14 HopMaTHBHO-TIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO

[IK-1.5/3ul5 TIlpaBuia H3roTOBICHHUS TBEPABIX, JKUIAKUX, MSITKUX, CTCPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.5/3u16 ®u3uKo-XMMHUYECKHE M OPraHOJENTHYECKHE CBOMCTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh

[K-1.5/3u17 OcHOBBI MUKPOOHOIOTHH
[1K-1.5/3118 OcHoBbI OnOhapmaruu

IIK-1.5/3u19 HomeHkiaTypa COBPEMEHHBIX JIGKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELLIECTB, UX CBOICTBA, HA3HAYEHUE

[K-1.5/3820 CanutapHO-31UAEMUOJIOTHUECKHE TPEOOBAHHS
I1K-1.5/3821 IlpaBuna npuMeHEHHS CPEICTB WHINBHUIYATbHOM 3aIUTHI
Ymemo:
[IK-1.5/Ym1  WnTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IPABOBBIX  AKTOB,
perynupyronmx oOpallleHHe JIEKapCTBEHHBIX CpPEACTB U TOBAPOB  alTEYHOTO
aCCOPTUMEHTA
[TK-1.5/¥YM2 T'0TOBUTH BCE BUBI JIGKAPCTBEHHBIX (POPM
[1K-1.5/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBICHHBIX JICKAPCTBEHHBIX Mpemaparax
[IK-1.5/YM4 YnakoBbIBaTh U OQOPMIISTh MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB
[IK-1.5/YM5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHON MAEATEIbHOCTH,
NeSITEIbHOCTH KOJUIET U JAPYTMX pAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MpenyNpesKICHUs
npo¢eCCHOHATBHBIX OINOOK U MUHUMHU3AIIMH PUCKOB IS MAIlMEeHTa
[TK-1.5/YM6 OcymectBasaTh 3¢ GEeKTHBHBIE KOMMYHUKAllUd B YCTHOM W TMHUCHMEHHOU
dopme ¢ Kommeramu, APYrUMU PaOOTHHUKAMU 3[PaBOOXPAHEHHS U TMAlMEHTaMH TMpU
pemieHnu nmpodeccuoHaNbHbIX 3a/1a4
MK-1.5/Ym7 CamMocTosATeNnbHO IIJIAHUPOBATH 51 OpraHU30BbIBAThH CBOIO
NPOHU3BOACTBEHHYIO JCSATEIBHOCTh U A3(PPEKTUBHO PACTIPEACIATh CBOE BPEMsI
[K-1.5/YM8 OcymiecTBIATh IpeAMETHO-KOIUYECTBEHHBINA yUeT JIEKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit @eneparuu
[IK-1.5/YM9 HMHTepnpeTupoBaTh U OLIEHUBATh PE3YNIbTAaThl BHYTPHANTEUHOTO KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB
[K-1.5/Ym10 ITonp30BaThes 1a00paTOPHBIM M TEXHOJIOTHYECKUM 000PYI0BAaHUEM
[TIK-1.5/Ym11 Tlons3oBaThCsi COBpPEMEHHBIMH HWH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJIOTUSIMM, TPUKIATHBIMU TporpamMmamMu  obecredeHus  (apmarieBTUYeCKo
NEeSTENIbHOCTH JIJIsl petieHusl MpoQeccuoHaIbHbIX 33134
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[TK-1.5/¥YM12 [IpuMeHsITh CpencTBa MHAUBHIYAIbHOM 3aIIUTHI
Braoems:

[IK-1.5/HB1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB MO peLenTaMm U
TpeOOBaHUSM: BBITIOJTHEHNE HEOOXOAMMBIX pPAcyeTOB; IMOATOTOBKA pabO4yero Mecra,
000pyIOBaHUs M JICKAPCTBEHHBIX CPEACTB, BHIOOp M IMOATOTOBKAa BCIIOMOTATEBHBIX
BEIIIECTB, PAIMOHALHOW YIIAaKOBKH

[IK-1.5/HB2 BsiOop ONTUMAIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOJMMOTO TEXHOJIOTUYECKOTO O0OPYIOBaHMS JIJISi M3TOTOBJIICHHS JIEKAPCTBEHHBIX
npernaparoB

[1K-1.5/HB3 U3roroBneHue JeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C MpaBUIIAMU
U3TOTOBJICHUSI M C YYETOM BCEX CTaJUi TEXHOJIOTMYECKOTO Ipolecca, KOHTPOJb
KauecTBa Ha CTaIUAX TEXHOJOTHYECKOro mpoliecca

[IK-1.5/H4 OcyecTBieHne ynakoBKH M MapKHPOBKH/O()OPMIIEHUS HM3TOTOBICHHBIX
JIEKapCTBEHHBIX MPEMaparoB

[IK-1.5/HB5 Benenue peructpanuud JTaHHBIX OO0 W3TOTOBICHUH JIEKAPCTBEHHBIX
npenaparoB (3anojHEHHE MaclopTa MUCBMEHHOTO KOHTPOJIS; B CIy4yae MCIOIh30BAHHUS
npu W3TOTOBIICHUU JIEKapCTBEHHBIX CPEICTB, HAXOJISTIINXCS Ha
MPEIMETHO-KOJTMYECTBEHHOM yueTe, opopmIieHue 00paTHOM CTOPOHBI pelenTa)
[IK-1.5/HB6 Benenue mnpenMeTHO-KOIUYECTBEHHOTO YyuyeTa OIpeeNeHHBIX TPy
JICKapCTBEHHBIX CPEJCTB U IPYTHX BEIIECTB, MOIICKAITUX TAKOMY YUETY

[1K-1.6 IIpoBogut moAOOp BCHOMOTATENbHBIX BEIIECTB JIEKAPCTBEHHBIX (HOPM C ydeTOM

BIMAHUS OnoQapMaleBTHUECKUX (PakTopoB
3namo:
[IK-1.6/3u1 IlonoxeHUs HOPMATHUBHBIX MPABOBBIX aKTOB, PETYIMPYIOLIMX OOpalieHue
JIEKapCTBEHHBIX CPEJCTB U TOBAPOB allTEYHOI'O aCCOPTHUMEHTA
[IK-1.6/382 Metoasl aHan3a, UCIOIb3yeMble IIPU KOHTPOJIE KauyecTBa JIEKApCTBEHHBIX
CpeACTB U onucaHHble B [ocynapcTBeHHOH (apmakoree
IIK-1.6/3u3 TpeboBaHMs K KauecCTBY JIEKAPCTBEHHBIX CPEACTB, K MAapKHPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, NOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPYI'MX TOBAPOB AlITEYHOI'O aCCOPTUMEHTA
[1K-1.6/384 CoBpeMEHHBINi aCCOPTUMEHT JICKAPCTBEHHBIX TPEMapaToB U TOBApPOB
anTEeYHOro acCOPTUMEHTAa MO pPAa3IMYHbIM  (PAPMAKOJIOTMYECKUM TIpylmaMm, HuX
XapaKTepUCTUKH
IIK-1.6/3u5 Pexomenayemble cHocoObl  BBIABICHHUA  (PaTbCUPHUUUPOBAHHBIX |
KOHTpa(aKTHBIX JICKAPCTBEHHBIX CPEACTB U IPYTUX TOBAPOB alITEYHOTO aCCOPTUMEHTA
[TK-1.6/386 TpeOoBaHUS K BEACHUIO OTYCTHOW MOKYMEHTAIMU B (hapMalleBTUICCKUX
OpraHu3aIusx, npodeccrnoHagIbHOe AET0NPON3BOJICTBO
IIK-1.6/3u7  TpeOoBaHMs K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPEICTB
[K-1.6/3u8 HHpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, COBPEMEHHBIE METOAbI IIOMCKA M  OLICHKHU
(dapmareBTHUECKON HHPOPMAITUH
[IK-1.6/389 OcHoBBI (apMameBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KyJIBTYpPBI, IPO(eCCHOHATBHOM CUXOJIOTHH U 3TUKHU, (papMaLleBTHUECKON 1€OHTOIOTHH
[1K-1.6/3u10 Tlopsimox TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJIOZOBOM IeNMW» W HCIHOJIb3yeMble Ul KOHTPOJS COONIONEHUS TEMIIEpaTypbl
cpeacTsa
IIK-1.6/3011 CoBpeMeHHbIE METOABI W TOAXOAbl K OOECIECYCHHIO KauecTBa
(bapmarneBTH4ECKOM MOMOIIN
[IK-1.6/3u12 ITopsok 3aKynKy U IpUeMa TOBApOB OT IMOCTABIIUKOB, yCTAHOBJICHHBIH B
OpraHu3anuu
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[IK-1.6/3u13 TpeGoBanust OXpaHbl TpyAa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX

[1K-1.6/3u14 HopMaTHBHO-TIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO

IMK-1.6/3u15 TlpaBuna W3rOTOBICHHUS TBEPHABIX, KHIKHX, MSITKHX, CTEPUIBHBIX U
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm

[IK-1.6/3u16 ®u3uMKO-XMMHUUECKHE M OPraHOJENTHYECKHE CBOICTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKasd, XUMUUECKas U (papMaKOJIOTHIECKasi COBMECTUMOCTh
[K-1.6/3117 OcHOBBI MUKPOOHOIOTHH

[1K-1.6/3018 OcHoBBI OHOhapmaruu

IIK-1.6/3u19 HomenkiaTypa COBPEMEHHBIX JIGKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELIECTB, UX CBOICTBA, HA3HAYEHUE

[K-1.6/3820 CanuTapHO-31UAEMUOJIOTHUECKHE TPEOOBAHHS

[1K-1.6/3621 IlpaBuna npuMeHEHHS CPEICTB WHINBHUIYATHbHOM 3aIUTHI

Ymemo:

[IK-1.6/Ym1  WnTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IPABOBBIX  AKTOB,
pEeryaupyrommx oOpalleHue JIeKapCTBEHHBIX CPEICTB M TOBapOB  alNTEYHOIO
aCCOPTUMEHTA

[TK-1.6/YM2 T'0TOBUTH BCE BUBI JIEKAPCTBEHHBIX (POPM

[1K-1.6/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBJICHHBIX JICKAPCTBEHHBIX Mpemaparax
[IK-1.6/YM4 YmakoBbIBaTh U OQOPMIISTh MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB

[IK-1.6/YMS5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHOM MAEATEIbHOCTH,
NeSITETbHOCTH KOJUIET U JAPYTMX pAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MpenyNpesKICHUs
npodeCCHOHATBHBIX OINOOK 1 MUHUMHU3AIMH PUCKOB IS MAIIMEHTa

