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1. IlepeyeHpb NIAHUPYEMBIX Pe3ya1bTATOB 00y4eHUs MO AMCHHUIIJIMHE, COOTHECEHHBIX €

INIAHUPYEMBIMHU PE3YJIbTATAMHU OCBOCHHUSA IIPOIrPaMMbI

Kon Kon HanmeHnoBanue PesynbTaTnl 00y4eHus,
KOMIETeH HaunmenoBanmue HHAUKATOPA HHAMKATOpa COOTHECEHHbIE ¢
- KOMIIETEHIIM U AOCTHKEHUSA AOCTHKEHUSA HHMKATOPAMH 10CTH:ACHHSA
KOMIIeTeHIIUH KOMIIeTEeHIIUH KOMIIeTeHIIH
I1K-2 Cnocoben pemats | MWAIIK-2.1. [[IpoBoauTt Ha ypoBHe 3HaHMuii:
3a1a4n TOBapOBEIUECKHl  |-3HaeT TpeOoBaHUs
npodeccnoHaTbHOMI AHAIIN3 3aKoHOoJarenbcTBa POk
NEeSATEIbHOCTH npu MEIULUHCKUX U [00palIeHHIo JeKapCTBEHHBIX
OTIIyCKE M peallu3aluu (bapManeBTHUECKUX |CPEICTB
JIEKaApCTBEHHBIX TOBapoOB u Ha ypoBHe ymeHmii:
CPEICTB U TOBapOB OpraHu3yer -YMeeTr  IpUMEHATh  Ha
anTEeYHOro XpaHEHHE [IpaKTUKE MOJIOKEHUS
aCCOPTUMEHTA MEIULUHCKUX U [HOPMATHBHBIX MIPaBOBBIX
(bapMmalleBTUUECKUX [aKTOB  MpH  OOpalleHuu
TOBApOB. JIEKapCTBEHHBIX CPEICTB

2. O0bem U MecTO JUCHUILINHBI B cTpykType OIIOITI BO

JlucuuIuiiHa OTHOCUTCS 4YacTH, (OpMUpPYyeMON ydYaCTHHKaMH OOpa30BaTENbHBIX OTHOIICHHUN
OIIOIT BO, ocBamBaercs Ha S5 kKypce (9 cemecTp), B COOTBETCTBMH C Y4YEOHBIM ILIAHOM, OOIIast

TPYZIOEMKOCTh TUCIUILUIMHBI B 3a4€THBIX CIUHHIIAX COCTaBIIsET 2 3. €. (72 akaj. Jaca).

3. Coaep:xaHue M CTPYKTYPA AMCUHUILTHHBI

3.1. CTpyKTypa AMCLHUIUIMHBI.

O0beM qUCUMILUTHHBI (MOYJIs1), Yac.
KonTakTHast padora ®opMa TeKyLero
o0yyaromuxcs ¢ KOHTpPOJIS
HaumenoBanue 1
Ne i/m Bcero npemnoaaBareieM yCIeBaeMoCTH ",
pa3aesioB, TeM CP .
4acoB 10 BUJIaM y4eOHbIX NPOMEKYTOYHOM
3aHATHNI aTrecTauuu
aJ | 1B | m
Cemecmp Ne9
I'ocynapcTBeHHas
MOJIUTUKA B cepe
MIPOMU3BOJICTBA
Pasgen 1 P . 5 5 2 3 T
Poccuiickux
JIEKapCTBEHHBIX
MpenaparoB
Bri6op
JIEKapCTBEHHBIX
Paznen 2 P 5 2 3 T
npenaparoB TUTST
pa3paboTku
dapmanieBTHICCKas
Pazmen 3 pMart 13 4 6 3 T
pa3paboTka
Hannexamas
Paznen 4 JUIEKAII 4 2 2 T
nabopaTopHas




O0beM qMCUMILUIUHBI (MOYJIs1), Yac.
KonrakTHasi pabora dopma TeKylIero
o0yuarouuxcs ¢ KOHTPOJIfA
HaumeHnoBaHue
Ne n/mm Bcero npemnogaBarteJgeM ycneBaemocTn?,
pa3aesioB, TeM CP .
4acoB 10 BHJIaM y4eOHbIX NMPOMEKYTOYHO
3aHATHH aTrecTanuu
J J3 I3
MpaKkTHUKa
Hanpmnexarmas
Paznmen 5 | knuHu4yeckas 11 2 6 3 T
MIpaKkTHUKa
Pa3pabotka
WHCTPYKIUH no
Paznen 6 MCIMLUIHCKOMY 8 6 2 T
MIPUMEHEHHUIO
JIEKAPCTBEHHBIX
penaparoB
Perucrpanus
Paznen 7 | mekapcTBEHHBIX 24 6 12 6 T
penaparoB
[TpomexxyTouHas aTTecTanus 2 2 3auer
Bcero: 72 30 42

Ipumeyanue: mecmuposanue (T).

3.2. ConeprxaHue AUCUUILIMHBI.

Pazgenl. I'ocynapctBeHHas mnonuTuka B cdepe mnpous3BoAcTBa PoCCHICKHMX JIeKapCTBEHHBIX
Ipernaparos.

1. ®apmareBTHUecKas pa3paboTka — OT MOUCKA OMOJOTMUECKH aKTUBHBIX BEILECTB /10 BHIBOJA HA
PBIHOK JIEKapCTBEHHBIX MpenaparoB. Mcropus U myTH co3qaHus JIEKapCTBEHHBIX cpelcTB. PazpaboTka u
uccnenoanus HoBbIX JIC (Research & Development — R&D). ITarenTs! Ha nekapctBa. OO1Me cBeAeHUs
O MAaTEHTOBaHUHM JIEKAPCTBEHHBIX IpernaparoB. TepaneBTuyeckas, Ouonoruueckas U QgapmMareBTudecKas
SKBHUBAJIEHTHOCTH KaK KPUTEPUH OLIEHKH KauyecTBa JIEKAapCTBEHHBIX IpenapaToB. 2. OCHOBHBIE aCHEKTHI
TOCYJapCTBEHHOTO DPErYJIMPOBAHUS JEATEIbHOCTH OTEYECTBEHHBIX IMPEeNNpUATUI-TIPOU3BOAUTENECH Ha
COBPEMEHHOM JTafe pa3BUTHS cdepbl oOpalieHus JeKapcTBeHHbIX cpenctB. 3. [lpuopurer
rOCYJapCTBEHHON MOJUTUKM B O0JAcCTH JIEKAPCTBEHHOI'O OO0ECHEUEHUs: IMOAJEPKKAa OTEYECTBEHHBIX
MIPOU3BOIUTENEH JIEKaPCTBEHHBIX CPE/ICTB.

Paznen 2. BeiOop nexapcTBEHHBIX MTPETIApaToB ISt Pa3paboTKH.

1.MapKkeTHHTOBBIE HCCIIECOBAHUSA, TMPEAINIECCTBYIONME BBIOOPY JIEKAPCTBEHHBIX TPEMApaTOB IS
pa3paboTku. 2. PazpaboTka KpuTepreB oTOOpa JEKapCTBEHHBIX MpenapaToB A pa3paboTKH.
Pa3nen 3. ®apmaneTrueckas pazpadoTka.

1. Beagenue B Teopuro ¢apmareBTUUECKOW pa3paboTku. ITambl (apMareBTUIECKON pa3padOTKH.
TpeboBanus kK cTpykType U 00beMy (papMalieBTUYecKoi pa3paboTku. Metoaonorus pa3paboTKu HOBOTO
1 BOCIIPOM3BEJEHHOIO JEKapCTBEHHOT0 mpemnapara. 2. Pa3paboTka TEXHOJIOIMM CHHTEe3a CyOCTaHIMI Ha
craguu (hapMaleBTHUECKOW pa3paboTku. Pa3paboTka TEXHOJOIMH CXeMbl OYyIyLIero HpOH3BOJICTBA.
TexHomornueckoe o0opyI0BaHUE NS porecca cuHTe3a. 3. [lepeHoc TexHoyoruu B (hapMarieBTHIeCKOM
pas3paboTke.

Pa3nen 4. Hagnexxamias nabopatopHast mpakTUKa.



