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1.1.

Hucruriuna

1. IlepeuyeHb MIAHHPYeMbIX Pe3yJLTATOB 00yUeHH 110 AUCLHMIIUHE,
COOTHECEHHBIX C IJIAHNPYEMbIMHU Pe3yJIbTATAMH OCBOCHHS

NpPOrpaMMbl

«HopmatuBHass 0a3za mpou3BOACTBa (apMaleBTHUECKUX IPENapaTtoB |

OpraHu3anus Ipou3BOJACTBaA I10 GMP» obecnieunBaer OBJIAICHUC CICAYIOIIUMU KOMIICTCHIIUAMM:

K Kon HaumenoBanue Pe3yabTarnl 00yyeHus,
ox
HaumenoBanue HHAUKATOPA UHANKATOPA COOTHECEHHbIE C
KOMIIe-
KOMIIETEHLMH AOCTHKEHM S JOCTHKEHUA HHINKATOPaMU
TEHUUU .
KOMIIETEHUMH KOMIIETEHLIM U JOCTHKEHUS KOMIEeTeHI U
OIIK-6 CniocoOeH paspabateiBats | UJOIIK-6.1 [IpoBoaut ananus - c(OpMHUPOBAHBI 3HAHUS:
COCTaBHBIE YaCTH Hay4HO-TEXHHYECKOH  |HopMaTHBHBIEC M IPaBOBbIE
TEXHUYECKOM MH(popMaluy, TOKYMEHTBI,
METOANYECKUX U
AOKYMCHTAIlUH, A perIaMEHTHPYIOLIUE Opra-
CBSI3AHHOMN © HOPMAaTUBHBIX
HU3ALMIO IPOU3BOJICTBA U
npoeccnoHaIbHON MATCpHAIIOB,
CTAaHAapTOB, HOpM 1 [KOHTPOJIS KA4ecTBa Ha
JeSITeNbHOCTBIO, C YUETOM )
. NpaBUII JJIs [IPOU3BO/ICTBE;
JeMCTBYIOLINX
pa3paboTKu — copMUpOBaHBl YMEHHUS:
CTaHAAapPTOB, HOPM U .
npaBnnp > HOP TCXHHIECKOU 10JIb30BATHCS
AOKyMCHTAIlH B NeHCTBYIOIMME HOPMATHBHO-
obnactu
. [PaBOBBIMH AKTaMH,
npodeccnoHambHON
ESTEIBHOCTH [pETIaMEHTUPYIOLIMMU
NAOIIK-6.2 PazpabatbiBaeT OpTraHU3aluIo IPOU3BOIACTBA
OCHOBHEIE YACTH 1 KOHTPOJISI KauecTBa Ha
TEXHUYECKOU MMPOU3BOJICTBC;
JOKYMCHTAIIHH, - COPMHUPOBAHbI HABBIKH:
CBSI3aHHOI ¢ COCTaBJICHUS PA3/ICIIOB
Ipo(hECCHOHANTBHON  [HOPMATUBHON OKyMEHTALUH
ACATCIIbHOCTBIO Ha [IPOU3BOJCTBE.
I1K-2 I'otoB mcnonw3oBaTh NATIK-2.1 VY4acTByeT B npouecce — cOpMUPOBAHbI 3HAHUS:

HOpMaTHBHbBIE
JOKYMEHTHI TI0 Ka4eCTBY,
CTaHJIapTU3ALNU U
cepTuduKaum
MPOAYKTOB M U3JEINHil,
3JIEMEHTHI
HSKOHOMHMYECKOT'0 aHaJIN3a
B MIPaKTUYECKOU
JEeSTeTbHOCTH

JOKYMCHTHUPOBAHUA
(hapmarieBTHYECKOM
CHCTEMBI KauecTBa

OCHOBHbIC HOPMATUBHBIC U
[IPABOBBIE IOKYMEHTBHI,
perilaMeHTUPYIOIINE Opra-
HU3AIMI0 IPOM3BOJICTBA U
KOHTpOJISI Ka4eCTBa Ha
[IPOU3BO/ICTBE;

— copMUpOBaHBl YMEHHUS:
10JIb30BATHCS
NIeCTBYIOIIIMME HOPMATHBHO-
[PaBOBBIMH aKTaMH,
periiaMeHTUP YIOIITUMU
OpraHU3aInio IPOU3BOJICTBA
1 KOHTPOJISl KA4eCTBa Ha
[IPOU3BO/JICTBE;

- chopMHUPOBaHbI HABBIKU:
3aIl0JIHEHNS] HOPMAaTHBHON
TOKyMEHTAIlUH Ha

IIPOU3BOJCTBE.




2. O0beM U MecTO AUCHUILTHHBI B cTPpYKTYpe OITOII

Hucuumnmaa «HopmaruBHas 6a3a mpou3BOACTBA (hapMaIleBTHUECKHUX MIPEMapaTOB U OpraHU3aIUs
npousBojacTBa 1o GMP» otHocutes k 6a3oBoit wactu OIIOIL, B COOTBETCTBHMU € Y4E€OHBIM IJIAHOM
ocBamBaeTcs B 5-oMm cemecTpe (3 Kypc), oOmiast TpyoeMKocTh — 144 gaca / 4 3a4éTHbIC eIUHUIIBI (3.€.).

KonnuecTBO akageMUYeCKUX YacoB, BBIICICHHBIX HAa KOHTAKTHYIO pa0oOTy C MpernojaBaTeieM —
80 yacoB, B TOM YHCJIE JICKIIMKH — 28 4acoB, NMPAaKTHYECKUE 3aHATH — 52 Yaca, SK3aMeH — 36 4acoB, Ha
CaMOCTOSITENIbHYIO paboTy 00ydaromuxcs — 28 4acos.

dopma MPOMEKYTOIHON aTTECTAIMU B COOTBETCTBHH C YYCOHBIM TJIAHOM — SK3aMEH.

3. Copep:xaHue ¥ CTPYKTYpPa THCHHILIHHBI
3.1. CrpykTypa JUCIUIUIHHBIL.

O0beM TUCHHMIINHBI, Yac. ®opma Te-
KonTakrHas pa- Kymero
60Ta 00y4aroImuX- KOHTPOJIsA
HaumenoBanue ¢s1 ¢ mpemnoxaBa- ycrle*BaeMo-
Ne ni/m pa3aesioB, TeM Beero TeJIeM 110 BHIAM CP CTH, 1po-
4acoB | y4eOHBLIX 3aHATHI MEKYTOTHOU
aTTecTalUH
a | m3 | 3
Cemecmp No 5
Paznen 1 BBenenue B mucCIUInHy 28 6 - 16 6 T,K, P
Tema 1.1 OCHOBHbBIE TOHATHUS U TEPMUHBI 8 2 4 2
[IpaBuia Haasiexaie MpoOu3BOICTBEHHON
Temal2 | P PRICATTIEH HPOHIBOA 8 2 4 2 T
npaktuku (GMP)
HopmaTtuBHas mokymeHTaIuss Ha
MIPOU3BOICTBE, PErJIAMEHThI
MIPOMU3BOJICTBA, BUJIbI. [IpOMBIIILIIEHHBIN
Tema 1.3 | [POMSBOACTEA, BUARL *°P 12 2 8 2 K

periiaMeHT MPOU3BOICTBA JICKAPCTBEHHBIX
CpENCTB

Opranuzauust npousBojictBa [JIO u
Paspgen2 | NIII 56 18 24 14 T,K, P

TpebGoBanus K BO3IyXy
NPON3BO/JICTBEHHBIX TOMEIICHUIA.

