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Mpuka3 MunsgpaBa P® ot 24.08.2017 N 558H — O6 yTBepxxaeHUun
NMpaBun npoBeaeHUA IKCNEePTU3bI NIEKapPCTBEHHbIX CPeAcTB ANA
MeAULMHCKOro NpMMeHeHUs1 U 0COBEHHOCTU 3KCNEPTU3bl OTAENbHbIX
BUAOB NleKapCTBEHHbIX NpenapaToB AN MeAULUMHCKOro NpMMeHeHus
(pethepeHTHbIX NeKapcTBeHHbIX NpenapaTtoB, BOCNPOU3BeAeHHbIX
NeKapCcTBEeHHbIX NpenapaToB, OMONOrMYecKnX fieKapCcTBEeHHbIX
npenapartoB, buoaHanoroBbIx (6MoNoAoO6HbLIX) NeKapCTBEHHbIX
npenapaTtoB (bMoaHanoros), romeonaTM4eCcKux rieKapCTBeHHbIX
npenapaToB, JIeKapCTBEHHbIX pacTUTENbHbLIX NpenapaTtoB, KOMOMHaLMUK
NeKapCcTBEHHbIX NpenapaToB), hOpM 3aKNOYeHUMN KOMUCCUN IKCNEPTOB
— OencrtByowan nepBas peaakumsa — 3apeructpmposaHo B MuHiocte PO
18.12.2017 N 49287 — Hauyano gencreusa gokymeHta 01.01.2018

B cooTtBeTcTBUM C YacTbio 12 ctatbkh 16 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6
obpaleHnn nekapcTBeHHbIx cpeacTB” (CobpaHne 3akoHogaTenbcTBa Poccunickon ®eagepaumm, 2010, N 16,
cT. 1815; 2013, N 48, cT1. 6165; 2014, N 52, c1. 7540) n noanyHkTtom 5.2.145 lMonoxeHnss o MuHucTepcTee
3apaBooxpaHeHnst Poccunckon depepaumm, yTBEPXKAEHHOIO noctaHoBrneHnem MNpasutensctea Poccuinckom
depepauum ot 19 mioHsa 2012 r. N 608 (CobpaHue 3akoHogaTenscTBa Poccuickon ®egepaumn, 2012, N 26,
cT. 3526; 2013, N 16, cT. 1970; N 20, cT. 2477; N 22, c1. 2812; N 45, cT1. 5822; 2014, N 12, c1. 1296; N 26,
cT. 3577; N 30, ct. 4307; N 37, cT1. 4969; 2015, N 2, c1. 491; N 12, cT. 1763; N 23, c1. 3333; 2016, N 2, cT.
325; N9, cT. 1268; N 27, cT. 4497; N 28, cT. 4741; N 34, cT. 5255; N 49, cT1. 6922; 2017, N 7, c1. 1066; N 33,
cT. 5202), npukasbliBato:

1. YTBEPAUTD:

MpaBuna nNpoBedeHWs 3KCMEepPTU3bl NEeKapCTBEHHbIX CPEeACTB ANnA MeOWULUMHCKOTO MNpPUMEHeHuUs |
0COBEHHOCTU 9KCNepTU3bl OTAENbHbLIX BUAOB NEeKapCTBEHHbIX NpenapaToB AN MeauLMHCKOro NpuMeHeHus
(pedepeHTHbIX  NeKapCTBEHHbIX  NpenapaToB, BOCMNPOU3BEOEHHbIX  JIeKapCTBEHHbIX  MpenapaTos,
GUoNoOrMyYecknx nekapcTBeHHbIX NpenapaToB, GMoaHanoroBbix (61MONOA0GHLIX) NEeKapCTBEHHbIX NpenapaTos
(6uoaHanoroe), romMeonaTUYeckMX JEKapCTBEHHbIX MPEnapaToB, JIeKapCTBEHHbIX  pacTUTENbHbIX
npenapaTtoB, KOMGUHALIMIA NekapCTBEHHBIX NpenapaToB) cornacHo npunoxenuto N 1;

OpMY  3aKMIOYEHUA  KOMUCCUWM  SKCMEePTOB MO  pesynbTatam  9KCNepTu3bl  [JOKYMEHTOB,
npeacTaBrneHHbIX AN onpeaeneHns BO3MOXHOCTM paccMaTpuBaTb eKapCTBEHHbIM npenapart  Aans
MEOULIMHCKOrO NMPUMEHEHNA MPW OCYLLECTBNEHUMN FOCYOdapCTBEHHOW pernctpauum B kadectse opdaHHOro
nekapcTBEHHOro npenapaTa, cornacHo npunoxenuto N 2;

dopMy 3aKMYEHUA KOMUCCMU IKCMEPTOB MO pes3yfibTataM 3KCNepTu3bl MpeasioKeHHbIX MEeTOL4OB
KOHTPOMNS KayecTBa JIEKApPCTBEHHOIO CpeacTBa M KayecTBa NpeAcTaBlieHHbIX 00pasuoB NeKapCTBEHHOro
cpeactBa C WUCMOMb30BaHWEM 3TUX METOAOB, 3KCMEPTU3bl OTHOLUEHUS OXMAAEMOW MOSb3bl COrMacHo
npunoxeHno N 3;

OpMY 3aKMHYEHNS KOMUCCUW IKCTIEPTOB MO pe3yrbTaTam 9KCnepTM3bl KayecTBa dpapMaLeBTUYeCKoM
cyGCcTaHumMM, Npon3BeeHHON ANa peanuaaumm, cornacHo npunoxexuio N 4;

dopMy 3aKMIOYEHNSA KOMUCCUMN 3KCMEPTOB MO pesynbTaTaM 3KCNepTu3bl 4OKYMEHTOB ANS MOnyYeHus
paspeLleHns Ha NpoBeAeHne KNMHUYECKOro UccrneaoBaHns NekapCTBEHHOMo npenapara Ans MeauLUHCKOro
npuMeHeHus corrnacHo npunoxeHunto N 5.

2. MpusHaTb yTpaTUBLLUMMM CUITY:

npukasd MuHMCTepcTBa 34paBOOXpaHEHMS U coumnanbHoro passutus Poccuiickon ®epepauun ot 26
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aBrycta 2010 r. N 750H "O6 yTBepxaeHUn npaBusl NPOBEAEHUSA IKCMEPTU3bI NIEKAPCTBEHHbLIX CPeaCTB AN
MEOMLMHCKOTO  MPUMEHEHMS U1 (POpPMbl  3aK/OYEHMS  KOMUCCUM  3KCnepToB"  (3aperncTpympoBaH
MwuHucTepcTBoM tocTnumm Poccunckon ®egepaumm 31 asrycta 2010 r., permctpaumnoHHsin N 18315);

npukas MuHucTepcTBa 3gpasooxpaHeHns Poccuickon depepaumm ot 13 gekabpsa 2012 r. N 1041+ "O
BHECEHUM M3MeHeHUn B npukad MuHUCTepCTBa 34paBOOXPaHEHMSI U COLManbHOrO pa3sutus Poccumnckom
depepaumn ot 26 aerycta 2010 r. N 750H "O6 yTBepXgeHWM nNpaBui NPOBEAEHMST 3KCNEPTU3b
neKkapCTBeHHbIX CpeAcTB AN MeAMUMHCKOro MpuMMeHeHus U hopMbl 3aKMiovYeHUs KOMUCCUM 3KcnepTos”
(3apeructpupoBaH MuHuctepctBom toctuuum  Poccuiickon  ®epepaumm 10 anpena 2013 r,
permctpaumoHHbein N 28082);

npuka3 MuHucTepcTBa 3apaBooxpaHeHusi Poccunckon ®epepaumm ot 3 anpensa 2014 r. N 1521 "O
BHECEHNM U3MEHEHWU B HeKoTopble npukasdbl MUHUCTEpPCTBA 30paBOOXPAHEHNS U COLMANbHOMO pasBUTKSA
Poccuinckon ®epepaumm n MuHuctepctsa 3gpasooxpaHeHus Poccurickon ®egepauun” (3apernctpnpoBaH
MuHucTepcTBom tocTuumm Poccuinckon ®egepauun 10 uoHa 2014 1., pernctpaumnoHHsii N 32648).

3. HacTtoqawmn npukas sctynaet B cuny ¢ 1 aHBaps 2018 roga.

Mpunoxenune N 1 k npukady MuHsgpasa P® ot 24.08.2017 N 558H

MpaBuna npoBeaeHUs1 IKCNEePTU3bI NNEeKapCTBEHHbIX CPeACTB AN
MeaULMHCKOro NpUMEeHEeHNs N 0COGEHHOCTU 3KCNEepPTU3bl OTAESNbHbIX
BMAOB JIeKapCTBEHHbIX NpenapaToB AN MeAULIMHCKOro NpUMeHeHus

(pedepeHTHbIX NekapCTBEeHHbIX NpenapaToB, BOCNPOn3BeAeHHbIX

neKapcTBeHHbIX NpenapaToB, GMONOrMYeCcKUX fieKapCTBEHHbIX
npenaparoB, 6uoaHanoroBbIX (6MONOAOOGHLIX) SIeKAPCTBEHHbIX
npenapaTtoB (0MoaHanoros), romeonaTU4eCcKux rieKapCTBeHHbIX
npenapartoB, NNeKapCTBEHHbIX pacTUTENbHbIX NpenapaToB, KOMOMHaLMK
JFleKapCTBEHHbIX NpenapaToB)

. OOwme nonoxeHus

1. Hactoswme [paBuna onpegensioT TpeboBaHWs K Mpoueaype MPOBeAeHNs 3IKCnepTu3bl
nekapcTBEHHbIX CpeAcTB AN MeOMLUMHCKOrO MNpUMEHeHus (ganee - rekapCTBeHHble cpeacTsa) U
0COBEHHOCTUN 3KCNepTU3bl OTAENbHbIX BUOOB fIeKapCTBEHHbIX NpenapaToB AN MeAWLMHCKOrO NpUMeHeHus
(pedbepeHTHbIX  neKkapCTBEHHbIX  MpenapaToB,  BOCNPOM3BEAEHHbIX  JIeKapCTBEHHbIX  Npenaparos,
Buonormyecknx nekapcTBeHHbIX NpenapaTos, buoaHanorosbIX (6MonogobHbIX) NeKapCTBEHHbIX NpenapaTos
(bnoaHanoroB), roMeonaTU4eCKNxX feKapCTBEHHbIX MpenapaToB, JIEKapCTBEHHbIX  PaCTUTENbHbIX
npenapaToB, KOMBUHaLMM nekapCTBEHHbIX MpenapaToB (Janee cooTBeTCTBEHHO - [paBuna, akcneptusa
nekapcTBeHHbIX CPeaCcTB, fleKapCTBEHHbIE npenaparsl).

2. DkcnepTur3a NekapCcTBEHHbIX CPeACcTB NPOBOAMTCA dedeparnbHbiM roCy4apCTBEHHbIM GHOOKETHBIM
yypexageHmeMm "HayuyHbli LEHTP 93KCnepTusbl Cpeacts MeaUMUMHCKOro npumMeHeHns" MuHucTepcTBa
3apaBooxpaHeHnst Poccunckon ®Pepgepaumnm <1> (ganee - akCnepTHOE yupexaeHne) Ha OCHOBaHUM 3adaHunst
MwuHncTepcTBa 3gpaBooxpaHeHust Poccurickon ®epepaumn (ganee - MUHUCTEPCTBO) M OCHOBLIBAETCS Ha
npuvHUMNax 3akoHHOCTU, cObnogeHnsa npae n cBOOOA YeroBeka M rpaxgaHuHa, npas PUANYECKOro nuua,
HE3aBMCMMOCTU 3KCnepTa, OOBEKTMBHOCTU, BCECTOPOHHOCTM M MOSIHOTbI MCCrefoBaHWA, NMPOBOAUMBIX C
NCNONb30BaHNEM COBPEMEHHbIX AOCTVXKEHUA HAYKN U TEXHUKU, OTBETCTBEHHOCTU 3KCMEPTHOMO yupexaeHus

21329


http://disuria.ru/

Mpuka3 MuHsgpasa P® ot 24.08.2017 N 558+ — O6 yTBepxaeHun MpaBun NnpoBeAeHUst 3KCNePTU3bl NIeKapCTBEHHbIX CPeACTB Ans
MEAMNLMHCKOro MPUMEHEHUS 1 OCOBEHHOCTH 3KCMEPTU3bl OTAEMbHLIX BUAOB NEKapCTBEHHbIX NpenapaTos Ans MeauLMHCKOro
npuMeHeHns (peepeHTHbIX NeKapCTBEHHbIX MPenapaToB, BOCNPOM3BEAEHHbIX NTEKAPCTBEHHbIX NpenapaTos, Grnonornyecknx
riekapCTBeHHbIX nNpenapaTtoB, GuoaHanorosbix (61MONOAOGHbIX) NEKAPCTBEHHBIX NpenapaToB (buoaHanoros), romeonaTU4YecKux
neKapCTBEHHbIX Npenaparos, NleKapCTBEHHbIX PacTUTENbHbIX NpenapaTos, KOMOMHALMI NekapCTBEHHbIX NpenapaTos),popm

3aKIMYEHNIA KOMUCCUK 3KCnepToB — [lencTByOLWan nepBasi pefakumsa — 3apermctpyupoBaHo B MuHtocte PO 18.12.2017 N 49287 —

Havano gencteua gokymeHta 01.01.2018

M 3KCNepToB 3a npoBegeHmne n Ka4eCTtBo 3KCNepTu3hbl.

<1> Crtatba 15 ®epepanbHoro 3akoHa oT 12 anpens 2010 r. N 61-®3 "O6 ob6paweHum
nekapcTBeHHbIX cpeacts” (CobpaHue 3akoHopaTensctBa Poccuinckon depepaumm, 2010, N 16, ct. 1815;
2016, N 27, cT. 4283) (nanee - ®egepanbHbiit 3akoH oT 12 anpens 2010 r. N 61-3).

3. 3KCI'IepTl/I3a JIeKapCTBEHHbIX CpeaCTB BKIMHOYAET B cebsi:

1) 3KCNepTM3y [OKYMEHTOB, MNPEACTaBMEHHbIX ANs OnpeaerieHnsi BO3MOXHOCTU paccMaTpuBaTb
NeKkapCTBEHHbIN npenapaT AN MEAUMLMHCKOrO MPUMEHEHUS MPU  OCYLLECTBMEHUU FOCYAAPCTBEHHON
perucTpaLmu B ka4ecTse opdaHHOro NiekapCTBEHHOTO Npenapara;

2) 3KCMepTU3y MpPeanoXeHHbIX METOAO0B KOHTPOMA KauyecTBa NeKapCTBEHHOro CpeacTBa M KadecTsa
npeacTaBrneHHbIXx 06pasLoB NEeKapcTBEHHOTO CPeacTBa C MCMOMb30BaHMEM 9TWX MeTo[oB (Oanee -
3KCMepTU3a KayecTsa NekapCcTBEHHOro CPeacTsa);

3) aKcnepTu3y OTHOLLEHUS OXMOAeMOoW MOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEeKapCTBEHHOTO
npenapara.

4. DKkcnepTn3a NekapCTBEHHbIX CPeACTB MPOBOAUTCA B COOTBETCTBMM C BblAaHHbIM MUHMCTEPCTBOM
3aJaHneM KOMWCCUEeN IKCMepToB, COCTOALLEN U3 Tpex n bonee 3KCMepToB, HA3HAYEHHbIX PyKOBOAMTENEM
3KCMEePTHOrO yupexaeHus (ganee - KOMUCCUS 9KCNepPTOB).

B coctaB komuccum 3KCNepToB NO peLleHUd PyKoBOAUTENA 3KCNEPTHOro y4dpexneHunAa MoryTt ObITb
BKITHOYEHbI B Ka4eCTB€e 3KCMNepToB nnua, He pa60Tal0Lu,|/|e B 3KCNEepTHOM y4pexaeHuu, ecriin nx cneymarnbHble
3HaHUA Heobxoaumbl Ans npoesefeHna 3KCNepTnuabl N Takne 3KCnepTbl OTCYTCTBYKOT B JA@HHOM 3KCMNEepTHOM
yypexaoeHunn.

PyKOBOﬂVITeJ'Ib OKCNEePTHOro y4pexaeHusa obecneunBaet npoeegeHne 3KCnepTusbl NeKapCTBEHHbIX
cpencTs B COOTBETCTBUM C BblAAHHBIM MI/IHI/ICTepCTBOM 3agaHuem.

5. npl/l npoBeaeHnn 3KCNepTu3bl NEKAPCTBEHHbIX CPEeACTB 3KCNEepT HE MOXEeT HaxoguTbCA B Kakoun-
nnbo 3aBUCUMMOCTM OT fnua, Ha3Ha4YMBLLETO 3Ty 3KCNepTunay, pa3pa60THV|Ka NIeKapCTBEHHOro cpencrtea unn
APYrnx 3aMHTepecoBaHHbIX B pe3yJibTaTax 3KCnepTu3bl J11L,.

B cny4yae ecnun J3KCcnepty W3BECTHbI obcToaTenbLCTBA, npenAaTcTBywOlwne ero npuBlevYeHno K
npoeefeHnto  3KCnepTusbl nnmbéo He nosBonsoLne emMy cobnogaTtb npuHUMnbl ee npoBeneHus,
YCTaHOBJ1IE€HHbIE NYHKTOM 2 HacToAWwmnxX I'IpaBMn, KCnepT coobLiaeT 06 YKa3aHHOM obcTosATENBLCTBE
PYKOBOOAUTENO 3KCMNEPTHOIO y4peXxaeHus.

6. Mepen Havarnom NpoBeaeHWst SKCNEPTM3bl NTIEKAPCTBEHHbLIX CPEeACTB NMPOBOAMTCA OpraHU3auMoHHoe
3acefaHne KOMWUCCUWM  3KCMEepPTOB, KOTOpoe OdOpMIISIETCS MPOTOKOSNIOM, MOAMUCHIBAEMbIM — BCEMU
3KCMepTaMm, U Ha KOTOPOM 3KCMepThl:

1) n3GupaloT NpeaceaaTens KOMUCCUN 3KCMEPTOB U ee OTBETCTBEHHOIO CeKpeTaps;

2) onpenensioT NopsAok paboTel KOMUCCUM SKCMEPTOB U MPUHSTUS €10 PELLEHMWIA;

3) onpedensioT OCHOBHble HanpaBneHus paboTbl 9KCMepToB, a Takke MNOpPSAOK U YCnoBus
opraHusaLmm paboTkl 3KCNepToB.;

4) yTBEpXKOaloT KaneHZapHbli nnaH paboTbl KOMWUCCUM IKCMEPTOB MCXOAs M3 CpoKa MpOBeAeHus
9KCMEepTU3bl NIEKAPCTBEHHOTO CPeaCTBa.

