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1. IlepeyeHb IUIAaHMPYeEMBbIX pPe3yJIbTATOB 00yYCHHS 110

AUCHUIIIMHE, COOTHECCHHBIX C INIAHUPYEMBIMHU pe3ylibTaTaMu

0CBOCHMA NMPOrpaMMBbI

K Kon HanmenoBanue PesynbraTel 00y4eHus,
oA HaumenoBanue UHAMKATOpa HMHIMKaTOpa COOTHECEHHBIE C
KOMIIE KOMITETCHIIUHT JOCTHKEHUS JIOCTH>KCHUS WHJIMKaTOpaMU JOCTHKEHUS
entt KOMITETEHIIUHT KOMITETCHIIMH KOMITETCHIIN I
[K-2 I'oToB ucnonb30BaTh NATK-2.1 VYuactByeT B — chopMUPOBAHBI 3HAHUS:
HOpPMAaTUBHBIE yYIpaBICHUU OCHOBHbIE HOPMATUBHBIE U
JIOKYMEHTHI 110 JIOKyYMEHTAllueld 1 |[IPaBOBBIEC JOKYMEHTHI,
KAaueCTBY, dbopMupoBaHUH perilaMeHTUPYIOIIHE Opra-
CTaHJapTU3aLUU U (apMarieBTUYECKON |[HU3ALUIO IPOU3BOCTBA U
ceptuduxanuu CHUCTEMBI KaUYeCTBa  [KOHTPOJISI KAYECTBA Ha
IIPOJYKTOB U U3JIEIUH, [IPOU3BOJICTBE;
3JIEMEHTHI — copMupOBaHbl yMEHUS:
HKOHOMUYECKOTO [10JIb30BaThCS
aHaJIu3a B e CTBYIOIMMU
[PAKTUYECKON HOPMAaTUBHO-TIPABOBBIMU
JeATETbHOCTH aKTaMu,
pEeriiaMeHTHUP YIOIIIUMHU
OpraHu3aLNI0
[IPOU3BOJICTBA U KOHTPOJIS
KauecTBa Ha POM3BO/ICTBE;
- chopMHpOBaHBI HABBIKU:
3a0JHEHUs HOPMaTUBHOM
TOKyMEHTAllMU Ha
IPOU3BOJICTBE.

IK-3 Cnocob6en npuanmats | MJIIK-3.2 PaszpabarrsiBaer - cpopMUPOBaAHBI 3HAHUS:
KOHKPETHBIE HOBYIO HOPMATHBHBIE U IPABOBbHIE
TEXHUUYECKUE PELIeHUs HOPMAaTHBHYIO TOKYMEHTHI,
npu pa3paboTke JIOKYMEHTAIMIO HA  [perJIaMeHTUPYIOLIUE Opra-
TEXHOJIOTHYECKHUX JIEKapCTBEHHbIE HU3aLUI0 IPOU3BOJACTBA U
IPOIIECCOB, BEIOUPATH cpeacTBa KOHTpOJISL KauecTBa Ha
TEXHUUYECKUE CPEJCTBA [IPOU3BO/ICTBE;

Y TEXHOJIOTUHU C YYETOM — c()OpMUPOBAHBI YMEHHUSI:
HKOJIOTMUYECKUX M0JIb30BATHCS
MHOCIEACTBUN UX IEUCTBYIOLIUMH
MIPUMEHEHUS, BBISBIIATD HOPMaTUBHO-TIPaBOBBIMU
U yCTPAHATH aKTaMu,
OTKJIOHEHHS OT periaMeHTHP YIOIIUMHU
PEKUMOB PabOTHI OpraHu3aIiio
TEXHOJIOTHYECKOTO POU3BOJICTBA U KOHTPOJIS
000pyI0BaHUs U KauecTBa Ha MPOU3BO/ICTBE;
MapaMeTpoB - chopMuUpOBaHBI HABBIKU:
TEXHOJIOTUYECKOIO COCTaBJIEHUS Pa3/IE€IOB
mpouecca HOPMaTHUBHOMN
TOKYMEHTAllUU Ha
POU3BOJICTBE.




2. O0bem u MecTO JUCcHUILIMHBI B cTpyKType OIIOII

Hucrumumaa «HopmatuBHas 6a3a mpou3BOACTBA (DapMalleBTHUECKUX MTPENapaToB M OpraHu3aIus
npou3BojacTBa Mo GMP» otHocuTcs k 6a3oBoit wactu OIIOII, B COOTBETCTBHMU C Y4eOHBIM TUIAHOM
ocBamBaeTcs B 5-oMm cemectpe (3 Kypc), oOmas TpygoeMkocts — 144 dvaca / 4 3a4€THBIC €IUHUIIBI

(3.e.).

