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1. IlepeyeHnb NIaHUPYEMBIX Pe3yJIbTATOB 00y4YeHHUs 1O IUCUMIIJIMHE, COOTHECEHHBIX €

IJIAHUPYEMBbIMH Pe3yJIbTaTaMHU OCBOEHHS MPOrPaMMbl

Kox Kon HaumeHoBanue Pe3yabTarnl 00y4yeHus,
KOMIIETeH HaumenoBanue HHIMKATOPA HHIMKATOpPa COOTHECEHHBbIE C
—_— KOMIIeTeHIUH AOCTUKEHU S JAOCTUKEHUS HHMKATOPAMHU 10CTHIAEHHS]
KOMIIeTeHIIUH KOMIIeTeHIIUH KOMIIeTEeHIUH
[1K-2 Crniocoben pemars | MWAIK-2.1. [IpoBoaut Ha ypoBHe 3HaHuii:
3a/1a4uu TOBapOBEAYECKUN  [-3HaeT TpeOoBaHUs
npodeCcCHOHATBHON AHan3 3aKoHoJaTeNnbcTBAa PO Kk
NESITEIbHOCTH pu MEAUIIMHCKUX U |00paleHHnIO JIEKapCTBEHHBIX
OTIIyCKE U peajn3aluu (bapMalleBTUUECKUX |CPEICTB
JIEKapCTBEHHBIX TOBapoOB u Ha ypoBHe ymeHuii:
CpPEICTB U  TOBAapoOB OpraHu3yeT -YMeeT  HpUMEHSTh  Ha
anTEeYHOr o XpaHEeHUE [IPAKTUKE M0JIO’KEHUS
aCCOpPTHMEHTA MEIUIIMHCKUX U [HOPMATHUBHBIX IIPABOBBIX
(hapManeBTHYECKMX [@KTOB  MPH  OOpalieHuH
TOBApOB. TIeKapCTBEHHBIX CPE/ICTB

2. O0bem u MecTO AUCHUILINHBI B cTpykType OIIOITI BO
JlucuuIuiiHa OTHOCUTCST 4YacTH, (OpMUpyeMOH ydaCTHHKaMH OOpa30BaTENbHBIX OTHOIICHHUN
OIIOIT BO, ocBamBaercs Ha 5 kypce (9 cemecTp), B COOTBETCTBHUH C Y4YEOHBIM IUTAHOM, OOIIas

TPYIOEMKOCTh TUCHUILUIMHBI B 3a4€THBIX SIUHHIAX COCTaBiseT 2 3. €. (72 akaj. Jaca).

3. Coaep:xaHue U CTPYKTYPA AWM CUUILIHHBI

3.1. CTpykTypa IUCHUIUIHHBI.

O0beM qMCUMILUTUHBI (MOYJIs1), Yac.
KonraktHasi paGora ®opMa TeKyLIero
o0yyaromuxcs ¢ KOHTPOJIS
HauMeHnoBanue 1
Ne ni/m Bcero npemnoaaBareieM yCIeBaeMOCTH ,
pa3aesioB, TeM CP .
4acoB 10 BUAAM y4eOHBIX NMPOMEKYTOUHOI
3aHATHI aTrecrauuu
aJ [ 13 | m3
Cemecmp Ne9
['ocynapcTBeHHas
MOJINTHUKA B chepe
MIPOM3BOJICTBA
Paznen 1 POMIBO 5 2 3 T
Poccuiickux
JIEKapCTBEHHBIX
MpenapaTroB
Bri6op
JICKapCTBEHHBIX
Paszmen 2 P 5 2 3 T
pernapaToB JUIS
pa3paboTKu
dapmareBTHYECKAS
Pazpnen 3 pMart 13 4 6 3 T
pa3zpaboTka
Hannexamas
Paznen 4 4 HI 4 2 2 T
nabopaTopHas




O0beM qMCUMILUIUHBI (MOYJIs1), Yac.
KonraktHasi paborta ®opMa TeKyLIero
o0yuarouuxcs ¢ KOHTPOJIfA
HaumeHnoBaHue 1
Ne n/m Bcero npemnogaBareJgeM yCIIeBAEeMOCTH ,
pa3aesioB, TeM CP .
4acoB 10 BHJIaM y4eOHbIX NMPOMEKYTOYHOI
3aHATHH aTTrecTanuu
J J3 113
MPaKTHUKA
Hannexaras
Paznen 5 | kauHn4yeckas 11 2 6 3 T
MpaKkTHUKa
Pa3zpaboTtka
UHCTPYKLUN o
Paznen 6 MCHHLIHCKOMY 8 6 2 T
MIPUMEHEHUIO
JIEKapCTBEHHBIX
npenapaTroB
Perucrpanus
Paznen 7 | nekapcTBEeHHBIX 24 6 12 6 T
TperaparoB
[TpomexxyTouHasi aTTecTalus 2 2 3ayer
Bceero: 72 18 30 24

Ipumeyanue: mecmuposanue (T).

3.2. ConeprxkaHue AUCUUILIMHBI.

Paznenl. I'ocynapctBeHHas noiauTuka B cdepe mnpousBojcTBa PoccHHCKHX JIeKapCTBEHHBIX
IIPEernaparos..

1. ®apmareBTHYeCKas pa3paboTKa — OT MOMCKA OMOJIOTMUECKH aKTUBHBIX BEIECTB J0 BBIBOJA Ha
PBIHOK JIEKapCTBEHHBIX MpenaparoB. Mcropus U myTH co3fgaHusl JEKapCTBEHHBIX cpelcTB. PazpaboTka u
uccnenoanus HoBbIX JIC (Research & Development — R&D). [TarenTs! Ha nekapcrBa. OO11e cBeaeHUs
O MAaTEHTOBaHWHM JIEKAPCTBEHHBIX IperaparoB. TepaneBruyeckas, Ouojgorudeckas u ¢apmaieBTuyecKas
SKBUBAJIEHTHOCTH KaK KPUTEPUH OLIEHKH KauyecTBa JIEKApCTBEHHBIX INpernapaToB. 2. OCHOBHBIE aCHEKTHI
rOCYJJapCTBEHHOTO DPEryJIMPOBAHUS JEATEIbHOCTH OTEYECTBEHHBIX IPeNNpUATHII-TIPOU3BOAUTENECH Ha
COBPEMEHHOM JTafe pa3BUTHS cdepbl oOpallleHHs JIeKapCTBEHHBIX cpeacTB. 3. Ilpuopurer
rOCYJJapCTBEHHON MOJUTUKM B 00JACTH JIEKapCTBEHHOIO OOECHedeHUs: MOJJepkKKa OTEYECTBEHHBIX
MIPOU3BOIUTENEH JIEKaPCTBEHHBIX CPECTB.

Paznen 2. BeiOop nexapcTBEHHBIX MTPETIApaTOB IS Pa3paboOTKH.

1.MapKeTUHTOBbIE HCCIIEI0BaHMs, MPEIIIECTBYIOIME BBIOOPY JIEKapCTBEHHBIX IpernapaTtoB s
paszpabotku. 2. PazpaboTka kputepreB 0TOOpa JEKapCTBEHHBIX MpENapaToB s pa3padOTKH.
Pa3nen 3. ®apmanesTrueckas pazpadoTka.

1. BBenenue B TeopHio (hapMaleBTHUECKOW pa3paboTku. ITtambl (apMaleBTUYECKOH pa3paboTKu.
TpeboBanus K CTPYKType U 00beMy (hapMalieBTHUeCKoi pazpadboTku. Meroaosorus pa3paboTKH HOBOTO
¥ BOCIIPOM3BEACHHOIO JIEKApCTBEHHOTO Ipemnapara. 2. Pa3paboTka TEXHONOTHU CHHTE3a CyOCTaHIMA Ha
cranuu (¢apmaieBTUYecKoil pa3zpaboTku. Pa3zpaboTka TEXHOJOTHMM CXeMbl OYAYIIEro MHpPOU3BOICTBA.
TexHonornueckoe odbopynoBaHue JuIst mporecca cuHresa. 3. [lepeHoc TexHonoruu B papmManeBTHYECKOM
paspaboTke.

Paznen 4. Hajuiexamas nabopatopHast pakTHKa.