7. I'Ipe/J,ce/J,aTenb KOMWUCCUUN 3KCNEPTOB:
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1) npoBoAuT 3acedaHnA KOMUCCUKN SKCNMEPTOB 1 noanncbiBaeT NPOTOKOSIbl AaHHbIX 3acefaHun;

2) KOHTPONUPYET BLINOMHEHNE JKCNepTamy, BXOOSLUMMW B COCTaB KOMMUCCUM, MNfiaHa paboTbl
KOMUCCUW SKCNEPTOB U MPUHUMAET PELLEHNSI O BHECEHWN B HETO M3MEHEHWUI UCXOAs M3 CpoKa NpoBefeHus
9KCMEepTU3bl NIEKapCTBEHHOTO CPeACTBa;

3) dopmupyeT, npu HeoBGXOoOMMOCTM, IKCMEepPTHblEe TPyMMnbl B COCTABE KOMMUCCUM 3KCMEPTOB MO
OCHOBHbIM HanpaBfeHWsIM 3KCNepPTU3bl NIeKapCTBEHHOroO CPeacTBa;

4) npefcraBnseT PyKOBOOUTESIO 3KCMEPTHOIO YYPEXAEHUS YTBEPXAEHHbIE HA 3aceaHUAX KOMUCCUM
3KCNepToB NpeanoxeHnsa ob n3amMeHeHUN ee coctaBa, NopsiAka paboTbl KOMUCCUM IKCMIEPTOB U NPUHATUS €10
peLueHun.

8. OTBETCTBEHHDIN CeKpeTapb KOMNCCUWN SKCNEPTOB:

1) opraHu3dyeT npoBefeHWe 3acedaHuii KOMUCCUM 3SKCMEPTOB M OOPMISET MPOTOKOMbl AaHHbIX
3acefaHum;

2) nogrotaeBnueBaeT And pPacCMOTpPeHUA Ha 3aceaHndaxX KOMUCCUU  3KCMepToB MNoCcTynmBLlnE
npennoxeHna 00 M3MeHeHUn ee cocTaBa, nopsaaka pa6OTbI KOMUCCUN SKCNEPTOB U NMPUHATUA €10 peLueHvu7|;

3) o606LaeT MHEHMSA U BbIBOObI SKCNEPTOB MO pe3ynbTaTtaM 3KCNepTu3bl NeKapCTBEHHOIO CPeacTBa U
obecneunBaeT NOArOTOBKY 3aKMOYEHUS KOMUCCUN SKCNEPTOB.

9. SKCﬂepT npu npoBegeHnn nopyquHon €My pykoBoAgUTENEM 3KCNEePTHOro y4dpexxaeHnd 3KCnepTu3bl
NeKapCTBEHHOIo cpeacTea 006s13aH:

1) npoBecTV MOMHOEe WCCredoBaHWe MpPeAcTaBrneHHbIX eMy OObLeKToB, MaTepuanos, [AaTtb
060CHOBaHHOE M 06BEKTUBHOE 3aKMioUeHue Mo NOoCTaBMeHHbIM nepen HUM Bonpocam U MOTUBMPOBaHHOE
3aKMOYeHMe O HEeBO3MOXHOCTM MPOBEAEHUss WM  3KCMepTUsbl NEeKapCcTBEHHOTrO CpeacTBa, ecnu
nocTaBreHHble BOMPOCH! BbIXOAAT 3a Npedenbl creuuanbHbIX 3HaHWI aKkcnepTa, 06beKTbl UCCNea0BaHNn 1
maTepuanbl HenpurodHbl UMM HeJOCTaTOYHbI ANS MPOBEAEHUss UCCMNeaoBaHWn M Oayu 3akniodeHus nmbo
COBPEMEHHbI YpOBEHb Pa3BUTUSA HAYKWN He NO3BONAET OTBETUTb Ha NocTaBreHHbIe BONpPOCh;

2) caMOCTOSITENbHO OLEHMBAaTb pe3ysibTaTbl UCCIeOOBaHWi, MOMyYeHHble UM JIMYHO U APYrMMun
aKCMepTaMm, OTBETCTBEHHO 1 TOMHO hOPMYNMPOBaTh BbIBOAbLI B MPeaenax CBoei KOMNeTeHLUu;

3) He pasdrnawaTtb CBeOeHUA, KOTOopble CTalin eMy MU3BECTHbl B CBA3M C npoBefeHUNeM 3KCNepTU3bl
NekapCTBEeHHOro cpencrtBa, a TakKkKe cBefeHUA, COoCTaBldAuwmne rocygapCrBeHHY, KOMMEep4YeCKyro Unu
MHYHK OXpaHAEMYH 3aKOHOM Tal7|Hy;

4) cobntogaTb YCTaHOBMEHHbIE CPOKM U MOPSAOK MPOBEAEHNSI SKCNEPTU3bI;
5) o6ecneunTb CoOXpaHHOCTb NPeACTaBEHHbIX OO BLEKTOB MCCNEAOBAHUA N MaTepuarnos.
10. OKcnepT He BrpaBge:

1) npoBoAUTbL 3KCMepTU3y NEeKapCTBEHHOro CpeacTBa MNo obpalleHuMo HemnocpeacTBEHHO K HeMy
opraHmsaunn unm omsnyeckmx nuu;

2) caMoCTosATENbHO COOMpaTh MaTepuarbl A5l TPOBEAEHUSI 9KCNEPTU3bI NTEKAapCTBEHHOTO CPEACTBa;
3) NpoBOAUTL 3KCMEPTU3Y NeKapCTBEHHOro CpeacTBa B Ka4ecTBe HEroCcy4apCTBEHHOMO aKcnepTa.

11. I'Ip|/| npoesegeHnn 3KCnepTu3bl N1IeKapCTBEeHHbIX CPeaCcTB HEe OOMYyCKaeTCA VICTpe6OBaTb y nuua, no
3aABJIEHNIO KOTOPOIo MVIHVICTepCTBOM BblJAaHO 3adaHune Ha npoBeeHune 3KCNepTu3bl JeKapCTBEHHbIX
cpencTs, nnbo MHbIX NN mMaTtepuarnbl, HeobxoauMble Ans npoBeaeHnAa 3KCnepTuabl.

413 29


http://disuria.ru/

Mpuka3 MuHsgpasa P® o1 24.08.2017 N 558H — O6 yTBepxaeHumn MpaBun npoBedeHnst SKCNepTu3bl NekapCTBEeHHbIX CPeacTB A
MEeOMLIMHCKOrO NPMMEHEHUs 1 OCOBEHHOCTU 3KCNEPTU3bl OTAEMNbHBIX BUOOB NIEKAPCTBEHHbIX NpenapaToB Anst MeAULMHCKOro
npumMeHeHnst (pedepeHTHbIX NEKAPCTBEHHBIX NpenapaToB, BOCNPOU3BEAEHHbIX NEeKapCTBEHHbIX NpenapaToB, G1onornyecknx
NnekapcTBEHHbIX NpenapaTtos, 6ruoaHanoroebIx (6MonNogobHbIX) NekapcTBEHHbIX NpenapaToB (6MoaHanoros), romeonaTU4ecknx
nekapCTBEHHbIX NpenapaToB, fIeKapCTBEHHbIX PacTUTENbHbIX NpenapaToB, KOMOMHALWIA NekapCTBEHHbIX NpenapaTos),hopM

3aKIMYEHNIA KOMUCCUK 3KCnepToB — [lencTByOLWan nepBasi pefakumsa — 3apermctpyupoBaHo B MuHtocte PO 18.12.2017 N 49287 —

Havano gencteua gokymeHta 01.01.2018

B cnyyae HegoCTaTOYHOCTV MpPeACTaBMEHHbIX ANS Oayy 3aKMYEeHUs MaTepuarnoB 3KCMepT CTaBuT
BOMPOC O MpeAcCTaBfieHNM €My HeoOXOAMMBbIX MaTepuarnoB neped PYKOBOAMTENIEM 3KCMEPTHOro
yuYpeXxaeHusi, KOTopblii obpalllaeTcs C COOTBETCTBYHOLMUM 3anpocoM B MUHUCTEpCTBO <2>.

<2> Yactb 4 cratbum 16 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 (CobpaHue
3akoHogatenbcTBa Poccunckon degepauum, 2010, N 16, ct. 1815; 2013, N 48, cT. 6165; 2014, cT. 52, cT.
7540).

12. B cnyyae HeoGXoAMMOCTM 3KCMEpPT BMpaBe XO4aTanWCTBOBaTb B MUCbMEHHOW ¢hopme nepen
pykoBoguUTeNEeM JKCNEPTHOro y4ypexneHua O npueriedeHun K npoBeneHuto 3KCNepTusbl NeKapCTBEHHOIo
CpeAcTBa ApYrmMx 3KCNepToB.

13. Kaxabln akcnepT, BXOASALMA B COCTaB KOMWCCUM 3IKCMEpTOB, KOTOPOM MOPYYEHO npoBeaeHue
3KCMNepTM3bl JIeKApCTBEHHOINO CPEACTBa, HE3aBUCMMO W CaMOCTOSATENbHO NPOBOAUT WUCCHEeAOBaHUS,
oueHuBaeT pesynbTaTbl, NOMYYEHHblE UM JFIMYHO U APYrMMW 3KcnepTamn, U dopmynupyeT BbiBOAbI
OTHOCUTEIBbHO MOCTaBIIEHHbLIX BOMPOCOB B Npegesiax CBOMX cneumanbHbIX 3HaHWNA.

14. OKcnepThl, BXOAsLWME B COCTAB KOMUCCUM SKCNEPTOB, NpeaynpexanarnTcsa o6 OTBETCTBEHHOCTU B
COOTBETCTBMM C 3akoHogaTenbCTBOM Poccuiickorn ®efepauum 3a fady 3aknioveHus, coaepkallero
HeoBoCHOBaHHLIe 1 (Mnn) hanbcnnunpoBaHHbIe BbIBOAbLI, O YEM OHW 4AKOT NOAMMUCKY.

15. PesynbTaTbl 3KCNepTu3bl JIEKAPCTBEHHOIO cpeacTBa OhOPMMAAKTCA 3aKMHOYEHNMEM KOMMUCCUN MO
COOTBETCTBYIOLLEN hOPME, YTBEPKOEHHOM HACTOSILLIMM MPUKA30M (Janee - 3akro4yeHune).

16. BbiBOAbI 9KCNepToB, coaepXallneca B 3aKnoy4eHUn, OOJDKHbI OblTb OAHO3HAYHbLIMU, MOHATHLIMU,
Hay4HO 00OCHOBaAHHbLIMW CO CChINIKAMW Ha CBEAEHUS U OaHHble, OI'Iy6J'IMKOBaHHbIe B cneunann3npoBaHHbIX
nevyaTHbIX N3gaHUAX.

17. 3aknoyeHne noanucbiBaeTcsl npeacedaTernieM, OTBETCTBEHHbIM CEKpeTapeM U OcCTallbHbIMM
YrieHamy KOMWCCUM 3KCMEPTOB C yKasaHWEM CBOEN AOIMKHOCTW, dhaMunuv, UMEHW, oTyecTBa (NocrnegHee
npy Hanuuuu). Kaxgasa cTpaHvua 3akmioyeHus HymepyeTcs U 3aBepsieTcss MOAMUCHI0 OTBETCTBEHHOro
cekpeTapsi KOMUCCUW SKCMEePTOB. BHeceHne nsmeHeHuin B 3akmnioveHne He OonycKaeTcs.

18. YUneH kommccum 3KCNepToB B Crlydae Hecornacua C BbiIBOOAMU 3KCNepTU3bl JieKapCTBEHHOro
cpeacrtea, U3NOXEeHHbIMU B 3aKnk4YeHun, n3naraet cBoe MHeHune B NMNCbMEeHHOM Buae C oboCHOBaHNeM
NPUYNH TaKoro Hecornacusa.

,uOKyMeHT, B KOTOPOM W3NOXEeHO MHeHWe J3KCnepTa, HecornacHoro C BbiBOAaMW 3KCNepTusbl,
npunaraeTca K 3aKrn4eHnto 1 ABndeTcqd ero HEOTBLEMIIEMOM HYaCTbHO.

19. [oKyMeHTbl, MOCTYNMBLUME B 3KCMEPTHOE YupexnaeHWe Ans NPOBEdEHUs  3KCMepTu3bl
nekapcTBEHHOrO CpeacTBa, nognexart Bo3Bpaty B MWHUCTEPCTBO OOHOBPEMEHHO C 3aKIOYEHUSIMM,
MONyYEeHHbIMW MO pe3yribTaTaM COOTBETCTBYIOLLMX 3KCNepPTN3. HopmMaTuBHas AOKYMEHTAUMS, MHCTPYKUMSA MO
NMPUMEHEHMWIO NEeKapCTBEHHOrO NpenapaTa, MakeTbl MEPBUYHON M BTOPMYHOW YNaKoOBOK nogsiexaT Bo3BpaTy
Ha BymMaxHOM HocuTerne.

K 3akntoyeHuto no pe3ynbTataM 3KCNepTu3bl Ka4vecCcTBa JIEKapCTBEHHOIo CcCpencTBa npunarakoTcAa
NPOTOKONbl NpOBeAEHHbIX B XO04€e OaHHON QKCNEePTU3bI ncenegoBaHuin (VICﬂbITaHVII7I).

20. B cnyyasx HepoctaToyHOM OBGOCHOBAHHOCTM WMNIM HEMOSHOTbI 3aKITHYEHUS, HanMMuMs B HEM
NPOTMBOPEYMBBIX AaHHbIX, hanbcuduKaumm BbIBOOOB SKCMEPTU3bI JIEKAPCTBEHHOTO CPEACTBA, COKPbITUS OT
MwuHncTepcTBa OCHOBaHWMIA Afsi OTBOAA 3KCMepTa BCMEACTBME €ro 3auHTEPECOBaAHHOCTU B pesyrbTaTtax
COOTBeTCTByIOLIJ.eVI 3KCI‘IepTI/I3bI, Hannynga gaHHbIX O I'IpﬂMOM J'II/I6O KOCBEHHOM BMeLllaTesibCTBE B I'IpOLI.GCC
COOTBeTCTByIOLIJ,eVI 3KCI'IepTI/I3bI vy, He yLIaCTByFOLIJ,I/IX B ee I'IpOBe,lJ,eHI/II/I, HO OKa3aBLKMX BJIIMAHUE Ha
npouecc W pesynbTaTbl ee npoBedeHus, MuWHUCTEPCTBOM HasHayaeTCcss MOBTOpHasi 3JKcnepTu3a
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JNeKapCTBEHHOro cpeacrea.

[MoBTOpHas aKcnepTu3a neKkapCTBEHHOTO CpeacTBa NpoBOAUTCA B MOpPsSdKe, YCTAHOBIEHHOM
HacToswmMm [paBunamu, ¢ y4eTom pesynbTaToB paHee NPpOBeAEHHOWN 3KCNepTU3bl B CPOK, YCTaHOBMEHHbIN
MuHUCTEPCTBOM U He npeBblwalowmn Tpuauatm paboumx AHen CcO AHA MOMyYeHust 3KCNepTHbIM
yypexgeHuem 3ajaHus Ha npoBeAeHne NOBTOPHOW 3KCNEePTU3bl NEKapCTBEHHOIo cpeacTaa.

21. YckopeHHas npoueaypa 9KCrnepTm3bl NeKapCTBEHHbIX CPEACTB NPUMEHSETCS B OTHOLLEHUN:
1) opdaHHbIX NekapCTBEHHbIX NpenapaTos.;

2) nepBbIX TPeX NekapcTBEHHbIX NpenapaTos, perncTpupyemolx B Poccuiickon ®efepalmm B kKayectse
BOCMPOW3BEAEHHbIX NEKAPCTBEHHbLIX NpenapaToB, 04epegHOCTb KOTOPbLIX ONpeaensieTca B COOTBETCTBMU C
HOMEpPOM M JAaTOW BXOOALMX 3asBMEHUA O rOCyJapCTBEHHOW peructpaunv nekapCTBEHHbIX NpenapaToB B
paMKkax OOHOr0 MEXAYHapOAHOro HenaTeHTOBAaHHOIO HaVMMEHOBAaHWsl NEKapCTBEHHOrO Mpenapata Wmu
rPynnNMpPOBOYHOIO HAMMEHOBaHUS NeKapCTBEHHOTO Npenapara;

3) NeKapCTBEHHbIX npenapartos, npeaHasHa4eHHbIX UCKINMKYNTETNBbHO ana npuMeHeHnaA
HeCOBepLUEeHHONETHUMU rpaXxgaHaMu.

22. YcKopeHHasl npouedypa 9KCnepTusbl NEeKapCTBEHHbIX CPeACTB B LENsX rocyAapCTBEHHOW
perucTpaumm ieKapCcTBEHHbIX MPenapaToB He NPMMEHSETCS B OTHOLLEHWUN:

1) 6BuoaHanoroBbix (6MONOAOBHLIX) NeKapCTBEHHbIX NpenapaTos (buoaHanoros);

2) pedepeHTHbIX JeKapCTBEHHbIX MpenapaToB (3a WCKIOMEHMEM OpdaHHbIX JIEKapCTBEHHbIX
npenapaToB);

3) BOoCnpon3BeeHHbIX NIEKAPCTBEHHbIX NpenapaToB (3a UCKIIOYEHNEM MEPBbLIX TPEX PErUCTPUPYEMbIX
B Poccuiickont ®efepaumnn B ka4ecTBe BOCMPOU3BEAEHHbBIX NEKapCTBEHHbIX NpenapaToB U NlekapCTBEHHbIX
npenapaToB, NpeAHa3HaYeHHbIX UCKMIOYUTENBHO At MPUMEHEHWS HECOBEPLLEHHONETHUMI rpaxxgaHamu);

4) HOBbIX KOMGUHALIMIA 3aPErMCTPUPOBAHHBIX paHee NiekapCTBEHHbIX NMPenapaTos;

5) nekapcTBEHHbIX MpenapaToB, 3aperucTpUpPOBaHHbIX paHee, HO MPOU3BEAEHHbIX B APYrux
NeKkapcTBeHHbIX (hopMax B COOTBETCTBUM C MEPEYHEM HAVMEHOBAHWI NEKapCTBEHHLIX (DOPM W B HOBOWA
[O3MPOBKE.

23. YckopeHHas npouedypa 9SKCNepTu3bl NeKapCTBEHHbIX CPEACTB MNPOBOAUTCS  3KCMEPTHBIM
yypexgeHnem B CpOK, YCTaHOBMEHHbIM MWHMCTEPCTBOM B 3agaHuWM Ha MpPOBEAEHUE TaKOW IKCMEpPTU3bI,
yCTaHaBnMBaeMbIl C y4eTOM CregyoLmx CPOKOB <3>:

<3> Yactb 3 ctaTtbn 26 PepepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-03.

1) aKkcnepTn3a 4OKYMEHTOB, COAEPKaLLMXCS B PErMCTPALMOHHOM JOChe Ha fleKapCTBEHHbIN npenapar,
MPOBOAUTCS B CPOK, HE NMPEeBbILaOLLMIA AecATU pabounx gHen;

2) aKcnepTM3a KayecTBa NeKapCTBEHHOIO CPeACTBa M 3KCTMepTM3a OTHOLLEHUS OXWOaeMoMn Momnb3bl K
BO3MOXHOMY PUCKY MPVMMEHEHUS] NeKapCTBEHHOro npenaparta MNpoBOAATCA B CPOK, He MpeBbiluatoLuii
LLIECTMAECATU pabounX OHEN.