[TK-1.6/YM6 OcymiectBasaTh 3¢ GEKTHBHBIE KOMMYHUKAllUU B YCTHOM W THUCHMEHHOU
dopme ¢ Komeramu, APYrUMH paOOTHUKAaMH 3]pABOOXPAHEHHS W IMALUMEHTAMU IpU
peieHny Mpo¢ecCUOHANbHBIX 33134

MK-1.6/Ym7 CamMocTosATenbHO IIJIJAHUPOBATH 51 OpraHU30BbIBAThH CBOIO
IPOM3BOACTBEHHYIO JCSATEIBHOCTh U A3(PPEKTUBHO PACTIPEACIATh CBOE BPEMsI
[TK-1.6/YM8 OcymiecTBIATh IPeAMETHO-KOIUYECTBEHHBINA yUeT JIEKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit deneparuu
[IK-1.6/YM9 MHTepnpeTupoBaTh U OLIEHUBATh PE3YNIbTAaThl BHYTPHANITEUHOTO KOHTPOJIS
KauecTBa JIEKapCTBEHHBIX CPEICTB

[K-1.6/Ym10 ITonb3oBaTbes 1a00paTOPHBIM M TEXHOJIOTHYECKUM 000PYI0BAaHUEM
[1K-1.6/YmI11 Tlons3oBaThCsi COBpPEMEHHBIMH HH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJOTMSIMH, MPHUKJIAAHBIMM TporpaMMamMu  oOecrnedeHus (apManeBTHUECKON
JESITeIbHOCTH JUIsl pelIeHUs PO ECCHOHAIBHBIX 3a/1a4

[TK-1.6/YM12 [IpuMeHsITh CpencTBa MHANBHIYAILHOMN 3aIIUTHI

Braoemy:

[IK-1.6/HB1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB MO peLenTam U
TpeOOBaHUSAM: BBINOJHEHHE HEOOXOAMMBIX pPACUYETOB; IOArOTOBKA pabovero MecTa,
000pyIOBaHUSI U JIEKAPCTBEHHBIX CPENICTB, BHIOOP M IOArOTOBKA BCIOMOTAaTEIbHBIX
BELIECTB, PALlMOHAJILHON yIIaKOBKH

[IK-1.6/HB2 BsiOop oONTUMAaIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOMMOI0 TEXHOJIOTUYECKOTO O0OpYIOBaHMS Ui M3TOTOBJICHUS JIEKaPCTBEHHBIX
IIpenaparoB

[1K-1.6/HB3 U3rortoBneHue jJeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C MpaBUIIAMU
U3rOTOBJIEHUSI U C YYETOM BCEX CTaJui TEXHOJIOTMYECKOro Ipolecca, KOHTPOIb
KauecTBa Ha CTAUSAX TEXHOJIOTUYECKOTO Ipolecca

[IK-1.6/HB4 OcymiecTBieHne yHnakoBKH M MapKHPOBKH/O()OPMIIEHUS HM3TOTOBICHHBIX

JICKAPCTBCHHBLIX MTPCIIapaToB
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[IK-1.6/HB5 Benenue peructpanuud JaHHBIX OO0 W3TOTOBICHUH JIEKAPCTBEHHBIX
npenaparoB (3anojHEHHE MaclopTa MUCHbMEHHOTO KOHTPOJS; B CIy4yae MCIOIh30BAHHS
npu H3TOTOBJICHUHU JIEKapCTBEHHBIX CPEICTB, HaXOJISIIHUXCS Ha
PEeIMETHO-KOJTMYECTBEHHOM yueTe, opopmIiieHue 00paTHOM CTOPOHBI PelenTa)
[IK-1.6/HB6 Benenue mnpenMeTHO-KOIUYECTBEHHOTO Yy4yeTa OIpeeNIeHHBIX TPy
JICKapCTBEHHBIX CPEJCTB U IPYTHX BEIIECTB, MOIJICKAITUX TAKOMY YUETY

IIK-1.7 ITpoBoAUT pacyeThl KOJIMYECTBA JEKAPCTBEHHBIX M BCIOMOTIATENIbHBIX BELIECTB IS

M3TOTOBJICHUS BCEX BHJIOB COBPEMEHHBIX JIEKAPCTBEHHBIX (popM
3namo:
[IK-1.7/3u1 TlomokeHUs HOPMATUBHBIX MPABOBHIX AKTOB, PETYIUPYIOLINX OOpalieHue
JIEKapCTBEHHBIX CPEJCTB U TOBAPOB allTEYHOI'O aCCOPTHUMEHTA
[TK-1.7/352 MeToapl aHanM3a, UCIOIb3yeMbIe TIPH KOHTPOJIE KauecTBa JIEKaPCTBEHHBIX
CpeACTB U onucaHHble B [ocynapcTBeHHOH (apmakoree
IIK-1.7/383 TpeOoBaHusi K Ka4eCTBY JIEKAPCTBEHHBIX CPEACTB, K MapKHUPOBKE
JIEKapCTBEHHBIX CPEJICTB U K IOKyMEHTaM, NOATBEPKAAIOIINM KadyeCTBO JIEKAPCTBEHHBIX
CPEICTB M IPYI'MX TOBAPOB alITEYHOI'O aCCOPTUMEHTA
[1K-1.7/384 CoBpeMeHHBIHi aCCOPTUMEHT JICKAPCTBEHHBIX TPEMapaToB U TOBAPOB
anTEeYHOro acCOPTUMEHTAa MO pPAa3IMYHbIM  (PAPMAKOJIOTMYECKUM TIpylmaMm, HuX
XapaKTepUCTUKH
IIK-1.7/3u5 Pexomenayemple CcHocoObl  BBIABICHHUA  (PaTbCUPHUUUPOBAHHBIX U
KOHTpa(aKTHBIX JIEKAPCTBEHHBIX CPEACTB U IPYTUX TOBAPOB alITEYHOTO aCCOPTUMEHTA
[IK-1.7/386 TpeOoBaHUS K BEACHUIO OTYCTHOW MOKYMEHTAIMU B (hapMalleBTUYCCKUX
OpraHu3ausx, NpodeccnoHagIbHOe AET0MPON3BOICTBO
IIK-1.7/3u7  TpeboBaHMs K  BEACHUIO  IPEIMETHO-KOJMYECTBEHHOTO  ydeTa
JIEKapCTBEHHBIX CPEICTB
I1K-1.7/3u8 HHdpopMamoHHO-KOMMYHUKAITHOHHBIE TEXHOJIOTUH u
KOMIIBIOTEPU3UPOBAHHBIE CUCTEMBI, COBPEMEHHBIE METOAbI IIOMCKA M  OLICHKHU
(dapmareBTHUECKON HHPOPMAITUH
[1K-1.7/389 OcHoBBI (papMameBTHUECKOTO MEHEHKMEHTA, JIeJIOBOTO OOIICHHS W
KyJIBTYpPBI, IPO(eCCHOHATBHOM NICUXOJIOTHH U 3TUKH, (papMaLleBTHUECKON 1€OHTOIOTHH
[1K-1.7/3u10 Tlopsimox TpaHCTIOPTUPOBAHUS TEPMOJIAOMIBHBIX JICKAPCTBEHHBIX CPEICTB
[0 «XOJIOZOBOM IENMW» W HCIHOJb3yeMble Ul KOHTPOJS COONIONEHUS TEMIIEpaTyphl
cpeacTsa
IMIK-1.7/3u11 CoBpeMeHHbIE METOABI W TOAXOAbI K OOECICYCHHIO KauecTBa
(bapmareBTH4ECKOM MOMOIIN
[IK-1.7/3u12 IMopsaok 3aKynKy U IpreMa TOBApOB OT MMOCTABIIUKOB, yCTaHOBJICHHBIH B
OpraHu3aIu
[IK-1.7/3u13 TpebGoBaHust OXpaHbl TpyAa, MOXKapHOW 0€30MaCHOCTH, MOPSAOK JeHCTBUN
IPY Ype3BbIUANHBIX CUTYALUAX
[1K-1.7/3u14 HopMaTHBHO-TIPaBOBbIE aKThI 110 M3TOTOBJICHUIO JICKAPCTBEHHBIX (HOPM U
BHYTPUAIITEUHOMY KOHTPOJIIO
[IK-1.7/3ul5 TIlpaBuia H3roTOBICHHUS TBEPABIX, JKUIAKUX, MSITKHUX, CTEPHIIBHBIX H
ACeNTUYECKHUX JIEKAPCTBEHHBIX (hopMm
[IK-1.7/3u16 ®u3uKO-XMMHYECKHE M OPraHOJENTHYECKHE CBOICTBA JIEKApPCTBEHHBIX
CPEACTB, X (U3NUECKast, XUMUUECKas U (papMaKOJIOTHIECKas COBMECTUMOCTh
[K-1.7/3u17 OcHOBBI MUKPOOHOIOTHH
[1K-1.7/3018 OcHoBBI OMOhapmaruu
IIK-1.7/3u19 HomeHkiaTypa COBPEMEHHBIX JIEKAPCTBEHHBIX  CyOCTaHLIMH |
BCIIOMOTI'aTENIbHBIX BELIECTB, UX CBOICTBA, HA3HAYEHUE
[IK-1.7/3820 CanuTapHO-31UAEMUOJIOTHUECKHE TPEOOBAHHS
[1K-1.7/3621 TlpaBuna npuMeHEHHS CPEICTB WHINBHUIYATHbHOM 3aIUTHI
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Ymemo:

[IK-1.7/Ym1  WnHTepnperupoBaTh TOJOXKEHUS HOPMATHBHBIX IPABOBBIX  AKTOB,
perynupyronmx —oOpallleHHe JIeKapCTBEHHBIX CpPEACTB U  TOBAPOB  alTEYHOTO
aCCOPTHMEHTA

[TK-1.7/¥YM2 ToTOBUTH BCE BUBI JIEKAPCTBEHHBIX (POPM

[1K-1.7/YM3 PeructpupoBarh JaHHbIE 00 U3TOTOBJICHHBIX JICKAPCTBEHHBIX Mpemaparax
[IK-1.7/YM4 YnakoBbIBaTh U OQOPMIISTh MAPKUPOBKY M3TOTOBJICHHBIX JIEKAPCTBEHHBIX
IIpenaparoB