1. JIokIMHUYECKHEe HCCIEOBAaHUS JICKapCTBEHHBIX mpenapaTtoB. Vctopust Bompoca. ITonsarue GLP kak
CHUCTEMBbl HOPM, MpaBWJI U YKa3aHUil, HanpaBJEHHBIX Ha O0O0ECHEYEHHE COIVIACOBAHHOCTU M
JIOCTOBEPHOCTH PE3YJbTAaTOB Ja0OpaTOpHbIX HcciaeAaoBaHuid. 2. HopmaTuBHBIE HpaBOBbIE aKTHI,
perimaMeHTUPYIOLUe JOKINHUYECKUE HCCIeI0BaHUs 0€30MacHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
cpeacts B P®. 3. O0ObeM AOKIMHMYECKHX MCCIEOBAHUHN U PErHCTPAlldM BOCIPOU3BEICHHBIX H
OPUTMHAJIBHBIX  JICKApPCTBEHHbIX IpenapaToB. llmaHupoBaHHWe OKIMHUYECKOTO  HCCIIEAOBaHUS,
COCTaBIIEHHE MpPOTOKONIa/TIaHa uccienoBanus. 4. OOpaboTKa JaHHBIX PE3yJIbTATOB JOKIMHUYECKOTO
uccnenoBanus. Cocrapinenue oryera. KoHTposb kauecTBa NpoBEJCHUS JOKINHUUYECKOTO UCCIIETI0BaHMSL.

Pa3nen 5. Hajuexxamasi KIMHUYECKast MPaKTUKA.
1. KiuuHuyeckue HcCCleOBaHUSA: HCTOpUYECKas CHpaBKa. Poib KIMHUYECKMX HCCIIEIOBaHUI
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOW CHCTEME OOECIEUEHHUsl KauyecTBa JIEKAPCTBEHHBIX CPEICTB.
ITonatue o GCP kak 0 MeXAyHapOJIHBIX NpPaBUIIaX CO3JIaHMs, BHEIPEHHs M IPOU3BOJCTBA HOBBIX
JIEKapCTBEHHBIX cpelcTB. OCHOBHbIE HOPMAaTUBHO-TIPABOBBIE M METOJNYECKUE TOKYMEHTHI 110 MpaBUIaM
KayeCTBEHHON KJIMHUYECKOW mpakTHKu. 2. Llenu v BUAbI KIMHUYECKHX HCCIIEAOBAHUM JIEKapCTBEHHBIX
cpeactB. MeTozpl IIIaHUPOBAaHUS U TpeOOBaHUS K 00BbEMY KIMHHUECKUX HCCIECIOBAHNN JICKApCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKHM KJIMHUYECKUX HCCIIEAOBAaHUM, MX MpaBa U OOA3aHHOCTU. DTHUYECKHUE
aCMeKThl MPOBEACHUS KIMHUYECKUX HCCIIEJOBaHUM. DTUUYECKHE MPOOJIEMbI NIPOBEIEHUS HCCIEA0BaHNUN
Ha 0c000 YS3BUMBIX I'pyMIax MAlUEeHTOB (J€TH U MOAPOCTKHU, KEHIIUHBI PENPOTYKTHUBHOTO BO3pacTa,
MIO’KUJIBIE JIFOJIM, MAalMEHThl B 0€CCO3HATENILHOM COCTOSHUU U 1p.). 4. Pa3paboTka JOKyMEHTaluu Jyis
KIMHUYeCKUX HuccnenoBanuil. Ilpotokon wuccnenoBanuss u  Opommopa uccrnepoBatens u  CRF.
WudopmupoBaHHOE corjacue MAaIMeHTa W BEACHUE TMEPBUYHOM METUIIMHCKON JOKYMEHTAllUd B XOJE
uccinenoBanus. Pazpa®oTka  MHIMBHIyaldbHOH  PErMCTPAllMOHHOW  KapThl MNpPU  KIMHUYECKUX
HCCIIEIOBaHMX JIEKApCTBEHHBIX cpencTB. [IpaBuia ee 3anonHeHus, BHECeHHE U3MeHeHu. 5. O6paboTka
JAHHBIX KJIMHUYECKUX HCCIEJOBAHUMN JIEKApCTBEHHBIX cpeacTB. CocTaBieHUEe OTYeTa MO pe3ysbTaTam
KJIIMHUYECKUX MCCIIENOBAaHUM JIEKapCTBEHHBIX cpeacTB. 6. KoHTpoib 3a mpoBeneHHMEM KIMHUYECKUX
UCCIIEIOBAaHUM  JIeKapcTBEHHBIX  cpeacTB. IlpuHinumbl  o0ecreyeHuss KauecTBa M MOPAJOK
(YHKIIMOHMPOBAHUSI CHCTEMBl MEHEDKMEHTa KauecTBa B HCCIICAOBATEILCKOM OpraHu3anuu. 7.
VYnpasieHue 6€301aCHOCTBIO ITPU IPOBEACHUH KIMHUYECKUX HUccileoBaHui. TpeOoBaHuUs K MPOBEICHHIO
dapmakonanzopa. IlocTMapKkeTHHTOBBIE WCCIIEAOBAHUS JIGKAPCTBEHHBIX CpeAcTB. HekenarenbHbIE
SIBJICHUSI, IPEPbIBAaHUE U OKOHUAHHE UCCIIE0BAHMSL, BBIXOJ] U3 UCCIIEJOBAHUS.

Paznen 6. Pa3paGoTka HWHCTpPYKUMH 1O MEAMIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
IIpEnapaToB.
1. HopmaTuBHO-TIpaBoBasi 0a3a, perjaMEHTHUPYIOIIAs COCTABICHHE HMHCTPYKIUU JUISI MEIUIIMHCKOTO
INPUMEHEHMs JIeKapcTBEHHOro mpemnapara. 2. OcCHOBHblE 0O0s3aTelIbHBIE pa3feibl MHCTPYKIUM IS
MEAUIMHCKOTO MPHUMEHEHUs JIEKapCTBEHHOro IpenapaTta. MHpopManmoHHble MCTOYHUKH HAIMOJHEHUS
pazgeno MUMIIL. 3. MHcTpykums [Uisi MEAMIMHCKOTO TIPUMEHEHUS Ha OpUIMHAJIBHBIA U
BOCIIPOM3BE/ICHHBIN JIEKapCTBEHHBIE MTpenapaThl (CXOACTBA U pa3Inyusl).
4. MexnayHnaponusle TpeboBanuss k VIMII (OOmiast xapakTepucTHKe JEKapCTBEHHOIO Ipernapara s
MEAUIIMHCKOTO MPUMEHEHHUS U JIUCTOK - BKJI/IbIII).

Pazpnen 7. Perucrpanus nekapcTBEHHbBIX IpenapaToB.
1. HopmaTuBHO-mipaBoBasi 0aza, perlaMEHTUPYIOLIAsi 3KCHEPTU3y U PETUCTPALMIO JIEKAaPCTBEHHBIX
cpeacts B Poccuiickoit ®denepanyu. IlpaBuna u mopsaok perucTpanyy JIEKAPCTBEHHBIX CPENCTB. 2.
@®opMHUpOBaHUE PETUCTPALMOHHOIO JIOChE Ha JEKapCTBEHHOE cpeAacTBO. OCHOBHbIE TpeOOBAHUS
npeabsBisieMble K 00beMy U OQOPMIICHHIO JOKYMEHTAlMM PETUCTPAIlMOHHOTO JO0ChE, BHECEHUS
W3MEHEHUN B PETHCTPAllMOHHOE JOChE Ha JICKApCTBEHHBIM mpenapar. 3. ['ocymapcTBEeHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB. XapaKTEPUCTUKA TIOCYAAapCTBEHHOI'O pEecTpa JIEKAPCTBEHHBIX CPENCTB, €0
POJIb B MPOLECCE DKCIEPTU3BI U PETUCTPALIMH JIEKApCTBEHHBIX cpeacTB. 4. [Ipouenypa MexyHapOoIHON
rapMOHU3AIIMKN OOpAaIleHHUs JIEKAPCTBEHHBIX cpeAcTB B pamkax EBpA3DC. TpebGoBaHUs K AKCHEPTH3E U
peructpannu B EBpA39C.

