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1. IlepeyeHb IUIAaHMPYEMBbIX pe3yJLTATOB 00y4YeHHS 110

AUCHUIIIMHE, COOTHECCHHBIX C INIAHUPYEMBIMHU peE3ylibTaTaMu

0CBOCHMH MPOrpaMMBbI

K Kon HaumenoBanue Pesynbrarel 00y4yeHus,
oA HaumenoBanue MHAMKATOpa HMHIMKATOpa COOTHECEHHBIE C
KOMITE" KOMITETEHIIUHT JOCTHKEHUS JIOCTH>KCHUS WHJUKATOpaMu JOCTHUKEHUS
rentt KOMITETEHIIUHT KOMITETCHIIH KOMITETCHIIN I
[K-2 I'oToB ucnonb30BaTh NATK-2.1 VYuactByeT B — chopMUPOBAHBI 3HAHMUS:
HOpPMAaTHBHBIE YIpaBJICHUU OCHOBHBIE HOPMATHUBHBIE U
JIOKYMEHTHI 110 JIOKYMEHTAllued 1 |[IPABOBBIC JOKYMEHTHI,
KAauecCTBY, dbopMupoBaHUH periiaMeHTUPYIOIINE Opra-
CTaHJapTU3aLUU U (apMaleBTUYECKON [HU3AlLKIO IPOU3BOJCTBA U
ceptuduxanuu CHUCTEMBbI KaYeCTBa  |[KOHTPOJISI KAYECTBA Ha
IIPOJYKTOB U U3JIEIUH, [IPOU3BOJICTBE;
3JIEMEHTHI — c(OpMUPOBAHBI YMCHHS:
HKOHOMUYECKOTO [10JIb30BaThCS
aHaJIu3a B NEHCTBYIOLIUMU
MPaKTUYECKON HOPMaTUBHO-TIPABOBBIMU
JeATETbHOCTH aKTaMu,
pEeriaMeHTHUP YIOIIIUMHU
OpraHu3aLNI0
[IPOU3BOJICTBA U KOHTPOJIS
KaueCcTBa Ha POM3BO/ICTBE;
- chopMHUPOBAHBI HABBIKU:
3ar0JIHEHNS. HOPMaTUBHOM
JTOKYMEHTAIH Ha
[IPOU3BOJICTBE.

ITK-3 Cnocob6en npuanmats | UJITK-3.2 PazpabarrsiBaer - cpopMUPOBaAHBI 3HAHUS:
KOHKPETHbIE HOBYIO HOPMAaTHBHBIE U IPABOBbHIE
TEXHUYECKUE PEIICHUS HOPMAaTHBHYIO JTOKYMEHTHI,
npu pa3zpaboTke JIOKYMEHTALMIO HA  [pEerJIaMEHTUPYIOLIUE Opra-
TEXHOJOTHYECKHUX JIEKapCTBEHHbIE HU3aLUI0 IPOU3BOJACTBA U
IPOLIECCOB, BEIOUPATH cpeacTBa KOHTpOJISL KauecTBa Ha
TEXHUUYECKHE CPEJICTBA [IPOU3BO/ICTBE;

Y TEXHOJIOTUU C YYETOM — c()OpMUPOBAHbI YMEHHUSL:
HKOJIOTMUYECKUX M0JIb30BATHCS
IIOCJIEICTBUM UX NEHUCTBYIOLIIUMU
MIPUMEHEHUS, BBISBIIATD HOPMaTHUBHO-TIPABOBBIMU
U YCTPAHATH aKTaMH,
OTKJIOHEHHS OT periaMeHTHP YIOIIUMHU
PEKUMOB PabOTHI OpraHu3alNIo
TEXHOJIOTHYECKOT0 [IPOU3BOJICTBA U KOHTPOJIS
000pyI0BaHUs U KauecTBa Ha MPOM3BO/ICTBE;
MapaMeTpoB - chopMUpOBaHBI HABBIKH:
TE€XHOJIOTUYECKOIO COCTaBJIEHMSI pa3/IENOB
rpouecca HOPMaTHUBHOMN
JTOKYMEHTAIUU Ha
MIPOU3BOJICTBE.




2. O6bem u MecTO JucHUILVIMHBI B cTpyKType OIIOII

Hucuumnuna «HopmarusHast 6a3a mpou3BoCcTBa (hapMalleBTUUECKUX PENapaToB U OpraHU3aIus
npou3BojacTBa Mo GMP» otHOocuTcs k 6a3oBoit wactu OIIOII, B COOTBETCTBUU C Y4EOHBIM TUIAHOM
ocBamBaeTcs B 5-oMm cemectpe (3 Kypc), obmas TpyaoeMkocTs — 144 dvaca / 4 3au€THBIC €IUHUIIBI

