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1. IlepeuyeHb IUIaHMPYeEMBbIX pPe3yJLTATOB 00yYeHHS 110

AUCHUIIIMHE, COOTHECCHHBIX C INIAHUPYEMBIMHU peE3ylibTaTaMu

0CBOCHMA NMPOrpaMMBbI

K Kon HanmenoBanue Pesynbratel 00y4eHus,
oA HaumenoBanue MHAMKATOpa HMHIMKATOpa COOTHECEHHBIE C
ontie KOMIIETEHIIUH JOCTUKEHUS JIOCTHKEHUS WHJUKAaTOpaMH JTIOCTHKEHUS
FEHIH KOMIIETEHIIUH KOMIIETEHIIUU KOMIIETEHIIUH
[TK-2 ['oToB ucnonbp30BaTh NATIK-2.1 VYuacTByeT B — chopMUPOBAHBI 3HAHMUS:
HOpPMAaTHBHBIE YIpaBJICHUU OCHOBHbIE HOPMATUBHBIE U
JIOKYMEHTBI 110 JIOKyMEHTalMell 1 |IpaBOBbIE JOKYMEHTHI,
KAauecCTBY, dbopMupoBaHUH periiaMeHTUPYIOIINE Opra-
CTaHJapTU3aLUU U (apMarieBTUYECKON |[HU3ALUIO POU3BOCTBA U
ceptuduxanuu CHUCTEMBI KaYeCTBa  [KOHTPOJISI KAYECTBA Ha
IIPOJYKTOB U U3JIEIUH, [IPOU3BOJICTBE;
3JIEMEHTHI — copMupOBaHBl yMEHUS:
HKOHOMUYECKOTO [10JIb30BaThCS
aHaJIu3a B e CTBYIOIMMU
PAKTUYECKON HOPMaTHUBHO-TIPAaBOBBIMU
JeATETbHOCTH aKTaMu,
periaaMeHTUP yIOLUMU
OpraHu3aLNI0
[IPOU3BOJICTBA U KOHTPOJIS
KaueCTBA Ha MPOU3BO/JICTBE;
- chopMHUpPOBaAHBI HABBIKU:
3ar0JIHEHUs HOPMaTUBHON
TOKyMEHTAllMU Ha
[IPOU3BOJICTBE.

IIK-3 | Cmoco6en mpuaumars | MJITIK-3.2 PazpabarrsiBaer - cpopMUPOBaAHBI 3HAHUS:
KOHKPETHbIE HOBYIO HOPMATHBHBIE U IPABOBbHIE
TEXHUYECKUE PELIeHUs HOPMaTUBHYIO TOKYMEHTHI,
npu pa3paboTke JOKYMEHTAIMIO HA  |perVIaMEHTUPYIOIIHE Opra-
TEXHOJOTHYECKHUX JIEKapCTBEHHbIE HU3aLUI0 IPOU3BOJCTBA U
IPOLIECCOB, BEIOUPATH CpeacTBa KOHTPOJIS KauecTBa Ha
TEXHUUYECKHE CPEJICTBA [IPOU3BO/ICTBE;

Y TEXHOJIOTUHU C YYETOM — c()OpMUPOBAHbl YMEHHUSI:
HKOJIOTMUYECKUX 10JIb30BaThCs
MHOCIEACTBUN UX IEUCTBYIOLIUMH
MIPUMEHEHUS, BBISBIIATD HOPMaTUBHO-TIPABOBBIMU
U YCTPAHATH aKTamH,
OTKJIOHEHHS OT periaMeHTHP YIOIIUMHU
PEKUMOB PabOTHI OpraHu3aIiio
TEXHOJIOTHYECKOT0 POU3BOJICTBA U KOHTPOJIS
000pyI0BaHUs U KauecTBa Ha IIPOU3BOJICTBE;
apamMeTpoB - chopMHUpOBaHBI HABBIKU!
TE€XHOJIOTUYECKOIO COCTaBJIEHUS Pa3/IE€IOB
rpouecca HOPMaTHUBHOMN
TOKyMEHTAallM1 Ha
IPOU3BO/JICTBE.




2. O6beM U MecTO AUCHUILIMHBI B cTpyKType OITOII

Jucrumunaa «HopmatuBHas 6a3a mpou3BOACTBa (PapMaleBTHYECKUX MTPENapaToB M OpraHU3aIus
npou3BojacTBa Mo GMP» otHOocuTcs k 6a3oBoit yactu OIIOII, B COOTBETCTBHMU C Y4EOHBIM TUIAHOM
ocBauBaeTcs B 5-om cemectpe (3 kypc), oOrias TpymoeMKocTh — 144 yaca / 4 3a4€THbIC CIUHUIIBI

(z.e.).

3. Conep:xkaHue U CTPYKTYpPa AUCHHUIIUHBI

3.1. Crpykrypa IUCHUTLINHBI

OO0BeM AUCLUIIINHEIL, Yac. ®dopma
KonraktHas padota TEKYIIETO
oOyJaronmxcs ¢ KOHTPOJIS
HaunmeHoBanue npernoaaBareieM yCIieBaeMo-
Ne /it paszenos, TeM Bcero | mo Bugam yueOubix | CP CTU™, mpo-
4acoB 3aHATUI MEXYTOYHOU
i ‘ 713 ‘ 13 aTTecTaluu
Cemecmp Ne 5
Paznen 1| Beeaenue B AUCHUTUTMHY 28 - 16 T,K, P
Tema 1.1 | OcHOBHBIE IOHSTHUS U TEPMUHBI 8 4
IIpaBuna Haanexaiiei
Temal2| © PUIEARET 8 2 4 2 T
npowusBojicTBeHHo npakTuku (GMP)
HopmaTtuBHas jokymMeHTaIusl Ha
MIPOM3BOJICTBE, PETIaMEHTHI
MTPOU3BOJICTBA, BUJIBI.
Tema 1.3 | IIpoMbILIUIEHHBIN peraaMeHT 12 2 8 2 K
MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CPEIICTB
Pasmen 2| Opranmszamnus npousBozactea [JID 56 18 24 14 T,K, P
TpeGoBaHus K BO3AYXY
MTPOM3BOJICTBEHHBIX ITOMEIIEHUH.
Tema 2.1 | [POMSEOA et 11 | 4 4 | 3
Knaccudukanus nomemieHuit mo
YHCTOTE BO3AyXa. TeKkyluit KOHTPOIIb
Buapl Bogbl, TpeOOBaHMS K BOAC JIJIS
Tema22 | . oo BOARL AP Ae A 11 | 4 4 | 3
(hapmaleBTHUECKOTO MPOU3BOICTBA
IIpoussojactro JIII. UcnibiTanus
Tema23 | PormPol 14 | 6 4 4
nexapcTBeHHbIX popm JIC
XpaHeHHe JEKapCTBEHHBIX CPEJICTB U
Tema2.4 | “F P pe 20 | 4 12 | 4 T, K
XUMHYECKUX BELICCTB
OpraHu3anys COBpEMEHHOTO
Paszen3 | " HITT COBp 24 | 4 12 | 8 T,K, P
(hapMaleBTHUECKOTO MPOU3BOICTBA
Perucrpanus nekapCcTBEHHBIX
Tema 3.1 patt P 8 2 4 | 2 T
MpernapaToB




