006 yTBep>xxaeHuu MNMpaBun npoBepeHNA 3KCNEePTU3bl
JiIeKapCTBEHHbIX CPEeAcCTB AN MeAULUHCKOro NPUMEeHEeHMUs ¢
0CODEHHOCTH 3KCNEepPTU3bl OTAENbHbIX BUAOB JIEKAPCTBEHHbIX
npenapaToB AN MeAULUHCKOro npuMeHeHus (pecdepeHTHbIX
NlIeKapCTBEHHbIX NpenapaTtoB, BOCNPOU3Be A eHHbIX
NIeKapCTBEHHbIX NpenapaToB, OMONOrMYecKux NeKapCTBeHHbIX
npenapaToB, OMoaHanoroBbix (0OMONOAO0OHBIX) NEeKAPCTBEHHbIX
npenapatoB (bMoaHanoros), romeonaTU4eCKUX NEeKapCTBEHHbIX
npenapaToB, JIeKapCTBEHHbIX PAaCTUTEJIbHbLIX NpenapaTos,
KOMOMHaUMK NneKapCTBEHHbIX NpenapaToB), ¢ OpM 3aKNI0OYEHUM
KOMMCCHUM KCNepToB

Mpukas - Ne 558H - 0T 24.08.2017 - MMHUCTEPCTBO 34pPaBOOXPaHeHus - [lencTeyeT 6e3 n3meHeHUn

MWHWCTEPCTBO 3[IPABOOXPAHEHWNSA POCCUCKOW ®EOEPALINI

MPUKA3

MockBa

24 aBrycta 2017 r. Ne 558H

06 yTBepxxaeHum MNpaBun NpoBeAeHNs 3KCNEPTU3bI IEKaPCTBEHHbIX

CpencTB AN MeanLUMHCKOro NPUMeHEeHUs 1 0COBeHHOCTH

3KCMEepTU3bl OTAENbHbBIX BUAOB NEKAPCTBEHHbIX MPenapaToB A4

MeONLMNHCKOro NpuMeHeHns (pedepeHTHbIX IeKapCTBEHHbIX

npenapaToB, BOCNPOM3BEAEHHbIX IEKAPCTBEHHbIX NpenapaTos,

Bronornyecknx neKkapCTBEHHLIX NpenapaTos, 6MOaHaNoroBbIX

(bnonofobHbIX) NeKapCTBEHHbLIX NpenapaToB (bnoaHanoros),

roMeonaTnyecKnx IeKapCTBEHHbIX NPenapaToB, JIeKapCTBEHHbIX

pacTUTENbHbIX MPenapaToB, KOMBUHALINA eKapCTBEHHbIX

npenapaTtos), (POPM 3aKJIOYEHUN KOMUCCUN IKCMEPTOB

3apeructpuposaH MuHiocTtom Poccmm 18 gekabpsa 2017 r.

PernctpaunoHHbIn Ne 49287

B cooTBeTCTBUM C YacTbto 12 cTaTbn 16 ®epepanbHOro 3akoHa oT 12 anpens 2010 r. Ne 61-03 "06
obpallLeHnmn nekapcTBeHHbIX cpencTB" (CobpaHue 3akoHoagaTenbCTBa Poccuinckon ®enepauuu, 2010, Ne 16,
CT. 1815; 2013, Ne 48, cT. 6165; 2014, Ne 52, cT. 7540) n nognyHKkToM 5.2.145 MonoxxeHus o MnHncTepcTee
34paBooxpaHeHns Poccminckon deaepauun, yTBEPXXAEHHORO NOCTaHOBAEHNEM MpaBuTenbCTBa POCCMINCKON
®epepaumm ot 19 noHa 2012 r. Ne 608 (CobpaHume 3akoHofaTensCcTBa Poccunckon ®epepaumm, 2012, Ne
26, cT. 3526; 2013, Ne 16, cT. 1970; Ne 20, cT. 2477; Ne 22, cT. 2812; Ne 45, cT. 5822; 2014, Ne 12, cT. 1296;
Ne 26, cT. 3577; Ne 30, cT. 4307; Ne 37, cT. 4969; 2015, Ne 2, ¢T. 491; Ne 12, ¢cT. 1763; Ne 23, cT. 3333; 2016,
Ne 2, cT. 325; Ne 9, cT. 1268; Ne 27, cT. 4497; Ne 28, cT. 4741; Ne 34, cT. 5255; Ne 49, cT. 6922; 2017, Ne 7, CT.
1066; Ne 33, cT. 5202), npnKasbiBalo:

1. YTBepauTe:

MpaBnia NPoBeAEHNS SKCNEPTW3bl IEKAPCTBEHHbIX CPEACTB AN MEAULMHCKOr0 NPUMEHEHUS 1
0COBEHHOCTN 3KCMNEepPTU3bl OTAENbHbLIX BUAOB IEKAPCTBEHHbLIX NPenapaToB A9 MeAULNHCKOro NpuMeHeHuns
(pethepeHTHbIX JIeKapCTBEHHbIX MpenapaToB, BOCMPOU3BeeHHbIX TeKapCTBEHHbIX NpenapaTos,
Bronornyeckmx neKapcTBeHHbIX NpenapaTos, 6roaHanorosbix (6ronogobHbIX) IeKapCTBEHHbLIX NPeNapaToB
(buoaHanoros), romeonaTUYECKUX JIeKaPCTBEHHLIX NPENapaToB, JIEKAPCTBEHHbIX PACTUTESbHbIX
npenapaToB, KOMBMHALMIN NeKAPCTBEHHbLIX MPENapaToB) COrlacHO NPUIoXeHNUo Ne 1;
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(hopMy 3aKI04EHNA KOMUCCUN SKCMEPTOB MO pe3yJibTaTaM SKCMepPTU3bl LOKYMEHTOB, NpeACTaB/eHHbIX 414
ornpefeneHns BO3MOXHOCTIN pacCMaTpUBaTb JIeKapCTBEHHbIN nNpenapaT 4158 MeAULMHCKOro NpuMeHeHNs
npv OCYLLECTBAIEHNM FOCY4apCTBEHHON perncTpaumm B Ka4ecTse opdaHHOro IeKapCTBEHHOro nNpenapaTa,
COrnacHo npuaoxxeHuio Ne 2;

(hopMYy 3aKJII0HEHMNA KOMUCCUM SKCMEPTOB MO pe3yJibTaTaM 3KCNepTu3bl NpeioXKeHHbIX METOLO0B KOHTPOJIS
KayeCTBa JIeKapCTBEHHOIO CPEACTBa M KavyeCTBa NpeAcTaB/eHHbIX 00pa3L0B 1eKapCTBEHHOIO CpeacTBa C
MCMNO/b30BaHNEM 3TUX METOLOB, IKCMEPTU3bl OTHOLLEHUS 0XXUAAEMOIN NOJIb3bl COFIACHO NPUAoXKeHuio Ne 3;
hopMy 3aK0HYEHNS KOMUCCUN 3KCMEPTOB MO pe3yJibTaTaM 3KCNepTU3bl Ka4ecTBa hapMaLleBTUYECKON
cybCcTaHuMM, NPOM3BEAEHHON ANA peasn3aLmm, cornacHo npunoxeruto Ne 4;

(hopMy 3aKJII0HEHMA KOMUCCUN 3KCMEPTOB MO pe3yJibTaTaM 3KCNepTusbl LOKYMEHTOB A5 MoJyYeHuns
pa3peleHns Ha NpoBefeHne KJIMHNYeCKOoro CccieJoBaHNs JIeKapCTBEHHOrO npenapaTta a4
MeLNLUHCKOro NPMMEHEHNA CorJlacHO NpuioxXeHuo Ne 5.

2. [Mpn3HaTb yTpaTUBLLUUMMK CUNY:

npvkas MruHUCTEpPCTBa 34pPaBOOXPaHEHNSA U COLMabHOro pa3suTns Poccmnckon ®epepaunm oT 26 aBrycra
2010 r. Ne 750H "O6 yTBEPXAEHUN NPaBWU MPOBEAEHNS IKCNEPTU3bl IEKAPCTBEHHbLIX CPeACTB ANs
MeONLUHCKOro NpUMeHeHNa 1 (hopMbl 3aKJTIOYEHUS KOMUCCUMW 3KCNepPTOB" (3aperncTpmpoBaH
MuHncTepcTeom ocTuumm Poccminckonm ®epepaunn 31 asrycta 2010 r., pernctpaumoHHbin Ne 18315);
npukas MnHUCTepCcTBa 34paBooxpaHeHns Poccuinckon ®epepaumm ot 13 gekabpsa 2012 r. Ne 1041H "0
BHECEHUWN N3MEHEHUI B NpUKa3 MMHUCTEPCTBa 34PaBOOXPaHEHNS 1 COLMANLHOMO pa3BUTUS POCCMCKOM
®epnepaumm oT 26 aBrycta 2010 r. Ne 750H "O6 yTBEPXAEHUN NPaBU NMPOBEAEHNS SKCMEPTU3bI
JIeKapCTBEHHbIX CPEACTB A1 MeSULMHCKOro NPpUMeHeHUs 1 (POPMbl 3aKJII04YEHMNA KOMUCCUN SKCNepToB"
(3apernctpupoBaH MuHncTepcTBom tocTuumm Poccminckon ®epepaunn 10 anpens 2013 r.,
perncTpaumoHHbin Ne 28082);

npuka3 MnHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 3 anpena 2014 r. Ne 1521 "0
BHECEHWW N3MEHEHWI B HEKOTOpPbIe NPUKasbl MUHNUCTEPCTBA 34PaBOOXPAaHEHUS N COLMANIBHOMO Pa3BUTUS
Poccuinckon degepaumm n MUHUCTEPCTBaA 34paBooxpaHeHns Poccuinckonm ®egepaunn’ (3aperncTpupoBaH
MuHncTepcTBoM ocTuumm Poccminckon ®epepaumm 10 noHs 2014 r., pernctpaumoHHbin Ne 32648).

3. HacTosawwmi npukas BcTynaeT B cuny ¢ 1 aHBaps 2018 roga.

Bpno MuHuctpa .H.KarpamaHsH

MpunoxeHue Ne 1

K npukasy MnHUCTepCTBa 34paBOOXPaHEHNS

Poccunckon ®epepalmm

0T 24 aBrycta 2017 r. Ne 558H

MpaBuia NpoBefeHNs 3KCNepTU3bl

NEeKapCTBEHHbIX CPEACTB A8 MEAULUHCKOrO MPUMEHEHNS Y

0COBEHHOCTY 3KCNEepTU3bl OTAENbHbLIX BULOB JIEKapCTBEHHbIX

npenapaToB AN MEAULMHCKOrO NpUMeHeHus (pethepeHTHbIX

JIeKapCTBEHHbIX NPenapaToB, BOCMPOM3BELAEHHbIX JIEKAPCTBEHHbIX

npenapaTos, BUONOrMYECKMX TIEKAPCTBEHHbIX MPenapaTos.,

6roaHanorosbix (bronogobHbIX) 1eKapCTBEHHLIX MpenapaToB

(buoaHanoros), romeonaTUYECKUX JIeKaPCTBEHHLIX NPenapaTos.,

NEKapPCTBEHHbIX pacTUTESNbHbLIX MpenapaTos, KoMOuHauuiA

JIeKapCTBEHHbIX NpenapaTos)

|. Obwue nonoXxxeHus

1. HacToswume MNpasuna onpenensioT TpeboBaHUs K npoLeaype NpoBefeHns 3KCnepTu3bl IekapCTBEHHbIX
CPeLCTB ANst MEANLMHCKOrO NPUMEHeHNs (ganee - IeKapCTBEHHbIE CPEACTBA) M 0COBEHHOCTM 3KCMePTU3bI
OTAENbHbLIX BUAOB JIeKapCTBEHHbIX NPenapaToB AN MeAWLIMHCKOrO NpuMeHeHus (peepeHTHbIX
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NeKapCTBEHHbIX MpenapaToB, BOCMPOM3BELEHHbIX IEKaPCTBEHHbIX MpenapaToB, Br1oornyeckunx
NEeKapCTBEHHbIX NpenapaTos, bnoaHanorosbix (61oNof06HLIX) TEKapCTBEHHbIX NpenapaToB (bnoaHanoros),
roMeonaTUyeCcKnxX leKapCTBEHHbIX NpenapaToB, NEKAPCTBEHHbIX PaCTUTENbHbIX MpenapaTos, KOMBUHaALKI
JleKapCTBEHHbIX NpenapaTos (fafiee COOTBETCTBEHHO - [TpaBuna, 3KCnepTu3a JIekapCTBEHHbIX CPeACTB,
NeKapCTBEHHbIE NpenapaThl).

2. 9KCnepTr3a NeKapCcTBEHHbIX CPeACTB MPOBOAMTCS hefepalibHbiM FrOCyAapCTBEHHbIM 610 4)KETHbIM
yypexxaeHunem "Hay4Hblln LeHTP 3KCNepTu3bl CPeacTB MeAULNHCKOro NpuMeHeHns" MnHMCTepCTBa
3[paBooxpaHeHns Poccunckon ®epepauum (ganee - 3KCNEPTHOE yYPEXXAEHME) HA OCHOBAHWUN 3adaHUs
MuHncTepcTBa 34paBooxpaHeHns Poccunckon ®deaepaunu (nanee - MMHUCTEPCTBO) U OCHOBBLIBAETCH Ha
NPUHLMNAX 3aKOHHOCTK, cobntofeHns npas 1 cBoboj YenoBeka 1 rpaxkiaHuHa, npas PULNYECKOro Anua,
HEe3aBMCUMOCTHW 3KCNepTa, 06BEKTUBHOCTU, BCECTOPOHHOCTM ¥ MOJIHOTbI UCC/IEA0BaHNIN, MPOBOAUMBIX C
MCMNO0/Ib30BaHNEM COBPEMEHHbIX LOCTUMXEHU HAYKN U TEXHWKU, OTBETCTBEHHOCTU 3KCMEPTHOrO
YYpPEeXAeHUs 1 3KCNEePTOB 3a NPOBeAeHNe N Ka4eCTBO 3KCMepTu3bl.

CtaTtba 15 ®epepanbHOro 3akoHa ot 12 anpend 2010 r. Ne 61-®3 "06 obpalueHnn ekapCTBEHHbIX
cpencts" (CobpaHue 3akoHomaTenbcTBa Poccuinckon depepaumm, 2010, Ne 16, cT. 1815; 2016, Ne 27, CT.
4283) (panee - ®epepanbHbii 3aKoH oT 12 anpena 2010 r. Ne 61-93)

3. IKCnepTm3a NeKaPCTBEHHbIX CPEACTB BKOYaeT B cebs:

1) aKcnepTn3y LOKYMEHTOB, NPeACTaB/IEHHbIX 415 ONpefeeHns BO3MOXHOCTN pacCMaTpuUBaTh
JIeKapCTBEHHbIV NpenapaT 4159 MeAULNHCKOro MPUMEHEHNS NP OCYLLECTBAEHNN FrOCy4apCTBEHHON
perncTpaumm B Ka4yecTse opdpaHHOro JIeKapCTBEHHOro npenapaTa;

2) 3KCNepTU3y NpensoXXeHHbIX METOL0B KOHTPO/IS Ka4yeCTBa JIeKkapCTBEHHOIO CPeACTBa M KavyecTBa
npeacTaBneHHbIX 06pa3sL0OB IEKAPCTBEHHOMO CPEACTBa C MCMOJb30BaHMEM 3TMX METOLOB (Aanee -
3KCMepTM3a KavecTBa IeKapCTBEHHOMO CPeACTBRA);

3) 3KCNepTU3y OTHOLIEHNS 0XXUAAEMON NOSIb3bl K BO3MOXHOMY PUCKY MPUMEHEHUS NEeKapCTBEHHOMO
npenapara.

4. JKCnepTu3a NeKapPCTBEHHbIX CPeACTB MPOBOAMTCS B COOTBETCTBMM C BblAaHHBIM MUHNCTEPCTBOM
3aZlaHMEM KOMWCCMEN IKCMEPTOB, COCTOSALLEN U3 Tpex 1 Boee 3KCNepPTOB, Ha3HAYEHHbIX PYKOBOAMTENEM
3KCMEPTHOro y4pexkaeHus (fanee - KOMUCCUA SKCNEPTOB).

B cocTaB KOMUCCKM 3KCMEPTOB MO PELLUEHNIO PYKOBOAUTENSA SKCMEPTHOMO YYPEX AEHNS MOTYT ObITh
BKJItOYEHbI B Ka4YeCTBe 3KCMEepTOB AnLa, He paboTatowme B 3KCNEPTHOM YUpeXAeHUN, €CN NX
cneumnanbHble 3HaHMA HeobxoauMbl 414 MPOBEAEHNS IKCNEPTU3bl U TaKMe IKCAEePTbl OTCYTCTBYIOT B
AaHHOM 3KCMEPTHOM yYpexx 4eHNN.

PykoBoauTesb 3KCNEPTHOrO yyYpexkaeHns obecnevmBaeT NpoBefeHNE IKCNEPTU3bl IEKapCTBEHHbIX
CpencTB B COOTBETCTBUM C BblAaHHbIM MUHUCTEPCTBOM 3aaHUEM.