3. Conep:xkaHue U CTPYKTYpPa AUCUHUIIIHHBI

3.1. CrpykTypa AUCHUILIMHBI

OO0BeM IUCIUILINHEI, Yac. ®dopma
KonraktHas pabota TEKYIIETO
o0yJaronmxcs ¢ KOHTPOJIS
HaumeHnoBanue nperojaBareieM yCrieBaeMo-
Ne /it paszienoB, TeM Bcero | mo Bugam yueOubix | CP CTu*, Mpo-
4acoB MEXYTOYHOU
i ‘ 713 ‘ 13 aTTecTaluu
Cemecmp Ne 5
Paznen 1| BBeaenue B AUCHUIUTMHY 28 16 T,K,P
Tema 1.1 | OcHOBHBIE IOHSTHUS U TEPMUHBI 8 2 4
IIpaBuna Haaexaiiei
Temal2| © SNl 8| 2 4 2 T
npou3BoACTBEeHHOM npakTuku (GMP)
HopMmaTtuBHas jokymMeHTaIus Ha
MIPOM3BOJICTBE, PETIaMEHTHI
MTPOU3BOJICTBA, BUJIBI.
Tema 1.3 | IIpomMbIlIUIEHHBIN peraaMeHT 12 2 8 2 K
ITPOU3BOJICTBA JIEKAPCTBEHHBIX
CpEICTB
Paznen 2| Opranuzamnus npousBoactBa [JID 56 18 24 14 T,K, P
TpeGoBaHus K BO3AYXY
MTPOM3BOICTBEHHBIX TOMEITICHUH.
Tema 2.1 | [POMSEOR et 11| 4 4 3
Knaccudukanus nomemieHuit mo
YHCTOTE BO3AyXa. TeKyluit KOHTPOJIb
Buapl Bogbl, TpeOOBaHMS K BOAC IS
Tema22 | oo BOARL AP Ae A 11| 4 4 3
(hapmalleBTHUECKOTO MPOU3BOCTBA
IIpoussojactro JIII. UcnibiTanus
Tema23 | Pororol 14 | 6 4 | 4
nexapcTBeHHbIX popm JIC
XpaHeHHe JEKapCTBEHHBIX CPEJICTB U
Tema 2.4 | *F P pe 20 | 4 12 | 4 T, K
XUMHUYECKUX BELICCTB
Opraau3anus COBpeEMEHHOTO
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 AMCHUIUIHHEIL, Yac. dopma
Konrakrnas paborta TEKYILETOo
o0yJarmmxcs ¢ KOHTPOJISt
Haumenoanue npernoaaBaTenemM ycIreBaeMo-
Ne /i pasneoB, TeM Bcero | mo Bugam yue6ubix | CP cTtu™®, mpo-
4acoB 3aHATUN MEXYTOYHOU
i 13 | 113 aTTecTaluu
BanupgaunoHHbIe aCEKTHI
Tema 3.2 | opranu3anuu Ipou3BOJCTBA 8 2 4 2
JIEKapCTBEHHBIX CPE/ICTB
Tema 3.3 Opranu3anusi COBpeMEHHOT0 g ) 4 4 p
(hapMareBTHUECKOTO MPOU3BOICTBA
[IpomexxyTouHas arrecTanus 36 DK3aMeH
Bcero: 144 | 28 52 64
Ilpumeuanue:

* — hopmul mekyujeco konmpoas ycneeaemocmu: mecmuposanue (T), konnoxeuym (K), pecpepam (P).

3.2. ConeprkaHue NUCIUTIIIUHBI

Pasznen 1.Beenenue B xypc. Tema 1.1. Beenenune. OCHOBHBIE MOHATUS U T€PMUHBI. JKU3HEHHBIN
mukia JIC. I'ocynapcrBennas ¢apmaxomnes. Tema 1.2. ['ocyaapcTBeHHOE HOPMHMPOBAaHHUE MPOU3BOICTBA
nekapcTBeHHBIX TpernaparoB. [Ipasuna GMP. [lpaBuna Hammexarieil mMpou3BOJACTBEHHOM 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 IIpoayKkuus MEIULIUHCKON MPOMBIIUIEHHOCTH.
TexHosornueckue periaameHTbl npou3BoicTBa. ConepikaHue, MOPSAOK pa3pabOTKU, COIVIACOBAaHUS U
yrBepxkaeHusa. ['OCT P 52550-2006 IIpou3BoacTBO JE€KapCTBEHHBIX cpeAcTB. OpraHu3anuoHHO-
TeXHoJIOTH4eckass AokymeHTanus" (yrB. M BBeleH B neictBue IIpukasom PocrexperynupoBaHus OT
02.06.2006 N 105-cT.

Paznen 2. Opranuzauus npousBojcTBa rotoBblX JI® ¥ MMMyHOOMOJIIOrMYECKHX IpEnapaTosB.
OdC.1.1.0001.18 [IpaBuna mnonb3oBanust  QapmakonedHeiMu  crathsiMu.  OPC.1.1.0026.19
JlexapctBennble mnpenapatel. O®C.1.4.1.0001.15 JlexapctBennble ¢opmbl. Tema 2.1. Ilopsamox
IIPOBEJCHUS KOHTPOJIL IapaMeTpoB BO3AYIIHOMW cCpenbl B "YUCTBIX' TOMEUIEHMSIX M METOJbl HUX
U3MepeHuii Tpu mpousBoiacTBe JekapcTBeHHbIX cpenctB. Cepuss ['OCTor 14644. IlpumeneHue
otHocutensHO papmmnpousBoacTBa. [[OCT P MUCO 14644-1-2017 Knaccudukarus YucTOTH BO3AyXa MO
koHueHTpauun yactuy, ['OCT P UCO 14644-2-2020 Texkymuii KOHTpOJIb JJsi TOATBEPKACHUS
MIOCTOSIHHOTO COOTBETCTBHSl YHCTOTHI BO3AyXa IO KOHIEHTpauuu dvactul. Tema 2.2.. Kommerus
€Bpa3uiiCKOIl AKOHOMUYECKON KoMHUCCHH, pekoMeHaanus ot 13 nexabps 2017 r. Ne 31 O tpeboBaHusX K
BoZie /U1 (hapMalleBTUUECKOTO IPUMEHEHHUSI, HCII0JIb3YEeMOU /71l TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPE/ICTB.
®C.2.2.0020.18 Boga ounmennags ®C.2.2.0019.18 Boma mma unbeknuii. Tema 2.3. Hapgnexxamasg
IIpaKTHUKa [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. Perucrpanus ['JI®. Tema 3.1. TpeboBanusi K perucTpauuu JIEKapCTBEHHBIX CPEACTB.
@enepanbubiii 3akoH oT 12.04.2010 N 61-®3 (pea. ot 13.07.2020) "OO6 oOpaiieHnn JIeKapCTBEHHBIX
cpeactB" I'maBa 6. [ocymapcTBeHHasi peructpanusi JEKapCTBEHHbIX mpenapaTtoB. Tema 3.2.
Banunaunonsbsle acmekTsl Npolecca NMpou3BoAcTBa M KoHTpois kaudectBa JIC. Ilpunoxenne N 15 k
[IpaBmiam Hajmnexameil nmpousBoacTBeHHOW npakThku KBamuduxamus u Banmupamus OPC.1.1.0012.15
Banupauus aHadIUTHUECKUX METOAMK.



4. @DoHJ OLIEHOYHBIX CPEACTB 10 TUCHUILJIMHE

4.1. ®opmbl 1 MaTepHualbl TEKYIIETO KOHTPOJIS.