O0beM AUCHIUTUTHHEIL, Yac. dopma
KonrakrHas paborta TEKYILETOo
o0yJarmmxcs ¢ KOHTPOJIS
Haumenoanue npernoiaBaTenemM ycIreBaeMo-
Ne /i pas3esioB, TeM Bcero | mo Bugam yue6Hbix | CP cTu™, mpo-
4acoB 3aHATUN MEXYTOYHOU
bt 13 | 113 aTTecTanuu
BanupgaunoHHbIe aCEKTHI
Tema 3.2 | opranu3anuu Ipou3BOJCTBA 8 2 4 2
JIEKapCTBEHHBIX CPE/ICTB
Tema 3.3 Opranu3anusi COBpeMEHHOT0 8 i 4 4 p
(hapMaIreBTHYECKOTO MPOU3BOICTBA
[IpomexyTouHas arrecTanus 36 DK3aMeH
Bceero: 144 | 28 52 64
Ilpumeuanue:

* — ghopmwr mexywezo konmpons ycnesaemocmu: mecmuposanue (T), kornoksuym (K), pegpepam (P).

3.2. ConeprkaHue NUCIUTIIIUHBI

Paznen 1.BBenenue B kypc. Tema 1.1. Beenenune. OcHOBHbIE MOHATHSA U TepPMUHBI. JKH3HEHHBIN
mukia JIC. I'ocymapcrBennas ¢apmaxomnes. Tema 1.2. ['ocyaapcTBeHHOE HOPMHMPOBAaHUE MPOU3BOICTBA
neKkapcTBeHHBIX mpemnapatoB. IlpaBuna GMP. IlpaBuia Hamiexkameidl MpoOW3BOJCTBEHHOW MPAKTHKN,
yTBepKAeHbI NpuKkazoM Munnpomtopra Poccun ot 14 urons 2013 r. Ne 916, B penakuuu npukasza Ne
4148 ot 18.12.2015 . Tema 1.3. OCT 64-02-003-2002 IIpoayKiusi MEIUIIUHCKON MPOMBIIIIICHHOCTH.
TexHosornueckue periaameHTbl Npou3BojcTBa. CojnepikaHue, MOPSAOK pa3pabOTKH, COIVIACOBAaHUS U
yrBepxkaeHusa. ['OCT P 52550-2006 IIpou3BoacTBO JE€KapCTBEHHBIX cpeAcTB. OpraHu3anuoHHO-
TeXHoJIOTh4eckass AokymeHTanus" (yrB. M BBeleH B neictBue Ilpukasom PocrexperynmupoBaHus OT
02.06.2006 N 105-cr.

Paznen 2. Opranmszanms mpou3BojacTBa TOTOBHIX JI® M MMMYHOOHMONOTHYECKHX IPETapaToB.
O®C.1.1.0001.18 [IpaBuna mnonb3oBanus  QapmakonedHeiMu — crathsiMu.  OPC.1.1.0026.19
JlexapctBennbie mpemnapatel. ODC.1.4.1.0001.15 JlexkapctBennsie ¢opmel. Tema 2.1. Ilopsmok
MPOBEICHUST KOHTPOJIA IMapaMeTPOB BO3AYIIHOW Cpelbl B '"YHCTBHIX' TMOMENICHUSX M METOABl HX
U3MEpeHuid Tpu mpousBoiacTBe JekapcTBeHHbIX cpenctB. Cepuss ['OCTor 14644. IlpumeneHue
otHocutensHO papmmnpousBoacTea. [OCT P MCO 14644-1-2017 Knaccudukamuss YucTOTH BO3AyXa MO
koHneHTpauun vactury, ['OCT P HMCO 14644-2-2020 Texkymwii KOHTPOJb IS TOATBEPKICHUS
MOCTOSTHHOTO COOTBETCTBHSI YMCTOTHI BO3[AyXa IO KOHIEHTpanmuu dYactul. Tema 2.2.. Komnerus
€Bpa3uICKOIl AKOHOMHUYECKOW KoMHUCCHH, pekoMeHaanus ot 13 nexabps 2017 r. Ne 31 O tpeboBaHusX K
BoZie /U1 (hapMalleBTUUECKOTO IPUMEHEHHUSI, HCIIOJIb3yeMOU /71l TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.
®C.2.2.0020.18 Boma ounmiernas $C.2.2.0019.18 Boxa mia umbbexkimii. Tema 2.3. Haxmexaras
NPaKTHKa TPOU3BOJACTBA JIEKapCTBEHHBIX mpemaparoB. Tema 2.4. O®PC.1.1.0010.18 " Xpanenue
JeKapcTBEHHbIX cpeacTB”, yTB. IIpukazom Munsnpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Perucrpanus I'JIO. Tema 3.1. TpeGoBaHUsI K PETUCTPAIMH JIGKAPCTBEHHBIX CPEJICTB.
@enepanbhbiii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 oOpaieHun JTeKapCTBEHHBIX
cpeactB" I'maBa 6. [ocymapcTBeHHass peructpanusi JEKapCTBEHHbIX TmpenapaTtoB. Tema 3.2.
Banunaunonsbsle acmekTsl npolecca NMpou3BoAcTBa M KoHTpois kaudectBa JIC. Ilpunoxenne N 15 k
[IpaBunam Hammexarieil mpousBoacTBeHHONW mpakTuku KBamudukarmus u Bamupanus ODC.1.1.0012.15
Banupauus aHaaIUTUUECKUX METOAMK.



4. @DoH/ OLIEHOYHBIX CPE€ACTB M0 TUCHUILJIMHE

4.1. ®opmbl 1 MaTepHualbl TEKYIETO KOHTPOJIS.