Il. 9KcnepTU3a AOKYMEHTOB, NpeAcTaBlieHHbIX ANSA onpeaeneHuns
BO3MOXHOCTM paccMaTpuBaTh JIeKapCTBEHHbIN NnpenaparT B KayecTBe
opdaHHOro fneKapcTBeHHOro npenapara

6 13 29


http://disuria.ru/

Mpuka3 MuHsgpasa P® o1 24.08.2017 N 558H — O6 yTBepxaeHumn MpaBun npoBedeHnst SKCNepTu3bl NekapCTBEeHHbIX CPeacTB A
MEeOMLIMHCKOrO NPMMEHEHUs 1 OCOBEHHOCTU 3KCNEPTU3bl OTAEMNbHBIX BUOOB NIEKAPCTBEHHbIX NpenapaToB Anst MeAULMHCKOro
npumMeHeHnst (pedepeHTHbIX NEKAPCTBEHHBIX NpenapaToB, BOCNPOU3BEAEHHbIX NEeKapCTBEHHbIX NpenapaToB, G1onornyecknx

NnekapcTBEHHbIX NpenapaTtos, 6ruoaHanoroebIx (6MonNogobHbIX) NekapcTBEHHbIX NpenapaToB (6MoaHanoros), romeonaTU4ecknx
nekapCTBEHHbIX NpenapaToB, fIeKapCTBEHHbIX PacTUTENbHbIX NpenapaToB, KOMOMHALWIA NekapCTBEHHbIX NpenapaTos),hopM
3aKIMYEHNIA KOMUCCUK 3KCnepToB — [lencTByOLWan nepBasi pefakumsa — 3apermctpyupoBaHo B MuHtocte PO 18.12.2017 N 49287 —
Havano gencteua gokymeHta 01.01.2018

24. 3kcnepTu3a OOKYMEHTOB, MpeACTaBfieHHbIX ANs onpedeneHus BO3MOXHOCTM paccmaTpuBaTb
rniekapcTBeHHbI MpenapaT B kavyecTBe opdhaHHOro NnekapCTBEHHOro npenaparta, COCTaBfieHVWe KOMUCCUEWn
SKCNEePTOB 3aKM4YeHNs O BO3MOXHOCTU UMM HEBO3MOXHOCTM paccMaTpvBaTh NeKapCTBEHHbIN npenapaT B
kavecTBe opdhaHHOro NekapCTBEHHOro mpenapaTta W HanpasneHWe AaHHOro 3aknioyveHus B MuHmucTepcteo
OCYLLECTBMAITCA B CPOK, He MNpeBbllaloWwuin Tpuguatm paboumx OHeW CO AHS MOSydYeHUs 3KCNEepPTHbIM
yupexgeHuem 3agaHus MuHucTepcTBa 1 B 3NEKTPOHHON hopMe ninn Ha ByMaxHbIX HOCUTENSX CrieayoLmx
OOKYMEHTOB:

1) 3asBMNEHUs1 O rocyaapCTBEHHON perucTpauumn NIekapcTBEHHOro npenaparta B 3/1eKTPOHHON dhopmMe U
Ha ByMa)KHOM HocuTene;

2) KONMMM JOKYMEHTa Ha PYCCKOM si3blke, 3aBEPEHHON B NOPSAKE, YCTAHOBIEHHOM 3aKOHO4ATENbCTBOM
Poccuiickon ®epepaunn, nogTeepXaaloLLero MNpaBOMOYHOCTb 3asiBUTENsa noJaBaTb 3asiBNEHWE O
rocyiapCTBEHHOM perncTpaumm nekapCTBEHHOrO npenapara (4OBEPEHHOCTb);

3) npoekTa NHCTPYKUnn no meguumHCKoOMy npuMeHeHUKo JNiekapCTBeHHOro npenapara <4>;

<4> TNyHKT 5 yacTtu 4 ctaTtbmn 18 ®enepansHoro 3akoHa ot 12 anpens 2010 r. N 61-d3.

4) MHCTPYKUMKN N0 MEeOUUMNHCKOMY MPUMEHEHUID WUnn KpaTKOVI XapaKTepuctukmn nexkapcTtBeHHOro
npenaparta, yTBepXXaeHHbIX B CTpaHe Npon3BOOUTENA,

5) konMu OOKYMEHTOB, 3aBEepeHHbIX B MOpsake, YCTaHOBNEHHOM 3akoHoaaTenbCTBOM Poccuiickon
depepauunn, noATBepKOAAOWMX (hakT permcTpaumMnm nekapCTBEHHOro Mnpenapata B MHOCTPaHHbIX
rocyapcreax B ka4yecTse oppaHHOro nekapcTBEHHOro npenapara;

6) OoT4eTOB O pesynbTaTax KIMHUYECKUX WCCMNedoBaHWin neKkapcTBEeHHOro npenapaTta Ans
MEINLMHCKOTO NPUMEHEHUs <5>,

<5>Yactb 7 ctaTtbn 18 PepepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-93.

25. Mpu NpoBeAeHUN IKCNepTU3bl AOKYMEHTOB, NPeACTaBfeHHbIX ONA OnpeaeneHnst BO3MOXHOCTU
paccMaTpuBaTh fekapCTBEHHbIN Npenapar B KayecTBe opdpaHHOro IeKapcTBEHHOro npenapaTa, aKkcnepTHas
OLIeHKa [I0KYMEHTOB 1 (DOPMYNMPOBaHME BLIBOOOB OCYLLIECTBSAIOTCSA C YY4ETOM CreayoLmX KpUTepues:

1) Hanu4une 3aboneBaHUsl, NPY KOTOPOM MITAHMPYETCS NPUMEHSITL paccMaTPUBaEMbIN NleKapCTBEHHbIN
npenapart, B MepeyvyHe >XU3HEYrpoXaloWmUX W XPOHWYECKUX Mporpeccupyownx peakux (opdaHHbIX)
3860ﬂeBaHVIl7I, npnBoAALLNX K COKpaLWEeHU NpPpoAOJIDKUTEINTIbHOCTU KXU3HW TpaXaaH Uuin unx MHBarimgHoOCTU
<6>;

<6> lloctaHoBneHue [MpaButenbctBa Poccuiickon dPepepauumn ot 26 anpena 2012 r. N 403 "O
nopsigke BedeHus depepanbHOro perncrpa nuy, CTpafalolmx XKU3HEYTPOXaWMMU U XPOHUYECKUMU
nporpeccupylowummn  pegkummn  (opdpaHHbIMKM)  3aboneBaHuAMK,  MPUBOAALMMM K COKpaLLEHUHo
NPOAOIPKUTENBHOCTM XU3HWN TPaX4aH UM MX MHBAaNMAHOCTW, U ero permoHanbHoro cermeHta" (CobpaHue
3akoHogartenbcTBa Poccuiickon ®epepauun, 2012, N 19, c1. 2428; 2012, N 37, cT. 5002).

2) obnacTbto NPUMEHEHUsT FIEKAPCTBEHHOrO npenapara sBASATCA AMarHOCTUKa U (Mnu) neyeHue
XU3HEYIpOXatoLero nnmn XpoHN4YeCckoro nporpeccupytoero pegkoro (opcpaHHoro) sabonesaHus;

3) 000CHOBaHNe nporpamMmmbl  KINMNMHNYECKNX nccnegoBaHum JNIEKapCTBEHHOIoO npenaparta, BKI4Yad
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npoBoAasiwmecs 1 (Mnu) nrnaHupyemble KNMHUYecKUe CcrneaoBaHusl NekapCTBEHHOro npenaparta B KayecTBe
OpaHHOrO NIeKapCTBEHHOIO NpenapaTa;

4) HannuMe pe3ynbTaToB KIMHNYECKMX NCCreoBaHNI fiekapCTBEHHbIX NpenapaTtoB, BbIMOMHEHHbIX 3a
npegenamu Poccuickon degepaunm 1 COOTBETCTBYIOLWMX NpaBuiaM Hagnexalwlen KnMHUYeCKOW NPakTuKu
<7>, B cnyyae, ecnuM MpOU3BOACTBO JleKapCTBEHHOro MpenapaTta ocylwecTBnsgeTca 3a npegenamm
Poccunckon degepaumu;

<7> lNpwukas MuHucTepcTBa 3gpasooxpaHeHns Poccuiickon ®eagepauun ot 1 anpensa 2016 r. N 200H
"O6 yTBepXOeHWM npaBun Hagnexaiwlen KriMHu4Yeckon npaktukn" (3apernctpupoBaH MuHUCTEPCTBOM
tocTnummn Poccuickon ®egepauun 23 asrycta 2016 r., pernctpaumnoHHbin N 43357).

5) Hanuune pernctpauum (paspelleHus NPYMEHEHUS)) NeKapCTBEHHOro npenaparta B MHOCTPaHHbIX
rocygapcTeax B kayecTBe opchaHHOro fiekapCTBEHHOro npenapaTa;

6) obocHOoBaHME pelleHus 3asBUTENS O NPeacCTaBNEeHNN 3asiBNIEHNS O BO3MOXHOCTM paccMaTpuBaThb
neKapCcTBEHHbIN NpenapaT B kKadecTBe opdaHHOro fiekapCTBEHHOrO nNpenapara.

26. Mo pesynbTaTtaM 3KCMepTU3bl [OKYMEHTOB, MpeAcTaBMeHHbIX ANA onpeaeneHnst BO3MOXHOCTU
paccmaTtpvBaTb JIEKapCTBEHHbI TMpenapaT B KayecTBe OpgpaHHOro JleKapCTBEHHOrO npenapaTta
obopMIIsieTCs 3akntoyeHre Nno opme cornacHo npunoxeHuto N 2 k HacTosILLLEMY NPpUKasy.

lll. 9kcnepTn3a KayecTBa NeKapCTBEHHOrO cpeACcTBa U 3KCnepTu3a
OTHOLLUEHMA 0XMAAeMOM NMoJib3bl K BO3MOXHOMY PUCKY NPUMEHEHUA
JfleKapCTBEHHOro npenaparta ansa MeauLUHCKOro npumMeHeHus

27. JKcnepTusa kayecTBa JIekapCTBEHHOMO CPEACTBA M IKCMepTU3a OTHOLLEHUS! 0XKnaaeMon nonb3bl K
BO3MOXXHOMY PUCKY TMNPUMEHEHUSI JEKApCTBEHHOrO npenapaTa Ans  MEeAUUMHCKOTO  NpUMEHEeHMs,
COCTaBIIEHME KOMMUCCUSIMM 3KCMEPTOB 3aKMYeHU Mo pesynbTaTtaM MpPOBEAEHHbIX 3KCMepTu3 U
HanpaBrieHne 3TUX 3akroveHnin B MUHUCTEPCTBO OCYLLECTBIIAIOTCSA B CPOK, HE NMPEeBbILaloLWLMiA cTa OecATy
pabounx OHeil Co OHA MOMy4YeHUs SKCMEepPTHbIM yupexaeHuem 3adaHus MuHucTepcTBa U [OOKYMEHTOB,
COCTaBNAOLWNX PEMMCTPALMOHHOE [OChE Ha NeKapCTBeHHbIN npenapaT <8>.

<8> Cratba 18 depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-d3 (CobpaHue 3akoHogaTenbcTBa
Poccuiickon ®enepauum, 2010, N 16, cT. 1815; 2013, N 48, cT. 6165; 2014, N 52, c1. 7540).

28. B TeyeHve peBAHOCTA OHENW CO [AHA nNonyyvyeHus peweHuss MuHuWCTepcTBa O nNpoBedeHum
3KCMepTu3, NPeayCMOTPEHHbIX NYHKTOM 27 Hactoswmx [pasun, 3asBuTens NpeacTtaBnseT B 3KCNepTHoe
yypexaeHue Ans npoBefeHWst 9KCMepTu3bl KadyecTBa iekapCTBEHHOro cpeacTBa obpasubl NekapCTBEHHOro
npenapaTta Ang MeauLUMHCKOro MpUMeEHEHUs, Npou3BeAEeHHOro B COOTBETCTBMM C TpeboBaHMSAMU OMbITHO-
MPOMbILLNIEHHOTO U (MNM) NPOMBILLNIEHHOTO PEerfiaMeHToB, YTBEPXKAEHHbIX PyKOBOAMTENeM Npou3BoauTens
rnieKkapCTBEHHbIX CPEACTB, a TakkKe B COOTBETCTBYIOLUMX Clyyasx obpasupl dhapMaueBTuyeckon cybctaHumu,
TecT-lWTaMMa MWKPOOPraHM3MOB, KyfbTypbl KNeTok, obpasubl BellecTB, MPUMEHSIEMbIX AOfs KOHTPONs
KavecTBa NeKapCTBEHHOro CpeAcTBa NyTeM CpaBHEHUS C HUMW UCCNeayeMoro nekapcTBeHHOro CpeacTsa, B
KonunyecTBax, Heo6XxoAMMbIX Arsi BOCNPOU3BEAESHNS MeTOA0B KOHTPOMS KavecTsa.

an/I nony4vyeHun 06pa3u,os NleKapCTBEHHOIro npenaparta 3KCnepTHoe ydpexaeHune BbladaeT 3adaBUTENO
OOKYMEHT, nomaepmarou.l,wﬁ nony4yeHune ykas3aHHbIX 06p83LI,OB, N B CPOK, He I'IpeBbILLIaI'OLLI,MI7I Tpex pa6oq|/|x
OHen, yBegoMIAEeT B SﬂeKTpOHHOVI cbopme nnn Ha 6yMa)KHOM HocuTene o6 sTom MI/IHI/ICTepCTBO.

29. YKasaHHble B nyHKTe 28 Hactoswmx [MpaBun cpok Ons npeacTaBneHust 3asBuTeneM o0pasuos
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NekapCTBeHHOro npenaparta U CpPoK yBeAOMIIEHUA 3KCMEepPTHbIM Yy4pexaeHnem 006 3TOM Ha 6yMa)KHOM
HocuTtene MVIHVICTepCTBa He BKJTHOHAKOTCA B CPOK MnpoBeAeHndA 3KCnepTns, npeyCMOTPEHHbIX NYHKTOM 27
HacToAWnx rlpaBl/IJ'I.

30. MNpun noaTBEPXAEHWM TFOCYAApPCTBEHHOW perncrTpauun rekapCTBEHHOro npenapaTa aKcneptuaa
OTHOLUEHUSI OXMOAeMOW Mofb3bl K BO3MOXHOMY PWUCKY MPUMEHEHUS TfekapCcTBEHHOro npenaparta
NMPOBOANTCSH Ha OCHOBaHWM Pe3yrnbTaToB MOHWUTOPUHra apdekTMBHOCTM 1 6e30MacHOCTU NeKapCTBEHHOIO
npenapaTta, NPoOBOAMMOro  JdepxaTeneMm unu  BragenbueM  perucTpaumMoHHOro  yAOCTOBEPEHUS
nekapcTBEHHOro npenapata nMbo YNOMHOMOYEHHBIM UMW OpUaANYECKUM NuLoM, a Takke PeaepanbHomn
cnyxbov no Hagsopy B cdpepe 30paBOOXpPaHeHMS B COOTBETCTBMM C TpeboBaHuAMM cTatbu 64
depepanbHoro 3akoHa ot 12 anpens 2010 r. N 61-03.

31. 3kcnepTnsa OTHOLIEHUS OXMOAEMOWN MOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEKAaPCTBEHHOIO
npenapata B LUensx NOATBEPXAEHUS TOCYOApPCTBEHHOW perncrpaumm nekapCTBEHHOro npenapata
NPOBOAMTCS KOMUCCUEN IKCMEPTOB IKCMEPTHOrO yuypexaeHust B CPOK, He NpeBbILIAOLMIA COpoka paboumnx
OHEeMn CO [OHA NOMyyYeHUsa IKCMEepPTHbIM  yupexaeHuem 3ajaHuss MuHucTepctBa W [OOKYMEHTOB,
nepeyncneHHbIx B YacTax 3, 4 ctaten 29 ®epfepansHoro 3akoHa ot 12 anpens 2010 r. N 61-03.

32. OkcnepTusa nekapcTBEHHbIX CPEACTB B YACTM IKCNEPTU3bl KavyecTBa fIeKapCTBEHHOro CpeacTea u
(Mnn) aKkcnepTu3bl OTHOLLUEHWUS OXWOAeMOW MOMb3bl K BO3MOXHOMY PUCKY NPUMEHEHWs NeKapCTBEHHOro
npenaparta npoBognUTCA B criydae BHeCeHUdA N3MEHEHNN B OOKYMEHTbI, cogepxallineca B permctpauMoOHHOM
O0Cbe Ha 3aperMcTpMpoBaHHbIN NIEKapCTBEHHbIN NpenapaT, B OTHOLUEHUN:

1) cBegeHuin, yKkaszaHHbIX B UHCTPYKLUN MO MEeAULIMHCKOMY NMPUMEHEHUIO NeKkapCTBEHHOro npenapaTta
<9>:

’

<9> lNyHkT 1 yacTtu 2 ctatbmn 30 PenepansHoro 3akoHa oT 12 anpens 2010 r. N 61-d3.
2) cocTaBa NekapCTBEHHOrO npenapara A58 MeanUMHCKOro NPUMEHEHNS;
3) N3amMeHeHMs MecTa NPON3BOACTBA NEKAapCTBEHHOMO npenapaTa ans MeguuUHCKOro NpUMEHEeHUs;

4) N3MEHEHNA nokasaTenemn ka4yecTea JNIeKapCTBEHHOro npenapara anda MmeamunHCKOro npuMeHeHna m
(I/U'IVI) MEeTOJO0B KOHTPOJIA Ka4eCTBa JiIeKapCTBEHHOro npenaparta ansa MmeamumHCKoro npuMeHeHuns,;

5) nsmMeHeHUsi cpoka roAHOCTU JieKapCTBEHHOro npenapaTa A/l MeaULMHCKOTro NPpUMEHEHWS;

6) cBegeHWi O HEoOOXOOAMMOCTU BHECEHMSI WHBLIX M3MEHEHUM B WHCTPYKUMIO MO MeOULMHCKOMY
NPUMEHEHUIO NeKapCTBEHHOro Mpenapata, a Takke B WHble [OKYMEHTbl, cofepXalivecs B
perucTpaumMoHHOM [0Cbe Ha 3aperncTpyMpOBaHHLIN NEKApCTBEHHLIN Mpenapat, B COOTBETCTBUM C
yTBEpXAeHHOW MUHUCTEPCTBOM Knaccudukaumen N3aMeHeHnn, BHOCUMBIX B OOKYMEHTbI, COAepXallnecs B
perucTpaumMoHHOM [OCbe€ Ha 3aperncTpyMpoBaHHbIA NEKapCTBEHHbIM MpenapaTt And  MeauuMHCKOro
npumMmeHeHns <10>.

<10> lpukas MuHucTepcTBa 3apaBooxpaHeHust Poccunckon degepaumm ot 13 gekabps 2016 r. N
959+ "O6 yTBepXOEeHWM Knaccudukaumm WU3MEHEHWA, BHOCMMbIX B [AOKYMEHThI, coAepxalmecs B
perncTpaumMoHHOM [OCbe€ Ha 3aperucTpyMpoBaHHbIA NEKapCTBEHHbIM MpenapaTt And  MeauuMHCKOro
npumeHeHns" (3apernctpupoBaH MwuHucTepcTBoM tocTuumm Poccuiickon ®epepauun 9 aHeapsa 2017 r.,
perncTpaunoHHbin N 45123).

33. OkcnepTu3a KayecTBa feKapCTBEHHOrO CpeAcTBa U (MnM) IKCNepTM3a OTHOLUEHWUS OXuAaemown

NoJib3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA NnekKapCTBeHHOro npenapata B Uendax BHEeCeHUA M3MEHEHNN B
OOKYMEeHTbl, coaepxawumeca B pernctpaumoHHOM OOCbe Ha 3apeFMCTpI/IpOBaHHbIl71 .I'IeKapCTBeHHbIVI
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npenapaT, NPOBOAWUTCS KOMMWCCUMEN 3IKCMEPTOB IKCMEPTHOIO YYPEXKOEHUS B CPOK, He MpeBbillaloLLni
cemumaecaTn pabounx OHeW CO OHSA MOSMyYeHWst 3KCMEPTHbIM yuypexaeHvem 3agaHunst MuHuctepctBa
OOKYMEHTOB, nepevmncrieHHbix B Yacth 1 ctatbn 30 PepgepanbHoro 3akoHa ot 12 anpenst 2010 r. N 61-93.