Tewma 2.1 . 10 4 4 3
Knaccudukauys noMemeHui mo 4yucTore
BO3/lyxa. TekyIuii KOHTPOJIb.

Tena 2.2 Buns Bogpl, TpeOoBaHMS K BOJE IS 10 4 4 3
(hapMareBTHIEeCKOro MpOM3BOACTBA

Tema 2.3 [Ipoussoacteo WJIII. McnbiTanus D 6 4 4
nexapcTBeHHBIX Gopm JIC

Tena 2.4 XpaHeHre JIEKapCTBEHHBIX CPEJICTB. 18 4 2 4 T, K
XomnonoBas Uenb

Pasien 3 OpraHu3aIusi COBpeMEHHOT'O o 4 2 3 T, K, P
(hapManeBTHYECKOro MPOU3BOACTBA

Tewma 3.1 Perucrparus nekapcTBEHHBIX IPENapaToB 8 2 4 2 T

Tena 3.2 BanupanmnonHsle acnieKThl OpraHu3aluu 3 > 4 >

IIPOU3BOJICTBA JICKAPCTBCHHBIX CPEACTB




Tena 3.3 Opranu3zanysi COBpeMEHHOT'0 3 i 4 4 P
(apMareBTHIECKOT0 MPOU3BOJICTBA
[IpomexyTouHas arTecTanus 36 OKk3ameH
Bcero: 144 28 52 64
Ilpumeuanue:

* — hopmul mexyujeco konmpoas ycneeaemocmu: mecmuposanue (T), koanoxeuym (K), pecpepam (P).

3.2. ConepxaHue TACITATITHHBI

Paznen 1.BBenenue B kypc. Tema 1.1. BBenenune. OcHoBHBIE MOHATHS U TepMUHBL. JKuzHeHHBIH 11Uk JIC.
l'ocynapcrBennas ¢apmakones. Tema 1.2. ['ocymapcTBeHHOE HOPMHpPOBAHHE NPOU3BOJCTBA JIEKAPCTBEHHBIX
npemaparoB. [Ipasuna GMP. IlpaBuna Haamexamieil MPOM3BOJACTBEHHOW NPAKTUKH», YTBEPKIAEHBI MPHKAZ0M
Munnpomropra Poccun ot 14 utons 2013 r. Ne 916, B penakuuu npukasza Ne 4148 ot 18.12.2015 r. Tema 1.3.
OCT 64-02-003-2002  IIpogykums MEAWOWHCKON IPOMBINIUIEHHOCTH. | EXHONOTHYECKHE PerJaMeHTHI
npousBoacTBa. CojaepkaHue, TOPANOK pa3paboTku, cormacoBanus W yrBepxkacnus. ['OCT P 52550-2006
[Tpon3BOACTBO JIEKapCTBEHHBIX cpeacTB. OpraHU3allMOHHO-TEXHOJOTHYECKas JTOKyMeHTalus" (yTB. U BBEJCH B
nericteue [Ipukazom Pocrexperynuposanus ot 02.06.2006 N 105-ct.

Pasmen 2. Opranmzanus nOpou3BOoACTBa TroTOBBIX JI® W HMMMyHOOMOJIOTMYECKHX IpenapaTos.
O®C.1.1.0001.18  IlpaBuna mnosb3oBaHus (apmakoneinbiMu craThsaiMu. ODC.1.1.0026.19 JlekapcTBeHHBIC
npenapatsl. ODC.1.4.1.0001.15 JlexapctBennsie popmbl. Tema 2.1. Tlopsaok mpoBeneHHss KOHTPOJIS MapaMeTPOB
BO3IYIIHOH cCpenbl B "YHCTHIX' MOMEMICHHUSX M METOABl UX H3MEPEHHUU NpU MNPOU3BOJCTBE JIEKAPCTBEHHBIX
cpencts. Cepus [[OCTos 14644. [Ipumenenune otHocuTenbHO (apmipounssoacTea. [OCT P UCO 14644-1-2017
Knaccudukamms ancrorsl Bo3ayxa mo koHnertpanuu dacturn ['OCT P MCO 14644-2-2020 Texyuiuii KOHTPOIh
IUI TIOATBEPXKACHUS IMOCTOSHHOIO COOTBETCTBUSI YHMCTOTHI BO3dyXa IO KOHLEHTpauuu yactun. Tema 2.2.
Pexomenpanum mo MpuUroTOBIEHUIO, XPAHEHUIO M PACIIPEEICHUIO BOJABI OUMIIEHHON U BOJBI A MHBEKIUN Ha
MPOM3BOJICTBE MEIUIIMHCKUX WMMYHOOHMOJOTHUECKUX TNpernapaTtoB. Komerusi eBpasuiickoil 3KOHOMHYECKON
KOMHUCCHH, pekoMmeHmarus oT 13 gexabps 2017 r. Ne 31 O TpeGoBaHusAX K Bojae il (hapMalleBTHYCCKOTO
TIPUMEHEHUSI, MCIOIB3YEMOUM ISl TMPOU3BOACTBA JeKapcTBeHHBIX cpeacTB. PC.2.2.0020.18 Bona ounmenHas
@®C.2.2.0019.18 Boma mist uabeknmii. Tema 2.3. Hamnexxammas mpakThKa MPOU3BOJCTBA MMMYHOOHOIOTHYECKHUX
nekapcTBeHHbIX npenaparoB. Tema 2.4. CanlluH 3.3686-21 «CanutapHo-3nuaeMuoaorudeckue TpeOoBaHus 1o
npopunakTike  UHGEKIUOHHBIX  OonesHeit», XLVIIL.  VYcioBus  TpaHCHOPTHPOBaHUS M XpaHEHUS
uMMyHoOnosornueckux mnpenapato. O®C.1.1.0010.18 " Xpanenue nekapcTBeHHBIX cpenacTs”, yTB. [Ipukazom
Munzapasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpanus I'JI® u WJIII. Tema 3.1. TpebGoBaHusI K perucTpanuu JIEKAPCTBEHHBIX CPEJCTB.
®enepanbhbiii 3ak0oH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "O6 oOpaiieHun JeKapCTBEHHBIX CPeACTB"
'maBa 6. I'ocynmapcTBeHHasi perucTpanus JIEKapCTBEHHBIX mpenaparoB. Tema 3.2. BanuganuoHHBIE aCHEKTHI
mporecca TpousBojcTBa u  KOoHTpois kadectBa JIC. Ilpmwmoxenume N 15 k IlpaBwiam Hamgmexamien
MPOM3BOACTBeHHON mpakTuku KBamudukamus wu pamumanus ODC.1.1.0012.15 Bamupanus aHaJIMTHYSCKUX
METOMMK.