[IK-1.7/YM5 AnanusupoBaTh W OLICHUBATh PE3YyNbTaThl COOCTBEHHOM AEATEIbHOCTH,
NeSITEIbHOCTH KOJUIET U JAPYTMX PAaOOTHHUKOB 3APAaBOOXPAHEHUS IS MpenyNpesKICHUs
npo¢eCCHOHATBHBIX OINOOK U MUHUMHU3AIMH PUCKOB IS MAIIMEHTA

[TK-1.7/¥YM6 OcymectBasaTh 3¢ GHEKTHBHBIE KOMMYHHKAIlUd B YCTHOM W TMHUCHMEHHOU
dopme ¢ Komeramu, APYrUMH paOOTHUKaMH 3JpABOOXPAHEHHS W MALMEHTAMU IpU
peieHny MpoecCUOHaNbHBIX 33134

MK-1.7/Ym7 CamMocTosATeNnbHO IIJIJAHUPOBATH 51 OpraHU30BbIBAThH CBOIO
IPOM3BOACTBEHHYIO JESATEIBHOCTh U 3(PPEKTUBHO PACTIPEACIATH CBOE BPEMsI
[TK-1.7/YM8 OcymiecTBIATh IpeAMETHO-KOIUYECTBEHHBINA yUeT JICKapCTBEHHBIX CPEICTB
Y JPYTUX BELIECTB B COOTBETCTBHUU C 3aKOHOAATENILCTBOM Poccuiickoit deneparuu
[IK-1.7/YM9 HMHTepnpeTupoBaTh U OLIEHUBATh PE3YNIbTAaThl BHYTPHANTEUHOTO KOHTPOJIS
KaueCcTBa JIEKapCTBEHHBIX CPEICTB

[K-1.7/YM10 ITonb30BaThes 1a00paTOPHBIM M TEXHOJIOTHYECKUM 000PYI0BAaHUEM
[1K-1.7/YmI11 Tlonw3oBaThCsi COBPEMEHHBIMH HWH(POPMAITMOHHO-KOMMYHHUKAITMOHHBIMHU
TEXHOJIOTUSIMM, TPUKIATHBIMU TporpamMmamMu  obecredeHus  (papmarieBTUYECKoO
JEeSTENIbHOCTH JIJIsl petieHusl MpodeccuoHaIbHbIX 33134

[TK-1.7/¥YM12 [IpuMeHsITh CpencTBa MHAUBHIYAILHOMN 3aIIUTHI

Braoemy:

[1K-1.7/He1 IloaroToBka K M3roTOBJICHUIO JIEKAPCTBEHHBIX MPENaparoB MO peLenTam U
TpeOOBaHUSM: BBITIOJTHEHNE HEOOXOAMMBIX pPACcUYeTOB; IMOATOTOBKA pabo4yero Mecra,
000pyIOBaHUs ¥ JICKAPCTBEHHBIX CPEACTB, BHIOOp M MOATOTOBKA BCIIOMOTATENIBHBIX
BEIIIECTB, PAIMOHATLHON YIIAaKOBKH

[IK-1.7/HB2 BsiO0op ONTUMAIBHOTO TEXHOJOTHYECKOTO IIpollecca U IMOATOTOBKA
HEOOXOMMOTO TEXHOJIOTUYECKOTO O0OPYIOBaHMS JIJISi M3TOTOBJIICHHS JIEKAPCTBEHHBIX
npernaparoB

[1K-1.7/HB3 U3rotoBneHue JeKapCTBEHHBIX MPENapaToB B COOTBETCTBUU C IMpaBUIIAMU
U3TOTOBJICHUSI M C YYETOM BCEX CTaJUi TEXHOJOTMYECKOTO Ipolecca, KOHTPOJIb
KauecTBa Ha CTaIUAX TEXHOJOTHYECKOro mpoliecca

[IK-1.7/HB4 OcyecTBieHne yHnakoBKH M MapKHPOBKH/O()OPMIIEHUS HM3TOTOBICHHBIX
JIEKapCTBEHHBIX MPETaparoB

[IK-1.7/HB5 Benenue peructpanuud JTaHHBIX OO0 W3TOTOBICHUU JIEKAPCTBEHHBIX
npenaparoB (3amojHEHHE MaclopTa MUCbMEHHOTO KOHTPOJIS; B CIy4yae MCIOIh30BAHHUS
npu W3TOTOBIICHUU JIEKapCTBEHHBIX CPEICTB, HAXOJSTIIXCS Ha
MPEIMETHO-KOJTMYECTBEHHOM yueTe, opopmIieHue 00paTHOM CTOPOHBI pelenTa)
[IK-1.7/HB6 Benenue mnpenMeTHO-KOIUYECTBEHHOTO Yy4yeTa OIpeeNieHHBIX TPy
JICKapCTBEHHBIX CPEJCTB U IPYTHX BEIIECTB, MOIICKALNTUX TAKOMY YUETY

[MIK-9 Cnocoben mpuHUMAaTh y4acThe B BBIOOpPE, 0OOCHOBAHHH ONTHMAIBLHOTO TEXHOJIOTUYECKOTO
rnmpouecca M €ro IpOBEAEHUU IPU IMPOU3BOJACTBE JIEKAPCTBEHHBIX CPEIACTB I MEIMIMHCKOIO
MIPUMEHEHUS

I1K-9.1  Pa3pabarpiBaeT  TEXHOJOTUYECKYIO  JOKYMEHTAIMI0 TpPU  [POMBIIIJICHHOM
IIPOU3BOACTBE JIEKAPCTBEHHBIX CPEICTB

3name:
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I1K-9.1/3u1 Tpe6oBanust CornamieHusi 0 eIUHBIX MPUHIMIIAX M MpaBUIIax OOpalieHUs
JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3uiiCKOro 3KOHOMHYECKOTO CO03a, MpPaBUII
Ha/JIeKalleld MPOU3BOJACTBEHHOW TNPAKTHKH, HOPMATUBHBIX IIPABOBBIX aKTOB H
CTaHJAPTOB B OOJIACTH MTPOU3BOJCTBA JIEKAPCTBEHHBIX CPEIICTB

[IK-9.1/382 XapakTepuUCTUKH OCHOBHOTO TEXHOJOTHYECKOro OOOpYyIOBaHUS U
BCIIOMOI'aTENIbHBIX CHCTEM, HCIIOJIB3YIOUIUXCS B BBINOJHAEMOM TEXHOJIOTHYECKOM
nporecce

[1K-9.1/383 XapakTepuCTUKH TMPOU3BOACTBEHHBIX ITOMEIICHUH, HCIOIB3YIOMINXCS B
BBITNOJTHSIEMOM TEXHOJOTHYECKOM MpoIiecce

[1K-9.1/384 OnbIT OTEUECTBEHHBIX M MEXKIYHAPOMHBIX IPOU3BOAMUTENICH B OONACTH
TEXHOJIOTUH MTPOU3BOICTBA AHAIIOTMYHON TTPOAYKITUH

[IK-9.1/385  Ilpunnumnel  ¢dapMarneBTUUYECKOM  MHUKPOOHOJIOTHH,  aCeNTHKA U
TOKCHUKOJIOTHH

[1K-9.1/306 ®apmarieBTHYECKass TEXHOJIOTHS B YaCTH BBITIOJIHAEMBIX TEXHOJIOTHYECKHUX
MIPOIIECCOB

[1K-9.1/317 [IpuHIUIIBI CTAHAAPTH3AIIMN U KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB
U JCSTEIHHOCTH TI0 UX TIPOU3BOJICTBY

[1K-9.1/388 MeToasl mpoBeACHUS HAYYHBIX UCCIICIOBAHUN

[TK-9.1/389 MeToap! ONTUMU3ALNN TEXHOIOTHIECKUX MPOIIECCOB

[1K-9.1/3110 MeToap! TpOMBITINIEHHOTO MEHE/HDKMEHTA U JIOTUCTHUKH

ITK-9.1/3u11 MeToasl 1 HHCTPYMEHTHI yIIPaBICHHs IPOEKTaMHU

[IK-9.1/3112 Metoapl W HWHCTPYMEHTHI YIPaBICHUS pPHCKaMU ISl KadyecTBa
JIEKapCTBEHHBIX CPEJCTB

[1K-9.1/3013 Drambl TpPOEKTUPOBAaHMS, KBaTU(PHUKAIMKA W OKCIUTyaTallMM 3IaHUH,
MOMEUICHUH U MHKXEHEPHBIX cUCcTeM (hapMalleBTUYECKOTO IIPOM3BOICTBA U TPeOOBaHNUS K
HUM

[1K-9.1/3u14 JIunien3nonHsie TpeOOBaHUS PU MPOU3BOACTBE JIEKAPCTBEHHBIX CPECTB

[1K-9.1/3u15 IlpuHIMOB BaMHAAIMA TEXHOJOTHYECKUX MPOILECCOB M aHATMTHUYCCKUX
METOJIMK, KBaTU(UKAIIMH TIOMEIEHUH 1 000PYI0BaHUs, MHKEHEPHBIX CUCTEM

[1K-9.1/3016 MeToasl CTaTHCTHYECKOTO YIIPABICHHUS KadeCTBOM, CTaTUCTHYECCKHE
METO/bl, MPHUMEHSEMbIE IPHU OLEHKE pe3yJIbTaTOB HCIBITAHUN TEXHOJIOTUYECKUX
MIPOLIECCOB U BaJIUIAINH

[1K-9.1/3u17 IlpaBuiia BHYTpEHHETO TPYAOBOTO pacropsiaKa

[1K-9.1/3u18 TIpuHIUIBI 1ET0MPON3BOACTBA U IOKYMEHTOO00pOTa

[IK-9.1/3u19 TpeOoBaHus CaHUTApHOTO pEXUMA, OXpaHbl TpyAa, MOXKAPHOU
0€30MaCHOCTH, OXpaHbl OKPYKAIOWIEH Cpelbl, MOPSAIOK ACUCTBUI MPHU YpEe3BbIUANHBIX
CUTYyaLUIX

Ymemu:

[MK-9.1/¥M1  OcymecTBnsiTh OLEHKY COOTBETCTBHS IPOU3BOJCTBA JIEKAPCTBEHHBIX
CpeICTB TpeOOBaHUSM, YCTAHOBJICHHBIM 3aKOHOMATENhCTBOM Poccuiickoit denepanuu
00 oOparieHuy JeKapCTBEHHBIX CPEACTB

