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1. IlepeyeHsb NIaHUPYEeMBbIX Pe3yIbTATOB 00y4YeHUs 1O AUCUMIIJIMHE, COOTHECEHHBIX €

IJIAHUPYEMBbIMH Pe3yJIbTaTaMHU OCBOEHHS MPOrPaMMbl

Kox Kon HaumeHoBanue Pe3yabrarnl 00y4yeHus,
KOMIIETeH HaumenoBanue HHIMKATOPA HHIMKATOpPa COOTHECEHHBbIE C
wn KOMIIeTeHIUH AOCTUKEHU S JAOCTUKEHUS HHMKATOPAMHU 10CTHIAEHHS]
KOMIIeTeHIIUH KOMIIETeHIIUH KOMIIeTEeHIU
[1K-2 Crniocoben pemars | MWATIIK-2.1. [IpoBoaut Ha ypoBHe 3HaHuii:
3a/1a4uu TOBapOBEAYECKUNA  [-3HaeT TpeOoBaHUs
npodecCuOHAITBHON AHan3 3aKoHOJaTenbcTBa PO K
JESITEIbHOCTH pu MEAULIMHCKUX U |00paleHHuIO JIEKapCTBEHHBIX
OTIIyCKE U peaju3aluu (bapMalleBTUUECKUX |CPEICTB
JIEKapCTBEHHBIX TOBapoOB u Ha ypoBHe ymeHuii:
CpPEICTB U  TOBapoOB OpraHu3yeT -YMeeT  NpUMEHATh  Ha
anTEeYHOr O XpaHEHUe [IPaKTUKE I0JIO’KEHUS
aCCOPTHMEHTA MEIUIIMHCKUX U [HOPMATHUBHBIX IIPABOBBIX
(bapManeBTHYECKNX [AKTOB  TNPH  OOpalieHuu
TOBApOB. TIEKapCTBEHHBIX CPE/ICTB

2. O0bem u MecTO JUCHUILINHBI B cTpykType OIIOITI BO
JlucuuIuiiHa OTHOCUTCST 4YacTH, (OpMUpPYyeMOH y4YaCTHHKaMH OOpa30BaTEIbHBIX OTHOIICHHNA
OIIOIT BO, ocBamBaercs Ha 5 kypce (9 cemecTp), B COOTBETCTBHU C Y4YEOHBIM IUIaHOM, OOIIas

TPYJOEMKOCTh AUCIMILTUHBI B 3a4ETHBIX €IMHUIIAX COCTaBIsAET 2 3. €. (72 akan. yaca).

3. Coaep:xanue U CTPYKTYPA AW CUUILTHHBI

3.1. CrpykTypa AUCUHUILINHBL.

O0beM qMCUMILUTHHBI (MOYJIs1), Yac.
KonraktHasi paGora ®opMa TeKyLIero
o0yyaromuxcs ¢ KOHTpPOJIS
HauMeHnoBanue 1
Ne ni/m Bcero npemnoaaBareleM yCIeBaeMocCTH ,
pa3aesioB, TeM CP .
4yacoB 10 BUAAM y4eOHBIX NMPOMEKYTOUHOI
3aHATHI aTrecTaluu
aJ [ a3 | m3
Cemecmp Ne9
['ocynapcTBeHHas
MOJINTHUKA B chepe
MIPOU3BOJICTBA
Paznen 1 POMIBO 5 2 3 T
Poccuiickux
JIEKapCTBEHHBIX
MpenapaTroB
Br16op
JICKapPCTBEHHBIX
Paszen 2 P 5 2 3 T
npernapaToB JUIS
pa3paboTKu
dapmareBTHYECKAS
Pasnen3 | _ pMall 13 4 6 3 T
pa3zpaboTka
Hannexamas
Paznen 4 4 HI 4 2 2 T
nabopaTopHas




O0beM qMCUMILUIUHBI (MOYJIs1), Yac.
KonrakTHas pa6orta dopMa TeKyLIero
o0yuarouuxcs ¢ KOHTPOJIfA
HaumenoBanue 1
Ne i/ Bcero npenogasarejiemM yCIeBaeMoCTH ,
pa3aesioB, TeM CP "
4acoB 10 BHJIaM Y4eOHbIX MPOMEKYTOYHOM
3aHATHH aTTecTalluu
J J3 113
MpaKTHUKA
Hannexamas
Paznen 5 | kauHu4yeckas 11 2 6 3 T
MpaKkTHUKa
Pa3zpaboTka
UHCTPYKLUN o
MEIUITTHCKOM
Paznen 6 Jn y 8 6 2 T
MIPUMEHEHUIO
JIEKapCTBEHHBIX
npenaparoB
Perucrpanus
JIEKaPCTBEHHBIX T
Paznen 7 | npenapatos. 26 6 14 6
3auer
IIpomesxyTouHas
aTTecTalus
Bcero: 72 30 42

Ipumeuanue: mecmuposanue (T).

3.2. Coneprkanue TUCHUTITUHBI.

Pa3znenl. ['ocynmapcTBeHHass moiWTHKAa B cdepe TPOU3BOJACTBA POCCHICKHMX JIeKapCTBEHHBIX
Mpenaparos.

1. dapmareBTHUECKas pa3pabOTKa — OT MOMCKA OMOIOTUYECKH aKTUBHBIX BEIIECTB JI0 BHIBOJIA HA
PBIHOK JIEKApCTBEHHBIX MpernapatoB. Mcropus u myTH co3[aHus JEKapCTBEHHBIX cpelcTB. PazpaboTka u
uccnenoanus HoBbIX JIC (Research & Development — R&D). [TatenTs! Ha nekapctBa. OO1Ie cBeAeHUS
0 TIATEHTOBAHUU JIEKAPCTBEHHBIX MpemapaToB. TepamneBTUYecKas, Onosorudyeckas u dapmareBTuaeckas
SKBUBAJICHTHOCTH KaK KPUTEPHI OLICHKH KauecTBa JIKAPCTBEHHBIX MpenapatoB. 2. OCHOBHBIC aCTIEKTHI
rOCYJapCTBEHHOTO PETryJUPOBaHUS JESITEIILHOCTH OTEUYECTBEHHBIX MPEANPUITHI-TTPOU3BOAUTENICH Ha
COBPEMEHHOM OJTame pa3BuTua cdepbl oOpaleHus JiIeKapCcTBEHHBIX cpenctB. 3. [Ipuopurer
rOCy/IapCTBEHHOW TOJUTHKH B OONACTH JIEKAPCTBEHHOTO OOECTeUeHUs: MOJIEePKKA OTEHYECTBEHHBIX
MIPOU3BOUTENEH JIEKAPCTBEHHBIX CPEJICTB.

Pa3nen 2. BeiOop ekapCTBEHHBIX MPenapaToB I pa3paboTKy.

1.MapkeTHHTOBbIE HCCIEAOBAaHUA, MPEALIECTBYIOIINE BBIOOPY JIEKAPCTBEHHBIX MpPENaparoB JUis
pa3pabotku. 2. PazpaboTka kpuTeprueB oTOOpa JEKapCTBEHHBIX MpenapaToB A pa3paboTKH.
Paznen 3. dapmarieBTiueckas pazpadoTka.

1. BBenenue B TeopHio (hapMaleBTHUECKOW pa3paboTku. OTambl (apMaleBTUYECKOH pa3paboTKu.
TpeboBanus K CTpyKType U 00beMy (hapMalieBTHUeCKoi pa3paboTku. Meroaoorus pa3padoTKH HOBOTO
¥ BOCIIPOM3BEICHHOTrO JIEKApCTBEHHOTO Ipemnapara. 2. Pa3paboTka TEXHOIOTUU CHHTE3a CyOCTaHIIMA Ha
cranuu (¢apmaleBTHYecKoi pa3zpaboTku. Pa3paboTka TEXHOJIOTHMH CXeMbl OyAyIIero IMpOW3BOJICTBA.
TexHonornueckoe obopynoBanue it mporecca cuHresa. 3. [lepeHoc TexHonornu B papmMarieBTUIECKOi
paspaboTke.

Paznen 4. Hajuiexamas nabopatopHast MpaKkTHKa.