4.1.1. B xome peamuzanuu aucuuiuinHbl «HopmaTuBHas 0a3a Mpou3BOACTBA (papMaleBTUYECKUX
IpernapaToB W opranuzanus npousBojactBa no GMP» wucnonb3yioTcs cruenyooimue (GopMmbl TEKYIIETo
KOHTPOJISI yCIIeBaeMOCTH 00y4aloluXcsi: TECTUPOBAaHUE, KOJUIOKBUYM, pedepart.

4.1.2. Marepuaiibl TEKYILIETO KOHTPOJISL YCIIEBAEMOCTH.
[Ipumeps! TUIIOBBIX 3a4aHUI:
TectupoBanue:
Bapuanr 1
1. IlomenieHue Kiacca YUCTOTHI A MCIIOJIB3YETCS IS CIECAYIOIUX TEXHOJOTHYECKUX ONEpaLuil:
A. MOWKH JpoTa
b. BeIeNKM aMityn
B. aTukerupoBka ammyn
I'. 3amosiHeHUE aMIyJl MHBEKLIIMOHHBIM PAaCTBOPOM
J1. oTxur ammyin

2. DKOJOTHYECKH YUCThIE ¥ SKOHOMUYECKHUE METOIbI ICMUHEPAIU3AIIUU BOBI IJIs1 €€ IpeIBapUTEIbHOM
[IOJTOTOBKHU
A. IUCTUIIISAINA
. HOHHBIN 00MeH
. DJICKTPOTHATTN3
. IPSIMOM OCMOC
. 00paTHBIA 0CMOC

W= w

. ANeKTpodopes
3. COOpHUKOM 00s3aTeIBHBIX OOIIETOCYIAPCTBEHHBIX CTAaHIAPTOB U MOJOXKECHUN, HOPMUPYIOIINX Kade-
CTBO JIEKaPCTBEHHBIX CPEJICTB, SBISAETCA:

1. dC

2. ©CII

3.TOCT

4.T®

5. GMP
4. XpaHeHue BOJbI U1 MHBEKLUI JODKHO OCYIECTBIIATHCS MPH TEMIEpaTypax, MPENnsTCTBYIOIUX POCTY
MHUKPOOPTaHU3MOB:

1. muxe 15 C

2. npu Temneparype 50-60 -C

3. Boie 90 °C

4. Beimie 80 °C

5. mpu Temneparype 15-18 oC
7. B 00s13aHHOCTH PYKOBOIUTEISI POU3BOJICTBA BXOISAT:

a) YTBEPXKICHHWE IPOHM3BOACTBEHHBIX WHCTPYKIIMH, BKIIOYas WHCTPYKIMU MO IPOBEICHUIO
HOCTAIMATIOr0 KOHTPOJIS TIPOIlecca IPOU3BOJICTBA, U 00eCTIeYeHNE MX TOYHOTO COOIIFOICHHS

0) OCyIIecTBIIEHHE KOHTPOJIS 32 COCTOSHUEM IPOU3BOJICTBEHHBIX MTOMELICHUH, 000pYI0BaHUS U
€ro TeXHUYECKUM 00CITy>KUBAaHUEM

B) KOHTPOJIb 33 TIPAaBHIHHOCTHIO BHITIOJTHEHHS aHATATHIECKUX METOJIHK .

JIokyMeHTalusl O MPOXOXKACHUU 00yUESHUsI XPaHUTCS Ha IPEIIPUATHH:



a) B T€YEHHUE BCErO BPEMEHHU Pa0OThI COTPYAHMKA Ha IPSAIPUITHH 0)
B Teueuue 10 jer

B) B TCYCHUEC OAHOI0 roaa 1mociji€ YBOJIbHCHUSA, HO HE Oounee 3 ner
9. HpI/I IIPOU3BOACTBE CTEPUIIbHBIX JICKAPCTBCHHBIX CPEACTB HOBBIN CTepI/IJ'IBHHﬁ KOMIIJICKT OACXKAbI BblA-
CTCA:

a) KaXJIOMY BHOBb BXOJsIIeMy B omenieHus kiacca B,C
0) KakKIOMYV BXOAAIIEMY B IIOMeEIIEHHUS Ki1accoB YUCTOThI B,C
B) Ka)XIOMY BO3BpAIAIONMIEMYCs B IOMEIIEHHUS KJIACCOB YUCTOTHI D

10.Ha yuacTok mpou3BOJICTBA JIEKAPCTBEHHBIX IIPENApaTOB JOMYCKAIOTCS:
a) HOCUTENH MAaTOreHHOH (GIopsI
0) nuIa, cTpajaroIue AIEPTHYSCKUMH U KOXKHBIMHU 3a00JI€BaHUSMU

B) COTPYAHUKH, UMCIOIIIMEC 3arap

11.GMP no3Boser:
a) CHH3UTH CEOECTOMMOCTH MPOAYKIIHH
0) YMCHBIINTH PUCK CAaHKIUHK 3a BBITYCK HEKAYCCTBCHHON IPOAYKIIUH B)
CHHM3UTD 3aTPaThl IO OT3BIBY U NiepepadoTke neheKTHOM MPOAYKIIUN
12. TTpon3BOACTBEHHBIC 3/1aHUS JOJDKHBI OBITH CIPOCKTHPOBAHBI W MOCTPOCHBI TaKUM 00pa3oM, 4TOOBI

CBECTH K MUHUMYMY:
a) 3ambUICHHE, 3arPSI3HEHKE, IPOHUKHOBEHNE HACEKOMBIX M JKMBOTHBIX, IITYMOBBIE (D EKTHI 0)

3arpsi3HEHUE U 3albUICHUE
B) IPOHUKHOBEHHME HACEKOMBIX M JKUBOTHBIX

13. [1nannpoBKa MPOU3BOACTBEHHBIX 3aHUI HE JOJIKHA 00ECIIeYNBATh:
a) MCKJIIOYEHHE B3auMOIIepeceuenus MyTel CIe10BaHus TEXHOJOTMYECKUX IMOTOKOB M MEepCOHana
0) TpyNIUPOBKY MOMEIIEHUHN C OJUHAKOBOM CTETICHBIO YACTOTHI
B) oOyudenue nepconaina GMP

