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1.1.

Hucrurnauna

1. IlepeuyeHb MIAHHPYEMBIX Pe3yJbLTATOB 00yUeHH 110 AUCLHMUIIUHE,

COOTHECCHHBLIX C INIAHUPYEMBIMH peE3yJdbTaTaMU 0CBOCHUS

NpPOrpaMMbl

«HopmatuBHass 06a3za TpPOM3BOJACTBA (apMaleBTUYECKHX MPENapaToB H

OpraHu3anus 1IIpou3BOJACTBaA I10 GMP» obecnieunBaer OBJIAICHUC CICAYIOIIMMU KOMIICTCHIIUAMM:

K Kon HaumenoBanue Pe3ysabTarsl 00y4eHus,
ox
HaumenoBanue HHIUKATOPA UHINKATOPA COOTHECEHHbIE C
KOMIIe-
KOMIIETEHLMH AOCTHKEHM S JOCTHKEHUA HHINKATOPaMU
TeHUUU .
KOMIIETEHLIMH KOMIIETEHLIM U JOCTHKEHUS KOMIEeTeHI U
OIIK-6 CniocobeH paspabateiBats | MJOITK-6.1 [IpoBoaut ananus - c(OpMHUPOBAHBI 3HAHUSL:
COCTaBHBIE YaCTH HAy4HO-TEXHHYECKOH  |HopMaTHBHBIEC M IPaBOBbIE
TEXHUYECKOM MH(opMauH, TOKYMEHTBI,
METOAMYECKUX U
AOKYMEHTallMH, A pEeNNIAMEHTHPYIOLIUE Opra-
CBSI3AHHOM ¢ HOPMAaTUBHBIX
HU3ALKIO IPOU3BOJICTBA U
npoeccnoHaIbHON MaTCpHaIos,
CTAaHZapTOB, HOpM 1 [KOHTPOJIS KAUeCTBa Ha
JeSITeNbHOCTHIO, C YyUYETOM )
. TpaBUII IS [IPOU3BO/ICTBE;
JeHCTBYIOLINX
pa3paboTku — copMUpOBaHBl YMEHHUS:
CTaHAApPTOB, HOPM U .
npaBnnp > HOP TCXHHIECKOU [10J1630BaTHCS
AOKyMCHTAIlH B NeHCTBYIOIMME HOPMATHBHO-
obnactu
. paBOBBIMH AKTaMH,
npoeccnonambHON
ESTEIBHOCTH [PETIIaMEHTUPYIOLIIMU
NJOIIK-6.2 PaspabartsiBaet OpraHU3aIHNIo IPOU3BO/CTBA
OCHOBHEIE YACTH 1 KOHTPOJISl KauecTBa Ha
TEXHUYECKOU [TPOU3BOJICTBE,
JOKYMCHTAIIHH, - cOPMHUPOBAHbI HABBIKH:
CBSI3aHHOM ¢ COCTaBJICHHS Pa3/ICIIOB
npo(hECCHOHANBHON  |[HOPMATUBHON JOKyMEHTALUH
ACATCIIbLHOCTBIO Ha [IPOU3BOJCTBE.
[1K-2 l'otoB mcnonw3oBaTh NAIK-2.1 VY4acTByeT B npouecce — cOpMUPOBAHbI 3HAHUSA:

HOpPMAaTHUBHbBIE
JOKYMEHTBI TI0 Ka4eCTBY,
CTaHIApPTH3ALUHU U
cepTuduKaum
MPOAYKTOB M U3JEINNii,
3JIEMEHTHI
SKOHOMHMYECKOTO aHAJIN3a
B IIPAKTHUYECKOM
JeSITETBHOCTH

JOKYMCHTHUPOBAHUA
(hapmarieBTUYECKOM
CHCTEMBI KauecTBa

OCHOBHbIC HOPMATUBHBIC
[TPABOBBIC IOKYMEHTEI,
perilaMEeHTHUPYIOIINE Opra-
HI3AIMIO TIPOU3BOJICTBA U
KOHTpOJISI Ka4eCcTBa Ha
[IPOU3BOJICTBE;

— copMHUPOBAHBI YMEHHUS:
[0JTb30BATHCS
NeliCTBYIOIIMMH HOPMAaTHBHO-
[PaBOBBIMH aKTaMH,
periiaMeHTUP YIOIIUMU
OpraHu3aInio MPOU3BOJICTBA
1 KOHTPOJISl KA4eCTBa Ha
MIPOU3BO/ICTBE;

- c(hopMHUPOBaHbI HABBIKU:
3aIl0JIHCHUS] HOPMAaTHBHON
TOKYMEHTAIINU Ha

MPOU3BO/ICTBE.




2. O0beM U MecTO TUCUUILIHHBI B cTpykType OIIOIT

Huctunnuna «HopmaTtuBHas 6a3za mpou3BoACTBa (hapMaleBTHUECKUX MPENapaToB U OpraHnu3aLus
npousBojacTBa 1o GMP» otHocutes k 6a3oBoit wactu OIIOII, B COOTBETCTBUMU € Y4YEOHBIM IJIAHOM
ocBauBaeTcs B 5-oMm cemectpe (3 Kypc), obmiast pynoeMKocTs — 144 yaca / 4 3a4érHbie eUHUIIBI (3.€.).

KonndecTBO akaJeMUYEeCKHX 4YacoOB, BBIACICHHBIX Ha KOHTAKTHYIO Pa0dOTy € MpemnojaBaTeieM —
80 yacoB, B TOM 4ucClIe JIEKLUU — 28 4acoB, MPaKTUYECKUE 3aHATUA — 52 Yaca, SK3aMeH — 36 Jacos, Ha
CaMOCTOSITENIbHYIO paboTy oOyyaromuxcs — 28 4acos.

dopma IpOMEKYTOUHON aTTECTAllMU B COOTBETCTBHHU C YUEOHBIM IJIAHOM — SK3aMEH.

3. Conep:xkaHue U CTPYKTYpPa AUCUHUILIHHBI
3.1. Crpykrypa IUCIUILINHBL

O0beM TUCIUILIHHDI, Yac. ®opmMa Te-
KonTakTHas pa- Kymero
60Ta 00y4arOIKX- KOHTPOJIsA
HaunmMeHoBaHHe csl ¢ IpenojaBa- ycne:aeMo-
Ne ni/m pa3aesioB, TeM Beero TeJIeM 110 BHIAM CP CTH”, 1po-
4acoB | y4eOHBIX 3aHATHI MEKYTOTHOU
aTTecTalluu
a | m3 | 3
Cemecmp No 5
Paznen 1 BBenenue B mucuminHy 28 6 - 16 6 T,K, P
Tema 1.1 OCHOBHBIE OHATHS U TEPMHHBI 8 2 4 2
IIpaBuia HajuIeKaIEeW TPOU3BOICTBEHHOM
Temal2 | P JHISHALLCH MPOHSBOA 8 2 4 2 T
npaktuku (GMP)
HopmaTtuBHas noxymeHTaIus Ha
MIPOU3BOICTBE, PErJIAMEHTHI
MIPOU3BOJICTBA, BUALI. IIpOMBINIIIICHHBII
Tema 1.3 | [POMSBOACTER, BIVIGL 1P 12 2 8 2 K

periiaMeHT MPOM3BOICTBA JICKAPCTBEHHBIX
CpENCTB

Opranuzauust npousBojictBa [JID u
Paznen2 | WIII 56 18 24 14 T,K, P

TpeOoBanms K BO3IYyXy
MPOU3BOACTBEHHBIX TOMEILICHHUH.