41.1. B xome peamuzanuu aucuuiuinHbl «HopmaTuBHas 0a3a Mpou3BOACTBA (papMaleBTUYECKUX
MpernapaToB W opranuzanus npousBojactBa no GMP» wucnonb3yioTcs cruenyoomue (GopMmbl TEKYIIETO
KOHTPOJISI yCIIeBaeMOCTH 00y4alolnXcsi: TECTUPOBAaHUE, KOJUIOKBUYM, pedepart.

4.1.2. Matepuainbl TEKyIEr0 KOHTPOJISL yCIIEBAEMOCTH.
IIpumeps! TUIIOBBIX 3a4aHUI:
TectupoBanue:
Bapuanr 1
1. Tlomeruenue Kjacca YUCTOTHI A UCHONB3YETCS IS CIEAYIOINX TEXHOIOTHYECKHUX OIEepaLnii:
A. MOWKH JpoTa
b. BeieniKM aMiryn
B. aTukerupoBka ammyn
I'. 3amosiHeHNE aMIyJl MHBEKLIIMOHHBIM PACTBOPOM
J1. oTxur ammyin

2. DKOJIOTUYECKH YUCThIE U SKOHOMUYECKHUE METO/IbI ICMUHEPAIU3AI[UU BOBI IJIs1 €€ IpeIBapUTEIbHOM
IIOJATOTOBKHU
A. INCTUIIISAINA
. HOHHBIN 00MeH
. DJICKTPOTHAITN3
. IPSIMOM OCMOC
. 00paTHBIA 0CMOC

eslll)=RRauRRvvilp

. ANeKTpodopes
3. COOpHUKOM 00s3aTeIBHBIX OOIIETOCYJaPCTBEHHBIX CTAaHIAPTOB U MOJOXKECHUH, HOPMUPYIOIIUX Kade-
CTBO JIEKaPCTBEHHBIX CPEJICTB, SBISAETCA:

1. dC

2. ©CII

3.TOCT

4.TO

5. GMP
4. XpaHeHue BOJbI U1l MHBEKLUI JODKHO OCYIIECTBIIATHCS MPH TEMIEpaTypax, MPEnsTCTBYIOIUX POCTY
MHUKPOOPTaHU3MOB:

1. Huxe 15 <C

2. npu temneparype 50-60 -C

3. Beie 90 °C

4. Boite 80 °C

5. pu Temnepatype 15-18 <C
7. B 00513aHHOCTH PYKOBOIUTENS TPOU3BOCTBA BXOMSIT:

a) YTBEPXKICHHWE IPOM3BOACTBEHHBIX WHCTPYKIIMH, BKIIOYas WHCTPYKIMU MO IPOBEICHUIO

IMOCTAAUMATIOr0 KOHTPOJIS IIpollecca IPOM3BOACTBA, B o0ecreYeHNEe NX TOYHOIO CO6J'IIOJI€HI/I$I
6) OCYHICCTBJICHHUC KOHTPOJIA 3a COCTOAHUEM ITPOU3BOACTBCHHBIX IMOMEIICHUH, 060py,Z[OBaHI/I${ u
€ro TCXHNYCCKHUM 06CJ'I}/)KI/IB3.HI/ICM

B) KOHTPOJIb 32 MPABUIIbHOCTHIO BBITIOJHEHUS aHATUTHYECKAX METOIHK 8.
JIoKyMeHTalusl O MPOXOXKACHUU 00YUEHHSI XPaHUTCS Ha IPEAIPUITHH:



a) B TCUCHHEC BCETO BPEMCHHU Da6OTI>I COTPYAHHKA Ha MMPCAITPUATHHA 6)

B Teyenue 10 net

B) B TE€YEHHUE OJHOTO T'0jIa IMOCJC YBOJIbHEHHS, HO He Oojiee 3 jer
9. [Ipu MPOU3BOJICTBE CTEPHIIBLHBIX JICKAPCTBEHHBIX CPEJICTB HOBBIM CTEPUIIBHBIA KOMILJICKT OJC)KIbI BbIIa-
eTcs:

a) KaXJIOMY BHOBb BXOJAIIEMY B oMelneHus kiacca B,C

0) KaXKJIOMY BXOJSIIEMY B IOMELIEHUS KiaccoB uncToThl B,C
B) KaXKJIOMY BO3BPAILAIOIIEMYCS B IIOMEIICHHS KJIacCOB YMCTOTHI D

10.Ha ygacTok npou3BOJCTBA JIEKAPCTBEHHBIX IIPENAPATOB JIOMYCKAIOTCS:
a) HOCHTEIIM NaTOTeHHOM (PIophI
0) nHua, CTpaJaroNIKe aIEPIHYCCKIMH U KOKHBIMHU 3a00JICBaHUAMHU
B) COTPY/IHHKH, UMEIOIIHE 3arap
11.GMP no3Bousier:
a) CHH3UTH CEOECTOMMOCTD MPOIYKIIHU
0) YMCHBIIUTH PUCK CAHKIIMH 33 BBIITYCK HEKAYECTBEHHOW NPOIYKIIMH B)
CHU3UTH 3aTPaThl 0 OT3BIBY U NiepepadoTKe Ne(eKTHOM MpOoTyKIINH
12. [Ipou3BOACTBEHHBIC 3/1aHUSI OJDKHBI OBITh CIIPOCKTUPOBAHBI M ITOCTPOEHBI TaKMM OOpa3oM, YTOOBI

CBECTU K MUHHUMYMY:
a) 3ambUICHHE, 3arPsI3HEHKE, MPOHUKHOBEHHE HACEKOMBIX U KMBOTHBIX, IIYMOBBIC 3h(heKThI 0)

3arpsi3HCHHE U 3aTbUICHUE
B) MPOHHKHOBEHHE HACEKOMBIX U KUBOTHBIX

13. [narupoBKa MPOU3BOJCTBEHHBIX 3[JaHHUIA HE JOJDKHA 00SCIICUNBATh:
a) MCKJIIOYCHHE B3aMMOIICPECEUCHHS TYTEH CIIeOBAHUS TEXHOJIOTMYECKHX TOTOKOB M TEpCOHAa
0) TPYyNIUPOBKY MOMEIIECHUI C OTMHAKOBOM CTEIIEHBIO YHCTOTHI
B) 00yuenue nepconana GMP

14. OyHKIHOHHUPYIOIIEE COCTOSIHUE TIPOU3BOICTBEHHBIX MIOMEIICHUH 03HAYAET, UTO:
a) BCE CHCTEMBI <«UHCTOTO» TIOMEIICHUS HaXOMATCS B pabodeM COCTOSIHUM B PEKUMaXx,