1. JIoKIMHUYECKHE MCCIIEIOBAaHUS JIEKAPCTBEHHBIX mpemnapaTtoB. Mcropus Bompoca. [lonsarue GLP kak
CHCTEMBbl HOPM, TpaBWJI U YKa3aHUH, HampaBIEHHBIX Ha 00ecrneueHHe COIVIACOBAHHOCTU H
JIOCTOBEPHOCTH Pe3yJIbTaTOB J1abOpaTOpHBIX HcciaeAoBaHuid. 2. HopmaTuBHBIE NpaBOBbIE aKThI,
perIaMeHTHPYIONIUE TOKINHUYECKUE HCCIEI0BaHUsI 0€30MacHOCTH U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX
cpenctB B P®. 3. O0beM NOKIMHUYECKUX HCCIEIOBAHUM [UIsl PETMCTPALlMd BOCIPOU3BEACHHBIX U
OPUTMHAJIBHBIX  JIEKAPCTBEHHBIX IpenaparoB. IlnaHupoBaHue  JOKIMHHUYECKOTO  MCCIEI0BaHUSA,
COCTaBJICHHE IMPOTOKOJa/maaHa ucciaenoBanus. 4. OO0paboTka JaHHBIX PE3yIbTATOB JOKIMHUYECKOTO
uccienoanus. CocrapieHue otuera. KoHTposb kauecTBa POBEIEHUS JOKJIMHUYECKOTO UCCIIEI0OBaHUS.

Pa3nen 5. Hajuiexxaiasi KIMHUYECKas MPAaKTUKA.
1. Knunudeckue wucCleIOBaHUS: MCTOPUYECKas crpaBka. Pollb KIMHUYECKUX HCCIEIOBaHUMN
JIEKapCTBEHHBIX CPEJCTB B COBPEMEHHOW cHCTeMe O0ecleyeHHs] KauecTBa JIEKApPCTBEHHBIX CPEACTB.
[Tonstue o GCP kak 0 MeXIyHapOAHBIX MpaBUIaX CO3JaHUS, BHEIPEHUS M INPOU3BOACTBA HOBBIX
JIEKApCTBEHHBIX CpeACTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJMUYECKHUE TOKYMEHTHI 110 IIPaBUIaM
KaueCTBEHHOM KJIMHUYECKOW MpakTUKU. 2. Llenu u BUABl KIMHUYECKUX HMCCIEIOBAHUMN JIEKApPCTBEHHBIX
cpencTB. MeTopl TUIaHUPOBAHUS U TPeOOBaHUS K 00beMYy KIIMHUYECKUX MCCIIEOBAHUIN JIEKAPCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKH KJIMHUYECKUX HCCICAOBAaHUM, WX MpaBa M OOSA3aHHOCTU. DTHUYECKHUE
aCTeKThl MPOBEACHHS KIMHUYECKUX HCCIEAOBAHUNA. DTHYECKHE MPOOJIeMbl MPOBEACHUS HCCIEI0BAHUMN
Ha 0co00 yS3BUMBIX I'pylIax HAalMeHTOB (€T U MOJIPOCTKH, >KEHUIMHBI PENPOIYKTUBHOIO BO3pacTa,
MOKUJIBIC JIFOJIM, MAlMeHThl B 0eCCO3HATENIbHOM COCTOSHUU U Tip.). 4. Pa3paboTka JOKyMEHTAluH ISt
KIMHAYECKNX wuccnenoBanuii. Ilpotokonm wmccnenoBanuss u  Opomrropa wuccrnepoBatens u  CRF.
NudopmupoBanHoe corjacue MalMeHTa U BeJCHUE MEePBUYHON MEIUIIMHCKOW JTOKyMEHTAllUd B XOJE
uccienoBanus. Pa3zpaboTka MHIMBUAYAIbHOM  PETUCTPALIMOHHOW  KapThl MpU  KIMHUYECKUX
UCCIIeTOBaHMIX JIEKApCTBEHHBIX cpencTB. [IpaBuia ee 3amonHeHus, BHeceHne n3MeHeHu. 5. O6pabdoTka
JAHHBIX KIMHUYECKUX HCCIEO0BAaHUN JIEKapCTBEHHBIX cpeacTB. CocTaBieHHE OTYETa IO pe3yibTaram
KJIMHUYECKUX HCCIIEI0BAaHUN JIEKapCTBEHHBIX cpelAcTB. 6. KOHTponb 3a mpoBeneHHEM KIMHUYECKHX
UCCIIEIOBAaHUM  JIeKapCTBEHHbIX  cpeAcTB. IIpuHumnbr  obOecriedeHus KayecTBa U IMOPSIOK
GYHKIIMOHUPOBAHMSI CHCTEMbl MEHEKMEHTa KauyecTBa B HCCJIEIOBATEIbCKOW OpraHu3anuu. /.
VYnpasiieHue 6€30MacHOCTbIO MPY MPOBEACHUH KIMHUYECKUX HcciaenoBaHuil. TpeboBaHus K MPOBEIEHUIO
dapmakonagzopa. IlocTMapKeTHHrOBBIE HCCIEAOBAaHUS JIEKAPCTBEHHBIX CpencTB. HexenarenbHbie
SIBJICHUS, TIPEPbIBAHNE U OKOHYAHHE HUCCIIEIOBaHMsI, BBIXO U3 HCCIIEI0BaHUS.

Paznen 6. Pa3zpaboTka MHCTPYKUMII 1O MEIUIMHCKOMY IPUMEHEHHIO JIEKapCTBEHHBIX
IIpenapaTosB.
1. HopmatuBHO-nIpaBoBasi 0a3a, perylaMEHTHPYIOLasi COCTaBICHHWE HMHCTPYKLIUM I METUIIMHCKOTO
NIPUMEHEHUsI JIeKapCcTBEHHOro mpemnapara. 2. OCHOBHble 00s3aTeNbHbIE pa3/ieibl HHCTPYKIUHU JUIs
MEIUIIMHCKOTO TPUMEHEHHUsl JIEKapCTBEeHHOro mnpemnaparta. MHbopManmoHHble UCTOYHUKHU HAMOJTHEHUS
paznenoB  HMMIIL. 3. MHHcrpykuus is MEIUIIMHCKOTO TPUMEHEHWsS Ha OPUTHHAIBHBIA U
BOCIIPOU3BEICHHBIH JIEKapCTBEHHbIE MTPENapaThl (CXOICTBA U PA3TUUHNSA).
4. Mexnaynapoaubsie TpeboBanus k MMII (OOmas xapakTepuCTHKE JEKapCTBEHHOTO Mpernapara s
MEAHUIIMHCKOTO MPUMEHEHUS U JIUCTOK - BKJIQ/IBIII).

Pa3nea 7. Peructpanus gexkapcTBEHHBIX IIPENapaToB.
1. HopmatuBHO-TIpaBoBast 0a3a, perjlaMeHTUpYIOLIas HKCHEPTH3Y M PErHCTPAlUI0 JEKapCTBEHHBIX
cpeactB B Poccuiickoit ®eneparyu. [lpaBuina u MOpSIOK pEeTUCTpAIMM JIGKAPCTBEHHBIX CPENCTB. 2.
@®opMUpOBaHUE PETUCTPALIMOHHOTO JOChE Ha JIEKAPCTBEHHOE CpeacTBO. OCHOBHBIE TpeOOBaHUS
npenbsBiasieMble K 00beMy M OQOPMIICHHIO JOKYMEHTAIlMM pPETUCTPALMOHHOTO JI0ChE, BHECEHUS
U3MEHEHUH B PETUCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIM mpemnapar. 3. ['ocynapCTBEHHBIN peecTp
JIEKAPCTBEHHBIX CPEJICTB. XapaKTEPUCTHKA TOCYAapCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEICTB, €ro
POJIb B IIPOLIECCE IKCIIEPTU3Bl U PETUCTPALIMU JIEKAPCTBEHHBIX cpeAcTB. 4. [Ipouenypa MexyHapoaHON
rapMOHM3aIUU OoOpallleHusl JeKapCTBEHHbIX cpeAcTB B pamkax EBpA3DC. TpeOoBaHUS K 3KCHEPTU3E U
peructpaunu B EBpA3OC.

4. DoHJ OLIEHOYHBIX CpeaACTB MO TMCHUIIJINHE
4.1. (I)OpMBI " OICHOYHBIC CPEACTBA JJIA TCKYIIECTO KOHTPOJIA.
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4.1.1. B xoxe peanu3anuu TUCHUILIAHBI HCIIOJB3YIOTCSA CIEAyIONue (HOPMBI TEKYIIETO KOHTPOJIS

YCIIEBaEMOCTH O0YYAIOIIUXCS: TECTUPOBAHHE.