5. Mpwn npoBeAeHNN 3KCMEePTM3bl NEKAPCTBEHHbIX CPEACTB IKCNEPT HE MOXKET HAaXOAUTLCS B Kakon-nnbo
3aBUCMMOCTHW OT NNLLA, Ha3HAYMBLLErO 3TY 3KCMEPTU3y, pa3paboTyrka NeKapCTBEHHOro CpeacTBa Un
APYTrUX 3aMHTEPECOBaHHbLIX B pe3y/ibTaTax dKCNepTu3bl aul,.

B cnyyae ecam akcnepTy M3BECTHbLI 06CTOATENLCTBA, NMPENATCTBYOLWME €ro NpuBAeYEHNIO K MPOBEAEHMIO
3KCnepTu3bl 1160 He No3sonsoLLme eMy cobn0AaTb NPUHLMMBLI €€ NPOBEEHNS, YCTAHOB/EHHbIE MYHKTOM
2 HacToswwwmx Mpasun, akcnepT coobulaeT 06 yka3zaHHOM 0BCTOATENLCTBE PYKOBOAUTENIO SKCNEPTHOIO
yUYpeXaeHus.

6. MNepen HavyanoM NPOBELEHNS IKCMEPTU3bI IEKAPCTBEHHbIX CPEACTB NPOBOAUTCS OpPraHnU3aLNoHHOe
3aceflaHne KOMUCCUMN IKCMEPTOB, KOTOpPoe 0hOPMAAETCA NPOTOKOJIOM, MOAMNNCHIBAEMbIM BCEMU
3KCnepTamm, U Ha KOTOPOM 3KCMepThl:

1) n3bupaioT npeacenaTens KOMUCCUN IKCMEPTOB U ee OTBETCTBEHHOIO CeKpeTaps;

2) onpepensaT Nopagok paboTbl KOMUCCUN SKCMEPTOB U MPUHSATUSA €10 PELLEHNIA;

3) onpenensoT OCHOBHbIE HanpaBaeHUs paboTbl 3KCMEPTOB, @ TakXXe MOPSAAOK U YCN0BUS OpraHM3auum
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paboTbl 3KCNEPTOB;

4) yTBEPXOAT KaneHAapHbI NnaH paboTsl KOMUCCUMU 3KCNEPTOB UCXOASA M3 CPOKa NpoBeAeHMNS
3KCMepTU3bl JIeKapCTBEHHOIO CPeACTBa.

7. Mpefcenatenb KOMUCCUN 3KCNEPTOB:

1) npoBoANT 3acefaHNsa KOMUCCUM IKCMEPTOB 1 NOAMNMUCLIBAET NPOTOKOJIbI AaHHbIX 3aCeaHui;

2) KOHTPOJIMPYET BbINOJIHEHUE 3KCNepTaMu, BXOAALMMU B COCTaB KOMUCCUX, NiaHa paboTel KoMuccmm
9KCMEepTOB 1 NPUHMMAET pPeLLEHUs 0 BHECEHWUW B HEr0 U3MEHEHUIN NCXOAA U3 CPOKa NPOBEeAEeHNS
3KCMepTU3bl JIEKapCTBEHHOIO CPEACTBa;

3) hopMmupyeT, Npn HEO6XOAUMOCTW, IKCNEPTHBIE FPYNMbl B COCTaBe KOMUCCUN 3KCMEPTOB MO OCHOBHbLIM
HanpaBAeHUAM 3KCNepTU3bl JIeKapCTBEHHOr0 CPeACTBa;

4) npeAcTaBAseT PYKOBOAUTENIO 3KCMEPTHOrO yYpexAeHNs YTBEPXKAEHHbIE Ha 3aceaHnNAX KOMUCCUN
9KCMepToB NpeasoxeHns 06 n3meHeHUn ee CocTaBa, Nopsaka paboTbl KOMUCCUMM IKCNEPTOB U NPUHATUS
€10 peLleHunn.

8. OTBETCTBEHHbIV CEKpeTapb KOMUCCUM IKCNEPTOB:

1) opraHusyeT npoBefeHune 3acelaHniA KOMUCCUW 3KCMEPTOB 1 0hOPMASET MPOTOKObl AAaHHbIX 3acefaHuii;
2) noaroTasnaMBaeT AJiA PpacCMOTPEHUSA Ha 3acefaHNsAX KOMUCCUM SKCNepTOB NOCTYNUBLUME NPeLSIOKEeHUS
06 u3MeHeHMMN ee coCTaBa, Nopaaka paboTbl KOMUCCUM 3KCMEPTOB Y MPUHATUSA €10 peLLeH;

3) o6obLaeT MHEHMS 1 BbIBOAbI 9KCMEPTOB MO pe3ysibTaTaM 3KCNepPTU3bl IeKapCTBEHHOr0 CPeAcTBa U
obecneynBaeT NOArOTOBKY 3aK/OYEHUS KOMUCCUN IKCMEPTOB.

9. 2KCnepT Npu NpoBeAeHNN NOPyYEHHON eMy PYKOBOAUTENEM 3KCMEPTHOr0 Y4peKAeHUS 3KCnepTu3bl
NEeKapCTBEHHOro cpeacTBa 0653aH:

1) npoBecTu NosHoe NCccnefoBaHne NpeacTaBfieHHbIX eMy 06beKTOB, MaTepunanos, aTb 060CHOBaHHOE U
06bEKTUBHOE 3aKJIl04eHME N0 NOCTaB/IEHHbIM Nepej HUM BOMPOCaM UM MOTUBUMPOBAHHOE 3aK/l4eHre 0
HEeBO3MOXXHOCTW NPOBEAEHMNA UM IKCNEPTU3bl JIEKAPCTBEHHOIr0 CPeACTBa, eC/IY NoCTaBJIeHHbIE BOMPOCHI
BbIXOAAT 32 Npefensl CreunanbHbIX 3HaHUA 3KCcnepTa, 06BbEKTbl UCCAEL0BaHUNA 1 MaTepuasibl HeMPUIroHbI
NN HeJOCTaTO4Hbl AN NPOBEAEHNS UCCIEA0BAHNIA 1 Aavn 3aKI04YeHUs b0 COBPEMEHHbIN YPOBEHb
pa3BUTUA HAaYKWN He MO3BOJISET OTBETUTL Ha MOCTaBJIEHHbIE BOMPOChHI;

2) CaMOCTOSATENbHO OLLeHMBaTh pe3y/bTaTbl UCCAeL0BaHWI, NOJYHYEHHbIE UM JINYHO U APYTrUMU
IKCnepTaMmu, 0TBETCTBEHHO 1 TOYHO (hOPMYNIMPOBaTh BbIBOALI B Npefesiax CBoe KOMNeTeHLmu;

3) He pa3rnawaTb CBeLleHUs, KOTOPbIE CTaJIn eMy U3BECTHbI B CBA3W C NPOBEAEHNEM 3KCNEPTU3bI
JleKapCTBEHHOro CpeAcTBa, a TakxXe CBefeHNs, COCTaBAAoWMe rocyJapCTBEHHYIO, KOMMEPYECKyo Nau
NHYI0 OXpPaHAEMYI0 3aKOHOM TaiHy;

4) cobnoaaTh YCTaHOBMIEHHbIE CPOKM M NOPALOK NPOBEAEHMNS IKCMEPTU3bI;

5) obecneynTb COXPaHHOCTb NpefCTaBeHHbIX 06BEKTOB UCCef0BaHNI U MaTeprasos.

10. OkcnepT He Brpase:

1) NnpoBOANTb 3KCNEPTU3Y IEKapCTBEHHOIO CPeACTBa No obpalleHnio HeNnoCPeaCTBEHHO K HEMY
opraHm3auni nam usnyeckux anu;

2) camocTosTeNbHO cobupaTb MaTepmanbl ANg NPOBeAEHNS SKCNEPTU3bl 1eKapCTBEHHOIO CPEACTBa;

3) NPOBOAMTbL 3KCNEPTU3Y NeKapCTBEHHOro CpeCcTBa B Ka4eCTBe HerocyJapCTBEHHOrro 3KcnepTa.

11. Mpwn NpoBeAEHNN IKCMEPTU3bI TIEKAPCTBEHHbLIX CPEACTB He fonyckaeTcsa uctpebosatsb y Anua, no
3a5BN€HNI0 KOTOPOro MMHNUCTEPCTBOM BblAaHO 3aflaHKe Ha NpoBefeHNe 3KCNepPTUN3bl 1IeKapCTBEHHbIX
CPeAncTB, MO0 NHBIX UL, MaTeprabl, HeobxoanMble 419 NPOBEAEHNS SKCMEePTH3bI.

B c/iydyae He[oCTaTOMHOCTY NpeAcTaBeHHbIX 419 Aa4Y 3aKNH04YeHUS MaTepuanoB 3KCNepT CTaBUT BONPOC
0 NpeACcTaBieHNn eMy HeobX0ANMbIX MaTepMasoB nepes PYKOBOAUTENEM IKCMEPTHOMO y4pPEeXAEHMS,
KOTOpbIN 0bpaLlaeTcs C COOTBETCTBYOLWMM 3anNpocoM B MUHNCTEPCTBO.

YacTb 4 cTaTbk 16 PenepanbHoro 3akoHa ot 12 anpens 2010 r. Ne 61-®3 (CobpaHue 3aKoHOAATENLCTBA
Poccuinckon ®egepaumm, 2010, Ne 16, cT. 1815; 2013, Ne 48, cT. 6165; 2014, cT. 52, cT. 7540).
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12. B cniyvae HeobxoAMMOCTK 3KCNepT BrpaBe xoAaTaCTBOBATb B MUCbMEHHOW (hopMe nepef
PYKOBOLAUTENIEM 3KCMEPTHOI0 YYpPEXAeHUs 0 NPUBAEYEHUN K NPOBELEHUIO 3KCNEPTU3bl JIEKapCTBEHHOI0
cpencTBa ApYrunx 3KCNepTos.

13. Kaxxabln 3KCMepT, BXOASALWMNA B COCTaB KOMUCCUM 3KCNEPTOB, KOTOPOM MNOPYYEHO NPoBefeHME
3KCMNepTU3bl JIeKapCTBEHHOI0 CPeACTBa, HE3aBMCMMO Y CaMOCTOSATE/IbHO NMPOBOAUT UCCNef0BaHNs,
OUEHVBaEeT pe3y/ibTaThl, MOJIyYEeHHbIE UM JINYHO U LPYTMMK 3KCNepTaMu, 1 (OPMYJSINPYET BbiBOAbI
OTHOCMTE/IbHO NOCTaBJ/IEHHbIX BOMPOCOB B Npefesiax CBOMX CeunaibHbIX 3HaHUN.

14, SkcnepTbl, BXOAALWME B COCTAaB KOMUCCUMN SKCMEPTOB, NpeaynpexaTcs 06 0TBEeTCTBEHHOCTY B
COOTBETCTBUM C 3aKOHOLATENbCTBOM Poccuinckon Geflepauunm 3a fady 3akaoHeHns, cogepxxallero
HeobOCHOBaHHbIE 1 (MAK) hanbCUPULNPOBAHHBIE BbIBOAbI, O Y€M OHW JAlOT MOAMUCKY.

15. Pe3ynibTaThl 3KCNEPTU3bI JIEKAPCTBEHHOI0 CPeACTBa OPOPMASAITCA 3aKII04YEHNEM KOMUCCUN MO
COOTBETCTBYOLLEN hopMe, YTBEPXKAEHHOW HACTOALLMM NPUKa30M (Lanee - 3aK/4eHune).

16. BbiBOAbI 3KCMEPTOB, COAEPXKALLMECA B 3aK/IIOYEHNN, JO0/KHbI ObITb 0JHO3HAYHbIMU, MOHSATHBLIMMY,
Hay4HO 06OCHOBAHHBLIMK CO CCbIIKAaMU Ha CBEAEHMWS U AaHHbIe, Ony6AnMKOBaHHbIE B CNeLMann3MpoBaHHbIX
neYyaTHbIX N34aHunAX.

17. 3aKknto4eHne NoAnuUCbIBaeTCs NpeacenaTesieM, OTBETCTBEHHbIM CEKPETapeM U OCTaJIbHbIMU YieHaMm
KOMUCCMUN 3KCNEPTOB C YKa3aHWeM CBOeW AO0/MKHOCTH, (haMuanm, UMeHKn, 0TYeCTBa (mocnesHee npu
Hanm4um). Kaxkaaa cTpaHunua 3aklyeHna HyMepyeTcs 1 3aBepseTcs NoAnnCbi0 OTBETCTBEHHOIO
cekpeTaps KOMUCCUM IKCNEepTOoB. BHeCceHne n3MeHeHWI B 3aK0YeHNe He AoMYyCKaeTCs.

18. YneH KoMUCCUKM 3KCNEPTOB B C/ly4ae HeCcornacmsa C BbiIBOAaMM 3KCNEPTU3bl IEKapCTBEHHOIO CPeACTBa,
N3JT0XKEHHBIMUN B 3aK/IIO4EHNW, U3araeT CBOE MHEHMWE B MUCbMEHHOM BUAe C 060CHOBaHNEM MPUYMH TaKoro
Hecornacus.

[OKyMEHT, B KOTOPOM W3JI0XKEHO MHEHUNE 3KCnepTa, HECOrTaCHOr0 C BbIBOAAMYW 3KCNEepTU3bl, npuiaraeTcs
K 3aKJ/II04EHUNIO 1 SBNISETCA ero He0TbeMIEMOWN YacCThio.

19. [lokyMeHTbl, NOCTYMMBLUME B IKCMEPTHOE yYpexaeHne ans NpoBefeHNs 3KCNepTun3bl JIeKapCTBEHHOIO
cpencTsa, NoanexaT Bo3BpaTy B MMHUCTEPCTBO OAHOBPEMEHHO C 3aKJII0YEHUAMM, NOJYYEHHBLIMU MO
pe3ysbTaTaM COOTBETCTBYIOLMX IKCMEPTM3. HopMaTMBHaA OOKYMEHTaUMs, UHCTPYKLUUSA MO NPUMEHEHUNIO
JleKapCTBEHHOr o npenapaTa, MakeTbl NEPBUYHON 1 BTOPUYHOWN YNAKOBOK MOAJIeXaT BO3BPaATY Ha
Byma>kHOM HocuTene.

K 3aKJIl04eHNI0 N0 pe3y/ibTaTaM 3KCNepTM3bl Ka4ecTBa EKAPCTBEHHOMO CpeAcTBa npuiaratTcs
NPOTOKOJbl MPOBEAEHHLIX B XO4€ AaHHOW 3KCMEePTU3bl NCCNEA0BAHUIA (UCMLITaHWRA).

20. B cnyyaax HepocTaToO4HON 060CHOBAHHOCTM UMW HEMOMAHOThI 3aK/IOYEHNS, HAINYUSA B HEM
NPOTMBOPEYMBbIX AaHHbIX, (PaJibCUPUKALUN BbIBOLOB 3KCMEPTM3bl IeKapCTBEHHOIO CpeacTBa, COKPbITUSA OT
MnHWCTepCTBa OCHOBaHWUIA 415 0TBOLA 3KCNepTa BCAEeACTBME €ro 3aMHTepecoBaHHOCTU B pe3ynbTaTax
COOTBETCTBYHOLLEN IKCNEPTMU3bI, HAMNYUS AaHHBIX O NPSMOM NMOO KOCBEHHOM BMELLATENbCTBE B MPOLLECC
COOTBETCTBYIOLLEN IKCNEPTU3bl L, HE YHACTBYIOLLMX B €e NPOBEAEHUN, HO OKa3aBLUMX BAUSHME Ha
npoLecc 1 pesynbTaTbl ee nposefeHnsa, MMHUCTEPCTBOM Ha3Ha4YaeTCs NOBTOPHAsA 3KCNepTusa
JleKapCTBEHHOr o CpeacTBa.

MoBTOpHasA aKCnepTU3a JIeKapCTBEHHOIO CPeACTBa MPOBOAMTCS B MOPSAAKE, YCTAHOBIEHHOM HACTOALWMUMU
MpaBunamu, C y4eToM pe3ybTaTOB paHee NpPoBedeHHON 3KCNepTU3bl B CPOK, YCTAaHOBJEHHbIN
MWHNCTEPCTBOM 1 He MpeBbIWAaLWNA TpUaLaT pabovmx gHEN Co AHA NOJYHEHUS SKCNEPTHLIM
yYpexaeHneM 3afaHns Ha NnpoBefeHne NoBTOPHON 3KCNepPTU3bl IeKapCTBEHHOIO CPeACTBa.