4. ®oHJ OLICHOYHBIX CPEICTB MO JUCHHUILIMHE
4.1. ®opmbl 1 MaTepHalbl TEKYIIETO KOHTPOJIS.
4.1.1. B xonme peanuzauuu gucuuiuineel «HopmatuBHas 0a3za NpoM3BOJACTBA (papMaleBTUYECKHX
IpenapaToB M opraHuzanus npousBojcTBa mo GMP» ucnone3yrorcs cruenyronye (GpopMbl TEKYIIEro
KOHTPOJISl YCIIEBAEMOCTH O00yJaroIUXcs: TECTUPOBaHUE, KOJIJIOKBUYM, pedepar.

4.1.2. Marepuanisl TEKYIIEro KOHTPOJI YCIIEBAEMOCTH.
[Ipumeps! TUITOBBIX 3aAaHUI:
TectupoBanue:
Bapnanr 1
1. IlomemnieHue kiacca YUCTOTHI A MCIIOJIB3YETCS IS CIEAYIOIUX TEXHOJOTHYECKUX ONEpaLuii:
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A. MOHKHM JipoTa

b. BeIIenKN aMimyn

B. satrkeTnpoBka ammyn

I'. 3anoyiHEHKE aMITyJl HHBCKIIMOHHBIM PACTBOPOM
J1. OTKUT amITysn

2. DKOJIOTUYECKH YHCTHIC M IKOHOMUYECKUE METObI IEMUHEPATU3AIlUU BOIBI I €€ MpeABAPUTEIBHON
IOJITOTOBKH

. TUCTUJIISALIMS

. HOHHBEIH 00MeH

. AIIEKTPOIUATIU3

. IPAMOM 0CMOC

. 00paTHBIH 0CMOC

. aneKkTpodopes

3. COopHUKOM 00s13aTeIBHBIX OOIIETOCYJaPCTBEHHBIX CTAHJIAPTOB M MOJIOKECHHUM, HOPMUPYIOIIUX Kaye-

O =W >

CTBO JIEKAPCTBEHHBIX CPEJICTB, SIBISIETCS:

1. ®C

2. ©CII

3.T0CT

4.T®

5. GMP
4. XpaHeHue BO/bI 1JIs1 MHBEKIMH JJOJKHO OCYILECTBIATHCS MPU TEMIIEpaTypax, IPENnsITCTBYIOIIHUX POCTY
MUKPOOPTaHU3MOB:

1. mmxke 15 <C

2. npu Temneparype 50-60 °C

3. Bbiie 90 °C

4. Beimie 80 °C

5. npu Temneparype 15-18 -C
7. B 0053aHHOCTH pYKOBOJIUTENS IPOU3BOICTBA BXOMAT:

a) YTBEp)KJIEHUE MPOU3BOJICTBEHHBIX MHCTPYKIIMHN, BKJIIOYasi HHCTPYKIIMU IO POBEJCHUIO TO-

CTAQAMHUTIOTO KOHTPOJIS IIpoIlecca IPOU3BOACTBA, U 00ecreYeHNE NX TOYHOIO CO6JHO}I€HI/I$I

0) ocylilecTBIeHHEe KOHTPOJIS 32 COCTOSHUEM MPOU3BOACTBEHHBIX MMOMENICHU, 000PYI0BaHHS
U €70 TEXHUYECKUM 00CTyKBaHHEM
B) KOHTPOJb 32 MPABUIHHOCTHIO BHITOTHEHUS aHATUTHYECKIX METOIUK
8. JIokyMeHTaIus 0 MPOXOXKIEHHH 00yUeHUsI XPAaHUTCS Ha MPEATIPUSTHH:
a) B TEYEHHUE BCErO BPEMEHHU Pa0OThI COTPYIHUKA HA IPEANPUITUN
0) B Teuenue 10 aer
B) B T€UEHHUE OJHOTO rojia Mocjie YBOJIbHEHHs, HO He Oonee 3 et

9. IIpu Mpou3BOCTBE CTEPUIIbHBIX JIEKAPCTBEHHBIX CPEICTB HOBBIN CTEPUIIbHBIN KOMILUIEKT OBl BbIa-
ercs:

a) Ka)XxJOMY BHOBb BXOJLIEMY B oMelleHus kiacca B,C

0) KaxJIOMY BXOJIAIIEMY B TIOMENIEHNs KJIaccoB YMcToThl B,C

B) Ka)XOMY BO3BPAILAIOLIEMYCsI B IOMEIIEHUS KIAaCCOB YUCTOTHI D
10.Ha ygacTok npon3BOJCTBA JIEKAPCTBEHHBIX MPENAPATOB TOMYCKAKOTCH:
a) HOCHTEJH NMaTOTeHHON (IIopbI
0) nuua, CTpajarolIe aJUIEPTHYeCKUMH U KOKHBIMH 3a00J1€BaHUSIMU
B) COTPYAHUKH, UMEIOIINE 3arap
11.GMP no3Bouisier:




a) CHHM3HTbH CEOECTOMMOCTD IPOTYKIIUU
0) VMEHBIINTHh PUCK CAHKIIMI 34 BBIIYCK HEKAYECTBEHHON HPOAYKIINU
B) CHM3HUTH 3aTPaThI [0 OT3BIBY U NepepadoTKe AeHEKTHON MPOTYKIIHH

12. ITpou3BOACTBEHHBIC 37aHUsI JOJDKHBI OBITH CIIPOEKTHPOBAHBI M MOCTPOCHBI TaKUM 00pa3oM, 4TOOBI
CBECTU K MUHUMYMY:
a) 3anblICHUE, 3arps3HeHNE, IPOHUKHOBEHUE HACEKOMBIX U )KMBOTHBIX, ITYMOBBIE Y (EKThI

0) 3arpsi3HEHUE U 3aIbUICHUE
B) INPOHMKHOBEHHE HACEKOMBIX M JKHBOTHBIX
13. ITnanupoBKa MPOU3BOJACTBEHHBIX 3aHUI HE JOJKHA 00SCIICYMBATh:
a) MCKJIIOYCHHE B3auMOIIEpeceuenus MyTel CIe0BaHUs TEXHOJOTUYECKUX IMOTOKOB M MEPCO-
Haja
0) TpyNMUPOBKY MOMEIIECHUH C OJJUHAKOBON CTETICHBIO YHCTOTHI
B) 00yuenue nepconaiga GMP

14. ®yHKIIMOHUPYIOIIEE COCTOSIHUE MTPOU3BOJICTBEHHBIX IIOMEUICHUH 03HAYAET, UTO:
a) BCE CHUCTEMBI «HUHCTOTO» IMOMEIICHUS] HAaXOAATCS B pabOueM COCTOSIHUU B PEXKUMAax, COOT-
BETCTBYIOLIUX YCIOBUSIM PErJIAMEHTA
0) mepenan B paboueii 30HE OTCYTCTBYET
B) IE€pPCOHAJI, BEIMOJHSIOIINNA CBOM IPOM3BOACTBEHHBLIE (DYHKIMK, B pabodeil 30HE MPHUCYT-
CTBYET
15. Tlponykius, 3a0pakoBaHHas B poIlecce MOCTaAUMHOTO KOHTPOJIS, JOJKHA OBITh:
a) TpoMapKHpOBaHa
0) mepexaHa Ha KapaHTHH, HE JONYCKAIOIINM €€ UCIOJIH30BaHUs B IIPOIIECCE IPOU3BOJICTBA

B) HCIOJb30BAaHA B BUJIE CTPOTO JO3UPOBAHHBIX JOOABOK MPU IIPOU3BOCTBE
JIEKapCTBEHHBIX MPENapaToB

KomnnokBuym B Bujie cobece1oBaHuUs
bunet Nel
1. MaiiTe onpeneneHne TEPMUHY «T€XHOJOTHYECKas ofexkaa». Buasl, TpeGoBaHMs.
2. [laiiTe omnpesiesieHne TEPMUHY «TE€XHOJOTUYECKas Orepalius» Mporu3BOICTBA.
3. JlaiiTe onpeniesieHNEe TEPMHUHY «alMPOreHHOCThY. Kakue MeTo bl MCTIONB3YIOT JIsl TPUIAHUS
npenapaTam anuporeHHOCTH.

