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1.1.

Hucruriuna

1. IlepeuyeHb MIAHMPYeMBbIX pPe3yJLTATOB 00yUeHH 110 AUCHMIIUHE,

COOTHECCHHBLIX C INIAHUPYEMBIMH peE3yJdbTaTaMU 0CBOCHUS

NpPOrpamMMbl

«HopmatuBHass 0a3a mTpOM3BOJACTBA (apMaleBTUYECKHX MPENapaToB H

OpraHu3anus IIpou3BOJACTBaA I10 GMP» obecnieunBaer OBJIAICHUC CICAYIOIIUMU KOMIICTCHIIUAMM:

K Kon HaumenoBanue Pe3ysabTarsl 00y4enus,
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 3HAHUSL:
COCTaBHBIE YaCTH Hay4HO-TEXHMYECKOH  |HopMaTHBHBIEC M IPABOBbIE
TEXHUYECKOM MH(opMauH, TOKYMEHTBI,
METOAMYECKUX U
AOKYMEHTallMH, A [pErNIaMEHTHPYIOLIUE Opra-
CBSI3AHHOM ¢ HOPMAaTUBHBIX
HU3ALMIO IPOU3BOJICTBA U
npoeccnoHaIbHON MATCpHAIIOB,
CTAaHAapTOB, HOpM 1 [SOHTPOJIS KAuecTBa Ha
JeSITeNbHOCTBIO, C YUETOM )
. NpaBUII JJIs [IPOU3BOJICTBE;
JeMCTBYIOLINX 6 B )
pa3paboTku c(hopMHPOBaHBI YMEHUSI:
E;i:;iip 1oB, HOpM TEXHUYECKOH 10JIb30BATHCS
AOKyMCHTAIlH B NeHCTBYIOIMME HOPMATHBHO-
obnactu
. PaBOBBIMH AKTaMH,
npodeccnoHambHON
ESTEIBHOCTH PerJIaMeHTUP YIOLIUMU
NAOIIK-6.2 PazpabatbiBaer OpTraHU3alHuIo POU3BOJACTBA
OCHOBHEIE YACTH 1 KOHTPOJISI Ka4ecTBa Ha
TEXHUYECKON [TPOU3BOJCTBE,
JOKYMEHTAIIHH, - c(hopMHUPOBaHBI HABBIKH:
CBSI3aHHOI ¢ COCTaBJICHUS PA3/ICIIOB
npo(hECCHOHANBHON  |[HOPMATUBHON JOKyMEHTALUH
ACATCIIbHOCTBIO Ha IIPOU3BOICTBE.

I1K-3 CrnocobeH NAIIK-3.1 PazpaGatsiBaer — c(opMUPOBAHBI 3HAHMUS:
paSpa6aTbIBaTb HpOMLIIHJIeHHBIP'I OCHOBHBIC HOPMATUBHBIC U
TEXHOJIOT'MYCCKYIO PEriIaMEHT U [1paBOBbIE TOKYMEHTHI,
JOKYMEHTAIHIO MTPH JOKYMEHTAIIHIO TI0 periIaMeHTHPYIOIIHE Opra-
MIPOMBIIIJICHHOM pabore ¢ HH3AIIHIO TIPOM3BOJICTBA 1
MIPOU3BOICTBE TZXHOJ‘IOFI/I‘I@CKI/IM KOHTPOJIS KAYECTBA HA
JIEKapCTBEHHBIX TB BaHHEM

CkapeTBe cpeac 00OPYA0 © MPOU3BOJICTBE;

I1IK-4 Crocoben k ympasneanio | MJII1K-4.2 OcymiecTBisieT — chOpMHPOBAHBI yMEHHS:
mponeccaMmu OpraHu3aiuro [MOJIB30BATHCS
MIPOM3BOCTBA paccieioBaHus JIeHCTBYIOLIMMHI HOPMATHBHO-
JIEKapCTBEHHBIX CPEICTB 00HapyXEHHBIX NPaBOBBIMH AKTAMH

2

OTKIIOHCHUM 1 . [pETIIaMEHTUPYIOLMHU
HECOOTBETCTBUI

OpraHM3alKIo PON3BOICTBA
MIPOM3BOJICTBA

1 KOHTPOJISI Ka4ecTBa Ha
JIEKapCTBEHHBIX

[IPOU3BOJICTBE;
CPEICTB

- c(hopMHUPOBaHbI HABBIKU:
YCTaHOBJIEHHBIM

TpeOOBaHMIM, aHAIIN3
pHCKa U yIpaBIICHHE
pHCKaMH JIJTs KauecTBa
BBIIIyCKaeMOM
MPOTYKIIUH.

3aIOTHeHUST HOPMATUBHOM
TOKyMEHTAINH Ha
MTPOU3BOJICTBE.




2. O0beM U MecTO AUCHUILTHHBI B cTPpYKTYpe OITOII

Hucuumnnaa «HopmartuBHas 6a3a mpou3BoACTBA (DapMaIleBTHUECKHUX MIPEMApaTOB U OpraHU3aIUs
npousBojacTBa Mo GMP» ortHocutcs k obs3arensHoil wactu OIIOIL, B COOTBETCTBUH C Y4eOHBIM
IJJaHOM OcCBaMBaeTcs B S5-oM cemecTpe (3 Kypc), obmas TpymoeMKocTh — 144 vaca / 4 3auérHble
SUHUIIHI (3.€.).

KonuuecTBo akageMuU4ecKuX 4acoB, BBIIEICHHBIX Ha KOHTAKTHYIO pa0oTy C MpernojaBaTesieM —
80 yacoB, B TOM 4HCIIE JEKIHH — 28 4acoB, MPAKTUUYECKUE 3aHATUS — 52 yaca, SK3aMeH — 36 4acoB, Ha
CaMOCTOSTENbHYIO paboTy 00yJaromuxcs — 28 4acos.

dopma NpOMEKYTOYHON aTTECTAllUU B COOTBETCTBUH C yYEOHBIM IJIAHOM — SK3aMEH.