(3.e.).
3. Conep:kanue ¥ CTPYKTYpPa AUCHUILIMHBI
3.1. CrpykTypa AUCIUILIMHBI
OO0BeM IUCIUIIINHEI, Yac. ®dopma
KonraktHas padota TEKYIIETo
oOyJaronmxcs ¢ KOHTPOJIS
HaunmeHnoBanue npernojaBareneM yCrieBaeMo-
Ne i/t paszenos, TeM Bcero | mo Bugam yueOubix | CP cTU™®, Mpo-
4acoB 3aHATUI MEXYTOYHOU
b ‘ 713 ‘ I3 aTTecTalu
Cemecmp Ne 5
Paznen 1| BBeaenue B AUCHUIUTMHY 28 - 16 T,K, P
Tema 1.1 | OcHoBHbIE IOHATHS U TEPMUHBI 8
IIpaBuna Haanexaiiei
Temal2| © : 8| 2 4 2 T
pou3BoJcTBeHHOU npakTuku (GMP)
HopMmaTtuBHas fokymMeHTaIus Ha
MIPOU3BO/JICTBE, PEraMeHThI
MTPOU3BOJICTBA, BUJIHI.
Tema 1.3 | IIpoMbILIUIEHHBIN peraaMeHT 12 2 8 2 K
MTPOU3BOJICTBA JIEKAPCTBEHHBIX
CpEICTB
Paznen 2| Opranuzanus npousBoactBa [JID 56 18 24 14 T,K, P
TpeGoBaHus K BO3AYXY
MTPOM3BOJICTBEHHBIX TOMEITICHUH.
Tema 2.1 | [POMSEOA et 1| 4 4 | 3
Knaccudukanus nomemieHuit mo
YHCTOTE BO3AyXa. Tekymuit KOHTPOJIb
Bunpl Bobl, TpeOOBaHMS K BOAC JIJIS
Tema 22 | . oo BOARL AP Ae A 11| 4 4 | 3
(hapMaleBTHUECKOTO MPOU3BOICTBA
IIponzeoactro JIII. UcnibiTanms
Tema23 | © 14 | 6 4 4
nexapcTBeHHbIX popm JIC
XpaHeHHe JEKapCTBEHHBIX CPEJICTB U
Tema2.4 | 7 P pe 20 | 4 12 | 4 T, K
XUMHYECKUX BELICCTB
OpraHu3anys COBpEMEHHOTO
Paszen3 | . © P 24 | 4 12 8 T,K, P
(hapMaleBTHUECKOTO MPOU3BOICTBA
Perucrpanus nekapCcTBEHHBIX
Tema 3.1 patt P 8 2 4 2 T
MpernapaToB




OO0beM IHUCIUILUIMHEI, Yac. dopma
KonrakrHas pabora TEKYILETOo
o0yJarmmxcs ¢ KOHTPOJISt
HaumenoBanue nperojaBareneM yCcrieBaeMo-
Ne i/t pas3ziesioB, TeM Bcero | mo Bugam yue6ubix | CP cTu*®, mpo-
4acoB 3aHATHH MEXYTOYHOU
i 713 I3 aTTecTalnu
BanmupamnuoHHbIe aCIIEKThI
Tema 3.2 | opranuzanuu Npou3BOJICTBA 8 2 4 2
JIEKApPCTBEHHBIX CPEJICTB
Tema 3.3 Opranu3anusi COBpeMEHHOT0 g ) 4 4 p
(hapMaIreBTHYECKOTO MPOU3BOICTBA
IIpomexyrounas arrecranus 36 OK3aMeH
Bcero: 144 28 52 64
Ilpumeuanue:

* — hopmvl mexyweeo koumponn ycnesaemocmu: mecmupoganue (1), konnoksuym (K), pechepam (P).

3.2. ConeprkaHue NUCIUTIIINHBI

Paznen 1.BBenenue B kypc. Tema 1.1. Beenenne. OCHOBHBIE NOHATHS U T€pMUHBI. JKU3HEHHBIN
uukn JIC. I'ocynapcrBennas Qapmaxomnes. Tema 1.2. 'ocygapcTBeHHOE HOPMUPOBAHHE MPOU3BOACTBA
nekapcTBeHHbIX TpernaparoB. [Ipasuna GMP. [lpaBuna Hammexarieil mMpoWU3BOJACTBEHHOM MPAKTUKW,
yTBepKAeHbI NpuKkazoM Munnpomtopra Poccun ot 14 urons 2013 r. Ne 916, B penakuuu npukasza Ne
4148 ot 18.12.2015 r. Tema 1.3. OCT 64-02-003-2002 IIponykuus MEIULIHUHCKON MPOMBIIUIEHHOCTH.
TexHonoruueckue periaamMeHTsl NmpousBojcTBa. CopaepikaHue, NMOPSAIOK pa3pabdOTKH, COTJIACOBAHUS U
yrBepxkaeHusa. 'OCT P 52550-2006 IIpom3BOACTBO JEKapCTBEHHBIX CpeAcTB. OpraHu3allioHHO-
TeXHoJoruueckas nokymeHTauus" (yTB. W BBeneH B neiictBue llpukazom PocrexperymmupoBaHus oT
02.06.2006 N 105-cr.

Paznen 2. Opranuzauus npousBojcTBa rotoBblX JI® ¥ MMMyHOOMOIOTMYECKHX IpEnapaTosB.
O®C.1.1.0001.18 [IpaBuna mnonb3oBanus  QapmakonedHeiMu — crathsiMu.  OPC.1.1.0026.19
JlexapctBennsle mnpenapatel. O®C.1.4.1.0001.15 JlexapctBennble ¢opmbl. Tema 2.1. Ilopsamox
MPOBEJCHUS KOHTPOJIA TMapaMeTPOB BO3AYIIHOW cCpelbl B "4HCTBHIX" MOMEMICHUSX M METOABl HX
U3MEpeHuid Tpu mpousBoiacTBe JekapcTBeHHbIX cpeactB. Cepuss ['OCTor 14644. IlpumeneHue
otHocutensHO papmmnpousBoacTea. [OCT P MUCO 14644-1-2017 Knaccudukamus 4ucTOTH BO3ayXa MO
koHueHTpauun yactuy, ['OCT P UCO 14644-2-2020 Texkymuii KOHTPOJIb AJsi TOATBEPKACHUS
MOCTOSSHHOTO COOTBETCTBHMSI YHUCTOTHI BO3JyXa MO KOHUEHTpauuu yactull. Tema 2.2.. Komierus
€BPa3UICKON SKOHOMUYECKON KoMHCCUH, pekoMeHamus ot 13 mexabps 2017 r. Ne 31 O TpeGoBaHuUsIX K
BoZie JU1s (hapMalleBTUUECKOTr0 IPUMEHEHHUSI, HCIIOJIb3YEeMOM /71l TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.
®C.2.2.0020.18 Boga ounmennas ®C.2.2.0019.18 Boma mmg ubnbekmuii. Tema 2.3. Hapgnexxamasg
IIpaKTUKa [POM3BOJCTBA JIEKAPCTBEHHBIX mpemapatoB. Tema 2.4. O®C.1.1.0010.18 " Xpanenue
JeKapcTBEHHbIX cpeacTB”, yTB. IIpukazom Munsnpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpanus I'JI®. Tema 3.1. TpeboBanusi K perucTpauuu JIEKapCTBEHHBIX CPEICTB.
@enepanphblii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 oOpaiieHun JTeKapCTBEHHBIX
cpeactB" I'maBa 6. [ocymapcTBeHHass peructpanusi JEKapCTBEHHbIX TmpenapaTtoB. Tema 3.2.
BanunaunonHbsle acmekTsl Npolecca NMpou3BoAcTBa M KoHTpois kaudectBa JIC. Ilpunoxenne N 15 k
[IpaBunam Hammexarieil mpousBoacTBeHHONW mpakTuku KBamudukarmus u Bamupanus ODC.1.1.0012.15
Banunanus aHanuTHYECKUX METOMIUK.