COOTBETCTBYIOIIUX YCIOBHSM perjaMeHTa
0) nepenan B paboyeii 30HE OTCYTCTBYET
B) IEPCOHAJI,  BBIMOJHSIONIMA  CBOM _ IPOM3BOJCTBEHHbIC  (VHKIMHM, B paboyell  30HE

IPUCYTCTBYET
15. IIpoaykuus, 3abpakoBaHHasl B MPOIECCE MOCTATUINHOTO KOHTPOJIS, TOJKHA OBITh!

a) MpOMapKHpOBaHA
0) mepejaHa Ha KapaHTHH, HE JIONYCKAIOIIHMI €€ HCIOJIb30BaHUs B IIPOIIECCE ITPOU3BOICTBA
B) HCIIOJIb30BaHa B BUJIE CTPOTO JIO3MPOBAHHBIX JOOABOK MPH MPOU3BOJICTBE JIEKAPCTBEHHBIX

npenaparos

KommokBruym B BHJIe coOeceTI0BaHUS
Bbuner Nel
1. JlaiiTe ompeneneHne TEPMUHY «TE€XHOJIOTHYECKas OekKaa». Busl, TpeboBaHuUS.
2. JlaiiTe onpeesieHue TEPMUHY «TEXHOJOTHYeCKas ONepaIinsy MPOU3BOICTBA.
3. Maiite onpeselieHne TEPMUHY «alTMPOTEHHOCThY. Kakue MeToIbl MCTIOIB3YIOT JUIS TIPUIAHUS
npernaparam anmuporeHHOCTH.



[Tpumeps! TeM pedepaToB
1. [IpaBuia opraHu3aiyy MPOU3BOJCTBA M KOHTPOJIS KauecTBa JiekapcTBeHHBIX cpenctB (GMP).
2. OcHOBHbIE TPeOOBaHUS, IPEIbBIAEMbIE K IIEPCOHATY, padoTaroLIeMy Ha POU3BOCTBE.
3. [Nonmyuenue BOIbI OUHIIEHHOW U BOJBI ISl HHBEKITHA.
4. IIpoOneMbl OUUCTKHU BO3AyXa IPOU3BOJICTBEHHBIX TOMELICHUM.
5. Banupanus npoueccos Mpou3BOJICTBA.

4.1.3. lkana oueHUBaHUS

Tect - mudpepeHnrpoBaHHas OICHKA!

90 -100 % 6a1I0B — OIIEHKA «OTIMUIHO,

75 - 89 % 06annoB — OLEHKA «XOPOILIOY,

50- 74 % GannoB — OLIEHKA «yIOBJIETBOPUTEIHHO,

0 — 49 % GannoB — OlIeHKa «HEYJOBIETBOPUTEIHHOY.

Pedepar - nenuddepenunpoBanHas oeHKa:

- OICHKAa <«3a4YTE€HO» BBICTABISIETCA B Cllydae MNpeNoCTaBieHUs pedepara B YCTAaHOBJICHHBIH CPOK B
COOTBETCTBHUH C U3JI0)KEHHBIMU TPEOOBAHUSMH C HECYIIECTBEHHBIMH OTKIIOHCHUSIMHU OT HHX;

- OILIGHKAa «HE 3a4YTEHO» BBICTABIIAETCA B Cllydyae HapyIIEHUS CPOKOB IperocTaBieHus pedepara/scce,

a TaK)Ke CYIIECTBEHHBIX HAPYIICHHUH U3II0KEHHBIX TPeOOBaHMIA.

KonnokBuym - nuddepeHunpoBantas oleHka:

«HeynoBneTBOpUTENbHO» — OOYYAIOIIUNACSA JAEMOHCTPUPYET YACTUYHBIC 3HAHUS M YMEHHUSA, JOMYycKas
rpyObIe OITHOKH.

«Y IOBIICTBOPUTEIIBHO» — OOYYAIOLIUICS JEMOHCTPUPYET YaCTUYHBbIC 3HAHMs 0e3 rpyObIX OmuoOoK /
JleMOHCTpUpYET YaCTUYHbIE YMEHUS 0€3 IpyObIX OIIMOOK.

«Xopomo» — oO0ydaromuiics 3HaeT J0CTaTO4YHO B 0a30BOM oObeMe / YMeeT NpUMEHSTh 3HAHUS B
0a30BOM (CTaHIapTHOM) OOBEME.

«OTIMYHO» — 00YyYarOIIUNCS JEMOHCTPUPYET BHICOKHM YpOBEHb 3HaHUN U YMEHUII.

4.2. ®opmMbl 1 MaTepHalIbl IPOMEXKYTOUHOM aTTEeCTaINHU.
4.2.1. IlpomexxyTouHasi aTTecTalus IPOBOAUTCS B pOpMeE: SK3aMeHa.

4.2.2. OnieHOYHbIE CPECTBA JIJIsl IPOMEKYTOUHON aTTeCTallUU.
DK3aMeHalMOHHbIH Ouier 1

1. B xakoMm OKyMeHTE JOJKHBI ObITh 3aIIMCaHbl TPEOOBaHMSI K IEPCOHATY YUCTHIX TOMEIIEHUN?
2. Kakoit moTOK BO3/1yXa MOBBIIIAET ONACHOCTD 3arPsS3HEHUI B IIOMETIEHIH?
3. Hwuskoe KoJMYIecTBO YaCcTHUIl B BO3yXe OyIeT npH:
1) OBICTPBIX U OPHIBUCTHIX JABHKCHUSX TIEPCOHANA
2) XaOTHYHOM TEePEIBIKECHUU TIEPCOHAA IO TIOMEIICHHUSM
3) UCHONIB30BaHUM JTFOOOT0 MaTepHraia sl YOOpKU
4) TnpaBWILHOM KCILUTyaTallUU TEXHOJIOTHYCCKOM OIS IbI
4. Ilpu ykazaHnuu kijacca Jo0oro yuctoro nomeueHuss Ha npeanpustuu nmo 'OCT UCO 14644-1 ne
YUUTBIBAETCS MapameTp
1) Macca MUKPOOPTaHU3MOB
2) pa3Mepbl 4acTuIl
3) cOCTOSIHME TTOMETIIEHUS
4) xnaccu(pUKaMOHHOE YHCIIO0
5. Ha3oBHTE OCHOBHOM MCTOYHMK 3arpsi3HEHUS] B UUCTOM ITOMEILIEHHH.
6. JlaiiTe ompejesieHHue YUCTOM 30HE Ha MPOU3BOJICTBE.
7. YcnoBus mpou3BOJCTBA KOHKPETHOTO JIEKAPCTBEHHOTO CPE/ICTBA U3JIOKEHBI B
8. 'ocymapcTBeHHBIE CTaHIAPTHI, ONPEICISIONINE KA9eCTBO JEKAPCTBEHHBIX CPEACTB ONMCAHBI B