3. Conep:xanue M CTPYKTYpPa JHCHHUIIIMHbBI
3.1. CrpykTypa JUCHUIUIMHBIL.

OObeM TUCHIUILIIMHBI, Yac. dopma
KonrakTtHas KOHT | TEKYILEro
pabora POJIb KOHTPOJIS
HanmenoBanue oOyJaronmxcs yCIeBaeMo-
Ne i/ pa3aenoB, TEM Bcero C CP CTU*, Mpo-
4acoB | IMpEmnojiaBaTelie MEXYTOYHOU
b ’ Hg’ I3 aTTecTauu
Cemecmp Ne 5
Paznen 1 | Benenue B qJUCUUILIMHY 28 6 - 16 6 T,K, P
Tema 1.1 | OcHOBHBIE OHSTHS U TEPMUHBI 8 2 4 2
IIpaBuna naanexariei
Temal2 © JUICHRAT] § | 2 4 2 T
pou3BoACcTBeHHOM nipakTuku (GMP)
HopMmartuBHas jokyMeHTaus Ha
MPOU3BOJICTBE, PETIaMEHTHI
MIPOU3BOICTBA, BUIBI.
Tema 1.3 | IIpombIlIUIEHHBIN peraamMeHT 12 2 8 2 K
MIPOU3BOJICTBA JICKAPCTBEHHBIX
CpelCTB
Pa3nen 2 Opranuzanus npousBoacta ['JID 56 18 24 14 T,K,P
TpeboBanust kK BO3AyXy
MIPOU3BOJACTBEHHBIX ITOMEIIICHUH.
Tema 2.1 | [POMSEOR et 11 | 4 4 3
Knaccudukanus nomemieHuit mo
YUCTOTE BO3ayXa. TeKyIui KOHTPOJIb
Buipl Bobl, TpeOOBaHMS K BOJE JIJIS
Tema22 | oo POARL AP Ao a 11 | 4 4 3
(dbapManeBTUYECKOTO MPON3BOACTBA
IIpousoactro JII1. Ucnibitanus
Tema23 | PooboA 4 6 4| 4
nekapcTBeHHbIX popm JIC
XpaHeHUE JICKAPCTBEHHBIX CPEACTB U
Tema2.4 | 7 P pel 20 | 4 12 4 T, K
XUMUYECKHUX BEIIECTB
Opranuzaiysi COBpeMEHHOTO
Paszen3 | © HITE COBp 24 | 4 12| 8 T,K, P
(bapManeBTUYECKOTO MPON3BOACTBA
Perucrparus aexkapcTBEHHBIX
Tema 3.1 pan P § | 2 4 2 T
npernapaToB




OO0OBeM OUCLUIIINHEL, Yac. dopma

KonrakrhHas KOHT |  TEKYILEro

paboTta POJIb | KOHTPOIIS

HaumenoBanue oOyJaroumxcs yCIeBaeMo-

Ne i/ pa3aenoB, TeEM Bcero C CP CTU*, MpO-
4acoB | IIPENoaaBareiie MEKYTOYHOU

J | J3! 113 aTTecTaluu

BanupannoHHble acIeKThI
Tema 3.2 | opranuzanuu Nporu3BOJCTBA 8 2 4 2
JIEKapCTBEHHBIX CPE/ICTB

OpFaHI/ISaHI/IH COBpPEMEHHOI'O

Tema 3.3 8 - 4 4 P
(dbapmaleBTUYECKOT0 MPOU3BOACTBA
[IpomexyrouHas aTTecTanus 36 36 OK3aMeH
Bcero: 144 | 28 52 64
Ilpumeuanue:

* — hopmvl mekyujeco konmpoaa ycneeaemocmu: mecmuposanue (T), konnoxeuym (K), pecpepam (P).

3.2. CopepxaHue TUCIUTUTHHBI

Paspnen 1.Beenenue B kypc. Tema 1.1. BBenenue. OcHoBHbIE MOHATHS U TepMUHbL. KuzHeHHbIH nuki JIC.
l'ocynapcrBennas ¢apmakones. Tema 1.2. ['ocymapcTBeHHOE HOPMHPOBAHHE NPOU3BOJACTBA JICKAPCTBEHHBIX
npenaparoB. [Ipasuna GMP. IlpaBuna Hajmexaieil MpOM3BOACTBEHHOW NPAaKTUKW», YTBEPIKIACHBI MPHUKA30M
Munnpomropra Poccun ot 14 urons 2013 r. Ne 916, B penaknum npukasza Ne 4148 or 18.12.2015 r. Tema 1.3.
OCT 64-02-003-2002  IIpomykiusi MEAWIIMHCKON TMPOMBINUICHHOCTH. TEXHONOTHYECKUE PETIAMEHTHI
npousBojacTBa. CojmepxkaHue, MOPSAOK pa3paboTku, corjacoBanuws W yreepxkaeHus. I'OCT P 52550-2006
[Ipon3BoACTBO JIEKApPCTBEHHBIX cpeacTB. OpraHM3alMOHHO-TEXHOJIOTHYECKas JTOKyMeHTaluus" (yTB. M BBEIEH B
neiicreue [Ipuxazom Poctexperynuposanus ot 02.06.2006 N 105-cr.

Pazgen 2. Opraausaumst npousBoacTBa roToBbiXx JI® M HMMMYHOOMOJIOTMUECKHX —IPEnapaToB.
O®C.1.1.0001.18  IlpaBuna mnons3oBaHus (apmakonerHeiMu craTbsiMu. OPC.1.1.0026.19 JlekapcTBeHHBIE
npemnapatbl. ODC.1.4.1.0001.15 JlexapctBennsie Gopmbl. Tema 2.1. Tlopsok mpoBeeHNsT KOHTPOJIS apaMeTPOB
BO3JYUIHOM cpeApl B "YUCTHIX' TMOMEUICHHSX U METOAbl MX H3MEpPEHHH INpH TPOM3BOJACTBE JIEKAPCTBEHHBIX
cpenctB. Cepust [OCToB 14644. [lpumenenue otHocutenbHo (apmmpoussoacrea. OCT P UCO 14644-1-2017
Knaccudukarus unctorsl Bo3ayxa mo kouueHrpaiuu dactun [OCT P UCO 14644-2-2020 Tekyuiuii KOHTPOJIb
JUI TIOATBEPXKACHUSI MOCTOSHHOTO COOTBETCTBUSI YHMCTOTHI BO3IyXa IO KOHLEHTpauuu vactul. Tema 2.2.
PexoMenpanum 1o MpUroTOBIEHUIO, XPAHEHUIO M PACTIPENEICHHUIO BOJABI OYMIIEHHON M BOJBI A MHBEKIMH Ha
MPOM3BOACTBE MEIUIMHCKMX HMMYHOOHMOJIOTHUECKMX NpenapaToB. Komerusi eBpa3suiickoil 3KOHOMHUYECKON
Komuccud, pekomeHnanma ot 13 gexabpsa 2017 1. Ne 31 O TpeboBanusax K Boje Al (apManeBTHYECKOrO
TIPUMEHEHHS, HCIOIB3YEMOUW ISl TPOM3BOJACTBA JeKapcTBEeHHBIX cpeacTB. PC.2.2.0020.18 Bona ouwmmeHHas
®C.2.2.0019.18 Boga mns mabekiuii. Tema 2.3. Hamnexamiasi pakTHKa MPOM3BOACTBA MMMYHOOHOJIOTHYECKUX
nekapcTBeHHbIX mpenaparoB. Tema 2.4. CanlluH 3.3686-21 «CanuTapHO-3MTHAEMHOIOTHYECKHE TPEOOBAHUS IO
npoduIakTHKe  WHOPEKIMOHHBIX  OonesHei», XLVII.  VYcioBus  TpaHCIOPTUPOBaHWST ¥ XpaHEHUS
uMMyHoOHonornueckux mnpenapato. ODC.1.1.0010.18 " Xpanenue nekapcTBeHHBIX cpeicTB”, yTB. [IpHukazom
Mumnznapasa Poccuu ot 21.04.2020 N 352.

Paznen 3. Peructpauus I'JI® u WJII. Tema 3.1. TpeboBaHus K perucTpaunuy JEKapCTBEHHBIX CPEICTB.
®denepanbubiii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 obparieHuH JI€KapCTBEHHBIX CpeacTB"
I'maBa 6. I'ocymapcTBeHHasi perucTparus JIEKapCTBEHHBIX mpemapartoB. Tema 3.2. BanmumanuoHHBIE aCTIEKTHI
mpoiiecca NpousBojcTBa U  KOoHTpois kauectBa JIC. Ilpunoxenue N 15 k IlpaBunam Haamexamieut
MPOU3BOACTBeHHON mpakTHku KBamubukanus u pamumanus ODC.1.1.0012.15 Banmupaius aHaIATHYSCKHX
METOJMK.