1. JloknmuHUYeCKHe UCCIEeN0BaHMsl JEKapCTBEHHbIX npenapatos. Mcropus Bompoca. [lonstue GLP kax
CHUCTEMBl HOPM, MpaBWJI W YKa3aHUil, HaNpaBIEHHBIX Ha O00EClEYEHUE COINIACOBAHHOCTH U
JIOCTOBEPHOCTH PE3YJbTAaTOB Ja0OpaTOpHbIX HcciaeaoBaHuid. 2. HopmaTuBHBIE HpaBOBBIE aKTHI,
perimaMeHTHPYIOLe JOKINHUYECKUE HCCIeI0BaHUs 0e30MacHOCTH U 3(PPEKTUBHOCTU JIEKAPCTBEHHBIX
cpeacts B P®. 3. O0ObeM MOKIMHHYECKUX HMCCIECIOBAHUN JUIS PETHCTPALUU BOCIPOMU3BENEHHBIX H
OPUTMHAJIBHBIX  JICKAPCTBEHHBIX IpenaparoB. IlnaHupoBaHue  IOKIMHHYECKOTO  MCCIEAOBAHHA,
COCTaBJIEHHE MPOTOKONIa/TIaHa uccienoBanus. 4. OOpaboTKa JaHHBIX PE3yJIbTATOB JOKIMHUYECKOTO
uccienosanus. CocrasiaeHue otyera. KoOHTposb kayecTBa MPOBENECHUS JOKIMHUYECKOTO HCCIIEI0BAHUS.

Pa3znen 5. Hagnexamasi KIMHAYECKasi IPaKTUKA.
1. KiuHudeckue uUcCCIeNOBaHMs: MCTOPUYECKas cCHpaBKa. Poib KIMHUYECKMX MCCIENOBAHUN
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOW CHCTEME OO0ECIIEUEeHHUs] KauecTBa JIEKAPCTBEHHBIX CPEJICTB.
ITonsatue o GCP kak 0 MEXIyHapOAHBIX IPaBUJAaX CO3JaHUS, BHEIAPEHUS M INPOU3BOACTBA HOBBIX
JIEKapCTBEHHBIX cpelicTB. OCHOBHbIE HOPMAaTUBHO-IIPABOBBIE M METOJNYECKUE TOKYMEHTHI 110 MpaBUIaM
KAYeCTBEHHON KJIMHMYECKOM IpPAaKTUKU. 2. Llenu ¥ BUABI KIMHUYECKHUX UCCIIENOBAaHUM JICKAPCTBEHHBIX
cpeactB. MeTozpl IIIaHUPOBAaHUS U TPeOOBaHUS K 00BbeMY KIMHHUECKUX HCCIETIOBAHNN JICKAPCTBEHHBIX
cpeactB. 3. CTOPOHBI-y4aCTHUKHM KJIMHUYECKUX HCCIIEAOBAaHUM, MX MpaBa U OOA3aHHOCTU. DTHUYECKHUE
aCMeKThl IPOBEJACHUS KIMHUYECKUX HCCIIEOBAHUN. DTHUYECKHE MPOOJIEMbl MPOBEACHUS UCCIIEOBaHUM
Ha 0c000 YS3BUMBIX I'pYIMIax MAlUEeHTOB (J€TH U MOAPOCTKHU, KEHIIUHBI PENPOTYKTHUBHOTO BO3pacTa,
MIO’KUJIBIE JIFOJIM, MAalMEHThl B 0€CCO3HATENILHOM COCTOSIHUM U 1p.). 4. Pa3paboTka JOKyMeHTaluu Jyis
KIMHUYEeCKUX uccnenoBanuil. Ilporoxon wucciegoBanuss u  Opommopa ucciepoBatens u  CRF.
WudopmupoBaHHOe corjacue MaIMeHTa W BEJICHUE TMEPBUYHOM METUIIMHCKON JOKYMEHTAllUHd B XOJe
uccinenoBanus. Pazpa®oTka  MHIMBHIYaldbHOH  pPErMCTPAllMOHHOW  KapThl MNpPU  KIMHUYECKUX
HCCIIEIOBaHMX JIEKApCTBEHHBIX cpelcTB. [IpaBuna ee 3amosiHeHus, BHECEHUE U3MeHeHH. 5. OOpaboTka
JAHHBIX KIMHMYECKUX MCCIENOBAaHUN JIEKAPCTBEHHBIX cpencTB. COCTaBIEHHME OTYETa IO pe3ysbTaTaM
KIIMHUYECKUX MCCIIEN0BAaHUM JIEKapCTBEHHbIX cpeacTB. 6. KoHTposab 3a mpoBeneHHMEM KIMHUYECKHX
UCCIIEIOBAaHUM  JIeKapcTBEHHBIX  cpeacTB. IlpuHmunsl  obecnieueHHst  KadyecTBa M MOPSIOK
(YHKIMOHMPOBAHUSI CHCTEMBl MEHEDKMEHTa KauecTBa B HCCIICAOBATENILCKOM OpraHu3anuu. 7.
VYnpasieHue 6€301aCHOCTBIO ITPU IPOBEACHUH KIMHUYECKUX HUccileoBaHui. TpeOoBaHUs K MPOBEICHHIO
¢dapmakonagzopa. IlocTMapkeTHHTOBBIE WCCIEIOBAaHMS JIEKAPCTBEHHBIX CpeAcTB. HexenmarenbHbIE
SBJICHUS, IPEPBIBAHNE U OKOHYAHME UCCIIEI0OBaHMsI, BBIXOJ] U3 UCCIIEA0BaHUS.

Pasznen 6. PazpaboTka HWHCTPYKUMH 1O MEAMIMHCKOMY TPUMEHEHHUIO JIEKAPCTBEHHBIX
IIPENapaToB.
1. HopmaTuBHO-mipaBoBasi 0a3a, perjaMEHTUPYIOIIAas COCTABICHUE WHCTPYKIWU JUISI MEIUIIMHCKOTO
IPUMEHEHMs JIeKapcTBEHHOro mpemnapara. 2. OcCHOBHblE 0O0s3aTelIbHBIE pa3feibl MHCTPYKIUM s
MEAUIMHCKOTO MPUMEHEHUs JIEKapCTBEHHOro mnpenaparta. MHpopManmoHHble MCTOYHUKM HAIMOJIHEHUS
pazgeno MUMIIL. 3. MWHcTpykuus [Uisi MEIMLIMHCKOIO TIPUMEHEHHMsS] Ha OpPUTMHAIBHBIA U
BOCIPOU3BE/ICHHBIN JIEKapCTBEHHBIE MTpenapaThl (CXOACTBA U pa3Inyusl).
4. MexnayHnaponusle TpeboBanuss k VIMII (OOmiast xapakTepucTHKe JEKapCTBEHHOIO Iperapara s
MEAUIIMHCKOTO MPUMEHEHHUS U JIMCTOK - BKJI/IbIII).

Pa3nes 7. Peructpanus gekapCTBEHHBIX IIPENapaToB.
1. HopmaTuBHO-mpaBoBasi 0aza, perlaMEHTUPYIOLIAsi 3KCHEPTU3y U PETUCTPALMIO JIEKaPCTBEHHBIX
cpeactBs B Poccuiickoit @enepaunu. IIpaBuia M mOpsaoOK pPErHCTpallM JIEKAPCTBEHHBIX CPEICTB. 2.
@opMHUpOBaHUE PETUCTPALMOHHOIO JIOChE Ha JEKapCTBEHHOE cpeAacTBO. OCHOBHbIE TpeOOBAHUS
npeabsBisieMble K 00beMy U OQOPMIICHHIO JOKYMEHTAIlMM PETUCTPAL[MOHHOIO JI0Che, BHECEHUS
W3MEHEHUN B PETHCTPAlMOHHOE JOChE Ha JIEKApCTBEHHBIM mpenapar. 3. ['ocymapcTBEeHHBIH peecTp
JIEKapCTBEHHBIX CPEACTB. XapaKTEPUCTUKA IOCYAApCTBEHHOIO PEECTpa JIEKAPCTBEHHBIX CPEICTB, €r0
POJIb B MPOLECCE IKCIEPTU3BI U PETUCTPALMU JIEKAPCTBEHHBIX cpeAcTB. 4. [Ipounenypa MexyHapoaIHON
rapMOHHU3AIIMKN OOpaIlleHus JIEKApCTBEHHBIX cpeAcTB B pamkax EBpA3DC. TpebGoBaHMs K AKCHEPTH3E U
peructpannu B EBpA39C.