9. TexHONOTHYECKUI JIOKYMEHT,
JIEKapCTBEHHOI'O CPEICTBA — ITO

10. ®unbTpHl TOHKON OYUCTKH BO3/yXa, yCTAaHABIMBAEMbIC HETIOCPEACTBEHHO Mepe]l ojaueld Bo3ayxa B
IIOMELICHUS, BO3AYXOPaCIpPEACIIUTEIbHbIE YCTPOUCTBA, BCTPOCHHBIE B ITIOTOJIOYHYIO CUCTEMY OTHOCAT K
.... OUUCTKE.

11. HazoBure cpoku xpanenust BO u B/IU.

12. JInst npou3BOJICTBA HAPYKHBIX, epopaibHbIX JID, HAa TMHUN MOMKH, aBTOKJIABbl HCHOJIB3YETCs BO/IA

pPErNIaMEHTUPYIOIUN  IEUCTBYIOIIEE CEPUMHOE ITPOU3BOICTBO

13. Ocnornoe otinure BJIM u BO 3akmtouaercst B TpeOOBaHUH . ...

14. JIns pa3paboOTKu mMporpamMMbl TEKYIIETO KOHTPOJS MyTeM OIpeaeieHus (HakTopoB, KOTOPHIE MOTYT
MOBJIMSTH HA MOJJICPXKAHUE 33JaHHON YUCTOTHI BO3AyXa 10 KOHIICHTPAIIUH YACTHI] B YACTOM ITOMEIICHUN
WIM 4YHCTOH 30HE W ONpelelieHUuss TpeOOBaHMUW K TEKyIMEMy KOHTPOJNIO JUISi OTPAKCHHS
IKCIUTYaTAIIMOHHBIX XapaKTEPUCTHUK CIIEAYET BHIOIHATh

1) ouenky pucka

2) BaNMaLUI0 PUCKOB
3) pa3paboTKy IporpaMMbl pUCKOB
15. Iloscuure nousarue «Ycnosus xpanenus JIII».

4.2.3 lllkana orieHUBaHUA.

90 -100 % 6aI0B — OIIEHKA «OTIMYHO,
75 - 89 % GamioB — OLEHKA «XOPOILIOY,

50- 74 % GannoB — OLIEHKA «yIOBJIETBOPUTEIHHO,
0 — 49 % 06amIoB — OLIEHKA «HCYIOBICTBOPUTCIHHOY.

4.3. COoOTBETCTBHE OLICHOYHBIX CPEJCTB MPOMEKYTOYHOM aTTECTAIMH 0 JUCIUTUTHHE (OPMHUPYEMBIM

KOMIICTCHIIUAM

KOI[ KOI[ HHIUKATOpa OHGHO‘IHLIC cpeacTBa HpOMC)KYTOHHOﬁ arTecrauuu
KOMIICTCH JOCTHUIKCHUA TCCTI/IPOBaHI/Ie C OTKPBLITBIMHU BOIIpOCAMH

nnun KOMIICTCHIINHU

MK-2 | WANK-2.1

MK-3 | M/IK-3.2

4.4, KpI/ITepI/II/I OLICHKHU C(l)OpMI/IpOBaHHOCTI/I KOMIIETCHIIUN B paMKax HpOMC)KyTO‘-IHOI\/’I aTTeCTaluu 110

JTUCLUTUINHE
Kon
CTpyKTypHBI Kpurepuu orieHku chopMUpOBaHHOCTH KOMITETEHITUN
Kon WHAUKATOpa
€ 2JIEMEHTBI
KOMIIETEH | JOCTHIKCHHS
OIIEHOYHBIX
U KOMIIETEHIIH He cpopmupoBana CcdopmupoBana
CPEICTB
"
NATIK-2.1 — He c(OPMHUPOBAHBI — cpopMUpOBaHBI 3HAHUSL:
3HaHUs: OCHOBHBIE OCHOBHbIE HOPMAaTHUBHBIE U
TectupoBaHu | HOPMAaTUBHBIE U IIPABOBBIE | MPABOBBIE JOKYMEHTHI,
ec JIOKYMEHTHI, perIaMeHTHPYIOIIHEe Opra-
[1K-2 OTKPBITBIMU | PEIJIaMEHTUPYIOIIME Opra- | HA3aLHI0 IPOU3BOJCTBA U
BOIPOCAaMH | HU3AIMIO TPOU3BOJICTBA U | KOHTPOJISl KauecTBa Ha
KOHTPOJISI KauecTBa Ha MIPOU3BO/ICTBE;
MIPOU3BOJICTBE; — cpopMUpOBaHBI YMEHUS:
— He c(OPMHUPOBAHBI MIOJTH30BATHCS
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YMEHHS: NTOJIb30BAThCS
JNENCTBYIOLIUMU
HOPMaTUBHO-IIPaBOBBIMU
aKTamu,

peraaMeHTHpP yIOLLUMU
OpraHU3aLHIO
IIPOU3BOJCTBA U KOHTPOJIS
KauyecTBa Ha
IIPOU3BOJICTBE;

- He chopMUpOBaHBI
HaBBIKU: 3aIl0JIHEHUS
HOPMaTUBHOHN
JIOKYMEHTAIMH1 Ha
IIPOU3BO/ICTBE.

JIEUCTBYIOLIUMH
HOPMAaTUBHO-TIPABOBBIMU
aKTaMu,

periaMeHTUP YIOIIUMHU
OpraHM3alMIo IPOU3BOJICTBA
Y KOHTPOJISI KaueCcTBA Ha
IIPOU3BOJICTBE;

- chopMHpPOBaAHBI HABBIKU:
3aI0JIHEHUs HOPMaTUBHON
JIOKyMEHTAllM1 Ha
IPOU3BOJICTBE.