4. @oHJ OLIEHOYHBIX CPeICTB M0 JUCHHUILIMHE
4.1. ®opMbI U OIIEHOYHBIE CPENICTBA ISl TEKYIETO KOHTPOJIS.



4.1.1. B xome peanmuzanuu aucuuiuinabl «HopmaTuBHass 0a3a mpou3BOJCTBA (PapMaleBTHYECKUX
npenapatoB W opraHuzaius npousBoacTBa mo GMP» ucnonb3yroTcs craenyrommue (HopMbl TEKYIIETO
KOHTPOJISI YCTIEBAEMOCTH O0YYaIONIUXCsl: TECTUPOBAHUE, KOJUTIOKBUYM, pedepar.

4.1.2. O11eHOYHBIE CPEJCTBA JUIsl TEKYILETO KOHTPOJIS yCIIEBAEMOCTH.
IIpumeps! TUIIOBBIX 3a4aHUI:
TectupoBanue:
Bapuant 1
1. IlomemieHue kiacca YUCTOTHI A MCIIOJIB3YETCS IS CIEAYIOLUX TEXHOJOTUYECKUX ONEpaLiuii:
A. MOWKH apoTa
b. BeIeNKM aMiyn
B. aTukernpoBka amiyn
I'. 3amosiHeHUe aMIys HHBEKIIMOHHBIM PaCTBOPOM

J1. oTxur ammyin
2. DKOJOTUYECKU YUCThIE U SKOHOMUYECKHUE METOIbI AEMUHEPATIU3AIIUU BOJBI 1Jis €€ MpeIBapUTEIHHOM
II0JITOTOBKH
A. qUCTUWLISA LA
. HOHHBIHA 00OMeH
. AIICKTPOINATIU3
. IPSIMOM OCMOC
. 00paTHBIA 0CMOC

eulll)o=Riias Bve Mlvp!

. ANeKTpodopes
3. COopHUKOM 00s13aTeIbHBIX OOIIETOCYIapCTBEHHBIX CTAHIAPTOB M MOJO0XKEHHUH, HOPMUPYIOIIUX Kaue-
CTBO JIEKAPCTBEHHBIX CPEJICTB, SBISCTCS:

1. ®dC

2. ®CIT

3.TOCT

4.T®

5. GMP
4. XpaHeHHE BOJIBI JIJIl MHBEKITHHA JJOJHKHO OCYIIECTBISATHCS MPU TEMIIepaTypax, IPEMsTCTBYIONIHX POCTY
MHUKPOOPTaHU3MOB:

1. Hmxe 15 <C

2. pu Temneparype 50-60 °C

3. Boie 90 °C

4. Beiie 80 °C

5. mpu Temneparype 15-18 -C
7. B 00513aHHOCTH PYKOBOAUTENS POU3BOACTBA BXOISIT:

a) YTBep)KJICHUE MPOU3BOJICTBEHHBIX HHCTPYKIINHN, BKIIOYast HHCTPYKIIUU IO MTPOBEJICHHUIO TI0-
CTaJMUATIOrO KOHTPOJIS MPOIIecca MPOU3BOJICTBA, M 00eCTIeYeHNE MX TOYHOTO COOIFOICHHS

0) ocCyIIecTBIIEHHE KOHTPOJISI 32 COCTOSIHUEM IPOU3BOJICTBEHHBIX OMEIIEHNUH, 000pYI0BaHUS
U €r0 TEXHUYECKUM 00CITy)KMBaHUEM
B) KOHTpPOJIb 3a IPABUIBHOCTBIO BBIIIOJHEHNS AHATUTHUECKUX METOANUK
8. JlIokyMeHTaIMs 0 MPOXOKJICHUN 00YUCHHS XPAHUTCS Ha MPEIIPUATHH:
a) B TEYEHHUE BCEr0 BPEMEHU PabOThI COTPYAHMUKA HAa PENPUATUN

0) B teuenue 10 et

B) B TEUEHUE OJHOTO rojia TOCiIe YBOJIbHEHMs, HO He Ooee 3 et
9. IIpu MPOM3BOICTBE CTEPUIILHBIX JICKAPCTBEHHBIX CPEICTB HOBBIN CTEPHIILHBIA KOMILUICKT OJC)K/IbI BbIIa-
eTCsL:



a) KaXJIOMY BHOBb BXOJsIIEMY B momenieHus kiacca B,C
0) KaXXIOMY BXOJSIIEMY B MOMENIEHUS Ki1accoB ynuctoTel B,C

B) Ka)XIOMY BO3BPAIIAIOIIEMYCS B TIOMELICHUS KJIACCOB YUCTOTHI D
10.Ha yuacTox mpon3BOJICTBA JIEKAPCTBEHHBIX NIPENApaToOB JOMYCKAIOTCS:
a) HOCUTENH MAaTOreHHOH (PIopsI
0) nuna, CTpajaroIye AUIEPrHYECKUMH U KOXKHBIMH 3a00JIEBaHUSIMH
B) COTPYJIHUKH, MMEOIIHE 3arap

11.GMP no3Boser:
a) CHHM3UTH CEOECTOMMOCTH MPOAYKIIHH
0) VMEHBIINTHh PUCK CAHKIIHMI 34 BBITYCK HEKAUYECTBEHHON MPOAVKIINU
B) CHH3HUTH 3aTPaThI IO OT3BIBY U MepepadoTKe AehEKTHON MPOIYKIIMH
12. ITpon3BOACTBEHHBIC 3/1aHUS JOJDKHBI OBITH CIPOCKTHPOBAHBI M MOCTPOCHBI TaKUM 0O0pa3oM, 4TOOBI

CBC€CTU K MUHUMYMY:
a) 3allbJICHUC, 3arpA3HCHUC, TPOHUKHOBCHUC HACCKOMbBIX M ) KMBOTHBIX, IITYMOBBIC E)d)d)eKTBI

0) 3arps3HEHUC U 3aIbUICHHUEC
B) IPOHUKHOBEHHE HACEKOMBIX U JKUBOTHBIX
13. [1nannpoBKa MPOU3BOJACTBEHHBIX 3aHUI HE JTOJKHA 00ECIIeYNBATh:
a) MCKJIIOYEHHE B3auMOIIepeceuenus MyTel CIeI0BAHUS TEXHOJIOTMYECKUX IMOTOKOB M IEpPCO-
Haja
0) TrpyNIUPOBKY MOMEIIEHUHN C OJUHAKOBON CTETICHBIO YHCTOTHI
B) oOyuenue nepconaina GMP
14. ®yHKIIMOHUPYIOIIEE COCTOSIHUE TPOU3BOJICTBEHHBIX IOMEUIEHUI 03HAYAET, UTO:
a) BCE CHUCTEMBI «JIHCTOT0» MOMEIICHUs HAaXOAATCS B paboyeM COCTOSHUU B PEKHMAax, COOT-