4. DoHJ OLIEHOYHBIX CpeacTB MO AMCHUIIJINHE
4.1. (I)OpMBI " OICHOYHBIC CPEACTBA JJIA TCKYLIECTO KOHTPOJIA.
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4.1.1. B xoxe peamu3anuu TUCHUILIAHBI HCIIOJB3YIOTCSA CIEAYIOMHE (HOPMBI TEKYIIETO KOHTPOJIS

YCTIIEBAEMOCTH O0YUAIONIUXCS: TECTUPOBAHUE.
4.1.2. O11eHOYHBIE CPEJCTBA JUIsl TEKYIIETO KOHTPOJIS ycreBaeMocTH. TecTupoBanue:
LIpumepsr mecmosulx 3a0anuii:

1. Cornacno ®3-61 rocynapctBenHoi perucrpaunn He noexar:

A: Bce nekapcTBEHHBbIE ITpenaparsl, BIIEpBbIE MOAJIEKalINe BBOY B oOpaiieHue B PO;
b: ®apmaneBTuyeckue cyOCTaHIINY;

B: HoBble KOMOMHALIMY 3aperUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

2. YckopeHHas mpolielypa SKCIepTU3bl JIEKaPCTBEHHBIX CPECTB B IENSAX TOCYJapCTBEHHOM

peructpaunu HE npuMeHsieTcss B OTHOIICHUU:
A: Op¢aHHBIX JeKapCTBEHHBIX IPEnapaTos;
b: IlepBeix Tpex JIeKapCTBEHHBIX IMpenapaTroB, perucrpupyempix B PO B  KkauectBe

BOCIIPOU3BE/ICHHBIX;

B: HoBbix koMOMHALINI 3aperUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX IPErapaToB.

3. DkcmepTu3a KayecTBa JIGKAPCTBEHHOTO CPEJCTBA U IKCIIEPTH3a OTHOIICHUS 0)KUAEMOI MOJIB3BI K
BO3MOXKHOMY PUCKY IPUMEHEHHUsI JIEKAPCTBEHHOT'O MIperapaTa Jisi METUIIUHCKOTO PUMEHEHUS
OCYIECTBIISICTCS B CPOK, HE MPEBBIIIAIOIIIHIA:

A: 90 pabouux gHEH;

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

4. Cornacuo ©@3-61 nomyckaercs BKJIIOUYEHUE B perucTpannonHoe aocke Ha JIIT 0630pa HayuHbIX paboT
0 pe3yibTaTax JOKIMHHYECKHX MCCIIeIOBAHNMN JIGKAPCTBEHHBIX CPENICTB M KIMHHUYECKIX
uccienoBanuii JaHHbIX JIIT BMECTO 0TUETOB 0 COOCTBEHHBIX JOKIMHUYECKUX M KIMHUYECKUX
uccaenoBanusax ecnu JII paspemen mist MenMIMHCKOTO TpuMeHeHus B PO Oosnee:

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

5. Vkaxwure myHKT, faHHble koToporo HE nmpenocraBnstorces B peructpainmonioM fgocke Ha JIIT ¢ nenbio

€ro rocyJapcTBEHHOM perucrpanuu (coraacHo ©3-61).

A: MarepuanbHblil 6anaHc U MPOU3BOJICTBA CEPUU TOTOBOTO NMPOYKTA;

b: Banupmanus aHadUTHYECKUX METOJWK, MCIIOJNB3YEMBIX MPH OCYIIECTBICHWH KOHTPOJIS KadyecTBa
JIEKapCTBEHHOTO Mpenapara sl MEIULIMHCKOTO IPUMEHEHUS;

B: JlanHBIE 0 CTAOMIIBHOCTH JIGKAPCTBEHHOTO TMTpeTapara Jiisi MeAUIIMHCKOTO TPHUMEHEHHUS,

I JlokyMeHT, cojaepkaluid pe3yiabTaThl MOHUTOpPUHTAa 3((EKTHUBHOCTH U  0E30MaCHOCTH
JIEKApCTBEHHOTO TIpernapaTa, MPOBOJMMOIO JepiKaTeleM WA BJIAIeNbleM pPErHCTPAlMOHHOTO
yJIOCTOBEPEHHs JISKapCTBEHHOT'O Mpenapara.

6. CornacHo Pemenust Ne 78 EBpasuiickoii sxoHomuueckoit komuccun O IlpaBunax perucrpauuu u
OKCHEpPTH3bl  JIEKApPCTBEHHBIX  CPEACTB  Ais  MenuiuHckoro  npumeHenus  (EBpAzDC):
«...JOpUIMYECKOE JIMII0, HAa WMs KOTOPOTO BBIIAHO PETUCTPAIMOHHOE YAOCTOBEpEHHE Ha
JIeKapCTBEHHBIM Mpenapar M KOTOpOe HECeT OTBETCTBEHHOCTb 3a 0€30MacHOCTh, IPPEKTUBHOCTD U
Ka4eCTBO JICKApPCTBEHHOTO TpeTaparay sBIsSeTcs. . .

A: TlpousBouTeneM JeKapCTBEHHOTO CPEJICTBA;
b: [IpencraButenem nepskaTelisi pEruCTPAlMOHHOTO YIOCTOBEPEHHS,
B: JlepxareneM perucTpalliOHHOTO YI0OCTOBEPEHHUS.
7. YkaxuTe M3MECHEHUS, BHOCUMBIC B JIOKYMEHTBI PETUCTPAIIMOHHOTO JIOChE Ha 3aperHCTPUPOBAHHBIN

JII1, He TpeOyromMe NPOBEACHUS SKCIIEPTU3bI KauecTBa U (UJIM) SKCIEPTU3bl OTHOLICHUS 0KUAAeMOM
M0JIb3bI K BO3MOKHOMY pucKy npumenenus JIII (1 BapuanT oTBeTa):

A: 3meHeHuns nu3aiina mapkuposku JIII;

b: M3menenne Toprosoro HanmeHosanus JIII;

B: U3menenue u (Win) 10NOJHEHUE NTOKa3aHUN i npumenenust JIII;
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I': U3menenue cpoka rongnoctu JIII.

8. PeructpanmoHHoe y0CTOBEpEHNE Ha BIEPBbHIC 3aPETUCTPUPOBAHHOE JIEKAPCTBEHHOE CPEJICTBO

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

9. Cornacuo Pemenus Ne 78 EBpasuiickoii s3xoHOMHYeckoi komuccun O IlpaBuiax peructpanuu u
AKCIIEPTU3Bl JICKAPCTBEHHBIX CpeNCTB i MenuuuHckoro npumenenust (EBpA3DC) mpouenypa
pPEerucTpaluy JeKapCTBEHHOTO Ipenapara KOTopasl OCYIIECTBIIETCS OJHOBPEMEHHO HECKOJIbKUMU
rocy/1apcTBaMHU-4IeHAMH, B KOTOPBIE MOJAHO 3asBJIEHUE O PETUCTPaLMM JIEKAPCTBEHHOTO Ipernapara,
¢ BBIOOpOM peepeHTHOT0 TOCyJapCTBa:

A: JleneHTpalin30BaHHas IPOLEAYPA;
b. [Ipoueaypa B3auMHOT0 NPU3HAHUS;
B. HanmonaneHas npoueaypa.
10. CornacHo perucrpanuu B COOTBETCTBUU C npaBoM EBpA3DC perucrpallioHHbIE YIOCTOBEpEHUS Ha
JIEKapCTBEHHBIE MTPENapaThl, BEIIAHHBIC 110 HAITMOHAJILHBIM MTpaBUjIaM JACHUCTBUTEIBHBI J10:
A:2019T;
b: 31 nexabps 2020 r;
B: 31 nexab6ps 2025 T;
I': cpok nelicTBHS HE YCTAHOBJICH.
11. Hnadopmamuss O KOIUYECTBEHHOM COCTaB€ BCIIOMOTATENbHBIX BEIIECTB B HHCTPYKIHH IO
MEIUIIMHCKOMY MPUMEHEHUIO JIEKapCTBEHHOT'O Mpenapara yKa3blBaeTCsl:
A. 00s13aTelbHO;
b. mpu HEoOx0mMMOCTH;
B. otcyTCcTBYIOT yKa3aHuUs.
12. YTBepkeHUEe WHCTPYKIIUHI 110 METUITUHCKOMY MPUMEHEHHUIO U (OPMUPOBAHUE PeecTpa WHCTPYKIUN
0 METUIIMHCKOMY IPUMEHEHUIO JIEKAaPCTBEHHOT'O Tperapara OCyIIeCTBISET:
A. YmomHOMOYEHHBIH (QenepaibHBIi OpraH HWCHOJHHUTENbHOW Biactu P® B cdepe
3npaBooxpanenus (Munzapas P®D).
b. ®enepanbhas cnyx0a o Haa3opy B chepe 3npaBooxpanenus (PocznpaBuanzop PO)
B. pa3paboTunk 1ekapCTBEHHOTO CpEACTBa
I'. mpou3BOaUTEINb JTEKAPCTBEHHBIX CPEJICTB

4.1.3. lllkana oueHWBaHuUs AJI TEKYIIEro KOHTpost. TecToBble 3aqanus - quddepeHInpoBaHHas OIEHKA!
v" 91 -100 % npaBUIBHBIX OTBETOB — OIIEHKA «OTIHYHOY,
v 76 - 90 % NpaBUIILHBIX OTBETOB — OLIEHKA «XOPOIIO»,
v 51-75 % npaBUILHBEIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 050 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHON.

4.2. ®opMBbl U OLIEHOYHBIE CPEJCTBA JAJISl IPOMEKYTOUHOM aTTeCTal|H.
4.2.1. IIpoMexxyToUHast aTTecTalus NpoBOIUTCS B (hopMe: 3aueTa.
4.2.2. OueHouHbIE CPECTBA IS IPOMEKYTOUHOM aTTECTallK: TECT.
v 91 -100 % mpaBUIIBHBIX OTBETOB — OI[CHKA «OTIHYHOY,
v 76 - 90 % mpaBHILHBIX OTBETOB — OIIEHKA «XOPOIIIOY,
v 51- 75 % NpaBUIIBHBIX OTBETOB — OIIEHKA «YIOBIETBOPUTEIHHON,
v" 0 - 50 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHOY.



Bapwuanr 1

1. Kakoii 00beM TOKJIMHHYECKHUX UCCJIeI0BAHUN TpedyeTcs IJIf PerucTpauuu BOCIPOU3BEAEHHOI0
JIEKAPCTBEHHOI0 TMpenapara NPM MNOJHOH HIEHTHYHOCTH €ro cOCTaBa OPUTHHAJIbHOMY
JIeKapCTBEHHOMY Mpenapary?

A. OO1IeTOKCHYECKHE CBOICTBA.

b. Cneunduueckue Bubl TOKCUUHOCTH.

B. O0mierokcnueckue cBOMCTBA U CrieNU(UIECKHE BUIBI TOKCHYHOCTH

I'. JloknmuHu4eckue uccienoBaHus He TpeOyroTCs.

2. JIOKyMeHTbI, perjaMeHTUPYIOIINe JOKJIUHUYECKHEe MCCIeJ0BAHUSA JIEKAPCTBEHHBIX CPEJICTB B
P®, Bce kpome?

A. ®enepanbhblii 3akoH Poccuiickoit @enepanuu 00 00pallieHNH JEKapCTBEHHBIX CPEACTB OT 12 anpens
2010 roxa.

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

B. Ilpuka3 MunuctepctBa 3apaBooxpanenus PO or 01 anpens 2016 roga Ne200H «O06 yTBEpKIeHUH
IIPaBUJI HAJJICKALIEH KIMHUYECKON IIPAKTUKU.

I'. I'paxxnanckuit kogexc Poccutickoit @enepamnuu ot 18 nexadps 2006 romga No230-D3.

3. YkaxkuTe 3TANbl ;KU3HEHHOI'0 IIUKJIA IPOAYKTA — hapManeBTHYeCKOH pa3padoTku:

A. pa3paboTka akTUBHOM (hapMalleBTUYECKOM CyOCTaHIIUU

b. pa3paboTka iekapcTBEHHOTO Ipenapara

B. napabotka 00pa3noB /it 0UIIUANTBHBIX UCCIIETOBAHUIMA

I'. mpOMBIIITIEHHBIN BBIITYCK JIEKAPCTBEHHOTO Mperapara

J1. pa3zpaboTka 1 MacTabupoOBaHUE TEXHOIOTHH

4. IlepeunciiuTe OCHOBHbIE NapaMeTPbl BbIOOPa NePBUYHON YNIAKOBKH B Xo/e (apManeBTHYECKOH

pa3padoTKu:

A. MEXaHMYECKas 3alnuTa

b. uneptHOCTH, 0€30MACHOCTH

B. MHOTOCIIOMHOCTD

I'. GapbepHBIE CBOWCTBA

J1. no3a npenapara

5. TexHoJoru4eckuii mpouecc — 3To...

A. d4acTb TPOM3BOJCTBEHHOIO IIpolecca, CojepiKalias HaydyHO OOOCHOBaHHbBIE JIEUCTBUS,
HalpaBJICHHbIE Ha IOJIyY€HHWE TOTOBOIO MPOJAYKTa, KOTOPBI COCTOUT U3 TEXHOJIOTHYECKHX
CTaJuM.

b. pacnipenenenue yacTuil MOpOUIKa MO IPaHyJIOMETPUUECKOMY COCTaBy

B. "yacTh TEXHOIOTMYECKOT0 Mpoliecca, CBsI3aHHast ¢ 00CIy)KHBaHHUEM OJIHOTO BUJa 000py10BaHUs

I'. oTHOMIEHME pa3HUIIBI MAKCUMATIBLHOM TUIOTHOCTH M CBOOOHON K MaKCUMAaJIbHOM TJIOTHOCTH

J1. COBOKYITHOCTb TEXHOJIOTUYECKUX [TAPAMETPOB

6. OTpa6oTKa TeXHOJ0ruM Npu papmaneBTHUYECKON pa3padoTKe BKJIIOYAeT:

A. BbIOOp 000pyI0BaHUS

b. mog6op padounx mapameTpos

B. uccnenoBanue ctabuIbHOCTH

I'. BBIOOD MOCIIEN0BaTENBLHOCTH ONepaluit

J1. IOATrOTOBKA PETUCTPALIMOHHOIO J10OChE

7. YkaxkuTe KpuTHYeCKHe BONPOCHI pa3padoTKH, BOZHUKAKOIIUE NPH 0TPA00TKe TEXHOJIOIUM:

A. pa3mep cepun

b. nocnenoBarenbHOCTh BBEEHUSI KOMIIOHEHTOB

B. o6ocHOBaHME M30bITKa aKTUBHON (hapMaleBTHUECKON CyOCTaHIIUU

I'. BO3MOXHOCTH TOBTOPHOM OTPabOTKH, epepadoTKH

J1. yCTaHOBJIEHHE CPOKOB I'OJTHOCTH

8. HazoBuTe rpynmny BcrnoMorare/jbHbIX BelleCTB, KOTOPYIO 100aBJISIIOT B Ta0JIeTOUYHYI0 Maccy ¢

1eJIbI0 YMEHbIIIEHUS 1IePOX0BATOCTH I'PAHY.I U MOBBIIIEHUS UX TEKY4eCTH:

A. cMa3wIBaromIe



b. paspeixisromue

B. cBa3bIBarone

I'. ckonp3smme

J1. pazbaBuTenu
9. MacmirtabupoBanue — SIBJSETCA YaCThI0 MEPEHOCA TEeXHOJOTHU
CTAHJAPTHU3ALHIO:

A. pa3mepa cepuu

b. cienndukanuy Ha rOTOBBIN TPOTYKT

B. npou3BoACTBEHHON PELIENTYPBI

I'. cuaTe3 akTUBHOM (hapMarIeBTUUECKOMN CyOCTaHIINH

J1. KpUTHYECKUX MapaMeTPOB TEXHOJIOTUYECKOI0 Mpoliecca
10. Yka:kuTe 10NMOJHUTEIbHbIE XAaPAKTEPUCTUKH NEPBUYHON YIIAKOBKHM:

A. IPOYHOCTH

b. KOHTpOJIb IEPBOrO BCKPBITHS

B. ynoGcTBO ucnonb3zoBanus

I'. orpaHnuYeHHBIN HOCTYN (3aMOK)

J. TOKCHYHOCTD
11. MeTroabl n3y4eHusi CTa0MJIbLHOCTH:

A. IOJITOCPOYHOE UCCIICI0BAHIE

b. nepcnekTuBHOE HCClIeI0OBaHKE

B. HecniemHoe ucciieioBanue

I'. yckopeHHoe ucciieqoBanue

J1. cpouHOE nccienoBaHue
12. TpeGoBaHusi K BCIOMOraTeJIbHbIM BellleCTBaM, 00ecre4ynBaloe Ka4ecTBO
(papmaneBTHYeCcKOil pa3padoTKu:

A. otcyrcTBHe B3aumojencTus kK AOU

b. papmakonoruueckass ”HEPTHOCTD

B. MmukpoOuonoruueckas 4ucTora

I'. nemweBu3na

J1. papmakoneiiHoe KaueCcTBO

4.2.3. [1Ikana oleHUBaHUA:
v 91 -100 % mpaBUIIBHBIX OTBETOB — OI[EHKA «OTIIHYHOY,
v 76 - 90 % npaBWILHBIX OTBETOB — OIIEHKA «XOPOIIIO»,
v 51- 75 % npaBUILHBEIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 0 - 50 % npaBUIILHBIX OTBETOB — OI[EHKA «HEYIOBJIETBOPUTEILHON.

4.3. CoOTBETCTBHE OILICHOYHBIX CpPEACTB MPOMEXKYTOUHOMW aTTECTALUU
(hopMUpYEMBIM KOMITETEHIIUSM

H noapasymeBacT

Io  JUCHUIIIINHC

Kon Ko HHAMKATOpA OueHoYHbIE CPEACTBA MPOMEKYTOYHOM ATTEeCTAllUN
KOMIIETEeH AOCTHKEHM S
Tect
1107071 KOMIIETEHIMH
[1K-2 NIIK-2.1. +
4.4. Kputepuu Oo1ieHKU c(hOPMHUPOBAHHOCTH KOMIIETCHIIMN B paMKax MPOMEKYTOUHOM aTTeCcTaluu Mo
JUCHUILINHE
Kon CTpyKTYpHBI
Kon Kpurtepun oueHku cpopMHpPOBAHHOCTH KOMIETEHIUH
HHIUKATOpA € 2JIEMEHThI
KOMIIETEeH
AOCTHKEHHS OII€EHOYHBIX
1u He cpopmupoBana CdopmupoBana
KOMTIETEeHIINH cpeacTB
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He 3naer  tpeGoBanus | 3Haer TpeOOBaHUS
3aKoHomarenbcTBa PP K | 3aKOHOIATENILCTBA PO K
oOpalleHuIo O0palleHuI0  JICKAPCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB CpencTB

IIK-2 NIIK-2.1. Tect He ymeer npumeHsaTh Ha | YMEET NPUMEHSTh HA MPAKTUKE
MPaKTUKE TIOJIOKECHUS | TTOJIOKCHUS HOPMAaTHUBHBIX
HOPMAaTHUBHBIX  TPAaBOBBIX | MIPABOBBIX aKTOB pH
AKTOB TpuU  OOpallIeHWH | OOpalIcHUA JIEKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB CPEICTB

Komnerenuuss cuuraercs cQOpMUPOBAHHOM Ha ypoBHE TpeOOBaHUN K JUCHUILUIMHE B
COOTBETCTBUHM C 0O0pa3oBaTeNIbHON MPOrpaMMOii, €ciM MO0 UTOoraM MPUMEHEHHS OLIEHOYHBIX CPEICTB
MPOMEKYTOUHOM aTTECTALlMM WM HUX OTHEJIbHBIX JJIEMEHTOB pE3YyJbTaThl, JEMOHCTPUPYEMBbIC
00yJaromuMcsi, OTBEYAIOT KPUTEPUIO CHOPMUPOBAHHOCTH KOMITCTECHITUH.

Ecnu mo uroraMm mpoBeeHHOW MPOMEKYTOYHON aTTeCTallii XOTs Obl OJlHA U3 KOMIICTCHIIWA He
chopMUpOBaHa HA YPOBHE TPEOOBAHHIA K TUCIUILUIMHE B COOTBETCTBUH C 00pa30BaTEIIBHON MPOTrpaMMOit
(pe3ynbTaThl O0ydYaromIerocs HE COOTBETCTBYIOT KPUTEPHUI0 CPOPMUPOBAHHOCTH KOMIIETEHIIUH),
oOyuarolemMycs BHICTABISIETCS OL[CHKA «HE 3a4TEHO.

5. Meroauyeckue MaTepPUAJIbI 10 OCBOCHHIO JUCHUIIIMHBI
Mertoanyeckre MarepHuaibl Ui OOyJaroIUXCs HAa AUCHUILIMHE (TTOJHBIA KOMIUIEKT METOIUYECKUX
MaTepHalioB) HAXOIUTCS Ha Kadeape yrnpaBieHus: 5KOHOMUKH (papmanuu.

6. YueOHas qurepatypa AJisi 00y4aromMXCcs M0 JMCHUILTHHE
6.1. OcHoBHas nuTEpaTypa.
Oune, J.Jx. Ilpou3BoacTBO JEKapCTBEHHBIX CPEACTB. XUMHUYecKas TexHoyoruss or R & D 1no
npousBojicTBa [Teker] : mep. ¢ anrn. / Ouge [.JIx. - Cankt-IlerepOypr : IIpodeccus, 2015. - 1280 c. :
un. - bubmmorp.: c¢. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmayesmuuecxas ompaciw,
NpOU3E0OCBO TEKAPCIMEEHHBIX NPENAPAMos, (apmayesmuieckue npou3e00CMEeeHHbLE NPOYECChl)
Hapkesnu 1. A., Ynpasnenue u skoHoMHKa (papmanun [DnekTpoHHbIN pecypce] / mon pen. M. A. Hapkesuua - M. :
I'SOTAP-Menua, 2017. - 928 C. - ISBN 978-5-9704-4226-5 - Pexxnm JOCTyIa:
https://www.rosmedlib.ru/book/ISBN9785970442265.html
dapmarieBTUUYECKas pa3paboTKa: KOHLENIUS M MpaKTHIecKne pekomeHaarmu [TekcT] : HaydHO-TIpaKTHYECKOe
pykoBoacTBo s (hapmanesBTuueckoil orpaciu / mox pen. C.H. BrikoBckoro [m ap.]. - Mocksa : llepo
®dapMKkoHTpakT, 2015. - 472 ¢