14. ®yHKIIMOHUPYIOIIEE COCTOSIHUE TPOU3BOJICTBEHHBIX IIOMEIICHUI 03HAYAET, UTO:
a) BCE CHCTEMBI <«UHCTOTO» TIOMEUICHUS HaxXxoAsaTcs B pabodyeM COCTOSIHUM B PEXKHUMAX,

COOTBETCTBYIOIIMX YCIOBUSM periaMeHTa
0) mnepenan B paboueil 30HE OTCYTCTBYET
B) IEPCOHAJI,  BBHINOJHSAIONIMKA  CBOM  NPOU3BOJICTBEHHBbIE (YHKIMH, B paboued  30HE

INPUCYTCTBYCT
15. HpOI[YKI_II/IH, 3&6paKOBaHHaH B IIponecce MMOCTaIMHHOTO KOHTPOJIA, JOJDKHA OBITh:

a) MPOMapKHpOBaHA
0) mepesaHa Ha KapaHTUH, HE JJONMYCKAIOUIMN €€ UCIOIb30BaHMsl B IPOLIECCE MPOU3BOCTBA
B) HCIOJb30BaHA B BHJIE CTPOTO JO3UPOBAHHBIX J00ABOK MpHU MPOU3BOACTBE JIEKAPCTBEHHBIX

npenaparos

KonnokBuym B Buie cobece1oBaHus
buner Nel
1. Maiite onpeneneHne TEPMUHY «T€XHOJOTHYECKas Ofekaa». Busl, TpeOGoBaHMS.
2. JlaiiTe onpeneneHne TEpPMUHY «T€XHOJIOTHYECKas ONepalus» Npou3BOICTBA.
3. JlaiiTe onpenesieHre TEPMUHY «alluPOTEHHOCThY». Kakne MeToabl HCIIOJIb3YIOT JIJIsl PUIAHUS
npenapaTam anuporeHHOCTH.



[Tpumeps! TeM pedepaToB
1. [IpaBuiia opranu3anyy Mpou3BOJCTBA U KOHTPOJIS KAUeCTBA JIEKapCTBEHHBbIX cpeacTs (GMP).
2. OcHOBHbIE TPeOOBaHUS, IPEIbBIAEMbIE K IEPCOHATY, padoTaroLIeMy Ha POU3BOCTBE.
3. IlonyyeHue BOAbI OUMILIEHHON U BOJBI JJISI UHbEKIUH.
4. IIpoOneMbl OUUCTKHU BO3AyXa IPOU3BOJICTBEHHBIX TOMELICHUM.
5. Banupanus npoueccos Mpou3BOJICTBA.

4.1.3. llkana oueHUBaHUS

Tect - mudepeHnrpoBaHHas OICHKA!

90 -100 % 0OaJUIOB — OLIEHKA «OTJIIMYHO,

75 - 89 % GannoB — OLIEHKA «XOPOIIO»,

50- 74 % GannoB — OLEHKA «yAOBIETBOPUTEIILHO,

0 — 49 % 0anioB — OlICHKA «HEYIOBIETBOPUTEIHHO.

Pedepar - nenuddhepenunpoBanHas oeHKa:

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

- OLIEHKA «HE 3a4TEHO» BBICTABJISIETCS B Cllydae HapyIIEHUS CPOKOB IperocTaBiieHus pedepara/scce,

a TaKXKe CYILECTBEHHBIX HAPYIIEHUH N3JI0KEHHBIX TPEOOBAaHUIM.

KonnokBuyMm - nuddepeHnpoBanHas OLeHKa:

«HeynoBneTBopUTeNbHO» — OOyYaroIUiiCsl JEMOHCTPUPYET YAaCTUYHbIE 3HAHWUS U YMEHUs, JOIycKas
rpyObie OIIHOKH.

«Y IOBJIETBOPUTETBHO» — OOYYAIOUIMICA NEMOHCTPUPYET YacTUYHbIC 3HaHHWS Oe3 rpyObix ommbox /
JleMOHCTpHUpYET YaCTUYHbIE YMEHHUS 0€3 IpyObIX OLIMOOK.

«Xopomo» — oOydaroluics 3HAeT AOCTaTOYHO B 0a30BOM o0beMe / YMeeT NpUMEHSATh 3HAHUSA B
0a30BOM (CTaHIApTHOM) OOBEME.

«OTnMYHO» — 00YyYAIOIUICS JEMOHCTPUPYET BBICOKUM YPOBEHb 3HAHUM U YMEHUH.

4.2. ®opmMbl 1 MaTepHalbl IPOMEXKYTOUHOM aTTEeCTalUH.
4.2.1. IlpomexxyTouHasi aTTecTalus IPOBOAUTCS B pOpMeE: dK3aMeHa.

4.2.2. OnieHOYHbIE CPEJCTBA /71l IPOMEXKYTOUHON aTTeCTaLlUU.
DK3aMeHallMOHHBIH Ouier 1

1. B KakoM JOKyMEHTE JI0JIKHBI OBITh 3aMKcaHbl TPEOOBAaHUS K NEPCOHATY YHUCTHIX TOMEIIEHUN?
2. Kakoil noTok BO3AyXa MOBBIILIAET ONACHOCTh 3arpsiI3HEHUI B TOMELICHUH?
3. Hwuskoe K0IMYecTBO YacTHUIl B BO3yxe OyeT Ipu:
1) OBICTPBIX ¥ MOPBIBUCTHIX ABM)KEHUSAX MEpCOHANA
2) XaOoTMYHOM IEpeIBUKEHUU MepCOoHAalIa M0 MOMELIEHUSIM
3) uCnoNb30BaHUM JIFOOOr0 MaTepuana s yoopku
4) TpaBUIBLHOM DKCILTyaTallMM TEXHOJIOTHYECKOM 01K TbI
4. Ilpn ykazaHnuu kijacca jgo0oro yuctoro nomemenuss Ha npeanpustuu nmo F'OCT UCO 14644-1 ne
YUUTBIBAETCS MapamMeTp
1) Macca MUKPOOPTaHU3MOB
2) pa3Mepbl 4acTHIl
3) cCOCTOSIHME TTOMETIIEHUS
4) xnaccu(pUKaMOHHOE YHCIIO0
5. HazoBUTE OCHOBHOM HCTOYHUK 3arpsI3HEHUS B YUCTOM ITOMEIEHUN.
6. [laiiTe onpeneneHne YuCTON 30HE HA TPOU3BOJICTBE.
7. YcnoBus Mpou3BOJICTBA KOHKPETHOT'O JIEKAPCTBEHHOTO CPE/ICTBA U3JIOKEHBI B
8. I'ocynapcTBeHHbIE CTaHIAPThI, ONPEIEIAIONINe Ka9eCTBO JIEKAPCTBEHHBIX CPEJICTB ONKUCAHBI B