[Tpumeps! TeM pedepaToB
1. IpaBuna opranu3anuy IPOU3BOACTBA M KOHTPOIIS Ka4eCTBA JIEKapCTBEHHEIX cpencts (GMP).
2. OcHOBHBIE TPEOOBAHMS, IPEABIBIAEMBIE K TIEPCOHAITY, padoTaromeMy Ha GHOTEXHOIOIHIECKOM PO-
HU3BOJICTBE.
. [Tonydyenune BOAbI OYUILIEHHOW U BOJBI JJISl UHBEKIIHM.
. [IpoGnemMbI OYMCTKH BO3/1yXa MPOU3BOICTBEHHBIX TTOMEIICHUMN.
. OcHOBBI pabOTHI ¢ MUKPOOPTaHU3MaMHU.
. CanurapHubie TpeOOBaHUs K OMOTEXHOJOTUUECKOMY MPOU3BOJICTBY

. Bammpmamus IMponeCcCOB MPOU3BOACTBA.

0 J N L & W

. HOpMaTI/IBHLIC HAOKYMCHTEIL OHMOTEXHOJIOTHYCCKUX IMPOU3BOACTB.

4.1.3. IlIxana orieHUBaHUA
Tect - nuddepernmpoBanHas OIEHKA:
90 -100 % 0OaI0B — OIIEHKA «OTIAYHOY,



75 - 89 % 6GanyoB — OLEHKA «XOPOIIIO»,

50- 74 % GannoB — OleHKA «yJIOBJIECTBOPUTEILHOY,

0 —49 % 0amioB — OLICHKA «HEYI0OBIETBOPUTEIHHO.

Pedepar - nenuddepenupoBannas orneHka:

- OLICHKA «3aUTEHO» BBICTABIIIETCS B Cllydae MpeI0oCTaBlIeHUs pedepaTa B YyCTAHOBICHHBIA CPOK B COOT-
BETCTBUU C U3JI0)KEHHBIMH TPEOOBAHUSIMU C HECYILIECTBEHHBIMU OTKJIOHEHUSIMU OT HUX;

- OLICHKA «HE 3aYTEHO» BBICTABJIIETCS B Cllydae HapylIEHHs CPOKOB IpelocTaBiieHUspedepara/scce, a
TaK)K€ CYLIECTBEHHBIX HApYIIEHUN U3JI0KEHHBIX TPEOOBAaHU.

KonnokBuym - nuddepeHunpoBantas oleHKa:

«HeynoBneTBOpUTENbHO» — OOYYAIOIIUNCSA JAEMOHCTPUPYET YAaCTUYHBIC 3HAHUS M YMEHHUSA, JOMycKas
rpyobIe OIIHOKH.

«Y IOBIETBOPUTEIBHO» — O0yJarOIINiCS JEMOHCTPUPYET YacTUUYHbIE 3HAHUS O6e3 rpyObIx omubok / [e-
MOHCTPHUPYET YaCTHUHBIE YMEHHsI 0€3 TpyObIX OINOOK.

«Xopo1o» — o0 yJaroluiicss 3HaeT I0CTaTOYHO B 0a30BOM oObeMe / YMeeT NMpuMeHsITh 3HaHUs B 0a30-
BOM (CTaHAapTHOM) OOBEME.

«OTIMYHOY» — 00YJAIOIIUNACS JEMOHCTPUPYET BBICOKHI YPOBEHb 3HAHUN M YMEHHIA.

4.2. ®opMbI U MaTEpUAIIbl IPOMEKYTOUYHOU aTTECTALIUH.
4.2.1. IlpomexxyTouHast aTTecTaus IPOBOJUTCS B (hopMe: dK3aMeHa.

4.2.2. OueHOYHBIE CPEACTBA ISl IPOMEXKYTOYHOM aTTECTALUH.
DK3aMeHaMOHHbBIA OuiteT 1

1. B KakoM J0OKyMEHTE JIOJKHBI OBbITh 3aIICaHbl TPEOOBAHUS K MEPCOHATY YHCTHIX OMEIEeHUH?
2. Yro permameHTtupyer xosnozosas uenb? K kakomy ypoBHIO X1 MOXHO OTHECTH TOpPOJICKHE H
paiifoHHBIE (CEJIbCKME) allTeuHble OpraHu3allM, MEIUIMHCKHE OpraHu3aliM, WHAWBUIYaJIbHbIE
IpeINpUHUMATENN, UMEIOLIHE JIULIEH3UI0 Ha (papMaleBTUUECKYIO UIH MEAULIUHCKYIO JesITeIbHOCTh?
3. Kako# noTok Bo3ayxa MOBBIILIAET ONACHOCTh 3arpsi3HEHUI B IOMELICHUH?
4. Hwu3zkoe KOIMYECTBO YAaCTHI] B BO3yXe OyAeT npu:

1) OBICTPBIX U MOPHIBUCTHIX IBMKEHUSAX IEPCOHAIIA

2) XaOTMYHOM IE€PEIBUKEHUU IIEPCOHAJIA TI0 TOMELLEHUAM

3) HCHOJB30BAHUU JIFOOOTO MaTepuaia Juisd yOopKu

4) TpaBUIBHOM JKCILTyaTalluy TEXHOJIOTUYECKON OAEIKIbI
5. Ilpu ykazanum kiacca jio0oro yucroro nomerienus Ha npeanpustud no 'OCT UCO 14644-1 ue
YUUTBIBAECTCA NTapaMeTp

1) Macca MUKpOOPraHU3MOB

2) pa3Mepbl YacTHIL

3) cocTosiHME TOMELICHUs

4) kaccupUKalOHHOE YHUCIIO0
6. HazoBHUTE OCHOBHOM NCTOYHUK 3arpsI3HEHUS B YHCTOM ITOMEILECHUN.
7. JlaiiTe omnpeeneHue YMCTON 30HE Ha IIPOU3BOCTBE.
8. YciioBus NpOU3BOACTBA KOHKPETHOTO JIEKAPCTBEHHOI'O CPEJICTBA U3JI0KEHBI B
9. 'ocynapcTBEHHBIE CTaHIAPTHI, ONPEIEISIIOIINE KAUECTBO JIEKAPCTBEHHBIX CPEICTB ONMCAHBI B
10. TexHONOTMYECKUA JTOKYMEHT, PErIaMEHTHPYIOIIMI JEHCTBYIOIIEE CEPUHMHOE MPOU3BOJCTBO
JIEKApCTBEHHOI'O CPEACTBA — 3TO
11. ®uabTphl TOHKON OYMCTKHU BO3/yXa, YCTAHABJIMBAEMbIE HEMIOCPEICTBEHHO MEpel MoJayeil BO3ayxa B
ITOMENIEHUS, BO3AyXOPaCIpEAEIUTENIbHbIE YCTPOUCTBA, BCTPOEHHBIE B TOTOJIOYHYIO CUCTEMY OTHOCST K
.... OUHCTKE.
12. Ha3zoBure cpoku xpanenuss BO nu B/I.
13. [Inst npou3BOACTBA HAPYXKHBIX, IepopabHbIX JID, Ha TMHUU MOMKH, aBTOKJIABbl UCIIOJIB3YETCS BOAA