6.2. /lononnumenvras iumepamypa
VYnpasnenue u s3xkoHomuka ¢apmanuu [Teker] : B 4 1. T.3 : DxoHOMHKa anTe4HbIX opranu3anuii / moxa pex. E.E.
JlockyToBoii. - M. : Akanemus, 2008. - 428 c.
VYnpasnenue u sxkoHoMuka Qapmanun [Texcr]: B 4 1. T.1: dapmaueBtrueckas AesrenbHOCTs. OpraHuzanusi U
perymupoanue / iox pen. E.E. JlockyroBoii. - M.: Akanemus, 2003. - 380 c.: wi. - (Beicuiee nmpodeccuonanpHoe
oOpasoBanue). - bubnuorp.: c. 377-378.
Vnpasienne U 3koHOMHKA (apmanuu [Tekcr] : yueOHuK s By3oB / mon pea. B.JI. baruposoii. - M. :
MCI[I/II_[I/IHa, 2004. - 720 c. (Papmayeemuueckas IKOHOMUKA, DAPMAYEEMUUECKULl PLIHOK, YEHOBAA NOJUMUKA
dapmayeemuyeckou opeanuzayuu, GapmaKoIKOHOMUKA, PapmMayesmuieckuil MEHONCMEHN, PapmayesmuiecKuil MapKemuHe,
moeapHasi NOJUMUKA DapmMayesmuieckoll opeanu3ayuu, UHQOOPMAayuoHHoe obecneueHue gapmayesmuuecko2o OusHecd,
busHec-nianuposanue (apm.), nocucmura (papm.)
Mostax, A.X. YnpasieHue puckamu B gapmaneruyeckoMm npousBozctse [Tekcr] = Risk Management
Applications in Pharmaceutical and Biopharmaceutical Manufacturing : nep. ¢ anrn. / A. X. Momnax, M.
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https://www.rosmedlib.ru/book/ISBN9785970442265.html

Jlonr, I'. C. bolicmeH. - [2-e u3a., uctp.]. - Mocksa : BUAJIEK, 2017. - XXIV, 440 c. : un. - bubnuorp. B
KOHIIE Kax oM riaBbl. - [ISBN 978-5-904723-02-6 (pyc.) : 500-00.

(papmayesmuueckoe npouzeodcmso, ynpasnenue xavecmeom 6 gapm. IIpomvluunennocmu, RPOUEOOCHIBO NEKAPCNEECHHBIX
cpedcm@, I’lpOLL?BOOCWlGO ouono2u4ecKux npenapamoe, np0u3eodcm60 OUOMEXHON02UYECKUX npenapamoe, GMuaaI/jM}l 8
(j)ap/waqeemuqecmﬁw npou3eodcmee, acenmuyeckoe gbapmaueemuttecxoe npou3sodcm60, ynpaejienue puckamu 6 gbapM
IIpouszsoocmee)

®denoros, Anekcannp ErrenpeBnd. OcHoBsl GMP. Ilpon3BoacTBO jnekapcTBeHHBIX cpeAcTB [Tekct] /
®denoroB Anekcannp ErrenseBud. - Mocksa : ACUHKOM, 2012. - 576 c. : un. - bubauorp.: 569-571.
(ITpou3BoacTBO JexapcTBeHHbIX cpeactB, GMP B ¢dapmanuu, KOHTPOJIb KauecTBa JIEKapCTBEHHBIX
CPEICTB, TOKyMEHTALUS B (hapMarivm)

Hopmamueno-peznamenmupyroujue 00KymMeHmol:

1. OrpacneBoii cranmapt «KIMHUKO-d3KOHOMHYECKHE UccienoBanus. OOMIMe IMOJOXKCHUSD
[[Tpuka3z MunzapaBa P® ot 27.05.2002 Ne 163 00 yTBepkaeHHHM OTpaciieBoro cranmapra «KiaumHUKO-
SKOHOMHYECKHE uccienoBanus. Oomue nomoxenus» (BMecte ¢ oct 91500.14.0001-2002)]

2. ®enepanbHblii 3akoH oT 12.04.2010 N 61-D3 (pex. ot 28.12.2017)

"O6 oOpaleHNH IeKapCTBEHHBIX CPEACTB";

3. Ilpukaz MunzapaBa Poccum ot 12.07.2017 N 4091 "OOG yTBepKICHHH MOpsAIKa
(bopMHpOBaHUS PETHCTPALIMOHHOTO JJOChE HA JIGKAPCTBEHHBIN MpenapaT U TpeOOBaHMA K JOKYMEHTaM B
ero cocrase, TpeOoBaHMH K 00beMy HMH(OpMaIUU, MPEeIOCTABISIEMOM B COCTaBE PErMCTPALUOHHOIO
J0Cbe, AJI OTIEIbHBIX BUIOB JEKAPCTBEHHBIX MPENapaToB JUIsl MEAULIMHCKOIO IPUMEHEHUS U MOPSAJIKa
IIPEJCTAaBICHUS JTOKYMEHTOB, U3 KOTOPBIX (POPMHUPYETCS] PErHMCTPALMOHHOE JO0ChE Ha JIEKapCTBEHHBIN
mpernapar A8 MEAMLIMHCKOIO IPUMEHEHHsS B LEISIX €ro TIoCyJapCTBEHHOW peructpauuun'.
(3apeructpuposano B Muntocte Poccuu 08.08.2017 N 47706);

4. Tlpuka3 Ne959 u ot 13.12.2016 T «O0 yTBep>KACHUU KIIacCH(PHUKALINU U3MEHEHH, BHOCHMBIX
B JIOKYMEHTBI, COJEprKallliecsi B PErHCTPALMOHHOM JIOCh€ Ha 3aperuCTPUPOBAHHBIN JIeKapCTBEHHBIN
npenapar Jiisl MEIULUHCKOTO IPUMEHEHUS»;

5. ®epnepanbHbiii 3ak0H Ne 425-D3 ot 28 naexabps 2017 roga «O BHECEHWHM W3MEHEHUU B
®denepanbHbIN 3aKOHY;

6. Cornamenue o EnuHBIX OpUHIMIAX M NpaBuiax oOpalleHHsl JIEKapCTBEHHBIX CPEACTB B
pamkax EBpazniickoro s3koHOMHYECKOTo coro3a (3axitoueHo B I. Mocksa 23.12.2014 r);

7. Pemenne Cosera EBpasuiickoil s3xoHoMuueckoi komuccuu ot 03.11.2016 Ne 78 «O npaBunax
perucTpalnmy U SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJICTB AJI1 MEAUIIMHCKOTO IPUMEHEHUS;

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

9. Ilpukaz MunsapaBa Poccun ot 21.09.2016 Ne 724 «OO06 yTBepkIeHUM TpeOOBaHUU K
MHCTPYKLUU 110 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX IIPENapaToBy.

10. Pemmenne Cosera EBpasuiickoil skoHomuueckoil komuccuum or 03.11.2016 Ne 85 «O6
yTBepkaeHun [IpaBui npoBefeHus ucciea0BaHUi OMOIKBHUBATIEHTHOCTH JIEKAPCTBEHHBIX MPENapaToB B
pamMkax EBpa3suiicKoro 3KOHOMHUYECKOIO COK03a»

11. Pemenne Coera EBpasuiickoil skoHomuueckoil komuccuu ot 03.11.2016 Ne 88 «O6
YTBEPKACHUH TPeOOBaHUM K MHCTPYKIMH MO MEIUIIMHCKOMY IPUMEHEHHIO JIEKaPCTBEHHBIX IPEnapaToB
1 0011l XapaKTepUCTHKE JIEKAPCTBEHHBIX MPENapaToB Ul MEAUIIUHCKOTO TPUMEHEHUSD.

12.TOCT P HCO 14155-2014. Hanuonanenslii ctanpapt Poccuiickont ®Deneparnumu.
Knunnueckue uccnenosanus. Hannexainas KIMHUYECKas IPaKTHKA.