4.1.2. OuieHOYHBIC CPEICTBA /ISl TEKYIIET0 KOHTPOJISI ycreBaeMocTu. TecTrupoBaHue:

Ipumepor mecmosvix 3a0aHUIL:

1. Cornacao @3-61 rocymapcrBeHHoU peructpanuu He moaexar:

A: Bce nekapcTBeHHBIE MperapaThl, BIIEPBbIE MOAJIEkKAIIUE BBOAY B oOpaienue B PO;
b: ®apmaneBTHUeCKrEe CyOCTaHIINM;

B: HoBbie koMOMHAIIMM 3apErUCTPUPOBAHHBIX paHEe JIEKAPCTBEHHBIX MTPENapaToB.

2. YckopeHHas npolielypa SKCIepTU3bl JICKapCTBEHHbBIX CPEACTB B LIEIIAX FOCYIapCTBEHHOMN

peructpaunu HE npuMeHsieTcs B OTHOLLICHUU:
A: Op¢aHHbIX JeKapCTBEHHBIX IIPENapaToB;
b: IlepBbIX Tpex JIEKapCTBEHHBIX IpeNnaparoB, perucrpupyemblix B PO B kaudectse

BOCIIPOU3BEICHHBIX;

B: HoBbIx KOMOMHAIMI 3apeTUCTPUPOBAHHBIX PaHEE JICKAPCTBEHHBIX MPETAapaToB.

3. DkcnepTu3a KayecTBa JIGKAPCTBEHHOT'O CPECTBA U SKCIEPTHU3a OTHOILEHHS 0’KUIAEMOM MOJIB3bI K

BO3MOXKHOMY PUCKY IPUMEHEHMSI JIEKAPCTBEHHOIO IIpenapaTa Jisl MEAULUHCKOTO IPUMEHEHUS
OCYLIECTBJISIETCS B CPOK, HE MPEBBIIIAIOLINNI:
A: 90 pabouux mHEH;
b: 160 pabouux aHeH;
B: 110 paGouux nHei;
I': 60 paGouux qHEH.

4. Cornacao ©3-61 nonmyckaercs BKIIOUYEHUE B perucTpannoHHoe aocke Ha JIIT 0630pa HayuHbIX paboT
0 pe3yJibTaTax JOKIMHUYECKUX UCCIIEI0BAaHUH JIEKAPCTBEHHBIX CPEACTB U KIIMHUYECKUX
uccnenoBanuii JaHHbIX JIIT BMECTO OTYETOB O COOCTBEHHBIX TOKIMHUYECKUX U KIMHUYECKIX
uccnenoBanusx ecau JIII paspemien 1 MmenquuHcKoro npumenenus B PO Gonee:

A: 25 net;
b: 30 neT;
B: 20 neT;
I': 15 ner.

5. VYkaxure nyHKT, naHHble KoToporo HE npenocrasnstorces B peructpannoHHoM aocke Ha JIIT ¢ nensio

€ro rocyIapcTBeHHOM peructpanuu (cornacuo ®3-61).

A: MatepuanbHblil 6anaHC JUIsl IPOU3BOICTBA CEPUM FOTOBOTO MPOJIYKTa;

b: Banmupanus aHaJIMTUYECKMX METOJMK, MCIIOJIB3YEMBIX IPH OCYILECTBICHMM KOHTPOJS KayecTBa
JIEKapCTBEHHOI'0 IIpernapara JUisi METUIIUHCKOTO PUMEHEHMS;

B: JlanHbIe 0 cTaOMIBHOCTH JIEKAPCTBEHHOTO MTpenapara sl MEUIIMHCKOrO IPUMEHEHUS;

I':  JlokyMeHT, colepkKaluuil pe3yJbTaThl MOHUTOPUHTA J(PPEKTUBHOCTH U  0€30MacCHOCTH
JIEKapCTBEHHOI'O IIpernapara, IPOBOJMMOIO JEpXKaTeleM WM BIAJEIbLEM PETrUCTPALMOHHOIO
YAOCTOBEPEHUS JIEKApCTBEHHOTO Mpenapara.

6. CornacHo Pemenns Ne 78 EBpasuiickoil sxoHomuueckoit komuccun O IlpaBunax perucrpauuu u
OKCIIEPTU3Bl  JICKAPCTBEHHBIX  CpeAcTB  [Isi  meauruHckoro  mpumenHenus  (EBpAzDC):
«...IOpDHJINYECKOE JIMLO, Ha UMSA KOTOPOTO BBIJAHO PETHCTPALMOHHOE YJOCTOBEPEHHME Ha
JIEKapCTBEHHBIN MperapaT ¢ KOTOPO€ HECET OTBETCTBEHHOCTh 3a 0€30macHOCTh, 3 (HEKTUBHOCTH U
KaueCTBO JIEKaPCTBEHHOI'O IIPENapaTa) sBJISETCS. ..

A: [IpousBoauTeneM JeKapCTBEHHOTO CPECTBA;
b: IlpeacraBurenem neprkarenst perucTpaliiOHHOIO YAOCTOBEPEHNUS;
B: Jlepkatenem perucTpaimOHHOTO YIOCTOBEPEHHUS.
7. VYKaxuTe M3MEHEHHs, BHOCUMBIE B JIOKYMEHTBl PETUCTPAIIMOHHOTIO JOChE HA 3aperMCTPUPOBAHHBIN

JIT1, e Tpebyrorue MPOBEACHHS IKCIIEPTU3BI Ka4eCTBA U (UJTH) IKCTIEPTU3BI OTHOIICHUS 0KUTaeMOU
MOJIb3BI K BO3MOKHOMY pucKy npumeHenwus JIIT (1 Bapuant oTBerta):

A: VsmeHenns nu3aitHa mapkupoBku JIIT;

b: M3menenue toprosoro HaumeHoanus JII1;

B: 3menenne u (uaum) TONOJIHEHHUE TTOKa3aHui it mpuMmenenws JIIT;
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I': Usmenenue cpoka rognoctu JIIT.

8. PerucrpannoHHO€ yI0OCTOBEpEHHE Ha BIIEPBBIC 3aPETHCTPUPOBAHHOE JIEKAPCTBEHHOE CPECTBO

BBIJIA€TCs HA CPOK:
A:1rox;
b: 6eccpouno;
B:10 ner;
I': 5 ner.

9. Cornacuo Pemenunst Ne 78 Epasuiickoil sxonomuyeckoir komuccuu O IlpaBuiax peructpanuu u
9KCHEPTU3bl JIEKAPCTBEHHBIX CpPeACTB g MeauuuHckoro mnpumeHeHus (EBpA3DC) mpouenypa
pPETUCTpALMM JIEKAPCTBEHHOI'O Ipenapara KOTOpas OCYLIECTBISETCS OJHOBPEMEHHO HECKOJIbKUMU
rocyapCTBaMU-4JICHAMH, B KOTOPBIE MOJAHO 3asBICHUE O PETUCTPALMK JIEKAPCTBEHHOTO Ipenapara,
¢ BBIOOPOM pedepeHTHOTO rocy1apcTBa:

A: JletieHTpanu3oBaHHas MpoLEaypa;
b. IIponeaypa B3aMMHOI0O IPU3HAHNUS;
B. HanmonanbHas npoueaypa.
10. CornacHo perucTpamu B cOOTBETCTBUU C mpaBoM EBpA3DC perucrpanvoHHbBIE yIOCTOBEPEHUS Ha
JIEKapCTBEHHBIE NPENapaThl, BbIJAHHBIE 10 HALIMOHAIBHBIM IIPABHJIAM JAEUCTBUTENbHBI J0:
A:2019r;
b: 31 nexabps 2020 T;
B: 31 nexabps 2025 r;
I': cpok nercTBusl HE YCTaHOBIIEH.
11. HWudopmamus O KOJMYECTBEHHOM COCTaBE€ BCIIOMOTATEIbHBIX BEIIECTB B WHCTPYKIMH TI0
MEIULIMHCKOMY IIPUMEHEHUIO JIEKaPCTBEHHOTI'O Tpenapara yKa3bIBacTCsl:
A. 00s13aTENBHO;
b. npu HEoOxoauMOCTH;
B. orcyTcTBYIOT yKa3aHus.
12. YTBepkaeHne HHCTPYKIMHA 110 MEAULMHCKOMY IIPUMEHEHHIO U (OPMHUPOBAHUE PEECTPA UHCTPYKIMHA
10 METUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOI' O Tperapara OCyIeCTBISET:
A. VYmnomHOMOuYeHHBIH (QenepaibHbIl OpraH HUCHOJIHUTENbHOM Bimactu PO B cdepe
3npaBooxpaHenust (Munznpas PO).
b. ®enepanbhas cioyx6a o Haazopy B cdepe 3apaBooxpanenus (Poc3apasuanzop PO)
B. pa3zpaboTunk 1€KapCcTBEHHOTO CPECTBA
I'. mpon3BOaUTEINb JTEKAPCTBEHHBIX CPEICTB