14. OcnoBuoe otnuuue B/IU u BO 3akitouaercs B TpeOOBaHUM .. ..
15. Inst pa3paboTKu MPOrpaMMbl TEKYIIETO KOHTPOJISA MyTeM ompeneneHus (akTopoB, KOTOPhIE MOTYT
MOBJIMSTH HA TIOAJEPKAaHUE 3aJaHHON YHCTOTHI BO3/yXa IO KOHIIEHTPAIIUU YaCTHUI] B YUCTOM MTOMEIICHUH



WIA YUCTOH 30HE M OINpeleNeHuss TpeOOBaHMH K TEKyHIeMY KOHTPOJIO JUIsl  OTPaKeHHs
9KCILTYaTallMOHHBIX XapaKTEPUCTHK CIEAYET BBITOIHSTh

1) oueHky pucka

2) BaJIUJIALIAIO PUCKOB

3) pa3paboTKy IporpaMmbl pUCKOB
16. Jlomyckaercs JIM COBMECTHOE XPAHEHHE BAKLIUH B XOJOJWIBHHUKE C JPYTUMH JIEKapCTBEHHBIMHU
cpencrBamu?
17. Ha xakoM ypoBHE XII €XKEIHEBHO JiBa pa3a B JEHb OTMEYAIOTCSl IIOKa3aHUS TEPMOMETPOB B
XOJIOMMIIbHBIX (MOpO3WIBHBIX) Kamepax (KOMHaTax), XOJOIWIbHHMKAX (MOPO3HJIBHUKAX), B KOTOPBIX
xpansarcs UIIII?
18. OmneparuBHas wuH(poOpMaNMs O TEMIEpaType M BO3HUKAIOUIMX HApyIIEHUSX W HH(POpMAIUS O
JUHAMMKE TEMIIEpaTypbl XPAaHUTCS HAa KaKJIOM YPOBHE B TCUCHHUE ...... JeT.
19. JlonmyckaeTcss UM HET 3aMOpaXMBaHHUE aJICOPOMPOBAHHBIX IPENAPATOB, COAEPIKALIUX aIbIOBAHTHI
(KOKITIOUTHO-TU (P TEPUITHO-CTOIOHSIYHOW  BaKIMHBI, JU(TEPUHHO-CTOIOHIYHOTO AHATOKCHHA, BAKIIMH
npoTHuB renatuta B m A, cyObeqMHUYHBIX TPUIIIO3HBIX BaKIWH, HHAKTUBUPOBAHHOW BAKIIMHBI TPOTUB
IIOJIMOMUEIINTA), a TAKXKE PAacTBOPUTENEH U1l BAKLIMH MPU UX TPAHCIIOPTUPOBAHUU U XpPaHEHUU?
20. TpancmoptupoBanue W XpaHeHue OonbimmHcTBa WMJIII, B TOM Yucie coiep amux B YIaKOBKE
PacTBOPUTEIIb, OCYILECTBISAETCS IPU TEMIIEPATYPE B MPEIENaX . ...

4.2.3 IlIxana oneHUBaHuUs.
90 -100 % 0OaJUIOB — OLIEHKA «OTJIIUYHO,
75 - 89 % 6annoB — OLEHKA «XOPOIIIOY,

50- 74 % GannoB — OLEHKA «YAOBIETBOPUTEILHO,
0 — 49 % 6amioB — OLIEHKA «HEYOBJIETBOPUTEIHHO.

4.3. CooTBETCTBHE OLCHOYHBIX CPCACTB HpOMe)KYTOqHOﬁ aTTeCTalluu 110 AUCLHHUIIIINHE (l)OpMI/IpyeMBIM

KOMIIETEHIIHSIM
Kon Ko uHaMKaTOpa OueHo4HbIe CPeACTBA MPOMEKYTOUYHOI aTTecTaluu
KOMIIeTeH AOCTHKEHUS TectupoBaH#e ¢ OTKPHITHIMU BOIIPOCAMU
1000 KOMIeTeHIHH
OLIK WJIOIIK-6.1 +
WJIOIK-6.2 +
MK-2 | UANK-2.1 +

4.4. Kputepuu orieHKH ¢(HhOPMUPOBAHHOCTH KOMIIETCHIIMI B paMKax MPOMEXYTOYHOM aTTeCTalluu
M0 JUCHUTUIMHE

Kon CrpyKkTypH
Kputepuu onenku c)opMHpPOBAHHOCTH KOMIIETEHIHMHI
Kon HHAUKATOPA bl€
KOMIeTe | JOCTH:KEHHUSI | JJIeMEHTbI
HIIMHU KOMIIETEHI[A | OLEHOYHBIX He chopmupoBana CdopmupoBana
/| CpelncTB
TectupoBanu | - He cHOPMUPOBAHBI c(hopMHUpPOBAHBI 3HAHMUS:
ec 3HAHUS: HOPMATUBHBIC U HOPMAaTUBHBIC U TTPABOBHIE
OMK-6 | UJIOTIK-6.1 p p P
OTKPBITBIMU | TIPABOBHIE IOKYMEHTHI, JOKYMEHTHI,
BONIPOCaMH | PErJIaMEHTHPYIOIUE Opra- | PerIaMEeHTUPYIOLINE Opra-
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HU3ALHUI0 IPOU3BOJCTBA U
KOHTpPOJISI KAYECTBA HA

HU3ALHUI0 IPOU3BOJCTBA U
KOHTpPOJISI KauecTBa Ha

IIPOU3BOJCTBE; IIPOU3BOJCTBE;
— He c(OPMHUPOBAHBI — chopMupOBaHBl yMEHHUS:
YMEHHUS: N0JIb30BaThCS 10JIb30BATHCSA
JEHCTBYIOLUMU JENCTBYIOLIUMU
HOPMAaTHUBHO-IIPaBOBBIMU HOPMAaTUBHO-IIPaBOBBIMU
aKTamu, aKTamu,
periIaMeHTHP yIOIUMU peraaMeHTHP yIOIUMU
NAOIIK-6.2

OpraHM3aLMIo OPraHM3aLMIO POU3BOICTBA
IPOU3BOJCTBA U KOHTPOJISL | M KOHTPOJIS Ka4eCcTBa Ha
KauecTBa Ha IIPOU3BOJCTBE;
IIPOM3BOJICTBE; - ¢()OpMHUPOBAHbBI HABBIKU:
- He c(hopMUpPOBaHBI COCTaBJICHUS Pa3feiIoB
HaBBbIKU: COCTaBJICHUS HOPMAaTUBHOM TOKyMEHTalluU
pa3zenoB HOPMATUBHOU Ha MPOU3BOJICTBE.
JIOKyMEHTAIUU Ha
IPOHU3BOJICTBE.
— He c(OPMHUPOBAHBI
3HAHUSA: OCHOBHBIC