BETCTBYIOILIUX YCIOBUSM perjiaMeHTa
0) mnepenaj B paboueil 30HE OTCYTCTBYET
B) TE€PCOHAJ, BBINOJHSIOMNN CBOU NMPOU3BOJICTBEHHbIC (YHKIIMU, B paboyeil 30HE MPUCYT-

CTBYET
15. TIpoaykiusi, 3a0pakoBaHHAs B MPOIIECCE MOCTAAMHHOTO KOHTPOJIS, I0JDKHA OBITh:

a) INPOMapKUPOBAHA

0) mepe/aHa Ha KapaHTUH, HE JIONMYCKAIOUIUN €€ UCIOIb30BaHMsl B IPOLIecce MPOU3BOJICTBA
B) MCIIOJIb30BaHa B BUJIE CTPOTO TO3UPOBAHHBIX JOOABOK MpPU NMPOU3BOJCTBE
JIEKapCTBEHHBIX NPENapaToB

Komnoksuym B Bujie codecenoBaHus
buner Nel
1. [laiiTe onpesienieHre TEPMUHY «TE€XHOJIOTHYECKas oekaa». Busl, TpeOboBanms.
2. [laiiTe onpeelieHne TEPMUHY «TE€XHOJIOTUYECKas orepalus» Iporu3BOICTBA.
3. JlaiiTe onpeneneHne TEPMUHY «alUpOreHHOCTbY. Kakue MeTopl HCIONMB3YIOT ISl TPUAAHUS
mpernapaTam anmuporeHHOCTH.

[Tpumeps! TeM pedepaToB
1. TTpaBuna opranusaruy MPOU3BOACTBA M KOHTPOJIS KAYECTBA JIEKAPCTBEHHBIX cpencTs (GMP).
2. OcHOBHbIE TPeOOBaHNS, IPEABIBIAEMBIE K IEPCOHANY, PabOTAIOIIEMY Ha GHOTEXHOJIOTHMYECKOM IIPO-
U3BOJICTBE.
3. [Tonydenue BOABI OUUILEHHOW U BOJBI JJIS1 UHBEKLIHM.

4. TIpoGeMbl OYMCTKH BO3/yXa POM3BOICTBEHHBIX TIOMEIIEHHUH.



5. OcHOBBI PabOTHI ¢ MEKPOOPTaHU3MaMH.
6. CannTapHsie TpeGOBaHUS K OMOTEXHOIOTHIECKOMY IIPOU3BOICTBY
/. Banupanus nporeccoB MPOU3BOICTEA.

8. HOpMaTI/IBHBIe JOKYMCHTBIL OHMOTEXHOJIOTMYECKUX IIpOU3BOJICTB.

4.1.3. [lIxana oueHUBaHUS AJI TEKYIIETO KOHTPOJIA.

Tecr - nuddepennmpoBanHas OleHKA!

90 -100 % 6anIoB — olLleHKa «OTIMYHO,

75 - 89 % GannoB — OLIEHKA «XOPOIIO»,

50- 74 % GannoB — olleHKa «yI0BJIETBOPUTEIILHOY,

0 —49 % 06amioB — OLICHKA «HEY/I0OBIETBOPUTEIHHO.

Pedepar - nenuddepenupoBannas oneHka:

- OLIGHKA «3a4TEHO) BBICTABIISIETCS B Cllydae IMpelocTaBleHusl pedepara B yCTAaHOBIECHHBIH CPOK B COOT-
BETCTBUU C M3JI0)KCHHBIMH TPEOOBAHUSMU C HECYIIECTBEHHBIMH OTKJIOHSHUSMH OT HUX;

- OLIEHKA «HE 3aYTEHO» BBICTABJISIETCS B ClIydae HapyIIEHHs CPOKOB IpenocTaBiieHUspedepara/scce, a
TaK)Ke CYNICCTBCHHBIX HAPYIICHUN U3JI0KEHHBIX TPEOOBAHUH.

KommokBuym - nuddpepeHnnpoBanHas OeHKa:

«HeynoBieTBOPUTEILHO» — OOYYAIOIIUNACS JEMOHCTPUPYET YACTUYHBIC 3HAHUS W YMEHHS, JOIMYyCKas
rpyObIe OIIHOKH.

«Y IOBIETBOPUTEIBHO» — O0yJarOIIMiics JEMOHCTPUPYET YacTUYHbIE 3HAHUs Oe3 rpyObix omubok / [e-
MOHCTPHUPYET YACTHUHBIE YMEHHSI 0€3 TpyObIX OIHUOOK.

«Xopo1o» — 00 yJaroluiicss 3HaeT TOCTaTOYHO B 0a30BOM oObeMe / YMeeT MpuMeHsITh 3HaHUs B 0a30-
BOM (CTaHAapTHOM) OOBEME.

«OTnMYHO» — 00YyYaIOIIUICS JEMOHCTPUPYET BBICOKUM YpOBEHb 3HAaHUM U YMEHHIH.

4.2. CDOpMBI " OLICHOYHBIC CPEACTBA JIA HpOMe)KYTOHHOﬁ aTTCCTaluu.

4.2.1. Kpurepun oueHku chOpMHUPOBAHHOCTH KOMIETEHIUI B paMKax NMPOMEXYTOYHOH aTrTecTaluu Mo

yuyeOHOMY MpeaAMETY, AUCHUILINHE (MOIYIIIO)

Kon CrpyKkTypH
Kpurtepun onenkn cpopMHpOBAHHOCTH KOMIIETEHIMH
Kon UHAHKATOPA bl€
KOMIIeTe | JOCTHKEHHSI | JJIeMEHTbI
HIIUM KOMIIETEHIH | OLEHOYHBIX He cpopmupoBana Cdopmuposana
u CpelIcTB
- He c(OPMUPOBAHBI c(hOpMUPOBAHBI 3HAHUS:
3HAHUs: HOPMaTUBHbIE U HOPMAaTUBHBIE U ITPABOBbIE
MJIOTIK-6.1 IIPABOBBIE IOKYMEHTBI, JIOKYMEHTHI,
pErIaMEHTUPYIOLUE Opra- | PErIaMEHTUPYIOLINE Opra-
TectnpoBanu | HU3aLUIO IPOM3BOACTBA U | HU3ALUIO IPOU3BOACTBA U
ec KOHTPOJIS KauecTBa Ha KOHTpOJISI KauecTBa Ha
OIIK-6 OTKPBITBIMU | IPOU3BOJCTBE; MIPOU3BOICTBE;
BOIIpOCAaMH | — HE C(hOPMHUPOBAHBI — c(OpMUPOBAHBI YMEHHUS:
NJIOTIK-6.2 YMEHHUS: N0JIb30BaThCS II0JIb30BaThCS
JENCTBYIOLUMU JeHCTBYIOIUMHU
HOPMAaTHUBHO-TIPABOBBIMU HOPMAaTUBHO-IIPABOBBIMHU
aKTaMH, aKTaMH,
perylaMeHTHPYIOIIUMHU perIaMeHTHP YO IUMU




OpraHM3aLHIo
IIPOU3BOJCTBA U KOHTPOJIS
KayecTBa Ha
IIPOU3BOJICTBE;

- He c(hopMUpPOBaHBI
HaBbIKU: COCTAaBJICHUA
pa3ziea0B HOPMAaTUBHOU

OpraHU3aIMIO POU3BOJICTBA
Y KOHTPOJIS Ka4ecTBa Ha
IIPOU3BOJICTBE;

- chopMHUpOBaHBI HABBIKU:
COCTAaBJICHUS pa3/ieiioB
HOPMATHUBHOW JOKYMEHTAIHH
Ha POU3BOJICTBE.