[1K-3

WJIK-3.2

TectupoBanu
ec
OTKPBITBIMU
BOIIPOCaMH

- He c(hOPMHUPOBAHBI
3HAHUS: HOPMATUBHBIC U
MIPABOBBIC JJOKYMCHTHI,
perIaMeHTHPYIONUE Opra-
HU3ALHUIO IPOU3BOJICTBA H
KOHTPOJISI KauecTBa Ha
MIPOU3BO/ICTBE;

— He chopMHUpOBaHBI
YMEHUS: TTOJIb30BAThCS
JNEUCTBYIOUIUMU
HOPMAaTHUBHO-IIPAaBOBBIMU
aKTaMH,

peraaMeHTHpP YIOIUMHU
OpraHU3aIHIO
MIPOU3BOJICTBA 1 KOHTPOJIS
KadecTBa Ha
MIPOU3BO/ICTRBE;

- He chopMHUPOBaHBI
HaBBIKU: COCTABJICHHS
pa3aenoB HOPMATUBHOM
JOKYMEHTAIMHN Ha
MIPOU3BOJICTBE.

- chopMUpOBaAHBI 3HAHUS
HOPMATHBHBIC U IPABOBHIC
JIOKYMEHTHI,
periiaMeHTUPYIOIINE Opra-
HU3AIHMIO IPOU3BOJICTBA
KOHTpOJIsI KaueCcTBa Ha
MIPOU3BOJICTBE;

— cOopMUPOBAHBI YMEHHS:
IIOJIb30BaThCS
JIEHCTBYIOLIUMU
HOPMAaTHBHO-TTPABOBBIMHU
aKTaMH,

pernaMeHTHP YIOIIUMHU
OpraHu3alMIo IPOU3BOICTBA
Y KOHTPOJISI KauecTBa Ha
MIPOU3BOJICTRBE,;

- chopMHUpOBaHBI HABBIKU:
COCTaBJICHUS Pa3/IesioB
HOPMAaTUBHOM TOKYMEHTallUU
Ha IPOU3BOJICTRBE.

Komnerenmuss cuuraercs chopMupoBaHHOW Ha YypoBHE TpeOOBaHMM K JHUCHUUIUIMHE B

COOTBETCTBUH C 00Opa3oBaTENbHON MPOTpaMMOi, €CIM IO WUTOTaM IMPUMEHEHUsI OLIEHOYHBIX CPENICTB

HpOMe)I(YTOqHOﬁ arréctalun WM HUX OTACIBHBIX JJICEMCHTOB PC3YJIbTAThI,
O6y‘-IaIOIJ_[I/IMC$I, OTBCYAIOT KPUTCPHUIO C(I)OpMPIpOBaHHOCTI/I KOMIICTCHIINH.

JI€MOHCTPUPYEMBbIE

Ecnu mo uroram npoBeieHHON MPOMEXYTOYHOM aTTeCTalluu XOTs Obl OJJHA U3 KOMIETEHIMI He
copMHpOBaHa Ha ypOBHE TpeOOBaHMI K JUCLUIUIMHE B COOTBETCTBUU C 00pa30BaTeIbHOI MPOrpaMMoii
o0yyYarolerocsi HE COOTBETCTBYIOT KpPUTEPUIO CHOPMHPOBAHHOCTH KOMIIETEHIIUH),

(pe3ynbTatsl

O6y‘IaIOHleM}’C$I BBICTABJISACTCS «HE 3a4YTCHO.
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5. MeToauuyecKkue MaTepuajbl MO OCBOCHUIO THCHMIVIMHBI

Metoauueckre Martepuaibl Uil oOydaromuxcs Ha auciuiuinHe «HopmatuBHas 0a3a MpoM3BOACTBA
(dapMalleBTHUECKUX TMpenapaToB W opranm3amnus mnpousBojacTBa 1mo GMP» (MONMHBIR KOMILIEKT
METOJIMYECKUX MATePUAIIOB HAXOIUTCS Ha KadeIpe MPOMBIIUICHHOW TEXHOJOTHHU JIEKAPCTB C KypCOM
OMOTEXHOJIOTHN).

6. YueOHas qutepaTypa Ajs 00y4alOUIUXCS M0 JUCHUTIUHE

6.1. OcHoBHas nuTEpaTYypa

1. ®enepanbhblii 3akoH "O06 obpameHnyn JekapcTBeHHbIX cpeacTB” Ne 61-D3. Been. 12.04.2010.

2. [IpaBuna opraHu3any NPOU3BOACTBA M KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB YTB. NPUKA30M
MuHucTepcTBa MPOMBIIIUICHHOCTH U TOproBiud P® ot 14 urons 2013 r. N 916.

3. IlponyKus MeIUIMHCKOH NPOMBINIICHHOCTH. TEeXHOJIIOTHYECKUEe perjiiaMeHThl mpou3BojactBa. Co-
JepKaHue, TOpSIOK pa3paboTku, cormacoBanuss u  yrBepxkaenus: OCT 64-02-003-2002. Vrs.
Pacnopspkennem MuHHCTEpCTBA MPOMBIIUIEHHOCTH, HAyKu U TexHosoruit P® ot 15.04.2003 r. Ne P-10.
4. TOCT P 52550-2006 IIpon3BoACTBO JIEKapCTBEHHBIX CcpeAcTB. OpraHu3alrOHHO-TEXHOJIOIHMYECcKas
nokyMmenTanus" (yTB. u BBeneH B neiictBue [lpukaszom Poctexperynuposanus ot 02.06.2006 N 105-cT.

5. T'ocynapctBennas gapmakorniest Poccuniickoit @enepannu XIV m3nanue / (B 4-x Tomax) /DenepanbHas
3JIEKTPOHHAs MEOUIIMHCKAS oubInoTexa, M., 2018. Pexum JOCTyIa:
http://www.femb.ru/femb/pharmacopea.php

6. TOCT P UCO 14644-1-2017 Knaccuduranus Y4MCTOTHI BO3yXa MO0 KOHIICHTPAIIUN YaCTHII.

7. TOCT P UCO 14644-2-2020 Texkymuii KOHTPOJIb IJIsi TIOATBEPKIACHUS TOCTOSHHOTO COOTBETCTBHS
YHCTOTHI BO3yXa MO KOHIICHTPAIIUU YACTHII.

8. PekoMeHmanuu 1o TPHUTOTOBJICHHIO, XPAHCHUIO W PACHPEICICHHIO BOJBI OYUIICHHOW M BOJIBI IS
WHBEKIINNA Ha TPOU3BOICTBE MEIUIIMHCKUX UMMYHOOHUOJIOTHYECKHX npernapaToB. Koserus eBpasuiickoit
SKOHOMHUYECKON KoMmuccuu, pexomenaamus ot 13 gexadps 2017 r. Ne 31 O TtpebGoBanuax K Boie s
(hapmMaleBTUUECKOTO MPUMEHEHUS, HCTIOIb3yeMO 7Sl MPOU3BOACTBA JIEKAPCTBEHHBIX CPEJICTB.