21. YcKopeHHas npolefypa sKCnepTusbl 1eKapCTBEHHbIX CPEACTB NPUMEHAETCSH B OTHOLUEHUN:

1) opdhaHHbIX NEKAPCTBEHHbIX MPenapaTos;

2) NepBbIX Tpex NeKapCTBEHHbLIX NpenapaTos, perncTpupyemolx B Poccninckon ®enepauumn B KayecTse
BOCMPOM3BElEHHbIX JIEKaPCTBEHHbIX MpenapaTos, 04epefHOCTb KOTOPbLIX onpenesiseTcs B COOTBETCTBUN C
HOMEpPOM 1 AaTON BXOAALWMNX 3a8BJI€HNIN O FOCYAapCTBEHHOM perncTpauny nekapcTBeHHbIX NpenapaTos B
paMKax 0HOro MexayHapoAHOro HernaTeHTOBaHHOr0 HaVMeHOBaHNS IeKapCTBEHHOr0 npenapaTta uiv
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rPYNNMPOBOYHOIr0 HAaMMEHOBAHNA JIEKAPCTBEHHOIO NpenapaTa;
3) NeKapCTBEHHbIX NPEnapaToB, NpeaHa3HaYeHHbIX UCK/IYNTENbHO 418 MPUMEHEHNS
HEeCOBEPLUEHHONETHUMM TPaXKaaHaMu.,

22. YcKopeHHas npoueaypa 3KCNepTu3bl IEKAPCTBEHHbIX CPEACTB B LIeNSAX roCyAapCTBEHHON perncTpaLumm
JIEKapPCTBEHHbIX MPenapaToB He NPUMEHSETCS B OTHOLLEHUMN:

1) 6noaHanorosbix (6ronogobHbIX) NeKapCTBEHHbIX NpenapaToB (broaHanoros);

2) pehepeHTHbIX NEKAPCTBEHHbIX NPenapaToB (3a NCKYEHNEM OpdaHHbIX IEKAPCTBEHHbIX MPENapaToB);
3) BOCNPOU3BELEHHbIX IEKAPCTBEHHbIX NMPENapaToB (3a NCK/IYEHNEM NEPBbIX TPEX PEFUCTPUPYEMbIX B
Poccuiickoin ®enepalimmn B Ka4ecTBe BOCMPON3BEAEHHbIX JIEKAPCTBEHHbIX NPEnapaToB U NEeKapCTBEHHbIX
npenapaToB, NpeiHa3Ha4YeHHbIX NCKIOYUTENBHO ANSt NPUMEHEHUS HECOBEPLUEHHONETHUMI FpaXkaaHaMm);
4) HOBbIX KOMOMHALUMIA 3aperncTpMpPoOBaHHbIX PaHee IeKapCTBEHHbIX MPenapaTos;

5) nekapCTBEHHbIX NPenapaToB, 3aperncTPUPOBaHHbIX PaHee, HO NPOU3BEIEHHbIX B APYrMX
JIEKAPCTBEHHbIX (POPMax B COOTBETCTBUM C NMEPEYHEM HAVMEHOBAHWIA NEKAPCTBEHHLIX (DOPM 1 B HOBOW
N03POBKE.

23. YckopeHHas npoueaypa 3KCNepTn3bl NEKAPCTBEHHbIX CPELNCTB NPOBOANTCS SKCMEPTHLIM YYPEXAEHNEM
B CPOK, YCTAaHOB/IEHHbIAN MUHNCTEPCTBOM B 3aaHWNN Ha NPOBEEHNE TaKOW 3KCMEPTU3bI, YCTaHABANBAEMBIN
C YYETOM C/lefyHoLLMX CPOKOB:

1) 3KCcnepTr3a LOKYMEHTOB, COLEPXKALLUXCSA B PEFMCTPALIMOHHOM A0ChE Ha JIeKapCTBEHHbLIN Npenapar,
NPOBOAMUTCS B CPOK, HE MPEBbILIALLMA AecaTn paboynx OHeNR;

2) 3KCrnepTn3a KavyecTBa JIEKapPCTBEHHOMO CPEACTBA U SKCNEPTM3a OTHOLIEHNS 0XXUOAEMON NOJb3bl K
BO3MOXXHOMY PUCKY NMPUMEHEHWS JIEKAPCTBEHHOMO NpenapaTa NPOBOAATCS B CPOK, HE MPEBbILIAIOLLNIA
wectnaecatn paboymx QHeN.

YacTb 3 cTaTbu 26 PenepalibHOro 3akoHa o1 12 anpens 2010 r. Ne 61-@3.

Il. 9KCcnepTM3a OOKYMEHTOB, NPeACTaBNEHHbIX 415 onpeneneHms

BO3MOXXHOCTW pacCMaTpuBaTb JIEKapCTBEHHbIN NpenapaT B

KayecTsBe opdaHHOro NeKapCTBEHHOro NpenapaTa

24. 9KCnepTmM3a LOKYMEHTOB, MPEeACTaBAEHHbIX ANS ONpefeneHns BO3MOXKHOCTU pacCMaTpuBaTh
NeKapCTBEHHbIN NpenapaT B KavyecTBe 0paHHOro IeKapCTBEHHOMO NpenapaTta, CoCTaB/ieHne KOMUCCHen
3KCMepTOB 3aK/0YEHNS 0 BO3MOXHOCTM UM HEBO3MOXXHOCTM paccMaTpuBaTh JIeKapCTBEHHbLIN NpenapaT B
KavecTBe 0phaHHOro NeKapCTBEHHOMO NpenapaTa U HanpaBfieHne fAaHHOM0 3aKIYeHNs B MUHUCTEPCTBO
OCYLLEeCTBIAIOTCS B CPOK, HE MPeBbIIAOWNA TpUALaTh paboynx OHER CO AHA MOJTyYEeHNS 3KCMEepPTHBIM
yypexxaeHunem 3afaHns MuHNCTEPCTBa U B 3IEKTPOHHON (hopMe nin Ha ByMarkHbIX HOCUTENAX CNeayoLLnNX
LLOKYMEHTOB:

1) 3asBJIeHNS 0 rOCyAapCTBEHHOW perncTpaunm NeKapCcTBEHHOr 0 NpenapaTa B 3/1IeKTPOHHON hopMe 1 Ha
Byma)kHOM HocuTene;

2) KONUW JOKYMEHTa Ha PYCCKOM A3blKe, 3aBEPEHHON B NOPsALKe, yCTaHOBNEHHOM 3aKOHOAATEIbCTBOM
Poccuiickon ®epepaLmm, NoATBEPKAAIOLWENO0 MPAaBOMOYHOCTL 3adABUTENS NOAABaTh 3asB/eHne 0
roCyfapCTBEHHOW perncTpaunm nekapCTBEHHOro npenapaTa (40BEPEHHOCTD);

3) NpoeKTa UHCTPYKLMMN N0 MEANLIMHCKOMY NPUMEHEHMIO IEKAPCTBEHHOMO NpenapaTa;

4) MHCTPYKLUM MO MEANLIMHCKOMY MPUMEHEHMIO UK KPATKON XapaKTepPUCTUKUN SIeKapCTBEHHOIO
npenapara, yTBepXXAEHHbIX B CTPaHe Npou3BoanTeNS;

5) Konuu LOKYMEHTOB, 3aBEPEHHbLIX B MOPSAAKE, YCTAaHOBIEHHOM 3aKOHOAATENbCTBOM POCCMINCKON
®epepaumnm, NOATBEPXKAAOLWMX (PaKT perncTpaLmm JekapcTBEHHOro npenapaTa B MUHOCTPaHHbIX
rocygapcTBax B KavyecTse opghaHHOr0 1IeKapCTBEHHOr0 npenapaTa;

6) 0T4eTOB 0 pe3sysibTaTaxX KJIMHUYECKUX UCCef0BaHNI NeKapCTBEHHOro npenapaTa Aas MeLULMHCKOro
NpUMeHeHus.
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MyHKT 5 4acTn 4 cTaTbmn 18 ®epepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03.

YacTb 7 cTaTbu 18 ®depepasibHOro 3akoHa o1 12 anpens 2010 r. Ne 61-03.

25. MNpwu npoBefeHUn 3KCNepTM3bl JOKYMEHTOB, NPeACTaB/IeHHbIX AN onpeaefieHNs BO3SMOXHOCTY
paccMaTpuBaThb JIeKapCTBEHHbIN NpenapaT B KayecTse opaHHOro iekapCTBEHHOr 0 npenapaTa,
3KCrepTHas oLeHKa LOKYMEeHTOB U (DOPMYJIMPOBaHMeE BbIBOLOB OCYLLECTBJIAIOTCS C Y4ETOM Cl1elyoLLmX
KpuTepues:

1) Hanun4ue 3abonesaHnsa, NP KOTOPOM MAAHUPYETCS NPUMEHATL PacCMaTPUBAEMbIN JIEKAPCTBEHHbI
npenapar, B MepeyHe XU3HeYrpoXKatoLWwmnx 1 XpOHNYECKMX NPOorpeccmpyowmx peakmx (ophaHHbIX)
3aboneBaHnN, NPMBOAALLMX K COKPALLEHNIO MPOAOIIHIKUTENLHOCTY XU3HWU FPaXXAaH WU NX NHBANUOHOCTY;
2) 061acTbio MPUMEHEHNS IeKapCTBEHHOMO NpenapaTa ABASITCA AMarHOCTUKa 1 (Un) nevyeHune
XKU3HEYrpoXKaloLwero UM XpoHNUYeCcKoro NporpeccupyoLero peakoro (opgpaHHoro) 3abonesanus;

3) obocHOBaHME NPOrpamMmMbl KIMHUYECKNX NCCNEA0BaHUIA TIeKapCTBEHHOMO NpenapaTa, BKYas
npoBoAALMECs U (UIn) NAaHUPYEMble KIMHNYECKMe NCCNef0BaHNS IeKapCTBEHHOrO npenapaTa B
KayecTBe 0p(haHHOr o IeKapCTBEHHOr 0 npenapaTa;

4) Hann4ne pe3ynbTaToB KJIMHUYECKUX UCCIef0BaHNI IeKapCTBEHHbIX NPenapaToB, BbINMOJHEHHbIX 3a
npenenamu Poccuinckon ®efepaumm n COOTBETCTBYIOLLMX NPaBuiaM Hagnexalen KIMHNYECKON NPakTUKu,
B C/ly4ae, eC/iv NPOM3BOACTBO IeKapCTBEHHOMO NpenapaTa OCyLLeCcTBASETC 3a npeaenamu POCCMNCKO
denepaumnu;

5) Hanu4yme perucTpaumm (paspeLlleHns NpUMeHeHns) 1eKapCTBEHHOro npenapaTta B UHOCTPaHHbIX
rocyfapcTBax B Ka4yecTBe ophaHHOro JiekapCTBEHHOMO NpenapaTa;

6) 060CHOBaHME peLleHns 3a9BUTENS 0 NPeACTaBEeHNN 3a9BNEHNS 0 BO3SMOXXHOCTM pacCMaTpmBaTb
NeKapCTBEHHbIN NpenapaT B KavyecTBe 0paHHOro IeKapCTBEHHOMO Npenapara.

MocTtaHoBneHwue MpaBuTenscTBa Poccnnckon depepauum ot 26 anpens 2012 r. Ne 403 "O nopsifke
BefeHusa PefepasbHOro perucTpa auu, CTpagaoLnx XUIHEYrpoXKaoLWNUMK U XPOHUYECKUMU
nporpeccupyowmnMm peakumu (opaHHeiMm) 3a6oneBaHnaMU, NPUBOAALLMMU K COKPALLEHUNIO
NPOAOIKUTENBHOCTY XU3HU FPaXkaaH AU UX UHBAAUAHOCTHW, U ero pernoHanbHoro cermeHta" (CobpaHue
3aKoHofaTenbCTBa Poccuinckon Pegepaumm, 2012, Ne 19, ¢T. 2428; 2012, Ne 37, cT. 5002).

Mpuka3 MuHucTepcTBa 34paBooxpaHeHns Poccuiickon ®epepaumm ot 1 anpens 2016 r. Ne 200H "06
yTBEPXAEHUWN NPaBu HagNexallen KINHUYeCKON NpakTukn" (3aperncTpmposad MMHUCTEPCTBOM HOCTULMK
Poccuinckon ®epepaumm 23 aBrycta 2016 r., pernctpaumoHHbiin Ne 43357).

26. Mo pe3ynbTaTaM 3KCNepTU3bl LOKYMEHTOB, MpeACcTaB/eHHbIX 418 oOnpefesieHNs BO3MOXHOCTH
paccMaTpuBaTb JIeKapCTBEHHbIN NpenapaT B kayecTBe opaHHOro JiekapCTBEHHOr 0 npenapaTa
0hopMISETCA 3aKJ0HeHKe Mo hopMe COoracHo NpuiioXeHuo Ne 2 K HacTosLLEeMy npukasy.

[ll. 9kcnepTu3a KavyecTBa JIeKapCTBEHHOIro CpeacTBa 1

3KCMepTmn3a OTHOLLEHNS 0XKMAAEMOW MOJIb3bl K BOSMOXHOMY PUCKY

NPYMEHeHNs NeKapCcTBEHHOr 0 npenapaTa A58 MefULMHCKOro

NpYMeHeHNs

27. 9KcnepTmM3a KayecTBa JIeKapCTBEHHOr0 CPefCTBa M IKCMepTU3a OTHOLLEHNS 0XKUAAEMOWN MOJb3bl K
BO3MOXXHOMY PUCKY NPUMEHEHMNA IeKapCTBEHHOI0 nNpenapaTa Aaa MeAUUNHCKOr0 NpUMeHeHs,
COCTaBJIeHNEe KOMUCCMAMMN IKCMEPTOB 3aKN0YEHMI N0 pe3ybTaTaM NPOBELEHHbIX IKCMEPTU3 1
HanpasJieHNe 3TUX 3aK/04eHNn B MMHUCTEPCTBO OCYLLECTBIAIOTCA B CPOK, HE MpeBbILLaloLWniA CTa fecaTu
paboynx OHEN Co AHA MNONYyYEHNS IKCNEPTHBLIM YUYpexaeHNeM 3aaaHna MUHUCTEePCTBa U JOKYMEHTOB,
COCTaBNIAOLNX PErnCTPaLMOHHOE [OChe Ha JIekapCTBEHHbIV npenapar.

Ctatbsa 18 ®epepanbHOro 3akoHa ot 12 anpend 2010 r. Ne 61-®3 (CobpaHune 3akoHOLaTeNbCTBA
Poccunckon ®egepaumm, 2010, Ne 16, cT. 1815; 2013, Ne 48, cT. 6165; 2014, Ne 52, cT. 7540).
28. B Te4yeHne oeBsHOCTa AHEN CO AHS NOayYeHuns peweHns MMHUCTepCTBa 0 NPOBEAEHNN SKCNEPTU3,
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npefycMOTPEHHbIX MYHKTOM 27 HacTosAwmx MpaBna, 3aaBUTesb NPeACTaBAseT B IKCNEPTHOE yyYpexxaeHne
LN19 NPOBEeLEeHNS IKCMEePTM3bl Ka4ecTBa JIeKapCTBEHHOro CpeacTBa 0b6pa3sLbl IeKapCTBEHHOr0 NpenapaTa
4719 MeANLNHCKOr0 MPpMMEHeHNs, MPOM3BELEHHOM0 B COOTBETCTBMM C TpeboBaHMAMY ONbITHO-
MPOMBILUAEHHOrO ¥ (UW) MPOMBILJIEHHOr0 PErIAaMEHTOB, YTBEPXKAEHHbLIX PYKOBOANTENEM MPOMN3BOAUTENS
NEeKapCTBEHHbIX CPEACTB, @ TakXXe B COOTBETCTBYIOLLMX Clydasx obpa3subl hapMaLeBTUYecKon
cybCcTaHuMmM, TeCT-LUTaMMa MUKPOOPraHN3MOB, KyJIbTypbl KNeToK, 0bpa3Lbl BELLEeCTB, MPUMEHSAEMBIX 415
KOHTPOJ151 Ka4eCTBa JIeKapCTBEHHOro CPeCTBa NyTEM CPaBHEHWUS C HUMW UCCelyeMOoro JIekapCTBEHHOro
CpefCTBa, B KOMYECTBAX, HEOOX0AMMBIX 4J19 BOCMPOM3BEAEHNA METOAOB KOHTPOIS KavecTBa.

Mpwn nonyyeHmmn obpa3uoB N1eKapCTBEHHOMO NpenapaTa IKCMNEPTHOE YYPeXXAEHNE BblAaeT 3aiBUTENIO0
LOKYMEHT, MOATBEPXAAIOLWNA NoyYeHne yKa3aHHbIX 06pa3sLLoB, U B CPOK, HE MPEeBbILLIAIOLLNA TpexX
paboynx OHeRn, yBeAOMAET B 3INEKTPOHHOM hopMe nam Ha BymakHOM HocuTene 06 3ToM MUHUCTEPCTBO.
29. YKa3aHHble B NyHKTe 28 HacToAwmx MpaBua CPpoK Ans NnpeLcTaBieHns 3assuteneM obpasLos
JIEKAPCTBEHHOIr0 NpenapaTta U CPOK YBELOMJIEHUS SKCMEPTHBLIM y4pexkaeHnem 06 3ToM Ha ByMarkHOM
HocuTene MMHUCTEPCTBA HE BKJIIOYAKOTCA B CPOK MPOBELAEHUS IKCMEPTN3, NPefYyCMOTPEHHbIX MYHKTOM 27
HacToAwmx Mpaswn.