— chopMupoBaHbI 3HAHUS:
HOpPMaTHBHBIE U IIPABOBHIE

OCHOBHBIE HOPMaTUBHBIE U
JIOKYMEHTHI,

IIPABOBBIE IOKYMEHTHI,
perIaMeHTHPYIOLUE Opra-

perjaaMeHTHPYIOLIUE Opra-
HU3aLUI0 IPOU3BOJCTBA U

HU3ALUIO IPOU3BOJICTBA U
KOHTPOJIS KauecTBa Ha

KOHTPOJI KauecTBa Ha
IIPOU3BO/ICTBE;

MIPOU3BO/ICTBE;
— He chopMHUpOBaHbI

— c(popMUPOBaHbI YMEHHUS:

TectupoBanu | yMeHHUS: MONIB30BATHCS
. MI0JIB30BATHCSA
ec JNENCTBYIOIMU .
JNENCTBYIOLUMHI
I1K-2 NATIK-2.1 OTKPBITBIMU | HOPMATUBHO-IIPABOBBIMU yio
HOPMaTUBHO-IIPaBOBBIMU
BOIIPOCAMH | aKTaMH,

perIaMeHTHP yIOIUMU
OpraHU3aLHIo
IPOU3BOJCTBA U KOHTPOJIS
Ka4yecTBa Ha
IIPOU3BO/ICTBE;

- He C(OPMUPOBAHBI
HaBBIKU: 3aII0JIHEHUS
HOPMAaTUBHOMN
JIOKyMEHTAIMU Ha
IPOU3BOJCTBE.

aKTamu,
perIaMeHTUP YIOLITUMH
OpTaHU3aIHIO TPOU3BOJICTBA
Y KOHTPOJIS KauecTBa Ha
MIPOU3BO/ICTRBE;

- chopMHpOBaHBI HABBIKU:
3aMoTHeHUs] HOPMAaTUBHOMN
JOKYMEHTAIU! Ha
MIPOU3BO/ICTBE.

Komnerenmus cuuraercs cQoOpMHUpOBaHHOM Ha ypoBHE TpeOOBaHMII K AHCHUILIMHE B

COOTBETCTBUH C 00Opa3oBaTeNbHONW MPOTPaAMMOM, €CIM TI0 WTOTaM TPUMEHEHHUs OIEHOYHBIX CPEJIICTB

HpOMe)I(YTOqHOﬁ arréCTaluin WM HUX OTACIBHBIX JJICMCHTOB PCE3YJIbTaThl,
O6y‘-IaIOIJ_II/IMC${, OTBCYUAIOT KPUTCPUIO C(I)OpMI/IpOBaHHOCTI/I KOMIICTCHIIMH.

JEMOHCTPHUpPYEMbIE

Ecnu mo utoram mpoBeneHHON MPOMEKYTOYHON aTTeCTallud XOTs Obl OJIHA U3 KOMIIETCHIIUN He
chopMUpOBaHa HA YPOBHE TPeOOBaHMI K IUCHUIUIMHE B COOTBETCTBUHU ¢ 00pa30BaTeIbHONM MpOTrpaMMon
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(pe3ynpTaThl  00ydaromerocs HE COOTBETCTBYIOT KPHUTEPHIO CHOPMUPOBAHHOCTH KOMIIETEHINH),
00y4JaromemMycsi BEICTABIISIETCS «HE 3aYTEHOM.

5. Meroauyeckue MaTepUaJIbl 10 OCBOEHHIO IH CIUNJIMHBI

Metoaudeckre MaTepuanbl JUisi oOyJarommxcs Ha auciuiuimae «HopmaruBHas 6aza mpoW3BOICTBA
(dapMaleBTHYECKUX MperapaToB W oOpraHm3amnus mnpousBojactBa 1mo GMP» (HOJHBIA KOMIUICKT
METOJIMYCCKUX MaTepUAIOB HAXOJIUTCS Ha Kadeape NMPOMBIIUICHHON TEXHOJIOTHH JICKAPCTB C KYpCOM
OHMOTEXHOJIOTHH ).

6. YueOHas tuTepaTypa 1Jisl 00y4aloImuXxcsi Mo JUCHUITHHE

6.1. JlomomHuTeabpHas JUTEPATYPA.

1.  ®enepanbublii 3ak0H "OO0 obpareHun JiekapcTBeHHBIX cpeacTB” Ne 61-D3. Bren. 12.04.2010.

2. IlpaBuna opraHuzaiyy MPOM3BOACTBA M KOHTPOJII KauecTBa JICKAPCTBEHHBIX CPENICTB YTB.
MpruKa3oM MUHHUCTEPCTBA MPOMBIIIIEHHOCTU U TOProBiau P® ot 14 urons 2013 r. N 916.

3.  IIpoaykuus MEIULUHCKON HNPOMBILUIEHHOCTH. TE€XHOIOrHYEeCKUE periaMeHThl npousBoacTaa. Co-
NepKaHue, TOPSAOK pa3padoTku, cornacoBanust u  yrBepkaenus: OCT  64-02-003-2002. VrTs.
Pacnopsxennem MuHucTepcTBa MpOMBILUIEHHOCTH, Hayku U TexHoaoruil P® ot 15.04.2003 r. Ne P-10.
4. I'oCT P 52550-2006 IIpou3BOACTBO  JEKAPCTBEHHbIX  cpeACTB.  OpraHu3alMOHHO-
TexHoJoruueckas aokymeHTtauus" (yTB. W BBeneH B jneictBue Ilpukazom PoctexperynupoBanusi oT
02.06.2006 N 105-cT.

5. TocynapctBenHas ¢apmaxornest Poccuiickoit @enepannn XIVuznanue / (B 4-x Tomax) /DenepanbHas
3JIEKTPOHHAs MEOUINHCKAs OuOIHoTEKA, M., 2018. Pexum JOCTyIa:
http://www.femb.ru/femb/pharmacopea.php

6. TOCT P UCO 14644-1-2017 Knaccudukanus 4MCTOTH BO3yXa 110 KOHIICHTPAI[UH YACTHII.

7. TOCT P UCO 14644-2-2020 Texyuuii KOHTPOJIb JJsl MOATBEPHKACHUS MOCTOSHHOTO COOTBETCTBUS
YUCTOTHI BO3yXa M0 KOHIIEHTPALlUU YaCTHLI.

8.  PexomeHnanuu 1o mpUroTOBJIEHHIO, XPAaHEHUIO U PACHpPEEICHUIO BOJAbI OUMIEHHOW U BOJBI IS
MHBEKINI Ha IPOU3BOACTBE MEIUIIMHCKUX UMMYHOOMOJIOTHYECKUX npenaparoB. Kosuierus eBpasuiickoit
SKOHOMMYECKON Komuccuu, pekomeHaauusa ot 13 nekaOps 2017 r. Ne 31 O TpeGoBaHusX K BOJAE JUIS
(hapmMaleBTUYECKOT0 MPUMEHEHUS, UCTIOIb3yEMO /1711 IPOM3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB.