[TK-9.1/YM2 YrpaBnsaTh KOMIUIEKCHBIMH HAy9IHO-TEXHHUECKUMHU MTPOCKTAMHU
[TK-9.1/YM3 VYhpaBnsaTe HOATOTOBKOW 0030pOB KauecTBa BBIMYIICHHON MPOAyKUWHU (Ha
YPOBHE MOAPA3/ICTICHUs)

[1K-9.1/YM4 OueHuBaTh NOCTABIIMKOB UCXOIHOTO CHIPBS M YIIAKOBOYHBIX MaTepUAJIOB
[TK-9.1/YMm5 OnieHuBaTh KOHTPAKTHBIX MPOU3BOIUTENCH U ITOCTABIINKOB

[1K-9.1/¥YM6 PazpabarbiBaTh TEXHUKO-3KOHOMHYECKOE OOOCHOBAaHHE PEKOHCTPYKIHH
WIN PaCIIMPEHUs IPOU3BOACTBA JIGKAPCTBEHHBIX CPE/ICTB

T1IK-9.1/¥YM7 OrnenuBarb 00bEM HCHBITAHUA MO BAJIUIANAU TEXHOJIOTMYECKUX
MPOLIECCOB
[1K-9.1/YM8 Bectu neperoBopsl, Je1erupoBaTh MOJTHOMOYHS
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Braoems:

IIK-9.1/HB1 PaccmoTpeHne W yTBEpKACHHE TPOWU3BOJICTBEHHON JTOKYMEHTAIIUU
(apMaleBTHYECKOTO MPOU3BOJICTBA U OPraHU3alUs €€ BHINOJIHEHUS

[1K-9.1/HB2 Opranuzamusi TPOU3BOJACTBA M XpaHEHUS TOTOBOM TPOAYKIIMH B
COOTBETCTBUM C YTBEPKACHHON JOKyMEHTAaIMel A JOCTHKEHUS Heo0XO0TuMOoro
KauecTBa

[IK-9.1/HB3 OpraHuzanusi OLEHKHM W TOAMUCAHUA NPOM3BOACTBEHHBIX 3aIlUCEi
YIOJIHOMOYEHHBIM Ha 3TO MEPCOHAJIOM Iepe X nepeaadeit B moApas3aesieHue KOHTPOIIs
Ka4yecTBa

[1K-9.1/HB4 KouTpoas coaepkaHus TOMEIICHWH, SKCIUTyaTalldd W TEXHUYECKOTO
o0cmy>)kuBaHUsT 000PYIOBAHUS

[TK-9.1/HBS PykoBOACTBO BaJIMIalIMEH TEXHOJOTUUECKUX MPOIIECCOB

[IK-9.1/HB6  Opranuzamust  paccieoBaHUs  OOHAapy)KEHHBIX  OTKJIOHEHUH U
HECOOTBETCTBUI MPOU3BOICTBA JICKAPCTBEHHBIX CPENICTB YCTAHOBICHHBIM TPEOOBAHUSM,
aHaJIU3 PUCKOB M YIPABIECHUE PUCKAMU ISl KAU€CTBA BBIITYCKAEMOU MPOTyKIIUH
[1K-9.1/HB7 IIpoBeneHne KOMIUIEKCHOTO aHaIn3a IeITeIbHOCTH MTOIpa3IeIecHUs
[IK-9.1/HB8  PykoBozmcTBO  paboTamMM 1O  TOATOTOBKE  MPOU3BOJACTBEHHOTO
MOJpa3eieHusl K  JIMIEH3UPOBAHHWIO, HMHCIEKTUPOBAHUIO  TOTPEOUTENSIMH U
rOCyJIapCTBEHHBIMU HAJA30PHBIMU OpPraHaMU

[1K-9.1/HB9 BHenpeHue KOHTPOJBHBIX MEPONPHUITHI B OTHOIICHHH SJICKTPOHHBIX
JIOKYMEHTOB

[IK-9.1/HB10 Opranuzamuss TEPBUYHOTO W TMOCJICAYIOMETO0 OOyYeHHs TepcoHaja
MIPOM3BOICTBEHHOTO MO/Ipa3ieNieHuUs

[TK-9.1/HB11 Opranu3anus NpoBEACHUS COOTBETCTBYIONIUX pa0dOT M0 BaTUAAIMH

IIK-9.2 OcyuiecTBiasieT BEIEHUE TEXHOJOTMYECKOIO IMpolecca IMpH MPOMBIIUIEHHOM

MIPOU3BOJICTBE JIEKAPCTBEHHBIX CPEICTB
3Hamo:
I1K-9.2/3u1 Tpe6oBanus CornamieHuss 0 eIUHBIX MPUHIMIIAX M MpaBUIax OOpalieHus
JIEKapCTBEHHBIX CPEACTB B paMkax EBpa3uiicKoro SKOHOMHUYECKOIO CO103a, IMPaBUI
HaJUIeKaled MPOU3BOJICTBEHHOW NPAKTUKHM, HOPMATUBHBIX IPABOBBIX aKTOB U
CTaHJapTOB B 001aCTH MPOU3BOICTBA JIEKAPCTBEHHBIX CPEICTB
[1K-9.2/302 XapakTepuUCTUKH OCHOBHOTO TEXHOJOTHYECKOro OOOpYyIOBaHUS U
BCIIOMOTATENbHBIX CHCTEM, HCIOJIb3YIOIIUXCS B BBIIOJHIEMOM TEXHOJIOTHYECKOM
nporecce
[1K-9.2/383 XapakTepuCTUKH TMPOU3BOACTBEHHBIX ITOMEIICHUH, HCIOIB3YIOMINXCS B
BBITOJTHSIEMOM TEXHOJIOTHYECKOM MpoIiecce
[1K-9.2/384 OnbIT OTEUECTBEHHBIX M MEXKIYHAPOMHBIX IPOU3BOAMUTENCH B OONACTH
TEXHOJIOTMH MTPOU3BOACTBA aHAJIOTHYHOMN MPOTYKIIUN
[1K-9.2/385 Ilpunnumnel  ¢dapMarneBTUUYECKOM  MHUKPOOHOJIOTHH,  aCeNTHKA |
TOKCHKOJIOTHH
[1K-9.2/306 ®apmareBTHYECKass TEXHOJIOTHS B YaCTH BBITIOJIHAEMBIX TEXHOJIOTHYECKHUX
MIPOLIECCOB
[1K-9.2/3u7 [IpyuHIHUIIB CTAHAAPTH3AIIMN U KOHTPOJIS Ka4eCTBa JIEKAPCTBEHHBIX CPEJICTB
U 1eATEIbHOCTHU M0 UX MPOU3BOJICTBY
[1K-9.2/388 MeToasl mpoBeACHUS HAYYHBIX UCCIICIOBAHUN
[TK-9.2/319 MeToap! ONTUMU3ALNN TEXHOIOTHIECKUX MPOIIECCOB
[1K-9.2/3110 MeToap! MpOMBITINIEHHOTO MEHE/HDKMEHTA U JIOTUCTHUKU
I1K-9.2/3u11 MeTtoasl 1 HHCTPYMEHTHI yIIPaBICHHS TPOEKTaMHU
[1K-9.2/3012 Metoapl W HWHCTPYMEHTHI YIPaBICHUS pPHCKaMU ISl KadyecTBa
JIEKapCTBEHHBIX CPEJCTB
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[1K-9.2/3u13 DTtanbl NpoeKTUpOBaHMSA, KBATU(DUKAUM U IKCIUTyaTallud 3/aHui,
MIOMEIIEHUH U MH)XEHEPHBIX CUCTEM (hapMaIleBTUYECKOTO MIPOU3BO/ICTBA U TPEOOBAHUS K
HUM

[1K-9.2/3u14 JIunien3noHHbIe TPEOOBAHUS TIPH MPOU3BOACTBE JICKAPCTBEHHBIX CPEIICTB

[1K-9.2/3u15 IlpuHuMIbel BadHIAMH TEXHOJOTHYECKUX IPOILECCOB U aHATUTHYECKUX
METOJIUK, KBAIU(UKAIIMH MOMEIICHUI 1 000pyI0BaHUs, HHKCHEPHBIX CUCTEM

[1K-9.2/3u16 Metoapl CTAaTHCTUYECKOTO YIMPaBICHUS KadeCTBOM, CTaTUCTHUYECKUE
METOJbl, TMpPHUMEHSEMbIE TPU OLIEHKE pPEe3yJbTaTOB HCHBITAHUH TEXHOJOTHUYECKHUX
IPOIIECCOB M BaJIM AU

[1K-9.2/3u17 IlpaBuna BHyTPEHHETO TPYAOBOTO PacTIOpsiIKa

[1K-9.2/3u18 IIpuHIHMITE JeTONPOU3BOJICTBA U TOKYMEHTOO00pOTA

[1K-9.2/3019 TpebGoBaHus CAHWTAPHOTO pEXKHUMA, OXpaHBl TpyAa, MOXKAPHOU
0€301acHOCTH, OXPaHbl OKPYKAIOUIEH CPEbl, MOPSA0K NEUCTBUN MPU YPE3BBIYATHBIX
CUTYyaIIX

Ymemo:

[1K-9.2/¥m1 OcymecTBiiarh OILEHKY COOTBETCTBUS TPOU3BOJCTBA JICKAPCTBEHHBIX
CpencTB TPeOOBAaHMIM, YCTAHOBJICHHBIM 3aKOHOIATEIHCTBOM Poccuiickoit depepanmu
00 oOpalleHnn JEeKapCTBEHHBIX CPEACTB

[1K-9.2/YM2 YrpaBasiTh KOMIUIEKCHBIMU HayYHO-TEXHUYECKUMH MTPOEKTaMHU

[1K-9.2/YM3 YnpaBisiTh MOATOTOBKOM 0030pOB Ka4eCTBa BBIMYIIICHHOW MPOAYKIMHU (Ha
YPOBHE MOAPA3ICTICHUS)

[1K-9.2/YM4 OnenuBaTh NOCTABITUKOB UCXOTHOTO CHIPhS M YIIAKOBOYHBIX MaTePHUAIOB
[1K-9.2/YM5 OuenuBarh KOHTPAKTHBIX TPOU3BOIUTENCH U TOCTABIIMKOB

[1K-9.2/YM6 Pa3zpabarbiBaTh TEXHHUKO-IKOHOMHUYECKOE OOOCHOBaHUE PEKOHCTPYKIIHMH
WIH pacIliipeHHsl IPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB

[1IK-9.2/YM7 OrnenuBare O00BEM HCIBITAHWI O BaJMOALMHA TEXHOJIOTMYECKUX
MIPOLIECCOB

[1K-9.2/YM8 Bectu neperoBopsl, AeIerupoBaTh MOJHOMOYHS

Braoems:

[1K-9.2/HB1 PaccmoTpenne W yTBEpKACHHE TNPOW3BOJCTBEHHONW JTOKyMEHTAIIUU
(apMareBTHYECKOTO MPOU3BOJICTBA U OPraHU3alMs €€ BHIOJIHEHUS

[1K-9.2/HB2 Opranuzamusi TPOU3BOJACTBA M XpaHEHUS TOTOBOM TPOAYKIIMH B
COOTBETCTBUM C YTBEPKACHHON JOKyMEHTAIMel s JOCTHKEHUS Heo0XO0TuMOoro
KauecTBa

[1K-9.2/HB3 Opranuzanusi OLEHKHM W TOAMUCAHUA NPOM3BOACTBEHHBIX 3aIlUCEil
YIOJIHOMOYEHHBIM Ha 3TO MEPCOHAIOM Iepe] X nepeaadeit B moapas3aesieHue KOHTPOIs
Ka4yecTBa

[1K-9.2/HB4 KouTpoab coaepkaHus TOMEIICHUM, DSKCIUTyaTalldd W TEXHUYECKOTO
o0cmy)kuBaHUsT 000PYIOBAHUS

[1K-9.2/HBS5 PykoBOACTBO BaJIMIalIMEH TEXHOJOTUUECKUX MPOIIECCOB

[IK-9.2/HB6  Opranuzamus  paccieoBaHUsl  OOHAapYy)KEHHBIX  OTKJIOHEHUH U
HECOOTBETCTBUI MPOU3BOICTBA JICKAPCTBEHHBIX CPENICTB YCTAHOBICHHBIM TPEOOBAHUSM,
aHaJIU3 PUCKOB M YIPABIECHUE PUCKAMU ISl KAU€CTBA BBIITYCKAEMOU MPOTyKIIUH
[1K-9.2/HB7 IIpoBeneHne KOMIUIEKCHOTO aHaIM3a IeITeIbHOCTH MOIpa3IeIeHUs
[1K-9.2/HB8  PykoBomcTBO  paboTamMM 1O  TOATOTOBKE  MPOU3BOJICTBEHHOTO
MOJpa3eieHusl K  JIMIEH3UPOBAHHWIO, HHCIEKTUPOBAHUIO  TMOTPEOUTENIIMH U
rOCyJIapCTBEHHBIMU HAJA30PHBIMU OpPraHaMU

[1K-9.2/HB9 BHenpeHue KOHTPOJBHBIX MEPONPHUITHI B OTHOIICHHH SJICKTPOHHBIX
JIOKYMEHTOB

[1K-9.2/HB10 Opranuzamuss TEPBUYHOTO W TMOCJIEAYIOMIETO OOyYeHHs TepcoHaja
MIPOM3BOICTBEHHOTO MO/Ipa3eNieHuUs
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[TK-9.2/HB11 Opranuzanus mpoBeJeHHsI COOTBETCTBYIOIIHUX pa0dOT MO BaIUAalUN

[1K-9.3 OcymecTBisieT KOHTPOJIb TEXHOJIOTMYECKOTO TIpolecca MpU  MPOMBIIIJIEHHOM

MIPOM3BOCTBE JIEKAPCTBEHHBIX CPEICTB
3nams:
[1K-9.3/3u1 TpeboBanmsi CornamieHuss 0O €IMHBIX MPUHIIAIIAX U MPaBUIaX OOpaIIeHHs
JIEKapCTBEHHBIX CPEICTB B paMKax EBpa3uiickoro 3KOHOMHYECKOTO COI03a, IMpaBUIl
HaJJIeXKalled TMpPOU3BOJCTBEHHOW TMPAKTUKH, HOPMATHUBHBIX TIPABOBBIX AaKTOB U
CTaHAapTOB B 001aCTH MPOU3BOACTBA JIEKAPCTBEHHBIX CPEICTB
[1K-9.3/3n12 JIunen3nonHbie TpeOOBaHUS MTPU IPOU3BOJICTBE JIEKAPCTBEHHBIX CPEACTB
[NK-9.3/3u3  IlpuHmmnsel  ¢apMaleBTUYeCKO  MHUKpPOOMOJOTHM,  aCeNTHKH U
TOKCHKOJIOTHH
[TK-9.3/384 ®apmarieBTHYECKas] TEXHOJIOTHS B YACTH BBIMOJHIEMBIX TEXHOJIOTUYECKUX
IIPOLIECCOB
[1K-9.3/305 Oranbl NpPOEKTUPOBAHUS, KBATU(PHUKAIMKA M SKCIUTyaTallid 3aHUH,
MIOMEIIEHUH U MHXXEHEPHBIX CUCTEM (hapMaIleBTUYECKOTO MIPOU3BOJCTBA U TPEOOBAHUS K
HUM
[1K-9.3/3u6 IlpuHIUIBI BadWAAMK TEXHOJOTHYECKUX TPOIECCOB M AHAIUTHYECKHUX
METOAMK, KBATH(PHUKAIIMH TOMEIIEHU 1 000pYI0BaHUs, UHKEHEPHBIX CUCTEM
[1K-9.3/387 Mertonpl CTaTUCTUYECKOTO YIPABJICHHUS KA4eCTBOM, CTAaTHCTHYCCKHE
METO/Abl, MPHUMEHSEMbIE MpPHU OLEHKE pe3yJIbTaTOB HCHIBITAHUN TEXHOJIOTUYECKUX
MIPOLIECCOB U BaJIUIAINH
[1K-9.3/3u8 Ilpouemypsl (¢apManeBTUYECKON CHCTEMBl KayecTBa B OTHOIICHUHU
IIPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEIACTB
I1K-9.3/319 [IpuHiuns! 1e100pOU3BOACTBA U TOKYMEHTO000pOTa
[1K-9.3/3110 IlepcieKTUBBI TEXHUUECKOTO Pa3BUTHsI OPTaHU3aIUN
[1K-9.3/3u11 IIpaBuna BHyTpEeHHETO TPYAOBOTO pacHopsiIKa
[1K-9.3/3u12 IlpuHnmnel CcTaHAApPTH3alMd W KOHTPOJIA KadecTBa JICKAPCTBEHHBIX
CPEICTB U IEATEIBHOCTHU IO UX MPOU3BOJCTBY
I1K-9.3/3113 MeToap! mpoBeneHNsI HAyYHBIX HUCCIICIOBAaHUN
[TK-9.3/3u14 MeTtoabsl ONTUMH3AIIN TEXHOJIOTHYECKOTO Mpoiiecca
I1K-9.3/3015 Metoapl W HWHCTPYMEHTHI YIpPaBICHUS pPHCKaMU ISl KadyecTBa
JIEKapCTBEHHBIX CPEJCTB
[1K-9.3/3016 MeToapl 1 HHCTPYMEHTHI YIIPaBIEHUS TPOCKTAMU
I1K-9.3/3ul7 TpeOoBaHuss K Hay4HOH OpraHu3alu Tpyda OpU MPOEKTHPOBAHUU
TEXHOJIOTHYECKUX TPOLIECCOB
[1K-9.3/3u18 TpeOoBaHMs CAaHUTApHOTO pEXUMA, OXpaHbl TpyAa, MOXKApHOU
0€30MaCHOCTH, OXpaHbl OKPYKAIOWIEH Cpelbl, MOPSAIOK ACUCTBUI MPHU YpEe3BbIUANHBIX
CUTYaLMSIX
Ymemu:
[1K-9.3/¥YM1 Opranu3oBbIBaTh HCCIIEAOBATEIbCKHE U AKCIIEPUMEHTAIbHBIE Pa0OThI MO
pa3paboTKe M ONTUMHU3AIMH TEXHOJIOTHYECKUX MPOIIECCOB
[TK-9.3/¥YM2 OtuieHnBaTh IPOU3BOACTBEHHYIO M OTYETHYIO JTOKYMEHTAIIUIO, KaCAIOIIYIOCS
TEXHOJIOTMYECKUX MPOLIECCOB
[MIK-9.3/¥YmM3  Pa3pabaTpiBaTh  TEXHUKO-DKOHOMHUYECKOE OOOCHOBaHHE CO3AHMS,
PEKOHCTPYKLIMH WM PacIIMPEHUS IPOU3BOJICTBA JIEKAPCTBEHHBIX CPENICTB
[1K-9.3/YM4  Ananu3upoBaTh HCHOJNB3YEMYIO  TEXHOJOTHMIO Ha  COOTBETCTBHE
YCTaHOBJIEHHBIM TpPEOOBAHUAM U YIPABISIEMOCTb TEXHOJOTMYECKUX IPOLIECCOB,
OpPraHu30BBIBAaTh Pa3pabOTKy M BHEJAPEHHE B MPOU3BOJCTBO ONTHMHU3MPOBAHHBIX
TEXHOJIOTMYECKUX MPOLIECCOB
[IK-9.3/¥YM5 OcymiecTBisATh yHpaBICHUE KOMIUIEKCHBIMH —HAayYHO-TEXHHYECKUMHU

MMPOCKTaAaMH1
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T1K-9.3/YMm6 Pemats 3agaun o 00€CIIeueHHIO (U3UKO-XUMUIECKOH,
CTPYKTYpHO-MEXaHHUECKOH, aHTUMUKPOOHO! CTaOMIIBHOCTHU JIEKAPCTBEHHBIX (OPM IpU
UX IIPOU3BOJCTBE

[1K-9.3/Ym7 Bectu neperoBopsl, AeIerupOBaTh MOJHOMOYHS

Braoemy:

[IK-9.3/HBl PaccmMoTpenwe W  yTBEp)KIEHHWE JOKYMCHTAIMHM, CBS3aHHOH C
IIPOM3BO/ICTBOM JIEKAPCTBEHHBIX CPEJICTB, M OPraHU3allls €€ BhIOIHEHUS

[1K-9.3/HB2 Opranuzanmsi pa3padOTKM W BHEAPEHUS HOBBIX TEXHOJOTHUECKUX
pelieHui

[1K-9.3/HB3 PykoBoacTBO paboOTO MO MNPOSKTUPOBAHUIO M CO3IaHUIO HOBBIX,
PEKOHCTPYKIIMM  HMEIOIIUXCS  MPOU3BOACTBEHHBIX  YYacTKOB,  TEXHHYECKOMY
NEePEeBOOPYKEHUIO (hapMalleBTUYECKOr0 MPON3BOJICTBA