4. DoHJ OLIEHOYHBIX CpeaACTB MO AMCHUIIJINHE
4.1. (I)OpMBI " OICHOYHBIC CPEACTBA JJISI TCKYLIECTO KOHTPOJIA.
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4.1.1. B xoxe peamu3anuu TUCHUIIAHBI HCIIOJB3YIOTCSA CIEAyIOIEe (HOPMBI TEKYIIETO KOHTPOJIS

YCTIIEBAEMOCTH O0YUAIONIUXCS: TECTUPOBAHUE.
4.1.2. OuieHOYHBIE CPEICTBA /ISl TEKYIIEro KOHTPOJISI ycreBaeMocTu. TecTrupoBaHue:
LIpumepsr mecmosuvlx 3a0anuii:

1. Cornacno ®©3-61 rocynapcrsennoii peructpauuu He noanexar:

A: Bce nexapcTBEHHbIE ITpenaparsl, BIIEPBbIE MOAJIEKallKe BBOY B oOpaiieHue B PO;
b: ®apmaneBTuyeckue cyOCTaHIINY;

B: HoBble KOMOMHALIMY 3aperUCTPUPOBAHHBIX PaHEe JIEKAPCTBEHHBIX MIPENapaToB.

2. YckopeHHas mpolielypa SKCIepTU3bI JIEKApPCTBEHHBIX CPEACTB B IIEISAX FOCYIapCTBEHHOM

peructpaunu HE npuMeHnsieTcss B OTHOIICHUU:
A: Op¢aHHBIX JeKapCTBEHHBIX IPENapaTos;
b: IlepBeix Tpex JIEKApCTBEHHBIX IMpenapaTroB, perucrpupyembix B P® B  KkauecTBe

BOCIIPOU3BE/ICHHBIX;

B: HoBbix koMOMHALINI 3aperuCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

3. DkcrepTu3a KayecTBa JIGKAPCTBEHHOTO CPEJCTBA U HKCIIEPTH3a OTHOIICHUS 0)KUJAEMOI MOJIB3BI K
BO3MOXKHOMY PHCKY IIPUMEHEHHUsI IEKAPCTBEHHOT'O MIpernapaTa Jisi METUIIUHCKOTO PUMEHEHUS
OCYIIIECTBJISIETCS B CPOK, HE MPEBbIIIAIOIINI:

A: 90 pabouux gHEH;

b: 160 pabouux nHei;
B: 110 pabouux aHei;
I': 60 pabounx nHEH.

4. Cornacao @3-61 nomyckaercs BKJIIOUYEHUE B perucTpannonHoe aocke Ha JIIT 0630pa HayuHbIX paboT
0 pe3yJbTaTax JOKIMHHUYECKHX HCCIECOBAHUHN JIEKAPCTBEHHBIX CPEICTB M KIIMHHYECKUX
uccienoBanuii JaHHbIX JI[T BMECTO 0TUETOB 0 COOCTBEHHBIX TOKIMHHUYECKUX M KIMHUYECKUX
uccaenoBanusx ecnu JII pasperien 1uist MeMIIMHCKOTO npuMeHeHust B PO Gonee:

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

5. Vkaxwure MyHKT, faHHble koToporo HE nmpenocraBnstorcs B peructpaunoHHoM gocke Ha JIII ¢ nenbio

€ro roCyIapCcTBEHHOM peructparuu (cornacHo ®3-61).

A: MarepuanbHblil 6anaHc Ui POU3BOJICTBA CEPUU TOTOBOTO NMPOYKTA;

b: Banmupmanus aHadMTHYECKUX METOJIWK, MCIIOJNB3YEMBIX NMPH OCYIICCTBICHHWH KOHTPOJS KadyecTBa
JIEKapCTBEHHOTO Mpenapara JJisi MEIULIMHCKOTO IPUMEHEHUS;

B: JlanHBIE 0 CTAOMIIBHOCTH JIGKAPCTBEHHOTO MpeTapara Jijisi MeAUIIMHCKOTO TPHUMEHEHHMS,

I JlokyMeHT, cojaepKaliuidi pe3yiabTaThl MOHHUTOpPHUHTAa 3((EKTHBHOCTH U  0E30MaCHOCTH
JIEKapCTBEHHOI'0 IpernapaTta, MPOBOJMMOIO JAepiaTeleM WIM BIAJeNblleM pPETUCTPALMOHHOTIO
yJIOCTOBEPEHH s JIEKapCTBEHHOT'O Mpenapara.

6. CornacHo Pemenunst No 78 EBpasuiickoil sxoHOoMH4yeckoi komuccuu O IlpaBmiax perucrpanuu u
OKCHEpPTH3bl  JIEKApPCTBEHHBIX  CPEACTB Al MenuiuHckoro  npumeHenus  (EBpAzDC):
«...IOpUJINYECKOE JIMIIO, Ha UMS KOTOPOrO BBIJAHO PErHMCTPAlMOHHOE YIOCTOBEpEHHE Ha
JIeKapCTBEHHBIM Mpenapar M KOTOpOe HECEeT OTBETCTBEHHOCTb 3a 0€30MacHOCTb, I3PPEKTUBHOCTD U
Ka4yeCcTBO JIEKapCTBEHHOI'O IIPErapara) siBJIsEeTCS. ..

A: TlpousBoauTeneM JeKapCTBEHHOTO CPEJICTBA,
b: [IpencraBuTenem aepskaTeis perucTpallMOHHOTO YAOCTOBEPEHUS;
B: Jlep>xareneM perucTpaliOHHOTO YI0OCTOBEPEHHSL.
7. VYxaxWuTe M3MEHEHHs, BHOCUMBIE B JIOKYMEHTHI PETUCTPAIIMOHHOTO JOChE HA 3apETUCTPUPOBAHHBIN

JII1, He TpeOyromMe MPOBEACHUS SKCIIEPTU3bl KauecTBa U (UJIH) SKCIEPTU3bl OTHOLICHUS 0KUAAeMOM
M0JIb3bI K BO3MOXKHOMY pucKy npumeHenus JIIT (1 Bapuant orsera):

A: 3meHenns nu3zaiina mapkuposku JIII;

b: M3menenne Toprosoro HanmeHoBanus JIII;

B: 3menenue u (Win) 10NOJHEHNWE NTOKa3aHU| i npumenenust JIII;
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I': U3menenue cpoka rognoctu JIII.

8. PerucrpannoHHOE yIOCTOBEPEHHE HA BIEPBBIE 3aPETUCTPUPOBAHHOE JIEKAPCTBEHHOE CPEICTBO

BBIJIa€TCS Ha CPOK:
A: 1rogm;
b: 6eccpouno;
B:10 neT;
I': 5 ner.

9. Cornacno Pemenust Ne 78 EBpaswmiickoit sxkoHOMHuYeckor komuccun O IlpaBuiax perucrpanuu u
AKCIIEPTU3bI JICKAPCTBEHHBIX CpeNCTB g MeauuuHckoro npumenenust (EBpA3DC) mpouenypa
pPErucTpaluy JEKapCTBEHHOTO Ipenapara KOTOpas OCYIIECTBISETCS OJHOBPEMEHHO HECKOJIbKUMH
rocy/1apcTBaMU-4IeHAMH, B KOTOpBIE MOJAHO 3asBJIEHUE O PETUCTPALMM JIEKAPCTBEHHOTO Ipernapara,
¢ BBIOOpOM peepeHTHOT0 TOCy1apCTBa:

A: JleneHTpann3oBaHHas POLENYpa;
b. [Ipoueaypa B3auMHOT0 MPU3HAHUS;
B. HanmonaneHas npouenypa.
10. CornacHo perucrpanuu B COOTBETCTBUU C npaBoM EBpA3DC perucrpaiyioHHbIE YIOCTOBEpEHUS Ha
JIEKApCTBEHHBIE MTPENapaThl, BEIIAHHBIC 110 HAITMOHAJIBHBIM MTpaBUJIaM JACHUCTBUTEIBHBI J10:
A:2019T;
b: 31 nexabps 2020 r;
B: 31 nexab6ps 2025 T;
I': cpok nelicTBHs HE YCTAHOBJICH.
11. Huadopmamuss O KOIUYECTBEHHOM COCTaB€ BCIOMOTATENbHBIX BEIIECTB B HHCTPYKIHH IO
MEIUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOT'O Mpenapara yKa3blBaeTcsl:
A. 00s13aTEIBHO;
b. mpu HEoOX0IUMOCTH;
B. otcyTcTBYIOT yKa3aHuUs.
12. YTBepKacHUE MHCTPYKITHI 10 MEIUIIMHCKOMY TTPUMEHECHUIO U (DOPMHUPOBAHKE peecTpa MHCTPYKIIUH
[0 METUIIUHCKOMY IPUMEHEHHUIO JIEKaPCTBEHHOT'O Tperapara OCyIIeCTBISET:
A. YmomHOMOYEHHBIH (QenepaibHBIi OpraH HWCHOJHHUTENbHOW Biractu P® B chepe
3npaBooxpanenus (Munzapas P®D).
b. ®enepanbhas cnyx0a o Haa3opy B chepe 3apaBooxpanenus (Poczapasuanzop PO)
B. pa3paboTunk 1ekapCTBEHHOTO CpEACTBa
I'. mpou3BOaUTEINb J1EKAPCTBEHHBIX CPEJICTB

4.1.3. lllkana oueHWBaHUs AJIs TEKYIIEro KOHTpossl. TecToBble 3aqanus - quddepeHInpoBaHHasl OIEHKA!
v" 91 -100 % npaBUJIBHBIX OTBETOB — OIIEHKA «OTIHYHOY,
v' 76 - 90 % npaBUIILHBIX OTBETOB — OLIEHKA «XOPOIIO»,
v’ 51- 75 % npaBUILHBEIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 0 - 50 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHON.