9. TexHomornyeckuii JOKYMEHT,
JIEKapCTBEHHOT'O CPE/ICTBA — 3TO

10. ®uUAbTPHI TOHKOW OYMCTKU BO3/YyXa, YCTaHABIMBAEMbIe HEMOCPEICTBEHHO Nepe MoAayeil Bo3ayxa B
MOMEIICHUS, BO3AyX0pacpeIeTuTeIbHbIe YCTPOUCTBA, BCTPOSHHBIE B TOTOJIOUHYIO CHCTEMY OTHOCST K
.... OUHCTKE.

11. Ha3oBute cpoku xpanenus BO u B/IU.
12. JInst npou3BOACTBA HAPYXKHBIX, NEPOpaIbHbIX JID, HA TUHUM MOMKH, aBTOKJIaBbl UCIONb3YETCS BOJA

pPErNIaMEHTUPYIOIUN  IEUCTBYIOIIEE CEPUMHOE ITPOU3BOICTBO

13. OcnoBHoe otnnuue BJ/IU u BO 3akitouaercs B TpeOOBaHUM .. ..
14. Ins pa3paboOTKu MpOrpamMMbl TEKYIIETO KOHTPOJS MyTeM olpeneneHus: (pakTopoB, KOTOpbIE MOTYT
MOBJIMSATH HA NOAJEPKAHUE 33JaHHON YUCTOTHI BO3AYyXa 10 KOHIIEHTPALMKU YaCTHL] B UUCTOM ITOMEIIEHUN
WIA YUCTOH 30HE H OIpeesieHHs TpeOOBaHMM K TEKyIIeMy KOHTPOJIO JJIsi  OTPaKEHUs
SKCIUTyaTallMOHHBIX XAPAKTEPUCTUK CIIETYET BBIIOJIHATh

1) ouenky pucka

2) BaJIUJIALIAIO PUCKOB

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

4.2.3 Illxana oleHUBaHHUS.
90 -100 % 0OaJUIOB — OLIEHKA «OTJIIUYHO,
75 - 89 % GannoB — OIIEHKA «XOPOIIO»,

50- 74 % GannoB — OLEHKA «yAOBIETBOPUTEIILHO,
0 —49 % 6amIoB — OLIEHKA «HEYIOBJICTBOPUTEILHO.

4.3. COOTBETCTBHE OLICHOYHBIX CPEJCTB MPOMEKYTOYHOM aTTECTAIMH 0 JUCIUTUTHHE (OPMHUPYEMBIM

KOMIICTCHIIUAM

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

nnun KOMIICTCHIINHU

MK-2 | WIK-2.1 +

NK-3 | WAMNK-3.2 +

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

Kon
CTpyKTypHBI Kpurepuu orieHku chopMUpPOBAaHHOCTH KOMITETCHITUN
Kon WHAUKATOpa
€ 2JIEMEHTBI
KOMIIETEH | JOCTH)KEHHUS
OILICHOYHBIX
U KOMIIETEHIIH He cpopmupoBana CcdopmupoBana
CPEICTB
U
NAIIK-2.1 — He c(OPMHUPOBAHBI — cpopMUpPOBaHBI 3HAHMSL:
3HAHUA: OCHOBHBIE OCHOBHBIE HOPMaTUBHBIE U
TecTupoBaHM | HOPMaTUBHBIE U ITPABOBLIE | IIPABOBBIE IOKYMEHTHI,
ec JOKYMEHTHI, perJaMeHTHPYIOLUE Opra-
I1K-2 OTKPBITBIMU | PEIJIaMEHTUPYIOIIME Opra- | HA3ALUI0 IPOU3BOJCTBA U
BOIIPOCAaMH | HU3ALIMIO TPOU3BOJICTBA M | KOHTPOJISI KauecTBa Ha
KOHTpOJISI KauecTBa Ha IIPOU3BO/ICTBE;
MIPOU3BO/ICTBE; — cpopMUpOBaHBI YMEHUS:
— He c(OPMHUPOBAHBI MOJIb30BAThHCS
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YMEHHS: NTOJIB30BAThCS
JNEUCTBYIOLIUMU
HOPMaTUBHO-IIPaBOBBIMU
aKTamu,

periaamMeHTHp yIOLLUMU
OpraHU3aLHIO
IIPOU3BOJCTBA U KOHTPOJIS
KauyecTBa Ha
IIPOU3BOJCTBE;

- He chopMuUpOBaHBI
HaBBIKU: 3aIl0JIHEHUS
HOPMaTUBHOHN
JIOKYMEHTAIM1 Ha
IIPOU3BOJICTBE.

JIEUCTBYIOLIUMH
HOPMAaTUBHO-TPABOBBIMU
aKTaMu,

periaMeHTUP YIOIIUMHU
OpraHM3alMIo POU3BOJICTBA
1 KOHTPOJISL KaueCcTBA Ha
MIPOU3BO/ICTBE;

- chopMHUpPOBaHBI HABBIKU:
3aI0JIHEHUs HOPMaTUBHON
JIOKyMEHTaIlMU Ha
IIPOU3BOJICTBE.

