[loKyMeHT NoAnucaH NpoCToil 3NeKTPOHHOM NOANMUCHI0
NHdopmaumsa o Bnagenbue:

OUO: Tlykaruk Bnaanmnp IRIAEMC TEPCTB(Q 3JJIPABOOXPAHEHHUSI POCCUMCKOM ®EIEPALIAN
JlomKHOCTb: MCNONHSAOWLMA QBA3AHHOCTM peKTopa
Nlata noanucarms: 22.07.2€AGPABHOE TOCY IAPCTBEHHOE 010/1KeTHOE 00pa3oBaTeIbHOE YUpPe:KIeHue
YHMKaNbHbI NPOrPAMMHBIN KNHOY: BbICIIET0 00pa30BaHUs

416042192126818255a66720564647 5D ¥pMickast rocymapcTBeHHas papMaleBTHUECKAS aKATeMHs»

MunucrepcrBa 3apaBooxpanenust Poccuiickoin deaepauuu

Kadenpa ynpaBinenus 53KOHOMUKY Gapmanuu
(Haumenosamue Kagpeopwvt)

YTBEPX/JIEHA

pereHueM Kadeapol
[Ipotokoi ot «18» mas 2021 .

Ne9

PABOYASA ITPOI'PAMMA JUCHHUIIJIMHBI

b1.B.J1B.05.02 ®apmarieBTrueckas pa3paboTka, HCCIECTOBAHNE U PETUCTPAIIUS
JIEKAPCTBEHHBIX IIPEIapaToB

(unoexc, HauMeHo8aHue OUCYUNIUNDBL), 8 COOMBETNCMBUU C YHeOHbIM NAAHOM)

b1.B./IB.05.02 ®P, Y u P JIII

(unoexc, Kpamkoe HaUMeHO0B8aHue OUCYUNTUHDBL)

33.05.01 ®dapmarius
(K00, HAUMEHOBAHUE HANPABTICHUSL NOO20MOBKU (CREeYUAbHOCTIU)

[IpoBuszop
(keanugpuxayus)

Ounas
(hopma(vl) 0Oyuenus)

5 ner
(HopMmamueHblli CpoK 00yUeHUs)

I'ox Habopa — 2022 rox

ITepms, 2021 T.



ABTOp(BI)—COCTABUTEIb(H):

I'enepanpubiii nupektop OO0 «llapma Knunukanm,

K. MeJ. H. A.B. ®oreeBa
[Tpodeccop kademps
yIIpaBJIeHUs] 5KOHOMUKH (hapMaru, 1.(papm.H. H.b. PocroBa

3aBenyronmii kKadenpoil yrpasieHUs] SKOHOMHKH (apManuu
npodeccop, . papM. H. A.B. Cononunnna



COJAEP)KAHHUE

1. IlepeyeHnb NJIaHUPYEMBbIX Pe3yJIbTATOB 00y4eHHUS 110 AUCHMUILIMHE, COOTHECEHHBIX €

IUVIAHUPYEMbIMU Pe3yJIbTATAMH OCBOEHHS MPOTrPaAMMBbI ceeessnesssnsssnesnnsssnssssesssasnnes 4
2. O0beM U MecTO aUCHUILIHHBI B cTpykType OITIOII BO S |
3. Coaep:xanue U CTPYKTYPA IMCUUILIHHBI ceseessnsnssnnees 4
4. @OoHJ OLIEHOYHBIX CPEACTB O JUCHUILIIUHE SRR
5. MeToauveckne MaTepHAJIbI 10 OCBOEHUIO TUCIUIJIMHBI R § |
6. YueOHasi iuTepaTypa st 00y4aonuxcs mo JUCUUILIHHE R | |

7. MaTtepuajibHO-TeXHUYeCKas 0a3a, UHGOPMaIHOHHbIE TEXHOJOTMH, IPOrPAMMHOE
o0ecrieyenue 1 UHGOPMAMOHHbBIE CIIPABOYHbIE CHCTEMbI SR I




1. IlepeyeHnb NIaHUPYEMBIX Pe3yJIbTATOB 00y4YeHHUs 1O IUCUMIIJIMHE, COOTHECEHHBIX €
IJIAHUPYEMbIMH pe3yJIbTaTaMU OCBOEHHS MPOTrPaMMBbl

Kox Kon HaumeHoBanue Pe3yabTarnl 00y4yeHus,
KOMIIETeH HaumenoBanue HHIMKATOPA HHIMKATOpPa COOTHECEHHBbIE C
—_— KOMIIeTeHIUH AOCTUKEHU S JAOCTUKEHUS HHMKATOPAMHU 0CTHIAEHHS]
KOMIIeTeHIIUH KOMIIeTeHIIUH KOMIIeTEeHIUH
I1K-2 Crniocoben pemars | MWIAIIK-2.1. [IpoBoaut Ha ypoBHe 3HaHuii:
3a/1a4uu TOBapOBEAYECKUNH  |-3HaeT TpeOoBaHUS
npodeCcCHOHATBHON AHan3 3aKoHOJaTenbcTBa PO Kk
NESITEIbHOCTH pu MEAUIIMHCKUX U [00paleHHIO JIEKAPCTBEHHBIX
OTIIyCKE U peajn3aluu (bapMalleBTUUECKUX |CPEICTB
JIEKapCTBEHHBIX TOBapoOB u Ha ypoBHe ymeHuii:
CpPEICTB U  TOBAapOB OpraHu3yeT -YMeeT  NpUMEHSTh  Ha
anTe4yHOr o XpaHEeHue [IPaKTUKE MOJIO’KEHUS
aCCOPTHMEHTA MEIUIIMHCKHIX U [HOPMATHUBHBIX MIPABOBBIX
(hapManeBTHYECKNX [aKTOB  NPH  OOpalieHuu
TOBApOB. TIEKapCTBEHHBIX CPE/ICTB

2. O0bem U MecTO AUCHUILINHBI B cTpykType OIIOII BO
JlucuuIuiiHa OTHOCUTCS 4acTH, (OpMUpyeMOH ydaCTHHKaMu OOpa30BaTEeNbHBIX OTHOIICHHUN
OIIOIT BO, ocBamBaercs Ha 5 kypce (9 cemecTp), B COOTBETCTBHMU C Y4Y€OHBIM IUIaHOM, OOIIas

TPYJOEMKOCTh AUCIMILTAHBI B 3a4€THBIX €IMHUIIAX cocTaBiseT 2 3. €. (72 akan. yaca).

3. Coaep:xaHue U CTPYKTYPA AWM CUUILIHHBI

3.1. CTpykTypa IUCLHUIUIMHBIL.

O0beM qUCUMILUTHHBI (MOYJIs1), Yac.
KonraktHasi paGora ®opMa TeKyLIero
o0yyaromuxcs ¢ KOHTPOJIS
HauMeHnoBanue 1
Ne ni/m Bcero npemnoaaBareieM ycIeBaeMocCTH ,
pa3aesioB, TeM CP .
4yacos 10 BUAAM y4eOHBIX NMPOMEKYTOUHOI
3aHATHI aTrecrauuu
aJ [ 13 | m3
Cemecmp Ne9
['ocynapcTBeHHas
MOJINTHKA B chepe
MIPOU3BOJICTBA
Paznen 1 POMIBOI 5 2 3 T
Poccuiickmnx
JIEKapCTBEHHBIX
MpenapaTroB
Bri6op
JICKapPCTBEHHBIX
Paszen 2 P 5 2 3 T
pernapaToB JUIS
pa3paboTKu
dapmareBTHYECKAS
Pazpen 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 i/ Bcero npenogasarejiemM yCIeBaeMoOCTH ,
pa3aesioB, TeM CP .
4acoB 10 BHJIaM y4eOHbIX MPOMEKYTOYHOM
3aHATHH aTTrecTanuu
J J3 113
MPaKTHUKA
Hannexaras
Paznen 5 | kauHnueckas 11 2 6 3 T
MpaKkTHUKa
Pa3zpaboTtka
UHCTPYKLUN o
Paznen 6 MCAMIHHCKOMY 8 6 2 T
MIPUMEHEHUIO
JIEKapCTBEHHBIX
npenapaTroB
Perucrpanus
Paznen 7 | nexkapcTBEHHBIX 24 6 12 6 T
TperaparoB
[IpomexxyTouHast arTecTanus 2 2 3aueTr
Bceero: 72 30 42

Ilpumeuanue: mecmuposanue (T).