9. CanlluH 3.3686-21 «CaHuTapHO-3IUAEMUOJIOTHYECKHE TpeOOBaHUS MO  NPOQUIAKTUKE
nHpeKIMOoHHbIX 6one3nei», XLVIIL. YcnoBus TpaHCnOpTHPOBAaHUS U XpaHEHHUs] UMMYHOOHOIOTHYECKUX
IIPENapaToB.

10. AOOpeBuaTypbl, TEpMHHBI U oOIpenesneHuss B chepe oOpalleHHs JIEKapCTBEHHBIX CpPEACTB /
HudanteeB O.E., Memxkosckuii A.Il., HudpantseB E.O. (cnoBaps-cnpaBounuk), Mocksa, 2001 r., 252
CTp.

11. JlokymeHTalmoHHOE OOecneueHne BaTuAaluy TexHoaoruueckux npoueccos / M.E.3aBbsoBa, Al'-
MY, E.®.IllapaxoBa, mpodeccop, a.¢.H., 3aB. kKadenpoit ynpasieHus: 1 SKOHOMUKH papmarmn ATMY
xypHan "Pemenuym" Ne 2. —2010.

12. OcHOBHbIE IPUHLIUIIBI TPOBEICHUS BalUuAallMK Ha ¢apMarneBTudeckoM npoussozactae / XK.M. Ana-
neiieBa, B.B. beperosoix, A.Il. Memkosckuit, JI.M. Jleun, M., 2005r., 186 ctp.

13. Vnpasnenue xauecTBoM B (apmalieBTHUecKOl mpomsbiinuieHHOCTH / beperoseix B.B., MBaimenko
H.B., Pynakosa W.IL., [Taturopckas H.B., MemkoBkuit A.I1., JIanynos H.A., M.,2004 r., 400 ctp.

14. Yuctple TOMENMIEHHS M TEXHOJIOTHYECKHUE Cpebl — uTo, e, korna? / [Tomos A.FO. Bammmanmst No
3,2003, c. 34-37.
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http://www.femb.ru/femb/pharmacopea.php

7. MarepuajbHo-TeXHHYECKas1 0a3a, HHPOPMAIlHOHHbIE TEXHOJIOTUH,
NnporpaMMHoe odecrnedyeHne 1 HHGOPMANMOHHBIE CIIPABOYHbIE CHCTEMbI

CrenuanbHble MOMELICHUSI MPEACTABISAIOT cO00i ydueOHbIE ayAUTOPUH JUIsl MPOBEACHUS 3aHATHIM
JEKIMOHHOTO THIIA, 3aHATUN CEMUHAPCKOI0 TUIIA, KYpPCOBOI'O IIPOEKTUPOBAHUS (BBIIOJIHEHNS KYPCOBBIX
paloT), rpyNnnoBbIX U MHAMBHIYaIbHBIX KOHCYJAbTAllUH, TEKYLIEr0 KOHTPOJIA M MPOMEXYTOUHOW aTTe-
CTaLlUM, a TaK)Ke MOMEIEHHs [l CaMOCTOSTEIbHONW pabOoThl M NMOMELIEHUs AJIs XPaHEHUs! U NpoQuiIak-
THUYECKOro o0cimykuBaHUsa yueOHOro oOopynoBaHus. CrenuajibHble OMEIIEHUS! YKOMIUIEKTOBAaHbI CIle-
UATU3UPOBAHHON MeOeNbl0 U TEXHUYECKMMHU CPEJICTBAMU OOYYEHUS, CIYXKAIUMH AJIS [PEICTaBICHUS
yueOHoI nHPOpMAIUH OOJIBIION ayTUTOPHH.

Jlnst mpoBeieHNsT 3aHATHI JIGKIIMOHHOTO TUIA MPeIaraloTcss Habophl AEMOHCTPAIIMOHHOTO 000py-
JOBaHMs U yu4eOHO-HATTAAHBIX MOcOOUH, obecneunBaromye TeMaTHIeCKue WUTIOCTPALUU, COOTBETCTBY-
IOIIKME TPUMEPHBIM POrpaMMaM JTUCIUIUIMHEL, pa00YUM Yy4eOHBIM MPOrpaMMaM TUCIHUILIHHBL.

[Tepeuenp MaTepualbHO-TEXHUYECKOTO 00ecreueHus, HE0OXO0AUMOro AJIsl pealu3aluy NporpaMmsl
OakanaBpuaTa, BKIIOYAeT B ce0s 1abopaTopuu, OCHAIIEHHBIE TAO0OPAaTOPHBIM 000PYI0BAaHHEM.

[TomemieHus 1yisi caMOCTOATEIBHON padOThl 00Y4arOIMXCSl OCHAIIEHBI KOMIIBIOTEPHOM TEXHUKOM C
BO3MOXKHOCTBIO TIOJKITIOYCHUS K ceTH "HMHTepHeT" U o0ecrneueHrueM JI0CTyma B 3JIEKTPOHHYIO HH(pOpMa-
LIUOHHO-00pa30BaTENbHYIO CPENY OpraHu3aluu.

OOyuaromumMcst obecriedeH J0cTyn (yAaleHHbIH JOCTYI) K COBPEMEHHBIM MPOo(ecCHOHANbHBIM 0a-
3aM JIaHHBIX U MH()OPMAIIMOHHBIM CIIPABOYHBIM CHCTEMAaM, COCTaB KOTOPBIX €KETOTHO OOHOBIISETCS.

OO0pa3zoBarebHbIC TEXHOJIOTHH — KOMMYHUKATHBHBIE TEXHOJOTHH (IHCKyCCHs, coOeceloBaHuE),
HEMMUTALMOHHbBIE TEXHOJIOTUH (JIEKLIUU, TECTUPOBAHUE).
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AHHOTAIIUSI PABOYEM ITPOT'PAMMBI JTACIUILIMHBI

51.0.24 HopmarusHast 0a3a npon3BoacTBa hapMareBTHYECKUX IPENAPaTOB U
opranmsanus npousbojacrsa mo GMP
Ko n HauMeHoBaHue HanpaBJieHUsI NOATOTOBKH, npoduis: 19.03.01 buorexnonorus, ¢papmaneBTu-

gyeckasi OMOTEXHOJIOTHSI.
KBanudpukanus (crenens) BoinyckHuKa: bakanasp
®opma o0yuenus: Ouynas

®opmMupyemMasi KOMIECTEHLHA:

OIIK-6 CmocobGen pa3pabaTbiBaTh COCTaBHBIC YaCTH TEXHHYECKOW JOKYMEHTAIWH, CBS3aHHON ¢
npodecCHOHANBEHON AEATENBHOCTBIO, C YUETOM JICHCTBYIOIINX CTAaHAAPTOB, HOPM U MPaBHIIL.

NAOIIK-6.1 IlpoBoauT aHann3 HAyYHO-TEXHUYECKOW MH(OPMAINK, METOJUIECKAX W HOPMAaTUBHBIX MaTepUajoOB,
CTaHIAPTOB, HOPM M HPaBWI I Pa3pabOTKM TEXHUUYECKOW MOKYMEHTalMu B 00JIaCTH HpodeccHOHaIbHON
JeSITEbHOCTH.

NIOIIK-6.2 Pa3zpabarbiBaeT OCHOBHBIE YaCTH TEXHHMYECKON MTOKYMEHTAIHH, CBS3aHHOW € TPO(eCCHOHAIBHOI
NeSITeNIbHOCTHIO.