I1K-3

WJIK-3.2

TectupoBanu
ec
OTKPBITBIMU
BOIIPOCAaMH

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

— He chopMHUpOBaHBI
YMEHUS: TT0JIb30BAThCS
JNEUCTBYIOUIUMU
HOPMAaTHUBHO-IIPAaBOBBIMU
aKTaMH,

perJaMeHTHpP YIOIUMHU
OpraHU3aIIHIO
MIPOM3BOJICTBA 1 KOHTPOJIS
KadecTBa Ha
MIPOU3BO/ICTRBE;

- He chopMHUPOBaHBI
HaBBIKU: COCTABJICHHS
pa3aesnoB HOPMaTUBHOM
JOKYMEHTAIHN Ha
MIPOU3BOJICTBE.

- copMUPOBaAHBI 3HAHUS
HOPMATHBHBIC U IPABOBHIC
JIOKYMEHTHI,
periiaMeHTUPYIOIIHE Opra-
HU3AIMIO IPOU3BOJICTBA U
KOHTpOJIsI KaueCcTBa Ha
MIPOU3BOJICTBE;

— cOpMUPOBAHBI YMEHHUS:
II0JIb30BaThCS
JIEHCTBYIOLUMU
HOPMAaTHBHO-TTPABOBBIMHU
aKTaMH,

peraaMeHTHP YIOIIUMHU
OpraHu3alMio IPOU3BOICTBA
Y KOHTPOJISI KaueCcTBa Ha
MIPOU3BOJICTBE;

- chopMHUPOBaHBI HABBIKU:
COCTaBJICHUS Pa3/IeJioB
HOPMAaTUBHOM TOKYMEHTallUH
Ha TIPOU3BOJICTBE.

Komnerenmus cuuraercs chopMupoBaHHOW Ha YypoBHE TpeOOBaHMM K [HUCHUUIUIMHE B

COOTBETCTBUH C 00Opa3oBaTENbHON MPOTrpaMMOi, €CIM IO UTOTaM IMPUMEHEHUsI OLIEHOYHBIX CPENICTB

HpOMe)I(YTOqHOﬁ arréctaiun WM HUX OTACIBHBIX JJIEMCHTOB PC3YJIbTAThI,
O6y‘-IaIOIJ_[I/IMC$I, OTBCYAIOT KPUTCPHUIO C(I)OpMPIpOBaHHOCTI/I KOMIICTCHIIMH.

JI€MOHCTPUPYEMBbIE

Ecnu mo uroram npoBeieHHON MPOMEXYTOYHOM aTTeCTalluu XOTs Obl OJJHA U3 KOMIIETEHIMH He
copMHpOBaHa Ha YpOBHE TPEOOBaHMI K JUCLUIUIMHE B COOTBETCTBUU C 00pa30BaTENbHOI MPOrpaMMoii
0o0yyYaromerocss HE COOTBETCTBYIOT KpPUTEPUIO CHOPMHPOBAHHOCTH KOMIIETEHIINH),

(pe3ynbTatsl

O6y‘IaIOHleM}’C$I BBICTABJISICTCS «HE 3a4YTCHO.
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5. MeToauuyecKue MaTepuajbl MO OCBOCHUIO THCHUMIVIMHBI

Metoauueckue Martepuaibl Uil oOydaromuxcs Ha auciuiuinHe «HopmatuBHas 0a3a mMpoM3BOACTBA
(dapMaleBTHUECKUX TMpernapaToB W opranm3amnus mnpousBojacTBa 1mo GMP» (MONMHBIR KOMILIEKT
METOJIMYECKUX MaTepUAIIOB HAXOIUTCS Ha KadeIpe MPOMBIIUICHHOW TEXHOJOTHHU JIEKApCTB C KypCOM
OMOTEXHOJIOTHH ).

6. YueOHas qutepaTypa Ajis 00y4aAOUIUXCS N0 JUCHUILIIUHE

6.1. JlomomHuTeapHas JUTEPATYPA.

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

2. [IpaBuna opraHu3aly MPOU3BOACTBA M KOHTPOJISI KayecTBa JIEKAPCTBEHHBIX CPEACTB YTB. NPUKA30M
MuHucTepCcTBa MPOMBIIIICHHOCTH U TOProBiu P® ot 14 urons 2013 r. N 916.

3. [Ipogykuusi MEAMUMHCKOW NPOMBIIUIEHHOCTH. TexHoJormyeckue perinaMmeHTbl npousBoicTBa. Co-
JepKaHue, TMOpSAOK pa3paboTku, cornmacoBanus U yrBepxkaeHus: OCT  64-02-003-2002. VYrTB.
Pacnopsixennem MuHuctepcTBa NpOMBILUIEHHOCTH, Hayku U TexHoaoruil P® ot 15.04.2003 r. Ne P-10.
4.TOCT P 52550-2006 IIpou3BOACTBO JIEKapCTBEHHBIX CpeACTB. OpraHu3allMOHHO-TEXHOJIOTHMYEcKas
nokyMmenTanus" (yTB. u BBeneH B neiictBue [lpukaszom Poctexperynuposanus ot 02.06.2006 N 105-cT.

5. TocynapcTBennas gapmakorness Poccuiickoit @enepannu XIV u3nanue / (B 4-x Tomax) /DenepanbHas
3JIEKTPOHHAs MeEOULIMHCKAS oubInoTeKa, M., 2018. Pexum JOCTYyIa:
http://www.femb.ru/femb/pharmacopea.php

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

7. TOCT P UCO 14644-2-2020 Texyuuii KOHTPOIb JJsl MOATBEPHKACHUS MOCTOSHHOTO COOTBETCTBUS
YHUCTOThI BO3/yXa 10 KOHIIEHTPALUU YaCTHULI.