4.2. ®opMBbI U OLICHOYHBIE CPEACTBA IS MPOMEKYTOUYHON aTTECTAIINH.
4.2.1. IlpomexxyTouHasi aTTecTalus IPOBOAUTCA B (hopme: 3aderTa.
4.2.2. O11eHOYHBIE CPECTBA JUIsl IPOMEXKYTOYHOM aTTeCTalllU: TECT.
v" 91 -100 % npaBHJIBHBIX OTBETOB — OIIEHKA «OTIHYHOY,
v’ 76 - 90 % mpaBHILHBIX OTBETOB — OIIEHKA «XOPOIIIOY,
v’ 51- 75 % npaBUILHBIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 0 - 50 % npaBHUIILHBIX OTBETOB — OIIEHKA «HEYIOBIETBOPUTEILHON.



Bapwuanr 1

1. Kakoii 00beM TOKJIMHHYECKHUX UCCJIeIOBAHUIA TpedyeTcs IJIs PerucTpauuu BOCIPOU3BEAeHHOI0
JIEKAPCTBEHHOI0 TMpenapara NpPH MNOJHOH HIEHTHYHOCTH €ro COCTaBa OPUIMHAJIBLHOMY
JIeKapCTBEHHOMY Mpenapary?

A. OO1IeTOKCHYECKHE CBOICTBA.

b. Cneunduueckue Buabl TOKCHUHOCTH.

B. O0mierokcrueckue cBOMCTBA U CrieNU(UIECKUE BUIBI TOKCHYHOCTH

I'. JloknuHuueckue uccienoBaHus He TpeOyroTCs.

2. JIokyMeHTbI, perjiaMeHTHPYIOIIHe JOKIUHUYECKHE HCCIe0BAHUSA JIEKAPCTBEHHBIX CPEACTB B
P®, Bce kpome?

A. ®enepanbHblii 3akoH Poccuiickoit @enepanun 00 00pallieHNH JEKapCTBEHHBIX CPEACTB OT 12 ampens
2010 roxa.

b. Koncrurymus Poccuiickoit @enepanuu ot 12 nexadps 1993 rona.

B. Ilpuka3 MunuctepcrBa 3apaBooxpanenus P® ot 01 anpens 2016 roga Ne200H «O0 yTBepkIeHUU
MIPaBUJI HAJICKALIEH KIMHUYECKON IIPAKTUKU.

I'. I'paxxnanckuit kogexce Poccutickoit @enepamnuu ot 18 nexadps 2006 romga Ne230-D3.

3. YKa:KuTe 3Tanbl ;KU3HEHHOT0 IIUKJIA NPOAYKTA — (hapMaleBTHYECKO# pa3padoTKu:

A. pa3paboTka akTUBHOH (hapMalleBTUYECKON cyOCTaHIIUU

b. pa3paboTka JiekapcTBEHHOT0 Npenapara

B. napaGotka 006pa3noB /it 0UIIHATBHBIX UCCIIETOBAHHIMA

I'. mpOMBIIITIEHHBIN BBIITYCK JIEKAPCTBEHHOTO Mperapara

J1. pa3zpaboTka 1 MacTabupoOBaHUE TEXHOIOTHH

4. IlepeunciuTe OCHOBHbIE NapaMeTPbl BbIOOPa NMePBUYHON YNIAKOBKM B Xo1e GapManeBTHYECKOH

pa3padoTKu:

A. MEXaHUYECKas 3alnuTa

b. uneptHOCTH, 0€30MACHOCTH

B. MHOTOCIOMHOCTD

I'. GapbepHBIE CBOWCTBA

J1. no3a npenapara

5. TexHoI0TH4YEeCKHII PoOLece — ITO...

A. dacTb TPOU3BOJCTBEHHOrO IIpolecca, cojepxkalias HaydHO OOOCHOBaHHBIE JeHcTBuS,
HalpaBJICHHbIE Ha IOJIyu€HHUE TOTOBOIO MPOJAYKTAa, KOTOPBI COCTOUT U3 TEXHOJIOTHYECKHX
CTaJuu.

b. pacnipenenenue yacTuIl MOPOIIKa MO IPaHyJIOMETPUUECKOMY COCTaBy

B. yacTh TeXHOJIOTHYECKOro mpolecca, CBA3aHHas ¢ 00CTyKUBaHUEM OJTHOTO BH1a 000pyI0BaHUS

I'. oTHOMIEHKE pa3HUIIBI MAKCUMATBHOM MIIOTHOCTH U CBOOOHON K MAaKCUMAJIbHOM TUIOTHOCTH

J1. COBOKYITHOCTH TEXHOJIOTUUECKHUX [TapaMeTPOB

6. OTpadoTKa TeXHOJOTUH NPHU apManeBTHUYECKOH pa3padoTKe BKJIIOYAET:

A. BbIOOp 000pyIOBaHUS

b. mog6op padounx mapameTpoB

B. uccnenosanue ctabuiIbHOCTH

I'. BBIOOD MOCIIEN0BaTENBEHOCTH ONepaluit

J1. IOATrOTOBKA PETUCTPALIMOHHOTO JI0OChE

7. YKaxkuTe KpUTHYECKHE BONPOCHI pa3padoTKu, BOSHMKAIOIINE IPH 0TPad0TKe TEXHOJIOTHH:

A. pa3mep cepun

b. nocnenoBarenbHOCTh BBEEHHUSI KOMIIOHEHTOB

B. o6ocHOBaHKE M30bITKA aKTUBHOM (papMarieBTHUECKOM CyOCTaHIIUU

I'. BO3MOXHOCTH TOBTOPHOM OTPabOTKH, epepadoTKH

J1. ycTaHOBJIEHHE CPOKOB I'OJTHOCTH

8. Ha3oBuTe rpyniny BCHOMOraTeJbHbIX BelIeCTB, KOTOPYIO 100aBJSIIOT B TA0JETOYHYI0 Maccy C

1eJIbI0 YMEHbIICHUS 1IePOX0BATOCTH IPAHYJI U MOBBIIIEHUS UX TEKYYeCTH:

A. cMa3wIBaromIe



b. paspeixisromue

B. cBa3pIBaromne

I'. ckonp3smue

J1. pazbaBuTenu
9. MacmtabupoBanne — SIBJSETCS YacTbI0 TNepPeHOca TEeXHOJIOTHHU
CTAHAAPTU3AIUIO:

A. pa3mepa cepuun

b. cienndukanuu Ha rOTOBBIN TPOTYKT

B. npoun3BocTBEHHOMN peLienTypPhI

I'. cuaTe3 akTUBHON (papMaIIEBTUYECKOM CyOCTaHIIUN

J1. KpUTHYECKUX MapaMeTPOB TEXHOJIOTUYECKOIO MpoIiecca
10. Yka:xkuTe 10NMOJHUTEIbHbIE XaPAKTEPUCTUKHU NEPBUYHON YIIAKOBKH:

A. IpOYHOCTH

b. KOHTpOJIb IEPBOTO BCKPHITHUS

B. ynoGcTBO ucnonb3zoBanus

I'. orpaHnueHHBIN HOCTYH (3aMOK)

J. TOKCHYHOCTh
11. MeToasbl u3y4eHusi CTaOUJIBLHOCTH:

A. IOJTOCPOYHOE UCCIICTOBAHIE

b. nepcriekTuBHOE UCCIIeIOBaHNE

B. HecnemHoe ucciieioBaHue

I'. yckopeHHOE uccienoBaHue

J1. cpouHOE nccienoBaHue
12. TpeGoBaHusi K BCIOMOraTeJIbHbIM BellleCTBaM, 00ecre4ynBalome Ka4ecTBo
(papmaneBTHYeCcKOil pa3padoTKu:

A. otcyrcTBHe B3aumojencTus k AOU

b. papmakonoruueckass ”HEPTHOCTD

B. MukpoOuonoruueckas 4ucTora

I'. nemeBu3na

J1. hapmakoneiiHoe KaueCcTBO

4.2.3. [lIkana oileHUBaHUA .
v' 91 -100 % mpaBUIIBHBIX OTBETOB — OI[EHKA «OTIHYHOY,
v' 76 - 90 % npaBUIILHBIX OTBETOB — OLIEHKA «XOPOIIO»,
v’ 51- 75 % npaBUILHBEIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v 0 - 50 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHOY.