4.1.3. llkana oueHuBaHuUs AJis TEKYIIEro KOHTpoJs. TecToBble 3ananus - quddepeHInpoBaHHAas OIEHKA!
v" 91 -100 % npaBUIBHBIX OTBETOB — OIICHKA «OTINYHOY,
v 76 - 90 % mpaBWIILHBIX OTBETOB — OIIEHKA «XOPOLIO»,
v’ 51- 75 % npaBUILHBIX OTBETOB — OLIEHKA «YI0BIETBOPUTEILHOY,
v" 0 - 50 % npaBHIILHBIX OTBETOB — OLIEHKA «HEYOBJIETBOPUTEILHON.

4.2. ®opMBI U OLICHOYHBIE CPEACTBA JJI IPOMEKYTOYHOM aTTECTALIUH.
4.2.1. IlpomexxyTouHasi aTTecTalus MPOBOAUTCA B (hopme: 3adera.
4.2.2. O11eHOYHBIE CPECTBA JUIsl IPOMEXYTOUYHOM aTTeCTalMU: TECT.
v" 91 -100 % npaBUIBHBIX OTBETOB — OIIEHKA «OTINYHOY,
v’ 76 - 90 % mpaBUILHBIX OTBETOB — OIIEHKA «XOPOIIO»,
v’ 51- 75 % npaBUILHBIX OTBETOB — OLIEHKA «YIOBIETBOPUTEILHOY,
v" 0 - 50 % npaBUIILHBIX OTBETOB — OLIEHKA «HEYIOBJIETBOPUTEILHON.



Bapuanr 1

1. Kakoii 00beM JOKJIMHHUYECKHUX UCCJIeI0BAHUN TPedyeTcs IJIl PerucTpauuu BOCIPOU3BEAEHHOI0
JIEKAPCTBEHHOI'0 Mpenapara NpH MOJHOH WIEHTHYHOCTH €ro cOoCTaBa OPHUIHHAJLHOMY
JIEKAPpCTBEHHOMY Npenapary?

A. OOLIETOKCUYECKUE CBOICTBA.

b. Cnienuduueckne BUIbI TOKCHIHOCTH.

B. O6merokcuyeckue cBOWCTBA U crielu(PpUUecKre BUIbl TOKCUYHOCTH

I'. JloknmuHUYECKHe UCCIeI0OBaHUS HE TPEOYIOTCS.

2. JlokyMeHTbI, perjaMeHTHPYIoIIHe JOKIUHUYECKHEe MCCIeI0BAHUS JEKAPCTBEHHBIX CPEACTB B
P®, Bce kpome?

A. ®enepanbHbiil 3aKk0H Poccuiickoit Deaepanuu 06 oOpaleHuu JIeKapCTBEHHBIX CPEACTB OT 12 amperns
2010 rona.

b. Koncturynus Poccuiickoit deneparnuu ot 12 nekabps 1993 roxa.

B. Ilpuka3z MunucrepctBa 3npaBooxpanenus PO ot 01 anpens 2016 roga Ne200H «OO0 yTBepKIaeHUU
MIpaBWJI HaJJIeXkKAaIIeld KITMHUIECKON IPAKTHKNY.

I'. I'paxxnanckuit kogexc Poccutickoit @enepanuu ot 18 nexadpst 2006 romga No230-D3.

3. YKauTe 3Tanbl }kKU3HEHHOT0 IIUKJIA MPOAYKTA — (papManeBTHYECKOH pa3padoTKu:

A. pa3paboTka akTUBHOU (hapMaIeBTUYECKON CyOCTaHIINN

b. pa3paboTka nekapcTBEHHOTO Mpenapara

B. Hapabotka o0pa3ioB 151 OPUIIHATBHBIX UCCIICI0BAHUM

I'. mpoMBIIITIEHHBIN BBIMYCK JIEKaPCTBEHHOTO Tperapara

J. pa3paboTka u MacmTabupoBaHNE TEXHOJIOTHUH

4. IlepeunciuTe OCHOBHbIE MapaMeTPbl BbIOOPa NePBUYHOI YIAKOBKH B Xo/1e (hapmaneBTHYeCKOM

pa3padoTKu:

A. MexaHu4ecKkas 3aluTa

b. uneptHOCTH, 0€30MACHOCTH

B. MHOTrOCIIOWHOCTH

I'. 6apbepHbIe cBOMCTBA

J1. no3a npemnapara

5. TexHosornyeckuii mpouecc — 370...

A. dacTh TIPOM3BOJACTBEHHOTO TMIpoOIlecca, CoOJAepXkaiias HaydyHO OOOCHOBaHHBIC JEHCTBUS,
HalpaBJIEHHbIE Ha TMOJYYEHHE TOTOBOTO NPOAYKTa, KOTOPBIA COCTOMT M3 TEXHOJIOTHMUYECKHX
cTaguil.

b. pacnpenenenue yacTUI NOPONIKA MO TPAHYJIOMETPUUYECKOMY COCTaBy

B. yacTp TeXHOIOTMUECKOTO MPOIEcca, CBA3aHHAs ¢ 0OCTY>KMBAaHUEM OJIHOTO BH1a 000PYI0BAHMS

I'. oTHOIIEHHE Pa3HUIBI MAKCUMaIbHOU MJIOTHOCTH U CBOOOIHOM K MaKCUMAIIbHOH TIIOTHOCTH

J1. COBOKYITHOCTh T€XHOJIOTMUECKHUX IMapaMeTPOB

6. OTpaboTKa TeXHOJIOruH NpH papmManeBTHYECKOI pa3padoTKe BKIOYAET:

A. BBIOOp 000pyI0BaHUS

b. nog0op pabounx mapamerpoB

B. uccienosanue cTabMILHOCTH

I'. BEIOOD MOCHIEeI0BATENFHOCTH OTIepaIuit

J1. MOATOTOBKA PETUCTPAITMOHHOTO JTI0CHE

7. YKaxKuTe KPUTHYECKHE BOMPOCHI pa3padoTKu, BOSHHUKAOIINE PH 0TPadOoTKe TEXHOJIOTHH:

A. pazmep cepuun

b. nocnenoBarenbHOCTH BBE/IEHUSI KOMIIOHEHTOB

B. o6ocHoBaHMe N30bITKa aKTUBHON (hapMalieBTHUECKOMN CyOCTaHIINH

I'. BO3BMOXHOCTH IOBTOPHO#M OTPabOTKH, TepepadoTKH

J1. ycTaHOBIE€HME CPOKOB F'OAHOCTH

8. HazoBuTe rpynmny BCIOMOraTeIbHbIX BellleCTB, KOTOPYIO 100aBJISIIOT B Ta0JeTOYHYH Maccy ¢

1eJIbI0 YMEHbIIIEHUS IIePOX0BATOCTH I'PAHYJ U MOBBIIIEHUS UX TEKYYeCTH:

A. cMa3bIBaronIne



b. pazpeixmstoniue

B. cBa3bIBaromue

I'. ckonp3samue

J. pa3zbaButenu
9. MacmrabupoBanue — SIBJSEeTCH YacThI) MepPeHoca TeXHOJOTHHU
CTAHIAPTU3ALHIO:

A. pazmepa cepuu

b. cneuun¢ukanuy Ha TOTOBBINA TPOIYKT

B. npou3BoICTBEHHON peLETITYPhI

I'. cunTe3 aKTUBHON apMarieBTHIECKOM CyOCcTaHITUN

J1. KpUTHYECKUX MapaMeTPOB TEXHOJIOTUYECKOIO Mpoliecca
10. Yka:kuTe 10NMOJHUTEIbHbIE XAPAKTEPUCTUKYU MEPBUYHON YIIAKOBKH:

A. IPOYHOCTH

b. KOHTpOJIb TIEPBOTO BCKPHITHS

B. yno6cTBO ucnosnp3oBanus

I'. orpannueHHbIN AOCTYH (3aMOK)

Jl. TOKCHYHOCTh
11. MeToab! n3y4eHusi cTaOMJIbLHOCTH:

A. IOJITOCPOYHOE UCCIIEI0BAHUE

b. nepcnekTuBHOE HCClIeI0BaHUE

B. HecnemHoe uccnenoBanue

I'. yckopeHnHoe uccnenoBanmie

J1. cpouHOE ucciaen0BaHue
12. Tpe6oBaHus K BCIOMOraTe/IbHBIM BellleCTBaM, 00ecreynBaoIe Ka4ecTBO
dapmaneBTueckoi pa3padboTKu:

A. otcytcTBHE B3aumoiencTus kK AOU

b. hapmakonornyeckass ”HEPTHOCTD

B. Mukpobuonoruueckas 4ucToTa

I'. nemeBu3nHa

. dapmakoneitHoe KaueCcTBO

4.2.3. [lIkana oileHUBaHUA .
v' 91 -100 % npaBUIILHBIX OTBETOB — OIIEHKA «OTIINYHOY,
v 76 - 90 % mpaBWIILHBIX OTBETOB — OIIEHKA «XOPOLIO»,
v’ 51- 75 % npaBUILHBIX OTBETOB — OLIEHKA «YI0BIETBOPUTEILHOY,
v" 0 - 50 % npaBHIILHBIX OTBETOB — OLIEHKA «HEYOBIETBOPUTEILHON.

4.3. CoOTBETCTBHE OILICHOYHBIX CpPEICTB IMPOMEXKYTOYHOM  aTTecTaluu
(hopMUPYEMBIM KOMITETEHIIUAM

U moapa3yMeBaeT

o  JUCHHUIIIIMHEC

Kon Koa MHAMKaTOpa OueHo4YHbIE CPeICTBA MPOMEKYTOYHOM ATTeCTAUM
KOMIIETEeH AOCTHKEHU S
Tect
1007071 KOMIIETCHI MU
ITK-2 NTIK-2.1. +
4.4. Kputepuu O1eHKU C(HOPMHUPOBAHHOCTH KOMIIETCHIIUN B paMKax MPOMEKYTOUYHOM aTTecTaluu 1o
THACUUIUINHE
Kon CTpyKTYpHBI
Kon Kpurepun onenkn c(popMHPOBAHHOCTH KOMITETEHIIHH
HHAUKATOpa € 3JIeMEeHTBI
KOMIIeTeH
AOCTHKEHUS OIIEHOYHBIX -
MM
KOMITeTeHIHI cpencTs e chopMHupoOBaHa CdopmupoBana

10




He 3maer tpeGoBanus | 3Haer TpeOOBaHM
3akoHomaTtenbcTBa P® K | 3akoHOIATENILCTBA PO K

0OpareHuIo oOpareHuio  JIEKapCTBEHHBIX
JIEKApCTBEHHBIX CPEJCTB CPENCTB

[K-2 NATK-2.1. Tect He ymeer npumessaTs Ha | YMeeT NIPUMEHSTh Ha NPAKTHKE
MIPaKTHKE MIOJIO’KEHUS | TIOJOKECHHUS HOPMaTHBHBIX
HOPMAaTUBHBIX  MPAaBOBBIX | MPaBOBBIX aKTOB npu

akToB Tpm  oOparieHnH | oOpameHnn JIEKapCTBEHHBIX
JIEKAPCTBEHHBIX CPEJICTB CpeICTB

Komnerenuuss cumraercs copMUpoBaHHOW Ha ypoBHE TpeOOBaHMI K JUCHUILIMHE B
COOTBETCTBUHM C 00pa3oBaTeIbHONW MPOrpaMMOi, €ci MO UTOraM MPUMEHEHHUS OLIEHOYHBIX CPEICTB
IIPOMEXYTOUYHON aTTeCTallMM WM HX OTAEIBHBIX 3JEMEHTOB PE3YyJbTaThl, JIEMOHCTPUPYEMbIE
00y4aroImuMcsi, OTBEYAIOT KPUTEPUIO CHOPMHPOBAHHOCTH KOMITETCHIINH.

Ecii o uroram mpoBeeHHOW MPOMEKYTOYHON aTTeCTallMK XOTs Obl OJIHA U3 KOMITCTCHITI HE
copMHpOBaHa HA ypOBHE TPEOOBaHMIA K JUCHUIUIMHE B COOTBETCTBUU C 00pPA30BATEIBHON MPOTPaMMOii
(pe3ynpTaThl  OOy4YalomIETOCS HE COOTBETCTBYIOT KPHTEPHIO C(HOPMUPOBAHHOCTH KOMIIETEHIUH),
oOyuJarolemMycs BHICTaBIISIETCS OL[CHKA «HE 3aYTEHO».

5. Meroanyeckue MaTepuaJibl 10 0CBOCHHIO JUCHUIIIMHBI
Metoauueckue MaTepuainbl A OOydyaroluxcsd Ha JUCHUIUIMHE (IIOJIHBIM KOMIUIEKT METOJIUYECKUX
MaTepHalioB) HAXOIUTCS Ha Kadeape yIpaBiIeHUs SJKOHOMHUKH (papmanuu.

6. YueOHas quTepaTypa AJsi 00y4aroMXCcs M0 JMCHUILTHHE
6.1. OcHoBHas nuTEparypa.

Onpe, H.Jx. IIpon3BoACTBO JEKAapCTBEHHBIX CPEACTB. XHMMHUecKas TexHosuorus or R & D nmo
npousBojcTBa [Tekct] : mep. ¢ anrn. / Duae H.JIx. - Cankr-IlerepOypr : Ilpodeccus, 2015. - 1280 c. :
wi. - bubmuorp.: c¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmayesmuueckas ompacnw,

np0u3eodcmeo JIEKApPCmMEBEHHblX npenapamaoe, d)ap/wauegmuuewue I’lpOlL?GOOCWlG@HHble npoueccw)

Hapkesnu 1. A., Ynpasnenue u skoHomuKa (papmarnun [DnekTpoHHbId pecype] / mon pea. U. A. Hapkesuua - M. :
I'SOTAP-Menua, 2017. - 928 C. - ISBN 978-5-9704-4226-5 - Pexum JIOCTyTIA:
https://www.rosmedlib.ru/book/ISBN9785970442265.html

dapManeBTUUYECKasl pa3paboTKa: KOHIEMIU U MpakTHueckne pekomeHaarmu [TekcT] : HaydHO-TIPaKTHYECKOe
pykoBoacTBo s (hapmanesTuueckoil orpaciu / mox pen. C.H. BrikoBckoro [um ap.]. - Mocksa : llepo
®dapMmkoHTpakT, 2015. -472 ¢

6.2. [{ononnumenvnas numepamypa
VYnpaenenue u s3xkoHomuka (apmaiuu [Texer] : B 4 T. T.3 : DkoHOMHKaA anTe4HbIX opranu3anui / mox pen. E.E.
JlockyroBoit. - M. : Akanemus, 2008. - 428 c.
VYupaenenue u skoHoMuka (apmanuu [Tekcr]: B 4 1. T.1: dapmaneBruyeckas aesATeIbHOCTh. OpraHu3zamnus U
perymuposanue / o pen. E.E. JlockyroBoit. - M.: Akanemus, 2003. - 380 c.: ui. - (Bricuiee npodeccuoHanbHoe
oOpasoBanue). - bubmumorp.: c. 377-378.
Vnpasienne U 3koHOMHKA (apmanuu [Tekcer] : yueOHUK 11 By30B / o pea. B.JI. baruposoii. - M. :
MCI(I/II_II/IHa, 2004. - 720 c. (Papmayeemuueckas IKOHOMUKA, DAPMAYESMUUECKUL DLIHOK, YEHO8As NOJIUMUKA
dapmayeemuyeckou opeanuzayuu, GapmaKoIKOHOMUKA, PapmMayesmuieckuil MEHONCMEHN, PapmayesmuiecKuil MapKemuHe,
moeapHasi NOJUMUKA DapmMayesmuieckol opeanu3ayuu, UHGOPMAayuoHHoe obecneueHue gapmayesmuuecko2o OusHeca,
busHec-nianuposanue (papm.), noeucmuxa (papm.)
Mosnax, A.X. YnpaBieHue puckamu B gapmaneruyeckoMm npousBozctse [Tekcr] = Risk Management
Applications in Pharmaceutical and Biopharmaceutical Manufacturing : nep. ¢ anrn. / A. X. Momrax, M.
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https://www.rosmedlib.ru/book/ISBN9785970442265.html

Jlour, I'. C. boaiicmen. - [2-¢ u3n., ucmp.]. - Mocksa : BUAJIEK, 2017. - XX1V, 440 c. : wi. - buGnuorp. B
KOHIIe Kaxaou riassl. - ISBN 978-5-904723-02-6 (pyc.) : 500-00.