3.2. ConeprxkaHue AUCUUILIMHBI.

Paznenl. I'ocynapctBeHHas mnoiauTuka B cdepe mnpousBoicTBa PoccHHCKUX JIeKapCTBEHHBIX
Mpernaparos..

1. ®apmareBTHUecKas pa3paboTKa — OT MOUCKA OMOJOTMUECKH aKTUBHBIX BEIIECTB /10 BHIBOJAA HA
PBIHOK JIEKApCTBEHHBIX NpernapaTroB. VICTOPHs U IMyTH CO3[aHMs JIGKAPCTBEHHBIX cpencTB. PazpaboTka u
uccnenoanus HoBbIX JIC (Research & Development — R&D). [TarenTs! Ha nekapcrBa. OO11e cBeaeHUs
0 MaTEeHTOBAaHHMHU JICKAPCTBEHHBIX IpenaparoB. TepaneBTHUYeCcKas, OMOJOTHYECKas M (papMarieBTHIecKast
HKBUBAJICHTHOCTH KaK KPUTEPHI OIIEHKM KadecTBa JIGKAPCTBEHHBIX TpernapaTtoB. 2. OCHOBHBIE aCHEKTHI
rOCYJJapCTBEHHOTO DPEryJIMPOBAHUS JESATEIbHOCTH OTEYECTBEHHBIX MPEeNNpUATHII-TIPOU3BOAUTENECH Ha
COBPEMEHHOM JTafe pa3BUTHs cdepbl oOpalleHHs JieKapcTBEHHbIX cpeactB. 3. Ilpuopurer
rOCYJJapCTBEHHON MOJUTHKM B O0JACTHU JIEKAPCTBEHHOI'O OO0ECIeUEHUs: IMOAJEPKKAa OTEYECTBEHHBIX
MIPOU3BOIUTENEH JIEKaPCTBEHHBIX CPECTB.

Pa3nen 2. BeiOop nekapcTBEHHBIX TPENapaToB sl pa3paOOTKH.

1.MapKkeTUHTOBbIE HCCIEAOBAaHUS, TMPEANISCTBYIOMNE BBHIOOPY JIEKAPCTBEHHBIX MPEnapaToB s
paszpabotku. 2. PazpaboTka kpuTepreB 0TOOpa JEKapCTBEHHBIX MpENapaToB s pa3padOTKH.
Pa3nen 3. ®apmaneBTrueckas pa3paboTka.

1. BBenenue B TeopHio (hapMaleBTHUECKOW pa3paboTku. ITtambl (apMaleBTUYECKOH pa3paboTKu.
TpeboBanus K CTpyKType U 00beMy hapMmarieBTuuecKkoi pazpabotku. Merogomorusi pa3pabOTKH HOBOTO
¥ BOCIIPOM3BEACHHOIO JIEKApCTBEHHOTO Ipemnapara. 2. Pa3paboTka TEXHONOTHU CHHTE3a CyOCTaHIMA Ha
cranuu (¢apmaleBTHYecKo pa3zpaboTku. Pa3paboTka TEXHOJIOTHMHM CXeMbl OyAyIIero IMpOW3BOJICTBA.
TexHonornueckoe odbopyaoBaHue Ul mporecca cuHTesa. 3. [lepeHoc TexHoornu B papMarieBTUIECKOi
paspaboTke.

Paznen 4. Hajuiexamas nabopatopHast paKTHKa.



1. JloknmuHUYECKHe UCCIEeN0BaHMsl JEKapCTBEHHbIX npenapatos. Mcropus Bompoca. [lonstue GLP kax
CHUCTEMBbl HOPM, MpaBWJI W YKa3aHUll, HaNpaBIEHHBIX Ha O00ECleYeHUEe COIIACOBAaHHOCTH U
JIOCTOBEPHOCTH PE3YJbTAaTOB Ja0OpaTOpHbIX HcciaeAaoBaHuid. 2. HopmaTuBHBIE HpaBOBbIE aKTHI,
perimaMeHTUPYIOLUe JOKINHUYECKUE HCCIeI0BaHUs 0€30MacHOCTH U 3(PPEKTUBHOCTH JIEKAPCTBEHHBIX
cpeacts B P®. 3. O0ObeM MOKIMHHYECKUX HMCCIEJOBAHUN [UIS PErHCTPAalldd BOCHPOHM3BEICHHBIX U
OPUTMHAIIBHBIX  JICKAPCTBEHHBIX InpenaparoB. IlnaHupoBaHue  [IOKIMHHYECKOTO  MCCIEAOBAHHA,
COCTaBIIEHHE MpPOTOKONIa/TIaHa uccienoBanus. 4. OOpaboTKa JaHHBIX PE3yJIbTATOB JOKIMHUYECKOTO
uccinenosanus. CocrasiaeHue otyera. KOHTpoIb kayecTBa MPOBENEHUS JOKIMHUYECKOTO UCCIIETOBAHUS.

Pa3znen 5. Hagnexamas KImHAYECKast IPAKTHKA.
1. KiuHudeckue uUcCCleNOBaHMs: MCTOpPUYECKas crpaBKa. Poib KIMHUYECKMX MCCIEIOBAHUN
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOW CHCTEME OO0ECIEUEHHs] KauecTBa JIEKApPCTBEHHBIX CPEACTB.
ITonstue o GCP kak 0 MeXIyHapOAHBIX IPAaBHIAX CO3JaHUS, BHEIPEHHS M IPOM3BOACTBA HOBBIX
JIEKapCTBEHHBIX cpelcTB. OCHOBHbIE HOPMAaTUBHO-IIPABOBBIE M METOJANYECKUE JTOKYMEHTHI 110 MpaBUIaM
KAYeCTBEHHOW KIMHHMYECKON IMpakTUKU. 2. Llenu ¥ BHIBl KIMHUYECKUX HUCCIECIOBAaHUM JIEKAPCTBEHHBIX
cpeactB. MeTopl MIIaHUPOBAHUS U TPeOOBaHUS K 00BEMY KIMHUYECKUX MCCIIEIOBAHUN JIEKAPCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKHM KJIMHUYECKUX HCCIIEOBAaHUM, UX MpaBa U OOA3aHHOCTU. DTHUYECKHUE
aCMeKThl IPOBEACHUS KIMHUYECKUX HCCIIEJOBAHUNM. DTHUYECKHE MPOOJIEMbI MTPOBEIEHUS HCCIEA0BaH UM
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
KIMHUYEeCKUX uccnenoBanuil. Ilpotokon wuccienoBanuss u  Opomtopa wuccienoBarenst u  CRF.
WudopmupoBaHHOE corjacue MAaIMeHTa W BEACHUE TMEPBUYHOM METUIIMHCKON JOKYMEHTAllUd B XOJE
uccinenoBanus. Pazpa®oTka  MHIMBHIyaldbHOH  PErMCTPAllMOHHOW  KapThl MNpPU  KIMHUYECKUX
MCCIIEIOBAHMSIX JICKAPCTBEHHBIX cpelcTB. [IpaBuia ee 3amonnenus, BHeceHHe n3MeHeHui. 5. O6paboTka
JAHHBIX KIMHMYECKUX MCCIENOBAaHUN JIEKAPCTBEHHBIX cpencTB. COCTaBIEHHME OTYETa IO pe3ysbTaTaM
KJIIMHUYECKUX MCCIIEN0BAaHUM JIEKapCTBEHHbIX cpeacTB. 6. KoHTposib 3a mpoBeneHHMEM KIMHUYECKUX
UCCIICIOBAaHUM  JIeKapcTBEHHBIX  cpeacTB. IlpuHmunsl  obecrmeyeHus  KauecTBa M MOPSJIOK
(YHKIMOHMPOBAHUSI CHCTEMBl MEHEDKMEHTa KauecTBa B HCCIICAOBATENILCKOM OpraHu3anuu. 7.
VYnpasienue 6€30MaCHOCTBIO ITPU MIPOBEAECHUH KIMHUYECKUX HUccieoBaHui. TpeOoBaHUS K MPOBEICHHIO
¢dapmakonagzopa. IlocTMapKeTHMHroBbIE HCCIEIOBAaHUS JIEKAPCTBEHHBIX CpelacTB. HexenarenbHble
SBJICHUS, TIPEPBIBAHNE U OKOHYAHHE UCCIIEIOBaHMsI, BBIXOJ] U3 CCIIEA0BaHUS.