JOKYMCHTAIlMU Ha
IMPpOU3BOACTBC.

— He chopMHUpOBaHbI

3HAHUS: OCHOBHBIE
— c(opMUPOBAHBI 3HAHHUS:
HOpPMATHBHBIE U ITPABOBHIE

OCHOBHBIE HOPMATHUBHBIE U
JIOKYMEHTHI,

perJaMeHTHpYIOLIUE Opra-
HU3AIHMIO TIPOU3BOJICTBA U

MIPABOBHIE IOKYMEHTHI,
peraaMeHTHpyolue opra-
HU3AIMIO TIPOU3BOJICTBA U

KOHTPOJIA Ka4€CTBa Ha
KOHTPOJIA Ka4€CTBa Ha

MIPOU3BOJICTBE; HPOM3BOJCTEE:
b

— He chopMHUpOBaHbBI
— c(OpMUPOBAHBI YMEHHUS:

TecTupoBaHu | yMEHHUS: TOJIB30BATHCS
. M0JIb30BATHCSA
ec JIEHCTBYIOLIUMU .
[1K-3 MJIIK-3.1 Yo JIEUCTBYIOIIUMHA
OTKPBITBIMUA | HOPMATHUBHO-IIPABOBBIMU
[1K-4 NIIK-4.2 P P P HOPMAaTUBHO-TIIPAaBOBBIMU
BOINIPOCAMH | aKTaMH,
aKTamu,
pernaMeHTHp YIOIIUMHU
pernaMeHTUpP YIOIIUMHU
OpraHu3aIHIo

OpraHU3aIHIo TPOU3BOJICTBA
MMPOU3BOACTBA U KOHTPOJIA
U KOHTPOJIS KayecTBa Ha
KavecTBa Ha
IPOM3BO/ICTBE;
MIPOM3BO/ICTRBE;
- ¢(OpMUPOBAHBI HABBIKU:
- He cpOPMUPOBAHBI N
3aIoJIHEHHUSI HOPMATUBHOM
HaBBIKH: 3aITOJTHCHHS

HOPMAaTUBHOMN
JIOKYMEHTAIUU Ha

JAOKYMCHTAIIUKN Ha
IMpOU3BOACTBC.

IMPOU3BOACTBCE.

Komnerenuus cuuraercss copMUpOBaHHONW Ha ypOBHE TpeOOBaHUN K JUCHMILIMHE (MOIYJIO) B
COOTBETCTBUHM C OOpa30BaTEIbHOW MPOrpaMMOM, €clu MO WTOraM NPHUMEHEHHS OIIEHOYHBIX CpECTB
MPOMEXYTOUYHOM aTTecTal WM WX OTAENbHBIX DJIEMEHTOB pPe3yJbTaThl, JI€MOHCTPUPYEMBIE
00y4aroIumMcsi, OTBEYa0T KPUTEPHIO CHOPMUPOBAHHOCTH KOMITETEHITHH.

Ecnu mo utoram mpoBeIeHHOW MPOMEXYTOYHOW aTTECTAIMK XOTS OBl OJTHA W3 KOMIETEHIIUN He
copMHpoBaHa Ha ypOBHE TpeOOBaHMU K NUCIMIUIMHE (MOJYJIO) B COOTBETCTBUHU C 00pazoBaTEIbHOM
IporpamMMoii, pe3yibTaThl OOy4aromerocss He COOTBETCTBYIOT KPUTEPUIO CHOPMHPOBAHHOCTH
KOMIIETEHIIUH.

4.2.2. TIpoMexxyTO4Hasl aTTecTalus MpoBOJUTCS B (hopMe: IK3aMeHa.

4.2.3. O1ieHOYHBIE CPEICTBA AJISI HPOMEXKYTOUYHOM aTTECTALUH.

DK3aMeHaMOHHbBIA Oner 1
1. B kakoM JOKyMEHTE TOJKHBI OBITh 3aIICaHbl TPEOOBAHUS K MIEPCOHATY YHCTHIX TTOMEIIEHUH?
2. Yro permameHTHpyeT Xxosoaoas nenb? K kakomy ypoBHIO XI| MOXXHO OTHECTH TOpPOJCKHE H
pailloHHblE (CEIbCKME) aNTeyHble OpraHu3alud, MEIULUHCKUE OpraHMu3allM, WHIUBUAYAJIbHbIE
MpeINpUHIMATENN, UMEIOLIHE JITUIEH3UIO Ha (papMalleBTHUECKYIO UIH MEAUIUHCKYIO JeSITeIbHOCTH?
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3. Kakoif noToK BO3/1yxa MOBBIIIAET ONACHOCTh 3arpsi3HEHU B TOMEIIEHUH?
4. Hwuzkoe KoIM4ecTBO YacTHIl B BO3IyXe OyIeT Mpu:
1) OBICTPBIX U MOPBIBUCTHIX ABMXKEHUSAX MEpCOHANA
2) XaOTUYHOM MEPEIBHKEHUH MEPCOHaa MO MOMEUICHUSAM
3) wuCnonb30BaHUM JII000T0 MaTepuana s yoopku
4) NpaBUIBLHOW SKCIUTyaTallMyd TEXHOJOTHUYECKON OJICK bl
5. Ilpu ykazanuu kiacca Jo6oro yuctoro nomemenus Ha npeanpustud mo [OCT NUCO 14644-1 ne
YUYHUTBIBAECTCS ApPAMETP
1) Mmacca MUKpOOPraHU3MOB
2) pa3Mepbl 4acTuIl
3) cocTosiHUE TOMEIICHUS
4) xnaccu(puKaMOHHOE YHCIIO0
6. HazoBuTe OCHOBHOM MCTOYHMK 3arpsI3HEHUS] B YUCTOM MTOMEIICHUH.
7. JlaiiTe onpeeneHue Y4MCTON 30HE Ha IIPOU3BOCTBE.
8. YciioBus pou3BOACTBa KOHKPETHOT'O JIEKAPCTBEHHOI'O CPEJICTBA U3JI0KEHBI B
9. 'ocynapcTBEHHbIE CTaHAPTHI, OIPEAEIIAIOIINE KaYeCTBO JIEKAPCTBEHHBIX CPEJICTB ONKUCAHBI B
10. TexHonOrMYeCKU JOKYMEHT, PETJIaMEHTUPYIOIIMA JEHCTBYIOIIEE CEPUITHOE MPOU3BOACTBO
JIEKApCTBEHHOT'O CPEACTBA — 3TO
11. ®unbTphl TOHKON OYMCTKH BO3/yXa, yCTaHABIMBAEMbIE€ HETIOCPEICTBEHHO Mepe Molaueil Bo3ayxa B
MTOMEILIEHUS, BO3lyXOpacCIpeIeIUTENbHbIE YCTPONCTBA, BCTPOCHHBIE B MIOTOJIOYHYIO CUCTEMY OTHOCSAT K
.... Ouncrke.
12. HazoBute cpoku xpanenus BO u B/IU.
13. [Inst npou3BOJACTBA HAPYXKHBIX, IepopalibHbIX JID, Ha TMHUU MOMKHU, aBTOKJIABbl UCIIOJIB3YETCS BOJA