4. @DoH/ OLIEHOYHBIX CPEACTB M0 TUCHUILJIMHE

4.1. ®opmbl 1 MaTepualbl TEKYIIETO KOHTPOJIS.

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

4.1.2. Marepuaiibl TEKYILIETO KOHTPOJISL YCIIEBAEMOCTH.
IIpumeps! TUIIOBBIX 3a4aHUI:
TectupoBanue:
Bapuanr 1

1. IlomemnieHue kiacca YUCTOTHI A MCIIOJIB3YETCS IS CIECAYIOIUX TEXHOJOTHYECKUX ONEpaluil:

A. MOWKH JpoTa

b. BeIeNKM aMiyn

B. aTukerupoBka ammyn

I'. 3amosiHeHNE aMIyJl MHBEKLIIMOHHBIM PaCTBOPOM

J1. oTxur ammyin
2. DKOJIOTUYECKU YUCTHIE U IKOHOMUYECKUE METOBI IEMUHEPATIU3ALUU BOABI Ul €€ NPeaBapUTEIbHON
[IOATOTOBKU

A. INCTUIIISAINA

. HOHHBIN 00MeH

. DJICKTPOTHAITN3

. IPSIMOM OCMOC

. 00paTHBIA 0CMOC

eslll)=Ruau v ip

. anexTpodopes
3. COopHUKOM 00513aTeIbHBIX OOIIETOCYIapCTBEHHBIX CTAHAAPTOB M MOJI0XKEHHUH, HOPMUPYIOLIUX Kaue-
CTBO JIEKaPCTBEHHBIX CPEJICTB, SBISAETCA:

1. dC

2. ©CII

3.TOCT

4.T®

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

1. Huxe 15 <C

2. npu Temneparype 50-60 oC

3. Boie 90 °C

4. Bpimre 80 °C

5. mpu temneparype 15-18 <C
7. B 00s13aHHOCTH PYKOBOIUTEIS TPOU3BOJICTBA BXOIAT:

a) YTBEpXKJECHUE NPOM3BOJCTBEHHBIX MHCTPYKIMHA, BKJIIOYas MHCTPYKIIMU 110 HPOBEICHUIO

IMOCTAaAUMATIOr0 KOHTPOJIS IIpollecca IPON3BOACTBA, B 00ecreYeHHEe UX TOYHOIO CO6J'IIOJI€HI/I$I

6) OCYHICCTBJICHHUC KOHTPOJIA 3a COCTOAHUEM ITPOU3BOACTBCHHBIX HOMCMCHHﬁ, 060py,Z[OBaHI/I$I u
€ro TCXHNYCCKHUM 06CJ'I}/)KI/IB8.HI/ICM

B) KOHTPOJIb 3a MNPaBUJIbHOCTBIO BBIMTOJIHECHNA AHATUTUICCKUX MCTOIUK 8.

JIoKyMeHTalus O MPOXOXKACHUU 00yUEHHSI XPaHUTCS Ha IPEAIPUITHU:



a) B TEUEHHUE BCErO BPEMEHU Pa0OThI COTPYIHUKA HA IPEANPUATHH O)

B Teueuue 10 jer

B) B T€UEHHE OJHOTO rojia MoCJe YBOJIbHEHHUs, HO HE OoJiee 3 et
9. Ilpu mpon3BOCTBE CTEPUIIHHBIX JICKAPCTBEHHBIX CPEJICTB HOBBIM CTEPHIIbHBIN KOMIUIEKT OJIC)K bl BbIIa-
ercs:

a) KaXJIO0MY BHOBb BXOJSIIEMY B oMeteHus kiacca B,C
0) KaXXIOMYV BXOJUIIEMY B ITIOMENIEHUs KiiaccoB ynuctoTel B,C
B) Ka)XIOMY BO3BpAIAIONIEMyCs B IOMEIIEHHUS KJIACCOB YUCTOTHI D

10.Ha ygacTox mpou3BOJICTBA JIEKAPCTBEHHBIX IIPENApaToOB JOMYCKAIOTCS:
a) HOCUTENH MAaTOreHHOH (PIopsI
0) nuIa, cTpajaroIue AIEPTHYSCKUMH U KOXKHBIMU 3a00JI€BaHUSIMHU

B) COTPYAHUKH, UMCIOIIIMEC 3arap

11.GMP no3Boaser:
a) CHU3UTH ce0ECTOUMOCTD MPOAYKIIUU
0) YMEHBIIUTh PUCK CAHKIIUH 32 BHIMYCK HEKAYECTBEHHOM MPOIYKIIUHU B)
CHHM3UTD 3aTPaThl IO OT3BIBY U NepepadoTke neheKTHOM MPOAYKIIUU
12. TIpon3BOACTBEHHBIE 3/IaHUS JIOJDKHBI OBITh CIPOSKTHPOBAHBI M MOCTPOSHBI TaKUM 00pa3oM, YTOOBI