30. Mpwn NOATBEPXKAEHUN TOCYyAaPCTBEHHOW PErncTpaLumn nekapCTBEHHOro NpenapaTa 3KCnepTn3a
OTHOLLEHWNS OXXMAAeMON NOMb3bl K BO3MOXHOMY PUCKY MPUMEHEHNSA NIeKapCTBEHHOr0 npenapaTa
NPOBOAMUTCS Ha OCHOBAHUN Pe3ybTaTOB MOHUTOPUHIA 3(PEKTNBHOCTYN 1 6€30MaCHOCTY JIEKAPCTBEHHOMO
npenapara, NPOBOAUMOro AepXXaTesieM Ui BnagesibLeM perncTpaunoHHoro yaocTosepeHms
JIeKapCTBEHHOro npenapaTa b0 ynosHOMOYEHHbIM UMW IOPUANYECKMM NNLOM, @ Takxe PeaepasibHON
cny>x6oi no Haa3opy B Chepe 34paBOOXPAHEHNSA B COOTBETCTBUM C TpeboBaHUAMU CTaTbh 64
®epfepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-93.

31. 9KCcrnepTr3a OTHOLIEHNSA OXXULAEMON MOJIb3bl K BO3MOXXHOMY PUCKY MPUMEHEHUS NeKapCTBEHHOM0
npenapaTta B Lensx NoOATBEPXAEHUSA FOCY4apCTBEHHON perncTpaLny NekapCTBEHHOMO NpenapaTa
NPOBOAUTCSH KOMUCCUEN IKCMEPTOB IKCMEPTHOI0 YYPEXKAEHUS B CPOK, HE MPEBbLILLIAIOLWMNIA COpoKa paboymx
LHEeW CO OHS NOJTYYEHMS IKCMEPTHbLIM yYpexxaeHneM 3agaHna MUHUCTEPCTBa U JOKYMEHTOB,
nepeyncsieHHbIX B YacTax 3, 4 ctaTbk 29 ®epepasibHOro 3akoHa ot 12 anpensa 2010 r. Ne 61-03.

32. 9KCnepTr3a NeKapCTBEHHbIX CPeACTB B YaCTWN 3KCMNEepPTU3bl Ka4eCTBa JIeKapCTBEHHOro cpefcTsa U (1am)
3KCMEepTU3bl OTHOLLEHUS 0XXNAAEMON NOJb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS IeKapCTBEHHOI0
npenapaTta NPoBOAUTCA B C/ly4ae BHECEHUS U3MEHEHWI B OKYMEHTbI, COAepXXalLnecs B perncTpaLMoHHOM
L,0Cbe Ha 3aperucTpMpoBaHHbIA NEKAPCTBEHHLIN NpenapaT, B OTHOLWEHWN:

1) cBeAEeHUN, yKa3aHHbIX B UHCTPYKLMM MO MEAULNHCKOMY MPUMEHEHMIO JIeKapPCTBEHHOrO nNpenapaTa;

2) coCcTaBa JIeKapCTBEHHOI0 NpenapaTa Aas MeaANLMHCKOro NpUMeHeHNs;

3) M3MeHeHMa MecTa NpPon3BOACTBA JIEKaPCTBEHHOr 0 npenapaTa 415 MeAULUHCKOr0 NPUMEHEeHUS;

4) N3MeHeHus NokasaTesiel Ka4yecTBa JIeKapCTBEHHOr O npenapaTa Ans MegULUUHCKOr0 NPUMEHEHUS 1
(MnKn) MeToL0B KOHTPOS Ka4eCTBa JIeKapCTBEHHOro npenapaTa 415 MeANLMHCKOr0 NPUMEHeHUS;

5) n3meHeHna CpoKa rogHOCTM NEeKapCTBEHHOMO NpenapaTa 48 MegULUMHCKOro NPUMEHEHNS;

6) cBeneHnin 0 HeO6XOAMMOCTN BHECEHUS UHbIX U3MEHEHUI B MHCTPYKLMIO N0 MEAULUHCKOMY MPUMEHEHNIO
JIeKapCTBEHHOrO NnpenapaTa, a TakXXe B UHble OKYMEHTbI, COAEepXallnecs B perncTpaLMoHHOM JOCbe Ha
3apEerncTPUPOBAHHBIA IEKAaPCTBEHHbIN NpenapaT, B COOTBETCTBUM C YTBEPXKAEHHON MUHNCTEPCTBOM
Knaccudukaumen M3MeHeHUN, BHOCMMbIX B JOKYMEHTbI, COAep Xallnecs B perncTpalMoHHOM LOChke Ha
3aperncTpMpoBaHHbIA eKapCTBEHHbIN NpenapaT 48 MegULMHCKOro NpYMeHEeHNs.

MyHKT 1 4acTun 2 ctaTbmn 30 GepepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03.

Mpuka3 MuHMcTepcTBa 34paBooxpaHeHns Poccuniickon ®epepaumm ot 13 aekabps 2016 r. Ne 959H "06
YyTBEPXAEHUUN KNACCUDUKALUM U3MEHEHWI, BHOCUMbIX B JOKYMEHThI, COAEpXKaLLMecs B perncTpaLMoHHOM
L,0Cbe Ha 3aperncTpUpPOBaHHbIA NeKapCTBEHHbIA NpenapaT ANs MeAULUHCKOro MpuMeHeHns"
(3apernctpmpoBaH MnHncTepcTBOM tocTULMKN Poccunckon ®epepaumnm 9 aHeaps 2017 r., perncTpaLmnoHHbIN
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Ne 45123).

33. 9KCnepTur3a KavyecTBa JIekapCTBEHHOr0 CpeAcTBa U (UnK) 3KCnepTn3a OTHOLLEHUS 0XXMAaeMOon NoJib3bl
K BO3MOXXHOMY PUCKY MPUMEHEHNS NeKapCTBEHHOrO NpenapaTa B Lensix BHECEHNSA N3MEHEHWI B
LOKYMEHTbI, cogepxalimecs B permcTpaunoHHOM A0Cbe Ha 3aperncTpUPOBaHHbIN NEeKAPCTBEHHbIN
npenapaT, NMPOBOANTCSH KOMUCCHEN 3KCNEPTOB IKCNEPTHOI0 YYPEXAEHNA B CPOK, HE MPEBbILLAIOLLNIA
ceMmaecsaTn pabounx gHen Co OHS NOJYYEHUS SKCMEPTHBIM yYpexxAeHMeM 3aaaHnsa MUHnCTepcTea u
LLOKYMEHTOB, nepeyncsieHHblx B YacTu 1 ctatby 30 ®efepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-93.
34. OnpegneneHne B3aMMo3aMeHAEMOCTIN JIeKapCTBEHHOIO nNpenapaTta 419 MeAULUHCKOro NPUMEHeHNA B
paMKax 3KCMepTu3bl Ka4eCTBa JIEKapCTBEHHOr0 CPeCcTBa U (M) SKCNEePTU3bl OTHOLLEHNS 0XXU4aeMOon
MoJib3bl K BO3MOXXHOMY PUCKY MPUMEHEHNs NeKapCTBEHHOr 0 NnpenapaTta oCyLLeCTBIsSeTCA B COOTBETCTBUN C
noctaHoBsieHneM MpaBuTenscTBa Poccuinckon ®epepaumm ot 28 okTabps 2015 r. Ne 1154 "O nopsiake
ornpefeneHns B3auMo3aMeHAeMoCTH JIeKapCTBEHHbIX NpernapaToB A1 MeAULNHCKOro npumMmeHeHmnsa"
(CobpaHue 3akoHomaTenbcTBa Poccuinckon ®epepaumum, 2015, Ne 45, cT. 6248).

35. o pe3ynbTaTaM 3KCNepTU3bl KaYeCTBa JIEKaPCTBEHHOr0 CPeiCTBa, 3KCNEePTU3bl OTHOLLIEHUS
0’XXNAAEMON NOJIb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS NEKapCTBEHHOMO npenapaTa 48 MegnLMHCKOro
NpYMeHeHUs, 0hOPMASETCA 3aK/toHeHe No hopMe COrnacHo NpuoXKeHuo Ne 3 K HacTosLLEeMy Npukasy.
BbIBOAbI 3KCMEPTOB 0 B3aMMO3aMEHAEMOCTHY UM HEeB3aNMO3aMeHAeMOCTM JIeKapCTBEHHOr o0 npenaparTa,
cLenaHHble B pe3yfibTaTe 3TOr0 CpaBHEHNS, OOPMASAIOTCA B BUAE MPUNOXKEHNA K 3aKJTIOYEHUIO,
0hOpMIIEMOro B COOTBETCTBUM C NpusioxeHneM Ne 3 K HacTosLLeMy NpuKasy.

36. IOKYMEeHTbl, MOCTYNMUBLUMNE B IKCNEPTHOE yUYpexxaeHne 419 NPOBeAEeHNA SKCNEePTM3, NpeayCMOTPEHHblIe
nyHkTamu 27, 30, 33 HacToawwmx Mpasun, nogaexaT Bo3BpaTy B MUHUCTEPCTBO OAHOBPEMEHHO C
3aK/IIOYEHUAMM, NOJTYHYEHHBLIMUW MO pe3yJibTaTaM COOTBETCTBYIOLLMX SKCNepTus.

IV. 9KcnepTun3a KavyecTBa hapMaLleBTUYECKON cybcTaHumu,

Npou3BeLeHHON AN peanunsauum

37. 9KcnepTun3a KavyecTBa hapmaLleBTU4eCKon cybcTaHumm, NponsBeaeHHON AN1a peannsaunu,
COCTaBJIEHNE KOMUCCMEN 3KCMEPTOB 3aKJ/I0YEeHUS Mo hopMe CornacHo npunoxxeHuto Ne 4 K HacTosLemy
npvKasy no pesysibTaTaM 3TOM 3KCNepPTU3bl 1 ero HanpasneHne B MUHUCTEPCTBO OCYLLECTBASIOTCSA B CPOK,
He NpPeBbIWAOLWNA WEeCTUAECATN paboynx OHEN CO AHA MONYYEHNS IKCNEPTHLIM YYPEXAEHNEM 3a4aHNA
MuHUCTepCcTBa 1 CefyoLWNX LOKYMEHTOB:

1) KOnuu NMUEH3MN Ha NPOM3BOACTBO JIEKAPCTBEHHbIX CPEACTB UAN KOMUKN 3aKI0YeHNS 0 COOTBETCTBMM
NPOU3BOANTENS NEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NpPaBu Haanexallen Npon3BoACTBEHHON
NPaKTWKK, BblAaHHbIe MUHUCTEPCTBOM NPOMbILLAEHHOCTY 1 TOproean Poccunckon ®egepaumm, B Cayyae,
ec/n NPpou3BOACTBO JIeKapCTBEHHOM 0 NpenapaTa oCyLecTBAAeTCa B Poccuinckon denepaunu;

2) KONuW BblgaHHOW YNOAHOMOYEHHbLIM OPraHoM CTpaHbl MPON3BOAUTENS NNLEH3UN Ha NMPON3BOACTBO
JIeKapCTBEHHOr0 CpeAcTBa U ee NepeBoda Ha PYCCKUIN A3blK, 3aBEPEHHbIX B NOPAAKe, YCTAaHOBIEHHOM
3aKoHoAaTenbCTBOM Poccuickon depepaLimm, 1 KONUU 3akl04eHUs 0 COOTBETCTBUM NPOM3BOAUTENS
JIEKAPCTBEHHbIX CpeacTB TpeboBaHMAM NPaBWU HaaNeXallel NPOM3BOACTBEHHON NPaKTUKK, BblAAHHOTO
MWHNCTEPCTBOM NPOMbILLIEHHOCTW U TOpProean Poccuinckon ®efepauuu, B ciyyae, ecav Npou3BoacTBO
JIeKapCTBEHHOr0 CpeAcTBa OCyLeCTBASETCA 3a npefenammn Poccunckon ®epepaumnu;

3) DOKYMeHTa, colepXKalllero cBeeHuns o hapMaLeBTMYeCKon cybcTaHumnn.,

MocTaHoBNeHUe MpaBuTenscTBa Poccuinckon ®epepaumm ot 6 ntona 2012 r. Ne 686 "O6 yTBEp)KAEHUN
MonoXxeHns o NMLEH3MPOBaHUN NPON3BOACTBA NEKAPCTBEHHbIX cpeacTs" (CobpaHue 3aKoHO4ATENLCTBA
Poccninckon ®epepaunn, 2012, Ne 29, cT. 4116; 2013, Ne 16, cT. 1970).

MocTaHoBneHwne MpaBuTenscTBa Poccuinckon depgepaunm ot 3 aekabps 2015 r. Ne 1314 "O6 onpeneneHnm
COOTBETCTBUS NPOU3BOANTENEN NEKAPCTBEHHbIX CpeAcTB TpeboBaHMAM NpaBu Hagnexallewn
Nnpon3BoACTBEHHOW NpakTukn" (CobpaHue 3akoHoaaTensCTBa Poccuinckon ®enepauun, 2015, Ne 50, cT.
7165).
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MyHKT 3 4acTun 2 cTaTbmk 34 GepepanbHOro 3akoHa ot 12 anpens 2010 r. Ne 61-03.

38. B TeyeHue naTHagLaTN paboymx LHEN CO AHA NoNyYeHns peleHns MMHMCTepCTBa O HanpaB/eHUn B
3KCMEepTHOE yYpexxAeHne 3aaHnsa Ha NPoBeAEHNe SKCNepTU3bl KayecTBa hapMaLieBTU4eckon cybctaHumy,
Npov3BeleHHON ANs peasnv3auunu, 3aasuTenb NpeacTaBaseT B 3KCNEPTHOE yYpexxaeHne 4118 npoBefeHuns
LaHHON 3KCnepTun3bl 06pa3Lbl hapMaLeBTUYECKON cybCcTaHLmMmM B KONNYeCTBe, HeobxoanMom ans
BOCNPOM3BELEeHNS MEeTOL0B KOHTPOJIA KavyecTsa.

JKCNepTHOE yYpexaeHne npu nosyvyeHnmn obpasuos hapMaLeBTM4eCcKon CybcTaHuum, Npon3BeaeHHON Ans
peanunsauny, BblAaeT 3a9BMTENI0 AOKYMEHT, MOATBEPXKAAIOWMI NoyYeHme 3Tux obpasyos, U B CPOK, He
NpeBbILAOWMNA Tpex pabounx gHewn, yBeLOMASET B 3NEKTPOHHON NN NUCbMEHHOW (opMe 06 3ToM
MuHmncTepcTBO.

Cpok pnsi npefcTaBfeHns 3aasutenem obpasLoB hapMaLeBTUYeCKON CybCcTaHLMM, NPOU3BELEHHON 415
peann3aunun, U CPOK YBeLOMIEHUS IKCMEPTHLIM yupexkxaeHneMm 06 3ToM MUHUCTEPCTBa He BKOYAOTCS B
CPOK MPOBEAEHUNS 3KCMEPTU3bI KaYeCTBa (PapMaLleBTUYECKON CybCcTaHLMM, NPON3BELEHHON ANS
peanunsauunu.

39. IOKyMEeHTbI, MOCTYNMBLLME B KCMEPTHOE y4YpexxaeHne 414 NpoBefeHNs IKCNepTM3bl KayecTBa
thapMaLeBTMYeCKON cybCcTaHLMmM, MPON3BEAEHHON ANS peannsauum, noanexxaT Bo3BpaTy B MUHMCTEpPCTBO
OLHOBPEMEHHO C 3aKJIl0YEHMEM, YKa3aHHbIM B MyHKTe 37 HacToawmx Mpasu.

V. 9KcnepTn3a 4OKYMEHTOB A5 MOJy4YeHns pa3peLlleHns Ha

npoBefieHne KJIMHNYECKOro UccaefoBaHns eKapCTBEHHOro

npenapaTta 419 MeAULUHCKOro MPpUMEHeHNS.

40. NpoBefieHne 3KCNepTM3bl LOKYMEHTOB AJi1A NOJyYeHUs paspeLlleHns Ha npoBeeHne KJIMHNYeCKoro
nccefoBaHWA JIeKapCTBEHHOr o npenapaTa, B TOM Y/UCJie MeXAYHapo4HOr0o MHOMOLEHTPOBOr O,
MHOMOLEHTPOBOr0, MOCTPErncTPaLMoHHOro, COCTaBieHMe KOMUCCUEN 3KCNEPTOB 3aKtloYeHns 0
BO3MOXHOCTW WJIM HEBO3MOXXHOCTY MPOBEAEHUSA TAKOr0 KJIMHNYECKOro ncciefoBaHmsa no popMe corsiacHo
npunoxeHuio Ne 5 K HacTosAWweMy NpUKasy U HanpaBfieHWe 3TOro 3akaloYeHns B MMHMCTEPCTBO
OCYLLECTBATCA B CPOK, HE MpeBbILLALLNA TPMALATY paboynx OHEN CO AHA MONYYEHNS IKCNEPTHBLIM
yypexaeHnem 3agaHns MMHMCTepCTBa C MPUIOXKEHNEM CNedyoLNX LOKYMEHTOB:

1) NpoTOKOJIa KJIMHMYECKOro UccnefoBaHNsa IeKapCTBEHHOro npenapara;

2) bpowltopbl nccienoBaTens;

3) nHdopMaLMmM 0 COCTaBE NIEKAapCTBEHHOIO NpenapaTa;

4) [OKYMeHTa, COCTaB/EeHHOro NPou3BoAMTENEM JIeKapCTBEHHOI0 NpenapaTa 1 cofep kallero nokasaTtenu
(XapaKTepuCTrKK), a TakKe CBeAeHNS 0 IeKapCTBEHHOM npenapaTe, MPOU3BeAEeHHOM 419 NPOBeAEeHNA
KJIMHNYECKUX NCCNef0BaHNNA.