14. OcunoBnoe otiinune BJIN n BO 3akmtodaercs B TpeOOBaHUH ...
15. Ins pa3pabOTKH MPOrpaMMbl TEKYIIETO KOHTPOJIS IyTeM ONpeaeieHHus (akTOpOB, KOTOPHIE MOTYT
MOBJIMSTH HA MOJJEPKaHUE 3aJaHHON YMCTOTHI BO3/IyXa 110 KOHIEHTPALMU YaCTHUI] B YUCTOM IOMEIIEHUH
WIM 4YUCTOM 30HE M ONpEeNesIeHHus TpeOOBaHUW K TEKYIIEMY KOHTPOJK sl  OTPaKeHUs
AKCIUTyaTallMOHHBIX XaPAKTEPUCTUK CIIEYET BBITOIHATh

1) oueHky pucka

2) BalMIaLUI0 PUCKOB

3) pa3paboTKy IporpaMMbl pUCKOB
16. JlomyckaeTcsl I COBMECTHOE XPAHEHHWE BAKIUH B XOJOJWIBHHMKE C JAPYTUMH JIEKapCTBEHHBIMHU
cpencrTBamu?
17. Ha xakoM ypOBHE XII €XKEIHEBHO JiBa pa3a B JEHb OTMEYAIOTCS IIOKa3aHUS TEPMOMETPOB B
XOJIOMIBHBIX (MOPO3WIIBHBIX) Kamepax (KOMHAaTax), XOJNOAWJIbHHKaX (MOPO3WIBHHKAX), B KOTOPBIX
xpansarcs UIII?
18. OmneparuBHas wuH(poOpMalMs O TeMIepaType M BO3HUKAIOUIMX HapyIIEHUsSX W uHpopMmauus o
JUHAMHKE TEMIIEpaTypbl XPaHUTCS HAa KaKIOM YPOBHE B TEUEHHE ...... JeT.
19. JlonmyckaeTcst UM HET 3aMOpakMBaHUE aJCOpPOMPOBAHHBIX INPENapaToB, COAEPMAIIUX aJbIOBAHTHI
(KOKITIOIITHO-TU(PTEPUITHO-CTOJIOHSAYHON BaKIMHBI, JAUPTEPUIHO-CTOIOHIYHOTO aAHATOKCHHA, BaKIMH
MpoTHB renatuta B u A, cyObeIMHUYHBIX TPUIMIO3HBIX BaKIIMH, MHAKTUBUPOBAHHOW BaKIIMHBI TIPOTHB
MOJINOMHEIINTA), & TAK)KE PACTBOPUTENCH I BaKIMH MPU X TPAHCIIOPTUPOBAHUU U XPAHEHUU?
20. TpancnoptupoBanue u xpaHeHue OonpmmHcTBA WJIII, B TOM umcne copepkamux B YIaKOBKE
PacTBOPUTEIb, OCYILECTBISAETCS IPU TEMIIEPATYPE B MPEACTAX ...

4.2 .4. llIkana orieHUBaHUS.
90 -100 % 6amIoB — OIIEHKA «OTIUYHOY,
75 — 89 % GannoB — OLIEHKA «XOPOIIO»,

50- 74 % 0anoB — OLIEHKA «yIOBJIETBOPUTEIHLHOY,
0 —49 % 06amIoB — OIIEHKA «HEYIOBICTBOPUTEIHLHO.

4.3. COOTBETCTBHE OLIEHOYHBIX CPEJCTB MPOMEXKYTOUHOM aTTECTAIMH M0 JUCUUIUINHE (OPMUPYEMBIM

KOMIICTCHIIUAM

Kon Kox nuukaropa OueHouYHbIe CPeACTBA IPOMEKYTOYHON aTTeCTALMH
KOMIIeTeH JOCTH/KEHHSI TectupoBaHHe ¢ OTKPBITBIMU BOIIPOCAMU

uuu KOMIeTeHIUH
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WJIOTIK-6.1

OIIK-6 UJIOIIK-6.2

[1K-3 WATIIK-3.1

++|+ |+

[1K-4 HUATIK-4.2

5. Meroauyeckue MaTepHaJbl 10 OCBOEHUIO IUCIUIIMHBI

Meroaunueckue matepuaibl o nucuurinae (Ipunoxenue 1).

6. YueOHas mutepaTypa s 00y4YAOUIUXCS N0 JUCHUTIUHE
1.  ®enepanbublii 3aK0H "OO0 obpareHnn JiekapcTBeHHBIX cpeacTB” Ne 61-D3. Bren. 12.04.2010.
2.  IlpaBuna opraHu3anuu MPOU3BOACTBA U KOHTPOJISl KaueCTBa JEKAPCTBEHHBIX CPEACTB YTB.
MpUKa3oM MUHHUCTEPCTBA MPOMBIIIIEHHOCTU U TOProBiu P® ot 14 uronsa 2013 r. N 916.

3. Pemenne CoBera EBpasuiickoii skonomuueckoit komuccuu ot 03.11.2016 N 77 (pen. ot 04.07.2023)
"O6 yrBepxkaenuu [IpaBun Hamexamiei mpou3BOACTBEHHOM NpakTuku EBpa3uiickoro "JKOHOMHUYECKOTO
coroza"

4.  Tlpoaykiusi MEAUIIMHCKON MPOMBIIIJICHHOCTH. TeXHONIOrnueckue peraaMeHTsl mpoussoacTa. Co-
NnepkaHue, TOPSAOK pa3padoTku, cornacoBanust u  yrBepkaenus: OCT  64-02-003-2002. VrTs.
Pacnopsxennem MuHuctepcTBa MpOMBIIIIEHHOCTH, Hayku U TexHojorui P® ot 15.04.2003 r. Ne P-10.
5. I'OCT P 52550-2006 Ilpou3BoACTBO  JEKapCTBEHHBIX  cpeAcTB.  OpraHu3alOHHO-
TEeXHoJoruueckasi JokymeHtauus" (yrB. W BBeneH B neidctBue Ilpuxazom PocrexperynupoBaHusi ot
02.06.2006 N 105-cT.

6. l'ocynapctBennas ¢apmaxones: Poccuiickoit ®@enepanuu /DenepanbHasi dJIEKTPOHHAS MEIUIIMHCKAS
o6ubmmoreka, M., 2018. Pexxum noctyna: http://www.femb.ru/femb/pharmacopea.php

7.TOCT P UCO 14644-1-2017 Knaccugukamust YucTOThl BO3/1yXa 0 KOHLEHTPALUN YaCTHULI.

8. TOCT P UCO 14644-2-2020 Tekyuiuii KOHTPOIb JUIsl MOATBEPHKACHUS MOCTOSHHOTO COOTBETCTBUS

YUCTOTHI BO3lyXa M0 KOHLIEHTPALlMU YaCTHL.
9. PexomeHpmauuu 1o MpUTrOTOBIEHUIO, XPAHEHUIO M PACIPEIEICHUIO BOJbl OYMILEHHON M BOJBI JUIS
MHBEKINI Ha IPOU3BOACTBE MEIUIIMHCKUX UMMYHOOMOIOTHYeCKUX npenaparoB. Kosuierus eBpasuiickoit
SKOHOMMYECKOM Komuccuu, pekomeHaanus ot 13 mekabps 2017 r. Ne 31 O tpeboBaHusAx K BoJe IS
(apMarieBTUYECKOr0 IPUMEHEHHUS, HCTIOJIb3YEMOH [Tl TPOU3BO/ICTBA JIEKAPCTBEHHBIX CPEJICTB.