CBECTH K MUHIMYMY:
a) 3ambUICHHE, 3arPsA3HEHNUE, IPOHUKHOBEHUE HACEKOMBIX M KHUBOTHBIX, ITYMOBBIC Y HEKTHI 0)

3arpsI3HCHUE U 3aIIbUICHHE
B) MPOHUKHOBEHUE HACEKOMBIX M KMBOTHBIX

13. [1manupoBKa MPOU3BOICTBEHHBIX 3/IaHUN HE JOJIKHA 00ECTICYNBATh:
a) HCKIIOYCHUE B3aUMOIIEpecedenus MyTei cleoBaHus TEXHOJIOIMYECKHX MOTOKOB U MEepcoHana
0) TrpynnUpOBKY MOMELIEHUH ¢ OMUHAKOBOW CTENEHBIO YHUCTOThI
B) oOydeHue nepconaina GMP

14. ®yHKIIMOHUPYIOIIEE COCTOSIHUE MPOU3BOICTBEHHBIX TOMEIIEHNH O3HAYAEeT, 4To:
a) BCE CHUCTEMBl «JHCTOTO» IIOMEIICHHUS HaxXoAATcsi B pabo4yeM COCTOSHUM B PpEeXHUMAX,

COOTBETCTBYIOIINX YCIOBHUSM PETIaMeHTa
0) mepeman B pabodeil 30He OTCYTCTBYET
B) IEPCOHAJ,  BBIMOJHAIOIINANA  CBOM  TPOU3BOACTBEHHBIE (QYHKIMHU, B paboyeil  30HE

IPUCYTCTBYET
15. Ilponykuus, 3a0pakoBaHHas B IPoOLECCE OCTATUINHOTO KOHTPOJIS, JOIKHA OBITh!

a) MpPOMapKHpOBaHA
0) mepeaHa Ha KapaHTUH, HE JONYCKAIOUIMN €€ UCIOIb30BaHMs B IPOLIECCE TPOU3BOJCTBA
B) HCIOJb30BaHA B BUJIE CTPOTO JO3UPOBAHHBIX JOOABOK MPU MPOU3BOACTBE JIEKAPCTBEHHBIX

npenaparos

KonnokxBuym B Buie cobece1oBaHuUs
buner Nel
1. Taiite onpeneneHne TEPMUHY «T€XHOJOTHYECKas ek aa». Buasl, TpeOGoBaHMs.
2. JlaiiTe onpenesieHre TEPMUHY «TEXHOJOTHYECKAs Oneparus» MpoOU3BOICTBA.
3. JlaiiTe onpenesieHre TEPMUHY «allUuPOTEHHOCThY». Kakrne MeToabl HCIIOJIb3YIOT JJIsl PUIAHUS
npenapaTam anuporeHHOCTH.



[Tpumeps! TeM pedepaToB
1. [IpaBuiia opranu3anuy Mpou3BOJACTBA U KOHTPOJIS Ka4eCTBa JIEKapCTBEHHBbIX cpeacTs (GMP).
2. OcHOBHBbIE TpeOOBaHHUs, IPEIbIABIAEMBIE K IIEPCOHAY, paboTaloLEeMy Ha IPOU3BOJICTBE.
3. llonyyenue BOAbI OUMILIEHHON U BOJBI JJIsI UHBEKIUH.
4. IIpoOneMbl OUUCTKHU BO3AyXa IPOU3BOJICTBEHHBIX TOMELICHUM.
5. Banupauus npoueccoB NpOU3BOJICTBA.

4.1.3. lkana oueHUBaHUS

Tect - mudpepeHnrpoBaHHas OICHKA!

90 -100 % 06annoB — OICHKA «OTIUYHO,

75 - 89 % 6arIoB — OLIEHKA «XOPOIIOY,

50- 74 % GannoB — OLEHKA «YAOBIETBOPUTEILHO»,

0 — 49 % GannoB — OlIeHKa «HEYJOBIETBOPUTEIHHO.

Pedepar - nenuddepenupoBannas oneHka:

- OICHKAa <«3a4YTeHO» BBICTABISIETCA B Cllydae MpeIoCTaBieHUs pedepara B YCTAaHOBJICHHBIH CPOK B
COOTBETCTBHUH C U3JI0)KEHHBIMU TPEOOBAHUSAMH C HECYIIECTBEHHBIMH OTKJIIOHEHUSMH OT HHX;

- OILIGHKA «HE 3a4YTEHO» BBICTABIIAETCSA B Cllydyae HapyLIEHHS CPOKOB IpenocTaBieHus pedepara/scce,

a TaK)Ke CYIIECTBEHHBIX HAPYIICHUN N3TI0’KEHHBIX TPEOOBAHMIA.

KonnokBuym - nuddepeHunpoBantas oleHka:

«HeynoBneTBopUTENbHO» — OOYYAIOIIUNACSA JAEMOHCTPUPYET YACTUYHBIC 3HAHUS M YMEHHUA, JOMycKas
rpyObIe OIIHOKH.

«Y IOBJIETBOPUTETHHO» — OOYYaIOUIMICA JEMOHCTPUPYET YacTUYHbIC 3HaHHWS Oe3 rpyObix OmmbOoK /
JleMOHCTpUpYET YaCTUYHbIE YMEHHUS 0€3 IpyObIX OIIMOOK.

«Xopomio» — OoO0ydJarolmuiicss 3HAeT JOCTaTOYHO B 0a30BOM oObeMe / YMeeT NPUMEHSTh 3HaHUS B
6a30BOM (CTaHIapTHOM) OOBEME.

«OTIMYHO» — 00Yy4aIOIUNCS JEMOHCTPUPYET BBICOKMM YPOBEHb 3HAHUM U YMEHUH.