(gbap/vzaueemuqecme npou3zeo00cmeo, ynpasienue xasecmeom 6 gapm. IIpomviuiiennocmu, npou3800CmME0 JIeKapCmMEeHHbIX
cpedcme, np0u3eodcm60 obuonocu4ecKux npenapamoe, np0u360()cm60 OUOMEXHON02UYECKUX npenapamos, saﬂudauuﬂ 8
dapmayeemuyeckom npouzsoocmee, acenmuyeckoe ghapmayesmuieckoe npoussoOCmseo, YnpasieHue puckamu 8 gapm.
Ipousseodcmee)

®denmoros, Anekcannp ErrenpeBud. OcHoBsl GMP. IlponsBoacTBo jnekapcTBEHHBIX cpeactB [Tekcr] /
®denoroB Anekcannp ErenseBud. - MockBa : ACMUHKOM, 2012. - 576 c. : un. - bubmauorp.: 569-571.
(ITpousBoactBo nekapcTBeHHbIX cpeactB, GMP B ¢dapmanuu, KOHTpoIb KauecTBa JEKapCTBEHHBIX
CPEICTB, TOKyMEHTALUS B (hapMariim)

Hopmamueno-peznamenmupyioujue 0OKyMeHmbl:

1. OrpacneBoit crangapt «KnuHHKO-35KOHOMUYECKHE HccheaoBaHusa. OOmue MOJ0KEHUS
[[Ipuka3z MunznpaBa P® ot 27.05.2002 Ne 163 00 yTBepkaeHun oTpaciieBoro cranpapra «KiamHuKo-
SKOHOMHYECKHUE HccneaoBanus. O6mue monoxkenus» (Bmecre ¢ oct 91500.14.0001-2002)]

2. ®enepanpHbiii 3akoH 0T 12.04.2010 N 61-D3 (pex. ot 28.12.2017)

"O6 oOpaleHnH IeKapCTBEHHBIX CPEACTB";

3. Ilpukaz MunzgpaBa Poccum ot 12.07.2017 N 4095 "OO6 yTBepKIeHUH TOPSIKA
(bopMHpOBaHUS PETMCTPALIMOHHOIO JOChE HA JIEKAPCTBEHHBIN IpenapaT U TpeOOBaHUM K JOKyMEHTaM B
€ro cocrtaBe, TpeOOBaHMI K 00beMy HH(POPMALMM, MPETOCTABISIEMOM B COCTaBE PETHCTPAIMOHHOTO
J0ChE, JUI OTJCNIBHBIX BHJIOB JIEKAPCTBEHHBIX MPENapaToB JUIsl MEJUIIMHCKOTO NMPUMEHEHUS U MOopsaKa
NPEJCTAaBICHUS TOKYMEHTOB, U3 KOTOPBIX (POPMHPYETCS PErHCTPAMOHHOE J10ChE Ha JIEKapCTBEHHBIH
mpenapar sl MEAMLMHCKOTO INpPUMEHEHMs B IelIsIX €ro rocyJlapcTBEHHOM perucrpanuu’.
(3apeructpuposano B Muntocte Poccuu 08.08.2017 N 47706);

4. Tlpukaz Ne959 u ot 13.12.2016 r «O6 yTBep>KACHUH KIacCU(PHUKAIIUN U3MEHEHUN, BHOCUMBIX
B JIOKYMEHTBI, COAEpXkalllhecs B PErucTPallMOHHOM JIO0Ch€ Ha 3apEeTrMCTPUPOBAHHBIN JIEKapCTBEHHBIN
Ipenapar sl MEAULUHCKOTO IPUMEHEHUS»;

5. ®enepanbublii 3akoH Ne 425-03 ot 28 nekabps 2017 roga «O BHeceHMM H3MEHEHHUH B
denepanbHbIN 3aKOHY;

6. Cornamenne o EnuHBIX NpUHIMNAX W TpaBHIaxX OOpAIICHHUs JEKAPCTBEHHBIX CPEICTB B
pamkax EBpa3zuiickoro s5koHOMHUECKOro coro3a (3axioyeHo B r. Mocksa 23.12.2014 r);

7. Pewmenue Coseta EBpasuiickoii akoHomuueckoit komuccuu ot 03.11.2016 Ne 78 «O npaBuiiax
PETUCTPALIMM U DKCIIEPTU3BI JIEKAPCTBEHHBIX CPEJCTB I MEAUIIMHCKOTO IPUMEHEHUS»;

8. Pemenne Cosera EBpasmiickoii sxoHommueckor komuccuu ot 03.11.2016 N 85 "O6
yTBepxkaeHun [IpaBui npoBeneHus uccieoBaHUi OMOIKBHUBAJIEHTHOCTH JICKAPCTBEHHBIX MPENapaToB B
pamkax EBpazuiickoro s5KOHOMHYECKOTo coro3a';

9. IIpuxkaz MunzapaBa Poccun ot 21.09.2016 Ne 724 «OO0 yTBepkAeHUU TpeOOBaHMH K
MHCTPYKLHU IO MEJUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHBIX IIPETapaToBy.

10. Pemienne CoBera EBpasuiickoif skoHoMuyeckod komuccun ot 03.11.2016 Ne 85 «O6
yTBepkaeHuu [IpaBui npoBeaeHus HcciaeloBaHUN OMOAKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB B
pamMkax EBpa3zuiicKoro 5KOHOMHUYECKOIO COK3a»

11. Pemenne Cosera EBpaswuiickoii sxoHoMuyeckoil komuccuu ot 03.11.2016 Ne 88 «O6
YTBEP)KJICHUU TPeOOBaHUN K MHCTPYKIIMU 110 MEAULIMHCKOMY MPUMEHEHHIO JIEKAPCTBEHHBIX MPENapaToB
1 o011ei XapaKTepUCTHKE JIEKAPCTBEHHBIX MPENapaToB A MEAUIIMHCKOTO TPUMEHEHUSD.

12.TOCT P HCO 14155-2014. HauuonansHbiii cranmapt Poccuiickoit ®enepauuu.
Knununueckue uccnenoBanus. Hannexamas K1nHUYecKas MpakTHKA.

13.TOCT P 52379-2005. HammonanwHbiii cTanmapt Poccuiickoit ®enepanuu. Hamnexaras
KJIMHUYEcKasl MpaKTHKa.

Bbazwl 0aHHblx, uHdmpmauuormo-cnpaeouuble U nouckKkoenle cucmemol - I/IHTepHeT PECYPCHI,
OTB€CYHAKOIMUE TEMATHUKEC JUCIHHUIIIIMHBI, B TOM YHCJIC:
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1. MuHHCTEpPCTBO 3apaBooxpanenus PO https://www.rosminzdrav.ru/

2. MuHucrepcTBo MIPOMBIIUIEHHOCTH U TOPIOBJIU Poccun
http://minpromtorg.gov.ru/ministry/governance/

3. deaepanbHas ciayx0a mo Haa30py B cepe 3apaBooxpaneHus http://www.roszdravnadzor.ru/

4. Mexaynapoanas denepaius GpapMaleBTHYECKUX IPOU3BOaUTEEH hitp://www.aipm.org/

5. Caiit rocy1apCTBEHHOI'O peecTpa JeKapCTBeHHbIX cpeacTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmarus Poccuiickux apmarieBTHYeCKuX nmpousBoaureeii hitp://www.arfp.ru/

7. Bcemupnast opranuzanus 3npaBooxpanenus http://www.who.int/ru

8. Cerb E-LEK nns pycckoroBopsimux ctpaH Othena OCHOBHBIX JIEKapCTB M JIEKAPCTBEHHOM
nonutukd BO3: MHCKYCCHOHHBIN KITyO KIMHUYECKUX (hapMaKoJIOrOB, HOBOCTH B O0JIACTH MPUMECHECHHUS
JICKapCTBEHHBIX cpeacTs. http://www.essentialdrugs.org/elek/

9. OdunmanbHbli caiit EBpa3uiickoro s3K0OHOMHU4ECKOro coro3a http://www.eaeunion.org/

10. 'ocynapctBenHas dapmakornes http://femb.ru/femb/pharmacopea.php.