[1K-9.3/HB4 Pa3paboTka W yTBEepKIECHHE MEpONPHUATUN MO YIy4IICHHIO KauecTBa
BBIITYCKaEMO MPOAYKIIUH U CHIXKEHHIO €€ ce0eCTOMMOCTH

I1IK-9.3/HB5 PykoBoacTBO pa3pabOTKOHl IJIaHOB TOBBIMICHUA APPEKTUBHOCTH
(apmalieBTH4ECKOro MPOU3BOACTBA, YCTPAaHEHHUS Opaka B OpraHu3anuu

[IK-9.3/HB6 Opranuzanusi paboT MO H3YyYEHHIO U BHEAPEHUIO HAyYHO-TEXHHUUECKHUX
JOCTH)KEHUH, TEepesoBOr0 OTEYECTBEHHOTO M 3apyOeXKHOTO OIbITa MPOM3BOACTBA
JIEKapCTBEHHBIX CPEJCTB

[1K-9.3/HB7 IlnanupoBaHue © yIpaBICHHE KOMILIEKCOM paldOT MO aHaju3y
TEXHOJIOTMYECKUX  MpOIeccOoB  (apMalleBTUYECKOTO  MPOM3BOJACTBA M HUX
COBEpUICHCTBOBAHUIO B COOTBETCTBUU C YCTAHOBJIEHHBIMU TPEOOBaHUSIMU

3. Buja npakTuku, crnocod u ¢gopmbl ee MpoBeIeHNs

By npaktuku - YueOHast mpakTHKa.
Crnioco6 mpoBeeHus npakTHKY - CTarmoHapHast.
[IpakTiKa IpOBOAUTCS C OTPHIBOM OT ayJUTOPHBIX 3aHITHMA.

4. MecTO NPaKTHKH B CTPYKTYpe 00pa3oBaTe/ibHOI MPOrpamMMbl

VYyebHast mpakTHKa B2.0.05(Y) «Yuebnas mpakThka (TpakTHKa 1O  OOMICH
(hapmaIreBTHIECKOM TEXHOJIOTHH )» OTHOCUTCS K 00s3aTeIbHOM YacTH 00pa30BaTeIbHOM MPOrpaMMBbl
Y TIPOBOJUTKCS B cemecTpe(ax): 8.

B mpouecce mpoxXokaeHHS MPAKTHKH CTYACHT TOTOBUTCS K PEIICHUIO THIIOB 3ajad
npodeCCHOHAIBHON AesITeabHOCTH, TpeaycMoTpeHHBIX PI'OC BO u y4eOHBIM MI1aHOM.

5. O0beM NPaKTHKH U ee NPOAOKHTEJIBbHOCTD

OOm1ast TPYIOEMKOCTh MPAKTHKH COCTABIISET 3 3a4€THBIX SAMHHUII(-bI) MTPOIOIKUTEIBHOCTHIO
2 wenenu win 108 vaca(-oB).
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Bocemoid ws| 3 | 72| 72 | 36 | 33%TC
ceMecTp OILIEHKOI

Bcero 108 3 | 72 | 72 | 36

6. Conep:xanue NpaKTHKH
6. 1. PazneJnl, 3Tanbl, TeMbl IPAKTHKH U BUALI padoT

s |Z o
= 5 CE % =
= O 5 Z =
= < E = =
= (= > 0
= | 5 |88 R
o2 |2E
HaumenoBanwue pa3ziena, TeMbl 2 2|9 <
= g |28 3 -
g 5 5 o & =
|2 |asgz
< g 2 = 0B &
5 = = |2 & 23
O | & | 8 |58 0 &
mIE |0 |ES%ac
Pazgen 1. lucumnyimHapHbIH 108 72| 36| IIK-1.1
moayJas 1 IIK-1.2
Tema 1.1. MonynbHas equHULA 10 6 4| IIK-1.3
1.1. [K-1.4
Tema 1.2. MonynbpHas equHuLA 20 12 g| HK-1.5
1.2. [IK-1.6
Tema 1.3. MonynbpHas equHuLa 300 18] 12 IIK-1.7
13. [IK-9.1
Tema 1.4. MonynbHas eMHULIA 26| 18] 8| K92
1.4 [1K-9.3
Tema 1.5. MonynbHas equHULa 16| 12 4
L.5.
Tema 1.6. 3auet 6 6
Hroro 108 72| 36
6. 2. KoHTpO/IbHBIE MEPONPUATHSA 10 IPAKTHKE
Bua xonTpossi/ ucnosib3yeMble
Ne HanveHoBanue pasieia KonTpoaupyem OLICHOYHbIE MaTePHAJIbI
n/n bie UJIK T . IpomesxyT.
exymmnn aTTecTanusa
1 | ductummnapusiii Mmoayns 1 - 108 (TIK-1.1 TTK-1.2  |Pedepar/Dcce/llpesenranus |3auet ¢
qac. [IK-1.3 IIK-1.4 |TectupoBanue OLICHKOU
Tema 1.1 MonynbHas equHuLa TIK-1.5TIK-1.6 |BreimonHenue
1.1. - 10 gac. [IK-1.7 T1IK-9.1 |uHaUBUIyaIBHOTO 3a1aHUS
Tema 1.2 MonynbHas equHuLa [1K-9.2 TIK-9.3 |Knunuueckas
1.2. - 20 yac. 3aaya/CUTyannoHHas
Tema 1.3 MonynbHas equHuLa 3aja4da
1.3. - 30 yac. IIpakTrueckoe 3ananue
Tema 1.4 MonynbHas equHuULA O030p UTEpaTYpHI 110 TEME,
1.4. - 26 yac. COCTAaBJIEHUE AJITOPUTMOB,
Tema 1.5 MonynbHast equHuIA [IPOEKTHAs AeATEIIbHOCTb U
1.5. - 16 yac. ap.
Tema 1.6 3auer - 6 yac.

6. 3. ConeprkaHue 3TANOB, TeM NPAKTUKUA U GOPMBI TEKYIIEr0 KOHTPOJIA
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Paszoen 1. /[lucyunnunapustii mooyno 1

(Ilpakmuueckue 3anamusn - 72u.; Camocmoamenvnas paboma - 36u.)

Tema 1.1. Mooynvnas eounuya 1.1.

(IIpaxmuueckue 3anamus - 6u.; Camocmosmenvras paboma - 44.)

OOmiee 3HAKOMCTBO ¢ (hapMaleBTUYECKUM MpennpustueM. TpeOoBaHMS K OpraHu3alud |
(GYHKIMOHUPOBaHHIO (hapMaIleBTUYECKOTO MPEANPUATUS B COOTBETCTBUH ¢ TpeboBanusimu 'OCT-P

52249-2009

Bupl camocTosiTenbHON pabOThI CTYICHTOB (00YYarONuXCsl)
Bun pabotst Coneprxanue Yacsl
Hamucanme pedeparor (acce), ananuz  |Mctopus cranosnenus npeanpustus OO0 4

CTAaTUCTHUYECKUX U (PaKTHUCCKUX
MaTepraJioB MO 3aJaHHON TEME,
aHAJTUTUYCCKUHA pa30op HaydIHOH
JTUTEPaTypPhl

«PapmacuHTe3-TIOMEHbY» ¥ IEPCIIEKTUBBI
Pa3BUTHSA MTPOU3BOACTBA FOTOBBIX
JIEKapCTBEHHBIX CPEJCTB

Texymui KOHTPOJIb

Bun (bopma) KoHTpOIISI, OIIECHOYHBIC MaTEPHAITBI

TectupoBanue

Kmmanueckas 3amaqa/CutyarimoHHast 3aada

O0630p AUTEPATYPHI IO TEME, COCTABIICHHE AJITOPUTMOB, TPOEKTHAS AEATEILHOCTD U IP.

Tema 1.2. Mooynvnas eounuya 1.2.

(Ilpaxmuueckue 3anamus - 12u.; Camocmosamenvrasn paboma - 8u.)

Opranuzanus ¥ TEppUTOpUATBHOE 00ecIieueHre MPONU3BOICTBA TOTOBBIX JIEKAPCTBEHHBIX CPE/ICTB HA

(bapManeBTH4eCKOro MpeAnpHsITUS

Buner camocrosTensHON paboThl CTYEHTOB (00YYarOIIMXCsl)

Bua paboter

Conepxanue

Yacrl

Hanmucanue pedeparos (3cce), aHamu3
CTaTUCTUYECKUX U (PaKTUUECKUX
MaTepHuaIoB 110 3aJaHHOH TEME,
aAHATUTUYCCKUN pa300op HAydIHOU
JIUTEPATYpPhI

CoBpeMeHHBIE METO/IBI 00ECTICUCHUS
KJIMMAaTHYECKOTO KOHTPOJISI, OXPaHbI
OKpY>Karollen Cpelibl U TEXHUKHU
0€30MMacHOCTH paboTaOIUX Ha
OPEANPUITHSIX (papMaleBTHUECKON
MPOMBIIUICHHOCTH PD u 3a pyOexom.
CoBpeMEeHHbBIE METO/IbI M TPOM3BOICTBCHHBIC
KOMILICKCHI TIOJTYYCHUS BOJIBI OUUIIICHHOU U
BO/IbI JIJIS1 MHBEKIUI HA (hapMaIleBTUUECKUX
npeanpustuax PO u 3a pydexxom.

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaTbI

Pedepar/Occe/llpesenTarus

TectupoBanue

BrinonHeHne HHAMBUAYATBHOTO 3aJaHUS

O0630p AUTEpATYPHI IO TEME, COCTABIICHHE AJITOPUTMOB, TPOEKTHAS! AEATEILHOCTD U IP.

Tema 1.3. Mooynvnas eounuya 1.3.

(IIpaxmuueckue 3anamus - 18u.; Camocmosamenvrasn paboma - 12u.)