8. PexomeHaliuu 1O HPUTOTOBJICHUIO, XPAHEHUIO M PACHpPEEICHHUI0 BOJbl OUMIIEHHOW M BOJBI AJIs
MHBEKIMI Ha IPOU3BOACTBE MEIUIIMHCKUX UMMYHOOHOJIOrn4YeckuX npenaparon. Komerus eBpasuiickoit
SKOHOMHUYECKON KoMmuccuu, pexomeHaamus ot 13 gexadps 2017 r. Ne 31 O TtpebGoBaHuAX K BOAE IS
(apMarieBTUYECKOI0 IPUMEHEHHUS, HCII0JIb3YeMOH JUIs TPOM3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

9. A6OpeBuaTypsl, TEpMUHBI U ONpeelieHus B cepe oOpalieHus jJekapcTBeHHbIX cpencTB / Hudantee
O.E., Memkosckuit A.I1., Hupantees E.O. (cnoBaps-cnpaBounuk), Mocksa, 2001 r., 252 ctp.

10. /lokyMeHTalMOHHOE obecredeHne BanuIauu TexHoaornueckux npormeccon / M.E.3aBbsoBa, Al'-
MY, E.®.[lapaxosa, npodeccop, A.¢.H., 3aB. Kadeapoi ynpaBieHUs U S3KOHOMUKH ¢papmaruu ATMY
xypHan "Pemenuym" Ne 2. —2010.

11. OcHOBHbIE MPUHLMIIBI TPOBEACHUS BaIUJallMK Ha (apMareBTHUeckoM rpousBojactee / K.M. Ana-
neimeBa, B.B. beperoseix, A.Il. Memkosckuit, JI.M. Jleun, M., 2005r., 186 ctp.

12. YnpasneHue kauecTBOM B (apMareBTHUeCKod mpomsbliieHHocTH / beperoseix B.B., MBamenko
H.B., Pynakosa W.I1., [Tsaturopckas H.B., MemxkoBkuit A.I1., JIsmynos H.A., M.,2004 r., 400 ctp.

13. HucTple moMenieH s 1 TEXHOJIOTHYECKHe Cpelibl — uTo, rae, koraa? / [Tomos A.FO. Banunanus Ne
3,2003, c. 34-37.

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

CrenunanbHble TIOMEIIEHUs MPEACTaBIAIOT co00i ydeOHble ayqUTOPHM JJIsl MPOBEIACHUS 3aHATHIM
JEKLIMOHHOTO THIIA, 3aHATUN CEMHHAPCKOTO THIIA, KypCOBOTO IMPOEKTUPOBAHUS (BBIMOIHEHHS KYPCOBBIX
pa0oT), TPYNNOBBIX W HWHIMBUAYAJIBHBIX KOHCYAbTALMM, TEKYIIErO KOHTPOJIS U MPOMEKYTOUHOU
aTTecTaliy, a TakXe IOMELICHUS A CaMOCTOSTENbHON pabOThl M TOMEINEHHUs JUIsl XpaHeHHs |
npopUIaKTUYECKOro  oOCiyXkuBaHUs ~ ydeOHoro  oOopynoBanusa.  CrenuanbHble  MOMEIIEHUS
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YKOMIUIEKTOBaHbl ~ CIEIHMAIM3UPOBAHHOW MEOeNnpl0 W TEXHHYECKUMH  CpEACTBAMH  OOydeHwus,
CIy’KAIlMMU JIJIsl TIPE/ICTaBICHUs yaeOHOH nH(popMauy 60IbLIION ayIUTOPHH.

Jns mpoBeleHMs 3aHATHH JIEKHMOHHOTO THIA TIPEAJaralTcss HAOOPbl JEMOHCTPAIIHOHHOTO
0o0OpynOBaHUs W Yy4EOHO-HATISAHBIX TOCOOWH, OOECIEeUMBAIONINE TEMATUYCCKUE WILTIOCTPAIINH,
COOTBETCTBYIOIIME MPHUMEPHBIM TpOrpaMMaM JUCIHHIUIMHBL, pabodyuM y4eOHBIM Iporpammam
JUCLUIUIMHBIL.

[Tepeuenp MaTepuabHO-TEXHUYECKOTO 00ecreueHus, HE0OXO0AUMOro AJIs pealu3aluy NporpaMmbl
OakanaBpuaTa, BKIIOYaeT B ce0s 1abopaTopuu, OCHAIIEHHBIE TAOOPaTOPHBIM 000PYI0BAaHHEM.

[TomemieHust 1si caMOCTOSATENBHON padOThl 00Y4aIOIUXCSl OCHAILIEHBI KOMIIBIOTEPHONW TEXHUKOH ¢
BO3MOXXHOCTBIO TMOJKIIOUeHUs K cetu "MHTepHer' M oOecrmeueHueM JOCTylma B DIIEKTPOHHYIO
MH(POPMAIMOHHO-00pa30BaTEIbHYIO CPEAY OpraHU3alHH.

OOyuatommMcst obecriedeH JOCTyN (YyOJICHHBIA JOCTYI) K COBPEMEHHBIM MPO(pECCHOHATBHBIM
0a3aM JaHHBIX 1 HHPOPMALMOHHBIM CHPABOYHBIM CHCTEMaM, COCTaB KOTOPBIX €KEroHO OOHOBIISETCS.

OO0pa3oBaresibHble TEXHOJIOTUM — KOMMYHUKAaTHBHbBIE TEXHOJOIMM (IMCKyccus, coOeceloBaHuE),
HEMMHUTALIMOHHbIE TEXHOJOTHH (JIEKLIUH, TECTUPOBAHHUE).
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AHHOTAIIUSI PABOYEHN ITPOT'PAMMBI JUCITATLTAHBI

51.0.24 HopmarusHas 6a3a Opou3BOACTBA hapMalleBTHUECKUX MIPENapaToB U OpraHn3alius
npou3Bojictea mo GMP

Koax u HamMeHoBaHMe HampaBjeHHsI NMOATOTOBKH, mpodmisi: 18.03.01 Xumuueckass TexHOIOrHS,
XUMHYECKasi TEXHOJIOTHSI JIEKAPCTBEHHBIX CPE/ICTB.

KBanudpukanus (crenensb) BoinyckHuKa: bakanasp

®opma o0yuenus: Ouynas

®opmMupyemasi KOMIETEeHIHS:

[1K-2. I'oTOB UCMOIBb30BaTh HOPMATHUBHBIE IOKYMEHTHI 10 Ka4eCTBY, CTAHJAPTU3AIMHA U CePTHPHUKAIINN
IIPOJYKTOB U U3JEJINN, JIEMEHTBI SKOHOMUYECKOT0 aHAIN3a B IPAKTUUECKOM 1€ATEIbHOCTH.