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

4.2.2. OnieHOYHbIE CPEJCTBA /ISl IPOMEXKYTOUHON aTTeCTAllUU.
DK3aMeHaIlMOHHBIN Ouer 1

1. B KakoM JOKyMEHTE JIOJIKHBI OBITh 3aMKCaHbl TPEOOBAHUS K NEPCOHATY YUCTHIX TOMEIIEHUN?
2. Kakoii noTOK B0O3/yxa MMOBBIIIAET OMAaCHOCTD 3arpsi3HEHUIN B IOMEUICHUH?
3. Hwuskoe KoimM4ecTBO 4acTHUIl B BO3yxe OyIeT Npu:
1) OBICTPBIX U MOPBIBUCTHIX ABMXKEHUSAX MEpCOHAa
2) XaOoTHUYHOM IEpEeABMKEHNUN NTEPCOHAIA MO MOMEIIEHUSIM
3) wucnonb30BaHUM JIFOO0T0 MaTepuana s yoopku
4) TpaBUIBLHOM DKCILTyaTallMH TEXHOJIOTHIECKOMN OJICHKTbI
4. Ilpu ykazanuu kiacca mgoboro yuctoro nomemeHus Ha npennpustuu no 'OCT UCO 14644-1 ne
YUUTBIBAETCS MapameTp
1) Macca MUKPOOPTaHU3MOB
2) pa3Mepbl 4acTuIl
3) cOCTOSIHME TTOMETIIEHUS
4) xnaccu(pUKaMOHHOE YHCIIO0
5. HazoBUTE OCHOBHOM HCTOYHUK 3arpsI3HEHUS B YUCTOM ITOMEIIEHUN.
6. JlaiiTe onpenesieHNe YUCTOM 30HE HA MPOU3BOJICTBE.
7. YcnoBus mpou3BOJACTBA KOHKPETHOTO JIEKAPCTBEHHOTO CPE/ICTBA U3JIOKEHBI B
8. I'ocynapcTBeHHbIE CTaHIApThI, ONPEIEIAIONINe Ka9eCTBO JIEKAPCTBEHHBIX CPEJICTB ONKUCAHBI B



9. TexHONOTMYECKU JOKYMEHT,
JIEKapCTBEHHOI'O CPEICTBA — ITO

10. ®unbTphl TOHKOM OYUCTKH BO3AYXa, YCTaHABIMBAEMbIE HEIIOCPEACTBEHHO MEpE NoJauel Bo3ayXa B
IIOMELICHUS, BO3AYXOPaCIpPEACIIUTEIbHbIE YCTPOUCTBA, BCTPOCHHBIE B IIOTOJIOYHYIO CUCTEMY OTHOCAT K
.... OUUCTKE.

11. Ha3oBute cpoku xpanenus BO u B/IU.

12. JInst npou3BOACTBA HAPYKHBIX, epopaibHbIX JID, HAa TMHUM MOIKH, aBTOKJIaBbl UCIOJIb3YETCS BOJA

pPErNIaMEHTUPYIOIUN  IEUCTBYIOIIEE CEPUMHOE ITPOU3BOICTBO

13. OcnoBHoe otnnuue BJ/IW u BO 3akimtouaercs B TpeOOBaHUM .. ..
14. Ins pa3paboTKu MpOrpamMMbl TEKYLIEr0 KOHTPOJS MyTEM OIpeesieHus: (PakTopoB, KOTOPhIE MOTYT
MOBJIMATH HA NOAJEPKAHUE 33JaHHON YMCTOTHI BO3/yXa 110 KOHLEHTPALMU YaCTUIL] B YUCTOM IIOMELIEHUH
WIA YUCTOH 30HE M OIpeesieHUs TpeOOBaHMM K TEKyIIeMy KOHTPOJIO ISl  OTPaKeHUs
AKCIUTyaTallMOHHBIX XAPAKTEPUCTHUK CIIETYET BBITOIHATh

1) ouenky pucka

2) BaJIUJIALIAIO PUCKOB

3) pa3paboTKy IporpaMMbl pUCKOB
15. Ioscuure nousarue «Ycnosus xpanenus JIII».

4.2.3 Illxana oreHUBaHUS.
90 -100 % 06annoB — OICHKA «OTIUYHO,
75 - 89 % 6aIoB — OLIEHKA «XOPOIIIOY,

50- 74 % GannoB — OLEHKA «YAOBIETBOPUTEIBHO»,
0 — 49 % 06amIoB — OLIEHKA «HCYIOBICTBOPUTCIHHOY.

4.3. CoOTBETCTBUE OLIEHOYHBIX CPEACTB MPOMEKYTOUHON aTTECTALUU IO JUCIUILINHE (OPMUPYEMBIM
KOMITETCHIUSIM

Kox Koz nHamkaropa OneHouHBIE CPEJICTBA TPOMEKYTOYHON aTTECTALMH
KOMITETEH JOCTHKEHUS TecTupoBanue ¢ OTKPBITBIMA BOIPOCAMU

101 KOMIIETEHIIUH

[1K-2 NAIIK-2.1 +

I1K-3 NIIK-3.2 +

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

JTUCLIUILINHE
Kon
CTpyKTypHBI Kpurepuu orieHku chopMUpOBaHHOCTH KOMITETEHITUN
Kon WHAUKATOpa
€ 2JIEMEHTBI
KOMIIETEH | JOCTH)KEHMUS
OLICHOYHBIX
U KOMITIETEHIIH He cpopmupoBana CdopmupoBana
CPEICTB
u
NATIK-2.1 — He c(OPMHUPOBAHBI — cpopMUpPOBaHBI 3HAHUS:
3HAHUSA: OCHOBHBIE OCHOBHBIE HOPMaTUBHBIE U
TecTupoBaHM | HOPMaTUBHBIE U ITPABOBLIE | IIPABOBBIE IOKYMEHTHI,
ec JIOKYMEHTHI, perJamMeHTHpYIoLue opra-
[1K-2 OTKPBITBIMU | PEIJIaMEHTUPYIOIIKME Opra- | HA3aLHI0 IPOU3BOJCTBA U
BOIIPOCAaMH | HU3AIIMIO MPOU3BOJICTBA U | KOHTPOJISI KauecTBa Ha
KOHTpOJISI KauecTBa Ha MIPOU3BO/ICTBE;
MIPOU3BO/ICTBE; — cpopMUPOBaHBI YMEHUS:
— He c(OPMHUPOBAHBI MOJIb30BAThHCS
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YMEHHS: NTOJIb30BAThCS
JNEHCTBYIOLIUMU
HOPMaTUBHO-IIPaBOBBIMU
aKTamu,

peraaMeHTHpP yIOLLUMU
OpraHU3aLHIo
IIPOU3BOJCTBA U KOHTPOJIS
KauyecTBa Ha
IIPOU3BOJCTBE;

- He chopMHUPOBAHBI
HaBBIKU: 3aII0JIHEHUS
HOPMaTUBHOHN
JIOKYMEHTAIM1 Ha
IIPOU3BOJCTBE.