4.3. CoOTBETCTBHE OILICHOYHBIX CpPEACTB MPOMEXKYTOUHOW aTTECTALUU
(hopMUpYEMBIM KOMITETEHIIUSAM

H noapasymeBacT

o  JUCIUIIIINHC

Kon Ko HHAMKATOpA OueHoYHbIE CPEACTBA MPOMEKYTOYHOM ATTEeCTAllUN
KOMIIETEeH AOCTHKEHM S
Tect
1107071 KOMIIETEHIMH
I1K-2 NTIK-2.1. +
4.4. Kputepuu Oo1ieHKU c(hOPMHUPOBAHHOCTH KOMIIETEHIIUN B paMKax MPOMEKYTOUHOM aTTeCcTaIluu Mo
JUCHUILINHE
Kon CTpyKTYpHBI
Kon Kpurtepun ouenku cpopMHpPOBAHHOCTH KOMIETEHIUH
HHIUKATOpa € 2JIEMEHTBI
KOMIIETEeH
AOCTHKEHHS OII€EHOYHBIX
1u He cpopmupoBana CdopmupoBana
KOMTIETEeHIINH cpeacTB
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He 3naer  tpeGoBanus | 3naer TpeOOBaHUS
3aKoHomarenbcTBa P® K | 3aKOHOJATENbCTBA PO K
oOpalleHUIo oOpalleHuIo0  JICKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB CPEICTB

IK-2 WATK-2.1. Tect He ymeer npumeHsaTh Ha | YMEET NPUMEHSTh Ha MPAKTHKE
MIpaKTHKE MIOJIOKEHUS | TOJOKEHMS HOPMAaTUBHBIX
HOPMAaTHUBHBIX  TPABOBBIX | IPABOBBIX aKTOB pH
aKTOB Mpu  oOpalieHuH | oOpaleHuH JIEKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB CPEeICTB

Komnerenuust cumraercs copMHpOBaHHONW Ha ypoBHE TpeOOBaHMM K AMCLUUIUIMHE B
COOTBETCTBUHM C 00pa3oBaTeNIbHONW MPOrpaMMOi, €ciM MO0 UTOoraM MPUMEHEHHS OLIEHOYHBIX CPEICTB
IIPOMEXYTOUYHOM aTTecTallMM WM HUX OTAEIbHBIX 3JEMEHTOB pE3YyibTaTbl, JEMOHCTPUPYEMBIE
00y4aroImuMcsi, OTBEYAIOT KPUTEPUIO CPOPMHUPOBAHHOCTH KOMIIETECHIIUH.

Ecnu mo uroraMm mpoBeeHHOW MPOMEKYTOYHON aTTeCTalliu XOTs Obl OJTHA U3 KOMIICTCHIIWA HE
copMHpOBaHa HA YpPOBHE TPEOOBaHMIA K JUCHUILUIMHE B COOTBETCTBUU C 00pPa30BATEIBHOIN POTPaMMOi
(pe3ynpTaThl  OOydYaroOUmIETOCS HE COOTBETCTBYIOT KPHTEPHIO C(HOPMUPOBAHHOCTH KOMIIETEHIINH),
oOyuarolemMycs BHICTABISIETCS OLIEHKA «HE 3a4TEHO.

5. Meroanyeckue MaTepUAJIbI 10 OCBOCHHIO JUCHUIIIMHBI
Mertoanyeckre Marepuaibl Ui OOyJaromUXCs HAa AUCHUILIMHE (TTOJHBIA KOMIUIEKT METOIUYECKUX
MaTepHaliOB) HAXOAUTCS Ha Kadeape yInpaBIeHUsI SJKOHOMHUKH (hapmanuu.

6. YueOHas qurepatypa AJisi 00y4aromMXcs M0 JMCHUILTHHE
6.1. OcHoBHas nuTEparypa.

Ounpe, H.Jx. Ilpou3BojaCTBO JEKAapCTBEHHBIX CpPEACTB. XHUMHUecKas TexHosuorus or R & D no
npousBojicTBa [Teker] : mep. ¢ anrn. / Duae J.JIx. - Caukt-IlerepOypr : IIpodeccus, 2015. - 1280 c. :
wi. - bubnworp.: c. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmayesmuuecxas ompacnw,
npou3800CME0 NeKAPCMEEHHbIX NPEenapamos, papmayesmuyeckue nPOU3800CMEEeHHble npoueccw)

Hapkesnu 1. A., Ynpasnenue u skoHOMHKa Gapmanuu [DnekTpoHHsld pecype] / mon pea. M. A. Hapkesuua - M. :
I'SOTAP-Menua, 2017. - 928 C. - ISBN 978-5-9704-4226-5 - Pexum JIOCTYTIA:
https://www.rosmedlib.ru/book/ISBN9785970442265.html

dapmarieBTUUYECKas pa3paboTKa: KOHLENIUS W NMPaKTHUeCKue pekoMmeHnanmu [TekcT] : HaydHO-TIpaKTHYECKOe
pykoBoacTBo s (hapmanesBTuueckoil orpaciu / mox pen. C.H. BrikoBckoro [um ap.]. - Mocksa : llepo
®dapMKkoHTpakT, 2015. - 472 ¢

6.2. [{ononnumenvhas numepamypa
VYnpasnenue u s3xkoHomuka ¢apmanuu [Teker] : B 4 1. T.3 : DxoHOoMuKa anTeuHbIX opranu3anuii / mox pea. E.E.
JlockyToBoii. - M. : Akanemus, 2008. - 428 c.
VYnpasnenue u 3xoHoMuka Qapmauun [Texcr]: B 4 1. T.1: dapmaueBTrueckas AestenbHOCTs. OpraHuzauus
perymupoBanue / iox pen. E.E. JlockyroBoii. - M.: Akanemus, 2003. - 380 c.: wi. - (Beicmee nmpodeccuonanpHOe
oOpasoBanue). - bubauorp.: c. 377-378.
Vnpasienne U 3koHOMHKa (apmanuu [Tekcr] : yueOHuK 11 By3oB / mon pea. B.JI. baruposoii. - M. :
MCI[I/II_[I/IHa, 2004. - 720 c. (Papmayeemuueckas IKOHOMUKA, DAPMAYEBMUUECKUL DLIHOK, YEHOBAS NOJIUMUKA
dapmayeemuyeckou opeanuzayuu, GapmaKoIKOHOMUKA, Papmayesmuieckuil MEHONCMEHN, PapmayesmuiecKuil MapKemuHe,
moeapHasi NOIUMUKA DapmMayesmuieckoll opeanuzayuy, UH@opmayuonHoe obecnedenue Gapmayesmuueckoeo OusHeca,
busHec-nianuposanue (papm.), nozucmuxa (papm.)
Mosnax, A.X. YnpasieHue puckamu B gapmaneruyeckoMm npousBozctse [Tekcr] = Risk Management
Applications in Pharmaceutical and Biopharmaceutical Manufacturing : mep. ¢ anrn. / A. X. Momnax, 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 Kaxao# riassl. - ISBN 978-5-904723-02-6 (pyc.) : 500-00.