6.2. JlononHuTenpHast IUTEpPATYypa.

1. AGOGpeBuaTyphl, TEPMUHBI U ONIpEeIeHUs B cepe oOpaleHus JeKapcTBeHHbIX cpeAcTB / HudanTtren
O.E., Memkosckuit A.I1., Hupantees E.O. (cnoBaps-cnpaBounuk), Mocksa, 2001 r., 252 ctp.
2.JlokyMeHTaIlMOHHOE O0ecIeUeHHe BaTMIANNA TeXHONIormdeckux mporeccoB / WM.E.3aBesoBa, Al-
MY, E.®.[llapaxosa, npodeccop, A.¢.H., 3aB. Kadeapol ynpaBieHUs U S3KOHOMUKH ¢papMmanuu ATMY
xypHai "Pemenuym” Ne 2. — 2010.

3.0OCcHOBHBIE NPUHIMILI MPOBEJCHUS BaIUJIAlMM Ha (hapMarieBTHUecKkoM npousBojactee / XK.M. Ana-
neimeBa, B.B. beperoseix, A.Il. Memkosckuit, JI.M. Jleun, M., 2005r., 186 cTp.

4. YrpapieHue KauecTBOM B (apmareBTHUecKoi mnpomblnuieHHocTH / beperoseix B.B., MBamenko
H.B., Pynakosa W.I1., [Tsaturopckas H.B., MemxkoBkuit A.I1., JIsnynos H.A., M.,2004 r., 400 ctp.
5.HucTble MOMELEeHHs U TEXHOJIOTHUYECKUe Cpeibl — UTo, rae, koraa? / Ilonos A.YO. Bamuparus Ne
3,2003, c. 34-37.

7. MaTrepuaJbHO-TeXHHYecKas 0a3a, HH(POPMaLMOHHbIE TEXHOJIOTHH,
nporpaMMHoe odecriedyeHue 1 UHGOPMALMOHHBIE CIIPABOYHbIE CHCTEMbI

CreuunanbHble TIOMEIIEHHs MPEACTaBIAIOT co00i ydeOHble ayqUTOPUM JJIsl IPOBEIACHUS 3aHATHIM

JICKIIMOHHOI'O THIIA, 3aHATUH CCMUHApPCKOI'0 TUIlA, KYPCOBOI'O0 MPOCKTHPOBAHUA (BBIHOJ'IHCHI/ISI KYPCOBBIX
pa60T), TPYIIOBBIX W HWHAHWBUAYAJIbHBIX KOHcyHLTaHHﬁ, TCKYHMICT'O KOHTPOJIA H HpOMG)Ker‘-IHOﬁ
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aTTecTally, a TakKXKe IMOMEUICHUS A CaMOCTOSTEIbHON pabOThl M TOMEINEHHs Ui XpaHeHHS |
npopUIaKTUYECKOro  oOCiyXuBaHUs ~ ydeOHoro  oOopynoBanusa.  CrenuainbHble  MOMEIICHUS
YKOMIUIEKTOBaHbl  CIHEIHMATM3MPOBAHHOW MEOENbl0 W TEXHHYECKUMH  CpEACTBAMH  OOYydeHUs,
CIy)KAIlMMH JIJIsl TIPE/ICTaBICHUs yaeOHOH nH(popManuu O60JIBIION ayIUTOPHH.

Jns mpoBeleHMs 3aHATHH JIEKIMOHHOTO THIA TPEAJaraloTcss HAOOPbl JEMOHCTPAIIHOHHOTO
o0opynoBaHuS M Yy4eOHO-HAIATHBIX TOCOOWH, oOecreunBaroONe TEMaTHYeCKUe WILTIOCTPALH,
COOTBETCTBYIOLIIME TPUMEPHBIM INpOrpaMMaM JUCHUIUIMHBI, pPadOYMM y4eOHBIM Hporpammam
JHMCIUTIINHEL.

[lepeuenp MaTepHaIbHO-TEXHUYECKOTO OOeCIIedeH s, He0OOX0ANMOro ISl PeaIn3alliy POrpaMMBbI
OakanaBpuaTa, BKIIOYaeT B ce0s 1abopaTopun, OCHAIIEHHBIE TAO0OPAaTOPHBIM 000PYI0BAaHHEM.

[Tomemenus U1t caMOCTOSTEIBHON pabOThl 00YJAIOMNXCS OCHAIIEHB! KOMIBIOTEPHOW TEXHUKOU C
BO3MOKHOCTBIO TIOJKIIOUCHHS K ceTdu 'HuTepHer” wu oOecrieueHWeM JOCTyrma B JJIEKTPOHHYIO
nH(pOpMaIOHHO-00pa30BaTEIBbHYIO CPEly OPraHH3aLUH.

OOyyaronumMcsi obecrieueH AOCTyN (yOaJCHHBIH JOCTYN) K COBPEMEHHBIM NpPO(eCcCHOHATbHBIM
0a3aM aHHBIX M MH)OPMALMOHHBIM CIPAaBOYHBIM CHCTEMaM, COCTaB KOTOPBIX €KET0JHO OOHOBIISETCS.

OOpa3oBareNbHbIC TEXHOJIOTMH — KOMMYHHUKATHBHBIC TEXHOJIOTMHU (IHCKYyCCHs, coOece0oBaHMme),
HEMMUTAIOHHBIE TEXHOJIOTHH (JIEKIIUH, TECTUPOBAHHE).
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AHHOTAIIUSI PABOYEHN ITPOT'PAMMBI JUCITATLTAHBI

51.0.24 HopmarusHas 0a3a npou3BOACTBA (hapMaleBTUYECKUX IPEHAPATOB U OpPraHU3aIlHs
npous3Bojictea o GMP

Koax u HamMeHoBaHuMe HampaBjeHHs1 MOAroToBkH, npodmisi: 18.03.01 Xumuueckas TEXHOIOTHS,
XUMHUYECKask TEXHOJIOTHSI JIEKAPCTBEHHBIX CPE/ICTB.