Tema 2.1 . 10 4 4 3
Kaccudukarus moMemneHu mo 94ucTore
BO31lyXa. TeKyIuii KOHTPOJIb.

Tena 2.2 Bunet Bogpl, TpeboBaHUS K BOJIE IS 10 4 4 3
(hapmareBTU4eCcKOro MpOrU3BOICTBA

Tema 2.3 [Ipouzsoacteo WJIII. McnbiTanus 12 6 4 4
nexapcTBeHHBIX dopm JIC

Tena 2.4 XpaHeHue JIEKapCTBEHHBIX CPEJICTB. 18 4 12 4 T.K
XoJiogoBas LeTb

Pasnen 3 Opraau3aIusi COBpeMEHHOT'O o4 4 12 8 T.K, P
(hapmareBTUYECKOro MPOU3BOICTBA

Tema 3.1 Perucrpaiius iekapCTBEHHBIX MPENapaToB 8 2 4 2 T

Tea 3.2 BanupanuoHHbIe acTIeKTHl OpraHu3aIiu 8 5 4 5

MIPOM3BOICTBA JIEKAPCTBEHHBIX CPENICTB




Tena 3.3 OpraHu3aiys COBpEeMEHHOTO 8 ) 4 4 p
(apManeBTHUECKOTrO MPOU3BOICTBA
[IpomesxyTouHast aTTecTaIus 36 Ok3amMeH
Bcero: 144 28 52 64
Ilpumeuanue:

* — ghopmwr mexyweeo konmpoins ycnesaemocmu:. mecmuposanue (T), kornokeuym (K), pegpepam (P).

3.2. ComepxaHue TACITATUTHHBI

Pasnen 1.Beenenue B xype. Tema 1.1. Beenenue. OcHOBHBIC MOHATHS M TepMUHBL. JKusHennsrit mukn JIC.
l'ocynapcrBennas ¢apmaxomnes. Tema 1.2. T'ocymapcTBeHHOE HOPMHPOBAaHHE IPOU3BOJCTBA JIEKAPCTBEHHBIX
npemaparoB. [Ipasuna GMP. IlpaBmna Hagmexamieil MPOM3BOACTBEHHOW NPAKTUKHW», YTBEPKIACHBI MPHUKAZ0OM
Munmnpomropra Poccun ot 14 utons 2013 1. Ne 916, B penakuuu npukaza Ne 4148 ot 18.12.2015 r. Tema 1.3.
OCT 64-02-003-2002 IIpogykums MEAWOWHCKON IPOMBINUIEHHOCTH. |EXHONOTHYECKHUE PEerJaMeHTHI
npousBoacTBa. CojaepikaHue, TOPAAOK pa3paboTku, cornacoBanus W yrBepxkaecnus. ['OCT P 52550-2006
[Ipou3BOACTBO JIEKAPCTBEHHBIX CpeACTB. OpraHU3alMOHHO-TEXHOIOTHYECKas JOKyMeHTalus" (YTB. U BBEACH B
nericteue [Ipukazom PocrexperynupoBanus ot 02.06.2006 N 105-ct.

Pasmen 2. Opranmzanus mnOpou3BOACTBa TroTOBBIX JI® W HMMMyHOOMOJIOTMYECKHX MpenapaTos.
O®C.1.1.0001.18  TIlpaBmna monb3oBaHus (apmakoneinbiMu ctaThsaMu. ODC.1.1.0026.19 JlekapcTBeHHBIC
npenapatsl. ODC.1.4.1.0001.15 JlexapctBennsie popmbl. Tema 2.1. Tlopsaok mpoBeneHHss KOHTPOIJIS MapaMeTPoOB
BO3AYIIHOM cpelbl B "4UCTBHIX' MOMEIICHHMSAX M METOAbl UX WM3MEPEHUHM NpH NPOU3BOJACTBE JIEKAPCTBEHHBIX
cpencts. Cepust [[OCTos 14644. [Ipumenenune otHocuTenbHO (apmmponssoactea. ['OCT P UCO 14644-1-2017
Knaccudukamus ancrorsl Bo3ayxa mo koHnertpanuu dacturn ['OCT P MCO 14644-2-2020 Texyuiuii KOHTPOIh
JUISL TIOATBEPXACHUSI MOCTOSHHOIO COOTBETCTBUSI YHMCTOTHI BO3IyXa IO KOHLEHTpauuu yactul. Tema 2.2.
Pexomenpanuu mo MpUroTOBJIEHUIO, XPAHEHUIO M PACIIPENEICHUIO BOJABI OYMIIEHHON M BOJBI JJIS MHBEKIHUN Ha
MPOM3BOJICTBE MEIUIIMHCKUX WMMYHOOHMOJIOTHUECKUX TpernapartoB. Komeruss eBpasuiickodl 3KOHOMHYECKOH
KOMHUCCHH, pexkoMmeHmarus ot 13 nexabps 2017 r. Ne 31 O tpeGoBaHusix K Bojae Juisl (hapMalieBTHUYESCKOTO
TIPUMEHEHUSI, MCIIOIB3YEMOUM JUIsI TMPOU3BOACTBA JeKapcTBeHHBIX cpeacTB. PC.2.2.0020.18 Bona ounmeHnHas
@®C.2.2.0019.18 Bona mist uabeknmii. Tema 2.3. Hamnexxammas mpakThKa MPOU3BOJCTBA MMMYHOOHOIOTHYECKHUX
nekapcTBeHHbIX npenaparoB. Tema 2.4. CanlluH 3.3686-21 «CanutapHo-3nuaeMuoaorudeckue TpeOoBaHus 1o
npopunakTuke  UHGEKIUOHHBIX  OonesHeit», XLVII. VYcioBus  TpaHCHOPTHPOBaHMUS M XpaHEHUS
uMMyHoOnosornueckux mnpenapatoB. O®C.1.1.0010.18 " Xpanenue nekapcTBeHHBIX cpeicTs”, yTB. [Ipukazom
Munzapasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpanust I'JI® u WJIII. Tema 3.1. TpeOoBaHusI K pEerucTpanuu JIEKApPCTBEHHBIX CPEJCTB.
®denepanbubiii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "O6 oOpalieHnH JeKapCTBEHHBIX CPeACTB"
I'maBa 6. I'ocymapcTBeHHas perucTpanusl JEKapCTBEHHBIX MNpemnapaToB. Tema 3.2. BammpanmoHHBIE acleKTHI
mporecca Tpou3BojcTBa u  KoHTpois kadectBa JIC. Ilpumoxenwme N 15 x IlpaBwram Hammexamien
MPOM3BOACTBeHHOM mpakTuku KBamudukamus u Bamumanus ODC.1.1.0012.15 Banmupanus aHaIMTHYSCKUX
METOJTUK.