34. OnpepeneHne B3aMMO3aMEHSIEMOCTM JIeKApCTBEHHOrO npernapata Ang  MeguuuHCKOro
NMPUMEHEHMST B pamMKax 3KCNepTM3bl KadecTBa NeKapCTBEHHOrO cpeacTBa M (MIM) SKCNepPTU3bl OTHOLLEHUS
OXWOAEeMOW Momnb3bl K BO3MOXHOMY PUCKY MPUMMEHEHMS NIEKapCTBEHHOrO Mnpenaparta OCyLLecTBrsieTcs B
COOTBETCTBMU C nocTaHoBneHvem lMpaeuTtenbcTBa Poccuiickon ®Pepepaumm ot 28 oktsopsa 2015 r. N 1154
"O nopsgke OnNpedeneHnss B3auUMO3aMEHSIEMOCTM JIEKAPCTBEHHbIX MpenapaToB ANnNd  MegUUMHCKOro
npumeHeHus" (Cobpanune 3akoHopgaTensctBa Poccuiickon Pepgepaumm, 2015, N 45, c1. 6248).

35. Mo pesynbTaTtam 9KCMepTU3bl KayecTBa MeKapCTBEHHOTO CPeACTBa, 3KCNepTM3bl OTHOLUEHUS
o>|<v|p,ae|v|0|7| Nonb3bl K BO3MOXHOMY PUCKY NPpUMEHEeHUA JNneKapCTBeHHOro npenaparta gna mMeaunuuHCKOro
npuMeHeHus1, ohopMIseTcs 3aknoyeHre no opme cornacHo npunoxeruto N 3 kK HacTodLwemy npukasy.

BblBOOblI 3KCMEPTOB O B3aWMO3aMEHSIEMOCTW WM HEB3aMMO3aMEHSIEMOCTU  FleKapCTBEHHOTO
npenapara, coenaHHble B pesynbTaTe 3TOro cpaBHeHMs!, 0POPMIIAIOTCS B BUAE MPUNOXKEHWS K 3aKIIOYEHUH0,
0chopMIIIEMOrO B COOTBETCTBUU C NpunoxkeHnem N 3 k HacTosILLeMY NpuKasy.

36. [okyMeHTbl, NOCTYyNUBLUME B 3KCMEPTHOE y4ypexaeHue [ONnd NpoBedeHus  IKCNepTus,
npegycmoTpeHHble nyHktamu 27, 30, 33 Hactoawmx [pasBun, nognexart Bos3spaty B MUWHUCTEPCTBO
O[HOBPEMEHHO C 3aKIMYEHUAMU, NONYyYEHHbIMM NO pesynbTaTaM COOTBETCTBYIOLLUX IKCNEPTUS.

IV. 9kcnepTtnsa kayecTBa hapmMaLeBTUYECKON CyOCTaHLUN,
nponsBeAeHHOWU ANnA peanusauum

37. OkcnepTusa kadvecTBa chapmaleBTUYeckon cyGcTaHUMKU, Npou3BedeHHOW [Ons peanusauuu,
COCTaBIlEHME KOMWCCUEN SKCMEPTOB 3aksiovyeHus Nno dopme cornacHo npunoxeHuto N 4 Kk HacTosiemy
npukasy no peayrbTaTam 3TOW 3KCMepTU3bl U ero HanpasneHne B MMHUCTEPCTBO OCYLLECTBNAOTCS B CPOK,
He MpeBbIAWNIA WecTUaecAT pabounx OHeN Co OHS MONyYeHUsl IKCMEPTHLbIM yuYpeXaeHWeM 3afdaHust
MuHKUCTepCTBa U CneayoLmX JOKYMEHTOB:

1) KonuW NUUEH3NN Ha NPOWM3BOACTBO FEKapCTBEHHbIX cpeAcTB <11> uMnM KoMuMU 3akmoveHus o
COOTBETCTBMM  MPOM3BOOAUTENSA  NEKApCTBEHHbIX Ccpeacts  TpeboBaHMsaM  npaBun  Hagnexailewn
NPON3BOACTBEHHOM NPAKTUKM <12>, BblAaHHble MUHUCTEPCTBOM NPOMbILLIIEHHOCTU 1 TOproenun Poccuninckon
denepauuu, B criyyae, ecrnv npousBOACTBO NeKapCTBEHHOro npenapaTta ocyllectenseTrcs B Poccuiickon
depepaumu;

<11> ToctaHoBnenne [NpaButensctBa Poccuiickon Pegepauum ot 6 mona 2012 r. N 686 "O6
yTBEpXAeHUN TloNoXeHus O INULEH3NPOBaHMU MNPOU3BOACTBA JlekapCTBeHHbIX cpeacTts” (CobpaHue
3akoHogaTtenbcTBa Poccuiickon ®enepauun, 2012, N 29, c1. 4116; 2013, N 16, cT. 1970).

<12> lMocrtaHoBneHune lNpaButensctBa Poccunckon depepaumm ot 3 gekabpsa 2015 r. N 1314 "O6
onpeneneHn COOTBETCTBUS NPOU3BOAMTENEN NEKapCTBEHHbIX CpeacTB TpeboBaHMsAM NpaBun Haanexatlemn
npoussoacTeeHHon npaktukn" (CobpaHne 3akoHopaTenbctBa Poccuickon ®epepaunn, 2015, N 50, cr.
7165).

2) KOMWUK BblgaHHOM YNOJTHOMOYEHHbLIM OpraHoM CTpaHbl Npou3BoaANTENA NMMUEH3NN Ha NpoOn3BOACTBO
NekapCTBeHHOro cpeacrtea M ee nepesoga Ha pyCCKMIZ A3bIK, 3aBepeHHbIX B nopsanke, yCtaHOBJIEHHOM
3akoHogaTenbCcTBOM Poccuiickon d>ep,epauvw|, N KOMUM 3aKrr4yYeHuna O COOTBEeTCTBMU npoun3soaunTend
NeKapCTBEHHbIX CpeacTB Tpe6OBaHl/IFIM npasun Hagnexawen FIpOVI3BO}J,CTBeHHOl7I NPaKTuKn, BblOaHHOIo
MVIHVICTepCTBOM NPOMBbILLUITIEHHOCTU U TOPIroBJIN Poccuiickon q)eﬂ,epaLl,VIVI, B Cliy4ae, ecin npom3soacTBO
JIEKapCTBEHHOIO CcpencTBa OCYLLECTBIIAETCA 3a npenenamMmum Poccuiickon (Dep,epau,mw;
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3) oOKyMeHTa, cogep)Kallero ceejeHms o papmaLeBTUYeckon cybcTaHumm <13>,

<13> lNyHkT 3 yacTtu 2 ctatbun 34 GenepansHoro 3akoHa oT 12 anpensa 2010 r. N 61-3.

38. B TeuyeHne nsaATHaguatM paboumx OHEM CcOo OHA nonydeHust peleHns MwuHucTepcTBa O
HanpaBneHWM B  3KCMNEPTHOE y4ypexaeHve 3ajaHus Ha MpoBedeHWe  3KCMepTM3bl  KavecTBa
dapmaueBTUYeckon cybcTaHuMM, MpPOU3BEAEHHOW [ONsi peanu3auun, 3asBUTeNnb MpeactaBnsieT B
3KCMNepTHOE yypexaeHne ans npoBefeHns JaHHOW 3KenepTmabl obpasubl dhapmMaleBTnYeckon cybctaHumm B
KonnyecTtBe, HeOOXoANMMOM Arsi BOCNPON3BEAEHNS METOA0B KOHTPOSS KayecTBa.

OKCnepTHOE  yypexaeHne npu  nonyyvyeHunm  obpasuoB  dapmaueBTMYeckon  cybcTaHuumnm,
npovsBefeHHOW AN peanusauuy, BblaaeT 3asBUTENIO [OKYMEHT, NOATBEPXKAANLLMN MNOofyyeHne 3Tux
06pasLoB, U B CPOK, HE NpeBbIIALWNA Tpex pabounx AHen, yBeAOMNSET B 3NIEKTPOHHOWN UIN MUCBLMEHHOW
dopme 06 3ToM MuHMCTEPCTBO.

Cpok ansa npefacraBneHns 3asiBuTenemM obpasuosB dapmaueBTUYeckon cybecTaHumm, NnponsseaeHHon
ONS peanusaumu, u CPOK yBeJOMIIEHUS IKCNEPTHBIM yupexaeHvem 06 atom MuHncTepcTBa He BKIOYaloTCs
B CPOK MpOBeAeHWs 3KCMepTu3bl KadyecTBa apmaueBTUyeckon cybcTaHuuu, npou3BedeHHOW Ansg
peanusauuu.

39. [oKyMeHTbl, MOCTYNUBLUME B 3KCMEPTHOE YYpeXAeHWe AONns NpPOBEOEHUs 3KCMepTU3bl KayecTBa
drapmaLieBTMHECKON CyOCcTaHUMW, NPOM3BEAEHHOW ANs peanusauuu, nognexaT Bo3BpaTy B MuHucCTepcTBO
OHOBPEMEHHO C 3aKntoYeHneM, ykasaHHbIM B NyHKTe 37 HacToswmx Mpaswun.

V. 3kcnepTu3a 4OKYMEHTOB ANA NOJNy4YeHUsi pa3peLlleHns Ha
npoBeAeHUe KNMHUYECKOro uccrnenoBaHusi IeKapCTBEHHOro npenaparta
ANA MeAULUHCKOro NpumMeHeHus

40. MpoBeaeHue 3KcnepTU3bl JOKYMEHTOB A NOfyYeHusl paspeLleHmnst Ha NPoBeAeHUE KITMHNYECKOTOo
nccrneaoBaHMsl NEeKapCTBEHHOrO Mpenapata, B TOM  YMCIEe  MEXOyHapOAHOro  MHOFOLIEHTPOBOTO,
MHOFOLIEHTPOBOIO,  MOCTPErMCTPALMOHHOIO, COCTaBfieHWe KOMMWUCCMEN 3KCMEepTOB  3aKMOYeHWs O
BO3MOXXHOCTU MINN HEBO3MOXXHOCTW NMPOBEAEHMS] TAKOro KIMHUYECKOTO MCCIiefoBaHust no popme CormacHo
npunoxeHnto N 5 Kk HacToslemy npukasy W HarpaBfieHue 3Toro 3akntodeHuss B MUHUCTepCTBO
OCYLLECTBMSAOTCA B CPOK, He MNpeBbllalowuin Tpuauatv pabounx OHen co AHS MONy4YeHUst SKCMEPTHbIM
yypexaeHueM 3agaHus MUHUCTEepPCTBaA C NPUIOXEHNEM CIEAYHOLLNX JOKYMEHTOB:

1) NpoTokoNa KMUHUYECKOTO UCCNEeA0BaHUS NIEKAPCTBEHHOTO Mpenapara;
2) BpoLutopbl uccnegoBatens;
3) nHchopMaumm o cocTaBe NekapCTBEHHOTO Npenapara;

4) poOKyMeHTa, COCTaBMEHHOro MpPOM3BOAMTENIEM JlIeKapCTBEHHOro npenapata W CoAepXKallero
nokasaTenu (XapakTepucTuKM), a TakkKe CBEAeHUs O neKkapCTBEHHOM npenapaTe, MpPou3BedeHHOM Ans
NpoBeAeHUs KMMHUYECKUX UCCIeqoBaHNi.

41. [JokyMeHTbl, MOCTYNUBLUME B 3KCMEPTHOE yUupexaeHue AN NpoBeAeHMs 3KCMePTU3bl AOKYMEHTOB
ONS MONyyYeHus paspeLleHnst Ha NPOBEeAEHME KIMHUYECKOro MCCNeAoBaHus NeKapCTBEHHOrO npenapara,
noanexaTt Bo3BpaTy B MUHMCTEPCTBO OOQHOBPEMEHHO C 3aKIIOYEHNEM, YKa3aHHbIM B MyHKTe 38 HacTosLmX
Mpaswnn.

VI. OCO6eHHOCTM IKCNEepTU3bl OTAENbHbIX BUAOB NIeEKAPCTBEHHbIX
npenapaTtoB
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42. Mpu npoBeaeHUN SKCNEPTU3bI OTHOLLEHUS OXMAAEMOW MONb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS
BOCMpPOU3BEAEHHOTO M OGuoaHanoroBoro (6uMonogobHOro) nekapCTBEHHOroO MpenapaTa OCyLLeCTBAseTCs
CpaBHEHME WHCTPYKUMM MO MNPUMEHEHUIO BOCMpou3BedeHHOro u 6uoaHanorosoro (6uonogo6HoOro)
nieKkapCTBEHHOrO npenapara C MHCTPYKLUMEN No NPUMEHEHUI0 peddepPEHTHOrO JIekapCTBEHHOTO Npenapara.

B Ccnyvyae Hannyna B UHCTPYKUMM MO NPpUMEHEHUIO BOCNPOU3BEeAEeHHOro fieKkapCTBEHHOro npenaparta
OONOSTHUTENBHLIX MOKa3aHUM, pexuma 0o31MpoBaHuA, NyTu BBEAEHUA BbiIBOO KOMUCCUWU 3KCNEPTOB O TOM,
4YTO OXunpgaemad noJjib3a NpuUMEHEeHUA JeEKapCTBEHHOIo npenaparta He npeBbillaeT BO3MOXXHbIN pucK
NPpUMMEHEHNA NeKapCTBEHHOro npenapara, (bOpMI/IpyeTCFI Ha OCHOBaHuUM pe3ynbTaTtoB COOTBETCTBYHLUMX
KIIMHUYECKNX NCCnenoBaHUn JIeKapCTBEHHbIX NpenaparTtoBs.

43. Tlpu npoBegeHWM 3KCMEPTU3bl KayecTBa OMOMNOrMYECKoro nekapCTBEHHOro npenapara,
nony4eHHOro 13 KpoBu, nias3mbl KPOBU HeJOBEKa, YHUTbIBAKTCA crneayloline gaHHblIe:

1) o cybbektax obpalleHus [OOHOPCKOW KpOBW M (MNM) ee KOMMOHEHTOB, O TOM, rge Obina
ocyllecTBrneHa goHaumsa (KpoBM M (MNn) nnasmMbl KPOBK), @ Takke O COOBLLEHHbIX JOHOPOM UHGOPMaLK O
nepeHeCceHHbIX UM MHAEKLUMNOHHbIX 3a60NeBaHNSX, HAXOXAEHUN B KOHTaKTe C MHAPEKLMOHHBbIMU B6OMbHBIMY,
npebbiBaHNM Ha TEPPUTOPUSIX, HA KOTOPbIX CYLLLECTBYET yrpo3a BO3HUKHOBEHUSI U (MNnn) pacrnpocTpaHeHUs
MacCOBbIX WMHMEKLUMOHHbIX 3aboneBaHuii UnuM anuaemuii, o6 ynoTpebrneHun HapKOTUYECKUX CPeacTs,
MCUXOTPOMHbIX BELLECTB, 0 paboTe ¢ BpeAHbIMU 1 (M) onacHbIMK YCNOBUSIMK TPYAA, a Takke BakUMHaLMAX
N XUPYPruyecknx BMeLlaTenbCTBax, BbIMNOMHEHHbIX B TeYeHwe roga A0 AaTbl caadu KpoeBu u (unu) ee
KOMMOHEHTOB;

2) KpuUTepum K crnocobbl 0TOOpa, TPaHCMOPTUPOBAHUA W XpaHeHUs OOHOPCKOW KpOoBWU U (Mnu) ee
KOMMOHEHTOB;

3) pesynbTaTbl MccnegoBaHWi OTOBPaHHbIX JOHOPCKOW KPOBU U (MMM) nasMbl KPOBW Ha Hanuyue
BO3byauTenen uHdekunn, BknYas MHgopmMauuio o6 MCNONb30BaHHbIX METOAMKax WUccrnefoBaHun U B
cryyae uccrnegoBaHusi Mnasmbl KPOBW pesynbTaTbl OOKYMEHTanbHOro MnOATBEpXAeHUs (Banugaumm)
NCMNOMb30BaHHbIX METOAMK;

4) TexHW4YecKue XapaKTepUCTUKU YMaKOBKM OOHOPCKOM KPOBW M (MnM) nnasmbl KPOBW, BKHOYast
MHpopMaLmio 06 MCMONb30BaHHbLIX PacTBOpPax aHTUKOAryssiHTOB.

44, I'Ipvl npoeseaeHnn 3KCnNepTmn3bl OTHOLLUEHUA oXngaemom nosb3abl K BO3MOXHOMY PUCKY NMPpUMEHEHUA
KOMOUHaLui paHee 3aperncTpmpoBaHHbIX JEeKapCTBEHHbIX MpenapatoB B 4YaCTW OUEHKU pe3ynbTaToB
OOKINMHNYECKMX NCcnegoBaHUm NeKapCTBEeHHbIX CPeacCTB, yHYNTbIBAKOTCA:

1) pesynbTaTbl COGCTBEHHLIX OOKIMHUYECKUX MCCIeQOoBaHUA NN gaHHble 0630pa Hay4HbIX paboT o
pe3ynbTaTtax OOKIMHUYECKMX WCCreaoBaHUA peddepeHTHbIX NEeKapCTBEHHbIX MNpenapaToB, BXOAALWMUX B
cocTaB KOMBUHaLMKM nekapCTBEHHbIX NpenapaTos.;

2) oTcyTCTBME B3aUMOAEWCTBUS B OAHOW NeKapCTBEHHOW opMe feKapCTBEHHbLIX MnpenapaTos,
BXOASILLMX B COCTaB KOMOMHALMKN NEKapCTBEHHbIX NpenapaTos.

45. DKcnepTusa OTHOLLEHWST OXXUOAEMOW NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHWSI FOMEOoNaTUYeCKUX
NeKapCTBEHHbIX MpernapaTtoB AN MEeAMUMHCKOTO MNPUMEHEHUS MNPOBOAMTCA C  Y4eTOM OTCYTCTBUS
HeoGXoaMMOCTY NpeAcTaBneHns paspaboTyvMKkaMmy JIeKapCTBEHHbIX CPeACTB UH(OPMaLMM O NPOBeAeHHbIX
hapMaKoKMHEeTMYECKMX 1 hapMakoOMHAMUYECKMX UCCIIeN0BaHUSX TaKUX JIeKapCTBEHHbIX NpenapaTos.

OcHOBOW 3KCMepTM3bl KadecTBa roMeonaTuyeckoro rnekapcTBEHHOro npenaparta SBMNSAeTCs OLeHkKa
kayecTBa papMaLeBTUYeckon cybcTaHumMm (hapmaLeBTUYECKUX cyBCcTaHLMin) U BCcrioMoraTesibHbIX BELLECTB
M NeKkapcTBEHHOro npenapaTta C y4eTOM MNpeasioXeHHbIX MEeTOOB KOHTPOMNSA KayecTBa IEeKapCTBEHHOro
cpefcTBa M KadecTBa NpeacTaBleHHbIX 00pasLoB NekapCcTBEHHOro CpeAcTBa C WCMONb3OBaHUEM 3TUX
METO/OB.
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Mpy HanM4YMn 060CHOBAHNS HEBO3MOXHOCTM MOEHTUMUKALIM U (UMN) KONIMYECTBEHHOTO OnpeaeneHus
BCEX KOMMOHEHTOB, B TOM u4ucrne o6nafalowmx TOKCUYHBIMW CBOWCTBAMM, BXOOSLWMX B COCTaB
romMeonaTU4eckoro JekapcTBEHHOro npenaparta, KayecTBO roMeornaTU4ecKoro NeKapcTBEHHOro cpeacTsa
NoATBEpXKaaeTca Banuaaumnen npouecca ero Npou3BoACTBEa.