JIEUCTBYIOLIUMH
HOPMAaTUBHO-TIPABOBBIMU
aKTaMu,

perjiiaMeHTUP YIOIIIUMHU
OpraHM3alMIo POU3BOICTBA
1 KOHTPOJISI KaueCcTBA Ha
IIPOU3BOJICTBE;

- chopMHUPOBAHBI HABBIKU:
3aI0JIHEHUs HOPMaTUBHON
JIOKyMEHTAallM1 Ha
IIPOU3BOJICTBE.

I1K-3

WJIK-3.2

TectupoBanu
ec
OTKPBITBIMU
BOIIPOCaMH

- He c(OPMHPOBAHBI
3HAHMS: HOPMATHUBHBIC U
MIPaBOBBIC JOKYMEHTHI,
periIaMeHTHPYIOIIHEe Opra-
HU3AIHIO TPOU3BOJICTBA U
KOHTPOJISI KauecTBa Ha
MIPOU3BOJICTBE;

— He c(hOpMHUPOBaHBI
YMEHHUS: TIOJIb30BATHCS
JEUCTBYIOLIUMHA
HOPMAaTHBHO-TIPaBOBBIMHU
aKTaMH,
periiaMeHTHPYIOIIUMH
OpraHU3aIHIo
MPOM3BOJICTBA U KOHTPOJIS
KayecTBa Ha
MIPOU3BOJICTBE;

- He chopMHUPOBaHBI
HaBBIKH: COCTABJICHHUS
pa3zaenoB HOPMATUBHOM
JOKYMEHTAIH Ha
MIPOM3BOJICTBE.

- chopMHpOBaHbI 3HAHUS:
HOPMATHBHBIE U IPABOBbHIE
JIOKYMEHTHI,
perilaMeHTHPYIOIINE Opra-
HU3aLUI0 IPOU3BOJICTBA U
KOHTPOJISI KQUeCTBa HA
MIPOU3BOJICTBE;

— copMUpPOBaHBI YMEHHS:
I10JIB30BaTHCS
JIEUCTBYIOLUMHU
HOPMAaTHUBHO-IIPaBOBBIMU
aKTaMu,

perIaMEeHTUP YIOLLIUMH
OpraHM3alMIo TPOU3BOJICTBA
Y KOHTPOJISI Ka4eCTBa Ha
MIPOMU3BOJICTBE;

- chopMHUpOBaHBI HABBIKH:
COCTaBJICHUS Pa3/IeJIOB
HOPMAaTHUBHOM JOKYMEHTALIUU
Ha IIPOU3BOJICTBE.

Komnerenmus cuuraercs chopMupoBaHHOW Ha ypoBHE TpeOOBaHMM K JHUCHUIUIMHE B

COOTBETCTBUH C 0Opa3oBaTENbHON MPOTpaMMOM, €CIM M0 WUTOTaM MPUMEHEHHUsSI OIICHOYHBIX 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. Meroauyeckue MaTepuaJbl 10 OCBOCHHUIO IUCHUILIMHbBI

Metoauueckre Martepuaibl Ui oOydaromuxcs Ha guciuiuinHe «HopmatuBHas 0a3a mpoM3BOACTBA
(dapMalleBTHUECKUX TMpernapaToB W opranm3amus mnpousBojacTtBa 1mo GMP» (MONMHBIR KOMIUIEKT
METOJIMYECKUX MaTepUAIIOB HAXOIUTCS Ha KadelIpe MPOMBIIUICHHOW TEXHOJIOTUU JICKApPCTB C KYpCOM
OMOTEXHOJIOTHH ).

6. YuyeOHas mutepaTypa Ajis 00y4YAOUIUXCS N0 JUCHUILIUHE

6.1. OcHoBHas nuTEpaTypa

1. ®enepanbublii 3akoH "O06 oOpamiennn JekapcTBeHHBIX cpenctB” Ne 61-D3. Been. 12.04.2010.

2. [IpaBuiia opraHu3anuu OPOU3BOJICTBA U KOHTPOJISI KayecTBa JIGKAPCTBEHHBIX CPEACTB YTB. NPUKA30M
MuHuctepcTBa NPOMBIIUIEHHOCTH U TOproBiau P® ot 14 utonst 2013 r. N 916.

3. I[Ipogykuusi MEAUIMHCKOW NPOMBIIUIEHHOCTH. TeXHOJOorndeckue perjiameHTsl IpousBojcTBa. Co-
NepKaHue, TMOPSAOK pa3paboTku, cornmacoBanus U yrBepxkaeHus: OCT 64-02-003-2002. VYrtB.
Pacnopsxkennem MuHucTepcTBa NpOMBILUIEHHOCTH, Hayku U TexHoaoruil P® ot 15.04.2003 r. Ne P-10.
4.TOCT P 52550-2006 IIpom3BoACTBO JIEKapCTBEHHBIX CpeAcTB. OpraHu3alrOHHO-TEXHOJIOIHMYECcKas
nokyMmenTanus" (yTB. u BBeneH B neiictBue [lpukaszom Poctexperynuposanus ot 02.06.2006 N 105-cT.