IIpoussoxncTBo

TOTOBBIX  JICKAPCTBCHHBIX

CpencTB Ha

(apMalieBTHYeCKOM  MPEIIPUATHH:

npeicTaBieHa paboTa TMPOM3BOACTBEHHBIX W BCIOMOTATENbHBIX TOMEIICHHHA I1eXa TBEPHAbIX
JICKApCTBEHHBIX CPEACTB (TaONETKH, KAICy/bl, Ipake, MOKPHITHS TabIeTOK 000JI0YKOI

Ioxrorosneno B cucrteme 1C:Yuusepcuter (000000246)

Crpanuna 23 u3 28



Buner camocrosTensHON paboThl CTYEHTOB (00YYarOIIMXCsl)

Bux paboter

Conepxanue

Yacrl

Hanncanue pedeparos (3cce), aHamu3
CTaTUCTUYECKUX U (PAKTUUECKUX
MaTepHuaioB 110 3aJaHHOH TEME,
aAaHATUTUYCCKUN pa300op HAydIHOU
JIUTEPATYPhI

COBpeMeHHBIe BU/JIbI YIITAKOBKH TBCPALIX U
KUJKUX JICKapCTBEHHBIX (hOpM Ha
(apmMareBTHUYECKHUX MPEIIPUATHIX.
Pa3paboTka COBpeMEHHBIX METOAOB JJOCTABKU
JICKAPCTBCHHLIX BCUICCTB B OpraHU3M
Pazpabotka u peructpanus bAJl, ocHOBHBIE
Tpe60BaHI/I$I K UX IPUMCHCHUIO B OTIIMYUC OT
JICKAPCTBEHHBIX MPETapaToB.

12

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIbI

TectupoBanue

BrinonHenne MHAMBUAYAIBHOTO 3aJaHUS

[IpakTrnueckoe 3ananue

O0630p AUTEpATYPHI IO TEME, COCTABIICHHE AJITOPUTMOB, TPOEKTHAS! AESATEILHOCTD U P.

Tema 1.4. Mooynvnas eounuya 1.4.

(IIpaxmuueckue 3anamus - 18u.; Camocmosamenvrnasn paboma - 8u.)

[Tpon3BOACTBO TOTOBBIX JICKAPCTBEHHBIX CPEICTB Ha (DapMaleBTUYECKOM NPEANPHUATHU: IIeXa
MH(Y3UOHHBIX PAcTBOPOB (OTIMYCK JICKAPCTBEHHBIX INPENapaToB B CTCKJISHHOW M MOJUATUICHOBOU
YIAKOBKE), MaTepuajbHble IOTOKH CBIPbS U IOJYIPOAYKTOB IIPOM3BOJACTBA, BHYTPHIIEXOBBIE

n1a0opaToOpuu MO Ka4eCTBY U CTEPHIN3AIMs HH(Y3HOHHBIX PACTBOPOB

Buner camocrosTensHON pabOTHI CTYEHTOB (00YYarOIIMXCsI)

Bua paboter

Conepxanue

Yacrl

Hanncanue pedepatos (3cce), aHamu3
CTaTUCTUYECKUX U (PaKTUUECKUX
MaTepHuaIoB 110 3aJaHHOH TEME,
AHATUTUYCCKUN pa300op HAydIHOH

CoBpeMeHHbIE YITAKOBOYHBIE MaTe€pHUaJIbl IPU
NPOM3BOJICTBE UH(PY3NOHHBIX PACTBOPOB U
JIEKapCTBEHHBIX IIPENAapaToB B AMITYJIaX.
CoBpeMeHHOE (papMaIieBTUIECKOE

JIUTEpaTypsl IIPEANPUATHE 110 IPOU3BOJCTBY

OMOTEXHOJIOTUYECKHUX TpenapaToB

Texymui KOHTPOJIb

Bun (hopma) KoHTpOIIS, OIIECHOYHBIE MaTEPHAITBI

TectupoBanue

BrinonaeHne HHAMBUAYATBHOTO 3aJaHUS

HpaKTI/I‘-ICCKOC 3aJaHuc

O0630p nUTEpaTypHI 110 TEME, COCTABIICHUE AITOPUTMOB, IPOEKTHAS AECITEILHOCTD U JP.

Tema 1.5. Mooynvnas eounuya 1.5.

(IIpaxmuueckue 3auamus - 124.; Camocmosmenvuas paboma - 44.)

3HAKOMCTBO C CHCTEMOI KOHTPOJIS KauecTBa (hapMareBTHYECKOTO MPeAnpusaTs. PaccMaTpuBaroTcst
BOIIPOCHI pabOTHI JabOpaTopuili CUCTEMBI KOHTPOJIS KadyecTBa Mpennpusatus ((Ppu3nko-xuMuueckas
nmabopatopus U 6ak-1adopaTopusi), OCHOBHOE HUCIIOIB3yeMOoe 000pyI0BaHUE JIJIsi KOHTPOJIA KaueCcTBa
BOJIBI U151 hapMaIleBTHUECKUX IIeJIel U TOTOBBIX JIEKAPCTBEHHBIX (hOpM

Bupl camocTosiTenbHON pabOThI CTYICHTOB (00YJaIONTUXCsl)

Bun paboter |C0I[ep>KaHHe | Yacsl
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Hanmcanue pedepatos (occe), ananuz  [JlabopaTtopuu cUCTEMbI KOHTPOJIS KauecTBa 4
CTaTUCTUYECKUX U (PAKTUYECKUX (apmaneBTHUECKUX MPEeIIPUATHI U

MaTepuasoB IO 3aJ]aHHOH TeME, COOTBETCTBUE UX MEXKyHAPOIHBIM

aHATUTUYECKUI pa300p HaydHOM tpeboBanusim GLP.

JUTEPaTyphl

Texyuuii KOHTPOJIb

Bun (hopma) KOHTpOIIS, OLIEHOUHBIE MaTepUaIIbI

TecTtupoBanue

BrinonHenne MHAMBUAYAIBHOTO 3aJaHUS

[IpakTrueckoe 3ananue

O0630p AUTEPATYPHI IO TEME, COCTABIICHHE AJITOPUTMOB, TPOEKTHAS AEATEILHOCTD H P.

Tema 1.6. 3auem
(IIpaxmuueckue 3anamusi - 64.)

3a4eT ¢ OLIEHKOM
7. ®opMBI OTYETHOCTH 10 NIPAKTHKE

- JIHEBHUKH NIPAKTUKHU

- bnaHk MHCTpYyKTaxa

- OTueT no nNpaxkTUkKe

- InnuBuyansHOE 3a1aHne

8. MarepuaibHO-TeXHHYECKOE U Y4eOHO-MeToAuYeCKoe odecneyeHne NPaAKTUKH
8.1. IlepeyeHb OCHOBHOM M JONOJHHUTEILHON Y4eOHOH JTUTEPATYypPbI

OcnosHnas tumepamypa

1. Menpmrytuaa, H. B. VHHOBanmoHHBIE TEXHOJOTMH M 00OpyIOBaHHE (PapMaleBTHUECKOTO
npousBojacTea: B 2 T. / H. B. Menbmytuna, 0. B. Mummuna, C. B. Ansec; H. B. MensmryTusa, HO.
B. Mummuna, C. B. Ansec ; nox pen. H. B. Menbmytunoii. - Mocksa: BUHOM, 2016. - 328 -
978-5-9518-0453-2. - TekcT: HENOCPEACTBEHHBII.

2. Kpacuiok, 1.1. ®dapmarieBTryeckast TEXHOIOTUS. TeXHOIO0rus JeKapcTBEHHbIX (GopM: yueOHOe
nocobue / MI.U. Kpacuiok, I.B. Muxaiinosa. - Mocksa: [ DOTAP-Menua, 2013. - 544 c. - ISBN
978-5-9704-2529-9. - Tekcr: AIIEKTPOHHBIN. // Geotar: [caiiT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970425299.html (nara oOpamenus: 03.08.2023). -
PexxuM noctymna: 1o noanucke

3. Kpachiok, .. @apmarieBruueckas TeXHOJIOTHs. TeXHOIOTUs JIEKapCTBEHHBIX (POpM: yueOHOe
nocobue / MI.U. Kpacuiok, I.B. Muxaiinosa. - Mocksa: [ DOTAP-Menua, 2013. - 544 c. - ISBN
978-5-9704-2529-9. - Tekcr: AIIEKTPOHHBIN. // Geotar: [caiiT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970425299.html (nmara oOpamenus: 05.05.2022). -
PexxuM noctymna: 1o noamucke

4. Kpachiok, 1.11. ®apmaneBTHuecKas TEXHONOTHsA. TeXHOIOT s IEKapCTBEHHBIX (hopM: yueOHOe
nocobue / MI.U. Kpacuiok, I"B. Muxaiinosa. - Mocksa: [DOTAP-Menua, 2013. - 544 c. - ISBN
978-5-9704-2529-9. - Tekcr: AIIEKTPOHHBIN. // Geotar: [caiiT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970425299.html (nara oOpamenus: 25.04.2024). -
PexxuM nocTymna: 1o noamucke
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5. dapmaneBTHUYECKas TEXHONOTUsA. TexHoJorus JekapcTBeHHbIX (opm: yuebnuk / W.H.
Kpachiok, I.B. Muxaiinosa, T.B. [lenucona, B.. Cxisipenxo. - MockBa: [ DOTAP-Menua, 2018. -
656 c. - ISBN 978-5-9704-4703-1. - Tekct: osnexrponnsiii. // Geotar: [caiit]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970447031.html (nmara oOpamenus: 03.08.2023). -
Pexxum nocrtyna: mo noanucke

6. dapmaneBTHUYECKass TEXHONOTHsA. TexHonorus JexkapcTBEeHHbIX (opm: yueObnuk / W.H.
Kpachiok, I.B. Muxaiinosa, T.B. [lenucona, B.. Cxisipenxo. - Mocksa: [ DOTAP-Menua, 2018. -
656 c. - ISBN 978-5-9704-4703-1. - Tekct: osnexrponnsiii. // Geotar: [caiit]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970447031.html (nmara oOpamenus: 05.05.2022). -
PexxuM noctymna: 1o noamucke

7. dapmaneBTHUYECKas TEXHONOTHsA. TexHonorus nexkapcTBeHHbIX (opm: yuebnuk / W..
Kpachiok, I.B. Muxaiinosa, T.B. [lenucona, B.. Cxisipenko. - Mocksa: [DOTAP-Menua, 2018. -
656 c. - ISBN 978-5-9704-4703-1. - Texkct: osnekrponnsiii. // Geotar: [caiit]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970447031.html (nmara oOpamenus: 25.04.2024). -
PexxuM nocrymna: 1o noanucke

8. @apmarieBTHUECKasi TEXHOJIOTHUS: PYKOBOJCTBO K J1a0OpaTOpHBIM 3aHATUAM: yueOHOe 1mocodue
s ¢dapmanestoB / B. A. beikoB, H. b. Jlemuna, C. A. CkarkoB, M. H. AnypoBa. - Mockaa:
I'DOTAP-Menua, 2010. - 304 - 978-5-9704-1560-3. - TekcT: HENOCPEACTBEHHBIH.