Ona obGocHoBaHus CpOKa rogHoCT romeonaTtn4eckoro rekapCTtBeHHOro npenaparta npencrtaBnAaloTCcA
AaHHble No ero cTabunbHOCTU U NokasaTensM KayecTBa, BKIIHOYEHHbIM B HOPMAaTUBHYHO OOKYMEHTaLUHO.

OdpeKkTMBHOCTL U (MNn) Ge30NacHOCTL FOMEONaTUYECKOro NEKAPCTBEHHOIO npenaparta MoryT ObiTb
noaTBEPXXAEHbI AaHHBIMU MO NPUMEHEHNIO TOMEONaTUYECKOro NeKapCTBEHHOIO Npenaparta Toro e cocTasa
nnbo 0030pOoM Hay4yHbIX OaHHbIX 006 adhdpekTuBHOCTM M Ge3onacHOCTM hapmMaueBTUYECKMX CybCTaHUuR,
BXo4AWMX B COCTaB romMeonatun4eckoro JrnekapCTBeHHOro npenaparta, B TOM 4ucne npou3BedeHHbIX B
COOTBETCTBUUN C Tpe6OBaHVIF|MI/I (*)apMaKOI'IeI/I CTpaHbl Npon3BogNUTENA TAKOro NNeKapCTBeHHOro npenaparta.

46. 3kcnepTu3a OTHOLLEHMS OXMOAEMON NOMb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUS NEKapCTBEHHbIX
pacTuUTEeNbHbIX NpenapaToB NPOBOAUTCS MOCPEACTBOM OLIEHKM KayecTBa NEKapCTBEHHOIO pacTUTENbHOMO
cbipbsi M oOpasua NekapCTBEHHOro npenapata, a Takke WHdopmauMm O  MNpPOBEAEHHbIX
apMakoKMHETMYECKMX  WUCCNEAOBaHUAX pacTUTErNbHbIX  JIEKapCTBEHHbIX MpenapaTtoB (B cry4ae
npeacTaBrieHnst Takon MHopmauun).

Mpu NpoBedeHUM BKCMepPTU3bl OTHOLLEHUSI OXWAAEMOW MOfb3bl K BO3MOXHOMY PUCKY MPUMEHEHUs
nNeKapcTBEHHOro pacTUTENbLHOro npenapara, paspeLleHHOro Ans MeaULIMHCKOro npumMeHeHnst B Poccuiickoin
®denepaumun Gonee asaduaTi NeT, BMECTO OTYETa O TOKCMKOMOMMYECKUX WCCNEeaoBaHMsAX NeKapCTBEHHOro
pacTUTenbLHOro npenaparta AoMycKkaeTcss npeAcTaBrieHve 0630pa HayyHbIX OaHHbIX O OOKMUHUYECKMX
MCCMNeoBaHMAX YKa3aHHOrO fEeKapCTBEHHOro npenapara W KIUHUYECKOM OrbITeé MPUMEHEHUS MHbIX
NEeKapCTBEHHbIX MpenapartoB, MNPOU3BEAEHHbIX Ha OCHOBE IEKapCTBEHHOTO PacTUTENbHOIMO Cbipbs,
COCTaBIALLEro OCHOBY NEKapCTBEHHOrO PacTUTENbHOrO Mnpenapara, 3asBNEeHHOr0 Ha roCyAapCTBEHHYIO
perucTpaumio.

MpunoxeHue N 2 k npukaszy MuHagpasa P® ot 24.08.2017 N 558H
dopma

MMHMCTEPCTBO 3IpaBooOXpaHeHusa Poccumckoy denmepaumm

(HaMMeHOBaHMEe benepaljibHOTO TOCYIAaPCTBEHHOTO OHIXETHOTO YUYPEeXIeHM)

"YrBepxnan"

(pyxoromuresnr, ©.M.0., nomnmch, IedaThb)

BaknouyeHne KoMMCCUM SKCIIEPTOB IO pesyNbTaTaM 3KCIEepPTHUS3EH
AJOKYMEHTOB, IIpPeACTAaBJIEHHHX IOJs oIpeneJyieHnsi BOBMOXHOCTU
paccMaTpMBaTH nexapcwsennm‘/’: npernapaT Oiasi MeOgMIMHCKOI'O INPpMMeHEeHUSsT
opy OCyueCTBIIEHUN I'ocy.uapc'rsennoﬁ perucrpanmmM B KadecTee OanHHOI‘O
JIEeKApCTBEHHOTI'O IIperapaTa

1. HomMep wm @maTa 3alaHusa MuHMCTEpCTBa 3IPaBOOXPaHeHusa Poccumckoun
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denmepaumm

1.2. Jara noCTymJeHMS 3amaHus MMHMCTEPCTBa 3OPAaBOOXPAaHeHMS PoCCHIICKOM
demepaumy B SKCIEPTHOE yUPEeXIeHME M BXONAWMI PeIMCTPALMOHHBI HOMEP

1.3. HamMeHOBaHME JIEKAQPCTBEHHOTO IIpelaparTa:
MEXIyHapOIHOe HernaTeHTOBAaHHOE VIV XUMMUYECKOe, WY TPYINIMPOBOUYHOE
HaVMEeHOBaHME

TOPT'OBOE HaMMeHOBaHME
1.4. dopma BHIIyCKa (JlekapCTBEeHHasa ¢opma, OO3MPOBKA)

1.5. CocrTar JIEKapCTBEHHOT'O npenapara (mepeueHb OeVICTRYOIUX U
BCIIOMOT'@TEJIbHEIX BEHEeCTB, C yKasaHMEeM KOJMUeCTBa KaxIoro M3 HUX)

1.6. 3BagBuTenb (C ykKazaHMEM DPUINUYECKOT'O JIMLia)

1.7. CBemenusa o6 »kcneprax (¢.1.0., cHneunajbHOCTbL, Yy4YeHasd CTEIEeHb
(3BaHMe) (OpM HaIMuMM), CTax paboTe, MeCTO pPaboTh M IOJIXKHOCTE)
1.8. 00 OTBETCTBEHHOCTM 3a HOOCTOBEPHOCTH CBEIEHMM, M3BJIOKEHHBIX B

3aKJIOYEHNM, IpenyripeXneH:

npegcenaTesylb KOMUCCUM

SKCIEPTOB
(DOJIXHOCTE ) (®.1.0.) (mommnmce)
OTBETCTBEHHHBMN
cexpeTapb
(DOJIXHOCTE ) (®.1.0.) (mommmce)
DKCIIEPTH
(DOJIXHOCTE ) (®.11.0.) (mommmce)

2. IlepeueHb HOOKYMEHTOB, [PENCTAaBJIEHHEIX IJIs OINpeXesieHMsS BO3MOXHOCTU
paccMaTpmBaTh JIEKAPCTBEHHE Ipernapar OJjsg MeIMUMHCKOTO [IPMMEHEeHMS I[Ipu
OCylleCTBJICHUN TOCYIapCTBEHHOM perucTpauumu B KauecTee opbanHOTO
JIEKAPCTBEHHOTO npenapara IOOKYMEHTOB (n3yarapnrcsa OCHOBHEIE [IOJIOXEHMHA

NpencTaBJIEHHOM IOKyMEeHTAalMM) :

3. CeBemeHuUs o IIPOBENEHHEIX KOMMCCUEN OKCIIEPTOB MCCJIEOIOBaHMAX C YyKa3aHUueM

©./1.0. o2kCHepTOB, OOBEMa M XapaKTepa BHIIOJHEHHBIX KaXIBM M3 HUMX padborT u ux
pPes3yybTaToB

4. JKCIepTHaS OLleHKa ¥ BHBOIEI I[I0 I[PENCTAaBJIEHHEIM Ha DSKCIEPTU3Y
IDOKYMEHTOB, IpencTaBJIEHHBIX IJIs  OIpenejieHrs BOBMOXHOCTM pPacCMaTpMBATH
JIEKaPCTBEHHBI npenapaT IJjsg MEIMLMHCKOTO IPMMEHEHMS I[IPM OCYLECTBIIEHUN

TOCYyHOapCTBEHHON perucTpaumuu B KadecTBe OPGaHHOTO JIEKAPCTBEHHOTO IIpernapara C
yKasaHueM GaMuimyM, WUMEHU, OTdyecTBa ([IPY HAJMUUM) DKCIepTa, CHOEJIaBIEero BHBOI
IO KaXIOMy W3 IIYHKTOB:

4.1. OueHKa BEIOOpa 3agaBuUTEeJIeM O00JlacTy IIpMMEeHEeHMS JIeKapCTBEHHOT'O
npemnapara:
4.1.1. HamMeHOBaHue opbdaHHOTO (penkoro) =sabojieBaHMsa, IOpU KOTOPOM

IIJIaHMPYyEeTCHA IIPVMMEHATDH ﬂeKapCTBeHHHﬁ nperapaT IOJj4d MeOVIIVMHCKOI'O IIPVMMEHEHMA :
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4.1.2. MexaHumsaM paszBuTusa 3abojieBaHuUs (eCiy NPYMEHMMO) :
4.1.3. JlekapCTBEHHE [penapaTr NpelHa3HAUeH IJi8g OUATHOCTUKM PEenKUX

(opbaHHEIX) 3aboJjieBaHUM na/Her

4.1.4. JlexapCTBEHHBI npenapaT npenHaszHadeH IJigd [IaTOT'€HeTUUeCKOI'O
JledeHMs  (JIeueHMs, HaAPaBJIEHHOT'O Ha MeXaHM3M pas3BUTUA 3a00JIeBaHMUA) PemKUX
(opbanubEIx) 3abojieBaHUM na/HerT

4.2. OueHka OpOoTpPaMM KIMHUYECKUX MCCJIeIOBAaHMM JIEKAPCTBEHHOTO IIpelapara,
BKJIOYASA MNpoBoOIAmMecs ¥ (MiaM) I[IJIaHMPYEeMBle KIMHUYECKME MCCJIeIOBAaHUSA, U
OoBOCHOBaHME peueHnsa O [nozade BasBJIEHMS O BO3MOXHOCTM pacCMaTpuBaThb
JleKapCTBEHHBIN nopenapaT IOJs MeIMLUMHCKOT'O IIPMMEHEHMS IIPpU OCYUEeCTBJIEHUNU

TOCYIapCTBEHHOM perucTpaumm B KadecTBe OPOGaHHOTO JIEKAPCTBEHHOTO Ipenapara
Ha IOAHHOM B3Tare.

4.2.1. Hannuue/OTCYTCTBUE KIMHUUECKUX WUCCJENOBAHMNA, BHIIOJIHEHHBEIX 34
npezmenaMu Poccuyickoy denmepaluMy B COOTBETCTBMM C [NpaBujaMM HaJexalley
JabopaTOopHOM HNPaKTUKM M IpaBuUilaMM HaJlexalley KIMHUYUECKOM NPaKTUKU

4.2.2 Hamuume/oTcyTcTBME OGakTa permMcTpaumMuM JIEKAPCTBEHHOTO [Ipernapara B
VMHOCTPAHHEIX TOCYyIapCTBax B KauecTBe OpdhaHHOTO JIEKAPCTBEHHOTO MpenaparTa

4.2.3. OueHka VHTepIpeTaumumn paszpaboTumka HaydHOM OBOOCHOBAHHOCTU
paccMaTpuBaTh JIeKapPCTBEHHHI OpenapaTr OJg MeIMUMHCKOTO [PMMEHEHUs [IPpU
OCyleCTBJIEHUN ToCynapCTBEHHOM perucrpaumumn B KauecTBe opdbaHHOTO

JIEKAPCTBEHHOT'O IIpelriapaTa

5. OOumy BEIBOL MO pesyJibTaTaM 5SKCIEPTU3H:
paccMaTpuBaTE JIEKAPCTBEHHBM NpernapaT »OJsg MEeIMLMHCKOI'O NPMMEHEHMSI IpU
OCYWECTBJIEHMM T'OCYHapCTBEHHOM PEerucTpaluuu B KadecTBe OpPaHHOTO

(BOBMOXHO WMJIM HEBO3MOXHO)
KoMmccusa »KCIEepTOB B COCTaBe:

npencenaTesib KOMMCCHUM SKCIIEPTOB

(DOJIXHOCTE ) (®.1.0.) (mommmcso)
OTBETCTBEHHHM CeKpeTaphb
(DOJIXHOCTD) (©.1.0.) (nomnmce)
5KCIIEPTH
(DOJIXHOCTE ) (®.1.0.) (mommnmce)
HaTa obopmiieHms sakjwodeHusa " " 20 T.

Mpunoxenune N 3 k npukady MuHsgpasa P® ot 24.08.2017 N 558H

dopma

MMHMCTEPCTBO 3OpaBOoOXpaHeHusa PoccuMckoy dermepalumn

HaVIMEeHOBaHIMe @enepanbﬂoro I'OCYyIOapCTBEHHOT'O OI0IXEeTHOT'O YUpexageHmsd
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"YrBepxnan"

(pyxoromurenns, &©.M.0., nomnmch, IedaThb)

BakinoueHne KOMMCCHM 3SKCIIEPTOB IO pelsylbTaTaM 3KCIepPpTHUS3H

IpenjiIoXeHHEX MeTOINOB KOHTPOJSsI KadeCTBa JIEKApCTEEHHOI'O CpelnCTeBa "

KadyecCTBa NpenCTaiBJIEHHBIX o6pasnxua.nexapcmseunnoro cpencTea C

MUCIIONIEB30BaHMEM 3TUX MEeTOOOB, :axcnepmusstcyrnomenuazc»wnnaeuoﬁ:ruxnbsm

1. Obume NOoJIOXEeHUS

1.1. HoOMep M zJaTa 3alaHusa MuHMCTEPCTBa 3IpPaBOoOXpPaHeHMsa PocCcuMCKoOM
denmepaumm
1.2. @para mHocCTymnJeHMs 3alaHMsa MMHMCTepCTBa 3IOPaBoOXpaHeHUs PoCcuMcKoOM

demepauum B DKCIEPTHOE yUpexXIeHMVe M BXOLOAUMNM PEerMCTPaLMOHHE HOMED

1.3. HauMMeHOBaHUe JIEKAPCTBEHHOTIT'O IIpellapaTa:

MeXIyHapoOHoOe HelaTeHTOBAaHHOE WM  XVMMUUYEeCKOoe, WM TpPYyHNINPOBOUYHOE
HaVMEeHOBAaHMUE

TOPI'OBOE HAMMEHOBAHUE

1.4. BUI JIEKAPCTBEHHOTO npenapara o719 MEeOMIUMHCKOI'O [IPUMEeHEHUS
(pebepeHTHEM JIEKAPCTBEHHBIN npenapar, BOCIPOMBBEIEHHEN JIEKAPCTBEHHBIN

npenapaT, OMOJIOTMUECKUM JIEKaPCTBEHHBM IOpelapaT, OMOaHAaJIOTOBEM (OMONOIOOHEIM)

JIeKapCTBEHHEI IIpenapatT (6moaHaJoT), ToOMeolaTMUYEeCKMM JIEKapCTBEHHEM Ipenapart,

JIEKaPCTBEHHE PACTUTEJIBHE NpenapaTt, KOMOMHAalLMg JIEKAPCTBEHHEIX [IPeNnapaToB) .
1.5. dopma BHIIyCka (JlekapcTBeHHas GopMa, IDO3UPOBKA)

1.6. cocTaB JIeKapPCTBEHHOTO npenapara (rmepeueHsb OEeMCTBYOIUX U
BCIIOMOTATEJILHEIX BEUECTB, C yKa3aHMeM KOJMUEeCTBa KaXIOT'O M3 HUX)

1.7. 3agBuTeNb (C yKazaHUEM OPUINUYECKOTO JIMLlA)

HazBaHnue OPMIOIN4YEeCKOI o Juia, OCyHmeCTBJIAKIEero 3aBeplanumre cTamnm
IIPOM3BOIOCTBA U CepMﬁHHﬁ BEIIITYCK JIEKAPCTBEHHOI'O CpencTiBa

HaszBaHue OPUIOINYECKOT O Jmia (mecTa bakTUUeCcKoTo NIPOMBBOLCTRBA) ,
OCyWeCTRJIANIETO OOHY MJIM HECKOJIBKO CTaIuli [OIPpOM3BOICTBA JIeKapCTBEHHOIT'O
cpencTBa

[IpOMBBOOCTBO I'OTOBOM JIEKAPCTBEHHOM GQOPME

dacoBka M (MnIm) yHnakoBKa

1.8. <cBenmenus o6 »sxcneprax (@.1.0., cHOoeuranbHOCTL, YyYeHas CTeleHb
(3BaHMe) (OpM HaIMuMM), CTax paboTe, MeCTO paboTh M IOJDKHOCTE)
1.9. 00 OTBETCTBEHHOCTM 3a HOOCTOBEPHOCTB CBEIOEHMM, M3BJIOXKEHHBIX B

3aKJIOYeHNM, IIpenylipeXxXIeH:

npengcenaTesylb KOMUCCHUM SKCIIEPTOB

(DOJIXHOCTE ) (®.1.0.) (mommnmce)

OTBETCTBEHHEIMN CceKpeTapb
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(DOJIXHOCTE ) (®.1.0.) (mommmcso)
SKCIIEPTH
(IOJIXHOCTHE) (©.1.0.) (nmommnmce)
2. CoznepxaHue IIpeICTaBJIEHHEIX Ha DBKCIEpPTU3Yy KadecTBa JIEKAPCTBEHHOTO

cpeIcTBa U DKCIEPTURY OTHOUEHMS OXMIAEMOM IOJIb3E K BO3MOXHOMY PUCKY
IPVMMEHEHMS JIEKAPCTBEHHOTO IpelapaTa o8 MEeOMUMHCKOIO IIPMMEHEHMS IOKYMEHTOB
(BJIaralnTCsa OCHOBHEIE IIOJIOXEHMS MNPEeNCTAaBJIEHHOM INOKYMEeHTAalUM) :

3. CeemeHus o IIPOBEOEHHBIX KOMMUCCUEN OKCIIEPTOB MCCJIEOOBaHMAX C YyKa3aHMEM

®.11.0. oskcHnepTroB, O0OBeMa M XapaKTepa BEHIIOJIHEHHBIX KaXIbIM M3 HUX padoT M UX
pPesyJibTaToB:

4. DkCHepTHas OLIEHKAa M BBEIBOIEL IO NPEeNCTaBJIEHHBEIM Ha DKCIEPTU3Y KadecTBa
JIEKaPCTBEHHOTO cpencTaa n SKCHEPTU3y OTHOUWEHMSA OXMIAEMOM MOJIb3H K