4, DoH/ OLEHOYHBIX CPEACTB M0 JUCHUIINHE
4.1. ®opMbI U MaTepUAIIbl TEKYILIETO KOHTPOJIS.
41.1. B xome peammzanuu aucuuiinHel «HopMatuBHas 6a3a mpousBOJCTBA (apMaleBTUYECKUX
MpernapaToB W opranuzanus npousBojactBa mo GMP» ucnonb3yroTcs cienyromme (GopMbl TEKYIIETO
KOHTPOJIS YCIIeBAEMOCTH 00ydaloluXcsi: TeCTUPOBaHUE, KOJUIOKBUYM, pedepart.

4.1.2. Marepuaibl TEKyIIEero KOHTPOJIS YCIIEBAEMOCTH.
[Ipumepsbl TUTTOBBIX 3aJaHUNA:
TectupoBanue:
Bapuanr 1
1. TlomemeHue Kiacca YUCTOTHI A UCTIONMB3YETCS TS CNIEAYIOMIMX TEXHOTOTHYECKUX OTIePAITHiA:

6



A. MOMKHM JipoTa

b. BeIeNKM ammyn

B. aTukerupoBka ammyin

I'. 3amoJiHEHHE aMITyJI MHBEKIIMOHHBIM PACTBOPOM

J1. OTKUT aMITyn
2. DKOJIOTUYECKU YHCTHIC M IKOHOMUYECKUE METObI IEMUHEPATU3AIlUU BOIBI Ui €€ MpeABaApUTEIBHON
MOATOTOBKU
. JUCTUIIISALIUS
. HIOHHBIA 0OMEH
. DIIEKTPOIUAITH3
. IPAMOM 0OCMOC
. 00paTHBIN OCMOC
. ANeKTpodopes
3. COopHUKOM 00s13aTeIbHBIX OOIIETOCYIapPCTBEHHBIX CTAHIAPTOB M MOJO0XKEHHUM, HOPMUPYIOLIUX Kaue-

O =W >

CTBO JIEKaPCTBEHHBIX CPEJICTB, SBISCTCS:
1. dC
2. ®CIT
3.TOCT
4.TO
5. GMP
4. XpaHCHHE BOJIBI 11l HHBEKIIHHA JOJHKHO OCYIIECTBISATHCS MPU TEMIIepaTypax, IPEMsITCTBYIOIIHX POCTY
MHUKPOOPTaHU3MOB:
1. ke 15 C
2. ipu Temnepatype 50-60 -C
3. Boiie 90 C
4. Boimie 80 °C
5. ipu remnepatype 15-18 °C
7. B 00513aHHOCTH PYKOBOIUTENS IPOU3BOACTBA BXOSIT:
a) YTBEpXJICHHE MPOM3BOICTBEHHBIX MHCTPYKIIMN, BKIFOYasi HHCTPYKIIMK 1O IPOBEICHHIO T10-

CTAQAMHTIOT0 KOHTPOJIS IIpoIlecca IPOU3BOACTBA, U 00eceYeHNE NX TOYHOIO CO6J'IIO}I€HI/I$I
6) OCYHICCTBJICHHUC KOHTPOJIA 3a COCTOAHUEM ITPOU3BOACTBCHHBIX MMOMEIICHUH, O60py,[[OBaHI/I$I

U €r0 TEXHUYECKUM 00CITY)KHMBaHUEM
B) KOHTPOJIb 32 MPABHWJILHOCTBIO BHITOJHEHUS aHATUTUYCCKUX METOTUK
8. JlokymMeHTaIHsI O TPOXOXKICHUU O0YUCHUS XPaHUTCS HA TIPEATIPHSITHH:
a) B TCYCHHUE BCETO BPEMEHU PaOOTHI COTPY/IHUKA HA NPEANPUSITUN
0) B Teuenue 10 yieT

B) B TEUCHHUE OJJHOTO T0JIa MOCIIE YBOJIBHEHHUS, HO He Ooiee 3 jieT
9. Ipu MpoM3BOJCTBE CTEPHUIIHHBIX JIGKAPCTBEHHBIX CPECTB HOBBI CTEPHIILHBIN KOMIUIEKT OJIEK bl BbIIa-
ercs:

a) KaXJI0MY BHOBb BXOJSIIEMY B IoMeleHus kiacca B,C

0) KaXJI0MY BXOJISIIIIEMY B TIOMEIIEHHs KJIacCOB YUCTOThI B,C

B) KaXJIOMY BO3BPAILAIOIIIEMYCs B IIOMEIIEHHS KJIACCOB YMCTOThI D
10.Ha ygacTok npou3BO/ICTBA JICKAPCTBEHHBIX MPENAPATOB JAOMYCKAIOTCS:
a) HOCHTEIM MaTOTCeHHOM (DIOpHI
0) JuIa, CTPAJAOIINE ATUICPTUUCCKUME U KOKHBIMH 3a00JICBaHUSMHU
B) COTPYIHUKHU, UMCIOIIINE 3arap

11.GMP nio3Bosser:



a) CHHU3UTH CEOECTOMMOCTD MPOAYKIIUU
0) VMEHBIIUTh PUCK CAHKIIMH 33 BBIIYCK HEKAYECTBEHHOW IPOIYKIIHH
B) CHHU3UTB 3aTPaThl 10 OT3BIBY U TIepepaboTKe Ae(hEeKTHOM MPOLyKIIUH

12. TIpou3BOACTBEHHBIE 3/1aHHS JOJDKHBI OBITh CIIPOSKTHPOBAHBI U MOCTPOEHBI TAKMM OOpPa3oM, YTOOBI
CBECTH K MUHUMYMY:
a) 3ambUICHHE, 3arpsA3HEeHNE, IPOHUKHOBEHNE HACCKOMBIX M )KUBOTHbIX, IIYMOBBIC ) (eKThI

0) 3arps3HEHME M 3aIbUICHUE
B) I[POHUKHOBEHHE HACEKOMBIX M KHBOTHBIX
13. IlnanupoBKa NPOU3BOACTBEHHBIX 3[aHM HE HOJDKHA 00ECIIeYnBaTh:
a) WMCKJIIOYCHHE B3aMMOIICPECEUEHHs IIYTEH CIIeI0BAHUS TEXHOJIOTMYECKHX TIOTOKOB M IIEPCO-
Haua
0) TIpyNNUPOBKY IOMEIIEHUH C OJJMHAKOBOM CTENEHBIO YHCTOTHI
B) 00yyenue nepconasa GMP

14. ®yHKUMOHUPYIOLEE COCTOSIHUE IPOU3BOJICTBEHHBIX TIOMEILIEHUI 03HAYAET, UTO:
a) BCE CHCTEMBbl «UHCTOTO» MOMEIICHUS HAXOJATCS B PadOYEM COCTOSHHU B PEKMMaX, COOT-
BETCTBYIOLUX YCIOBHIM pErilaMeHTa
0) nepenan B paboyeii 30HE OTCYTCTBYET
B) TEPCOHAJ, BBINOJHSIOMINIA CBOW MPOU3BOICTBCHHBbIC (DYHKIIMK, B paboyell 30HE MPUCYT-

CTBYET
15. [Ipoaykuus, 3a0pakoBaHHas B IPOLIECCE MOCTATUNHOTO KOHTPOJIS, TOJKHA OBITH!

a) MPOMapKUpPOBaHa
0) mepeiaHa HA KapaHTWH, HE JIOMYCKAIOIINH e UCIIOJIb30BaHMs B MPOIIECCEe TPOU3BOJICTBA

B) HCIIOJIb30BaHa B BUJIE CTPOTO JI0O3UPOBAHHBIX JOOABOK MPU MPOU3BOJICTBE
JIEKapCTBEHHBIX MPENapaToB

KonnokBuym B Bujie cobece1oBaHuUs
Bbuner Nel
1. JlaiiTe ompeneneHre TEPMUHY «TE€XHOJIOTHUECKas Ok Aa». Busl, TpeboBaHUS.
2. JlaiiTe onpeeneHNe TEPMUHY «TEXHOJIOTHYECKas ONEePAIIHs» MPOU3BOICTBA.
3. [aiite onpe/ielieHe TEPMUHY «alTMPOTEHHOCTHY. Kakue MeToIbl MCTIOIB3YIOT JUIS TIPUIAHUS
npernaparam anmuporeHHOCTH.