Jlononnumenvuas numepamypa

1. TocynapctBennas ¢apmaxones Poccuiickoit @enepanmn: B 3 1. / XIII uzpanue - 2015. - TekcT:
anekTpoHHbId. // : [caiT]. - URL: http://femb.ru/femb/pharmacopeal3.php (mara oOGpamenus:
15.02.2023). - PexxuMm gocTyIa: 1mo moarnmucKe

2. TocynapctBenHas papmakonest Poccuiickoit @eneparuu: B 4 T. / X1V nznanue - 2018. - TekcT:
anekTpoHHbI. // : [caiir]. - URL: http://femb.ru/femb/pharmacopea.php (mara oOpameHus:
15.02.2023). - PesxuM goctyna: 1o NoAmnucKe

3. Uyemog, B. U. IIpoMbInieHHast TEXHOIOTHS JekapcTB: yueOHuk: B 2 T. / B. WM. Uyemos, H. K.
UYepnos, JI. H. XoxsoB. - XapekoB: MTK-Knura, 2002. - 716 - TekcT: HemOCpeACTBEHHBIN.

4. I'apunos, A.C. ®apmarieBTruecKkas TEXHOJOTUs. M3roToBieHne J€KapCTBEHHBIX MPENapaToB:
yueOHuk / A.C. I'aBpunos. - MockBa: [D0OTAP-Menua, 2016. - 760 c. - ISBN 978-5-9704-3690-5. -
Texcr: AJIEKTPOHHBIN. // Geotar: [caitT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970436905.html (mara o6pamenus: 03.08.2023). -
Pexxum goctyna: mo nmoanucke

5. I'aBpuiio, A.C. @apMmarieBTHUYECKasi TEXHOJIOTHsI. V3roToBIEHNE JIGKAPCTBEHHBIX MTPENapaToB:
yueOHuk / A.C. I'aBpunos. - MockBa: [DOTAP-Menua, 2016. - 760 c. - ISBN 978-5-9704-3690-5. -
Texcr: AJIEKTPOHHBIN. /! Geotar: [caitT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970436905.html (mara o6pamenus: 05.05.2022). -
Pexxum goctyna: mo noanucke

6. 'aBpuiioB, A.C. @apMmarieBTHUYECKasi TEXHOJIOTHsI. V3roToBIEHNE JIGKAPCTBEHHBIX TPENapaToB:
yueOHuk / A.C. I'aBpunos. - MockBa: [D0OTAP-Menua, 2016. - 760 c. - ISBN 978-5-9704-3690-5. -
Texcr: AJIEKTPOHHBIN. // Geotar: [caitT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970436905.html (mara oGpamenus: 25.04.2024). -
Pexxum goctyna: mo noanucke

7. Jlonin, B.A. ®apmaieBTHyecKass TeXHOJOTus. M3roToBieHUE JEKApPCTBEHHBIX IPEMAPATOB:
yuebHoe nocodue / B.A. Jloita, A.C. I'apmiios. - Mocksa: [ DOTAP-Menua, 2014. - 512 c¢. - ISBN
978-5-9704-2781-1. - Tekcr: AJIEKTPOHHBIH. /l Geotar: [caiT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970427811.html (mara oOpamenus: 03.08.2023). -
Pexxum goctyna: mo noanucke

8. Jloiing, B.A. ®apmaneBTudeckasi TeXHOJOTHs. M3roToBlIeHME JEKAPCTBEHHBIX MPEMAPATOB:
yuebHoe nocodue / B.A. Jloita, A.C. I'apuiios. - Mocksa: [ DOTAP-Menua, 2014. - 512 c¢. - ISBN
978-5-9704-2781-1. - Tekcr: AJIEKTPOHHBIH. /l Geotar: [caiT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970427811.html (mara oOpamenus: 05.05.2022). -
Pexxum goctyna: mo noanucke
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9. Jloiin, B.A. ®dapmaneBruyeckass TexHOJIOTHs. V3roroBiieHHE JIEKapCTBEHHBIX IIPENapaToB:
yueoHoe nocobue / B.A. Jlotin, A.C. I'aBpunos. - MockBa: [DOTAP-Menua, 2014. - 512 c. - ISBN
978-5-9704-2781-1. - TexcrT: AJIEKTPOHHBIN. // Geotar: [caliT]. - URL:
https://www.studentlibrary.ru/book/ISBN9785970427811.html (mara oOpamenus: 25.04.2024). -
PexxuM noctymna: 1o noanucke

8.2. [IpodeccuonanbHbie 6a3bl JAHHBIX U pecypcbl «HTEepHET», K KOTOPHIM 00ecneuynBaeTcs
AOCTYN 00YyYAKOIIMXCS

IIpogheccuonanvruvie 6azvi Oanubix
1. https://www.rosmedlib.ru/ - 3bC "KoncynsranT Bpaya"
2. https://www.studentlibrary.ru/ - 95C "KOHCYJIbTAHT CTYAEHTA"

Pecypcol « Unmeprem»
1. https://www.elibrary.ru/ - Hay4ynas snexkrponnas 6uomuorexka eLIBRARY.RU
2. www.femb.ru - ®enepanbHas d7eKTpOHHAs MenulMHCKas onbnuoreka (POMB)

8.3. UndopManHoHHbIE TEXHOJIOTHH, IPOTPAMMHOE o0ecnedeHne u
HH(POPMALMOHHO-CIIPABOYHbIE CHCTEMbI, HCI0JIb3yeMble IIPH POBEACHUHN NPAKTHKH

Jnst  peanuzaruu oOpa30oBaTENbHBIX MPOTPAMM  OTKPBIT JOCTYI K y4eOHO-METOIUYECKHM
MaTepraiiaM B CHUCTEME MOMJIEPKKU AucTaHIMoHHOTO o0yueHus — 90C Moodle. CTyneHThl UMEIOT
JOCTYII K Yy4eOHO-METOINYECKUM MarepuanaM kadenp. /s BBIOTHEHUS KOHTPOJBHBIX 3a/IaHHM,
MOJTOTOBKA K TPAKTUYCCKHUM M CEMUHAPCKUM 3aHATHSAM, IOMCKAa HEOOXOAMMOW HH(pOpMaIuu
ITUPOKO MCTIOIB3YIOTCS BO3MOXKHOCTH TII00aIbHOM ceTr MIHTepHeT.

CrynenTsl 00ydYarOTCSi C  HCMOJIB30BAHUEM JJICKTPOHHBIX  PEMO3UTOPHUEB:  TMPEMOaaBaTesn
JEMOHCTPHUPYIOT CTyACHTaM OOydYaroniue M JIEMOHCTPAIIMOHHBIE BHICO(UIBMBI, MPEIOCTABISIOT
CCBUIKM Ha WH(MOPMAIIMOHHBIA Marepuail B ceTH VHTepHET, NeMOHCTPUPYIOT PE3yJbTaThl CBOMX
Hay4YHBIX pa3pa0d0TOK, HAYYHBIX KOH(PEPECHITHI.

Ilepeuenv npoepammnozo obecneuenus

(0bHOBNEeHUE NPOU3BOOUMCS NO Mepe NOABILEHUS HOBbIX 8ePCULL NPO2PAMMbL)
. CH30 3KL Pycckuit Moodle;

. AuTHnnaruar;

. AHTHBHUpYCHOE porpamMmMmHoe obecrnieuenne Kaspersky Endpoint Security ayis OusHeca;
. ITporpamMmusIiiil npoaykt «1C: Yausepcutet [IPOD»;

. MS Office Professional Plus, Bepcus 2010,;

. MS Office Standard, Bepcus 2013;

. MS Windows Professional, Bepcust XP;

. MSS Windows Professional, Bepcus 7;

. MS Windows Professional, Bepcus §;

10. MS Windows Professional, Bepcus 10;

11. TIporpammusiii mpoaykT «1C: Ynpasienue ydeOHbIM IEHTPOMY;

12. MS Office Professional Plus, Bepcus 2013,;

13. MS Windows Remote Desktop Services - Device CAL, Bepcus 2012;
14. MS Windows Server - Device CAL, Bepcus 2012;

15. MS Windows Server Standard, Bepcus 2012;

16. MS Exchange Server Standard, Bepcus 2013;

17. MS Exchange Server Standard CAL - Device CAL, Bepcus 2013;

18. Kaspersky Security muis BuptyansHbIX cpen, Server Russian Edition;
19. MS Windows Server Standard - Device CAL, Bepcus 2013 R2;
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20. MS SQL Server Standard Core, Bepcus 2016;

21. System Center Configuration Manager Client ML, Bepcus 16.06;

22. TIporpamma quis 9BM Statistica Ultimate Academic 13 cereBas Ha 5 monb3oBarenei ;
23. 1C:JloxymMmeHTOOOOpPOT rOCYIapCTBEHHOTO YUPEKACHUS 8.;

Ilepeuens uHghopmayuoHHO-CRPABOUHBIX CUCEM
(0OHOBIeHUE BLINONHAENICS €XHCEHEDENbHO)

1. Cucrema «Koncynbsrantllimocy;

8.4. Onucanue MaTepuabLHO-TEXHNYECKOI 0a3bl, HEOOXOAMMOI /1JIs1 MPOBEACHUA MPAKTUKH
MecTto npoBeaenust npaktuku u onucanue MTO.
- ¢denepalbHOEC TOCYIApCTBEHHOE OIOKETHOE 00pa3oBaTeIbHOE  YUPEKACHHE  BBICIIETO
oOpazoBanus « TFOMEHCKHI TOCYIapCTBEHHBI MEIUITMHCKUI YHUBEPCUTET» MUHUCTEPCTRA .

TunoBoii HabOp TpodecCHOHATBPHOTO 000PYIOBaHUS, MEIUIIMHCKAsT TEXHUKAa W O0OpyIOBaHUE B
COOTBETCTBUH C mpuiokeHneM Ned moroBopa 00 OpraHm3anuyd TPaKTHYECKON TOATOTOBKH
00yYaroIImXcs.

Yuebnble maboparopuu

VYuebnas naboparopust Ne206 (YuKNe2-2-8)
KK -ITanens - 1 mr.
HoyTtOyk - 1 mT.
Cron yueHnueckui - 16 mir.
CTYJ Ta0OpaTOPHBIiA - 21 1mT.
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