(qbap/waueemuttecme npou3zeo00cmeo, ynpasierue kavecmeom 6 apm. IIpomviutnieHnocmu, npousgo0Cmeo J1eKapCmeeHHbIX
cpedcme, I’lpOLL?BOOCWlGO ouonocu4ecKux npenapamoe, np0u3eodcm30 OUOMEXHON02UYECKUX npenapamoe, 6aﬂudauuﬂ 6
(j)apMaqeemuqecmM np0u360()cmee, acenmuuyeckoe gbapmaueemuquKoe }’lpOLL?SO()CWlBO, ynpaejienue puckamu e gbapM
Hpou3eodcmee)

®demoros, Anekcannp ErrenpeBud. OcHoBel GMP. IlponsBoacTBo jnekapcTBeHHBIX cpeactB [Tekcr] /
®denoroB Anekcannp ErenneBud. - MockBa : ACMHKOM, 2012. - 576 c. : un. - bubmauorp.: 569-571.
(ITpousBoactBo JekapcTBeHHbIX cpeactB, GMP B ¢dapmanuu, KOHTpOIb KauecTBa JIEKapCTBEHHBIX
CPEICTB, TOKyMEHTALUS B (hapMarium)

Hopmamueno-peznamenmupyroujue 00KymMeHnol:

1. OrpacneBoii crangapt «KiIMHHKO-dKOHOMHYECKHE UccleaoBanus. OOIue TOI0XKEHUSDY
[[Tpuka3z MunzapaBa P® ot 27.05.2002 Ne 163 00 yrBepkaeHUHM OTpaciieBoro cranmapra «KinumHUKO-
IKOHOMHUYECKHUE uccienoBanus. O0mue nonoxenus» (BMecre ¢ oct 91500.14.0001-2002)]

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

"O6 obpareHNH IeKapCTBEHHBIX CPEACTB";

3. Ilpukaz MunzgpaBa Poccum ot 12.07.2017 N 4091 "OO yTBepKIEHHH MOpSAIKA
(bopMHpOBaHUS PETHCTPALMOHHOTO OChE HA JIEKAPCTBEHHBIN TpenapaT U TpeOOBaHM K JOKYMEHTaM B
ero cocrase, TpeOoBaHMH K 00beMy HH(OpMaIUH, MPEeIOCTaBISIEMOM B COCTaBE PErMCTPALUOHHOTO
JI0Che, JJI OTIEIbHBIX BUIOB JEKAPCTBEHHBIX MPENapaToB JUIsl MEAULIMHCKOIO IPUMEHEHUS U MOPAJIKa
IPEJCTAaBICHNUS JTOKYMEHTOB, U3 KOTOPBIX (POPMHUPYETCs] PErMCTPALMOHHOE J10Che Ha JIEKapCTBEHHBIH
mpernapar A8  MEAMLIMHCKOIO IPUMEHEHHS B LEISIX €ro TIoCyJapCTBEHHOW peructpauuun'.
(3apeructpuposano B Muntocte Poccuu 08.08.2017 N 47706);

4. Tlpuxa3 Ne959 u ot 13.12.2016 r «O0 yTBepx)neHUHU KiIaccu(PUKAUU U3MEHEHH, BHOCHMBIX
B JIOKYMEHTBI, COJEpXalllMecsi B PErUCTPALMIOHHOM JOCh€ Ha 3aperUCTPUPOBAHHBIN JIEKApCTBEHHBIH
npenapar Uil MEIULUHCKOTO IPUMEHEHUS»;

5. ®enepanbhbiii 3ak0H Ne 425-D3 ot 28 nexabps 2017 roma «O BHECEHWHM W3MEHEHUU B
denepanbHbIN 3aKOHY;

6. Cornamenue o EnuHBIX NpUHLMIAX WU MpaBUIaxX OOpaIIeHUs JEKapCTBEHHBIX CPEICTB B
pamkax EBpazniickoro skoHOMHYECKOTo coro3a (3axitodeHo B I. Mocksa 23.12.2014 r);

7. Pemenue Cosera EBpazuiickoif skoHoMuueckoit komuccuu ot 03.11.2016 Ne 78 «O mpaBunax
pEerucTpalmy U SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB AJI MEAUIIMHCKOTO TPUMEHEHHUS;

8. Pemenne Cosera EBpasuiickoii skoHomuueckoi komuccuu ot 03.11.2016 N 85 "O6
yrBepkAeHuH [IpaBui npoBeaeHus HcciaeoBaHUN OMOAKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB B
pamkax EBpaznuiickoro 5KOHOMHUYECKOTO cor03a";

9. Ilpuka3z MwunzapaBa Poccum ot 21.09.2016 Ne 7241 «OO0 yTBepkaeHWW TpeOOBaHHU K
MHCTPYKLUU 110 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToBy.

10. Pemrenne CoBera EBpasmiickoii skoHoMmyeckoi komuccun oT 03.11.2016 Ne 85 «O06
yTBepkaeHun [IpaBui npoBeneHus ucciegoBaHUi OMOIKBUBAJICHTHOCTH JIEKAPCTBEHHBIX NPENapaToB B
pamMkax EBpa3uilcKOro s5KOHOMHUYECKOTO COKO3a»

11. Pemienne CoBera EBpasuiickoif skoHoMuyeckod komuccun or 03.11.2016 Ne 88 «O6
YTBEPKACHUH TPeOOBaHUM K MHCTPYKIMH MO MEIUIIMHCKOMY IPUMEHEHHIO JIEKaPCTBEHHBIX IIPErnapaToB
1 0011ell XapaKTepUCTUKE JIEKAPCTBEHHBIX MPENapaToB JUIsi MEAULIMHCKOTO TPUMEHEHUSD.

12.TOCT P MHCO 14155-2014. HamuonaneHblii craHgaptT Poccwmiickoit ®Deaeparuu.
Knunnueckue uccnenosanus. Hannexaias KIMHUYECKas IPaKTHKA.

13.TOCT P 52379-2005. HarmumonansHbld cTanmapt Poccuiickoit ®epeparuun. Hamnexamas
KJIMHUYECKasl PaKTHKa.

ba3wl 0llHHblx, uHd)opmauuonno-cnpaeounble U nouckKoeole cucmemol - I/IHTepHCT PECYpChI,
OTBCUHAKOINUEC TEMATHUKEC JUCIHUITIIIMHBI, B TOM YHCJIC!:
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1. MunucrepcTBo 31paBooxpanenus PO https://www.rosminzdrav.ru/

2. MuHuCTEPCTBO MPOMBIIIUIEHHOCTH u TOPTOBJIN Poccun
http://minpromtorg.gov.ru/ministry/governance/

3. deaepanbHas ciayx0a mo Haa3opy B chepe 3apaBooxpanenus http://www.roszdravnadzor.ru/

4. MexnynapoaHas Geneparus hapMaiieBTHUECKUX mpousBoaurenei http://www.aipm.org/

5. Caiit rocyqapCTBEHHOI'O peecTpa JeKapCTBEHHbBIX cpeAcTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmarus Poccuiickux ¢apmarieBTHIecKux nmpousBoaureseii hitp://www.arfp.ru/

7. Bcemupnas opranuzanus 37paBooxpanenus http:// www.who.int/ru

8. Cerp E-LEK pmnsa pycckoroBopsimux ctpan OTAena OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOM
otk BO3: MUCKYCCHOHHBINA KITy0 KIMHMYECKHX (DapMaKoJIOTroB, HOBOCTH B OOJIACTH NMPHUMEHEHHUSI
JeKapcTBEHHBIX cpencts. http://www.essentialdrugs.org/elek/