BO3MOXHOMY PUCKY I[IPUMEHEHUS JIeKapCTBEHHOI'O I[IpellapaTa IJjigd MeIOMLUMHCKOI'O
IpMMEeHEeHMS IOKyMeHTaM M ofpaslaM JIEKapCTBEHHOTO IIpenapaTa IJigd MeIMUIMHCKOIO
nprMeHeHus U bapmaleBTHUUYECKOV CcyOCcTaHUuMM C ykasaHueM O.M.0. skcnepra,
CIHeJyIaBIIETO BHBOJI 10 KaXIOMy M3 MIYyHKTOB

4.1. OxcHnepTusa KadeCTBa JIEKAPCTBEHHOI'O CpelCTBa:

4.1.1. dapmaleBTHUUeCkas CyOCTaHLUUI

4.1.1.1. obume cBenmeHusa O dapmMaleBTUUECKOV CyOCTaHLUM:

a) HaVMeHOBaHMue bapMalLleBTUUECKON cy®cTaHumUm (MexIoyHapoIHOE
HEeIIaTeHTOBaHHOE WMIIM XUMMMUECKOe, WM T'PYIINVMPOBOYWHOE, ’I‘OpI‘OBO@)

©) HaMMeHOBAaHME U aIpec NPOoM3BOAUTENS dapMalleBTUUYEeCKOM CyOCTaHLUMU

B) CTPykKTypa GapMaleBTMUeCKOM CyOCTaHLUM

T') OCHOBHHE @MBMKO-XMMMH@CKM@ CBOMCTBAa @apMaHeBTquCKOﬁ Cy@CTaHHMM

’

4.1.1.2. oOleHKa XUMMUECKOM CXeMh CHHTEe3a, OINMCAHUSI TEeXHOJOIMUYECKOI'O
npolecca npom3ssoncTBa dapMaleBTHMUECKOM CyOCTaHUMM M €0 paspaboTky, BKINUASA
KOHTPOJIb MCXOIHOTO CHPbS, KPUTHMUECKMX CTanul NPOM3BOINCTBA M NPOMEXYyTOUHOM
NPOOYyKUMM M OLEHKY BajlMOallMM IIPOLEeCCOB IIPOM3BOICTBA

4
4.1.1.3. OLIeHKAa METONOB, MNPEHJIOKEHHBX 3adBUTeJIeM nIJid OO0BbsSCHEeHUS
XYMUKO—(QapMaleBTUUECKMX CBOMCTE (QapMalleBTUUECKON CyOCTaHLUUMU

4
4.1.1.4. oueHka BHOOpa IoKaszsaTeJley kKauecTBa QapMalleBTUUeCKOM CyOCTaHLIUMU
¥ HOPM

4
4.1.1.5. OlleHKa npodwuen npuMecemn bapMalLleBTHUECKOM cybCcTaHUUM
(opraHMUeCcKMx, HEeOPI'aHUUECKUX, OUOJIOTUYUYECKUX)

4.1.1.6. oueHka BeOOpPa CTaHIAPTHEX OOPa3LOB

4.1.1.7. oOUeHKa [NPEenJIOKEHHHX 3adBUTEJIEM METOHOB KOHTPOJA KadecTBa
bapMaLeBTHMUECKOM CyOCTaHUUNM

4
4.1.1.8. oleHKka OpencTaBJIEHHEX 3asaBUTEJIeM MaTeprajioB II0 Bajauoauum
AQHAJIMTUUECKMX METOJOB KOHTPOJIA KadecCcTBa QapMaleBTUUYECKOM CyOCTaHLUMU
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4.1.1.9. Hamuume UM OTCYTCTBME COOTBETCTBMSA MeXOy pe3yJbTaTaMu
J1abopaToOPHOTO aHajlM3a NPeICTaBJIEHHHX BasBUTEJIEM Ha DKCIepTu3y o0pas3lLoB
bapMalLleBTHUECKOM cyBcTaHumMm u rjokaszarTejdaMM KadecTBa, BKJIIOUEHHEIMM B

HOPMAaTMBHYID IOOKYMEHTAaLMIO

4
4.1.1.10. oleHKa HaHHBEIX, [OPEeINCTAaBJIEHHEIX 3asaBUTEJIEM, O CcTabmMIbHOCTU
bapMalLleBTMUECKOM CyOCTaHLMM BO BCEeX 3agaBJISEeMBIX BMIAX [IE€PBUUHOM YINaKOBKU

’
4.1.1.11. oUeHKa HAaHHEIX IO YCTAHOBJIEHMIO 3asaBUTEJIEM CPOKOB I'OOHOCTU
bapMalleBTUUECKON CYyDOCTaHUUM BO BCeX 3BasBJISEMHX BUIAX [NE€PBUUHOMN YIIAaKOBKU

7
4.1.1.12. OLIeHKAa oBOCHOBAHUSA 33a9BUTEJIEM YCTAaHABJIMBAEMEIX YCJIOBUM
XpaHeHMsa GapMalleBTMUeCKOM CyOCTaHLUU

4.1.2. JlexapCTBEHHBM Ipenapart

4.1.2.1. ofmme ceBeneHus O JIEKAapPCTBEHHOM IIpenapaTe Ojgd MeOULUMHCKOTO
IIPVIMEHEHNMA

a) omnmcaHue

6) cocTas

4

4.1.2.2. oleHka OGapMaleBTUUECKMX ACHEeKTOB pPaspaboTKy JIEKAaPCTBEHHOTO

npenapara (oBocHOBaHMe BeHOOpa CoOCTaBa, JIeKaPCTBEeHHOM (GQOPMEI, TexXHOJIOT'UM

IPOM3BOLNCTRBA JIEKAPCTBEHHOTO IIpelapaTa, I[IepBUYHOM U BTOPUYUHONM YIaKOBKU
JIeKapPCTBEHHOTO IIpernapara, ®bapMaleBTHUUECKOM COBMECTMMOCTM)

;

4.1.2.3. OLlIeHKa ONMCaHUA TEXHOJIOTMYECKOTO IIpollecca I[IPOM3BONCTBA
JIEKAPCTBEHHOT'O nperiapaTa, BKRJIOUAa A KOHTPOJIb MCXOOHOT'O CHPbBA, KPUTUUECKUX
cTamuy IIPOMBBONCTBA, NPOMEXYTOUHOM MNPOILYKLUMM, MaTepMallbHBE OajlaHC M OLEHKY
BalIMOmaLuMy IIPOLECCOB IIPOM3BOINCTBA

4
4.1.2.4. oOleHKa KaueCTBa BCIOMOTATEJILHEX BEIECTB, MCIOJb3YyEMBEIMU [IPU
IPOU3BOLNCTBE JIEKapPCTBEHHOT'O npenapaTa (cepTudukar, crneuudmUrkaluMsa Ha
BCIIOMOT'@TeJIbHOE BEIEeCTRBO) , BKJIIOUA I nHOoOPMAaLINIO 06 VCIIOJIb30BaHUN
BCIIOMOT'ATEJILHEIX BEHNECTB UEJIOBEUECKOTO UM XMBOTHOTO MNPOMCXOXIEHMUS (CBeIeHUd U
IOaHHBE, IOoNTBEepPXIanlme ux 0es30MnacHOCTh) 128 VICIIOJIb 30BaHME HOBEIX
BCIIOMOT'@TeJIbHEIX BEUEeCTB, OlleHKa METOIOB KOHTPOJIS KadecCTBa BCIOMOT'aTeJIbHEIX
BEIEeCTB

4.1.2.5. oueHka BHOOpa INoKasaTeJeM KadecTBa JIEKAPCTBEHHOTO IpernapaTra u
HOPM, XapaKTEPUCTHUKA IPUMECEeN

4.1.2.6. oOleHKa [NPenJIOXEeHHEX 3asaBUTeJIeM MEeTOHOB KOHTPOJA KadecTBa
JIEKAPCTBEHHOT'O I[IpelapaTra ¥ MX BOCIPOM3BOIMMOCTH

4.1.2.7. olleHKa BHOOpA 3agBUTEJIEM CTAaHIOAPTHHX OOpPa3lI0oB

4.1.2.8. olleHka [pencTaBJIEHHEX 3asaBUTEJIeM MaTepualioB II10 Bajamupjauum
AHaJIUTUUYECKUKX METOIOB KOHTPOJIS KadeCTBa JIEKapCTBEHHOTO IIpernapara

’

4.1.2.9. Hauuaue WM OTCYTCTBME COOTBETCTBUSA MeXOy pe3yJbTaTaMu
JaBopaToOPHOTO aHajM3a [OPEeACTABJIEHHEIX SasgBMTEJIeM Ha OJOKCIepTusy o0paslioB
JIeKapPCTBEHHOTO npemnapara 0Jia  MEeIMLMHCKOTO [PUMMEHEeHUS U [oKaszaTesaMu

KaduecTBa, BKJIOYUEHHBIMM B HOPMATVMBHYI IOKYMEHTAIIVIO

’

4.1.2.10. olLeHKa HOAaHHBEIX, [IPEINCTABJIEHHEIX 3agBUTEJIEM, O CTaOMIJILHOCTHU
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JIEKAPCTBEHHOT'O IIperiapaTa BO BCeX 3aAdBJIAEMBIX BMOAX HepBM":IHOIZ YIIaKOBKU

4
4.1.2.11. oueHKa H~aHHEIX IO YCTAHOBJIEHMIO 3asBUTeJIeM CPOKOB I'ONHOCTU
JIEKapCTBEHHOT'O IpenapaTa BO BCeX 3asaBJISAEMBIX BUIAX [NE€PBUUYHOM YIaKOBKU

7
4.1.2.12. olleHKa 0OOCHOBAHMUSA 3agBUTEJIEM YCTaHaBJIMBAEMEIX YCJIOBUM
XpaHeHMs JIeKapCTBEHHOTO [pernapara

7
4.1.2.13. OLleHKa MakKeTOB IIEepPBUYHOM YIaKOBKU " BTOPUUYHOM
(moTped®uUTeNbCKOM) YNaKOBKM JIeKaPCTBEHHOT'O IIpelnapaTa

4
4.2. SxcnepTusa OTHOIEHMSI OXMIaeMOM TIIOJIb3Bl K BO3MOXHOMY PUCKY
OpUYMEeHEHMA JIEKAaPCTBEHHOT'O IpelapaTa IOJ8 MEeOMUMHCKOI'O NPMMEeHEHNS:
4.2.1. BuOOpP BasgBUTEJIEM TOPI'OBOI'O HAMMEHOBAHUS JIEKAPCTBEHHOT'O IIperapara
Ha COOTBETCTBME TpeDOoBaHMAM 3akoHOIaTeJbCTBa Poccuiickon demepaumm

;

4.2.2. OueHka o0OBeMa BHIIOJIHEHHEIX IJOKJIMHMUECKMX MCCJeIOBAHMM M OLleHKa
[IOJIYUEHHEIX PEe3yJIbTaTOBR IOKJIMHMYUECKMX MCCJeIOBAHMM JIeKapCTBEHHOTO Ipenapara,
B TOM yucie COOTBETCTBUE BEIIIOJIHEHHEIX OOKJIMHUYECKUX VCCJIeOBaHUM
JIeKapCTBEHHOT'O IpenapatTa lIpaBujlaM Hajexalley JI1af®opaTOpPHOM NPaKTUKMU

4.2.3. obB30pa HayuyHHX paboT O pesyJbTaTax NOKJIMHUUECKMX MCCJIeIOBaHUM
JIEKAPCTBEHHEIX CPEenCcTB, B TOM UMCJIe BKJIOYAs OIBT MX NOCTPETMCTPALMOHHOTO
OpUMeHeHud (ecau NPMMEHMMO)

4.2.4. OlLleHKa OOOCHOBAQHHOCTM CTpaTeruu pa3paboTKM JIEKapCTBEHHOTO
npenapaTa, BKJIOUAag:

a) omnpeneneHre GapMakKoOJIOIMUECKOI'O KJlacCa JIEKapCTBEHHOI'O IpellapaTa

©) BHOOP NOKaszaHMsa (IOKa3aHMUM) K [NPMMEHEHMI JIeKapCTBEHHOI'O Ipelnapara

;

B) OLIEeHKa I[OpoTpaMM KJIMHMYECKUX MCCJIENOBaHUM JIeKAPCTBEHHOTO Ipernapara,
BKJIOUAS [POBOIANMECS U IIJIAHMPYEMBE KIMHUUECKUE MCCIJIeNOoBaHMS ¥ OBOCHOBAaHME
pemeHusa O Iomade 3asgBJIEHMSA O TOCYIHAPCTBEHHOM permMcrpalmm JIEKapCTBEHHOTO
npenapara Ha IaHHOM »Tare

14
T') COOTBETCTBME IPOBOIMMEIX KJIMHMUECKMX MCCJIEHOBAHMUM JIEKAPCTBEHHOTO
npenapaTa OpaBuiaM Hazjexalmel KJIMHMYEeCKOM NPaKTUKM

14
4.2.5. ouLeHka PpPel’3yNbTaTOB O(QapMakOKMHETUUECKUX MCCJIEOOBAHUNM, KOTOPEIE
MOTYT OKa3aThb BJIMAHME Ha 30QeKTMBHOCTL M 0e30M1aCHOCTbL IOAaHHOM JIeKapPCTBEHHOMU

GOpPMEL

4.2.6. OlLleHKa IIOJIHOTEI OOBeMa BHIIOJIHEHHBIX KJIMHMUECKMX MCCJIeIOBaHUM
JIeKapCTBEHHOT'O IMpellapaTa C LeJibld YCTaHOBJeHMS ero dapMakoOMHaMUUECKUX,
VMMYHOJIOT Y E CKUX sbdpexTOB, MeXaHMBMa nencTBeuda, npoduIakTUUeCKOM
5bdexTUBHOCTM, IHNOOOUHEIX HOEeMCTBUM, OCODOEHHOCTENM B3aMMOINEMCTBUSA C IPYITUMMU
JIeKapCTBEHHEIMM [PernapaTaMM, BKJIOUYAS:

a) BRIOOP ONyJAUMM I[alMeHTOB, I[IPUHMMABIMX YydacTMe B KJIMHUUECKUX
NCCJIeNOBAHUAX JIEKAPCTBEHHOT'O IIpernapaTa (IeMorpaduueckas XapakKTepUCTHUKE,

cTrammn4da 3ab0JIeBaHKd, BKJIOUEHME B KJIMHMUECKOE MCCJeNOBaHME WM MUCKJIOUEeHUE U3
KJIMHUYUECKOT'O MCCJIeNOBAHUSA OeTeM M I[IOXMUJIIEIX I[1allMeHTOB)

’

0) NPONOIXUTEJIBHOCTE KJIIMHMUECKOT'O MCCJIENOBAHUSA JIEKAPCTBEHHOT'O NpelapaTa

’

B) MHTepnOpeTaurs pas3paboTuMKOM I[IOJIYYeHHHX pPes3yJIbTAaTOB KJIMHMUYECKUX
MCCJIeNOBaHMI JIEKAPCTBEHHOT'O Npelapara
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T') KIMHMYECKAs 3HAUMMOCTHL 30PeKTOB JIEKAapPCTBEHHOTI'O [pelapara

’

) BEIOOP HDO3Hl M pPexXuMa OO3MPOBAaHMSA (CXeMB BaKLUMHALMM) JIEKAaPCTBEHHOTO
npenapara

7

e) 0e30MaCHOCTE MCIOJIB30BAaHMA JIEKAPCTBEHHOT'O IIpenapaTa y OCOOBIX I'pyIlll

MauMeHTORB, ompeneJyigseMelx IO BO3pacTy, IOJy, STHUUECKOM MNPMHAOJIEXHOCTH,

byHKUMM oOpTaHa, TaXecTu BabojyieBaHUSa, Te€HETUUECKOMY IMIOJUMMOPpbGm3My

’

X) JacCTOTa BO3HMKHOBEHMA CEPbE3HBIX HeXeJlaTeJIbHEBEIX peaKuMﬁ  B3aMMOCBA3b

UX PasBUTUA C JO3MPOBKOM, KPATHOCTBLI [OpMeMa JIEKAaPCTBEHHOTO NpernapaTa u
NPONOIKNTESILHOCTBI JIEUEHUS

4
3) omnmMcaHue CYIMIITOMOB Iepeno3UPOBKU JIeKapPCTBEHHOTO npemnapara,
BOBMOXHOCTM Pa3BUTKS 3aBUCUMOCTM MJIM IIPMBBIKAHMS, CHMHIPOMA OTMEHE!

’

¥) MEeTOIbl CTATUCTUUECKOM O0paboTKM pPe3yJIbTaTOBR KJIMHUMUECKMX MCCIIeNOBaHUM
JIEKAPCTBEHHOT'O IpenapatTa

4
4.2.7. OLeHKa COOTHOWEHMS IIOJIb3E U pPUCKa Ha OCHOBAHUM pPesyJbTaTOoB
KIIMHUYECKUX MCCJIEIOBAHMM JIEKAPCTBEHHOT'O IIpelapaTa, BKJIoYas:
a) 2b0PeKTUBHOCTL JIEKAPCTBEHHOTI'O IIperapaTa 10 3asaBJISEeMBEM [10Ka3aHUAM

©) BHOOP pexmMa OO3MPOBAHMSA C YydeToM 3aBucCUMMOCTHM "moza - sbdexT" m
"moza - TOKCUUHOCTBH"

7

B) pPas3BUTHE pPUCKa XUBHM M 3OOPOBLI IalMeHTa BCJENCTBME B3aMMONEMCTBUSA

JIEKAPCTBEHHOT'O IIperiapaTa C OpyIr'vMMM OIOHOBPEMEHHO Ha3HaAUYaeEMBEIMM JIEKAPCTBEHHBIMM
InpeliapaTaMm n (I/.[J'H/.[) IIymeBBIMM [TPOOYKTaMM

') BOBMOXHBIE [OOOUHEIE INEVICTBUA INPU IIPUMEHEHMUM JIEKAPCTBEHHOT'O IpelnapatTa

4
o) IJaHHEBEIE @) BO3MOXHOCTU n ocobeHHOCTHU MeIVMLIMHCKOI'O IIPVIMEeHEHNM A

JIEKAPCTBEHHOTI'O IIpellapaTa 6epeMeHHbIMM XEeHIIMMHaMIM, XeHIVMHaMM B IIepron I'PYyIHOI'O

BCKapMJIMBaHM4a, OE€TbMM, B3POCJIBEIMM, VMEKIVMM XPOHUMUYECKHUE 3ab0JIeBaHUA

e) BIIMAHNME JIEKAPCTBEHHOT'O InperiapaTa Ha CIIOCOBHOCTH YIIPaBJIATb
TPaHCIIOPTHBEIMM CpeInCcTBaMM, MeXaHM3MaMIM

4

4.2.8. OLlIeHKa oBzopa Hay4HEBIX paboT o pesynbTaTax KIMHUYECKUX
I/ICCJ'Ie;E[OBaHI/IﬁI JAaHHEBIX JIEKAPCTBEHHEIX IIperiapaToB, B TOM UMCJIE BKJIIOUWaA OIIBIT UMX
IIOCTPETMUCTPALMOHHOTO NPMMEHEHMS (eClM NPUMEHMMO)

4.2.9. OLleHKa comepxaHusa IpoeKTa VMHCTPYKLUUK 1o IIpMMEHEHUIO
JIeKapCTBEHHOTO Ipenapara

4.2.10. oueHka JlaHa yNpaBJIeHUsa PUCKaAMM IOJ19 OMOJIOTMUECKMX JIeKapCTBEHHEIX
npenapaTos

4.2.11. OlleHKa IOkKyMeHTa O cucTteMe OGapMakoHal30pa IJepxaTessd WIK
BJlaZesiblla PETMCTPaLUMOHHOTO YyIOOCTOBEPEHMSA JIeKapCTBEHHOT'O IpelnapaTa

5. O6umit BBIBOX IO pPe3yJIbTaTaM SKCHIEPTU3H:
Ka4yeCTBO JIEKAPCTBEHHOT'O CPelnCcTBa
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(MOOTBEPXIEHO MJM HE NOATBEPXIEHO)
50PexkTUMBHOCTE JIEKAPCTBEHHOT'O CpencTba

(nooTRepxneHa WM He NOOTBEpPXIeHAa)
0e30NaCHOCTE JIEKAPCTBEHHOT'O CpencTsa

(momTBepXxIeHa WM HEe IMOITBEPXIeHa)
oxmnmaemas I[I0Jib3a I[IPMMEHEeHMS JIEKapCTBEHHOTO IpenapaTa [IpeBbIlaeT (He
[IpeBHIIAET) BO3MOXHEIM PUCK IIPMMEeHEHUS JIeKapCTBEHHOI'O IIpellapaTa

(NpeBHaeT MM He IIPEeBHIIAET)
B COOTBETCTBMM C UYeM MEeIOMUMHCKOE IIPMMEHEHME JIEKAPCTBEHHOTO Ipelapara

(BOBMOXHO WMJIM HEBO3MOXHO)

[IpuioxeHue : IPOTOKOJI (EI) MCCJeIOBaHMM  (MCHBITAHMM), [IPOBEOEHHEIX B XOoJe
SKCIEPTM3E KauecCTBa JIEKAPCTBEHHOI'O CpencTsBa, Ha Jg., B 3K3.