10. CanlluH 3.3686-21 «CaHMTapHO-3MIUAEMHUOJIOTHUECKHE TpeOOBaHUS 1O  MPOPUIAKTUKE
nHpeKIMOHHBIX Oone3neit», XLVIIL. YcnoBus TpaHCIOPTHUPOBAHUS U XpaHEHHS] UMMYHOOHOIOTHYECKUX
MpenapaToB.

7. MarepunajbHo-TeXHHYecKasi 6a3a, HHPOPMALMOHHBIE TEXHOJOTMH, IPOTPAMMHOE
olecnevyeHue, cOBpeMeHHbIe MpodeccHoHAbHbIE 0a3bl JAHHBIX H HH(POPMAILHOHHbIE
CIIPpaBOYHbIE CHCTEMbI

CrienmaibHbIe TTOMEIICHHST MPECTaBISAIOT cO00i y4eOHbIE ayAMTOPUH ISl TIPOBEICHHS 3aHSATHI
JEKIIMOHHOTO THIIA, 3aHATHI CEMUHAPCKOTO TUMA, KYPCOBOTO MPOSKTHPOBAHUS (BBITOJHEHHS KYPCOBBIX
paboT), TPYNIOBBIX W MHIAMBHIYATbHBIX KOHCYIBTAIMNA, TEKYIIETO KOHTPOJISI M MPOMEXKYTOUYHOW aTTe-
CTaIMH, a TaK)Ke MOMEIIEHHS ISl CAMOCTOSTEIFHON pabOThl M MMOMEIICHHS JJIsl XpAaHEHUs U MpodHiIaK-
THYECKOTO 00CIyXHBaHUs ydeOHOTO oOopynoBaHus. CrieruaibHble MTOMEIIEHUS! YKOMIUIEKTOBAHbI CIIie-
[IUATU3UPOBAHHON MeOENbl0 U TEXHUYECKUMHU CPEJICTBAMU OOYYEHUS, CIYXKAIUMH JJIS IPEICTABICHUS
y4eOHOI nHpOpMaLuu OOJBIION ayTUTOPUH.

Jlnst mpoBeeHMsT 3aHATHI JIGKIIMOHHOTO TUMA IpeIaraloTcss Habophl AEMOHCTPAIMOHHOTO 000py-
JOBaHUS M y4eOHO-HATIAAHBIX TOCOOUH, 00ecTIeunBaloIe TeMaTHIECKHe WLTIOCTPAIIMN, COOTBETCTBY-
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http://www.femb.ru/femb/pharmacopea.php

IOLIME IPUMEPHBIM IPOrpaMMaM JTUCHUIUIMHBIL, pa00YUM y4eOHBIM IPOrpaMMaM JUCLMITIINHBL.

[Tepeuyenp MaTepualbHO-TEXHUYECKOTO 00eCHeueHus, HEOOXO0AUMOro AJIsl pealu3aluy NporpaMmsl
OakanaBpuaTa, BKIIOYAET B ce0s1 1abopaTopuu, OCHAIIEHHBIE TAOOPaTOPHBIM 000PYI0BAaHHEM.

[Tomerienus U1 CaMOCTOSATENBHONW paOdOThl 00YJAIONIMXCsl OCHAIIEHBI KOMITBIOTEPHOM TEXHUKON C
BO3MOXKHOCTBIO TIOJKITIOYCHUS K ceTH "HMHTepHeT" U obecrneueHueM JI0CTyna B 3JIEKTPOHHYIO HH(OpMa-
IIMOHHO-00Pa30BaTENbHYIO CPEY OPraHU3ALIH.

OOy4aromuMcst 00ecriedeH A0CTYM (yAaJlIeHHBIH JOCTYI) K COBPEMEHHBIM MPO(eCcCHOHATBHBIM Oa-
3aM JIaHHBIX U MH(POPMAITMOHHBIM CIIPABOYHBIM CUCTEMAaM, COCTaB KOTOPBIX €KETr0THO OOHOBIISETCS.

OO0pa3oBaresibHble TEXHOJIOTUM — KOMMYHUKAaTHBHbBIE TEXHOJOIMM (IUCKyccHs, coOeceloBaHuE),
HEMMUTALIMOHHbIE TEXHOJIOTHH (JIEKLIUH, TECTUPOBAHMUE).

WudopmanoHHO-CIIpaBOYHbIE CUCTEMBI U PO EeCCHOHATBHBIE 0a3bl JAHHBIX.

https://grls.minzdrav.gov.ru/Default.aspx
2. https://Texakcnepr.caiit/
3. https://gilsinp.ru/
4

[S—

https://pharmacopoeia.regmed.ru/pharmacopoeia/izdanie-15/
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AHHOTAIIUSI PABOYEM ITPOT'PAMMBI JIACIUILIMHBI

b1.0.24 HopmarusHas 0a3a npou3BoACTBA hapMalleBTHYECKUX IPENapaToB U
opragusanys npoussojacrsa no GMP
Koa n HauMeHoBaHue HanpaBJieHUsI NOATOTOBKH, npoduis: 19.03.01 buorexnonorus, dpapmaneBTu-

geckasi OMOTEXHOJIOTHSI.
KBanudukanus (crenensb) BoinyckHuka: bakanasp
®opma o0yuenusi: Oynas

@®opMupyemMasi KOMIETEHIUA:

OIIK-6 CrmocobGen pa3pabaTbiBaTh COCTaBHBIC YaCTH TEXHHYECKOW JOKYMEHTAIWH, CBS3aHHON ¢
npodecCHOHANBEHON AEATENBHOCTBIO, C YUETOM JIEHCTBYIOIIUX CTaHAAPTOB, HOPM U TPABHIL.

NAOIIK-6.1 IlpoBoauT aHann3 HAyYHO-TEXHUYECKOW MH()OPMALINN, METOJUIECKAX U HOPMATHBHBIX MaTEPHUaJIOB,
CTaHIApPTOB, HOPM M HPaBWI I Pa3pabOTKM TEXHHMUYECKOW MOKYMEHTaluu B 00JacTH NpodeccHOHaIbHON
NesITeIbHOCTH.

NIOIIK-6.2 Pa3zpabarbiBaeT OCHOBHBIE YacTH TEXHHUYECKOH ITOKYMEHTAIUH, CBS3aHHOW C TPO()eCCHOHAIBHOM
JEeSTENbHOCTHIO.

[IK-3 Cnocoben pa3pabarhiBaTh TEXHOJOTHUECKYIO JOKYMEHTALMIO IPH MPOMBIIUICHHOM IPOH3BOJCTBE
JICKapCTBEHHBIX CPEICTB

NAIIK-3.1 PazpabareiBaeT NPOMBINUICHHBI pETrJaMeHT M JOKYMEHTAIMI0 IO PadoTe C TEeXHOIOTHIECKUM
000pyIOBaHHEM

[1K-4 CriocoGeH k ynpapieHHIO POIIECCaMU TPOU3BOACTBA JICKAPCTBEHHBIX CPEACTB

NAIIK-4.2 OcymecTBiseT OpPraHMU3alHI0 pacclieOBaHUS OOHApY)KEHHBIX OTKJIOHEHWH ¥ HECOOTBETCTBHM
MIPOM3BOJICTBA JICKAPCTBEHHBIX CPEICTB YCTAHOBJICHHBIM TPEOOBaHMAM, aHAIN3 PUCKA U YIIPABICHUE PUCKAMH JUIS
Ka4yecTBa BBIITYCKAEMOH MPOTYKIIHH.