9. OdunumanbHbIi caiit EBpa3uiickoro 5KOHOMHUYECKOro coro3a http://www.eaeunion.org/

10. T'ocynapcTBenHas ¢apmakores http://femb.ru/femb/pharmacopea.php.

11. MeXXpeTnOHAIbHOC 00I1IeCTBO CIICLIMAJIMCTOB JI0Ka3aTeJIbHOU MCIULMHBIL.
http://www.osdm.org/index.php

7. MaTepuajibHO-TEXHUYeCKasA 0a3a, MHPOPMAIIMOHHbIE TEXHOJOTHH, IPOTPAMMHOE
odecrnieueHre 1 NHGOPMANIMOHHBIE CIPABOYHbIE CHCTEMbI
CeMHHapCKUE W TPAKTHYSCKHUE 3aHATHS TMPOBOJATCS B CHEIUAIM3HPOBAHHBIX  YUCOHBIX
ayJMTOPHUSAX, OCHAIICHHBIX HATJISAHBIM MAaTEPUAIOM U JIMTEPATypOH, HEOOXOIMMBIMH JUIS WU3y4YCHHS
BOIIPOCOB JIUCIIUTUIMHBI: YTBEP)KICHHBIMA METOJMYECKAMHU YKa3aHUSMH, CICIHAIBLHOW IJUTEPATYPOM.
Kaxapiii oOyuatomuiicss obecreueH AOCTYNOM K OMOIMOTEYHBIM (OHIAM akajeMuu U Kadeapbl, ecTbh
BO3MOXKHOCTh pabothl ¢ caiitamu BookUp, Consultantplus. Ha snekumsx W 3aHSITHUSIX HCIIOJIB3YETCS
MYyJIbTUMEAUNHBIA KOMIUIEKC (HOYTOYK, mpoekTop). HabGopbl Tabmuiy/mMyabTUMEIUWHBIX HATJISIIHBIX
MaTEPUAJIOB 10 PA3JIMYHBIM pa3jeliaM JUCIUTLINHBL. J[JI1 OCBOCHUS U 3aKPEIUICHUS OTACIBHBIX BOIIPOCOB
pa3paboTaHbl TECTOBBIC 3aJaHHSI 110 U3YYaEMbIM TEMaM.
OO0pa3oBarenbHBIE TEXHOJIOTMH — KOMMYHHKATHBHBIC TEXHOJIOTHH (OMPOC), HEUMHUTAIIMOHHBIC
TEXHOJIOTUH (JICKIIMU, TECTUPOBAHNUE).
IIpodeccuonanbHbIe 6a3bI JAHHBIX U HH(POPMANMOHHbIE CIPABOYHBIE CHCTEMBI
. TocynapcrBennas gapmaxornes Poccuiickoit ®eneparuu http://femb.ru
. Uudopmanmonnas cets Texakcnept https://cntd.ru/
. Uudopmanmonnas cucrema Koncynprantllnroc http://www.consultant.ru/

1
2
3
4. Hayunas snexTponHas onbmmorexa KubepJlennnka https://cyberleninka.ru/
5
6
7

. Hayunas snextponnas 6ubanorexa PUHL] (Elibrary) http://elibrary.ru

. Hayunas snextponHas 6ubamnoreka SpringerLink https:/link.springer.com/

. Poccuiickoe oOpa3zoBanue: QenepaibHbIii mopTan. — IJEKTPOH. JaHHble. — Pexum poctyna :
http://www.edu.ru/
8. Cucrema «AHTHIUIarHaT»: TMPOTPaMMHO-ANMAPATHBI KOMIUIEKC JJIsi TPOBEPKHM TEKCTOBBIX

JOKYMEHTOB Ha HaJM4We 3aMCTBOBAHMH W3 OTKPHITHIX HCTOYHHKOB B ceTH VHTEpHET W Ipyrux
ucTouHnKoB https://www.antiplagiat.ru/
9. YHuBepcuretckas uapopmaironHas cucrema Poccus https://uisrussia.msu.ru/
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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
http://femb.ru/
https://cntd.ru/
http://www.consultant.ru/
https://cyberleninka.ru/
http://elibrary.ru/
https://link.springer.com/
http://www.edu.ru/
https://www.antiplagiat.ru/
https://uisrussia.msu.ru/

AHHOTAIIUA PABOYEM ITPOI'PAMMBI JAACIHUITINHBI
b1.B./IB.05.02 ®apmaneruueckas pa3paboTKa, HCCIeIOBAHNE M PETHCTPAIIHS JIEKADCTBEHHBIX

OopenaparoB

Kon u HamMeHOBaHue HaNIpaBJIeHUs NOATOTOBKH, npopuas: 33.05.01 dapmanus
KBanupukauus (cTeneHb) BbIMyCKHUKA: [[poBU30p
®opma o0yuenusi: Ounas
®opmupyemasi(bie) KOMIeTeHUusi(1):
[IK-2 Cnocoben pemath 3amauyd TpOo(PECCHOHATBLHON ACATENBHOCTH IPU OTIYCKE W peaTn3alluu
JIEKapCTBEHHBIX CPE/ICTB U TOBAPOB allTEYHOI'O ACCOPTUMEHTA
NATIK-2.1. TIpoBOAUT TOBapOBEAYECKHI aHAIM3 MEIUIMHCKUX H (DapMalieBTHUYECKUX TOBAapOB U
OpraHu3yeT XpaHeHNe MEIUIMHCKUX U (apMaIleBTUYECKIX TOBAPOB.
O0bem n MecTo AucnuUIMHBI B cTpykType OIIOII BO:
JlucrumiamHa OTHOCHTCS 9acTh, GOpMHUPYEMOM ydyacTHUKaMu oOpa3oBarenbHbix oTHomeHuit OITOIT BO,
ocBauBaeTcs Ha 5 kypce (9 cemecTp), B COOTBETCTBHM C Yy4e€OHBIM IJIAHOM, OOIIas TPYAOEMKOCTh
JUCIUILTMHBI B 3aU€THBIX €IMHUIAX COCTaBIACT 2 3. €. (72 akaj. yaca).
CoaepixkaHue JUCHUILINHBI:

Pa3znenl. ['ocymapcrtBeHHass monuTuka B cdepe mnpou3BoacTBa POCCHMUCKHX JIeKapCTBEHHBIX
[IpenapaToB.

1. ®apmarneBTryeckas pa3paboTKa — OT MOUCKA OMOJIOTHUECKH aKTUBHBIX BEIIECTB JI0 BHIBOAA HA
PBIHOK JICKApCTBEHHBIX MpenapaTtoB. VICTOpHS U IMyTH CO3JaHMs JIGKAPCTBEHHBIX cpencTB. PazpaboTka u
uccienosanus HoBbIX JIC (Research & Development — R&D). [TatenTs Ha aekapcTBa. OOIIUe CBEACHUS
O MaTEeHTOBaHWH JIEKAPCTBEHHBIX MpernaparoB. TepaneBTudeckas, Ouonornueckas u gapmareBTudecKas
SKBHUBAJIIEHTHOCTH KaK KPUTEPUI OLIEHKH KadyecTBa JIEKApCTBEHHBIX IMpemnapaToB. 2. OCHOBHBIE aCHEKTHI
rOCy/IapCTBEHHOI'O PEryJIUpOBaHUsl JIEATEIbHOCTH OTEUECTBEHHBIX MPEANPHUATHI-POU3BOAUTEICH Ha
COBPEMEHHOM JTame pa3BuUTHS cdepbl oOpameHus JeKapcTBEHHBIX cpeactB. 3. Ilpumopurer
rOCy/IapCTBEHHOM TMOJUTHKH B OOJACTH JIEKAPCTBEHHOI'O OOecleueHUus: MOJIEepPKKAa OTEYECTBEHHBIX
MIPOU3BOIUTEIIEN JIEKAPCTBEHHBIX CPEJCTB.

Paznen 2. BeiOop nexapcTBEHHBIX MTPETIApaToB Ui pa3paboTKH.

1.MapKeTUHTOBbIE HUCCIEIOBaHMs, MPEIIIECTBYIONME BBIOOPY JIEKAPCTBEHHBIX MPENaparoB JUIs
paszpabotku. 2. PazpaboTka kputeprueB 0TOOpa JEKapCTBEHHBIX MpENapaToB s pa3padO0TKH.
Paznen 3. ®apmarieBTHUecKas pazpaboTka.

1. BBenenue B Teopuro ¢apmareBTUYECKON pa3paboTku. ITambl (PapMalleBTHYECKON pa3pabOTKHU.
TpeboBanus k CTpykType U 00beMy papMareBTHIecKkoil pa3paboTku. MeTtomoiorus pa3paboTKu HOBOTO
¥ BOCIIPOM3BEJICHHOTO JICKApPCTBEHHOTO Tpemnapara. 2. Pa3paboTka TeXHOJIOTHH CHHTE3a CyOCTaHIIUH Ha
ctanuu ¢apmaneBTUYeCKO pa3paboTku. Pa3paboTka TEXHOJOTHH CXeMbl OyAyIIero MPOW3BOJICTBA.
TexHomornueckoe o0opya0oBaHue NS porecca cuHtes3a. 3. [lepeHoc TexHoIoruu B (hapMarieBTUUeCKOM
pa3paboTke.