[Tpumeps! TeM pedepaToB
1. Mpasuna opranu3anuu NpoM3BOACTBA U KOHTPOJIA Ka4€CTBa JeKapcTBeHHbIX cpeacts (GMP).
2. OcHoBHBIE TPeOOBaHMS, NPEALABIIEMbIE K IEPCOHATY, PAOOTAIONIEMY HA OMOTEXHOJIOTHYECKOM IIPO-
HU3BOJICTBE.
. [Tonydenune BOJbI OYMIIEHHOW U BOJIBI JIS1 UHBEKIUM.
. [IpoGnemMbI OYUCTKH BO3AyXa MPOU3BOICTBEHHBIX TTOMEIICHHM.
. OcHOBBI pabOTHI ¢ MUKPOOPTaHU3MaMHU.
. CanurapHbie TpeOOBaHUs K OMOTEXHOIOTUUECKOMY MPOU3BOJICTBY

. Banm]aupm poneccoB MPOU3BOACTBA.

coONO O &~ W

. HOpMaTI/IBHBIG AOKYMCHTEIL OHMOTEXHOJIOTUUECKUX MMPOU3BOACTB.

4.1.3. [lIkana onilecHUBaHUS
Tect - mudpepennrpoBaHHas OICHKA!
90 -100 % 6anmoB — OlLlEHKA «OTINYHO,



75 - 89 % 6aynoB — o1eHKa «XOPOIIIO»,

50- 74 % GannoB — OlleHKa «yIOBJIETBOPUTEIIBHOY,

0 — 49 % 6annoB — OlICHKA «HEYIOBICTBOPUTEIHHOY.

Pedepar - nenuddepenupoBannas orneHka:

- OLICHKA «3aUTEHO» BBICTABIIIETCS B Clydae MpeI0CTaBICHUs pedepaTa B YyCTAHOBICHHBIA CPOK B COOT-
BETCTBHH C M3JIOKEHHBIMH TPEOOBAHUSIMH C HECYIIECTBEHHBIMU OTKJIOHCHUSIMH OT HUX;

- OLICHKA «HE 3aYTEHO» BBICTABJIIETCS B Cllydae HapylleHHs CPOKOB IperocTaBlieHUspedepara/scce, a
TaK)K€ CYLIECTBEHHbBIX HApPYIIEHUH N3JI0’KEHHBIX TPEOOBAHU.

KomnokBuyMm - muddepeHpoBanHas OleHKa:

«HeynoBIeTBOPUTENBHO» — OOYYArOIIUICS JEMOHCTPUPYET YAaCTHYHBIC 3HAHHMS W YMEHUs, JOIyCKas
rpyobIe OMIHOKH.

«Y 1OBJICTBOPUTEIIBHO» — O0YUAIOIIHICSA TEMOHCTPUPYET YaCTHYHBIC 3HAHUS Oe3 rpyoObix omubok / Jle-
MOHCTPUPYET YaCTUYHbIC YMEHUS 0e3 TPyObIX OIIUOOK.

«XopoI1o» — 00yJaroIuiics 3HaeT J0CTaTOYHO B 0a30BOM oObeme / YMeeT MpUMEHATh 3HaHHs B 0a30-
BOM (CTaHAapTHOM) OOBEME.

«OTIMYHO» — 00 yUYaIOIIUICS IEMOHCTPUPYET BHICOKUN YPOBEHb 3HAHUN M YMEHUH.

4.2. ®opMbl 1 MaTepHaIbl IPOMEXKYTOUHOM aTTECTAIIHH.
4.2.1. IlpomexxyToUuHast aTTeCcTaIUs IPOBOUTCS B (hopMe: dK3aMeHa.

4.2.2. OueHoYHbI€ CPEACTBA ISl IPOMEKYTOYHOU aTTECTALlUU.
Dk3aMeHaoOHHbIHA OuiteT 1

1. B xakoMm JJOKyMEeHT€ JOJKHBI OBITh 3alMCaHbl TPEOOBAHMS K IEPCOHATY YHCTBIX MOMEICHUN?
2. UYro pernmameHtupyer xojojoas uenb? K kakomy ypoBHIO XI| MOXHO OTHECTH TOpPOJCKHE U
paifoHHBIE (CEJIbCKME) allTeuHble OpraHU3alMHi, MEIUIMHCKHE OpraHu3alliy, WHAWBUIYaJIbHbIE
NpeINpUHUMATENN, UMEIOLIHE JIULIEH3UI0 Ha (papMalleBTHUECKYIO UIH MEAULIUHCKYIO JesITeIbHOCTh?
3. Kakoit moTok Bo3/yXa MOBBIIIAET ONACHOCTb 3arpsA3HEHUH B TOMEIEHUN?
4. Hwu3zkoe KOIMYECTBO YAaCTHI] B BO3yXe OyAeT npu:

1) OBICTPBIX U MOPHIBUCTHIX IBMKCHHUSX MEPCOHATA

2) XAOTHYHOM IEPE/IBUKCHUH MIEPCOHANA TT0 TOMELICHHSIM

3) wuCHoNB30BaHHUU JIFOOOT0 MaTepuana st yoopku

4) TpaBUIbHOM IKCILTYaTAUH TEXHOIOTHYECKOMN OJICHK/IbI
5. Ilpu ykazanum kiacca jo0oro yucroro nomerienus Ha npeanpustud no 'OCT UCO 14644-1 ue
YUUTBIBACTCA MTapaMeTp

1) Mmacca MUKpOOPraHM3MOB

2) pa3Mepbl YacTHII

3) COCTOSIHME TTOMEIICHHUS

4) knaccupuKalOHHOE YHUCIIO0
6. Ha3oBHUTE OCHOBHOM MCTOYHMK 3arpsi3HEHUS] B UUCTOM ITOMEIIEHHH .
7. JlaiiTe onpeeneHne YUCTON 30HE Ha TPOU3BOJICTBE.
8. YcnoBus npon3BOICTBAa KOHKPETHOTO JISKAPCTBEHHOTO CPEJICTBA U3JI0KEHBI B
9. 'ocynapcTBeHHBIE CTaHIAPTHI, ONPEICIAIONINE KAUeCTBO JEKAapCTBEHHBIX CPEACTB ONUCAHBI B
10. TexHomOTMYECKHH JTOKYMEHT, pPETJIAMEHTHPYIOUIMA JIEHCTBYIONEE CEpPHIHHOE ITPOHM3BOCTBO
JIEKapCTBEHHOI'O CPEJCTBA — ITO
11. ®unkTpHI TOHKOW OYMUCTKHU BO3AYyXa, YCTAHABIMBAEMbIE HETIOCPEACTBEHHO TMEepe] Mmoaaueii BO3ayxa B
MTOMEIIEHUS, BO3/IyXOpacIpeleInTeNbHbIe yCTPOUCTBA, BCTPOCHHBIE B TIOTOJIOYHYIO CHCTEMY OTHOCAT K
.... OYHUCTKE.
12. HazoBure cpoku xpanenust BO u B/IU.
13. [Inst npou3BOACTBA HAPYXKHBIX, IepopalbHbIX JID, Ha TMHUU MOMKH, aBTOKJIABbl UCIIOJB3YETCS BOAA