5. TocynapctBennas gpapmakorniest Poccuniickoit @enepannu XIV u3nanue / (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 Knaccuduxanust 4MCTOTHI BO3yXa MO0 KOHIICHTPAIIUN YaCTHII.

7. TOCT P UCO 14644-2-2020 Texkyuiuii KOHTPOJIb sl MOATBEPKACHUS MOCTOSHHOTO COOTBETCTBUS
YHCTOTHI BO3yXa MO KOHIICHTPAIIUU YACTHII.

8. PexomeHmanuu 1o MPUTOTOBJIICHUIO, XPAHEHUIO U PACHPEIENICHUI0 BOJBI OUYUIIEHHOW M BOJABI IS
WHBEKIINNA Ha TPOU3BOICTBE MEIUIIMHCKUX UMMYHOOHOJIOTHYECKHX MpernapaToB. 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. JlonosHUTENbHASA TUTEPATYpA.

1. A6OpeBuaTypsl, TEpMUHBI U ONpezesieHus: B cepe oOpaleHus JeKapcTBeHHbIX cpencTB / Hudantee
O.E., Memkosckuit A.I1., Hupantees E.O. (cnoBaps-cnpaBounuk), Mocksa, 2001 r., 252 cTp.
2.JlokyMeHTallMOHHOE O0ecreyeHne Baluaaluu TexHonorudeckux mnporeccoB / W.E.3aBesanoBa, Al'-
MY, E.®.[llapaxosa, nmpodeccop, 1.¢.H., 3aB. kadeapoil ynpaBieHuss U 3KOHOMUKH papmanuu ATMY
xypHan "Pemenuym" Ne 2. —2010.

3.OcHOBHBIE NPUHIMILI MPOBEACHUS BaIUJIAlMM Ha (hapMarieBTHUecKoM npousBoacTee / XK.M. Ana-
neiieBa, B.B. beperossix, A.Il. Memkosckuit, JI.M. Jleun, M., 2005r., 186 cTp.

4. YmpapieHre KauecTBOM B (hapMareBTHUeCKoi mnpomblnuieHHocTH / beperoseix B.B., MBamenko
H.B., Pynakosa W.I1., [1aturopckas H.B., Memkoskuii A.I1., JIsnynos H.A., M.,2004 r., 400 ctp.
5.YucTble MOMENEHHs U TEXHOJIOTHYECKHEe Cpeibl — UTo, rae, koraa? / [Tonos A.1O. Bamunarus Ne
3,2003, c. 34-37.

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

CrienpanbHble TOMEIIEHHS TMPEACTaBIAIOT co00il ydeOHble ayAUTOpPUM JUIsl MPOBEACHUS 3aHITHM

JEKIMOHHOTO THIIA, 3aHATUN CEMHHAPCKOTO THUIIA, KypCOBOTO MPOEKTUPOBAHUS (BBIIOIHEHHS KYPCOBBIX
pa0oT), TPYNNOBBIX W HWHIMBUAYAIBHBIX KOHCYAbTALIMM, TEKYIIETO KOHTPOJS U MPOMEKYTOUHOU
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aTTecTally, a TaKXe IOMEUICHUS IS CaMOCTOSTEIbHON pabOThl M TIOMEINEHHs Ui XpaHeHHS |
npopUIaKTUYECKOro  OoOCIyXuBaHHs ~ ydeOHoro  obOopynoBanusa.  CrenuanbHble  MOMEIICHUS
YKOMIUIEKTOBAHbl ~ CIEIHMATM3UPOBAHHOW MEOENpl0 W TEXHHYECKUMH  CpEACTBAMH  OOYydeHus,
CIy’KAIlMMU JIJIsl TIPE/ICTaBICHUS y4eOHOH nH(popMauy O0IbIION ayIUTOPHH.

Jns mpoBefeHMs 3aHATHH JIEKHMOHHOTO THIA TPEAJaralTcss HAOOPBl JEMOHCTPAIIHOHHOTO
o0OpyIOBaHUS M Y4eOHO-HAIMIAAHBIX MOcoOui, oOecneuuBarolue TEMaTHYECKUE HIUTIOCTPALUH,
COOTBETCTBYIOLIME MPHUMEPHBIM IMporpaMMaM JUCLMIIMHBIL, pabo4yuM y4eOHbIM Iporpammam
JUCLUIUIMHBIL.

[Tepeuenp MaTepuabHO-TEXHUYECKOTO 00eCIeueHus, HE0OXO0AUMOro AJIsl pealu3aluy NporpaMmsl
OakanaBpuaTa, BKIIOYaeT B ce0s 1abopaTopuu, OCHAIIEHHBIE TAOOPAaTOPHBIM 000PYI0BAaHHEM.

[Tomerienust uig caMOCTOATENLHON pabOThl 00YYaIOIIUXCSl OCHALIEHBl KOMIIBIOTEPHON TEXHUKOH ¢
BO3MOKHOCTBIO TOJKIOUYeHHS K ceTd "HuTepHer" wu obecrieueHWEeM JOCTyrma B JJIEKTPOHHYIO
MH(POPMAIMOHHO-00pa30BaTEIbHYIO CPEAY OpraHU3alHH.

OOyuatommMcst obecriedeH OCTyn (YOAJICHHBIA JIOCTYI) K COBPEMEHHBIM MPO(GECCHOHATBHBIM
0a3aM JaHHBIX 1 HHPOPMALIMOHHBIM CHPABOYHBIM CHCTEMaM, COCTaB KOTOPBIX €KEroHO OOHOBIISETCS.