Paznen 6. Pa3paGoTka HWHCTpPYKUMH 1O MEAMIMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
IIPENapaToB.
1. HopmatuBHO-nipaBoBasi 0a3a, periaMEHTUPYIOIIAsl COCTaBJIEHHWE WHCTPYKIUU JJISI MEIUIIMHCKOTO
IPUMEHEHMs JieKapcTBeHHOro rmnpemnapara. 2. OCHOBHblE 0O0s3aTelIbHBIE pa3feibl MHCTPYKIUM IS
MEAUIMHCKOTO MPHUMEHEHUs JIEKapCTBEHHOro IpenapaTta. MHpopManmoHHble MCTOYHUKH HAIMOJHEHUS
pazgeno MUMIIL. 3. MWHcTpykums [Uisi MEIMLIMHCKOIO TPUMEHEHHMsS] Ha OpPUTMHAIBHBIA U
BOCIPOU3BE/IEHHBIN JIEKapCTBEHHBIE Mpenapathl (CXOACTBA U Pa3Inuyuus).
4. MexnayHnaponusle TpeboBanuss k VIMII (OOmiast xapakTepucTHKe JEKapCTBEHHOIO Ipernapara s
MEAUIIMHCKOTO MPUMEHEHHUS U JIMCTOK - BKJIQ/IBIII).

Paspnen 7. Perucrpanus nekapCTBEHHBIX IIPENAPATOB.
1. HopmaTtuBHO-mipaBoBasi 0aza, perilaMEHTUPYIOLIAsh SKCHEPTU3Y M PETUCTPALUI0 JIEKapCTBEHHBIX
cpeactBs B Poccuiickoit @enepaunu. IIpaBuina M mopsaoK perucTpalyvy JIEKapCTBEHHBIX CPEICTB. 2.
®opMHUpOBaHUE PETUCTPALMOHHOTO JIOCh€ Ha JEeKapcTBEHHOEe cpeAcTBO. OCHOBHbIE TpeOOBaHUS
npeabsBisieMble K 00beMy U OQOPMIICHHIO JOKYMEHTAIlMM PETUCTPAI[MOHHOIO JI0ChE, BHECEHUS
W3MEHEHUN B PETHCTPAllMOHHOE JOChE Ha JICKApCTBEHHBIM mpenapar. 3. ['ocymapcTBEeHHBIN peecTp
JIEKapCTBEHHBIX CPEACTB. XapaKTEPUCTUKA TOCYAAPCTBEHHOIO pEECTpa JIEKAPCTBEHHBIX CPEICTB, €r0
POJIb B MPOLECCE DKCIEPTU3BI U PETUCTPALMU JIEKAPCTBEHHBIX cpeAcTB. 4. [Ipouenypa MexyHapoIHON
rapMOHU3AIIMKN OOpAaIleHHUs JIEKAPCTBEHHBIX cpeAcTB B pamkax EBpA3DC. TpebGoBaHUs K AKCHEPTH3E U
peructpannu B EBpA39C.

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

YCTIIEBAEMOCTH O0YUAIONIUXCS: TECTUPOBAHUE.
4.1.2. O11eHOYHBIE CPEJCTBA JUIsl TEKYIIETO KOHTPOJIS ycreBaeMocTH. TecTupoBanue:

[pumepor mecmogvix 3a0aHUlL:

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

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

B: HoBble KOMOMHALIMY 3aperUCTPUPOBAHHBIX paHee JIEKAPCTBEHHBIX MPENapaToB.

2. YckopeHHas mpolieaypa SKCIEPTU3bI JIGKAPCTBEHHBIX CPEACTB B IEJISIX TOCYAapCTBEHHOM

peructpauun HE npuMensieTcs B OTHOLICHUU:
A: OpdaHHBIX JIEKAPCTBEHHBIX MPENAPATOB;
b: [IlepBeiX Tpex JEKAPCTBEHHBIX IMPENAPATOB, pPErHUCTpUpyeMbix B PO B KadecTBe

BOCITPOM3BE/ICHHBIX;

B: HoBbIX KOMOWHAIIMI 3apEeTrUCTPUPOBAHHBIX paHEe JICKAPCTBEHHBIX IIPEIapaToB.

3. DkcnepTHu3a KauecTBa JEKAPCTBEHHOT'O CPEACTBA U IKCIIEPTU3A OTHOIICHUS OKUIAEMOM MOJIB3bI K
BO3MOKHOMY PUCKY ITPUMEHEHHUS JIEKAPCTBEHHOTO MpernapaTa JJii MEIULUHCKOTO IPUMEHEHUS
OCYIIECTBIISIETCS B CPOK, HE TTPEBBIIIAIOIIHINA:

A: 90 pabouux gHEH;

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

4. Cornacuo @3-61 nomyckaercs BKJIIOUYEHUE B perucTpannonHoe aocke Ha JIIT 0630pa HayuHbIX paboT
0 pe3yabTaTax JOKJIMHUYECKUX UCCIICIOBAHM JICKAPCTBEHHBIX CPEACTB M KITMHUYECKUX
nuccienoBanuii nanHeIx JIIT BMeCTO OTYETOB 0 COOCTBEHHBIX JOKIMHUYECKHX U KIIMHUYECKHUX
uccienoBanusax ecnu JII paspemen mist MenuHCKOTO ipuMeHenus B PO Gosnee:

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

5. VYkaxure IyHKT, AaHHble KoToporo HE npenocrasistores B peructpaiinoHHoM gocke Ha JIII ¢ nenbro

€ro rocyJaapcTBeHHOM peructpanuu (cormacao O3-61).

A: MatepuanbHblii 6aaHC 715 MPOU3BOACTBA CEPUH TOTOBOTO MPOIYKTA;

b: Banupamnusi aHamUTUYECKUX METOAMK, MCIIOB3YEMBIX MPH OCYIIECTBIEHWHA KOHTPOJISI KayecTBa
JIEKapCTBEHHOTO MpernapaTa il MEIUIUHCKOTO MPUMEHEHUS;

B: JlanHbIe 0 cTaOMIBLHOCTH JICKAPCTBEHHOTO TIpenapara Jyisi MEAUIIMHCKOTO TPUMEHEHUS,

I':  JlokyMeHT, coaep)Kalmuid pe3yabTaTbl MOHHTOpUHTA d(QPEeKTHBHOCTH W  0€30MacHOCTH
JIEKApCTBEHHOT'O TIpernapara, MPOBOAUMOrO Jep)KaTeleM WIH BIIaJENblEeM pPETUCTPAIMOHHOTO
yIOCTOBEPEHUS JIEKapCTBEHHOI'O IIpenapara.

6. CornacHo Pemenuss Ne 78 Epasuiickoii sxoHomMuueckoit komuccun O IlpaBumiiax perucrpauuu u
OKCIIEPTU3BI  JICKAPCTBEHHBIX  CPEACTB  JIsi  MmeauruHckoro  mpumeHenus  (EBpAszDC):
«...JOpUIUYECKOE JIUII0, HAa UMS KOTOPOTO BBIJIAHO PETUCTPAIIMOHHOE YIOCTOBEPEHHE Ha
JICKapCTBEHHBIN TpemapaT U KOTOPOE HECET OTBETCTBEHHOCTH 3a 0€30MacHOCTh, dPGEKTUBHOCTh U
KadeCTBO JICKAPCTBEHHOTO Mpenaparay sBJISeTCs. ..