41. [IOKYMeHTbI, MOCTYNUBLUMNE B 3KCMEPTHOE YYpeXxAeHne O/15 NpoBedeHNs 3KCNepTU3bl JOKYMEHTOB A1
NoJIy4eHUs paspelleHuns Ha NpoBedeHne KINMHUYECKOro uccneoBaHna NeKapCTBEHHOMO npenapara,
nogsiexxat Bo3BpaTy B MMHUCTEPCTBO OHOBPEMEHHO C 3aKJ/Il04EHNEM, YKa3aHHbIM B MyHKTe 38 HacTOALUMNX
Mpaswun.

VI. OcobeHHOCTM 3KCNEPTN3bl OTAENbHBLIX BUAOB JIEKapCTBEHHbIX

npenapaTos

42. MNpy NpoBeAeHUN SKCMEePTM3bl OTHOLLEHUS 0XXMAAeMOMN NOJIb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNS
BOCMpon3BefeHHoro n broaHanorosoro (buonofobHoOro) NnekapCTBEHHOrO NpenapaTta OCyLLeCcTBAAETCS
CPaBHEHMNE NHCTPYKLIAM MO MPUMEHEHMIO BOCMPOM3BEAEHHOr0 1 BroaHanorosoro (buonogobHoro)
NEeKapCTBEHHOro NpenapaTta C UHCTPYKLMEN MO NPUMEHEHNIO pedepeHTHOro eKapCTBEHHOMO NpenaparTa.
B cnyyae Hannyus B MHCTPYKLMMU MO MPUMEHEHNIO BOCNPOU3BEAEHHOMO JIEKapCTBEHHOMO NpenapaTa
LONOJIHNTESIbHBIX MOKa3aHWU, pexuma L03MPOBaHNUSA, NYTU BBELEHMWSA BbIBOL KOMUCCUW SKCNEPTOB O TOM,
4TO OXMAaemas rnosib3a NPUMeHeHUs NeKapCTBEHHOro npenapaTa He NpeBbillaeT BO3MOXHbIA PUCK
NpYMeHeHNs NekapCTBEHHOr0 npenapaTa, (GhopMmnpyeTCcs Ha OCHOBaHWUM pe3ybTaToB COOTBETCTBYOLLMX
KAUHUYECKUX UCCIe[0BaHNIN IeKapCTBEHHbIX NpenapaTos.
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43. Mpu NpoBeAEeHNN SKCNEPTM3bI Ka4ecTBa BMOOrMYeCKOro NEKapCTBEHHOr0 NpenapaTa, Nosay4YeHHOro 13
KPOBM, NNa3Mbl KPOBU YEI0BEKA, YHMTHIBAOTCS Cieayowmne gaHHbIe:

1) o cybbekTax obpalieHns 4OHOPCKOW KPOBU U (MK) ee KOMMOHEHTOB, O TOM, rae bbina ocylecTsieHa
AoHauus (KpoBuW 1 (1nn) nna3mMbl KPOBK), @ Tak)Ke 0 COO0BLLEHHbIX AOHOPOM MH(OPMaLMK O MEPEHECEHHbIX
UM NH(EKLMNOHHBIX 3a60/1€BaHNAX, HAXOXAEHUN B KOHTAKTE C MHGEKLNOHHBIMK 60bHbIMK, NpebbiBaHNN
Ha TEPPUTOPUSX, Ha KOTOPbLIX CYLLECTBYET yrpo3a BO3SHUKHOBEHNS 1 (1K) pacnpoCcTpaHeHN MacCoBbIX
NH(EKLMOHHBIX 3aboneBaHnii nam anmaemuin, o6 ynotpebsieHnn HapKOTUYECKNX CPeCTB, MCUXOTPOMHbIX
BeLLecTB, 0 paboTe ¢ BpeAHbIMK 1 (MK) oNacHbIMK YCAOBUSAMM TPYAaA, @ TakXKe BakLMHaUUAX 1
XUPYPrnyecknx BMeLlaTeNbCTBaX, BbIMOJHEHHbIX B TeYEHME rofa A0 AaTbl CAa4Yu KpoBu 1 (nnn) ee
KOMMOHEHTOB;

2) KpuTepun 1 cnocobbl 0T6opa, TPAHCMOPTUPOBAHUS N XPaHEHWUS [LOHOPCKOWN KPOBU U (1K) ee
KOMMOHEHTOB;

3) pe3ynbTaThl UCCNenoBaHnin 0TOBPaHHbIX JOHOPCKON KPOBY W (MK) NNa3Mbl KPOBU Ha Hananyme
B03OyamTenen nHeKLNn, BKIYaa nHpopMaumto 06 ncnonb3oBaHHbIX METOAMKAX UCCIe0BaHNI 1 B
cnyyae uccnenoBaHns nnasMbl KPOBU pe3yfbTaTbl JOKYMEHTabHOrO NOATBEPXXAEHNS (Banngaunm)
NCMNOJIb30BaHHbIX METOAUK;

4) TEXHNYECKNE XapaKTEPUCTUKMN YNaKOBKN OHOPCKOM KPOBU 1 (MAK) Ma3Mbl KPOBKM, BKOYAS
NHGopMaLnto 06 CNONb30BaHHbIX PaCTBOPaxX aHTUKOAryasHTOB.

44, MNpw NpoBeAEHUN SKCMEPTM3bl OTHOLLEHNS 0XXNAAEMON NMOJIb3bl K BO3SMOXHOMY PUCKY NPUMEHEHNS
KOMBMHaLMI paHee 3aperncTpUpoBaHHbIX JIEKaPCTBEHHLIX NMPEnapaToB B YaCTW OLEHKU pe3ynbTaToB
JOKIMHNYECKUNX NCCNIeA0BaHUIN IEKAPCTBEHHbIX CPEACTB, YYUTHIBAIOTCS:

1) pe3ynbTaTbl COOCTBEHHbLIX AOKJIMHNYECKUX NCCAeA0BAaHNA NAK AaHHble 0630pa Hay4HbIX paboT o
pesynbTaTaX LOKJINHUYECKMX NCCef0BaHUN pedepeHTHbIX IeKapCTBEHHbIX NpenapaTos, BXOAALLNX B
COCTaB KOMBUHALMW NIeKapCTBEHHbIX NPenapaTos;

2) OTCYTCTBME B3aMMOENCTBNS B OQHON NEKapCTBEHHON hOpMe NIeKapCTBEHHbIX NPenapaToB, BXOAALINX B
COCTaB KOMBUHALIMW IEKAapPCTBEHHbIX NPEMNapaToB.

45, IKcnepTM3a OTHOLLEHNS 0XXKUAAEMON NOJMb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS TOMEeonaTUYeCcKmx
JIEKApPCTBEHHbIX NPenapaToB Aas MeAnLMHCKOro NPUMEHEHUS MPOBOAMTCS C Y4EeTOM OTCYTCTBUS
HeobxoaMMOCTUN NpeacTaBaeHNs pa3paboTinkamm neKapCTBEHHbIX CPeACTB MHADOPMALMK O MPOBEAEHHbIX
(hapMaKOKMHETUYECKMX 1 (hapMaKoANHAMMUYECKUX NCCIef0BaHNAX TaKMX JIeKapCTBEHHbIX NpenapaTos.
OCHOBOW 3KCMNepTM3bl Ka4eCcTBa rOMeoNaTUYeCKoro NEKapCTBEHHOMO NpenapaTta SABNAeTCs OLeHKa
KayecTBa hapMaLeBTMYeckon cybcTaHumm (papmaueBTUYeckmx cybCcTaHumin) n BCNOMoraTesbHbIX
BELLECTB W JIEKAapPCTBEHHOI0 NpenapaTa C Y4eTOM NPeaoXKeHHbIX METOLOB KOHTPOJIA KayecTBa
NeKapCTBEHHOro CpeAcTBa U KayeCTBa NpefcTaB/ieHHbIX 06pa3LoB IekapCTBEHHOI0 CPeCTBa C
NCMNOJIb30BaHWEM 3TUX METOL,0B.

Mpy Hann4mm 060CHOBAHNSA HEBO3MOXXHOCTW MAEHTUDUNKALUKN U (MIN) KOMYECTBEHHOMO OMNpeLeneHns Bcex
KOMIMOHEHTOB, B TOM 4nc/e 061aaaowmnx TOKCUYHbIMU CBOMCTBaMU, BXOASLLNX B COCTaB roOMeonaTU4ecKkoro
NEeKapCTBEHHOrO NpenapaTta, Ka4eCTBO rOMEoNaTMYECKOro JIeKapCTBEHHOIO CPeCTBa NOATBEPXKAAETCA
Ba/Mpaumen npouecca ero Nnpon3BoacTBa.

0na 060CHOBaHUS CpOKa rofHOCTU FOMeoNaTUYeCcKoro NEKapCTBEHHOrO NpenapaTa NPeaCcTaBAATCS
[aHHble Mo ero cTabunbHOCTM M NOKa3aTesIAM KavyecTBa, BKAOYEHHLIM B HOPMATUBHYIO AOKYMEHTALNIO.
SpheKkTUBHOCTL 1 (MaK) 6e30NacHOCTb FOMEONaTUYECKOro IEKapCTBEHHOMO NpenapaTa MoryT ObiTb
NoATBEPXXAEHbI AaHHLIMW MO NMPUMEHEHMNIO FTOMEONATMYECKOro JIeKapCTBEHHOMO NpenapaTa Toro e
cocTtaBa b0 0630pOM Hay4HbIX AaHHbIX 06 3pdekTMBHOCTM 1 Be30MacHOCTM hapMaLEeBTUYECKMX
cybCcTaHUMi, BXOAALWMX B COCTaB FOMeonaTMYeckoro 1eKapCTBEHHOro nNpenapaTa, B TOM 4yucne
Npon3Be4eHHbIX B COOTBETCTBUM C TpeboBaHUAMM hapMaKkonen cTpaHbl NMPOM3BOANTENS TaKOro
JleKapCTBEHHOro npenaparTa.

46. IKCNepTMN3a OTHOLLEHNS 0XKUAAEMOWN NOJSb3bl K BO3MOXHOMY PUCKY MPUMEHEHNS NEKAPCTBEHHbIX
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pacTuTesIbHbIX NPenapaToB NPOBOAUTCSA NOCPEACTBOM OLIEHKUN KavyeCTBa JIeKapCTBEHHOMO pacTUTesIbHOro
Cbipbs 1 0bpa3Lia N1eKapCTBEHHOMO NpenapaTa, a Takxxe MHOoPMaLMM 0 NPOBEAEHHbIX
(hapMaKOKMHETUNYECKMX NCCNeloBaHNAX PaCTUTENbHbIX IeKapCTBEHHbIX MpenapaTos (B cyyae
npeacTaBneHUs Takon nHhopMauun).

Mpu NpoBeAeHNN 3KCNepTU3bl OTHOLLEHUS 0XXMAAEMON NOJb3bl K BO3MOXXHOMY PUCKY NMPUMEHEHUS
JIeKapCTBEHHOIr0 pacTUTEIbHOr0 NpenapaTa, pa3pewweHHoro aas MefULUMHCKOro NPUMEeHeHNs B
Poccuiickon ®epepaumm bonee gBaguatut IeT, BMECTO OTHETA O TOKCUKOSIOMMYECKUX NCCNEN0BaHUNAX
NeKapCTBEHHOro pacTUTEeIbHOro NpenapaTa AonycKaeTcs npefcTasieHne 063opa HayYHbIX AaHHbIX O
LOKJIMHNYECKUX UCCNIe[0BaHUAX YKa3aHHOr0 JIeKapCTBEHHOro npenapaTta u KJMHUYECKOM OrbiTe
NPUMEHEHNS NHbIX JIEKapCTBEHHbIX MpenapaTos, NPoOn3BeLeHHbIX Ha OCHOBE JIEKAPCTBEHHOI0
PacTUTENIbHOr0 Cbipbs, COCTaBNSAIOLEr0 OCHOBY IEKAPCTBEHHOI0 pacTUTESIbHOr0 NpenapaTa, 3asBJIeHHOro
Ha roCyAapCTBEHHYIO perncTpaumio.

MpunoxeHue Ne 2

K npuka3sy MnHUCTepCTBa 34paBOOXPaHEHNS

Poccunckon ®egepalimm

oT 24 aBrycta 2017 r. Ne 558H

dopmMa

MuWHNCTEPCTBO 34paBoOXpaHeHNns Poccuinckon deaepaunmn

HauMeHoBaHWe eaepasbHOro rocyAapCTBEHHOr0 BI04XKETHOM0 yYpexaeHuns

"YTBEPXIAKD"
(pykoBogmuTens, ®©.1.0., nognuce, nevyaTsb)

3ak/o4eHune

KOMUCCUM 3KCNepTOoB Mo pe3ysibTaTaM 3KCNepTu3bl JOKYMEHTOB,

npefcTaB/eHHbIX A/15 onpefeneHns BO3MOXHOCTW paccMaTpuBaThb

JIeKapCTBEHHbIV NpenapaT 415 MeAULMHCKOro MPUMEHEHNS Npu

OCYLLECTBJIEHMM FOCYAapPCTBEHHOWN PerncTpaLmm B Ka4yecTBe opaHHOro IeKapCTBEHHOrO npenapaTta
1. Homep 1 gaTa 3agaHma MnHUCTepCTBa 34paBooXpaHeHns Poccuinckon depepaunmn

1.2. laTa nocTynaeHns 3afaHns MMHUCTepCTBa 34paBooxpaHeHmnsa Poccnnckon degepaumm B 3KCNepTHoE
yYpexaeHue 1 BXOAAWMN PErNCTPaALMOHHbIN HOMEp
1.3. HanmeHoOBaHMe IeKapCTBEHHOr O NpenaparTa:

MeX[yHapogHoe HenaTeHTOBAHHOE UM XUMUYECKOoe, U rpynnupoBOYHOE HauMeHOBaHue

TOProBoe HanMeHoBaHue
1.4. ®opma BbINycKa (fekapcTBeHHasa hopMa, L03MPOBKa)

1.5. CocTaB NIEKaAPCTBEHHOI O NpenapaTa (nepeHeHb JJ,EIZCTBy}OLLI,I/IX N BCMOMOraTesibHbIX BELWLECTB, C
YKa3aHneM KoJsim4ecTBa Kaxxaoro m3 HUX)

1.6. 3aaBuTeSNb (C YKa3aHWEM IOpUANYECKOro nuua)

1.7. CBepneHuns 06 skcneptax (®.M.0., cneunanbHOCTb, yYeHas CTeNEeHb (3BaHUE) (Mpy Hann4mm), CTax
paboTbl, MecTo paboThl 1 AOKHOCTL)
1.8. 06 0TBETCTBEHHOCTN 3@ AOCTOBEPHOCTb CBEAEHUI, N3I0XKEHHBIX B 3aKJIIOYEHUN, NPefYNPEXAEH:
npegcefatesib KOMUCCUN IKCNEPTOB
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(pomkHOCTL) (@.1.0.) (mognuck)
OTBETCTBEHHbIN CEKPETAPb
(pomkHOCTL) (@.1.0.) (mognuck)
3KCMNepThl
(gomkHocTh) (P.1.0.) (moanuce)

2. MNepeyeHb OOKYMEHTOB, NpeACcTaB/eHHbIX A/ oNpeneseHns BO3MOXXHOCTM pacCMaTpmBaTh
JIEKapCTBEHHbIV NpenapaT 415 MeAULMHCKOro MPUMEHEHNS NPU OCYLLLECTBAEHNN FOCYAapCTBEHHOM
perncTpaumm B Ka4yecTe opdaHHOIro SIeKapCTBEHHOrO NpenapaTa AOKYMEHTOB (M31aratoTCs OCHOBHbIE
NOJIOXKEHUS NpeacTaBAeHHON OOKYMEHTaUun):

3. CBefeHmnsa 0 NpoBeAeHHbIX KOMUCCUMEN 3KCNEPTOB NCCNefoBaHmaX C ykasaHnem @.11.0. skcnepTos,
obbeMa 1 xapaKTepa BbINOJHEHHbIX KaXAbIM N3 HUX paboT 1 Nx pe3ynbTaToB

4. KCnepTHas OLeHKa 1 BbIBOAbI MO NPeACTaB/IEHHbIM Ha 3KCNEPTU3Y LOKYMEHTOB, NPeACTaBAEHHbIX 4N

onpeLeneHns BO3MOXXHOCTIN pacCMaTPUBaTb JIEKapCTBEHHbIN NpenapaT 418 MeAULMHCKOro NPUMEHEHNS

NP OCYLLECTBIEHNIN FrOCYAapCTBEHHOWN perncTpaumm B KayecTee ophaHHOro IeKapCTBEHHOro npenapaTa ¢

yKa3zaHuem haMuanmn, UMeHn, oTYeCTBa (MpU HaIMYUN) 3KCNepTa, CAENABLUEro BbIBOA MO KaXKAoMYy 13

MYHKTOB:

4.1. OueHka Bblbopa 3asBuUTENEM 06/1ACTM NPUMEHEHMNSA NIEKAPCTBEHHOIO NpenapaTa:

4.1.1. HaumeHoBaHMe optaHHOro (peakoro) 3aboneBaHus, Npy KOTOPOM MIAHNPYETCS NPUMEHSTb

JIEKApPCTBEHHbIV NpenapaT AN MeAULNHCKOro NPUMEHEHNS:

4.1.2. MexaHu3M pa3BuTna 3abonesaHus (ecam NpUMeEHUMO):

4.1.3. JlekapCTBEHHbIN NpenapaT NpeaHa3HayYeH NS AMarHOCTUKK peaknx (opdaHHbIX) 3aboneBaHui
na/net

4.1.4. leKkapCTBEHHbIN NpenapaT npegHa3HavyeH a5 NaTOreHeTNYeCcKoro aeveHmns (fnevyeHns,

HanpaBfIEHHOro Ha MexaHn3M pa3BuTus 3aboneBaHnsa) peakux (opgaHHbix) 3aboneBaHuin _ pa/HeT

4.2. OueHka nporpaMM KJANHUYECKMX NCCe0BaHMIN NeKapCTBEHHOMO NpenapaTa, BKJo4Yasa NpoBoasLLmMecs

1 (M) NNaHMPYEMble KTIMHNYECKNE NCCef0BaHNs, 1 060CHOBaHME peLleHns 0 Nofaye 3asBeHNs O

BO3MO>XHOCTW pacCMaTpuBaTb JIEKAapCTBEHHbIV NpenapaT 415 MeQULMHCKOro MPUMEHEHNS Npu

OCYLLLeCTBJIEHUN FrOCYyAapCTBEHHON perncTpauny B Ka4ecTse ophaHHOr0 1IeKapCTBEHHOMO nNpenapaTa Ha

LaHHOM 3Tane.