OO0pa3oBaresibHble TEXHOJIOTUM — KOMMYHUKAaTHBHbBIE TEXHOJOIMM (IMCKyccUs, colOeceloBaHuE),
HEMMHUTALIMOHHbIE TEXHOJIOTHH (JIEKLIUH, TECTUPOBAHHUE).
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AHHOTAIIUSI PABOYEHN ITPOT'PAMMBI JUCITATLTAHBI

b1.5.24 HopmatusHas 6a3a npou3BoACTBA (DapMAlEBTUUECKUX IIPENAPATOB U OPraHUu3aus
npousBojactsa no GMP

Koax u HamMeHoBaHMe HampaBjeHHsI MOATrOTOBKH, mpodmasi: 18.03.01 Xumuueckass TexHOIOTrHS,
XUMHUYECKasi TEXHOJIOTHSI JIEKAPCTBEHHBIX CPE/ICTB.

KBanudpukanus (creneHsb) BoinyckHuka: bakanasp

®opma o0yuenus: Ouynas

®opmMupyemMasi KOMIETEHIHS:

[1K-2. I'oTOB MCMOIB30BaTh HOPMATHUBHBIE TOKYMEHTHI 10 Ka4eCTBY, CTAHJAPTU3AIMHA U CePTHPHUKAIINN
IIPOJYKTOB U U3JEJINN, JIEMEHTHI SKOHOMUYECKOT0 aHAJIN3a B IPAKTHUECKOH 1€ATEIbHOCTH.

NATIK-2.1. YyacTtByeT B ynpaBlieHHUH JOKyMeHTauued u (GopMuUpoBaHUU (HapMaleBTHUECKOH CHCTEMBI
KauyecTBa.

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.

NATIIK-3.2. PazpabarbiBaeT HOBYI0O HOPMAaTUBHYIO JOKYMEHTAIIUIO HA JIEKAPCTBEHHBIE CPEJICTBA.

O0bem n MecTo AucHMIIMHBI B cTpyKkType OIIOII:

Huctunnmuaa «HopmatnBHas 6a3a mpou3BOJACTBA (papMaIleBTUYECKUX MPETapaToB M OPraHU3aIHs
npousBojcTBa 1o GMP» otHocurcst k 6a3zoBoit wactu OIIOIIL, B cooTBeTCTBUM C Y4€OHBIM IJIAHOM
ocBanBaeTcs B 5-oM cemectpe (3 Kypc), odmiast TpynoeMKocTs — 144 yaca / 4 3auéTHble eTUHUIIHI (3.€.).

Conep:xanue TMCUMILUTUHBI:

Paznen 1. Beenenue B kypc. Tema 1.1. BBenenne. OCHOBHbBIE MOHATHUA M TEPMUHBI. JKU3HEHHBIN LUKI
JIC. TocynapctBeHHass ¢apmakones. Tema 1.2. ['ocynapcTBeHHOE HOpPMHpOBaHHE IPOU3BOJACTBA
JekapcTBeHHbIX IpenapaTtoB. IIpasuna GMP. IlpaBuia Hamnexameil NpoU3BOACTBEHHOM MPAaKTHKW»,
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 TIpoaykiuss MEAUIIUHCKON MPOMBIIIICHHOCTH.
TexHonoruueckue peraamMeHTsl npousBojcTBa. CopaepikaHue, NMOPSAIOK pa3pabdOTKH, COTJIACOBAHUS U
yrBepxaeHus. ['OCT P 52550-2006 Ilpou3BojacTBO J€KapCTBEHHBIX CpeacTB. OpraHuszaiioHHO-
TexHoJoruueckas nokymeHTtauus" (yrB. W BBeneH B paeiictBue llpukazom PocrexperynupoBaHus ot
02.06.2006 N 105-cr.

Paznen 2. Opranuzaunus npousBojcTBa roToBbiX JI® M MMMyHOOMONOTMYECKHX IpEenaparos.
O®C.1.1.0001.18 [IpaBuna mombp3oBanus  ¢dapmakomnensiMu  cratbsiMu.  O®C.1.1.0026.19
JlexapctBennble mnpenapatbl. O®C.1.4.1.0001.15 JlexapctBennbie ¢opmbl. Tema 2.1. Tlopsmox
MPOBEJICHUSI KOHTPOJII TapaMeTpOB BO3IYIIHOM cpelbl B "YHCTHIX" MOMEHMIEHHUSIX M METOIbl HUX
u3MepeHuid npu npousBoiacTBe JsekapcTBeHHbIX cpeactB. Cepuss ['OCTor 14644. Ilpumenenue
otHocuTenbHO (apmipoussoactsa. [OCT P UCO 14644-1-2017 Knaccupukanus YUCTOTH BO3LyXa I10
koHueHTpauuun yactu ['OCT P UCO 14644-2-2020 Texkymuii KOHTpPOJIb s TOATBEPKACHUS
IIOCTOSIHHOTO COOTBETCTBUSL UYHCTOTHI BO3/yXa IO KOHIEHTpauuu vactun. Tema 2.2. Kommerus
€Bpa3UNCKOIl SKOHOMHYECKON KOMUCCHHU, pekoMeHaanus ot 13 nekadps 2017 r. Ne 31 O TpeboBaHUX K
BOJIE /IS (hapMalieBTHUECKOTo MPUMEHEHUS, UCIIONb3YEeMOH JI7Isl MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.
@®C.2.2.0020.18 Boga oummennas @C.2.2.0019.18 Bopa nns unbexkumit. Tema 2.3. Hamexamas
IIpaKTUKa [POM3BOJCTBA JIEKAPCTBEHHBIX mpemapatoB. Tema 2.4. O®C.1.1.0010.18 " Xpanenue
JeKapcTBEHHbIX cpencTs”, yTB. IIpukazom Munsnpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpanus ['JI®. Tema 3.1. TpeboBanusi k perucTpauuu JIEKapCTBEHHBIX CPEICTB.
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@enepanbhblii 3akoH 0T 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 oOpaiieHnn JIeKapCTBEHHBIX
cpeactB" ImaBa 6. [ocymapcTBeHHass peructpanusi JEKapCTBEHHbIX TmpenapatoB. Tema 3.2.
BanunaunonHbsle acmekTsl Inpouecca 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 aTTeCTAllMH1 — DK3aMCH.

15