Kommccusa SKCIIEPpTOB B CoOCTabBe:

npencenaTesylb KOMUCCHUM SKCIIEPTOB

(DOJIXHOCTE ) (®.1.0.) (mommnmceo)
OTBETCTBEHHHM CeKpeTaphb
(DOJXHOCTE ) (®.1.0.) (mommnmceo)
SKCIIEPTH
(DOJIXHOCTHE) (©.1.0.) (nmommnmce)
HaTa obopmyeHms sakjodeHus " " 20 .

anﬂO)KeHMe K 3aKINMK4YEeHU0 KOMUCCUKM 3KCNEPTOB MO pe3ylibTaTaM 3KCNepTU3bl Ka4ecTBa NekapCTBEHHOro
cpenctea un (MJ'II/I) 9KCNEePTU3bl OTHOLLEHUA oXngaemom nNonb3bl K BO3MOXHOMY PUCKY NMPUMEHEHUA
NeKapCTBEHHOrO npenaparta aAna MeguumMHCKOro npuMmeHeHuna

chnepTHas OLIeHKa M BBIBOMH 10 OIIpeneJIeHMI0 B3aMMOBAMEHSIEMOCTM JIEKApPCTBEHHOI'O
nperiapaTa nJjsi MeAUIIMHCKOI'O IIPVMMEeHEeHWUSsI

I. Obume cBemeHMS O JIEKAPCTBEHHOM IIpelapare,
nomjiexaumyM OIpenesIeHUI B3auMMO3aMeHAEeMOCTHU

1 pebepeHTHOM JIEKAPCTBEHHOM MIpernapare

1. JlekapCTBEHHEM MNpernapaT, MIonJjiexallMM ONpelesIeHMIO B3alMMO3aMEeHSIeMOCTMN :

1.1. HauMeHOBaHMe JIEKAPCTBEHHOTO npenapara (MexIyHapomHoe
HENaTEeHTOBAHHOE MM XVMMYUECKOe, WM I'PYHIIMPOBOYHOE)

TOPT'OBOE HaMMeHOBaHME:
1.2. nexapcTBeHHas dopwma

1.3. onmucaHue
1.4. cocTasn (c ykazaHMEM KOJIMUEeCTBa IEeMCTBYIIMX ¥ BCIOMOT'AaTeJIbHBX

Ne Ne Ne N

© Apantauusa n gnsanH gokymenTta: fetckas yponorusi B Omcke http://disuria.ru/ 2113 29


http://disuria.ru/

Mpuka3 MuHsgpasa P® ot 24.08.2017 N 558+ — O6 yTBepxaeHun MpaBun NnpoBeAeHUst 3KCNePTU3bl NIeKapCTBEHHbIX CPeACTB Ans
MEAMNLMHCKOro MPUMEHEHUS 1 OCOBEHHOCTH 3KCMEPTU3bl OTAEMbHLIX BUAOB NEKapCTBEHHbIX NpenapaTos Ans MeauLMHCKOro
npuMeHeHns (peepeHTHbIX NeKapCTBEHHbIX MPenapaToB, BOCNPOM3BEAEHHbIX NTEKAPCTBEHHbIX NpenapaTos, Grnonornyecknx

riekapcTBeHHbIX nNpenapartoB, buoaHanorosbix (61MoNOAOGHEIX) NEkapCTBEHHBIX NpenapaToB (bMoaHanoros), romeonaTU4Yeckux
neKapCTBEHHbIX Npenaparos, fiekKapCTBEHHbIX pacTUTENbHbIX MpenapaToB, KOMOUHALIMIA NekapCTBEHHbIX npenapaTos),opm
3aKIMYEHNIA KOMUCCUK 3KCnepToB — [lencTByOLWan nepBasi pefakumsa — 3apermctpyupoBaHo B MuHtocte PO 18.12.2017 N 49287 —
Havano gencteua gokymeHta 01.01.2018

BEIIeCTB) ;
1.4.1. dapmaueBTHUeckasa cyOcraHumsa <1l>:
a) HaVMeHOBaHMue bapMalLleBTHUECKOM cybcTaHUUM (MexIyHapomHoOe

HEIIaTEeHTOBAHHOE HAVMMEHOBaAHME WMJIM TPYIINMPOBOYHOE HAMMEHOBAHME WMIIM XUMMMUYECKOE

¥ TOPIOBOE (IpM HaJMUUM) ;
0) cTpykTypa bapMalleBTUUeCKOM CyOCTaHLUM ;
B) OCHOBHEIE CBOMICTBA (dbnBUKO-XUMHMUECKUE, VIMMYHOJIOTMUECKUE,

VMMYyHOXVMMYECKMe) GapMalleBTUMUEeCKOM CyOCTaHLUM ;
I') HaJudue IIpuMecey ;
I) HOMEp PEeCTpOBOM 3anucu (IpM HaJIMdum) .
1.4.2. BCnoMOoTaTeJIbLHEIE BEUECTRBA:
a) HaMMEHOBAHME BCIIOMOTATEJIbHBEIX BEUECTB (MeXIyHapOoILHOE HelaTeHTOBaHHOE

i XryMmdyeckoe, TOopIroBoe (HpM HaIMumm) ;

6) CTpyKTypa BCIOMOI'ATEJIbHEIX BEUEeCTB ;
B) OCHOBHBEIE O(OUBUKO-XUMUUECKME CBOMCTBa BCIOMOTATEJILHEIX BEUEeCTB

’

P) Ha3HadeHMre BCIIOMOI'aTeJIbHBIX BeIeCTB .

2. PedepeHTHHM JIeKAPCTBEHHBI Npenapar

2.1. HauMeHOBaHMe JIEKAPCTBEHHOTO npenapara (MexIyHapomHoOe
HENaTEeHTOBAHHOE MM XVMMYUECKOe, MM I'PYHIIMPOBOYHOE) ;
TOPT'OBOE HaMMeHOBaHME: ;
2.2. JexapcTBeHHas @QopMa ;
2.3. onmucaHue ;

2.4. cocrTasn (c ykazaHueM KOJMUEeCTBa JeMCTBYRIMVX ¥ BCIOMOI'AaTEeJIbHEIX
BEUIECTB) ;

2.4.1. bapMauerTMueckas cyOcTaHLMa <2>:

a) HauMMeHOBaHMe bapMalleBTUUECKON cybCcTaHUUM (MexIOyHapoIHOe

HellaTeHTOBaHHOE HaVMMEeHOBaHMe MJIM TPYIIMPOBOYHOE HAVMMEHOBAHME WIIM XUMMKMYEeCKOoe

¥ TOPTOBOE (OPpM HAJIMUMM) ;
0) cTpykTypa bapMaleBTMUeCKOM CyOCTaHLUM ;
B) OCHOBHEIE CBOMCTBA (dmBUKO-XUMHUUECKUE, VMMYHOJIOTYECKME,
VMMYHOXVMUYECKMe) bapMalleBTUUeCKOM CyOCTaHLIUM ;
T') HaJuuye IpuMeceM ;
II) HOMEP PeecTPpOBOM 3anmucu (OpM HaJlUdnM) .
2.4.2. BCHoOMOTAaTeJIbHEIE BeEleCTBa:
a) HaVMeHOBaAHMEe BCIIOMOTI'aTeJIbHBEIX BelleCTB (MexnyHaponHoe HellaTeHTOBaHHOEe
WM XVMMYECKOe, TOpIoBOe (IpKM HaJlMUuUM) ;
0) CTPYKTypa BCIOMOT'aTeJIbHEIX BeEUECTB ;
B) OCHOBHBEE QUBUKO-XVMMUUECKME CBOMCTBa BCIIOMOTATEJIbHHX BeEUEeCTB ;
P) Ha3HadUeHMe BCIIOMOI'aTeJIbHBEIX BelleCTB .
2.5. IJaTa TOCYyHapCTBEHHOM peTrucTpaluuM JIeKapCTBEHHOTO IpenapaTra B
Poccuiickor demepalMy M HOMEP PETUCTPALMOHHOT'O YIOOCTOBEPEHUS.

IT. OueHka HapaMeETPOB, Ha OCHOBAHUM KOTOPEIX
YCTaHaBJIMBAETCA B3aMMO3aMeHAEMOCThb
JIEKAPCTBEHHBIX I[IPernapaToB

1. [lapameTp: SKBUBAJIEHTHOCTD (njns 6MrMoaHaJIOTOB — COIOCTAaBUMMOCTD)
KaueCTBEHHEBIX n KOJIMYeCTBEHHEBIX XapaKTepMCTMK @apMaueBquecxmx Cy@CTaHHMﬁ
JIEKapCTBEHHOT'O IpernapaTa, I[IOoIJexamero OIpelefIeHVIO B3aMMO3aMeHsSeMOCTr U
pedepeHTHOTO JIEKaPCTBEHHOT'O IIpelapaTa:

a) pesyJbTaT OLEeHKM [IapaMeTpa:

KaueCTBEHHEIE n KOJIMUYe CTBEHHEIE XapaKTepMCTMKM @apMaueBquecxmx
cy®CcTaHUMM, BXOOAmMEe B COCTaB JIEKAPCTBEHHOTO MNpernapaTa Ojs MeOVLMHCKOTO
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IIPVMIMEHEHMA

(PKBMBAJIEHTHE (IOJi1g OMOAQHAJIOTOBEIX (OMONOIOOHEIX) JIEKAPCTBEHHEX [IpelapaToB
(610aHaJIoToOB) — CONOCTAaBMMEL) pedepeHTHOMY JIEKAaPCTBEHHOMY IIpenapaty
MM HEe DSKBUBAJIEHTHE (HE CONOCTAaBVME)
0) oDOCHOBaHME OLIEHKM [apaMeTpa
2. IllapaMeTp: BKBUBAJIEHTHOCTBL JIEKAPCTBEHHOW GOPMEL:
a) pesyJbTaT OLEHKM [NapaMeTpa:
JIeKapCTBEeHHAada dopma JIEKaPCTBEHHOT'O npernapara i MeIULVMHCKOT'O
IpMMEHEHU S

(pxBMBaAJIeHTHa pebepeHTHOMY JIEKAPCTBEHHOMY IIpelnapaTy MM He SKBUBAJIEHTHA)
©) obOOCHOBaHME OLIeHKM [apaMeTpa .
3. IlapamMeTp: B®KBUBAJIEHTHOCTH MJIM COINOCTaBMMOCTB COCTaBa BCIIOMOI'aTEJIbHEIX

BelecCTB JIEKAPCTBEHHOTO nperiaparTa, nmomjiexamero OonpeleJISHNIO
B3aMMMO3aMeHAEeMOCTI U pe@epeHTHoro JIEKapCTBEHHOTI'O IIpellapaTa:
a) coCcTap BCIioMOTI'aTeJIbHEIX BeleCTB JIEKAPCTBEHHOT'O nperiapaTa IOJIg

MENVMIIIMHCKOI'O IIPVMMEHEHNMA

(PKBMBAJIEHTEH WJIM COIIOCTaBMUM)
©) ODOCHOBaHME OLEHKM [apaMeTrpa
4. TlapaMeTp: MISHTUUYHOCTL CIloco0a BBEIEHMS U NPVMEHEHUS :
a) criocob BBEeIOEeHUS 128 NPVMEHEHVSS JIEKAPCTBEHHOTO Mpernapara IJjg
MEeIULIVMHCKOT'O [IPVMEHEHUS

4

(MOEeHTMYEeH WM He MIOEHTHUUEH)

©) oODOCHOBaHME OLIEHKM IapaMeTpa .

5. IlapamMeTp: OTCYTCTBME KJIMHMUECKM SBHAUMMEBEIX Pa3JIMUMM [OPU HPOBEINEHUMU
KJIVHUYECKMX MCCJIeIOBaHUM JIEKAPCTBEHHOT'O IperapaTa, IoIJexalero OlIpelelIeHUI
B3aMMO3aMeHsAEMOCTH U PedepeHTHOTO JIEKAPCTBEHHOTO IIperapara:

a) pesyJbTaT OLEHKM [IapaMeTpa:

KJIMHUYECKU 3HaUYVMEIE pasnuunsa npu IpOBENEeHUN NCCJIeDOBaHUI
OMOBKBUBAJIEHTHOCTU JIEKAPCTBEHHOT'O nperiapaTa (KHMHMHGCKM 3HaUVIMBIE pPa3JIMumMAd
noxkasarTejyey 6e30nacHoCcTM U 20QEKTUBHOCTM JIEKAPCTBEHHOT'O IpelnapaTa Ipu
IPpOBEIEHUM MCCJIeODOBaHUS TepalleBTUUYEeCKOM 3KBUBAJIEHTHOCTHM; (IOJ1S OMOaHAaJIOT'OB -
KJIMHUYECK)M 3HaAUMMEE pasanumsa 0e30IacHOCTM, 20OEeKTHMBHOCTU M UMMYHOT'€HHOCTU
IpM NPOBENEeHMS KIMHUUECKUX MCCIJIeOOBAaHMM)

4

(OTCYyTCTBYIOT MJIM HET)
6) obOOCHOBaHME OLIEHKM [apaMeTpa:

1)

6. [lapamMeTp: COOTBETCTBUE IPOM3BOOUTENSA JIEKAPCTBEHHOTO CpencTBa
TpeOOBaHMAM HaIJlexallel NPOM3BOILCTBEHHOM NPaKTUKU

a) COOTBETCTBUE IPOM3BOOUTEJIS JIEKAPCTBEHHOTO CpencTBa TpeboBaHMAM

HaIJexalei MNPOM3BOICTBEHHON NPAKTUKM ,

(moOTBEepPXIEHO MM He NOIATBEPXIEHO
3aKJIOUeHneM)
©) oOOCHOBaHME OlLIeHKM I[1apaMeTpa

IIT. OBumi BEIBOI MO pes3yJjibTaTaM 5KCIEePTHOM OLEeHKU
10 ONpeneJIeHUI B3aMMO3aMeHAEeMOCTM JIEKAPCTBEHHOTI'O
npernapara Ojd MeIMLIMHCKOT'O MNPVMEHEeHMA:

[Io pesyJbTaTaM OLEHKM IIapaMeTPOB, Ha OCHOBAHMM KOTOPHX YyCTaHABJIMBAETCS
B3aMMO3aMeHsAEMOCTL JIEKAPCTBEHHEIX IIPelapaToB JIEKAPCTBEHHBI MPEernapaT NPpM3HAaH
pebepeHTHOMY .

(BBaMMOBaMeHHeMHM i He BBaMMOBaMeHHeMHM)

Kommccua skCcHnepToB B COCTaBe:
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npencenaTesyib KOMMCCHUM SKCIIEPTOB

(DOJIXHOCTE ) (®.1.0.) (mommnmce)
OTBETCTBEHHH) CeKpeTapb

(DOJIXHOCTD) (©.1.0.) (nmomnmce)
5KCIEPTH

(DOJIXHOCTD ) (¢.1.0.) (momnmce)
Jara odopmneHma sakjodenmsa " " 20 T.

<1> B cny4yae Hanuuusi B fiekapCTBEHHOM MpernapaTe HeCKOSIbKUX hapMaLleBTUYECKUX CyOCTaHLuIA
NHdOopMaLMA NPUBOANTCSA OTAENBHO MO KaXkaon dapMaleBTUYecKo cyGcTaHLuN.

<2> B cnyyae Hanuuusa B fnekapCTBEHHOM npenapaTe HeCKOMbKMX dhapMaueBTU4EeCKUX CyGCcTaHuUmMm
WHhopMaLMst NPUBOANTCHA OTAEMNbHO MO KaXaon dhapmaueBTUYeCKOn CybcTaHLmu.

MpunoxeHue N 4 k npukasy Munsgpasa P® ot 24.08.2017 N 558H

dopma

MyHMCTEepCTBO 3OpaBooxpaHeHus Poccurickon demepaumu

(HaMMeHOBaHMEe GbenepaljibHOTO TOCYIAPCTBEHHOTO OHIXETHOTO YUYPEeXISHMS)

"Yreepxnawn"

(pyxopomuresnr, ©.M.0., nomnmch, IedaThb)

w w 20 .