Pa3nen 4. Hagnexamas nabopatopHast mpakTUKa.
1. JloknmuHUYECKHe UCCIENOBaHMs JIEKapCTBeHHBIX mpenapaTtoB. Mcropus Bompoca. [Tonstue GLP kak
CHUCTEMBl HOpM, TIpaBWJI H YKa3aHWW, HANpaBICHHBIX HAa O00ECIeYeHWe COTIACOBAHHOCTH U
JIOCTOBEPHOCTH Pe3yJlbTaTOB JTabOpaTOpHBIX HccleAoBaHuil. 2. HopmaTHBHBIE TIPaBOBHIE aKTHI,
periiaMeHTHPYIONHEe JOKIMHUYECKHUE WCCIEAOBaHUS 0€30MacHOCTH M 3(P(GEKTUBHOCTH JIEKAPCTBEHHBIX
cpenctB B P®. 3. OObeM NOKIMHHYECKUX HCCICIOBAHUM [UIsl PETUCTPALMU BOCIPOHU3BEIACHHBIX U
OPUTHHAIIGHBIX  JICKAPCTBEHHBIX TIperaparoB. [lmaHWpoBaHWe JOKIMHUYECKOTO  HCCIICJIOBAHWS,
COCTaBJICHHE MPOTOKOJA/IaHa uccienoBanus. 4. OOpaboTka JaHHBIX PE3YNbTATOB JOKIMHHYECKOTO
uccienoanus. CocraBieHue oTaera. KOHTpoOIb KauecTBa MPOBEICHUS JOKIMHUIESCKOTO UCCIICIOBAHHUS.

Pa3nen 5. Hajuexxaiasi KIMHUYECKast MPaKTUKA.
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1. KiuHuueckue uccieqoBaHMs: MCTOpUYECKas chpaBka. Posb  KIMHUYECKMX MCCIEAOBaHUMN
JIEKapCTBEHHBIX CPEJCTB B COBPEMEHHOW cHcTeMe OOecredeHHs] KauecTBa JIEKApCTBEHHBIX CPEACTB.
[Tonstue o GCP kak 0 MeXIyHapOAHBIX IpaBUaX CO3/aHUS, BHEIPEHUS M NPOU3BOACTBA HOBBIX
JIEKApCTBEHHBIX CpelacTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJUYECKHUE TOKYMEHTHI 110 IIPABUIAM
KaueCTBEHHOW KJIMHUYECKOW MpakTUKU. 2. Llenu m BUABI KIMHUYECKUX HMCCIEIOBAaHUM JIEKAPCTBEHHBIX
cpencTB. MeToipl TUIaHUPOBAaHUS U TPeOOBaHUS K 00beMYy KIMHUYECKUX HCCIEAOBAHUN JIEKAPCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKH KJIMHUYECKUX HCCIICIOBAHUM, UX MpaBa M OOA3aHHOCTU. DTHUYECKHUE
aCTeKThl MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUNA. DTHUECKHE MPOOJIeMbl MPOBEACHUS HCCIeI0BaHUMN
Ha 0C000 YS3BUMBIX T'pYIIaxX MAIMEHTOB (J€TH W MOAPOCTKHU, KEHIIUHBI PETPOIYKTUBHOTO BO3pacTa,
MIOKUJIbIE JIFOJIM, MalMeHThl B 0eCcCO3HATENIbHOM COCTOSIHUU U 1p.). 4. Pa3paboTka JOKyMeHTaluu Jist
KIMHUYECKUX wuccnenoBanuii. Ilpotokon wuccnemoBanuss u  Opomropa wuccinepoBatens u  CRF.
NudopmupoBanHoe corjacue MalMeHTa U BeleHUE MEePBUYHON MEAMIIMHCKOW JTOKYMEHTAlluu B XOJe
uccienoBanus. Pa3zpaOoTka MHAMBUAYQJIBHOM  PETUCTPALMOHHOW  KapThl MpU  KIMHUYECKUX
UCCIIeTOBAHUX JIEKApCTBEHHBIX cpencTB. [IpaBuna ee 3amonHeHus, BHeceHue n3MeHeHu. 5. O6pabdoTka
JAHHBIX KIMHUYECKUX MCCIEN0BAaHUN JIEKApCTBEHHBIX cpencTB. CocTaBieHHE OTYETa IO pe3ysibTaTam
KJIIMHUYECKUX HCCIIEI0BAaHUN JIEKapCTBEHHBIX CpeAcTB. 6. KOHTponb 3a mpoBeneHHEM KIMHUYECKHX
UCCIIEIOBAaHUM  JIEKapCTBEHHbIX  cpeAcTB. IlpuHnmnbel  oOecriedeHus KayecTBa U IMOPSIOK
(GYHKIIMOHUPOBAHMSI CHCTEMbl MEHEKMEHTAa KauecTBa B HCCJIEIOBATEIbCKOW OpraHu3anuu. /.
VYnpasienne 6€30MacCHOCTBIO MTPH MPOBEACHUH KIMHUYECKUX UCCIIe0BaHU. TpeOoBaHUS K POBEICHHIO
dapmakonagzopa. IlocTMapKkeTHHrOBbIE HCCIEAOBAaHUS JIEKAPCTBEHHBIX CpelncTB. HexenarenbHbie
SIBJICHUS, IPEPbIBAHNE U OKOHYAHHME HUCCIIEI0OBAHMSI, BBIXO] U3 HCCIIEA0BaHUS.

Paznen 6. Pa3paGoTka UWHCTPYKIUH 1O MEIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHBIX
[IpenapaToB.
1. HopmaTuBHO-mipaBOBasi 0a3a, pErIaMEHTUPYIOIIAs COCTaBJICHHE WHCTPYKLUUU AJII MEAUIIMHCKOTO
IIPUMEHEHUsl JIeKapCTBEHHOro mpenapara. 2. OCHOBHblEe 00s3aTeNbHBbIE pa3/ieiabl HHCTPYKIUH Ui
MEIUIIMHCKOTO MPUMEHEHHUs JIEKapCTBEHHOro mnpenapara. MHbopMalmoHHbIe UCTOUYHUKH HAMOJTHEHUS
paznenoB  UMMIIL. 3. MWHcrpykuusa mjis  MEOUIIMHCKOTO TPUMEHEHUsS Ha OPUTUHAIBHBIA U
BOCIPOU3BE/ICHHBII JIEKapPCTBEHHBIE MPenapaThl (CXOACTBA U Pa3IHUus).
4. Mexnynaponausie TpeboBanuss k MMII (OOmas xapakTepucTUKe JIEKapCTBEHHOTO MperapaTta s
MEAHUIIMHCKOTO MPUMEHEHUS U JIUCTOK - BKJIQ/IBIII).

Pa3nes 7. Peructpanus gexkapcTBEHHBIX MTpenapaToB.
1. HopmatuBHO-TIpaBoBast 0a3a, perjlaMeHTUpPYIOLIas HKCHEePTH3y M PErHCTPalli0 JEeKapCTBEHHBIX
cpeactB B Poccuiickoit @eneparnmu. [lpaBuna u MOPSIOK PETUCTPAIM JIEKAPCTBEHHBIX CPEJICTB. 2.
@®opMUpOBaHUE PETUCTPALIMOHHOIO JOChe Ha JIEKAPCTBEHHOE CpeacTBO. OCHOBHBIE TpeOOBaHUS
npenbsBiasieMble K 00beMy M OQOPMIIEHHIO JOKYMEHTAIlMM pPETHUCTPALMOHHOIO J0ChE, BHECEHHUS
U3MEHEHHH B PETUCTPALIMOHHOE JOChE Ha JIEKapCTBEHHBIM mpenapar. 3. l'ocygapcTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEACTB. XapaKTEPUCTUKA TOCYAApCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEICTB, €ro
POJIb B IIPOLIECCE IKCIIEPTU3Bl U PETUCTPALIMU JIEKAPCTBEHHBIX cpeAcTB. 4. [Ipouenypa Mex1yHapoaHON
rapMOHM3aluU OoOpallleHusl JeKapCTBEHHBIX cpeACcTB B pamkax EBpA3DC. TpeboBaHus K 3KCHEPTU3E U
peructpaunu B EBpA3OC.
DopMbI NMPOMEKYTOYHOM ATTECTALUM:

q)opMa HpOMCXCYTOqHOﬁ arTeCTalii B COOTBCTCTBHUHU C y‘le6HHM IIJIaHOM — 3a4C€T.
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