A: TTpousBoauTeeM JIEKapCTBEHHOTO CPEJICTBA;
b: TlpencraBureneM aepkaress perucCTPaIlMOHHOTO YIOCTOBEPEHHS;
B: JlepxaTtenem perucTpalliOHHOTO YAOCTOBEPEHUS.
7. VYKaxuTe M3MEHEHHS, BHOCUMBIE B JIOKYMEHTHI PETHCTPAIIMOHHOTO JIOChE Ha 3apeTrUCTPUPOBAHHBIN

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

A: 3meHeHuns qusaiina mapkuposku JIIIT;

b: M3menenne Toprosoro HanmeHoBanus JIII;

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

8. PeructpanmoHHoe y0CTOBEpEHNE Ha BIEPBHIC 3aPETUCTPUPOBAHHOE JIEKAPCTBEHHOE CPEJICTBO

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

9. Cornacno Pemenust Ne 78 EBpazuiickoil 3xoHOMUYeckoil komuccuu O I[lpaBuiiax perucrpanuu u
AKCIIEPTU3BI JICKAPCTBEHHBIX CpeNCTB g MeauuuHckoro npumenenust (EBpA3DC) mpouenypa
pPErUCTpaly JIEKapCTBEHHOTO Ipenapara KOTOpas OCYIIECTBISETCS OJHOBPEMEHHO HECKOJIbKUMU
rocy/1apcTBaMHU-4I€HAMH, B KOTOPBIE MOJAHO 3asBJIEHUE O PETUCTPALMM JIEKAPCTBEHHOTO Ipernapara,
¢ BBIOOpOM peepeHTHOT0 TOCy1apCTBa:

A: JleneHTpann3oBaHHas POLENYpa;
b. [Ipoueaypa B3auMHOT0 NIPU3HAHUS;
B. HanmoHnanenas npoueaypa.
10. CornacHo peructpaiuu B cooTBeTCTBUU € npaBoM EBpA3DC perucrpanimoHHbIE YAOCTOBEPEHUS HA

JIEKapCTBEHHbIE MPENapaThl, BbIAAHHbBIE 10 HAIIMOHAIbHBIM IIPABUJIAM JE€HCTBUTENIbHBI J0:
A:2019T;
b: 31 nexabps 2020 r;
B: 31 nexabps 2025 T;
I': cpok nelicTBHs HE YCTAHOBJICH.
11. HWudopmanus O KOJIMYECTBEHHOM COCTaBE BCIIOMOIaTEIbHBIX BEIIECTB B HHCTPYKLHUH IO
MEIUIIMHCKOMY IPUMEHEHUIO JIEKapCTBEHHOT'O Mpenapara yKa3blBaeTcsl:
A. 00s13aTeIbHO;
b. mpu HEoOX0IUMOCTH;
B. orcyTcTBYIOT yKa3aHUS.
12. YTBepkeHUE HHCTPYKLIUH 110 MEIUIIMHCKOMY IIPUMEHEHHIO U (POPMUPOBAHUE PEECTPa UHCTPYKIIMMA
10 MEIUILIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOT'O Tperapara OCyIIeCTBIISET:
A. VYnonmHoMmMO4eHHBIH (enepanbHbBIH oOpraH HcCHIoONHUTENbHOW Biractu P® B cdepe
3npaBooxpanenus (Munsnpas P®D).
b. ®enepanbhas cnyx0a mo Haa3opy B chepe 3npaBooxpanenus (PocsnpaBuanzop PD)
B. pa3zpa0oTumk JIekapcTBEHHOTO CPECTBA
I'. mpou3BOaUTEINb J1EKAPCTBEHHBIX CPEJICTB

4.1.3. lllkana oueHWBaHuUs AJis TEKYIIEro KOHTposs. TecToBble 3a1anus - quddepeHInpoBaHHas OIEHKA!
v" 91 -100 % npaBUJIBHBIX OTBETOB — OIIEHKA «OTIHYHOY,
v' 76 - 90 % NpaBUIILHBIX OTBETOB — OLIEHKA «XOPOIIO»,
v 51-75 % npaBUILHBIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 0 — 50 % npaBHUILHBIX OTBETOB — OIIEHKA «HEYIOBIETBOPUTEILHON.

4.2. ®opMBI U OLICHOYHBIE CPEACTBA IS IPOMEKYTOYHOM aTTECTALIUH.
4.2.1. IIpoMexxyTouHasi aTTecTalus NpoBOIUTCS B (hopMe: 3aueTa.
4.2.2. OueHouHbIE CPECTBA AJI IPOMEKYTOUHOM aTTECTAllK: TECT.
v" 91 -100 % mpaBUIIBHBIX OTBETOB — OI[CHKA «OTIIHYHOY,
v 76 - 90 % mpaBHIBHBIX OTBETOB — OIIEHKA «XOPOIIIOY,
v 51-75 % npaBUILHBIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 050 % npaBUIILHBIX OTBETOB — OIIEHKA «HEYIOBJIETBOPUTEIHLHOY.



Bapwuanr 1

1. Kakoii 00beM TOKJIMHUYECKUX UCCIe0BAHUI TpedyeTcs NI PerucTpauuu BOCIPOU3BeIeHHOI0
JIEKAPCTBEHHOI'0 Mpenapara NpH MOJHOH HWIEHTHYHOCTH ero coCTaBa OPHIMHAJILHOMY
JIeKapCTBEHHOMY Mpenapary?

A. OO1IeTOKCHUYECKUE CBOICTBA.

b. Cneunduueckue Buabl TOKCHUHOCTH.

B. O0mierokcrueckue cBOMCTBA U CrieNU(UIECKUE BUIBI TOKCHYHOCTH

I'. JloknuHuueckue uccienoBaHus He TpeOyroTCs.

2. JIOKyMeHTbI, perjiaMeHTHPYIoIHe NOKIHHUYECKHEe MCCIeI0BAHUs JIEKAPCTBEHHBIX CPEACTB B
P®, Bce kpome?

A. ®enepanbublii 3akoH Poccuiickoit @eneparun 06 oOpalmeHnn JIeKapcTBEHHBIX CPEACTB OT 12 ampens
2010 roxa.

b. Koncrutynus Poccuiickoit @enepaunu ot 12 nexabps 1993 roga.

B. Ilpuka3 MunuctepcrBa 3npaBooxpanenus PO ot 01 ampens 2016 roga Ne200H «OO0 yTBepKIAeHUU
IIPaBUJI HAJICKALIEH KIMHUYECKON IIPAKTUKI.

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

3. Yka:kuTe 3TANbl ;KU3HEHHOI'0 IUKJIA MPOAYKTA — hapManeBTHYeCKOH pa3padoTku:

A. pa3paboTka akTUBHOH (hapMalleBTUYECKON cyOCTaHIIUU

b. pa3paboTka JiekapCcTBEHHOT0 Npenapara

B. napaGotka 006pa3noB /it 0UIIHATBHBIX UCCIIETOBAHHIMA

I'. mpOMBIIITIEHHBIN BBIITYCK JIEKAPCTBEHHOTO Mperapara

J1. pa3zpaboTka 1 MacTabupoOBaHUE TEXHOIOTHH

4. IlepeunciuTe OCHOBHBbIE NapaMeTPbl BbIOOPa NePBUYHOI YIAKOBKH B Xo/e (papmaneBTHYeCKO

pa3padoTKu:

A. MEXaHUYECKas 3alnuTa

b. uneptHOCTH, 0€30MACHOCTH

B. MHOTOCIOMHOCTD

I'. GapwrepHbIe cBOMCTBA

J1. no3a npemnapara

5. TexHosoru4yeckuii mpouecc — 370...

A. d4acTb TPOM3BOJCTBEHHOIO IIpolecca, CojepiKalias HaydHO OOOCHOBaHHbBIE JEUCTBUS,
HalpaBJICHHbIE Ha IOJIyY€HHWE TOTOBOI'O IMPOJIYKTa, KOTOPHIA COCTOMT W3 TEXHOJOTHYECKHX
CTaJuu.

b. pacnipenenenue yacTuIl MOPOIIKa MO IPaHyJIOMETPUUECKOMY COCTaBy

B. "yacTh TEXHOIOTHYECKOT0 Mpoliecca, CBI3aHHast ¢ 00CIIy)KUBaHHUEM OJIHOTO BUJa 000py10BaHUs

I'. oTHOMIEHME pa3HUITBI MAKCUMATBLHOM TNIOTHOCTH U CBOOOHOM K MAaKCUMAJIbHOM TIJIOTHOCTH

J1. COBOKYITHOCTb TEXHOJIOTUYECKUX [TAPAMETPOB

6. OTpa6oTKa TeXHOJ0ruM nNpu GapmManeBTHYECKOH pa3padoTKe BKJIOYAET:

A. BbIOOp 000pyIOBaHUS

b. mog6op pabounx mapameTpoB

B. uccnenoBanue cTabHIbHOCTH

I'. BEIOOD MOCIIEN0BaTENEHOCTH ONepaluit

J1. IOATrOTOBKA PETUCTPALIMOHHOTO J10ChE

7. YKkaxkute KpMTH4YECKHEe BONPOCHI Ppa3padoTKU, BOSHUKAIOIIUAE IPU 0TPA0OTKE TEXHOJIOTHUM:

A. pa3mep cepun

b. nocnenoBarenbHOCTh BBEEHHUSI KOMIIOHEHTOB

B. o6ocHOBaHKE M30bITKA aKTUBHOM (hapMalleBTHUECKOW CyOCTaHIIUN

I'. BO3MOXHOCTH TOBTOPHOM OTPabOTKH, epepadoTKH

J1. ycTaHOBJIEHHE CPOKOB I'OJTHOCTH

8. HazoBuTe rpynmny BcIOMOraTeJbHbIX BelleCTB, KOTOPYIO 100aB/SIIOT B Ta0/JeTOYHYI0 Maccy ¢

1eJIbI0 YMEHbIIEHUS 1IEePOX0BATOCTH IPAHY.I U MOBBIIIEHUS UX TEKY4eCTH:

A. cMa3wIBaromIe



b. paspeixisromue

B. cBa3pIBaromne

I'. ckonp3smue

J1. pazbaBuTenu
9. MacmirtabupoBanne — SIBJSETCHA YacThbI0 MEPEHOCA TEeXHOJOTHHU
CTAHJAPTHU3ALHIO:

A. pa3mepa cepuun

b. cienndukanuu Ha rOTOBBIN TPOTYKT

B. npou3BOACTBEHHON PELIENITYPBI

I'. cuaTe3 akTUBHON (papMaIIeBTUYECKOM CyOCTaHIINH

J1. KpUTHYECKUX MapaMeTPOB TEXHOJIOTUYECKOIO MpoIiecca
10. Yka:kuTe 10NOJHUTEIbHbIE XAaPAKTEPUCTUKH NEPBUYHON YIIAKOBKM:

A. IpOYHOCTH

b. KOHTpOJIb IEPBOrO BCKPBITHS

B. ynoGcTBO ucnonb3zoBanus

I'. orpannyeHHsbIi 10CTYN (3aMOK)

J. TOKCHYHOCTh
11. MeTroabl n3y4yeHus1 CTaOMJIbHOCTH:

A. IOJTOCPOYHOE UCCIICTOBAHIE

b. nepcnekTuBHOE HCClIEI0OBAaHKE

B. HecnemHoe ucciieioBaHue

I'. yckopeHHoe uccienoBanue

J1. cpouHOE nccienoBaHue
12. TpeOoBaHusi K BCIOMOTraTeJIbHbIM BelIeCTBAM, 00ecredYuBalIMe Ka4eCTBO
(papmaneBTHYeCcKOil pa3padoTKu:

A. otcyrcTBHE B3aumogencTus k AOU

b. papmakonoruueckass ”HEPTHOCTD

B. MukpoOuonoruueckas 4ucToTa

I'. nemeBu3nHa

J. hbapmakoneiiHoe KauecTBO

4.2.3. lIkana olleHUBaHUSA:
v 91 -100 % npaBUIILHBIX OTBETOB — OI[EHKA «OTIHYHOY,
v 76 - 90 % npaBWILHBIX OTBETOB — OLIEHKA «XOPOIIOY,
v 51-75 % npaBUILHBIX OTBETOB — OIIEHKA «YIOBJIETBOPUTEILHOY,
v" 050 % npaBUIILHBIX OTBETOB — OI[EHKA KHEYIOBJIETBOPUTEILHOY.

4.3. CoOTBETCTBHE OILICHOYHBIX CpPEACTB MPOMEXKYTOUHOW aTTECTALUU
(hopMUPYEMBIM KOMITETSHIIUSM

H noapasymeBacT

o  JUCHUIIIINHC

Kon Ko HHAMKATOpA OueHoYHbIE CPEACTBA MPOMEKYTOYHOM ATTEeCTAIUN
KOMIIETEH JAOCTHKEHU S
Tect
1107071 KOMIIETEHMH
[1K-2 NATIK-2.1. +
4.4. Kputepuu Oo1ieHKU c(hOPMHUPOBAHHOCTH KOMIIETEHIIUN B paMKax MPOMEKYTOUHOM aTTeCcTaIluu Mo
JUCHUILINHE
Kon CTpyKTYpHBI
Kon Kpurtepun ouenku cpopMHpPOBAHHOCTH KOMIETEHIUH
HHIUKATOpa € 2JIEMEHThI
KOMIIETEeH
AOCTHKEHHS OII€EHOYHBIX
1u He cpopmupoBana CdopmupoBana
KOMTIETEeHIINH cpeacTB
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He 3naer  tpeGoBanus | 3naer TpeOOBaHUS
3aKoHOAarenbecTBa PP K | 3aKOHOIATENBLCTBA PO K
oOpalleHUIo oOpalleHuIo0  JICKapCTBEHHBIX
JIEKapCTBEHHBIX CPEJICTB CpenCTB

IIK-2 NIIK-2.1. Tect He ymeer npumeHsThr Ha | YMeeT IpHUMEHSTh Ha MPAKTHKE
MIPaKTHKE MTOJIOXKEHUS | TIOJOXKCHHUS HOPMaTHBHBIX
HOPMATHUBHBIX  TPABOBBIX | MMPABOBBIX aKTOB npu
AKTOB TpuU  OOpalleHuH | OOpalicHUA JICKapPCTBEHHBIX
JICKApCTBEHHBIX CPEJICTB Cpe/CTB

Komnerenuuss cuumraercs cQOpMHUpOBAHHOW Ha ypoBHE TpeOOBaHUN K JUCIHUILUIMHE B
COOTBETCTBUHM C 00pa3oBaTeNIbHONW MPOrpaMMOi, €ciM MO0 UTOoraM MPUMEHEHHS OLIEHOYHBIX CPEICTB
MPOMEXKYTOUHOM aTTECTAllMM WM HUX OTHEJIbHBIX JJIEMEHTOB pE3yJbTaThbl, JEMOHCTPUPYEMBbIC
00yJaromuMcsi, OTBEYAIOT KPUTEPHIO CHOPMUPOBAHHOCTH KOMITCTESHITHH.

Ecnu nmo uroram nmpoBeeHHON MPOMEXKYTOUHOM aTTECTAllMK XOTsI Obl OJIHA U3 KOMIIETCHIIMM HE
chopMUpOBaHa HA YPOBHE TPEOOBAHMIA K TUCIUILUIMHE B COOTBETCTBUH C 00pa30BaTEIILHON MPOTrpaMMOit
(pe3ynpraThl O0ydYaromIerocs HE COOTBETCTBYIOT KPUTEPHUI0 CPOPMUPOBAHHOCTH KOMIIETEHIUH),
oOyuarolemMycs BbICTaBISIETCS OL[EHKA «HE 3aY4TEHO.

5. Meroanyeckue MaTepUAJIbI 10 OCBOCHHIO JUCHUIIIMHBI
Mertoanyeckre Marepuaibl Ui OOyJaromUXCs HAa AUCHUILIMHE (TTOJHBIA KOMIUIEKT METOIUYECKUX
MaTepHalioB) HAXOIUTCS Ha Kadeape yIpaBIeHUs SJKOHOMHUKH (hapManuu.