14. OcnoBHoe otnuuue BJ/IW u BO 3akitouaercs B TpeOOBaHUM .. ..
15. nst pa3paboTKU MPOrpaMMbl TEKYIIETO KOHTPOJISA MyTeM OmpeeieHus (akTopoB, KOTOPHIE MOTYT
IMOBJIMATH HA MOAACPIKAHUC BaHaHHOﬁ YUCTOTHI BO31yXa MO KOHOCHTPALIUH YaCTUI[ B YUCTOM IMMOMCIHICHUHA



WIA YUCTOH 30HE M OINpeleNeHus TpeOOBaHUI K TEKyIleMy KOHTPOJIO JUIl OTpa)XKeHHUs
9KCILTYaTallMOHHBIX XapaKTEPUCTHK CIEAYET BBITOIHSTh

1) ouenky pucka

2) BaJIUJIALIAIO PUCKOB

3) pa3paboTKy IporpaMMbl pUCKOB
16. Jlomyckaercss M COBMECTHOE XpPaHEHHE BAKIMH B XOJOIWIBHHKE C IPYTMMH JIEKAPCTBEHHBIMU
cpeacTBamMu?
17. Ha kakoMm ypOBHE XI| €XKEJHEBHO [Ba pa3a B JCHb OTMEYAIOTCS II0Ka3aHWs TEPMOMETPOB B
XOJIOMWIIbHBIX (MOpO3WIBHBIX) Kamepax (KOMHaTax), XOJOIWIbHMKAaX (MOPO3WJIBHUKAX), B KOTOPBIX
xpanstcs UIITT?
18. OmeparuBHas wuH(poOpMaNMs O TEMIEpaType M BO3HUKAIOUIMX HApYIIEHUSIX W HH(POpMAIUS O
JMHAMUKE TEMIIEPATypbl XPAHUTCS HA KaX0M YPOBHE B TEUEHHUE ...... JeT.
19. JlomyckaeTcss UM HET 3aMOpaXMBaHHUE aJICOPOMPOBAHHBIX IPENAPATOB, COAEPIKALIUX aIbIOBAHTHI
(KOKITIOITHO-TU (P TEPUITHO-CTOJIOHSIYHOW  BaKIMHBI, JU(TEPURHO-CTOIOHIYHOTO AHATOKCHHA, BAKIIMH
npotuB renatuta B u A, cyObeAMHUYHBIX TPUIIO3HBIX BaKIIMH, MHAKTUBUPOBAHHOW BaKLMHbBI IPOTHB
MIOJIMOMUEIINTA), a TAKXKE pacTBOpUTENEH s BAKLIMH MPU UX TPAHCIIOPTUPOBAHUU U XpPaHEHUN?
20. TpauncnoptupoBanue u xpaHeHue OonpimHcTBa WJIII, B TOM umcne copepkamux B YIIaKOBKE
pacTBOpPUTEIIb, OCYLIECTBISETCS IPU TEMIIEPATypE B MPeenax ....

4.2.3 IlIxana oneHUBaHus.
90 -100 % 6aI0B — OIIEHKA «OTIMYHO,
75 - 89 % GainmoB — OIeHKA «XOPOIIIO»,

50- 74 % GannoB — OlIeHKA «YJOBIETBOPUTEIHHOY,
0 — 49 % GamoB — OIIEHKA «HEYJOBICTBOPUTEITHHO.

4.3. CooTBeTCTBHE OLCHOYHBIX CPEACTB HpOMe)KYTOqHOﬁ aTTeCTalluy 110 AUCLHHUIIIINHE (I)OpMI/IpyeMHM

KOMIICTCHIIUAM
Kon Kox unaukaropa OueHoYHbIE CPEACTBA MPOMEKYTOYHOM aTTECTAllUH
KOMIICTCH JOCTUKCHUSA TCCTI/IPOBaHI/Ie C OTKpI)ITBIMI/I BOHpOCﬂMI/I
119701 KOMIIETCHIIM U
WJIOTIK-6.1 +
OTIK-6 WJIOI1K-6.2 +
[K-2 | WAMK-2.1 +

4.4. Kputepuu orieHKH c(hOPMUPOBAHHOCTH KOMIIETCHIIMI B paMKax MPOMEXYTOYHOM aTTeCTallUuN
M0 JUCHUTUIMHE

Kon CrpykTypH
Kpurepun ouenku cpopMHPOBAHHOCTH KOMIIETEHIIUH
Kon UHAUKATOPA bl€
KOMIIeTe | JOCTHKEHHSI | JJIeMEHTbI
HIUM KOMIIETEHI | OLEHOYHBIX He cpopmupoBana Cdopmuposana
u cpeacTs
TectupoBanu | - He chopMUpOBaHbI c(OpMHUPOBAHBI 3HAHUS:
ec 3HaHUS: HOPMATUBHBIE U HOpPMaTHUBHBIE U MTPABOBbHIE
OIK-6 | UJIOTIK-6.1 p p P
OTKPBITBIMU | IIPABOBBIE IOKYMEHTHI, JOKYMEHTHI,
BOIIPOCAMH | PETJIAMEHTHUPYIOLME Opra- | PerIaMEHTUPYIOLIUE Opra-
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HU3alUi0 IpOU3BOJACTBA U
KOHTPOJIA Ka4€CTBa Ha

HU3AIMI0 TPOU3BOJICTBA U
KOHTPOJISI KaueCcTBa Ha

IIPOU3BO/JICTBE; IPOM3BO/ICTBE;
— He c(OPMHUPOBAHBI — chopMupOBaHBl yMEHMUS:
YMEHHUS: TI0JIb30BaThCS MOJIH30BATHCS
JEHCTBYIOIUMU JNENCTBYIOLIUMU
HOPMAaTUBHO-TIPABOBBIMHU HOPMAaTHUBHO-TIPABOBBIMU
aKTaMH, aKTaMH,
peryiaMeHTUPYIOIIUMHU periiaMeHTHP YO IUMU
NAOIIK-6.2

OpraHU3aIHIo OpraHu3alHIo IPOU3BOICTBA
HPOM3BOJCTBA U KOHTPOJISL | U KOHTPOJISI KauecTBa Ha
KayecTBa Ha IPOM3BO/ICTBE;
IPOU3BOJICTBE; - ¢()OpMHUPOBaHbI HABBIKU:
- He c(hopMUpPOBaHBI COCTaBJICHUS Pa3/eNioB
HaBBIKH: COCTaBJICHUS HOPMAaTUBHOM JOKYMEHTAIH
pa3zesioB HOPMATHUBHOM Ha MPOU3BO/ICTBE.
JOKYMEHTAIIUHN Ha
TPOM3BO/ICTBE.
— He c(OPMHUPOBAHBI
3HAHMSI: OCHOBHbBIE