[IK-2 ToroB wucmonp30BaTh HOPMATHUBHBIC IOKYMEHTBI IO Ka4yeCTBY, CTaHAAPTHU3ALUH H CepTHHHUKALMU
MPOAYKTOB M U3JEIHUH, 3IeMEHTHl 3KOHOMHUUECKOT'0 aHAIN3a B IPAKTHUECKON ESTETBHOCTH.

NATIK-2.1 YuacTByeT B mpoliecce JOKyMEHTHPOBaHUS (hapMareBTHIECKON CHCTEMbI KauecTBa.

O0bem n MecTo AucHMIIMHBI B cTpyKType OIIOII:

Hucnumnnaa «HopmaruBHas 6a3a mpou3BOCTBA (DapMaIleBTHUSCKHUX MIPETApaTOB U OPraHU3aIUs
npousBojcTBa o GMP» otHocutrcs k 0a3oBoit yactu OIIOII, B cooTBeTcTBUM € Y4€OHBIM IUIAHOM
ocBamBaeTcs B 5-oM cemectpe (3 Kypc), oOmiast Tpy1oeMKocTh — 144 gaca / 4 3a4éTHbIC SIUHUIIBI (3.€.).

KonndecTBo akaJieMUYEeCKUX 4YacOB, BBIJCIICHHBIX HAa KOHTAaKTHYIO pa0OTy C IMpernojaBaTelieM —
80 yacoB, B TOM 4HCJE JIEKIUU — 28 4acoB, MPAKTHUYECKUE 3aHATHUS — 52 4Yaca, F3K3aMeH — 36 4acoB, Ha
CaMOCTOSTENbHYIO paboTy 00ydaromuxcs — 28 4acos.

dopma MPOMEKYTOUHON aTTECTAIMU B COOTBETCTBUU C YUECOHBIM IJIAHOM — IK3aMEH.

Ilnan pucunnimHbl: Pasnen 1.Beenenue B kype. Tema 1.1. Beenenne. OCHOBHBIC TIOHSTHS U TSPMHHBI.
Kuznennwvit 1wk  JIC. TocynapcrBenHas ¢apmakomnes. Tema 1.2. TocymapcTBeHHOE HOPMHUpPOBAaHHE
MPOU3BOJCTBA JIEKApCTBEHHbIX ImpenaparoB. IlpaBuma GMP. IlpaBuna Hajiexaneidl OTpOU3BOACTBEHHOU
MIPAKTUKW», YTBEPAKAEHBI Ipuka3oM Munnpomropra Poccun ot 14 nrond 2013 1. Ne 916, B pegaknun nprkasza Ne
4148 ot 18.12.2015 1. Tema 1.3. OCT 64-02-003-2002 IIpomgykiusi MEIUIIMHCKOW MPOMBIIIEHHOCTH.
TexHonornyeckue persameHTsl npomsBoacTBa. CoaepikaHue, TMOPSOOK pa3pabOTKH, COIJIACOBaHMSA U
yrBepxxaenus. [OCT P 52550-2006 IIpou3BoACTBO JIeKapCTBEHHBIX CpencTB. OpraHu3aliOHHO-TEXHOIOTUYeCKas
nokyMeHTanus" (yTB. 1 BBeieH B neiictue [Ipuka3zom Pocrexperymuposanus ot 02.06.2006 N 105-cr.

Pazgen 2. Opraausaumst npousBojacTBa roToBbiX JI® M HMMMYHOOMOJIOTHUECKMX —MpEnapaTos.
O®C.1.1.0001.18  IlpaBuna mnons3oBanus (apmakonerHsiMu cratbaMu. O®PC.1.1.0026.19 JlekapcTBeHHBIE
npenapatsl. ODC.1.4.1.0001.15 JlexkapctBennsie hopmsl. Tema 2.1. Ilopsaok mpoBeneHUss KOHTPOJIS apaMETPOB
BO3AYIIHOM cpelbl B "YUCTHIX' MOMEIICHHSX M METOAbl UX M3MEPEHHH NpH NPOU3BOJACTBE JIEKAPCTBEHHBIX
cpenct. Cepust [OCToB 14644. [lpumenenue otHocutenbHo (apmmpoussoacrea. [OCT P UCO 14644-1-2017
Knaccudukarus uncrorsl Bo3ayxa mo konienrpaiuu dactuin [OCT P MCO 14644-2-2020 Tekyuiuii KOHTPOJIb
JUTS TIOATBEP)KIACHHS IMOCTOSHHOTO COOTBETCTBHSA HYHCTOTHI BO3[AyXa IO KOHIEHTpanuu dactum. Tema 2.2.
Pexomenpanum 1mo MpUTOTOBIEHUIO, XPAHEHUIO M PACIIPENEICHUIO BOJABI OYMIICHHON M BOJBI JJIS MHBEKIHH Ha
NPOMU3BOACTBE MEIUIMHCKUX HMMYHOOHMOJOTHMUECKMX NpemnaparoB. Komerusi eBpasuiickoil 3KOHOMHUYECKON
Komuccud, pekomeHmanmsa ot 13 gekabps 2017 1. Ne 31 O TpeboBanmsax K Boje Al (apMaleBTHYECKOTrO
MPUMEHEHUs, UCIOIB3yEMOM Uil MpPOM3BOJCTBa JekapcTBeHHBIX cpenacts. ©C.2.2.0020.18 Boma ounmeHHas
@®C.2.2.0019.18 Bopna mis unbekuuid. Tema 2.3. Haanexamass mpakTuka HPOM3BOACTBA MMMYHOOHOJIOTHYECKHX
nekapcTBeHHbIX mpenaparoB. Tema 2.4. CanlluH 3.3686-21 «CannuTapHO-3MTHAEMHOIOTHYECKHE TPEOOBAHUS IO
npopunakTike WHOPEKIHOHHBIX  OonesHeit», XLVII. VYcioBus  TpaHCIOPTHPOBAHWUST H  XpaHEHUS
nvMmyHoOmnonorudeckux mpemnapatoB. OPC.1.1.0010.18 " Xpanenue nexkapcTBEHHBIX cpeAcTB", yTB. Ilpukazom
Munznpasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpauus I'JI® u WJII Tema 3.1. TpeboBaHus K perucTpauuu JCKapCTBEHHBIX CPEICTB.
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®enepanbubiii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "O6 oOpalieHnu JeKapCTBEHHBIX CPeACTB"
I'maBa 6. I'ocymapcTBeHHas perucTpanusl JEKapCTBEHHBIX MNpemnapaToB. Tema 3.2. BammpanmoHHBIE acleKTHI
mporecca Tpou3BojcTBa H  KOoHTpons kadectBa JIC. Ilpmmoxenume N 15 k IlpaBmmam Hammexamien
MPOU3BOACTBeHHON mpakTuku KBamudukamus w Bamumanus ODC.1.1.0012.15 Banmupmanus aHAJIMTUYSCKUX
METOJTUK.

@opMBbI TeKYylUIEro KOHTPOJIS U MPOMEKYTOUHOI aTTecTalMu: TECTUPOBAHUE, KOJUIOKBUYM (cobece-

nosanue), pedepar. [Ipomexyrounas aTrectanus - 3K3aMeH.
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