4.2.1. Hannyne/oTCyTCTBUE KINHNYECKUX NCCNe0BaHWI, BbIMOJIHEHHbIX 3a Npegenammn Poccninckon

depnepalmm B COOTBETCTBMM C NpaBUIaMu Hagsexallen nabopaTopHOM NPaKTUKIK U NpaBuiamMm

Hagaexxallen KIMHNYECKON NPaKTUKN

4.2.2. Hann4yne/oTcyTcTBUE (haKTa pPerncTpaunm nekapCTBEHHOro npenapaTta B MHOCTPAHHbIX

rocyfapCTBax B KayecTse opthaHHOro eKapCTBEHHOr O npenapaTa

4.2.3. OueHKa nHTeprnpeTaunmn pa3paboTyrka Hay4Ho 060CHOBAHHOCTM pacCMaTPMBATbL IEKAPCTBEHHbIN
npenapaT 418 MeAULIVHCKOr0 MPUMEHEHUS MPY OCYLLIECTBIEHUN TOCYAAaPCTBEHHON perucTpaLum B
KayecTBe opaHHOr0 IeKapCTBEHHOr O NpenapaTa

5. O6wmin BbIBOA MO pe3yJibTaTaM 3KCNepTU3bl:
pacCMaTpuMBaTb JIEKAPCTBEHHLIN NpenapaTt aas MeANLUMHCKOr0 MPUMEHEHNS NPX OCYLLECTBJIEHUN
roCyfapCTBEHHOW perncTpaunm B kKayectse opdaHHOro

(BO3MOX>XHO MJI HEBO3MOXXHO)
Komuccus sKkCcnepToB B COCTaBe: NpefcenaTeslb KOMUCCUM 3KCNepPTOB
(mosmkHocTb) (®.1.0.) (noannch) 0TBETCTBEHHbLIN CEKPeTapb
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(momkHoOCTh) (P.1.0.) (nognmnce) aKcnepThl
(mo/mkHOCTL) (@.1.0.) (noanucek)
JaTa odopmieHunsa 3aknodeHns ' " 20 .

MpunoxeHue Ne 3

K NpuvKa3y MUHUCTepCTBa 34paBOOXPaHeHNs

Poccuiickon ®epepaumu

oT 24 aBrycta 2017 r. Ne 558H

opma

MWHMCTepCTBO 34 paBooxpaHeHns Poccuinckon ®enepamm

(HanmeHoBaHMe hedepasnbHOro

roCyLapCTBEHHOr0 BI04XKETHOr0 yYpexaeHuns)
"YTBEPXKOAKO"
(pykoBoguTens, ®.1.0., noanuce, nevaTsb)

3ak/YeHune

KOMUCCUMN 3KCNEepPTOB MO pe3ysibTaTaM 3KCNepTu3bl NpeLoXKeHHbIX

MeTOA0B KOHTPO/IA Ka4yeCTBa JIeKapCTBEHHOIO CPeAcTBa U

KayecTBa NpeAcTaB/ieHHbIX 06pa3LI0B IeKapCTBEHHOIO CPeACTBa

C UCMOJIb30BaHNEM 3TUX METOL0B, SKCNEPTU3bl OTHOLIEHWSA

0XXKMAaeMom MnoJsib3bl

1. Obwwme nonoxxeHums

1.1. HoMep 1 gaTa 3adaHns MMHUCTEPCTBa 34paBooOXpaHeHns Poccuinckon denepaunn

1.2. paTa nocTynneHus 3agaHns MnHUCTepCTBa 34paBooXpaHeHns Poccuinckon denepaunm B SKCNepTHoOE
yypexxgeHue n BXOSALWNA PerncTPaLMOHHbIA HOMep

1.3. HauMeHOoBaHMWe JIeKAaPCTBEHHOMO NpenapaTa:
MeXX[yHapoHoe HenaTeHTOBAaHHOE UM XMMUYECKOe, UK FPYNMUPOBOYHOE HauMeHOBaHMe

TOProBoe HanMeHoBaHue
1.4. BnA neKkapCTBEHHOro nNpenapaTa 419 MeANLUHCKOro NpuMeHeHns (peepeHTHbIN IeKapCTBEHHbIN
npenapar, BOCNPOM3BEAEHHbIN NEKAPCTBEHHbLIN NpenapaT, brnonornyecknin nekapCTBEHHbLIN Npenapar,
BroaHanorosbi (bronofobHLIN) NekapCcTBeHHbIN NpenapaT (buoaHanor), roMeonaTU4yecKun
JIEKaPCTBEHHbIN NpenapaT, IeKapCTBEHHbIN PAaCTUTENbHbIN NpenapaT, KOMOUHaLMSA NEKAPCTBEHHbIX
npenapaTos).

1.5. hopMa BbINyCKa (NlekapcTBeHHas popMa, 4O3MPOBKa)

1.6. cocTaB NIeKapCTBEHHOr 0 NpenapaTa (nepeyeHb AeiCTBYIOWMX N BCMOMOraTe/lbHbIX BELECTB, C
YKa3aHMEM KONMYeCTBa KaXKAoro 13 Hux)

1.7. 3asBUTeNb (C YKa3aHWEM OPNANYECKOrO NLA)

Ha3BaHune 1opnanyeckoro smua, oCyLeCTBASIOLErO 3aBepLlatoLne CTaany Npon3BoACTBa N CEPUNHBIN
BbIMYCK JIEKAPCTBEHHOI O CPeAcTBa

Ha3BaHue topnanyeckoro anua (Mecta akTUYECKOro Npon3BOACTBA), OCYLLECTBAAIOWEr0 O4HY UK
HEeCKOJIbKO CTaAuni Npon3BOACTBa IEKAPCTBEHHOIO CpeacTBa

Mpon3BoOACTBO rOTOBOM JIEKAPCTBEHHOW (hOPMbI
dacoBka 1 (1K) ynakoBka
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1.8. cBepeHmna 06 akcnepTax (®.11.0., cneumanbHOCTb, YH4EHas CTeNeHb (3BaHKE) (MpU HaIMYUK), CTax
paboTbl, MecTo paboThl 1 OOKHOCTL)

1.9. 06 0TBETCTBEHHOCTU 3@ AOCTOBEPHOCTb CBEAEHUI, N3/TOXKEHHBIX B 3aKJIOYEHWM, NPEOYNPEXIAEH:
npeacenaTtesib KOMUCCUW 3KCNEPTOB
(momkHocTh) (P.1.0.) (moannck) OTBETCTBEHHbLIN CEKPETapPb
(BomKkHOCTL) (P.11.0.) (nognnck) aKCnepThbl
(momkHOCTL) (@.1.0.) (mognuck)

2. Copep>xaHne nNpencTaBJ/IeHHbIX Ha 3KCNePTU3Yy KavyecTBa JIEKApCTBEHHOIO CPeACcTBa U 3KCNepPTU3y

OTHOLUEHNS 0XXKNAAEMON MOJIb3bl K BO3MOXHOMY PUCKY NMPUMEHEHNS NeKapCTBEHHOr0 npenapaTa Aas
MeONLUNHCKOro NPMMEeHeHNS OKYMEHTOB (M31aratloTCa OCHOBHbIE NMOJIOXKEHUSA NpeaCTaBeHHON
LOKYMEHTaLun):
3. CBefeHnsa 0 NpoBeAeHHbIX KOMUCCUMEN 3KCNEPTOB NCCNeoBaHMAX C ykazaHneM @.11.0. skcnepTos,
obbeMa 1 XxapaKTepa BbINMOJIHEHHbIX KaXAblM N3 HUX PaboT 1 nx pe3yNbTaToB:

4. SKCnepTHas OLEHKa 1 BbIBOAbI MO NpeACcTaB/NeHHbIM Ha 3KCMNEPTU3Y KavyecTBa JIEKapCTBEHHOr0 CpeacTBa
N 3KCMEePTM3Y OTHOLLIEHUS 0XKMAAEMON MOJb3bl K BOSMOXXHOMY PUCKY NMPUMEHEHUS IEKapCTBEHHOI O
npenapaTta 4S9 MEAULUHCKOr0 MPUMEHEHNS AOKYMeHTaM 1 obpasLaM JleKkapCTBEHHOr0 nNpenapaTa Ans
MeONLNHCKOro NpMMeHeHns 1 dhapMaLeBTMYeckon cybcTaHumum ¢ ykasaHuem ®.1.0. akcnepTa,
CLenaBLIero BbIBOZ MO KaXKAOMY U3 MYHKTOB

4.1. OKCnepTu3a KavyeCTBa JIEKapCTBEHHOI O CpeacTBa:

4.1.1. GapmaueBTMYeckan cybctaHums

4.1.1.1. obuwme cBeaeHUs 0 hapmMaLeBTMYECKON CybCcTaHLMNN:

a) HauMeHoBaHMe hapMaLeBTMYeckom cybcTaHuMn (MeXxayHapogHoe HenaTeHTOBaHHOE UM XUMNYECKOE,
U rpynnupoBoYHOE, TOProBoe) ;

6) HaumeHoBaHMe 1 afpec NPOM3BOANTENA hapMaLeBTMYeCKon cybcTaHuum

’

B) CTPYKTYpa hapMaLeBTUYeCKON cybcTaHLmum

') OCHOBHblE (hM3MKO-XMMUNYECKE CBONCTBA (hapMaLieBTMYeCcKonm cybcTaHumnm

4.1.1.2. oueHKa XMMMNYECKOMN CXEMbI CMHTE3a, OMMUCaHNA TEXHOIOrMYECKOro npouecca Npon3BoACcTBa
thapMaLeBTMYeCKoN cybCcTaHLmMmM 1 ero pa3paboTKu, BKAOYAA KOHTPOIb UCXOAHOIO Chipbs, KPUTUYECKNX
CTafui Npon3BOACTBA W MPOMEXXYTOYHON NPOAYKLMUN N OLLEHKY BaaugaLum npoLLeccosB Npon3BoacTea

4.1.1.3. oueHKa MeTog0B, NPenNoXeEHHbIX 3aaBUTENEM ONA o0bbsACHeHMA XUMUKO-(hapMaLeBTUYECKUX

CBOMCTB hapMaLeBTUYECKON cybcTaHLuK ;

4.1.1.4. oueHka BbibOpa NokasaTesiel KayecTa hapmMaLEeBTUYECKON CybCTaHLMM N HOPM

4.1.1.5. oueHka npogunen npumecein hapMaLeBTMYECKON CybCcTaHUMN (OpraHNYeCKNX, HEOPraHNYeCcKux,
Bronornyeckmx) ;

4.1.1.6. oueHka Bbibopa CTaHAapTHbIX 06pa3LoB

4.1.1.7. oueHKa NpeasioXXeHHbIX 3a9BUTENIEM METOL0B KOHTPOJIS KayecTBa (hapMaLleBTNYECKON
cybcTaHumm ;

4.1.1.8. olleHKa NpefCcTaB/eHHbIX 3a8BUTEIEM MAaTEPVaJIOB MO BanndaLUy aHaANTUYECKUX METO0B
KOHTPOJIA KayecTBa hapMaLeBTNYECKO CyBCcTaHUuN
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4.1.1.9. Hann4me NNy OTCYTCTBUE COOTBETCTBMA MEXAY pe3ynbTaTaMu nabopaToOpHOro aHann3a
npeacTaBNeHHbIX 3aSBUTENEM Ha 3KCnepTusy obpa3uos hapMaLeBTUYECKON CyOCTaHUMKN U NOKa3aTeNsMu
Ka4ecTBa, BKJIOYEHHbIMN B HOPMATUBHYIO LOKYMEHTALNIO

4.1.1.10. oLieHKa [aHHbIX, NPEeACTaB/IEHHbIX 3asiBUTENEM, 0 CTabNALHOCTM (hapMaLIeBTMYECKON CybCcTaHLmMm

BO BCEX 3a5B/SEMbIX BUAAX NEPBUYHOW YMaKOBKM
4.1.1.11. oueHKa OaHHbIX NO YCTAHOBEHUNIO 3asiBUTENEM CPOKOB FOAHOCTM hapMaLeBTUYECKON
Cy6CTaHLI,VII/I BO BCeX 3aaABdeMblX BUAax I'IepBVI‘-IHOI7I YNaKOBKN

4.1.1.12. oueHka 060CHOBaHMSA 3a9BMTENEM YCTaHABANBAEMbIX YCJIOBUI XPaHEHUS hapMaLeBTUYECKON
cybcTaHumm ;

4.1.2. JleKkapCTBEHHbIN npenapaT

4.1.2.1. obuwime cBegeHNs 0 IeKapCTBEHHOM NpenapaTe a8 MeanLUMHCKOro NPUMEHEHUS:

a) onuncaHme ;

6) cocTaB ;

4.1.2.2. oueHKa (hapMaLleBTUYECKNX aCMEKTOB pa3paboTKu NeKkapcTBEHHOro npenapaTa (060CHOBaHMe
BbIBOpa COCTaBa, JIeKaPCTBEHHOW (YOPMbI, TEXHOJIOT M MPOM3BOACTBA JIEKAPCTBEHHOI 0 NpenapaTa,
NepBUYHON 1 BTOPUYHON YNAKOBKIM JIeKapCTBEHHOMO NnpenapaTa, PapMaLeBTNYeCKon COBMECTMMOCTI)

4.1.2.3. olleHKa OMUCaHNsa TEXHOJIOrMYECKOro NpoLLecca Npovn3BoACTBa JIEKapPCTBEHHOI0 NpenapaTa,

BKJ1t04AA KOHTPOJIb UCXO4HOMO Cbipbs, KPUTUYECKUX CTaAMIN NPON3BOACTBA, MPOMEXYTOYHOW NPOAYKLINN,
MaTepuabHbI 6anaHC 1 OLLEHKY BannaaLmMm NpoL.eccoB Npon3BoACcTBa

4.1.2.4. oueHKa Ka4yecTBa BCNOMOraTesibHbIX BELeCTB, NCNOMb3yeMbIMU NPU NMPON3BOACTBE
JleKkapCTBEHHOro npenapaTa (CepTngukaT, cneuundukaLmns Ha BCnoMoraTesibHoOe BELLEeCTBO), BKJIl0Yas
NHopMaLunio 06 NCNoIb30BaHMM BCIOMOraTe/bHbIX BELLECTB YEN0BEHECKOIO M XKUBOTHOIO
NMPONCX0XOeHNA (CBe,EI,eHI/Iﬂ N JaHHble, noaTBeEpPXAatoLme nx 6830I‘IaCHOCTb) N NCnonb3oBaHME HOBbLIX

BCMOMOraTe/IbHbIX BELLECTB, OLleHKa METOA0B KOHTPOSA KayeCTBa BCMIOMOraTe/bHbIX BELLECTB

4.1.2.5. oueHka Bbibopa Noka3aTesiell Ka4yecTBa JIEKaPCTBEHHOrO NpenapaTa 1 HOpPM, XapakTepuncTuka
npumecen ;