— chopMupoBaHbI 3HAHUS:
HOPMAaTUBHBIE U NIPABOBbIE

OCHOBHbIE HOPMAaTUBHBIE U
JIOKYMEHTHI,

IPaBOBBIE IOKYMEHTHI,
periaMeHTHpYIoLINe opra-

periiaMeHTHpYIOIINEe opra-
HU3AIHIO TPOU3BOJICTBA U

HU3AIHIO TPOU3BOJICTBA U
KOHTPOJISI KauecTBa Ha

KOHTPOJISI KauecTBa Ha
MIPOM3BOJICTBE;

MIPOU3BOJICTBE;
— He chopMHUpOBaHbI

— c(popMUPOBAHBI YMEHHUS:

TectupoBanu | yMEHHS: MOJTB30BATHCS
. M0JIb30BAThCS
ec JeMCTBYIOIUMHU .
JeUCTBYIOIUMHU
[1K-2 NATK-2.1 OTKPBITBIMUA | HOPMaTUBHO-IIPaBOBBIMHU yio
HOPMAaTUBHO-TIPAaBOBBIMHU
BONPOCAMH | aKTaMH,

periIaMeHTHP yIOIUMU
OpraHU3aIHIo
MPOU3BOJCTBA U KOHTPOJIS
Ka4yecTBa Ha
IIPOU3BO/ICTBE;

- He COPMUPOBAHBI
HaBBIKU: 3aII0JIHEHUS
HOPMAaTUBHOM
JIOKyMEHTAIuU Ha
IPOU3BO/ICTBE.

aKTamu,
perIamMeHTHpP YIOIUMHU
OpTaHU3aIHIO TPOU3BOJICTBA
Y KOHTPOJIS KauecTBa Ha
MIPOU3BO/ICTBE;

- chopMHpOBaHBI HABBIKU:
3aMoTHEHUSI HOPMATUBHOMN
JOKYMEHTAIU! Ha
MIPOU3BOICTBE.

Kommnerenmust cuurtaercs cHOpMUPOBAHHOW Ha YpOBHE TpeOOBaHWW K JAUCIHUIUIMHE B
COOTBETCTBHHM C 00pa3oBaTelIbHONM MPOrpaMMOil, €ciau MO WUTOraM NpPHUMEHEHHUs OLICHOYHBIX CPEICTB

IIPOMEKYTOUHOM AaTTeCTallMd MM WX OTHEIbHBIX DJIEMEHTOB pPE3YJbTAThI,
00y4aroImuMcsi, OTBEYAIOT KPUTEPUIO CHOPMHUPOBAHHOCTH KOMITETCHLIMH.

J€MOHCTPHUpPYEMbIE

Ecnu mo uroraMm npoBeeHHON MPOMEXYTOYHON aTTecTaldu XOTs Obl OJlHA U3 KOMIIETCHLUH He

chopMUpOBaHa HA YPOBHE TPeOOBAHMI K IUCIUIUIMHE B COOTBETCTBUHU ¢ 00Pa30BaTEIBHOM MPOTpaMMOn
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(pe3ynbpTaThl 00ydYaroLIerocs HE COOTBETCTBYIOT KPHUTEPHIO C(POPMHUPOBAHHOCTH KOMIIETCHIIUH),
00y4JaroImemMycsi BEICTABIISIETCS «HE 3aYTEHOM.

5. MeTtoanyeckue MaTepua bl 0 OCBOECHHUIO JUCITUIIIHHbBI

Meroauueckue MaTepHaabl [Uis oOydaromuxcs Ha gucuuiuimHe «HopmartueHas 6a3za MpOM3BOICTBA
(apMareBTHYECKUX MpENapaToB M OpraHu3anus npou3BoactBa 1o GMP» (MOMHBIH KOMILIEKT
METOJMYECKHX MaTepHaloB HAXOIWTCS Ha Kadeape MPOMBIIUICHHONW TEXHOJOTHH JIEKAPCTB C KYpCOM
OMOTEXHOJIOTHH).

6. YueOHas iuTepaTypa AJast 00y4a0UUXCcs M0 JHCHHILTHHE

6.1. OcHoBHas nuTEpaTYpa

1.  ®enepanbHblii 3akoH "O06 obOpamieHnn JekapcTBeHHBIX cpencts’ Ne 61-D3. Been. 12.04.2010.

2. IlpaBuna opraHu3alyy MPOU3BOACTBA M KOHTPOJII KauecTBa JICKAPCTBEHHBIX CPEJICTB YTB.
MPUKa30M MHUHHCTEPCTBA MPOMBIILICHHOCTH U TOProBiau P® ot 14 utonst 2013 r. N 916.

3. Ilpoaykuuss METHIMHCKON MPOMBINUICHHOCTH. TEXHOJIOTHYECKUE PeriaMeHThl mpousBozacTa. Co-
JepXKaHue, TOpSIOK pa3paborku, coriacoBanus wu yrBepxkaeHus: OCT 64-02-003-2002. VYrs.
Pacnopspxkennem MuHHCTEPCTBA MPOMBIIUIEHHOCTH, HAyKu U TexHosoruit P® ot 15.04.2003 r. Ne P-10.
4, I'oCT P 52550-2006 IIpou3BOACTBO  JEKAPCTBEHHbIX  cpeACTB. OpraHu3alMOHHO-
TeXHOJoruueckass nokymeHtauus" (yTB. W BBelneH B neictBue Ilpuxazom PocrexperynampoBaHusi oT
02.06.2006 N 105-cr.

5. T'ocynapctBennas ¢apmakomnes Poccuiickoit @enepannn XIVuznanue / (B 4-x Tomax) /DenepanbHas
3JIEKTPOHHAs MEIUIUHCKas OnonIMoTeKa, M., 2018. Pexum JOCTyTA:
http://www.femb.ru/femb/pharmacopea.php

6. TOCT P UCO 14644-1-2017 Knaccuduxanus 4McTOTHI BO3/JyXa O KOHIIEHTPALUU YACTHIL.

7. TOCT P UCO 14644-2-2020 Tekyuii KOHTPOIb ISl MOATBEPKACHUS MOCTOSHHOTO COOTBETCTBUS

YUCTOTHI BO3/lyXa M0 KOHLICHTPALlMU YaCTHLI.
8.  PexkomeHmamuu 1Mo MPHUTOTOBICHHUIO, XPAHEHUIO W PACIIPEICIIEHUIO BOJBI OYUINEHHOW U BOJBI IS
MHBEKINI Ha IPOU3BOACTBE MEIUIIMHCKUX UMMYHOOMOIOTHYECKUX npenaparoB. Kosuierus eBpasuiickoit
SKOHOMMYECKON Komuccuu, pekomenaauusa ot 13 nekabps 2017 r. Ne 31 O TpeGoBaHMSX K BOJAE IS
(hapmMaleBTUUECKOT0 MPUMEHEHUS, UCTIOIb3YyEMO /1711 IPOM3BOACTBA JIEKAPCTBEHHBIX CPE/ICTB.