11. MeKperuoHaaIbHOe 00IIIeCTBO CICIMAJINCTOB JI0Ka3aTeIbHOM MEIUIHBI.
http://www.osdm.org/index.php

7. MaTepuajibHO-TeXHUYeCKasA 0a3a, MHPOPMAIIMOHHbIE TEXHOJIOTMH, IPOTPAMMHOE
ol0ecrnieyeHne U MHPOPMALMOHHBbIE CIIPABOYHbIC CHCTEMBI

CeMuHapcKue W TPAKTHUECKHUE 3aHITHS TPOBOJATCS B CHEHUAIU3HUPOBAHHBIX YUEOHBIX
ayIUTOPHUSX, OCHAIEHHBIX HAIJISIIHBIM MATEpUAJIOM M JIUTEPATypOH, HEOOXOIUMBIMU [JISI U3YUCHUS
BOIIPOCOB JIMUCLMIUIMHBL: YTBEPKJIECHHBIMU METOAMYECKUMHU YKA3aHUSIMHU, CIELUAIBHON JIUTEPaTypoOu.
Kaxnprit oOyuaromuiicss obecrieueH JOCTYNOM K OMONIMOTEYHBIM (POHIAM akaJeMHuu U KadeIpsl, ecTh
BO3MOXKHOCTh paboTel ¢ caiitamu BookUp, Consultantplus. Ha sekumsx W 3aHSITHSAX HCIIOJB3YETCS
MYJIbTUMEIUIHHBIA KOMIUICKC (HOYTOYK, MpoekTop). HabGopbl TaOMUIy/MyIbTUMEAMHHBIX HATJISTHBIX
MaTepualoB M0 Pa3JIMYHbIM pa3jiesiaM JUCUUILIMHBL. /{15 0CBOEHMS U 3aKpeIUIEHUs OTAEIbHBIX BOIIPOCOB
pa3paboTaHbl TECTOBBIC 3a/IaHUS 110 U3YYaeMbIM TEMaM.

OO0pa3oBarenbHble TEXHOJIOTMM — KOMMYHHKATHBHBIE TEXHOJOTHH (OMPOC), HEMMUTAIIMOHHBIE
TEXHOJIOTHH (JIEKIIH, TECTUPOBAHUE).
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https://www.rosminzdrav.ru/
http://minpromtorg.gov.ru/ministry/governance/
http://www.roszdravnadzor.ru/
http://www.aipm.org/
https://grls.rosminzdrav.ru/grls.aspx
http://www.arfp.ru/
http://www.essentialdrugs.org/elek/
http://www.eaeunion.org/
http://femb.ru/femb/pharmacopea.php

AHHOTAIIUA PABOYEM ITPOTPAMMBI JUCIHUITJINHBI
b1.B.J1B.05.02 ®apmarneBtuyeckas pa3pad0TKa, UCCICIOBAHUE U PETHCTPAIINS JISKADCTBEHHBIX
TpErnapaTos

Kon v HamMeHOBaHue HaNpaBJIeHUs NOATOTOBKH, mpoguis: 33.05.01 dapmanus
KBanudpukauus (cTenenb) BbIMycKHUKA: [[poBU30p
®opma o0yuenusi: OuHas
®opmupyemasi(bie) KOMIeTeHUHsI(H):
[IK-2 Cnocoben pemath 3amadyd Tpo(EecCHOHATBLHON ACATEIBHOCTH TPH OTIYCKE W peaM3alluu
JIEKapCTBEHHBIX CPEJICTB U TOBAPOB AlITEYHOT'O aCCOPTUMEHTA
NATIK-2.1. TIpoBOaUT TOBapOBEAYECKH aHAIM3 MEIUIUHCKUX H (apMalieBTHUYECKUX TOBAapOB U
OpraHu3yeT XpaHeHNEe MEIUIIMHCKUX U (hapMaIleBTUYECKHX TOBAPOB.
O0bem n MecTo AucuMILVIMHBI B cTpykType OIIOII BO:
JlucuumiauHa OTHOCUTCS YacTH, GopMUpyeMoil yuacTHHKaMu obpazoBaTenbHbix oTHomeHuit OIIOIT BO,
ocBauBaeTcsa Ha 5 kypce (9 cemecTp), B COOTBETCTBUU C y4eOHBIM IIJIaHOM, OOIIas TPYAOEMKOCTh
JUCHUILTAHBI B 3aU4€THBIX €IMHUIAX COCTaBIsET 2 3. €. (72 akaj. yaca).
Conep:xaHue QIMCUMILIAHBI:

Pasznenl. ['ocymapcrtBeHHass monuTHka B cdepe Mpou3BoJCTBA POCCHICKHMX JIeKapCTBEHHBIX
[IpenapaToB.

1. ®apmarneBTryeckas pa3paboTKa — OT MOUCKA OMOJIOTHUECKH aKTUBHBIX BEIECTB JI0 BHIBOAA HA
PBIHOK JICKAPCTBEHHBIX MpenapaTtoB. VICTOpHs U IMyTH CO3JIaHMsI JIEKAPCTBEHHBIX cpencTB. PazpaboTka u
uccinenoanus HoBbIX JIC (Research & Development — R&D). ITarents! Ha nekapcta. OO1ue cBeAeHUS
O MAaTeHTOBaHWH JIEKAPCTBEHHBIX MpernaparoB. TepaneBTudeckas, Ouonornueckas u QgapmMaieBTudyeckas
SKBUBAJEHTHOCTH KaK KPUTEPHIl OLICHKM KauecTBAa JIEKAPCTBEHHBIX IpenaparoB. 2. OCHOBHbBIE ACIEKTHI
rOCyJapCTBEHHOTO PEryJIMPOBaHUsl JESITENIBHOCTH OTEUECTBEHHBIX MPEANPUITHI-IPOU3BOAUTENCH Ha
COBPEMEHHOM JTarne pa3BuTUA cdepbl oOpalieHus JieKapcTBEeHHBIX cpenactB. 3. I[lpuopurer
roCy/IapCTBEHHOW TMOJUTHKU B OOJACTH JIEKAPCTBEHHOI'O OOECHeueHus: MOJAEpkKKa OTEYECTBEHHBIX
MIPOM3BOIUTEIIEHN JIEKAPCTBEHHBIX CPEJICTB.

Pa3nen 2. BeiOop nexapcTBEHHBIX MTPETIApaTOB ISt Pa3paboTKH.

1.MapkeTHHTOBBIE HCCIIEIOBAHUSA, MPEIIIECCTBYIONME BBIOOPY JIEKAPCTBEHHBIX TMPEMApaToB IS
pa3pabotku. 2. Pa3zpaboTka KpuTepreB oTOOpa JEKapCTBEHHBIX MpenapaToB AJs pa3paboTKH.
Pa3nea 3. ®apmanetrueckas pazpadoTka.

1. BBenenue B Teopuro (hapMaleBTHUECKOW pa3paboTku. OTambl (papMaleBTHUYECKOH pa3paboTKu.
TpeboBanus K CTPYKType U 00beMy (hapMalieBTHUeCKo pazpaboTku. Meroaoorus pa3paboTKH HOBOTO
¥ BOCIIPOM3BEACHHOIO JEKApCTBEHHOro Ipemnapara. 2. Pa3paboTka TEXHOJIOTUU CHHTe3a cyOcTaHIMHA Ha
cTanuu (apmaleBTHUYecKoil pa3zpaboTku. Pa3paboTka TEXHOJIOTMM cXeMbl OyAyLIero NpOU3BOJCTBA.
Texnonornueckoe obopyaoBaHue Ul mporecca cuHresa. 3. [lepeHoc TexHoOrnu B (papMarieBTUIECKO
paspaboTke.