KBanudpukanus (creneHsb) BoinyckHuka: bakanasp

®opma o0yuenus: Ouynas

®opmMupyemMasi KOMIETEHIHS:

[1K-2. I'oTOB UCMOIB30BaTh HOPMATHUBHBIE TOKYMEHTHI 0 Ka4eCTBY, CTAHJAPTU3AIMHA U CePTHPHUKAINN
IIPOJYKTOB U U3JEJINN, JIEMEHTHI SKOHOMUYECKOT0 aHAJIN3a B IPAKTHUECKOH 1€ATEIbHOCTH.

NATIK-2.1. YyacTByeT B ympaBlieHHH JOKyMeHTauueid u (GopMupoBaHUU (HapMaleBTHUECKOW CHCTEMBI
Ka4yecTBa.

I1K-3. CnocobeH npuHMMaTh KOHKPETHbIE TEXHHYECKHE PELICHMs MpH pa3paboTKe TEXHOJIOIMUYECKHX
IIPOLIECCOB, BEIOMPATh TEXHUUYECKUE CPEJCTBA U TEXHOJIOTUU C YYETOM SKOJIOIMYECKHX MOCIEICTBUM nX
INPUMEHEHMs, BBUIIBJIATH W YCTPAaHATh OTKJIOHEHUS OT PEXKUMOB pabOThl TEXHOJOIMUYECKOIO
000pyZIOBaHUS U MAPAMETPOB TEXHOJIOTUIECKOTO MPOLIEcca.

NTIK-3.2. Pa3pabaTeiBaeT HOBYIO HOPMATHBHYIO IOKyMEHTAIIMIO HA JIEKAPCTBEHHBIE CPEICTBA.

O0bem n MecTo AucnuUIMHBI B cTpykType OIIOIL:

Huctunnmuaa «HopmatnBHas 6a3a mpou3BOJACTBA (papMaIleBTUYECKUX MPETapaToB M OPraHU3aIHs
npousBojcTBa 1o GMP» otHocurcst k 6a3zoBoit wactu OIIOIIL, B cooTBeTcTBUM C Y4€OHBIM IJIAHOM
ocBauBaetcs B 5-oM cemectpe (3 Kypc), obmas TpynoeMkocTs — 144 yaca / 4 3au€THble eqUHUIBI (3.€.).

Conep:xanue TMCUMILUTUHBI:

Paznen 1. Beenenue B kypc. Tema 1.1. Beenenue. OCHOBHbIE MOHATHUA U TePMHUHBI. JKU3HEHHBIH LUK
JIC. TocynapcrBeHHass Qapmakones. Tema 1.2. ['ocynapcTBeHHOE HOpPMHpOBaHHE IPOU3BOACTBA
nexapcTBeHHbIX npenapaToB. [IpaBuna GMP. IlpaBuna Hamnexamieil NpoU3BOJACTBEHHOW MPAKTUKUY,
yTBEpXkAeHbI npukazoM Munnpomropra Poccun ot 14 urons 2013 r. Ne 916, B penakuun mpukaza Ne
4148 ot 18.12.2015 1. Tema 1.3. OCT 64-02-003-2002 TIpomyKius MEIUIIMHCKON MPOMBINUICHHOCTH.
TexHonoruueckue periaamMeHTsl npousBojcTBa. CopaepikaHue, NMOPSAIOK pa3pabOTKH, COTJIACOBAHUS U
yrBepxaeHus. 'OCT P 52550-2006 IIpousBonacTBO JeKapCTBEHHBIX cpencTB. OpraHu3aluoOHHO-
TexHoJoruueckas nokymeHTtauus" (yrB. W BBeneH B paeiictBue llpukazom PocrexperynupoBaHus ot
02.06.2006 N 105-cr.

Paznen 2. Opranuzauus npousBojcTBa rotoBelX JI® ¥ MMMyHOOMOIOTMYECKHX IpEenapaTosB.
O®C.1.1.0001.18 [IpaBuna mombp3oBanus  ¢dapmakomnensiMu  cratbsiMu.  O®C.1.1.0026.19
JlexapctBennbie mpemnapatel. ODPC.1.4.1.0001.15 JlexkapctBennsie ¢opmel. Tema 2.1. Ilopsmok
MPOBECHUS KOHTPOJIA TMapaMeTPOB BO3AYIIHOW Cpelbl B '"YHCTBHIX' TMOMENICHUSX M METOAbl HX
U3MepeHu Ipu npou3BoACTBE JiekapcTBeHHBIX cpeacts. Cepus ['OCTos 14644. Ilpumenenue
otHocuTenbHO (apmipoussoactsa. [OCT P UCO 14644-1-2017 Knaccugukanus 4uCTOTH BO3yXa 10
koHneHtpauun yactury, 'OCT P HMCO 14644-2-2020 Texkyuii KOHTPOJb IS MOATBEPKIACHUS
MOCTOSTHHOTO COOTBETCTBHSI YHMCTOTHI BO3AyXa IO KOHIEHTpauuu yactuu. Tema 2.2. Komnerus
€Bpa3UNCKOIl SKOHOMHYECKON KOMHUCCHH, pekoMeHaamus ot 13 nexadbps 2017 r. Ne 31 O tpeGoBaHMAIX K
BOJIE /IS (hapMalieBTHUECKOTo MPUMEHEHUS, UCIIONb3YEeMOH JI7Isl MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.
®C.2.2.0020.18 Boga ounmiernas $C.2.2.0019.18 Boma mis umbbexkimii. Tema 2.3. Haxmexaras
NPaKTHKa TPOU3BOJACTBA JIEKapCTBEHHBIX mpemaparoB. Tema 2.4. O®PC.1.1.0010.18 " Xpanenue
JeKapcTBEHHbIX cpencTs”, yTB. IIpukazom Munsnpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Perucrpamus I'JIO. Tema 3.1. TpeGoBaHUsT K PETUCTpAIMH JIEKAPCTBEHHBIX CPEJICTB.
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@enepanbhblii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 oOpaiieHnn JTeKapCTBEHHBIX
cpeactB" ImaBa 6. [ocymapcTBeHHass peructpanusi JEKapCTBEHHbIX TmpenapatoB. Tema 3.2.
BanunaunonHbsle acnekTsl npouecca Mpou3BoacTBa M KoHTpois kauectBa JIC. Ilpunoxenne N 15 k
[IpaBunam Haamexanieil nmpousBoacTBeHHONW npakTuku KBamudukamus u Bamuganus ODC.1.1.0012.15
Banunanus aHanuTHYECKUX METOIUK.

(I)opMa l'[pOMC)KyTO‘lHOﬁ aTTeCTAllMM1 — DK3aMCH.
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