9. CanlluH 3.3686-21 «CaHuTapHO-3NIUJEMUOIOTHYECKHE TpeOOBaHUSA MO  NPOUIAKTUKE
nHpeKIMOHHBIX Oone3neit», XLVIIL. YcnoBust TpaHCIOPTHPOBAHUS U XpaHEHHS] UMMYHOOHOJIOTHYECKUX
IIpenapaToB.

6.2. JlononHuTenbHast IUTEpPaTypa.

1. AOGGpeBHuaTypbl, TEpMUHBI U ONpesieieHus B cepe oOpalieHus JiekapcTBeHHBIX cpencTB / Hudantee
O.E., Memkosckwuii A.I1., Hudanrees E.O. (cnoBapb-cnpaBouynuk), Mocksa, 2001 r., 252 ctp.
2.JlokyMeHTalMoHHOe o0ecrieueHne BaTUAAMKH TeXHoornueckux mpomecco / M.E.3aBbsuioBa, Al-
MY, E.®.[llapaxosa, npodeccop, A.¢.H., 3aB. Kadeapol ynpaBieHUs U IKOHOMHUKH (apmarun ATMY
xypHai "Pemenuym” Ne 2. — 2010.

3.OCHOBHBIC PUHIUIIBI MPOBE/ICHHS BaluIaluy Ha (apmarneBTHueckoMm npousBojactse / K., Ana-
neimieBa, B.B. beperoserx, A.Il. Memkosckuid, JI.M. Jleun, M., 2005r., 186 ctp.

4. YnpaBieHne KayecTBOM B (apmaneBTHYecKoil npombinuieHHocTH / beperoBeix B.B., MBamenko
H.B., Pynakosa W.I1., [Iaturopckas H.B., MemkoBkuit A.IL., JIsnynos H.A., M.,2004 r., 400 ctp.
5.YucThle MOMENMIEHUS U TEXHOJIOTHYECKUE CpeIbl — uTo, T1e, koraa? / [Tonos A.FO. Bamumanus Ne
3,2003, c. 34-37.
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7. MarepuajbHo-TeXHHYECKas 0a3a, HHPOPMAIMOHHBbIE TEXHOJIOTHH,
NnporpaMMHoe odecriedyenre 1 HHGOPMANMOHHBIE CIIPABOYHbIE CUCTEMBI

CrnienuanbHble TMOMELICHHSI MPEICTaBISAIOT cO00i ydueOHbIE ayAUTOPUH JUIsl MPOBEACHUS 3aHATHIM
JEKIMOHHOTO THIIA, 3aHATUH CEMUHAPCKOI0 TUIIA, KYpCOBOI'O IPOEKTUPOBAHUS (BBIIOJIHEHNS KYPCOBBIX
paloT), rpyNnnoBbIX U MHAMBHIYaIbHBIX KOHCYJIbTAllUH, TEKYLIEr0 KOHTPOJIA M MPOMEXKYTOUHOW aTTe-
CTallUM, a TaK)Ke MOMEIEHUs [l CaMOCTOSITEIbHOW paboThl M NMOMELIEHUs AJIsl XpaHEHUs! U NpoQuiak-
TUYECKOro 00CiIyuBaHUA yueOHOro obopynoBaHus. CrenuaibHble OMEIIEHUS! YKOMIUIEKTOBaHbI CIie-
UATU3UPOBAHHON MeOeNbl0 U TEXHUYECKMMHU CPEJICTBAMU OOYYEHUS, CIyXKAIUMH AJIs [PEICTaBICHUS
yueOHoI nHpOpMaIUU OOJIBIION ayIUTOPUH.

Jlnst mpoBeeHMsT 3aHATHI JIEKIIMOHHOTO TUIIA MpeIararoTcs Habophl JeMOHCTPAIIMOHHOTO 000py-
JOBaHMs M y4eOHO-HATSIHBIX MOCOOWH, obecneunBaroye TeMaTHIeCKue MILTFOCTPAIUU, COOTBETCTBY-
IOLI1E IPUMEPHBIM NIPOrpaMMaM JUCHMILINHBL, pa00UYUM yuyeOHBIM IPOrpaMMaM AUCLMILIUHBI.

[Tepeuenp MaTepuabHO-TEXHUYECKOTO 00eCIeueHus, HE0OX0AUMOro JJIsl pealu3aluy NporpaMmbl
OakanaBpuaTa, BKIIOYAET B ce0s1 1abopaTopuu, OCHAIIEHHBIE TAO0OPAaTOPHBIM 000PYIOBAaHHEM.

[TomemieHust st caMOCTOATEIBHON padOThl 00Y4arOIMXCSl OCHAIIEHBI KOMITBIOTEPHOM TEXHUKOH C
BO3MOXKHOCTBIO TIOJKITIOYCHUS K ceTH "MHTepHeT" M o0ecrneueHnueM JI0CTymna B 3JIEKTPOHHYIO HH(OpMa-
IIUOHHO-00pa30BaTENbHYIO CPENY OpraHU3aluu.

OOyuarorumcst obecriedeH Aoctyn (yaaleHHbIH JOCTYI) K COBPEMEHHBIM MPo(ecCHOHATIbHBIM 0a-
3aM JIaHHBIX U MH()OPMAITMOHHBIM CIIPABOYHBIM CHCTEMAaM, COCTaB KOTOPBIX €KETOTHO OOHOBIISETCS.

OOpa3oBarelibHbIC TEXHOJIOTMA — KOMMYHHKATHBHBIC TEXHOJOTHMHU (IUCKycCHUs, coOeceloBaHKe),
HEMMUTALMOHHbIE TEXHOJIOTUH (JIEKLIUU, TECTUPOBAHUE).
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AHHOTAIIUSI PABOYEM ITPOT'PAMMBI JIACIUILIMHBI

b1.5.24 HopMmartusHas 0a3a mpon3BoicTBa hapMalleBTHYSCKUX IPENapaToB U
opragusanys opoussojacrsa no GMP
Kon u HaumeHnoBaHnue HanpaJieHusi noaAroroBku, npoguis: 19.03.01 buorexnonorus, GpapmameBTu-

YyecKas OMOTEXHOIOTHS.

KBanudpukanus (creneHs) BoinyckHuKa: bakanasp

®opma o0yvenusi: Oqnas

d®opMupyemMasi KOMIETEHUUA:

OIIK-6 Crmocoben pa3pabarbiBaTh COCTABHBIE YaCTH TEXHHYECKOW JIOKYMEHTAIWM, CBS3aHHOW C
npodecCHOHANBEHON AEATENBFHOCTHIO, C YUETOM JIEHCTBYIOIIUX CTaHAAPTOB, HOPM U MPaBHIIL.

NJIOIIK-6.1 TTpoBoauT aHAN3 HAYYHO-TEXHUIECKOW HH(OPMAIINY, METOJANICCKUX ¥ HOPMATHBHBIX MaTEPHAIIOB,
CTaHIAPTOB, HOPM U NPaBWI IS Pa3pabOTKH TEXHUYECKOW IOKYMEHTaluu B 00acTH mnpodeccHoHaIbHOI
JeSITeIbHOCTH.

NIOIIK-6.2 Pa3zpabarbiBaeT OCHOBHBIE YacTH TEXHHUYECKON ITOKYMEHTAIH, CBS3aHHOW € TPO¢eCCHOHAIBHOM
JeSITENbHOCTBIO.