6. YueOHas quTepatypa AJs1 00y4arOIMXCH M0 JMCHUILIHHE
6.1. OcHOBHas JIUTEPATYPA.
Oune, J.Jx. Tlpom3BoaCTBO JEKapCTBEHHBIX CPEACTB. XUMHUYecKas TexHoyorus or R & D no
npousBojicTBa [Teker] : mep. ¢ anrn. / Ouae [.JIx. - Cankt-IlerepOypr : IIpodeccus, 2015. - 1280 c. :
un. - bubmmorp.: c. 1278-1279. - ISBN 978-5-91884-071-9 : 2998-00. (papmayesmuuecxas ompaciw,
npou3sodcm60 JIEKAPCMEBEHRHbLX npenapamaoe, qbapzwauegmuuecxue npousso&cmeeﬁuble npoueccw)
Hapkesnu 1. A., Ynpasnenue u skoHoMHKa (papmanun [DnekTpoHHbIN pecype] / mon pea. Y. A. Hapkesuua - M. :
I'SOTAP-Menua, 2017. - 928 C. - ISBN 978-5-9704-4226-5 - Pexum JOCTyIa:
https:/www.rosmedlib.ru/book/ISBN9785970442265.html
dapmarieBTUUYECKas pa3paboTKa: KOHLENIUS U NPaKTUIeCKre pekomeHaamu [TekcT] : HaydHO-TIPaKTHYECKOe
pykoBoacTBo s (hapmanesBTuueckoil orpaciu / mox pen. C.H. BrikoBckoro [m ap.]. - Mocksa : llepo
®dapMmkoHTpakT, 2015. - 472 ¢

6.2. Jlononnumenvhas tumepamypa
VYnpasnenue u s3xkoHomuka gapmaruu [Texcr] : B 4 1. T.3 : DxoHOMEKaA anTe4HbIX opranu3anuii / mox pen. E.E.
JlockyToBoii. - M. : Akamemus, 2008. - 428 c.
VYnpaenenue u skoHoMuka apmanuu [Tekcr]: B 4 T. T.1: @apmaneBTudeckas JesTellbHOCTh. OpraHu3amnus U
perynuposanue / nmon pen. E.E. JlockyroBoit. - M.: Akanemus, 2003. - 380 c.: ui. - (Broiciee npodeccuonansHoe
oOpasoBanue). - bubnuorp.: c. 377-378.
Vnpasienne U 3koHOMHKa (dapmanuu [Tekcr] : yueOHuK 11 By3oB / mon pea. B.JI. baruposoii. - M. :
MCI[I/II_[I/IHa, 2004. - 720 c. (Papmayeemuueckas IKOHOMUKA, DAPMAYEEMUUECKUL DPLIHOK, YEHOBAS NOAUMUKA
dapmayeemuyeckou opeanuzayuu, GapmaKoIKOHOMUKA, Papmayesmuieckuil MEHONCMEHN, PapmayesmuiecKuil MapKemuHe,
moeapHasi NOJUMUKA DapmMayesmuieckoll opeanu3ayuu, UHQGOPMAayuoHHoe obecneueHue gapmayesmuuecko2o OusHecd,
busHec-nianuposanue (apm.), roeucmuxa (papm.)
Mosnax, 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. balicMeH. - [2-e 3., uctp.]. - Mocksa : BUAJIEK, 2017. - XXIV, 440 c. : un. - bubnuorp. B
KOHIIE Kax10M riaBbl. - ISBN 978-5-904723-02-6 (pyc.) : 500-00.

(papmayesmuueckoe npouseoocmeo, ynpasnenue xavecmeom 6 gpapm. Ipomvluunennocmu, npouseo0Cmeo 1eKapCmeeHHblx
cpedcm@, I’lpOLL?BOOCWlGO ouonocu4ecKux npenapamoe, np0u3eodcm80 OUOMEXHONO2UYECKUX npenapamoe, eaﬂudauuﬂ 6
(j)ap/vzaqeemuqecxww np0u360()cmee, acenmuuyeckoe gbapmaueemuttecxoe I’lpOLL?SO()CWlBO, ynpaejienue puckamu e gbapM
Ipouseodcmee)

®denoros, Anekcannp ErrenpeBud. OcHoBsl GMP. IlpousBoacTBo nekapcTBeHHBIX cpeAcTB [Tekct] /
®denoroB Anekcannp ErenseBud. - Mocksa : ACUHKOM, 2012. - 576 c. : un. - bubauorp.: 569-571.
(ITpousBoacTBo JekapcTBeHHbIX cpeactB, GMP B ¢dapmanumn, KOHTPOJIb KauecTBa JIEKapCTBEHHBIX
CPEICTB, TOKyMEHTALUS B (hapMarium)

Hopmamueno-peznamenmupyroujue 00KymMeHnol:

1. OrpacneBoii cranmapt «KIMHUKO-d3KOHOMHYECKHE uccienoBanus. OOMIMe IMOJOKCHUSD
[[Ipukaz MunzapaBa P ot 27.05.2002 Ne 163 06 yTrBepkaeHHH oTpacieBoro cranaapra «KimHuko-
SKOHOMUYECKUE uccaegoBanusi. O6mmue nonoxenus» (Bmecte ¢ oct 91500.14.0001-2002)]

2. ®enepanbhblii 3akoH oT 12.04.2010 N 61-D3 (pen. ot 28.12.2017)

"O6 obpareHNH IeKapCTBEHHBIX CPEACTB";

3. Ilpukaz MunzapaBa Poccum ot 12.07.2017 N 4091 "OO yTBepKICHHH MOpsAIKa
(bopMHpOBaHUS PETHCTPALIMOHHOTO JOChE HA JIGKAPCTBEHHBIN MpenapaT U TpeOOBaHMH 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
IIPEJCTAaBICHNUS JTOKYMEHTOB, U3 KOTOPBIX (POPMUPYETCSI PEruCTPALMOHHOE JI0ChE Ha JIEKapCTBEHHBIN
mpernapar A8  MEAMLIMHCKOIO IPUMEHEHHS B LEISIX €ro TIoCyJapCTBEHHOW peructpauuun'.
(3apeructpuposano B Muntocte Poccuu 08.08.2017 N 47706);

4. Tlpukaz Ne959 u ot 13.12.2016 T «O0 yTBepKAeHUN KiIacCH(PUKANU U3MEHEHH, BHOCHMBIX
B JIOKYMEHTBI, COAEpXKallUecs B PETMCTPALMOHHOM JOChE Ha 3aperMCTPUPOBAHHBIN JIEKApCTBEHHBIN
npernapar sl MEIULUHCKOTO IPUMEHEHUS»;

5. ®enepanbHbiii 3akoH Ne 425-03 ot 28 nmekabps 2017 roga «O BHeceHUU HM3MEHEHHUH B
denepanbHbIN 3aKOHY;

6. Cornamenue o EnuHBIX NpUHOMIIAX M MpaBUiax OOpalleHHs JEKapCTBEHHBIX CPEACTB B
pamkax EBpazniickoro skoHOMHYECKOTo coro3a (3axitodeHo B I. Mocksa 23.12.2014 r);

7. Pemenune Cosera EBpasuiickoil skoHoMHuueckoi komuccuu ot 03.11.2016 Ne 78 «O npasuiiax
pErucTpalyy U SKCIEPTU3bI JIEKAPCTBEHHBIX CPEJCTB I MEAULIMHCKOTO IPUMEHEHUSY;

8. Pemenne CoBera EBpasmiickoif skoHomuueckoit komuccun ot 03.11.2016 N 85 "O6
yrBepkAeHuH [IpaBui npoBeaeHus HcciaeoBaHUN OMOAKBUBAIEHTHOCTH JIEKAPCTBEHHBIX IPENapaToB B
pamkax EBpaznuiickoro 5KOHOMHUYECKOTO cor03a";

9. Ilpuka3 MunznpaBa Poccum ot 21.09.2016 Ne 724n «OO yTBepkaAeHUM TpeOOBaHUN K
MHCTPYKLUU 110 MEJULIMHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHBIX IPENapaToBy.

10. Pemenne CoBera EBpasmiickoil skoHommueckoil komuccuum ot 03.11.2016 Ne 85 «O6
yrBepkaeHuu [IpaBui npoBeseHus ucciea0BaHUi OMOIKBHUBATIEHTHOCTH JICKAPCTBEHHBIX MPENapaToB B
pamMkax EBpa3uilcKoro 3KOHOMHUYECKOIO COK03a»

11. Penenne CoBera EBpaswmiickoil sxoHomuueckoir komuccuu ot 03.11.2016 Ne 88 «O6
YTBEPKACHUH TPeOOBaHUM K MHCTPYKIMH MO MEIUIIMHCKOMY IPUMEHEHHIO JIEKaPCTBEHHBIX IIPErnapaToB
1 0011ell XapaKTepUCTHKE JIEKaPCTBEHHBIX MPENapaToB Il MEAULIMHCKOTO IPUMEHEHHS.

12.TOCT P MHMCO 14155-2014. Hamumonaneusiii ctangapt Poccuiickont ®deneparnum.
Knunnueckue uccnenosanus. Hannexaias KIMHUYECKas IPaKTHKA.