Paznen 4. Hajuiexamas nabopatopHast paKkTHKa.
1. JIokIMHUYECKHE MCCIEOBaHUs JICKApCTBEHHBIX mpenapaTtoB. Mcropus Bompoca. [Torstne GLP xak
CHCTEMBbl HOPM, TMpaBWJI U YKa3aHUl, HamnpaBIeHHBIX Ha o00ecreueHHe COIVIACOBAHHOCTU H
JIOCTOBEPHOCTH PE3yJIbTaTOB J1abOpaTOpHBIX HccieaoBanuii. 2. HopMmaTuBHBIE TPaBOBBIE AaKTHI,
periIaMeHTHPYIONUe JTOKINHUYECKUE HCCIe0BaHUsl 0€30MacHOCTH U 3(P(PEKTUBHOCTH JIEKAPCTBEHHBIX
cpenctd B P®. 3. O0ObeM NOKIMHHYECKUX HCCIEIOBAHUM JUIsl PETUCTPALlUM BOCIPOU3BEIACHHBIX M
OPUTMHAJIBHBIX  JICKApPCTBEHHBIX NpenapartoB. llmaHupoBaHWe JOKIMHUYECKOTO  HCCIEIOBAaHUS,
COCTaBJIEHHE IMPOTOKOJa/mIaHa ucciaenoBanus. 4. OO0paboTka JaHHBIX PE3yNbTATOB JOKIMHUYECKOIO
uccinenosanus. CocrasiaeHue otyera. KOHTposb kauecTBa MpOBEIEHUS JOKINHUYECKOTO UCCIIEI0BaHUS.

Pa3znen 5. Hajnexamasi KIMHUYECKas MPaKTUKA.
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1. KiuHu4eckue uCCIEAOBaHUS: HWCTOpUYECKash cChpaBka. Poib KIMHUYECKHX HCCIIEIOBaHUN
JIEKapCTBEHHBIX CPEJCTB B COBPEMEHHOW CHCTEME OOECIeYeHHs KauecTBa JICKAPCTBEHHBIX CPEACTB.
[Tonsitue o GCP kak 0 MeXAyHapOIHBIX MpPAaBUJIAX CO3/JaHUSA, BHEIPEHUS U IPOU3BOJICTBA HOBBIX
JIEKApCTBEHHBIX CpeAcTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJIMYECKHUE IOKYMEHTHI 110 IpaBUjIaM
Ka4€CTBEHHOM KJIMHUYECKOW MpakTUKH. 2. Lleam v BUABI KIMHUYECKUX HCCIETOBAHMI JIEKAPCTBEHHBIX
cpencTB. MeTobl TUTAHUPOBAHUS U TPeOOBaHUsS K 00beMy KIIMHUYECKUX UCCIICOBAHUN JICKAPCTBEHHBIX
cpenctB. 3. CTOPOHBI-yYaCTHUKH KIMHHUYECKUX HMCCIICIOBAHWUN, WX TpaBa W OOS3aHHOCTH. DTHYECKHUE
ACTICKTBI TIPOBEJCHUS KIIMHUYSCKUX HCCIEAOBAHUNA. DTUYECKHE MPOOJIEMBI MPOBEICHUSI MCCIEI0OBaHUI
Ha 0C000 YS3BUMBIX TPYIINAX MAIlMEHTOB (IE€TH M MOJIPOCTKH, XEHITUHBI PEIPOIYKTHBHOIO BO3pacCTa,
MOXKWJIBIE JIFOJIM, TIAIIMEHTHl B OECCO3HATENBHOM COCTOSHUU U Tp.). 4. Pa3paboTka JOKyMEHTalMH AJIs
KIIMHAYECKUX uccaenaoBanuii. [Iporokon wuccnemnoBanuss u  Opomopa wuccienoBarenss u  CRF.
NudopmupoBaHHOe corjacue TMAlMEHTa W BEICHUE MEPBUYHON MEIUIIMHCKOW JTOKYMEHTAIlUd B XOJE
uccaenoBanus. Pa3paboTka WHAMBUIYyAJIBHOW  PETHCTPAIMOHHOW  KapThl MNPHU  KIMHUYECKUX
MCCIICIOBAHMX JIGKAPCTBEHHBIX cpencTB. [IpaBuia ee 3amoyiHeHus, BHeCeHHE n3MeHeHu. 5. O0paboTka
JAHHBIX KJIMHUYECKUX HMCCIEAOBAHMM JIEKApCTBEHHBIX cpeAcTB. CocTaBlieHME OTYEeTa MO pe3yJibTaTaM
KIIMHUYECKUX HCCIIEIOBAaHUM JICKAPCTBEHHBIX cpenacTB. 6. KOoHTponb 3a mpoBeneHHEM KIMHUYECKHX
HCCICAOBAaHUN  JIGKQPCTBEHHBIX  cpencTB. I[IpuHIUNBI  oOecriedeHUss KadecTBa W TOPAJIOK
(YHKIIMOHMPOBAHMSI CHCTEMbl MCHEDKMECHTA KadeCTBa B HCCJICIOBATEIIBCKOW OpraHu3aiuu. 7.
VYrpasneHue 6€301acCHOCTBIO MPU MPOBEICHUH KIMHUYCCKUX MCCIIeIOBaHUNA. TpeOOBaHMS K MPOBEACHUIO
dapmakonagzopa. I[locTMapKETHHIOBBIC WCCICIOBAHUS JIGKAPCTBEHHBIX CcpencTB. HexemarenbHbie
SIBJICHUSI, PEPbIBAHME U OKOHYAHUE MCCIICI0BaHNs, BBIXO U3 UCCIICI0OBaHUS.

Pa3nen 6. Pa3paboTka UWHCTPYKIMHA TI0O MEIUIIMHCKOMY MPHUMCHECHUIO JIEKAPCTBCHHBIX
MpernaparoB.
1. HopmaTuBHO-nipaBoBasi 0a3a, pErVIaMEHTUPYIOLIAs COCTaBICHHE WHCTPYKLUMU I MEIULHUHCKOIO
MPUMEHEHUS JIeKapCTBEHHOro mpenapata. 2. OCHOBHblEe 00s3aTeNbHBIE pa3/ieibl HHCTPYKIUH IS
MEIUIIMHCKOTO MPUMEHEHHUS JICKapCTBEHHOTO mpenapara. MudopmanmoHHbie MCTOYHUKU HAMIOTHEHUS
paznenoB  WMMIIL. 3. MHWHerpykuus Uis  MEOUUUMHCKOTO INPUMEHEHUs Ha OPUTHMHAIBHBIA U
BOCITPOM3BEICHHBIN JICKaPCTBEHHBIE MperapaThl (CX0JICTBA U Pa3Iudus).
4. MexnyHapoanbie TpeboBanus k MMII (OOmas xapakTepucTHKe JEKapCTBEHHOTO Mperapara Juis
METUIIMHCKOTO MPUMEHEHHS U JINCTOK - BKJIAJIBIII).

Pa3nen 7. Peructpanus gexkapCcTBEHHBIX MTpemapaToB.
1. HopmaTtuBHO-TipaBoBasi 0a3a, perIaMeHTUPYIOIIAss SKCHEPTH3y M PETUCTPALUIO JIEKAPCTBEHHBIX
cpenctB B Poccuiickoit @enepauuu. [IpaBuna u MOpsSAOK perucTpanyu JEKapCTBEHHBIX CPENCTB. 2.
dopMUpOBaHNE PETUCTPAIMOHHOTO JIOCh€ Ha JIEKApCTBEHHOE cpeacTBO. (OCHOBHBIE TpeOOBaHUS
npenbsBisieMble K 00beMy M OQOPMIICHHIO JOKYMEHTAIIMH PETUCTPAIMOHHOTO JI0ChE, BHECEHUS
W3MEHEHUN B PETHUCTPAIIMOHHOE J0Che Ha JIeKapCTBeHHBIM mpemnapar. 3. ['ocymapcTBeHHBIM peecTp
JIEKApCTBEHHBIX CPEJICTB. XapaKTEPUCTHKA TOCYAapCTBEHHOIO peecTpa JEKAPCTBEHHBIX CPEICTB, €ro
pOJIb B MPOIECCE DKCMEPTU3BI U PETUCTPAINH JIEKAPCTBEHHBIX cpeacTB. 4. [Ipoienypa MexyHapOIHOM
rapMOHH3AIUU OOpallleHusl JeKapCTBEHHBIX cpeAcTB B pamkax EBpA3DC. TpeOoBaHUS K dKCHEPTU3E U
peructpauuu B EBpA3DC.
®opMbI NPOMEKYTOYHON ATTECTALMHU:

<1>0pMa HpOMC)ICYTO‘-IHOﬁ arTeCTallui B COOTBCTCTBHUHU C y‘Ie6HBIM IIJIAaHOM — 3a4C€T.
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