BaknYeHMe KOMMCCHMM SKCIEPTOE MO pesyJibTaTaM SKCHEepPTM3H KadecTBa
dapManeBTHMUEecKkONM cyOBcTaHUMM, NPOMBBENEHHOM OJIS peanm3aummu

1. Obume MHOJIOXEeHUS

1.1. HoMep u @HmaTa 3alaHusa MuHMUCTepCTBa 3IOpaBooxpaHeHUs Poccumckom
denepaunm
1.2. @para mHNOCTyHJeHMA 3alaHMa MMHMCTEpCTBa 3IOPaBOOXpaHeHUsa PoCCuMcKOM

demepaumy B BKCIEPTHOE yUPEXIEHME M BXOOAUMI PETMCTPALMOHHBIM HOMEP

1.3. HaumMeHOBaHMe OGapMalleBTUUECKOM CyOCTaHLMUM:

MeXIOyHapomHoe HenaTeHTOBaHHOe WU XUMUUECKOe (IpynnmMpoBOYHOE)
HaVMeHOBaHMe

TOPTOBOE HAVMEHOBAHME

1.4. dopma BrNyCcka (JekapcTBeHHada bopma, macca/obbeM/KOMIIJIEKTHOCTE)

1.5. 3agBuTeNb (C yKazaHMEM DPUIMUYECKOT'O JIMlla, OCYWEeCTBJISOIETO OOHY WM
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HECKOJIBKO CTaIuM MNpOM3BOACTBa (QapMaleBTUUYECKOM CyOCTaHLUM)

1.6. cBemeHusa o0 »BKCIepTax (®.1M.0., CIleuMaJIbHOCTL, YyueHas CTeIlleHb
(3paHMe) (mpmM HaIMuumM), CTaxX pPaboTe, MeCcTO PAaOOTH M IOOJIKHOCTD)
1.7. o0 OTBETCTBEHHOCTM 3a HOOCTOBEPHOCTbL CBEeIEHUMM, M3BJIOKEHHBIX B

3aKJIKUeHNM, IMNIpenyIlpexineH:

npencernaTeslb KOMUCCHUM 3SKCIIEPTOB

(DOJXHOCTHE) (©.1.0.) (mommnmce)
OTBETCTBEHHHEM CeKpeTaphb

(DOJXHOCTHE) (©.11.0.) (mommnmce)
3KCIIEPTH

(DOJIXHOCTD) (©.11.0.) (mommmce)

2. ConepxaHue TMpPeICTaBJIEHHEIX Ha DKCIEPTU3Yy KauvuecTBa dGapMaleBTUUYeCKOMU

cybCcTaHUUM IOOKYMEHTOB (n3marawnrcsa OCHOBHEIE IIOJIOXEHMS MPeIOCTaBJIEHHOM
OOKYMEHTAaluM) :

3. CeBemeHus o IIPOBENEHHEIX KOMUCCUEN OKCIIEPTOB MCCJIEOOBaHMAX C YyKas3aHUeM

®.11.0. oskcHnepToB, O0OBeEMa M XapaKTepa BEHIIOJIHEHHBIX KaXIbIM M3 HUX padoT M UX
pPesyybTaToOB::
4. ©OkcHepTHasd OLEHKa M BEIBOIEl IO MNPEeICTAaBJIEHHBEM Ha 3JKCIEPTU3y KadecTBa

ooxkyMeHTaM U ofbpasuaM OdapMaleBTHMUeCKOM CcyOcTaHLuM, c ykazsaHumem ®.M.O.
3KCIepTa, CHeJlaBller'o BHEBOL IO KaxXIOMy M3 NIYHKTOB

4.1. obume cBeneHMs O QapMaleBTUUYECKOM CyOCTaHLUM:

a) HaVvMeHOBaHMue bapMalLleBTHUUECKON cy®CcTaHUMM (MexOyHapoIOHOe
HellaTEeHTOBAHHOE MM XMMMUECKOe (TPYyIIMPOBOYHOE), TOPI'OBOE)

©) HauUMEHOBaHME U alpecC NIPpOoMU3BOIUTENS QapMalleBTUUeCKkOoM CcyOCcTaHLUU

B) CTpyKTypa ®bapMaleBTUUECKOM CyOCTaHLUM

I') OCHOBHEE O(QMBUKO-XMMUUECKME CBOMCTBa OGapMalleBTMUECKOM CyOCTaHLUUU

4.2. OlLleHKa ONMCaHUA TEXHOJIOTUYECKOT'O npolecca NpOM3BOLACTBA
bapMaLeBTMUECKOM CyOCTaHUMM M ero paspaboTky, BKJIOUYAS KOHTPOJIbB MCXOIHOTO
CEIPbs, KPUTHUYUECKMX CTanguil [NPOM3BOINCTBa M NPOMEXYTOUHOM MNPOOYKLMM M OLEHKY

Bajimmalumm IIPOLIeCCOBR IIPOM3BOICTBA
7

4.3. OlLIeHKA METONOB, IPEenJIOXEHHBIX 3ag9BUTEJIEM s OOBICHEHUS
XVMMKO—-dapMalleBTUUECKMX CBOMCTB QapMaleBTUUeCKOM CyOCTaHLUM

4.4. oueHka IokasarTejiell kauecTBa dapMaleBTUUECKOM CyOCTaHLUM

4.5. olLeHKa MeTOIOB KOHTPOJIS KauecTBa dapMalleBTUUECKOM CyOCTaHLUM

4.6. oueHkKa BHOOPa CTAHIOAPTHHX OOpPa3LI0B

4
4.7. oueHka nopodundg npmuMmecey dapMaleBTUUECKOM CcyOCcTaHUMM (OpTaHUUeCKUX,
HeOopT'aHUYEeCKUX, OMOJIOTUUECKUX)
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4.8. OLlIEeHKa npenCTaBJIEHHBIX 3agaBuUTEIJIEM MaTepmrasoB 10 BanmMImaumm
AHAJIMTNYECKMX MEeTOIOOB KOHTPOJIA KadvecCTBa @apmaueBTqucxoﬁ cybcTaHumMm

’

4.9, HaJm4dne jZ0a8%1 oTCcyTCTBUE COOTBETCTBMUA MEXIY resyiibTaTaMm
na@opaTopHoro aHainsa npenCTaBJIEHHEBIX 3adgaBuUTEIJIEM Ha OKCIIEPTU3y O@paBHOB
@apMaHeBTMHeCKOﬂ cybcTaHumm n IIokKkasaTeJiIaMM1 KadvyecTBa, BKJIIOYEHHBIMM B

HOPMAaTMBHYI IOOKYMEHTAaLMIO

4
4.10. OLIEeHKa JaHHBIX, InpenCcTraBJIEHHBIX 3a4dBUTEIIEM, @) cTabmMIbHOCTHU
@apMaHeBTquCKOﬁ cyBCcTaHUMM BO BCEX 3adBJISeMBIX BUIAX HepBMqHOﬁ YIIaKOBKUM

’

4.11. OlleHKa IOAHHBIX IIO YCTaHOBJIEHMI 3afaBUTEJIEM CPOKOB T'OIHOCTHU
bapMalleBTUUECKOM CYyDOCTaHUUM BO BCEX 3aSBJIAEMHX BUIOAX [NE€PBUUHOMN YIIAaKOBKU

’
4.12. OlleHKa OOOCHOBaHMS 3agBUTEJIEM yCTaHaBJIMBaEMbIX YCJOBUM XpPaHEeHUS
bapMalleBTUUECKON CyDCTaHLUUMU

5. O6umit BBIBOX IO pPe3yJbTaTaM SKCHIEPTU3H:
KaueCcTBO (QapMalleBTUUYeCKkOoM CcyOCTaHLUU

(MOOTBEPXIEHO MJM HE NOATBEPXIEHO)
B COOTBETCTRBUNA c yem BKJIOUEHMEe (apMaleBTUUeCKOM CyOCTaHUMM B
TOCYHAapCTBEHHE pPeecTp JIeKapPCTBEHHEIX CPelCTB

(BOBMOXHO WMJIV HEBO3MOXHO)

[IpuyioxeH e : IPOTOKOJI (BI) MCCJIen0oBaHUM (McneITaHMM) , NPOBEIEHHEIX B XoIe
3KCIEePTU3bl kKauecTBa JIEKapCTBEHHOI'O CpencTBa, Ha J., B DK3.

Kommccus OKCIIEPTOB B CoOCTare:

npencernaTeslb KOMUCCHUM 3SKCIIEPTOB

(DOJXHOCTHE) (©.1.0.) (mopmnmuce)
OTBETCTBEHHHEM CeKpeTaphb

(DOJXHOCTHE) (©.11.0.) (nmopmmce)
3KCIIEPTH

(DOJIXHOCTD) (©.11.0.) (nmomnmce)
Hara obopmnenma sakjgodenmsa " " 20 T.

MpunoxeHune N 5 k npukady MuHsgpasa PO ot 24.08.2017 N 558+

dopma

MUHMCTEPCTBO 3IOpabBooxpaHeHusa Poccumckom denmepalmm

(HamuMeHOBaHMEe dGemepasilbHOTO T'OCYIAPCTBEHHOTO ONMIXETHOTO YyUYpEeXIeHM)

"YrBepxnan"
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(pyxopoauTens, @.1.0., nomnmch, IIedaThb)

n n 20 .

3axkinoueHne KOMMCCHM 3KCIEPTOEB II0 pelynbTaTaM 3KCIEepTHU3b OOKYMEHTOB
OJisi IIOJIY4YEeHMsI palSpelleHMsi Ha IIpOBegeHMe KIMHUYECKOI'O MCCJIenqOBaHUSI
JIEKAPCTBEHHOT'O IIpernapaTa moJjs{da MeOUMIMHCKOI'O IIPpMMeHEeHUSI

1. Obumme MHOoJIOXEeHUS

1.1. HoMep u @»maTa 3alaHusa MuHMCTepCcTBa 3IOpaBooxXpaHeHUs Poccumckom
denepaunm
1.2. @mara noctTynJeHMs 3alaHua MUHMCTEPCTBa 3IpaBooxpaHeHusa PoccumckKou

demepaumy B BKCIEPTHOE yUPEXIEeHME UM BXOOAUMIM PETMCTPALMOHHBIM HOMEP

1.3. HauMeHOBaHME JIEKapCTBEHHOT'O IIpellapaTa:
MeXIyHapoIoHoOoe HelrlaTeHTOBAaHHOE i XVMM4YeCcKoe (rpynnMpOBquoe)
HalMeHOBaHUeEe

TOPI'OBOE HaMMEHOBaHUME

1.4. odopmMa BHIyCKa (JlekapcTBeHHas GopMa, IOO3MPOBKAa, CIOCOOB BBEIEHUS U
npuMeHeHus, macca/obbeM/KOMIJIEKTHOCTE)

1.5. cocTas JIEKapPCTBEHHOT'O npenapara (mepeyeHsb OeVICTBYOUMX U
BCIIOMOT'ATEJIbHEIX BEIEeCTB, C yKaszaHMeM KOJIMYeCTBa KaxXIOoI'o M3 HUX)

1.5.1. dapMakoTepanepTMUECKad rpynna o
AQHATOMO-TepaleBTUUECKO—XVMUUECKOM KJlacCudmkaumy (majiee - ATX)

1.5.2. Kom ATX

1.5.3. [pOTOKOJ KJIMHUUECKOTO MCCJIemoBaHmUsa (KOOI, HaVMeHOBaHME, BEepCHUs

1.6. 3BagBuresb

1.7. Csemenusa o6 skcneprax (©.1.0., coeumanlbHOCTbL, YydeHas CTEIEeHb
(3BaHMe) (npmM HaIMuuMmM), CTaX pPaboTe, MeCTO PAOOTH M IOOJIKHOCTDH)
1.8. o0 OTBETCTBEHHOCTM 3a HOOCTOBEPHOCTH CBEIEHMM, M3BJIOKEHHBX B

3aKJIYeHNM, IIpenyIlipeXxIeH:

npencenaTeJylb KOMUCCHUM SKCIIEPTOB

(DOJIXHOCTE ) (®.11.0.) (mommmce)
OTBETCTBEHHHM CEKpeTapb
(DOJXHOCTE ) (®.1.0.) (mommmceo)
SKCIIEPTH
(DOJIXHOCTE ) (®.1.0.) (mommnmco)
2. ConmepxaHmue MPeICTaBJIEHHEIX Ha DKCIEPTU3Y IOKYMEHTOB IJIS I[OJIyUeHMs
paspeumeHns Ha NpoOBEeIEeH e KJIMHUYECKOTO VCCJIeTOBaHMUI (nccrnemoBaHmMsa

OMOBKBMBAJIEHTHOCTHU n (MHM) TepaHeBTMHeCKOﬁ DKBUBAJIEHTHOCTH) JIEKapCTBEHHOTI'O
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npenapara O0J19 MEeIMUMHCKOTO [NPMMEeHeHMsa (M3JlaralTCca OCHOBHEIE MOJIOXEHUSA
NpencTaBJIEHHOM IOKyMeHTAalMM) :

3. CBenmeHus o IIPOBEOEHHBIX KOMMUCCHUEN OKCIIEPTOB MCCJIEOOBaHMAX C YyKa3aHMreEM

©./1.0. o2kCHIepTOB, OOBEMa M XapaKTepa BHIIOJHEHHBIX KaXIBM M3 HUMX padoT M ux
Pe3yIbTaTOB:
4. SKCIepTHaS OLleHKa ¥ BHBOIEI IO I[PENCTAaBJIEHHEIM Ha DSKCIEPTU3Y

OOKYMEHTAaM IJIs [OJIyUeHMs paspelleHMsd Ha [IPOBEeNeHME KIMHUYECKOTO MCCJIeOOBAHUI
(nccrnenoBaHusa OMOBKBMBAJIEHTHOCTM U (MIIM) TepaleBTUYUECKOM 3KBUBAJIEHTHOCTH)
JIeKapCTBEHHOT'O IpelapaTa IJjsg MeOMUMHCKOT'O IpMMeHeHUd C ykazaHueMm O.U.O.
SKCIepTa, CHeJlaBUlero BHEBOL IO KaXIOMy M3 INYHKTOB

4.1. ouLueHKa Hay4HOM OOOCHOBAHHOCTM [NPOI'PAMMEl NOKJIMHUUECKMX MUCCJIeIOBaHUM
JIeKapCTBEHHOT'O IpellapaTa

’
4.2. oueHKa BuHOOpa BKCIEPUMMEHTAJBLHOM MOIEJIM MCCJIEOOBAHUS U (m1m)
TEeCT—-CUCTEM

;
4.3. OLIeHKAa obbeMma BEIITOJTHEHHEIX OOKJIMHUYECKUX MCCIJIeNOBaHUM
JIEKAaPCTBEHHOTO IIperapaTra C LeJbld YyCTAHOBJIEHMS ero GapMakKoIMHaMUYECKUX
5bdexTOB, MexaHM3Ma OEeVCTBUS UM NOTEHLMAJIbHEIX MODOOUHBEIX INEeWCTBUIM:
4.3.1. wusyueHre GapMakKoOJIOTMUECKMX CBOMCTB JIEKAPCTBEHHOT'O IIpelaparTa:
a) OCHOBHEBEIE QapMakoIMHaMMUeCKMe (MMMyHOJIOTHMUYeckMre) 30dexTH

6) odapmakojormnueckue 20OeKTH, HECBA3aHHBEE C 3afABJIEHHBIM IIOKa3aHMEM K
IPVIMEHEHUIO

4
B) BJIMAHME Ha CEPIeYHO-COCYIMCTYH CUCTEMY, LEHTPaJIbHYl HEPBHYI CUCTEMY,
OEIXaTEJIbHYI CUCTEeMY, XeJyIdOUHO-KMIIEUHEI TPakKT

T) bapMakoIMHAMUUECKOE B3aMMOIEMCTBME JIEKAPCTBEHHOTO IpelapaTa

4.3.2. nsyueHre GapMakKOKMHETUUECKMX CBOMCTB JIEKAPCTBEHHOI'O IIpenapara:
a) BCcachBaHMe JIEKAPCTBEHHOTI'O [pelapara

0) pacHnpenesyieHre JIEKAPCTBEHHOTO IIpernapara

B) MeTabosM3M JIEKAPCTBEHHOTO Mpenapara

T') BHIBEIEeHMe JIeKapPCTBEHHOT'O IIpelapaTa

) dbapMakoOKMHETHMUECKOE B3aMMOIEMCTBME JIEKAPCTBEHHOTO IpelapaTa

4.3.3. wu3ydYeHME TOKCHUKOJIOTMUECKMX CBOMCTB JIEKaPCTBEHHOTO IpelapaTa:
a) TOKCMUYHOCTH IIPM OINHOKPATHOM BBEeIeHUM (OCTpas TOKCUUHOCTE)

14
o) TOKCUUHOCTD IpM IOBTOPHOM BBEeIeHMM (IIomocTpas M XPOHMUYEeCKas
TOKCUYHOCTE )

B) MyTaTr'€HHOCTb

P) KaHIEpOT'eHHOCTb

o) PENpOonyKTMBHAA VM OHTOTE€HeTMYeCKadaA TOKCUMYHOCTDH

© ApanTaums n gn3anH gokymeHTa: [Jetckasa yponorus B Omcke http:/disuria.ru/

28 n3 29


http://disuria.ru/

Mpuka3 MuHsgpasa P® ot 24.08.2017 N 558+ — O6 yTBepxaeHun MpaBun NnpoBeAeHUst 3KCNePTU3bl NIeKapCTBEHHbIX CPeACTB Ans
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oro
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e) pasOpaxawlee IOeMCTBUE

X) opyrue TOKCUKOJIOTMUECKIME VCCJIeIOBAHMS (aHTUT'E€HHOCTE,
VMMYHOTOKCUYHOCTE) (OpM HaJlMUdUM)

4.4. OlleHKa VHTePpIpeTaumnmn PrazpaboTunKoOM IOJIYUEHHEIX pPe3yJIbTaTOB
OOKJIVMHUYECKUX MCCIJIenOBaHUM (bapMaxoJIOTUIECKUX, bapMaKOKMHETUUECKUX,

TOKCUKOJIOTMYECKUX MCCIJIEIOBaHMM) JIEKAPCTBEHHOT'O IIpenapaTa

’

4.5. oOLeHKa MeTOINOB CTaTUCTMUECKOM ODOpaboTKM pPesyJlbTaTOB IOKJIMHUYECKUX
MCCJIefOBaHUM

’

4.6. comepxaHue IpoeKTa IIpOTOKOJIA KJIMHUYECKOTO VCCJIeHOBaHMSI

(nccrnenoBaHusa OMOBKBMBAJIEHTHOCTM U (MIIM) TepaleBTUUECKOM BKBUBAJIEHTHOCTH)
JIeKapCTBEHHOT'O MpelapaTa OJg MeOMUMHCKOI'O IIPMMEHEeHMS UM eIr'o OlleHKa Ha
COOTBETCTBUE 3a9BJISEMEBIM LeJyiaMm 128 3alavaM KJIVMHUMYUECKOTO UCCJIeIOBAaHUSA
(uccrnenoraHmsa OMOBRKBMBAJIEHTHOCTM M (MJIM) TepaleBTUUECKOM DKBUBAJIEHTHOCTH)

r
4.7. OLleHKa pPes3yIbTaToB pene oy KJIMHMYE CKUX MCCclefoBaHul
JIEKapPCTBEHHOTO Ipenapara (Opy HaJluMdumM)

’

4.8. olLeHKa pes3yJbTAaTOB IIPOBEIEHHEIX B CTpaHe 3asaBUTENS U IPYI'MX CTPaHax

KJIMHUYE CKUX uccJjenoBaHu, MUCCJenIoBaHUM OMOBKBUBAJIEHTHOCTU u (m1m)

TepaneBTHUUEeCKOMN SKBUBAJIEHTHOCTU JIEKaPCTBEHHOT'O npemnapara (BrIIIOUA S

BNMIOEMUOJIOTUUYECKME MCCJIeOOBAHMUS MMMYHODMOJIOTMUE CKUX JIEKapPCTBEHHBIX

npenapaTos, IpeOHas3HAUYEeHHHX IJIS MMMYyHOJIOTMYUECKOM HNPOOMIIaKTUKM U JIeUeHUS
VHOEeKUMOHHEIX 3ab0JIeBaHuM, B TOM 4YMCJe y OeTey) (Ipu HaJIMudum)

5. OBbumM BEIBOI IO pe3yJibTaTaM 3KCIEePTU3HL:
IpoBeneHue KJIIMHUYECKOTO MCCJIeIOBAHMS JIEKAPCTBEHHOTO IIpernapaTra Ijs
MeIULIVMHCKOT'O IPYMEHEHUS

(BOBMOXHO MM HEBOS3MOXHO)
KoMmmccusa »KCIEPTOB B COCTaBe:

npencenaTesyib KOMMCCHUM SKCIIEPTOB

(DOJIXHOCTE) (@.11.0.) (monnmce)
OTBETCTBEHHHM CEKpeTapb

(DOJIXHOCTE) (®.11.0.) (monnmce)
DKCIIEPTH

(DOJIXHOCTE ) (®.1.0.) (mommnmceo)
HaTa obopmiieHus sakjwodeHusa " " 20 T.
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