13.TOCT P 52379-2005. Hauumonanenslii ctangapt Poccuiickoit ®enepaunu. Hagnexamas
KJIMHUYECKasl PaKTHKa.

ba3ul 0llHHblx, unqbopmauuonuo-cnpaeolmble U nouckKoeole cucmemol - I/IHTepHCT PECYpChI,
OTBCUHAKOINUEC TEMATHUKEC JUCIHHUITIIIMHBI, 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. ®enepanbHas ciyx0a 1mo Haa30py B chepe 3apaBooxpanenus http:// www.roszdravnadzor.ru/

4. MexxaynaponHas Qenepanus papMaeBTHIECKUX MPOU3BOAUTENEH http://www.aipm.org/

5. CaliT rocy1apCTBEHHOI'0 peecTpa JIEKApCTBEHHBIX cpelcTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux ¢gapmaneBTudecKux npousBoauresei http://www.arfp.ru/

7. Bcemupnas opranuzanus 3paBooxpanenus http:// www.who.int/ru

8. Cerp E-LEK pmnsa pycckoroopsimux crpan OTjefla OCHOBHBIX JIEKAPCTB M JIEKAPCTBEHHOMU
nonutukd BO3: nucKycCHOHHBIN KITyO KIMHUYECKUX (papMaKoJOroB, HOBOCTH B 00JIACTH MPUMEHEHUs
JIEKapCTBEHHBIX CPEACTB. http://www.essentialdrugs.org/elek/

9. OdurmanpHbIii caliT EBpa3uiickoro "5KOHOMUYECKOTO coro3a http://www.eaeunion.org/

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

11. MeXXpeTrnOHaAIIbHOC 00I1IeCTBO CIICHHAJINCTOB JIOKa3aTeJIbHON MCIULIMHBIL.
http://www.osdm.org/index.php

7. MaTepuajibHO-TeXHUYeCKasA 0a3a, MHPOPMAIIMOHHbIE TEXHOJOTMH, IPOTPAMMHOE
o0ecnieyeHne 1 MHPOPMAIMOHHBbIE CIIPABOYHbIE CHCTEMBI

CeMHHapCKUE W TIPAKTHYECKHUE 3aHITHS TIPOBOJATCS B CHEIUAIM3UPOBAHHBIX yICOHBIX
ayJMTOPHUAX, OCHAIICHHBIX HATJISJAHBIM MaTepUAIOM W JIMTEPATypOH, HEOOXOJUMBIMH Ui U3y4YCHHS
BOIIPOCOB JIUCIIUTUIMHBI: YTBEP)KICHHBIMH METOJMYECKAMHU YKa3aHUSMH, CICIHAIBLHOW IUTEPATYPOM.
Kaxxapiii oOyuaromuiicss obecrneueH JOCTYNOM K OMOIMOTEe4YHbIM (OHIAM akaaeMuu U Kadeapsl, ecTh
BO3MOXKHOCTh paboThl ¢ caiitamu BookUp, Consultantplus. Ha nexuumsix W 3aHATHSX HCHOJIB3YETCS
MYJIbTUMEAUNHBIA KOMIUIEKC (HOYTOYK, mpoekTop). HabGopbl Tabmuiy/mMyabTUMEIUWHBIX HATJISIIHBIX
MaTEPUAJIOB 10 PA3JIMYHBIM pa3jesiaM JUCIUTLIUHBL. J[J11 OCBOCHUS U 3aKPEIUICHHS OT/ICIBHBIX BOIIPOCOB
pa3paboTaHbl TECTOBBIC 3aJJaHUSI 10 U3YYaEMbIM TEMaM.

OO0pa3oBarenbHbIE TEXHOJIOTHH — KOMMYHHKATHBHBIC TEXHOJOTHH (OMPOC), HEUMUTAIIMOHHBIC
TEXHOJIOTUH (JICKIIMU, TECTUPOBAHNUE).
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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

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

openaparoB

Kon 1 HamMeHOBaHue HaNIpaBJIeHUs NOATOTOBKH, mpoguis: 33.05.01 ®apmanus
KBanudpukauus (cTeneHb) BbIMycKHUKA: [[poBU30p
®opma o0yuenusi: OuHas
®opmupyemasi(bie) KOMIeTeHUusi(1):
[IK-2 Cnocoben pemath 3amadyd TpOo(PECcCHOHATLHON ACATEIBPHOCTH IPH OTIYCKE W peaM3aliH
JIEKapCTBEHHBIX CPE/ICTB U TOBAPOB alITEYHOI'O0 ACCOPTUMEHTA
NATIK-2.1. TIpoBOoauT TOBapOBEAYECKH aHAIM3 MEIUIMHCKUX H (DapMaleBTHUECKUX TOBApOB U
OpraHHU3yeT XpaHCHHE METUITMHCKUX U (DapMaIleBTHUECKUX TOBAPOB.
O0beM n MecTO aucHUILIUHBI B cTpykType OITIOII BO:
JluciurmmHa OTHOCHTCS 9acTH, (OPMHUPYEMOM ydacTHUKaMU oOpa3oBaTenbHbIx oTHomeHuin OITOIT BO,
ocBauBaeTcs Ha 5 kypce (9 cemecTp), B COOTBETCTBUM C Yy4e€OHBIM IJIAHOM, OOIIas TPYAOEMKOCTh
JUCIUILTMHBI B 3aU4€THBIX €IMHUIAX COCTaBIAET 2 3. €. (72 akaj. yaca).
CoaepixaHue JUCHUILINHBI:

Paznenl. T'ocynapctBennas monuTtuka B cepe mpomsBoicTBa PoccHiicKuX JieKapCTBEHHBIX
[IpenapaToB.

1. ®apmarneBTryeckas pa3paboTKa — OT MOUCKA OMOJIOTHUECKH aKTUBHBIX BEIIECTB JI0 BHIBOAA HA
PBIHOK JIEKApCTBEHHBIX MpenaparoB. VMcropus U nmyTu co3gaHusl J€KapCTBEHHbBIX cpeacTB. PazpaboTka u
uccinenoanus HoBbIX JIC (Research & Development — R&D). [TarenTs! Ha nekapctBa. OO11e cBeAeHUS
O MAaTEeHTOBaHWH JIEKAPCTBEHHBIX MpernaparoB. TepaneBTuyeckas, Ouonornueckas u gpapmMareBTudecKas
SKBHUBAJIIEHTHOCTH KaK KPUTEPUI OLIEHKH KauyecTBa JIEKApPCTBEHHBIX MpenaparoB. 2. OCHOBHBIE aCHEKTHI
rOCy/IapCTBEHHOI'O PEryJIUpOBaHUsl JIEATEIHHOCTH OTEUECTBEHHBIX MPEANPHUATHI-TPOU3BOAUTEICH Ha
COBPEMEHHOM JTame pa3BuUTHS cdepbl oOpameHus JeKapcTBEHHBIX cpeactB. 3. Ilpumopurer
rOCy/lapCTBEHHON TMOJUTHKUA B OOJACTH JIEKAPCTBEHHOI'O OOECHEYEHHs: MOJJEP’KKAa OTEUECTBEHHBIX
MIPOU3BOIUTEIIEH JIEKAPCTBEHHBIX CPEJCTB.

Pa3nes 2. BriOop siekapCTBEHHBIX ITPENapaToB i pa3paboTKy.

1.MapkeTHHTOBbIE HCCIEAOBAaHUS, TMPEANISCTBYIOIINE BBHIOOPY JIEKAPCTBEHHBIX MpEnapaToB s
paszpabotku. 2. PazpaboTka kpuTepreB 0TOOpa JEKAPCTBEHHBIX MPEMapaToB i pa3padOTKH.
Pa3nen 3. ®apmaneBTrueckas pa3paboTka.

1. BBenenue B Teopuro ¢apmareBTUYECKONH pa3paboTKku. ITambl (PapMaleBTHYECKON pa3pabOTKH.
TpeboBanus kK cTpykType U 00beMy (papmaneBTHIecKOl pa3paboTku. Meroaonorus pa3paboTKu HOBOTO
¥ BOCIIPOM3BEIACHHOTO JIEKAPCTBEHHOTO Tpernapara. 2. Pa3paboTka TEXHOIOTHU CHHTe3a cyOCTaHIMi Ha
craguu (hapMaleBTHUECKOW pa3paboTku. Pa3zpaboTka TEXHOJOTMH CXeMbl OyaylIero MpOM3BOJCTBA.
TexHomornueckoe o0opya0BaHue NS mporecca cuHtes3a. 3. [lepeHoc TexHoIoruu B (hapMarieBTHIECKOM
pa3paboTke.