4.1.2.6. oueHKa NpeasioXXeHHbIX 3a9BUTENIEM METOL0B KOHTPOJIS KaYyecTBa JIeKapCTBEHHOr O npenapaTta u

MnX BOCNpon3soaonMMoCTb ;

4.1.2.7.oueHkKa Bbibopa 3asBUTENEM CTaHAAPTHbIX 06pa3LoB
4.1.2.8. oueHKa npencTaBsieHHbIX 3a89BUTENIEM MaTEpPMasoB NO BaANAaLUN aHAIMTUHECKUX METOL0B
KOHTPOJIS Ka4ecTBa JIeKapCTBEHHOMO npenapaTa

’

4.1.2.9. Hann4mne unn OTCYTCTBUE COOTBETCTBUS MEXAY pe3y/ibTaTamn 1abopaTopHOro aHanm3a

npeacTaBeHHbIX 3a89BUTENEM Ha 3KCnepTu3y 0bpa3LoB NeKapCTBEHHOrO NpenapaTa Aas8 MegULMHCKOro
NPYMEHEHNs 1 NoKasaTeNaMN KavyecTBa, BKAIOYEHHbIMW B HOPMATMBHYIO AOKYMEHTaLNIo

4.1.2.10. oueHKa OaHHbIX, NPeaCcTaBNEHHbIX 3a9BUTENEM, 0 CTabUAbHOCTN NEKAPCTBEHHOIO NpenapaTa BO
BCeX 3adABJIAEMbIX BUOaX I'IepBVI‘-IHOI7I YNaKoBKN

4.1.2.11. oueHKa OaHHbIX N0 yCTAHOBJ/IEHWUIO 3aABUTEJSIEM CPOKOB MOLHOCTU S1IeKapCTBEHHOr 0 rnpenaparta Bo
BCEX 3a5BASEMbIX BUAAX NEPBUYHON YMAKOBKM
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4.1.2.12. oueHka 060CHOBaHWA 3a89BUTENEM YCTaHABANBAEMbIX YCNOBUMA XPaHEHUS NEKAPCTBEHHOIO
npenapaTa ;
4.1.2.13. oueHKa MaKeTOB NEPBNYHON YMAKOBKMW U BTOPUYHON (NOTPebnTenbCKon) ynakoBKuy

NeKapCTBEHHOro Mpenapata ;

4.2. OKCNepTmM3a OTHOLEHNSA 0XXNAAEMOIN NOJIb3bl K BO3MOXXHOMY PUCKY NPUMEHEHUS NEKAapCTBEHHOI0
npenaparta 415 MeAULUHCKOro NPpUMeHeHNs:

4.2.1. BbibOp 3asiBMTENIEM TOPrOBOr0 HAaMMEHOBaHUA JIeKapCTBEHHOMO NMpenapaTa Ha COOTBETCTBUE
TpeboBaHMAM 3aKOHOAATENLCTBA Poccuinckon dPepepaunn

4.2.2. OueHka 06beMa BbIMOJIHEHHbIX AOKJIMHUYECKNX NCCeA0BaHNIA 1 OLEeHKa MOJTyYeHHbIX pe3ybTaToB
LOKNUHUYECKUX NCCNIe[0BaHNI IeKapCTBEHHOM0 NpenapaTa, B TOM Y1C/e COOTBETCTBUE BbIMOJHEHHbIX
LOKJIMHUYECKMX NCCIeA0BaHNI IeKapCTBEHHOr0 NpenapaTa lNpaBuiaM Hagnexxaieln nabopaTopHon
NPaKTUKK
4.2.3. o630pa Hay4HbIX paboT 0 pe3yfbTaTax LOKJIMHUYECKUX UCCNIef0BaHNIN JIeKapCTBEHHbIX CPeACTB, B

TOM YUC/IE BKJIOYASA OMbIT UX MOCTPErNCTPALIMOHHOTO MPUMEHEHUS (€CAW NPUMEHMMO)
4.2.4. oueHkKa 060CHOBAHHOCTYM CTpaTermn pa3paboTKy 1eKapCTBEHHOrO NpenapaTa, BKIoYas:
a) onpeaeneHne hapmMakosorMyeckoro Kiacca JeKkapcTBeHHOro npenapaTa

6) BbI6OP NOKa3aHUA (MOKa3aHWin) K MPUMEHEHUIO NEKAapPCTBEHHOIO NpenapaTa

B) OLIeHKa nporpamMm KInHN4YeCKnX nccnenoBaHum NeKapCTBEHHOI O NpPenapaTa, BK/K4Yasda npoBoasalLInNeECa n
njaHnpyemble KnHn4yeckne nccnegoBaHma mn obocHoBaHMe pelweHna o noga4ve 3aaBseHNA O
Focyﬂ,apCTBEHHOVI perncTtpaunmn nekapCTtBeHHOro npenapaTta Ha AaHHOM 3Tane

) COOTBETCTBME NPOBOANMbBIX KJIMHNYECKUX NCCNEeA0BaHNA NIeKapCTBEHHOIO NpenapaTa npasuiam
Hagaexxallen KINHNYECKON NPaKTuKN ;
4.2.5. oueHKa pe3ynbTaToB (hapMakKOKUHETUYECKNX UCCNENOBAHWIA, KOTOPbIE MOMYT OKa3aTb BJIMSHNE Ha
3(pHeKTMBHOCTL M 6e30MacHOCTb AAaHHON IEKAapCTBEHHOW (hOpMbl

4.2.6. oLleHKa NONHOThLI 06 beMa BbINMOJIHEHHbIX KINHUYECKUX NCCEe0BaHWUIA IeKapCTBEHHOMO npenapaTa ¢
LieJIbl0 YCTAHOBNEHUS ero PapMakoANHaMUYECKNX, UMMYHOJIOrMYeCKUX 3pheKTOB, MeXaHM3Ma [ecTBuS,
npogunakTuyeckon achheKTUBHOCTM, NOBOYHBLIX AENCTBUIA, 0COBEHHOCTEN B3aUMOAENCTBUS C APYTrMUA
NIEeKapCTBEHHbIMU NpenapaTaMu, BKOYas:

a) BbI6Op NONyNSLMN NALMEHTOB, MPUHUMABLUNX YHaCTUE B KIIMHNYECKMX UCCNIEA0BAHNSAX IEKAPCTBEHHOI O
npenapaTta (aemorpadunyeckas xapakTepucTumka, cTaans 3aboneBaHus, BKIOYEHNE B KIMHUYECKOe
NccnefoBaHNe Un UCKYEHNE U3 KIVHUYECKOr0o UCCNeN0BaHNS AETEN 1 NOXKMIbIX MALNEHTOB)

6) NPOAO/IKNTENBHOCTb KIMHUYECKOr0 UCCIeA0BaHNs JIeKapCTBEHHOrO NpenapaTa

B) UHTepnpeTaunsa pa3paboTYMKOM MoJSTyYeHHbIX Pe3yNbTaTOB KIMHNYECKNX UCCAe0BaHMNIA
NeKapCTBEHHOro MpenapaTa ;
) KJIMHNYECKas 3HaYMMOCTb 3(DPEKTOB IEKAPCTBEHHOr0 NpenapaTa

’

1) BbIOOP A03bl U peXxuma J03UPOoBaHNS (CXeMbl BAKLMHALLMMW) IEKAPCTBEHHOMO NpenapaTa

e) 6e30MacHOCTb MCMO0JIb30BaHMS JIEKAPCTBEHHOrO NpenapaTa y 0cobbiX rpynn nauneHToB, ornpeaensiemMblx
Mo BO3PacTy, Moy, STHUYECKON NPUHAANENKHOCTM, PYHKLIMMN OpraHa, TXXeCcTn 3abonesaHus,
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reHeTUYECKOMY MoSIMMOoPGU3IMy ;
) 4acTOTa BO3HMKHOBEHUS CEPbE3HbIX HeXXeaTeslbHbIX PeakLMii U B3aMOCBSI3b UX PA3BUTUS C
[03VIPOBKOIA, KPATHOCTbIO MPYEMa JIEKAPCTBEHHOr 0 NpenapaTa ¥ NMPOAO/KUTEIbHOCTBIO JIeYeHUs

3) onucaHne CMMMNTOMOB Nnepeno3npoBKN NIEKAPCTBEHHOI O NnpenapaTta, BO3SMOXHOCTU Pa3BUTUA
3aBUCUMOCTWU NN NPUBbIKaHUA, CUHOPOMa OTMeEHbI

1) MeTodbl CTaTUCTUYECKON 06paboTKn pe3ybTaTOB KIAMHUYECKNX NCCIe00BaHNI TEKAPCTBEHHOIO
npenapaTa ;

4.2.7. oLueHKa COOTHOLIEHMS NOJIb3bl Y PUCKA Ha OCHOBAHWMW Pe3ynbTaTOB KANHUYECKNX UCCAed0BaHMMN
JIEKapCTBEHHOrO NpenapaTa, BKAYas:

a) 3(pheKTNBHOCTb NEKAPCTBEHHOMO NpenapaTa Mo 3as8BASeMbIM MOKa3aHUAM

6) BbIGOP pexxmMMa [031POBAHNS C y4€TOM 3aBUCMMOCTY "[03a - 3hdekT" 1 "A03a - TOKCUYHOCTL"
B) pa3BUTUE PUCKA XKMN3HW M 300POBbLIO NaLMeHTa BCeACTBME B3aUMOLENCTBUSA JIeKapCTBEHHOI0
npenapaTta ¢ ApYyrumMy 0GHOBPEMEHHO Ha3Ha4YaeMbIMUN JIeKapCTBEHHbIMW NpenapaTaMu 1 (Mnun) NULLEBbIMU
NnpoAyKTaMu
) BO3MOXXHble N0BOYHbIE AENCTBUSA NPU NPUMEHEHUN TIEKapCTBEHHOMO NpenapaTa

A) AaHHble 0 BO3MOXHOCTU M 0COBEHHOCTU MEAMLMHCKOrO MPUMEHEHUS IEKAPCTBEHHOr 0 nNpenapaTa
BepeMeHHbIMU XKEHLLMHAMM, XKEHLLMHAMW B NePUOS, FPYAHOr0 BCKAapMIMBAHUS, LeTbMM, B3POC/bIMY,
VMeLLUMU XPOHUYeCKre 3aboneBaHns ;
) BIsIHVNE NeKapCTBEHHOrO npenapaTa Ha CNnocobHOCTbL YNPaBAATb TPAHCMOPTHLIMU CPeaCTBaMY,
MexaHu3Mamu ;

4.2.8. oueHka 0630pa Hay4HbIX paboT 0 pe3ynbTaTax KIMHUYECKUX MCCNeA0BaHNIA fLaHHbIX IEKAPCTBEHHbIX
npenapaToB, B TOM Y/C/Ie BKJOYAS OMbIT UX MOCTPErNCTPALMOHHOI0 MPUMEHEHNS (eCN MPUMEHKMO)

4.2.9. oueHka cooepXaHua NpPpoeKTa NHCTPYKLUNK MO NPUMEHEHUIO NIEKAPCTBEHHOIO MNMpenapaTa

4.2.10. oueHka nnaHa yrnpaBJieHNAa pUuckaMn ona 6ronornyeckmx NeKapCTBEHHbLIX MpernapaToB

4.2.11. oueHKa OOKYMEHTa 0 cucteMe hapmakoHaf30pa AepXKaTens uin Bnagesnbla perncTpaumnoHHoro
YL OCTOBEpPEHNA NeKapCTBEHHOro npenapaTa

5. O6wnin BbIBOA MO pe3ynbTaTaM IKCMepTUsbl:
KayeCTBO JIeKapCTBEHHOr0 CPeACTBa
(MOATBEPXAEHO UM He NOATBEPXKAEHO)

3(pPeKTMBHOCTb JIEKAPCTBEHHOr O CPeCTBa

(noaTBepXxAeHa MM He NoATBEPXKAEHA)

6e30MacHOCTb JIeKapCTBEHHOMO CPeACTBa

(mooTBEpXAEHA MM HE MOATBEPXKAEHA)
0XXWAaemas Nosb3a NPUMEHEHUS IEKAPCTBEHHOMO NpenapaTa NpeBbIaeT (He NPeBbILLAeT) BO3MOXKHbI
PUCK MPUMEHEHNS IeKapCTBEHHOr 0 NpenapaTa

(NpeBbILLaeT MK He NpeBbILlaeT)
B COOTBETCTBUM C YeM MeANLIMHCKOE NPUMEHeHNe 1ekapCTBEHHOr0 npenapaTa
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(BO3MOXXHO UM HEBO3MOXKHO) lNpunoXXeHme: NpoToKoJ(bl) MCCeaoBaHUN (MCNbITaHWA), MPOBEAEHHbIX B
X0[le 3KCNepTU3bl Ka4ecTBa JIEKaPCTBEHHOIO CPEACTBA, Ha n.,B 3K3.
Komunccms s3KCcnepToB B COCTaBe: NpeacenaTesb KOMUCCUM 3KCMEePTOB

(gomkHOCTL) (P.1.0.) (Nnoannckb) OTBETCTBEHHbLIN CEKPETapPb
(mosmkHocTb) (®.1.0.) (noanuce) akcnepTsl
(BomkHocTb) (®.1.0.) (noanuce)

[aTa opopmneHunda saknwoyexHms " " 20 .

MpunoxeHune

K 3aKJIIO4YEHUI0 KOMUCCUN 3KCMEepTOB

no pesynbTaTaM 3KCnepTu3blikavyecTsa

JIEKapCTBEHHOr0 CpeacTBa u (nnu)

3KCMEepTU3bl OTHOLLEHMSA OXK1OAaeMOW

MoJib3bl K BO3MOXXHOMY PUCKY NMPUMEHEHNS

JIeKapCTBEHHOrO npenapaTa ans

MeOULUHCKOro MPUMEHeHNs

DKCrNepTHas OLEHKa M BbIBOAbI MO OrpefesieHunto

B3aMMO3aMeHAeMOCTH JIeKapCTBEHHOr 0 npenapaTa aas

MeONLUHCKOro MpMMEeHeHNs

I. Obime cBeaeHMA O IeKapCTBEHHOM MpenapaTe,

noasexalium ornpegeseHunto B3anMo3amMeHaIeMoCTy U pehepeHTHOM JiekapCTBEHHOM npernaparte
1. JlekapCTBeHHbIV NpenapaT, NoAJAeXallnin onpeLeneHnto B3aMMo3aMeHAEMOCTHU:

1.1. HauMeHOBaHMe NIeKapCTBEHHOMO NpenapaTta (MexayHapoLHOe HEMAaTEHTOBaHHOE NN XUMUYECKOe,
WU rPynnMpoBOYHOE) ;

TOProBoe HanMMeHOBaHue: ;

1.2. nekapcTBeHHas opma ;

1.3. onucaHune ;

1.4. cocTaB (C yKa3aHneM Kom4yecTsa AENCTBYIOLLMX U BCMOMOraTe lbHbIX BELLECTB)

1.4.1. hapmaLeBTMYeckas cybcTaHUus:
a) HaMMeHoBaHNe hapMaLeBTUYeCcKon cybcTaHuMn (MeXOyHapoaHOe HeNaTeHTOBaHHOE HaMMEHOBaHMe
UAn rpynnupoBOYHOE HAUMEHOBAHME NN XUMUYECKOE 1 TOProBOe (MpW Hann4mm)

6) CTpyKTypa hapmaLeBTMYeCcKon cybcTaHumnm ;

B) OCHOBHble CBOMNCTBA ((PU3NKO-XUMNYECKIME, UMMYHONIOTNYECKNE, UMMYHOXMMUYECKNE)
thapmaueBTUYecKkon cybcTaHumum ;

) Hann4Yne npumecen ;

[l) HOMep peecTpOoBON 3anncK (Mpy HaNN4mm)
1.4.2. BcnomoraTesibHble BeLLeCTBa:

a) HauMeHOBaHWe BCMOMOraTebHbIX BELWECTB (MeXAYHAapOAHOe HENAaTEHTOBAHHOE NN XUMNYECKOE,
TOpProBoe (Npu Hann4mn) ;

6) CTpyKTypa BCNoOMOraTeNbHbIX BELLECTB ;

B) OCHOBHbIE (PU3NKO-XUMUNYECKME CBONCTBA BCMOMOraTe ibHbIX BELLECTB

) Ha3Ha4YeHne BCMOMOraTe/bHbIX BELLECTB
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B cnyyae Hannuusi B NeKapCTBEHHOM NpenapaTe HECKOJIbKMX hapMaLleBTUYEeCKUX CybCTaHLMIA
NHOpPMaLUS NMPUBOANTCS OTAEbHO MO KaXXAol dhapMaLeBTMYecKon cybcTaHuum. 2. PedhepeHTHbIN
JIeKapCTBEHHbIV NpenapaT

2.1. HaumeHoBaHMe NeKapCTBEHHOMO NpenapaTa (MeXxayHapoaHOe HenaTeHTOBaHHOE U XUMUYECKOE,
WA FpynnmMpoBOYHOE) ;

TOpProBOe HaMMEHOBaHMeE: ;

2.2. nekapcTBeHHasa opMa ;

2.3. onncaHue ;

2.4, cocTaB (C yKasaHMEM KONMYECTBa AENCTBYIOLNX M BCMOMOraTeIbHbIX BELLECTB)

2.4.1. hapmaueBTUYeCcKas cybcTaHUuS:
a) HauMeHoBaHMe hapMaLeBTMYeckon cybcTaHunm (MexxayHapogHoe HenaTeHTOBaHHOE HaMEeHOBaHMe
WAV FPYyNNMPOBOYHOE HaMMEHOBaHME U XMMUYECKOEe 1 TOProBoe (Npu Haamymum)

6) cTpyKTypa hapmaueBTM4eckon cybcTaHumnm ;

B) OCHOBHble CBOMNCTBA ((PU3NKO-XUMUYECKME, UMMYHOJIOTNYeCKne, UMMYHOXUMUYECKNE)
thapMaueBTNYECKON CybCcTaHU MK ;

r) Ha/M4ne npumecen ;

[l) HOMep peecTpOoBOW 3anncK (Mpy HanN4mm)
2.4.2. BCnoMoraTesibHble BeLWecTBa:

a) HaMMeHOBaHNE BCMOMOraTeIbHbIX BELLECTB (MeXAyHapoLHOE HEMAaTEHTOBAHHOE UM XMMUNYECKOE,
ToproBoe (Npu Hann4mm) ;

6) CTpyKTypa BCMOMOraTesbHbIX BELLECTB ;

B) OCHOBHbIE (DU3MKO-XNMUYECKME CBOMCTBA BCMNOMOraTe bHbIX BELLECTB

’

r) Ha3HavyeHWe BCroMoraTesbHbIX BELLECTB

B cnyyae Hannuusi B NeKapCTBEHHOM MpenapaTe HECKOJIbKMX hapMaLeBTUYECKNX CybCTaHLMIA
NHOpMaLUs MPUBOANTCSA OTAEbHO MO KaXXA0W dhapMaLeBTMyeckon cybcTaHumn.