13.TOCT P 52379-2005. Hammonaneubiii ctanmapt Poccuiickoit ®enepanuu. Hapnexamas
KJIMHUYECKasl PaKTHKa.

ba3wl 0llHHblx, uHd)opmauuonno-cnpaeounble U nouckKoeole cucmemol - I/IHTepHCT PECYpChI,
OTBCYAOIINEC TCMATHKC JUCHUILIMHBI, B TOM YHCJIC:
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1. MunuctepcTBo 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 3npaBooxpanenus http:// www.roszdravnadzor.ru/

4. MexxaynaponHas genepanus ¢papMaeBTUIECKIX MPOU3BOAUTENeH http://www.aipm.org/

5. CaliT rocy1apCTBEHHOI'O PEeCTpa JEKapCTBEHHBIX CpencTB. https://grls.rosminzdrav.ru/grls.aspx

6. Acconmanus Poccuiickux ¢apmaieBTH4ecKux npousBoauTesei http://www.arfp.ru/

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

8. Cerp E-LEK pmnsa pycckoroBopsimux crpan OTaella OCHOBHBIX JIEKAPCTB U JIEKAPCTBEHHOU
otk BO3: MUCKYCCHOHHBIN KITyO KIMHHYECKHX (DapMaKoiIoroB, HOBOCTH B OOJIACTH MPUMEHEHUS
JIEKapCTBEHHBIX CPEACTB. http://www.essentialdrugs.org/elek/

9. OurmanpHbIii caliT EBpazuiickoro "5KOHOMUYECKOTO coro3a http://www.eaeunion.org/

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

11. MeXXpeTnOHAIbHOC 00I1IeCTBO CIICHMATINCTOB JIOKa3aTeJIbHON MCIUIIMHBIL.
http://www.osdm.org/index.php

7. MaTepuajibHO-TeXHUYeCKasA 0a3a, MHPOPMAIIMOHHbIE TEXHOJOTHH, IPOTPAMMHOE
o0ecnieyeHre U MHPOPMAIMOHHBIE CIIPABOYHbIC CHCTEMBI

CeMHHapCKMe W TIPAKTHYECKHUE 3aHITHS TIPOBOJATCS B CHEIUAIM3HPOBAHHBIX yICOHBIX
ayJMTOPHUSAX, OCHAIICHHBIX HATJISJAHBIM MaTepUAIOM W JIMTEPATYpOH, HEOOXOJUMBIMH JUIS U3y4YCHHS
BOIIPOCOB JIUCIIUTUIMHBI: YTBEP)KICHHBIMA METOJMYECKAMHU YKa3aHUSMH, CICIHAIBLHOW IJUTEPATYPOM.
Kaxxapiii oOyuaromuiicss obecreueH JOCTYNOM K OMOIMOTEe4YHbIM (OHIaM akaaeMuu U Kadeapsl, ecTh
BO3MOXKHOCTh paboThl ¢ caiitamu BookUp, Consultantplus. Ha nexuumsix u 3aHATHSX HCHOIB3YETCS
MYyJIbTUMEAUNHBIA KOMIUIEKC (HOYTOYK, mpoekTop). HabGopbl Tabmuiy/mMyabTUMEIUWHBIX HATJISIIHBIX
MaTEPUAJIOB 10 PA3JIMYHBIM pa3jeiaM JUCIUTLIUHBL. J[J11 OCBOCHUS U 3aKPEIUICHHS OT/ACIBHBIX BOIIPOCOB
pa3paboTaHbl TECTOBBIC 3aJaHHSI 110 U3YYaEMbIM TEMaM.

OO0pa3oBarenbHBIE TEXHOJIOTHH — KOMMYHHKATHBHBIC TEXHOJIOTHH (OTPOC), HEUMHUTAIIHOHHBIC
TEXHOJIOTUH (JIEKIIUHU, 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 ITPOI'PAMMBI JAACIHUITINHBI
b1.B./IB.05.02 ®apmanepruueckas pa3paboTKa, HCCISIOBAHNE M PETHCTPAIIHS JIEKADCTBEHHBIX

OopenaparoB

Kon v HamMeHOBaHue HaNpaBJIeHUs! NOATOTOBKH, mpoguis: 33.05.01 ®apmanus
KBanupukauus (cTeneHb) BbIMyCKHUKA: [[poBU30p
®opma o0yuenusi: Ounas
®opmupyemasi(bie) KOMIeTeHUusi(1):
[IK-2 Cnocoben pemath 3amadyd Tpo(PECCHOHATBHON ACATENBHOCTH IPU OTIYCKE M peaTn3aluu
JIEKapCTBEHHBIX CPEACTB U TOBAPOB allTEYHOT'O aCCOPTUMEHTA
NATIK-2.1. TIpoBOoaUT TOBapOBEAYECKH aHAIM3 MEIUIMHCKUX H (DapMalleBTHUYECKUX TOBAapOB U
OpraHHU3yeT XpaHEHHE METUITMHCKUX U (DapMaIleBTHUYECKUX TOBAPOB.
O0beM n MecTO aucuUILIUHBI B cTpykType OITIOII BO:
JlucuuiauHa OTHOCUTCS YacTH, GopMUpyeMoil yyacTHHKaMu obpazoBaTenbHbix oTHomeHuit OIIOIT 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).
Conepxanue IMCUMILINHBI:

Pa3znenl. ['ocymapcTtBeHHass monuTHKa B cdepe MNPOM3BOJACTBA POCCHIICKHUX JI€KapCTBEHHBIX
[IpenapaToB.

1. ®apmarneBTryeckas pa3paboTKa — OT MOUCKA OMOJIOTHUECKH aKTUBHBIX BEIIECTB JI0 BHIBOAA HA
PBIHOK JICKApCTBEHHBIX MpernapaTtoB. VICTOpHS U MyTH CO3JaHUs JIEKAPCTBEHHBIX CpelcTB. PazpaboTka u
uccinenoanus HoBbIX JIC (Research & Development — R&D). [TarenTs! Ha nekapcta. OO11e cBeAeHUS
O MaTEeHTOBaHWH JIEKAPCTBEHHBIX MpernaparoB. TepaneBTudeckas, Ouonornueckas u gapmareBTudecKas
SKBUBAJIEHTHOCTH KaK KPUTEPHIl OLIEHKM KaueCTBa JIEKAPCTBEHHBIX IpenaparoB. 2. OCHOBHbBIE ACTIEKTHI
rOCyJapCTBEHHOTO PEryJMpOBaHUsl JAESITEIIbHOCTH OTEUECTBEHHBIX MPEANPUITHI-IIPOU3BOAUTENEH Ha
COBPEMEHHOM OJTame pa3BuTUA cdepsl oOpaleHus JieKapcTBEeHHBIX cpenctB. 3. [Ipuopurer
roCy/lapCTBEHHON TMOJUTHKH B OOJACTH JIEKApCTBEHHOTO OOecleyeHus: MOAJEpKKa OTE€YECTBEHHBIX
MIPOU3BOIUTEIIEHN JIEKAPCTBEHHBIX CPEJCTB.

Pa3nes 2. BriOop ekapCTBEHHBIX IIPENapaToB i pa3paboTKy.

1.MapkeTHHTOBbIe HCCIEAOBAaHUS, TMPEANISCTBYIOMINE BBHIOOPY JIEKAPCTBEHHBIX MpEnapaToB MAJis
paszpabotku. 2. PazpaboTka kputepreB 0TOOpa JEKapCTBEHHBIX MPEMapaToB I pa3padOTKH.
Pa3nen 3. ®apmanieBTrueckas pa3paboTka.

1. BBenenue B Teopuro ¢apmareBTUYECKON pa3paboTku. ITambl (PapMalleBTHYECKON pa3pabOTKHU.
TpeboBanus k CTpykType U 00beMy papMareBTHIecKkoil pa3paboTku. MeTtomoiorus pa3paboTKu HOBOTO
¥ BOCIIPOM3BEJICHHOTO JICKAPCTBEHHOTO Tpernapara. 2. Pa3paboTka TEXHOIOTHH CHHTE3a CyOCTaHIIMH Ha
cTanuu ¢apmaieBTUYECKON pa3paboTku. Pa3paboTka TEXHOJIOTHH CXeMbl OyAyIIero IMPOW3BOJICTBA.
TexHonmornueckoe o0opyaoBaHUe I mporiecca cuHTesa. 3. [lepeHoc TexHomoruu B hapmarieBTUIECKOn
pas3paboTke.