O0bem n mecTo AucnuIMHbL B cTpykrype OIIOII:

Hucuunnuaa «HopmaTtuBHas 6a3a mpou3BoACTBA (hapMalleBTHUECKUX MPENapaToB U OpraHU3aIUs
npousBojcTBa 1o GMP» otHocutes k GazoBoit wactu OIIOIL, B cOOTBETCTBUU € Y4E€OHBIM IJIAHOM
ocBanBaeTcs B 5-oM cemectpe (3 Kypc), obuast TpyaoeMKocTs — 144 yaca / 4 3a4€THbIe €IUHULIBI (3.€.).

KonndecTBo akajieMHUYEeCKUX 4YacoB, BBIJICIICHHBIX Ha KOHTAaKTHYIO paOOTy ¢ TMpernojaBaTelieM —
80 yacoB, B TOM YHCJIE JICKIIUU — 28 YacoB, MPAKTHUYECKUE 3aHATHUS — 52 Yaca, SK3aMeH — 36 4acoB, Ha
CaMOCTOSITENIbHYIO paboTy oOydaromuxcs — 28 4acos.

®dopma NPOMEKYTOUHON aTTECTAIMU B COOTBETCTBUH C YYEOHBIM MJIAHOM — SK3aMEH.

Ilnan pucunnimHbl: Pasgen 1.Beenenne B kype. Tema 1.1. Beenenne. OCHOBHBIE TIOHSTHS U TEPMHHBI.
Kusuennwsi ks JIC. TocynmapctBenHast ¢apmakomnes. Tema 1.2. TocymapcTBeHHOE HOPMHUpPOBaHHE
TIPOM3BOJICTBA JICKAPCTBEHHBIX TmpemaparoB. Ilpasmma GMP. IlpaBuna Hamiexareil MpOW3BOJACTBEHHON
MIPaKTHKW», YTBEPAKAEHBI puka3oM Munnpomropra Poccun ot 14 nrong 2013 1. Ne 916, B penakiun nprkasza Ne
4148 or 18.12.2015 r. Tema 1.3. OCT 64-02-003-2002 Ilpoaykuusi MEIWIMHCKON NPOMBIIUICHHOCTH.
TexHomornueckue perimaMeHTsl mpousBoAcTBa. CopepkaHue, TOPSAOK pa3pabOTKH, COTJIACOBAaHUS U
yrBepxkaeHus. 'OCT P 52550-2006 ITpon3BoacTBO J€KapCTBEHHBIX CpeICTB. OpraHn3alMOHHO-TEXHOJIOTHYECKas
nokymeHTanus" (yTB. 1 BBeneH B feiictue [Ipuka3zom Poctexperymuposanwus ot 02.06.2006 N 105-cr.

Pasmen 2. Opranumzanus Opou3BOACTBa TroTOBbIX JI® ©W  HMMMyHOOHMOJIOTMYECKHX MperapaTos.
O®C.1.1.0001.18 TlpaBuma mnosb3oBaHusi (apmakoneinbiMu craThsimMu. O®DC.1.1.0026.19 JlekapcTBeHHbBIC
npenapatbl. ODC.1.4.1.0001.15 JlekapctBennsie Gopmbl. Tema 2.1. Tlopsiiok mpoBeeHNsT KOHTPOJIS TapaMeTPOB
BO3IYIIHON cpefpl B "4UCTHIX' TMOMEHICHHWSX M METOABl MX W3MEPEHHH IpH TPOU3BOJACTBE JIEKAPCTBEHHBIX
cpexactB. Cepust 'OCToB 14644. Ilpumenenue otHocutesnbHo (apmmpoussoacrsa. 'OCT P UCO 14644-1-2017
Knaccudukanus unctorsl Bo3ayxa mo koHneHtparmu dacturn ['OCT P UCO 14644-2-2020 Texyuiuii KOHTPOIb
JUIL TIOATBEPXKACHUS MOCTOSHHOTO COOTBETCTBUS YHCTOTHI BO3IyXa IO KOHLEHTpaumuu vactul. Tema 2.2.
Pexomenpanyy 1o MPHUTOTOBJICHUIO, XPAHEHUIO U paclpelesIeHUI0 BOJIbI OYMIICHHOW W BOIBI [ MHBEKLUUHA Ha
MIPOU3BOJCTBE MEAWIIMHCKAX HMMYHOOHMOJIOTHUSCKHX TMpenapaTtoB. Koierus eBpasuiCKod SKOHOMHYECKOM
KOMHUCCHH, pekoMmeHmanus oT 13 gexabps 2017 r. Ne 31 O TpeGoBaHusAX K Boae I (hapMalleBTHYCCKOIO
TIPUMEHEHUS, HCIIOIB3YEMOUW ISl TPOM3BOJACTBA JeKapcTBEHHBIX cpeacTB. PC.2.2.0020.18 Boma ouwmmeHHas
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@®C.2.2.0019.18 Bona mist uabekimii. Tema 2.3. Hamnexamias mpakThka MPOU3BOJCTBA MMMYHOOHOIOTHYECKHUX
nexapcTBeHHbIX mpenaparoB. Tema 2.4. CanlluH 3.3686-21 «CanurtapHo-3nuaeMuoaornyeckiue TpeOoBaHUs MO
npopunakTike WHPEKIUOHHBIX  OonesHeit», XLVII. VYcnoBus  TpaHCHIOPTHUPOBaHWUS M XpaHEHUS
nMmMyHoOHoornyeckux npernapatoB. O®C.1.1.0010.18 " XpaHeHue ekapcTBeHHBIX cpenacTB”, yTB. [Ipukazom
Munznpasa Poccun ot 21.04.2020 N 352.

Pazmen 3. Peructpanus ['JI® u WJIII. Tema 3.1. TpeboBaHug K perdUCTpalid JICKAPCTBEHHBIX CPEICTB.
Oenepanbubiii 3akoH oT 12.04.2010 N 61-®3 (pen. ot 13.07.2020) "OO6 obparieHnn JIeKapCTBEHHBIX CPeCTB"
I'maBa 6. I'ocymapcTBeHHas perucTpanus JEKapcTBEHHBIX mpemapaToB. Tema 3.2. BammpanuoHHBIE acmeKTHI
mporecca Tpou3BoacTBa M KoHTpons kadectBa JIC. Ilpmmoxenwme N 15 k IlpaBmmam Hammexamien
npow3BoACTBeHHOW TpakTukn Kpammdukamms w sammmarus OPC.1.1.0012.15 Bamumamus aHaTATHISCKUX
METOJTUK.

@opMbl TeKyllero KOHTPOJIsI M MPOMEKYTOUYHOH aTTecTalliu: TSCTUPOBaHUE, KOJUIOKBUYM (cobece-

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