NATIK-2.1. YyacTByeT B ynpaBlieHHH JOKyMeHTauueid u (GopMUpoBaHUU (hapMaleBTHUECKOM CHCTEMBI
Ka4yecTBa.

I1K-3. CnocobeH npuHMMaTh KOHKPETHbIE TEXHHYECKHE PELICHMs NpH pa3paboTKe TEXHOJIOIMUYECKHX
IIPOLIECCOB, BEIOMPATh TEXHUUYECKUE CPEJCTBA U TEXHOJIOTUU C YYETOM 3KOJIOIMYECKHX MOCIEICTBUM UX
IPUMEHEHMs], BBUIBJIATH W YCTPAaHATh OTKJIOHEHUS OT PEXKUMOB pabOThl TEXHOJOIMUECKOIO
000pYZIOBaHUS U MAPAMETPOB TEXHOJIOTUIECKOTO MPOLIEcca.

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

O0bem n MecTo AucHMIIMHBI B cTpyKType OIIOII:

Huctumnnunaa «HopmatnBHas 6a3a mpou3BOJACTBA (papMaIleBTUIECKUX MPENapaToB M OPraHU3aIHs
npousBojcTBa 1o GMP» otHocurcs k 6a3zoBoit yactu OIIOIIL, B cooTBeTCTBUM C Y4€OHBIM IJIAHOM
ocBamBaeTcs B 5-oM cemectpe (3 Kypc), odmast TpynoeMKocTs — 144 gaca / 4 3auéTHble eTUHUIIHI (3.€.).

Conep:xaHue TMCUMILUIUHBI:

Pasnen 1. Beenenue B kype. Tema 1.1. Benenne. OCHOBHbBIE NMOHATHA U T€PMUHBI. JKU3HEHHBIN LUKII
JIC. TocynapcrBeHHast Qapmakones. Tema 1.2. ['ocynapcTBeHHOE HOpPMHpOBaHHE IPOU3BOJACTBA
nekapcTBeHHbIX npenapaToB. [IpaBuna GMP. IlpaBuna Hamnexamieil NpoOU3BOJCTBEHHOW MPAKTUKUY,
yTBEpXkAeHbI npukazoM Munnpomropra Poccun ot 14 urons 2013 r. Ne 916, B penakuun nmpukaza Ne
4148 ot 18.12.2015 1. Tema 1.3. OCT 64-02-003-2002 TIpoaykiuss MEAUIIMHCKON MPOMBINIICHHOCTH.
TexHonornueckue periaamMeHTsl npousBojcTBa. CopaepikaHue, NMOPSAIOK pa3pabOTKH, COTJIACOBAHUS U
yrBepxaeHus. ['OCT P 52550-2006 IIpousBojacTBO JeKapCTBEHHBIX cpelacTB. OpraHu3alMoOHHO-
TexHoJoruueckas nokymeHtauus" (yrB. W BBelneH B paeiictBue llpukaszom PocrexperynupoBaHus ot
02.06.2006 N 105-cT.

Paznen 2. Opranuzauus npousBojcTBa rotoBelX JI® ¥ MMMyHOOMOIIOIMYECKHX IpEnapaTosB.
O®C.1.1.0001.18 [IpaBuna monwp3oBanus  (dapmakomnensiMu  cratbsiMu.  O®C.1.1.0026.19
JlexapctBennble mnpenapatbl. O®C.1.4.1.0001.15 JlexapctBennble ¢opmbl. Tema 2.1. Ilopsamox
IIPOBEJCHUS KOHTPOJIL IapaMeTpoB BO3AYIIHOM cCpelbl B "YUCTBHIX' TOMELIEHMSIX M METOIbl HUX
U3MEpeHu Ipu npou3BoACTBE JiekapcTBeHHBIX cpeacts. Cepus ['OCTos 14644. Ilpumenenue
otHocuTenbHO (apmipoussoactsa. [OCT P UCO 14644-1-2017 Knaccugukaus yucTOTH BO3yXa 10
koHueHTpauuu 4actuy ['OCT P UCO 14644-2-2020 Texkymuii KOHTPOJIb JJsl TOATBEPKACHUS
IIOCTOSIHHOTO COOTBETCTBUSL YHCTOTHI BO3/yXa IO KOHIEHTpauuu yactun. Tema 2.2. Kommerus
€Bpa3UHCKOIl SKOHOMHYECKON KOMUCCHH, pekomeHaaus ot 13 nexabps 2017 r. Ne 31 O tpeboBaHMAX K
BOJIE /IS (hapMalieBTHUECKOT0 MPUMEHEHUS, UCIIONb3YEeMOM /1715l MPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJCTB.
®C.2.2.0020.18 Boga ounmennags ®C.2.2.0019.18 Boma mma ubnbeknuii. Tema 2.3. Hapgnexxamasg
IIpaKTHUKa [POM3BOJCTBA JIEKAPCTBEHHBIX mpemapatoB. Tema 2.4. O®C.1.1.0010.18 " Xpanenue
JeKapcTBEHHbIX cpeacTs”, yTB. IIpukazom Munsnpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpanus ['JI®. Tema 3.1. TpeboBanusi Kk perucTpauuu JIEKapCTBEHHBIX CPEACTB.
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@enepanbubiii 3akoH o1 12.04.2010 N 61-®3 (pea. ot 13.07.2020) "OO6 oOpaiieHnn JTeKapCTBEHHBIX
cpeactB" I'maBa 6. [ocymapcTBeHHasi peructpanusi JEKapCTBEHHbIX mpenapatoB. Tema 3.2.
BanunaunonHble acmekTsl Ipolecca Mpou3BoAcTBa M KoHTpois kauectBa JIC. Ilpunoxenne N 15 k
[IpaBunam Haamexanieil mpousBoacTBeHHONW npakTuku KBamudukamus u Bamupanus ODC.1.1.0012.15
Banunanus aHanuTHYECKUX METOIUK.

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