Pa3nen 4. Hapnexamas 1aboparopHasi mpakTHKa.
1. JloknmuHUYECKHe MCCIENOBaHMs JIEKapCTBEHHBIX TpemapaTtoB. Mcropus Bompoca. [Tonstue GLP kak
CHUCTEMBl HOpM, TIpaBWJI H YKa3aHWW, HANpaBICHHBIX HAa O00ECIeYeHWe COTIACOBAHHOCTH U
JIOCTOBEPHOCTH pPe3ylbTaTOB JabOpaTOpHBIX UccleqoBaHuii. 2. HopmaTwBHBIE TpPaBOBBIE aKTHI,
periiaMeHTHPYIONHEe JOKIMHUYECKHUE WCCIEAOBaHUS 0€30MacHOCTH M 3(P(GEKTUBHOCTH JIEKAPCTBEHHBIX
cpenctB B P®. 3. OObeM NOKIMHHYECKUX HCCICIOBAHUM [UIsl PETUCTPALMU BOCIPOHU3BEIACHHBIX U
OPUTHHAIIGHBIX  JICKAPCTBEHHBIX TperapaToB. [[aHWpoBaHWE JOKIMHHYECKOTO  HCCIIEIOBAHHUS,
COCTaBJICHHE MPOTOKOJA/IaHa uccienoBanus. 4. OOpaboTka JaHHBIX PE3YNbTATOB JOKIMHHYECKOTO
uccienoanus. CocraBieHue oTaera. KOHTpoOIb KauecTBa MPOBEICHUS JOKIMHUIESCKOTO UCCIICIOBAHHUS.

Pa3znen 5. Hagnexamas KIMHAYECKast IPAKTUKA.
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1. KiuHuueckue UCCIENOBaHMs: WCTOpUYECKass clpaBka. Poyib  KIMHUYECKMX MCCIEAO0BaHUMN
JIEKapCTBEHHBIX CPEJICTB B COBPEMEHHOH cHCTeMe OOEeCIEeUeHMsI KadyecTBa JIEKAPCTBEHHBIX CPEACTB.
ITonstue o GCP kak 0 MEXIyHapOAHBIX MpaBUaX CO3JAaHUS, BHEIAPEHUS U IIPOU3BOJCTBA HOBBIX
JIEKapCTBEHHBIX CcpeacTB. OCHOBHBIE HOPMAaTUBHO-IIPABOBBIE U METOJAMYECKUE JOKYMEHTHI 110 IPaBUIaM
KaueCTBEHHOW KJIMHUYECKOW MpakTUKU. 2. Llenu m BUABI KIMHUYECKUX HMCCIEIOBAaHUM JIEKAPCTBEHHBIX
cpeactB. MeTopl JIaHUPOBAaHUS U TpeOOBaHUS K 00bEMY KIMHUYECKHUX HCCIIEAOBAaHUM JIEKapCTBEHHBIX
cpeactB. 3. CTOPOHBI-yYaCTHUKH KJIMHUYECKUX HCCIEIOBAHUM, UX MpaBa M OOA3aHHOCTU. DTHUYECKHUE
acIeKThl IIPOBEACHUS KIMHUYECKUX HCCIEeNOBaHUN. DTHYecKHe MpoOIeMbl IPOBEIECHUS UCCIIEI0BAaHUII
Ha 0C000 YS3BUMBIX TPYIIAxX MAIMEHTOB (JI€TH W MOAPOCTKH, JKEHIIWHBI PENpPOTYKTHBHOTO BO3pacTa,
MOKWJIbIE JIOJU, TAllMEHThl B OECCO3HATENBHOM COCTOSHUU U 1p.). 4. Pa3paboTka JOKyMEeHTalUu AJs
KIMHUYECKUX wuccnenoBanuii. Ilpotokon wuccnemoBanuss u  Opomropa wuccinepoBatens u  CRF.
WudopmupoBaHHOE corjacue NalMeHTa M BeIEHUE MEPBUYHON MEIUIIMHCKON JOKYMEHTAallud B XOJe
uccienoBanus. Pa3zpaOoTka MHAMBUAYQJIBHOM  PETUCTPALMOHHOW  KapThl MpU  KIMHUYECKUX
HCCIIeIOBAaHMSIX JICKApCTBEHHBIX cpellcTB. IIpaBuia ee 3anosHenus, BHeceHHe u3MeHeHui. 5. O6paboTka
JAHHBIX KIMHUYECKUX HCCIEJ0BAaHUN JIEKapCTBEHHBIX cpeAcTB. CocTaBieHHE OTYETa 0 pe3ysibTaTam
KIIMHUYECKUX MCCIENOBAaHUMN JIEKapCTBEHHBIX cpeacTB. 6. KoHTposab 3a npoBeneHHMEM KIMHUYECKUX
UCCIIEIOBAaHUM  JIEKapCTBEHHbIX  cpeAcTB. IlpuHnmnbel  oOecriedeHus KayecTBa U IMOPSIOK
(GYHKLMOHMPOBAHUS CHCTEMbl MEHEDKMEHTa KauecTBa B HCCIEJOBATENbCKOM oOpraHuzanuu. 7.
VYnpasienne 6€30MacCHOCTBIO MTPH MPOBEACHUH KIMHUYECKUX UCCIIe0BaHU. TpeOoBaHUS K POBEICHHIO
¢dapmakonagzopa. IlocTMapkeTHHroBble HCCIEIOBaHMs JIEKAPCTBEHHBIX cpeacTB. HexenarenbHble
SIBJICHUS, IPEPHIBAHNE U OKOHYAHHE HUCCIIEI0OBAHMS, BBIXOJ] U3 UCCIICJOBAHMUS.

Pazgen 6. Pa3paboTka MHCTPYKIMII 10 MEAMLMHCKOMY TPUMEHEHHUIO JIEKapCTBEHHBIX
[IpenapaToB.
1. HopmatuBHO-nIpaBoBasi 0a3a, perylaMEHTHUPYIOLas COCTaBJIECHUE MHCTPYKIMM A MEIUIIMHCKOTO
IIPUMEHEHHUsl JIeKapCTBEHHOro mpenapara. 2. OCHOBHblEe 00s3aTeNbHBIE pa3/Aeibl HWHCTPYKIUHU IS
MEIULUHCKOTO NMPUMEHEHUs JIEKapCTBEHHOro mnpemnapara. MHpopMalmoHHble UCTOYHUKU HaroJIHEHUS
paznenoB  UMMIIL. 3. MWHcrpykuusa mjis  MEOUIIMHCKOTO TPUMEHEHUsS Ha OPUTUHAIBHBIA U
BOCIIPOU3BEICHHBIH JIEKapCTBEHHbIE MTPENapaThl (CXOACTBA U PA3IUUNSA).
4. Mexnaynapoausie TpeboBanus k MMII (OOmas xapakTepUCTHKE JEKapCTBEHHOTO Mpernapara s
MEIULUHCKOTO MPUMEHEHHUS U JIUCTOK - BKJIAJIBIII).

Paspnen 7. Perucrpanus nekapCTBEHHBIX IIPENApaTOB.
1. HopmatuBHO-nipaBoBast 0a3a, perjlaMeHTUpPYIOLIas HKCHEePTH3y M PErHCTPallio JEKapCTBEHHBIX
cpenctB B Poccuiickoit ®enepauuu. I[IpaBuia u mOpsSAOK perucTpalyy JEKapCTBEHHBIX CPEICTB. 2.
@®opMUpOBaHUE PETUCTPALIMOHHOIO JOChe Ha JIEKAPCTBEHHOE CpeacTBO. OCHOBHBIE TpeOOBaHUS
npenbsBiasieMble K 00beMy M OQOPMIIEHHIO JOKYMEHTAIlMM pPETHUCTPALMOHHOIO J0ChE, BHECEHHUS
U3MEHEHHH B PETUCTPALlMOHHOE J0ChE 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 MexIyHapoIHON
rapMOHM3alUU OoOpallleHusl JeKapCTBEHHbIX cpeAcTB B pamkax EBpA3DC. TpeOoBaHHUS K 3KCHEpTU3E U
peructpaunu B EBpA3DC.
®opMbI NPOMEKYTOYHON ATTECTALMH:

<1>0pMa HpOMC)ICYTOqHOﬁ arTeCTaliui B COOTBETCTBHUHU C y‘-IC6HBIM IIJIaHOM — 3a4C€T.
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