Pasnen 4. Hapnexanias 1aboparopHasi mpakTHKa.
1. JIokIMHUYECKHE MCCIEOBAaHUS JIeKapCTBEHHbIX mpenapaTtoB. VMctopus Bompoca. ITonsarue GLP kak
CHCTEMBl HOPM, TIpaBWJI U YKa3aHWi, HampaBJIeHHBIX Ha O00ECNeueHHe COTJIACOBAHHOCTH W
JOCTOBEPHOCTH Ppe3yJIbTaTOB J1abOpaTOpHBIX HccienoBaHuid. 2. HopmaTuBHBIE TpaBOBbIE aKTHl,
perJaMeHTHpYIOIINe JOKIMHUYECKUE UCCIIeOBaHMs 0€30MacHOCTH U 3(PQPEKTUBHOCTH JIEKAPCTBEHHBIX
cpeacts B P®. 3. O0ObeM AOKIMHMYECKUX MCCIEJOBAHUM Ul PErHCTPalldid BOCIPOU3BEICHHBIX H
OPUTHHAIIGHBIX ~ JICKQpPCTBEHHBIX TpemnapatoB. llmaHuMpoBaHWe JTOKIMHUYECKOTO  HCCIIEIOBAaHUS,
COCTaBJIEHHE MPOTOKOJa/TIaHa uccaenoBanus. 4. OOpaboOTKa MaHHBIX Pe3yJIbTATOB JOKIMHUYECKOTO
uccnenoBanus. CocraBnenne ordera. KOHTposb kKauecTBa MpoBEIeHHS JOKITMHHYECKOTO UCCIIETOBAHMS.

Pa3nen 5. Hajnexxaiasi KIMHUYECKAs MPAKTUKA.
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1. KnuHuueckue uCCIENOBaHMs: HCTOpUYECKass clpaBka. Poyib  KIMHUYECKMX MCCIEAO0BaHUMN
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOW cHcTeMe OOecredeHHs] KauecTBa JIEKApCTBEHHBIX CPEACTB.
ITonstue o GCP kak 0 MEXIyHapOJHBIX MpaBUiaxX CO3JaHUS, BHEIPEHHUS M IPOU3BOACTBA HOBBIX
JIEKApCTBEHHBIX CpeaCcTB. OCHOBHBIE HOPMATUBHO-IIPABOBBIE U METOJUYECKHUE TOKYMEHTHI 110 IIPABUIAM
KaueCTBEHHOM KJIMHUYECKOW MpakTUKU. 2. Llenn m BUABI KIMHUYECKUX HMCCICIOBAaHUM JIEKAPCTBEHHBIX
cpencTB. MeTo/ipl TUIaHUPOBAaHUS U TPEOOBaHUS K 00beMy KIMHUYECKUX MCCIIETOBAaHUM JeKapCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKH KJIMHUYECKUX HCCIEAOBAHUM, UX MpaBa M OOA3aHHOCTU. DTHUYECKHUE
aCTeKThl MPOBEACHUS KIMHUYECKUX HCCIEAOBAHUNA. DTHUECKHE MPOOJIeMbl MPOBEACHUS HCCIEI0BAaHUMN
Ha 0CO00 YS3BUMBIX T'PYMIAx MAIMEHTOB (IETH M MOJPOCTKH, >KEHIIWHBI PEHpPOJYKTHBHOTO BO3pacTa,
MOKUJIbIE JIFOJIM, MalMeHThl B 0eCcCO3HATEeNIbHOM COCTOSIHUU U 1p.). 4. Pa3paboTka JOKyMeHTaluu Jis
KIMHUYECKUX wuccnenoBanuii. Ilpotokon wuccnemoBanuss u  Opomrropa wuccinepoBatens u  CRF.
NudopmupoBanHoe corjacue MalMeHTa U BEACHHUE MEPBUYHON METUIIMHCKOM JOKYMEHTAllUU B XOJe
uccienoBanus. Pa3zpaOoTka MHIMBUAYQJIBHOM  PETUCTPALIMOHHOW  KapThl MpU  KIMHUYECKHUX
UCCIIeTOBaHMIX JIEKapCTBEHHBIX cpencTB. [IpaBuna ee 3amonHeHus, BHeceHue n3MeHeHu. 5. O6pabdorka
JAHHBIX KIMHUYECKHUX MCCIEAO0BAaHUN JIEKapCTBEHHBIX cpeAcTB. COCTaBIEHHE OTYETa IO pe3yjbTaTam
KJIIMHUYECKUX HCCIIEI0BAaHUM JIEKapCTBEHHBIX cpeAcTB. 6. KOHTponb 3a mpoBeneHHEM KIMHUYECKHX
UCCIIEIOBAaHUM  JIEKapCTBEHHbIX  cpeAcTB. IlpuHumnbel  oOecriedeHus KayecTBa U IMOPSIOK
(GYHKIIMOHUPOBAHMSI CHCTEMbl MEHEIKMEHTa KadyecTBa B HCCIEAOBATEIbCKOM OpraHu3auuu. 7.
VYnpasienue 6€30MacHOCTHIO MTPH MTPOBEACHUH KIMHUYECKUX UCCIIe0BaHU. TpeOoBaHUs K TPOBEICHHIO
dapmakonagzopa. IlocTMapKeTHHrOBbIE HCCIEAOBAaHUS JIEKAPCTBEHHBIX CpelncTB. HexenarenbHbie
SIBJIGHUS, IPEPbIBAHNE U OKOHYAHHE HUCCIIEI0BAHUS, BBIXOJ] U3 UCCIICIOBAHMUS.

Paznen 6. Pa3paboTka UWHCTPYKUUH 1O MEIUIIMHCKOMY NPUMEHEHHUIO JIEKapCTBEHHBIX
[IpenapaToB.
1. HopmaTuBHO-mipaBoBasi 0a3a, perIaMEHTHUPYIOIIAs COCTaBJICHHE WHCTPYKLUUU AT MEAUIIMHCKOIO
IIPUMEHEHHUs JIeKapCTBEHHOro mpemnapara. 2. OCHOBHblE 00s3aTeNbHbIE pa3/eiabl HHCTPYKIUH IS
MEAHUIIMHCKOTO MpPUMEHEHUsl JIEKapCTBEHHOro mnpenaparta. MHbopManmoHHble UCTOYHUKUA HAIOJHEHUS
paznenoB  WMMIIL. 3. MWHcrpykuusa s MEOUIMHCKOTO TPUMEHEHWsS Ha OPUTUHAIBHBIA U
BOCIPOU3BE/ICHHBII JIEKApPCTBEHHBIE MPpenapaThl (CXOACTBA U Pa3IHyus).
4. Mexnaynapoansie TpedboBanuss k MMII (OOmas xapakTepUCTHKE JEKapCTBEHHOIO Ipemnapara s
MEAHUIIMHCKOTO MPUMEHEHUS U JIUCTOK - BKJIQ/IBIII).

Pa3nea 7. Peructpanus gexkapCcTBEHHBIX MTpenapaToB.
1. HopmatuBHO-nipaBoBast 0a3a, perjlaMeHTUpPYIOLIas HKCHEPTH3y M PErHCTPalli0 JEKapCTBEHHBIX
cpenctB B Poccuiickoit ®enepauuu. I[IpaBuna u mopsaoK perucTpalnuu JIEKapCTBEHHBIX CPEICTB. 2.
@®opMHpOBaHUE PETUCTPALMOHHOIO JOChe Ha JIEKAPCTBEHHOE CpeAcTBO. OCHOBHBIE TpeOOBaHUS
npenbsBiasieMble K 00beMy M OQOPMIICHHIO JOKYMEHTAllMM PErUCTPAllMOHHOIO J0ChE, BHECEHMS
U3MEHEHHH B PETUCTPALIMOHHOE JOChE Ha JIEKAPCTBEHHBIM mpemnapar. 3. l'ocygapcTBEHHBIM peecTp
JIEKapCTBEHHBIX CPEACTB. XapaKTEpUCTUKA TOCYAApCTBEHHOIO peecTpa JIEKApCTBEHHBIX CPEICTB, €ro
POJIb B IIPOLIECCE IKCIIEPTU3Bl U PETUCTPALIMU JIEKAPCTBEHHBIX cpeAcTB. 4. [Ipouenypa mexayHaponHON
rapMOHHM3alUU oOpallleHusl JeKapCTBEHHbIX cpeAcTB B pamkax EBpA3DC. TpeOoBaHHUS K 3KCHEPTU3E U
peructpaunu B EBpA3OC.
DopMbI NMPOMEKYTOYHOM ATTECTALUM:

q)opMa HpOMCXCYTOqHOﬁ arTeCTallui B COOTBCTCTBHUHU C y‘le6HHM IIJIaHOM — 3a4CT.
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