[IK-2 ToToB  wWCMONB30BaTh HOPMATHBHBIE MTOKYMECHTHI IO KAueCTBY, CTaHAAPTU3AMMH M CePTU(GHUKAIMH
MIPOAYKTOB M U3JEINHil, 3IEMEHTHl 3KOHOMHUYECKOTO aHaJIn3a B MPAKTUUYECKON AEATEIbHOCTH.

NAIIK-2.1 YyacTByeT B mporecce JOKYMEHTHPOBAHUS (hapMarieBTHIECKON CHCTEMbI KauecTBa.

O0bem n MecTo AucnuIMHBI B cTpykType OIIOIL:

Hucrumaa «HopmaruBHas 0a3a mpou3BOACTBA (papMalleBTUUECKUX MPENapaToOB U OpraHU3alus
npousBojcTBa 1o GMP» otHocutrcs k 0a3oBoit yactu OIIOII, B cooTBeTcTBUM C Y4€OHBIM IUIAHOM
ocBamBaeTcsa B 5-oMm cemectpe (3 Kypc), obmast pynoeMKocTs — 144 yaca / 4 3a4étHble eTUHUIIBI (3.€.).

KonndecTBo akajieMHUYeCKUX 4YacoB, BBIJICIICHHBIX Ha KOHTAaKTHYIO pa0OTy ¢ TMpernojiaBaTelieM —
80 "acoB, B TOM 4YHcIe JIGKIIMU — 28 4acoB, MpaKTUYECKUe 3aHATHS — 52 yaca, sk3aMeH — 36 4acoB, Ha
CaMOCTOSTENbHYIO paboTy 00yJaromuxcs — 28 4acos.

dopma MPOMEKYTOUHON aTTECTAI[MU B COOTBETCTBUU C YUECOHBIM IJIAHOM — K3aMEH.

Ilnan pucumnimHab: Pasnen 1.Beenenue B kype. Tema 1.1. Beenenne. OCHOBHBIEC TOHSTHS U TEPMHHBI.
Kuznennwvit 1wk JIC. TocynapcrBenHas ¢apmakomnes. Tema 1.2. TocymapcTBeHHOE HOPMHpPOBAaHUE
MPOM3BOACTBA JIEKapCcTBeHHBIX npenaparoB. IlpaBuna GMP. IlpaBwia Hamiexamed TpOU3BOICTBEHHON
MIPAKTUKW», YTBEPAKAEHBI puka3oM Munnpomropra Poccun ot 14 nrond 2013 1. Ne 916, B pegaknun nprkasza Ne
4148 ot 18.12.2015 r. Tema 1.3. OCT 64-02-003-2002 TIIpomyKiuss MEIMIIMHCKOH IMPOMBIIUICHHOCTH.
TexHonornyeckue persamMeHTsl npomsBoacTBa. CoaepikaHue, TNOPSIOOK pa3paboTKH, COIJIAaCOBaHHMA U
yrBepxkaenus. [OCT P 52550-2006 IIpou3BoACTBO JeKapCTBEHHBIX CpencTB. OpraHu3alliOHHO-TEXHOIOTHYEeCKas
noxkymenTtauus” (yTB. 1 BBesieH B feiictBue [Ipukasom Pocrexperynuposanus ot 02.06.2006 N 105-cr.

Pazgen 2. Opraausaums mnpousBojacTBa roToBbIXx JI® M HMMMYHOOMOJIOTHUECKMX MpenapaToB.
O®C.1.1.0001.18  IlpaBuna mons3oBanusi (apmakonernsiMu cratbaMu. ODC.1.1.0026.19 JlekapcTBeHHBIE
npenapatsl. ODPC.1.4.1.0001.15 JlexapctBennsie popmbl. Tema 2.1. Tlopsaok mpoBeneHUss KOHTPOJIS MapaMeTPOB
BO3AYIIHOM cpelbl B "4UCTBHIX' MOMEIICHHSX M METOAbl UX M3MEPEHHH NpH NPOW3BOJACTBE JIEKAPCTBEHHBIX
cpenct. Cepust TOCToB 14644. [lpumenenue otHocutenbHo (apmmpoussoacrea. [OCT P UCO 14644-1-2017
Knaccudukarus unctorsl Bo3ayxa mo kouieHrpaiuu dactun [OCT P MCO 14644-2-2020 Tekyuiuii KOHTPOJIb
JUISL TIOATBEPXICHUS TMOCTOSIHHOTO COOTBETCTBUSI YHCTOTHI BO3JyXa IO KOHIEHTpanuu vactul. Tema 2.2.
PexomMenpmanum 1mo MpHUTOTOBIEHUIO, XPAHEHUIO M PACIIPEIEICHUIO BOJABI OYMIIICHHON M BOJBI JJIS MHBEKIHH Ha
NPOM3BOACTBE MEIUIMHCKMX HMMYHOOHMOJIOTHUECKHX NpenapaTtoB. Komeruss eBpasuiickoil 3KOHOMHUYECKON
Komuccud, pekomennmamus ot 13 gekabps 2017 r. Ne 31 O TpeboBanmsx K Boje Uil (papMaleBTHUECKOTO
MIPUMEHEHUs, UCIOIB3yEMOM Uil MPOM3BOJCTBA JekapcTBeHHBIX cpenctB. ©C.2.2.0020.18 Boma ounmeHHas
@®C.2.2.0019.18 Bona mist unbekmii. Tema 2.3. Haanexxamias npakThka MPOU3BOJCTBA MMMYHOOHOIOTHYECKHUX
JiekapcTBeHHBIX mpenapatoB. Tema 2.4. CaulluH 3.3686-21 «CaHuTapHO-3MUACMHOIOIHYSCKUE TPEOOBAHUS 10
npoduaakTUKe  HMHPEKIUOHHBIX  Oome3Hei», XLVII.  VYcimoBus  TpaHCHOPTHPOBAaHHUS W XPaHCHHS
nvMmyHoOHnonorudeckux mpermapatoB. OPC.1.1.0010.18 " XpaHeHnne aekapcTBEHHBIX cpeAcTB", yTB. Ilpukazom
Munznapasa Poccun ot 21.04.2020 N 352.

Paznen 3. Peructpauus I'JI® u WJII. Tema 3.1. TpeboBaHus K perucTpaunuu JEKapCTBEHHBIX CPEICTB.
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®enepanbublii 3akoH OT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "O6 oOpalieHnu JeKapCTBEHHBIX CPeACTB'
I'maBa 6. I'ocymapcTBeHHas perucTpanus JEKapCTBEHHBIX MNpemnapaToB. Tema 3.2. BammpanumoHHBIE acTeKTHI
mporecca Tpou3BojacTBa M KoHTpons kadectBa JIC. Ilpmmoxenwme N 15 x IlpaBmmam Hammexamien
MPOU3BOACTBeHHON mpakTuku KBamudukamus w pamumanus ODC.1.1.0012.15 Banmupmanus aHAIMTUYSCKUX
METOJTUK.

@®opMbI TEKYIEro KOHTPOJISI M MPOMEKYTOYHOI aTTeCTAlMM. TECTHPOBaHKEe, KOJUIOKBHYM (cobece-

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