2.5. [laTa rocygapCTBEHHOW perncTpaumnm JeKapCTBEHHOro npenapaTta B Poccuinckon demepaunn n Homep
perncTpaLmMoHHOro yaoCToBEPEHUS.

II. OueHka NnapamMeTpPOoB, HA OCHOBAHMWM KOTOPbIX

yCTaHaBAMBAETCA B3aMMO3aMEHAEMOCTb JIEKAPCTBEHHbIX

npenapaTos

1. MapameTp: 3KBMBANEHTHOCTbL (415 BMO0aHaNoroB - CONOCTaBMMOCTb) Ka4eCTBEHHbIX U KOIMYECTBEHHbIX
XapaKTepuCTUK hapMaLeBTUYeCKMX CybCTaHLUIM eKapCTBEHHOr0 NpenapaTa, Noaaexxalero
onpeLeneHnto B3aMMo3aMeHaeMoCTU 1 pedepeHTHOro IekapCcTBEHHOM0 NpenapaTa:

a) pe3ynbTaT OUEHKN NapameTpa:

Ka4yeCTBEHHbIE 1 KOJINYECTBEHHbIE XapaKTEPUCTUKIN hapMaLeBTUYECKMX CyDCTaHUMIA, BXOAALLME B COCTaB
NeKapCTBEHHOr o0 npenapaTa ond MeanunHCKOro npnMmeHeHuns

(3kBMBaNEHTHbI (019 BrnoaHanorosbix (6MoNoA06HbLIX) NeKapCTBEHHbIX NpenapaTos (buoaHanoros) -
COMOCTaBUMbI) pehepeHTHOMY N1eKapCTBEHHOMY

npenapaTty Wan He 3KBMBaJIEHTHbI (HE CONOCTaBMMbI)

6) 060CHOBaHME OLEHKM MapaMeTpa
2. MapameTp: 3KBUBaAJIEHTHOCTb JIEKApPCTBEHHOWN (hOPMBbI:

a) pe3ynbTaT OLEHKM NapameTpa:

NleKapCTBeHHas hopMa JIeKapCTBEHHOr 0 npenapaTa 415 MeANLMHCKOro NpuMeHeHus
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’

(3kBMBaANEHTHa pedhepeHTHOMY JIeKapCTBEHHOMY MpenapaTy Uan He
3KBUBANEHTHA)

6) 060CHOBaHME OLEHKM MapaMeTpa
3. MapameTp: 3KBUBaAJIEHTHOCTb WJIM COMOCTAaBMMOCTb COCTaBa BCMOMOraTe IbHbIX BELLLECTB
JIEKAPCTBEHHOr0 NpenapaTa, NoAJIeXaLlero onpeaeeHnio B3auM0o3aMeHSEMOCTN N PeEPEHTHOIO
NeKapCTBEHHOro Npenapara:

a) COCTaB BCMOMOraTeslbHbIX BELLECTB JIEKapCTBEHHOrO NpenapaTa A1 MEANLMHCKOr0 NPUMEHEHNS

(3KBUBANIEHTEH NN COMNOCTaBMM)

6) 060CHOBaHME OLEHKM MapaMeTpa
4. MNapameTp: NAEHTUYHOCTb cnocoba BBEAEHNS N NPUMEHEHUS:

a) cnocob BBeAEHNS U NPUMEHEHUS IEKAPCTBEHHOr0 NpenapaTa Aas MeauLUHCKOro NPUMeEHEHUs

(MOeHTUYeH NN He NOEHTUYEH)

6) 060CHOBaHME OLEHKM MapaMeTpa
5. MapameTp: OTCYTCTBME KINHUYECKN 3HAYMMbIX Pa3nyuii Npu NpoBeaeHnn KINHNYECKNX NCCe0BaHNMN
JIeKapCTBEHHOro npenapaTa, NoAfiexallero onpeaeeHmnto B3anMo3aMeHaIeMoOCT U pehepPeHTHOro
JIeKapCTBEHHOr0 npenapaTa:

a) pe3ynbTaT OLEHKN NapaMeTpa:

KJINHNYECKWN 3HAYMMbIE Pa3nyuns Npu NpoBeaeHnn NccnenoBaHns 6Mo3KBNBaNEHTHOCTY JIEKAPCTBEHHOMO
npenapata (KJMHMYECKN 3Ha4YMMble pa3nnyus nokasatenen 6e3onacHoOCTH 1 3PHEeKTUBHOCTH
JIeKapCTBEHHOr0 NnpenapaTa Npy NPoBeAEHUN UCCIelOBaHNSA TePaneBTUYECKON SKBUBANIEHTHOCTH; (AN
61oaHaNoroB - KNMHMYECKN 3HaYUMble pa3nnymnsa 6e3onacHoCTU, 3ODHEKTUBHOCTN N UMMYHOTE€HHOCTY MpK
NPoBeAEeHNSA KIIMHNYECKNX NCCNea0BaHNI) ,

(OTCYTCTBYIOT UK HET)

6) obocHOBaHME OLEHKM MapaMeTpa:

1)

6. MapameTp: COOTBETCTBME NPOM3BOANTENSA JIEKAPCTBEHHOIr0 cpefcTBa TpeboBaHUAM Hag exallen
NPOW3BOACTBEHHOW NPAKTUKN

a) COOTBETCTBME NPOU3BOAMTENS IEKAPCTBEHHOIO CPpeACcTBa TPeboBaHNAM Hagnexallen
NMPOW3BOACTBEHHOW NPAKTUKN
(noaTBEPXAEHO UK

He MNOATBEPXXAEHO 3aKJII04YEHNEM)
6) 060CHOBaHME OLEHKM MapaMeTpa
[Il. O6wmin BLIBOA NO pe3y/ibTaTaM 3KCMEPTHOW OLLEHKW MO

onpefeneHnto B3aMMo3aMeHseMOoCTI JIEKapCTBEHHOI 0 NpenapaTa

AN MeANLVHCKOr0 MPUMEHeHN:

Mo pe3ynbTaTaM OLEHKN NapaMeTpoB, Ha OCHOBAHWUM KOTOPLIX YCTaHaB/AMBaeTCS B3aMMO3aMEHAEMOCTb
JIeKapCTBEHHbIX NPenapaToB JIEKAPCTBEHHbLIN NpenapaT Npu3HaH pedepeHTHOMY.
(B3aMM0o3aMeHsAeMbIM Un

He B3aUM0O3aMeHSEMbIM)

Komuccus sKcnepToB B COCTaBe: nNpefcenaTteslb KOMUCCUN 3KCNEPTOB
(momkHoCTh) (P.1.0.) (mMoannck) OTBETCTBEHHbLIN CEKPETapPb
(BomkHOCTL) (P.11.0.) (nognnck) aKCnepThbl
(gomkHocTh) (P.1.0.) (moanuce)

laTa odhopmieHunsa 3aknodeHns ' " 20_ .
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MpunoxxeHne Ne 4

K npuka3sy MMHWCTepPCTBa 34paBOOXPaHeEHNS

Poccuinckon ®egepaumm

0T 24 aBrycta 2017 r. Ne 558H

dopmMa

MuHNCTEepCTBO 3apaBooxpaHeHns Poccminckon ®egepaumnm

(HanmeHoBaHMe hepepasbHOro

roCcyapCTBEHHOI0 B0 0)KETHOr0 y4peXxaeHus)

"YTBEPXKIAKO"

(pykoBoguTens, ®©.1.0., nognuce, nevyaTsb)
"o 20 r.

3akJio4eHne

KOMWCCUWN 3KCMEPTOB MO pe3ysibTaTaM 3KCNepTu3bl KavyecTBa

hapMaLeBTNYECKON CybCTaHL MK, NPOMN3BEAEHHON ONS peasim3auum

1. ObLwme nonoXeHus

1.1. HoMep 1 gaTa 3afdaHuns MMHUCTEPCTBa 34paBooOXpaHeHns Poccuinckon denepaunn

1.2. paTa nocTynneHus 3agaHns MnH1UCTepCcTBa 34paBooXpaHeHns Poccuinckon denepaunmm B SKCNepTHOE
yYpexaeHue 1 BXOAAWMN PErNCTPALMOHHbIN HOMep

1.3. HanMeHOBaHNe hapMaLleBTUYECKON CybCTaHLMN:
MeXAYyHapo4HOe HenaTeHTOBaHHOE WK XUMUYeCKoe (rpynnmpoBOYHOE) HaMeHOoBaHNe

TOProBoe HauMeHoBaHMe
1.4. hopma BbINyCKa (NekapcTBeHHasa hopma, Macca/o6beM/KOMNNEKTHOCTb)

1.5. 3a9BuTeNb (C YKa3aHMEM IOPMANYECKOr0 N1La, OCYLLECTBASAIOWEro 04HY UM HECKOJIbKO CTaamnn
Nnpon3BOACTBa hapMaLeBTMYECKOW cybCcTaHLUN)

1.6. cBepeHusa 06 akcnepTax (®.11.0., cneumanbHOCTb, y4eHas CTeneHb (3BaHne) (MpU HaInyum), CTax
paboTbl, MeCTO paboThl 1 AOKHOCTL)
1.7. 06 0TBETCTBEHHOCTU 3@ AOCTOBEPHOCTb CBEAEHNI, N3/10XKEHHBIX B 3aKJIOYEHUN, NPELYNPEXAEH:

npencenaTtesib KOMUCCUW 3KCNEPTOB
(momkHocTb) (®.1.0.) (noannce) OTBETCTBEHHbLIN CEKpPeTapb
(BomkHOCTL) (P.1.0.) (nognnck) akcnepTbl
(gomkHocTh) (P.1.0.) (mnoanuce)

2. Coep>xaHne nNpencTaB/eHHbIX Ha 3KCMepPTM3y KavyecTBa (hapMaLEeBTUYECKOA CYyBCTaHUUN OOKYMEHTOB
(n3naratoTCa OCHOBHbIE MOJIOXKEHNSA NPEACTaBAEHHON AOKYMEHTALNN):

3. CBefleHunsa 0 NpoBeAeHHbIX KOMUCCUEN 3KCMEPTOB NCCef0BaHNAX C yka3aHneM @.1.0. 3kcnepTos,
obbema 1 xapakTepa BbIMOJHEHHbIX KaXKAbIM U3 HUX paboT U X pe3ynbTaToB:

4. JKCnepTHas OLEeHKa 1 BbIBOAbI MO NPeACTaB/IEHHbIM Ha 3KCNepTU3y KayeCcTBa AOKYMeHTaM 1 obpasuam
thapmaueBTUudeckon cybctaHumm, ¢ ykasaHmem ®.1.0. skcnepTa, CAeNaBLIEro BbIBOA MO KaXA0My 13
MYyHKTOB

4.1. obwwme cBeneHns o hapMaLeBTUYECKON CybCTaHUmMK:

a) HaMMeHOBaHNeE (hapMaLEeBTMYECKON CyBCTaHUUN: (MeXXayHapoAHOe HENMAaTEHTOBAHHOE MU XUMUYECKoe
(rpynnnpoBOYHOE), TOProBoe)
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6) HaMMeHoBaHWe 1 aipec NPOU3BOANTENS (hapMaLLEBTMYECKOW CyBCTaHLMN

B) CTPYKTYypa hapMaLeBTnYecKon cybcTaHumum

') OCHOBHble (hN3NKO-XUMUYECKME CBONCTBA (hapMaLleBTUYeCKOoN cybcTaHLmm

4.2. oLeHKa ONUCaHns TEXHONOrMYeCKOro npoLiecca NpPonM3BoAcTBa hapMaLeBTUYeCKOn cybcTaHUMM 1 ero

pa3paboTKu, BKNOYAA KOHTPOJIb UCXOAHOMO Chipbs, KPUTUYECKMX CTaLUA NPOM3BOACTBA U MPOMEXYTOYHON
npooyKUnMn 1N OUEHKY Baknaalnh npoueccos npon3sBoncTBa

4.3. oLeHKa MeTOA0B, NPEeOIOKEHHbIX 3aaBUTENEM A5 06bACHEHNA XMMUKO-(hapMaLIEBTUYECKX CBONCTB

thapMaueBTNYECKON CybCTaHL MK :

4.4, oueHKa noka3aTesiel KayecTBa (hapMaLLeBTM4Yeckon cybcTaHumnm

4.5. oLeHKa MEeTOA0B KOHTPOSA KavecTBa hapMaLeBTMYecKkon cybcTaHumum

4.6. oueHKa Bblibopa cTaHAapTHbIX 06pa3uoB
4.7. oueHKa npouna npumecen dapMaLeBTUHeCKON CybCcTaHLUM (OpraHNYeCcKnx, HeopraHNn4eckmx,
6ronornyeckmnx) ;

4.8, OLeHKa npeacTtaB/ieHHbIX 3aABUTEIEM MaTepnasioB MO Bangaunn aHaIMTUYECKNX METON0B KOHTPOJIA
KayecTBa (hapmaLieBTU4eCcKon cybcTaHumnm

4.9. HafIM4mMe MM OTCYTCTBME COOTBETCTBUS MEXAY pe3y/ibTaTamu NabopaTopHOro aHaansa
NpPeacTaBNeHHbIX 3aBUTENEM Ha 3KCNepTu3y obpa3uoB hapMaLeBTUYECKON CYBCTaHLUN 1 NOKa3aTeNaMu
KayecTBa, BKJIOYEHHbIMN B HOPMATUBHYIO LOKYMEHTALNIO

4.10. oueHKa AaHHbIX, NPeACTaBEHHbIX 3a9BUTENEM, O CTabnUNbHOCTU hapMaLeBTUYECKOW CybCTaHLMUN BO
BCEX 3asB/IIEMbIX BUAAX NEPBUYHOW YNaKOBKU

4.11. oueHKa faHHbIX MO YCTAHOBJIEHWNIO 3aABUTENIEM CPOKOB rOAHOCTU (papMaLl,eBTI/I‘-IeCKOVI Cy6CTaHLI,I/II/I BO
BCeX 3aABNAeMbIX BUOaAX I'IepBI/I‘-IHOVI YNaKOBKN

4.12. oueHka 060CHOBaHWA 3asBUTENIEM YCTaHaBANBAEMbIX YCIOBUIA XPaHeHUs hapMaLleBTUYECKON
cybcTaHumm
5. 06wt BbIBOA MO pe3ynbTaTaM 3KCNepTUsbl:
KayecCTBO (hapMaLeBTUYECKON cybcTaHL UK

, (NoATBEPXXAEHO MW HEe NOATBEPXKAEHO)
B COOTBETCTBUM C YEM BKJIIOYEHUE (hapMaLLeBTUYeCKOW CybCTaHLMM B FOCYyapCTBEHHbI peecTp
NeKapCTBEHHbIX CPeacTB

(BO3MOXHO 1AM HEBO3MOXXHO) MproxKeHne: NPOTOKOA(bI) NCCe[0BAHNNA (MCMbITAHWIA), NMPOBEAEHHbIX B
X0[4e 3KCNepTuM3bl Ka4eCTBa JIEKAPCTBEHHOIO CPeacTBa, Ha n.,B 3K3.

Komuccus sKcnepToB B COCTaBe: nNpefcenaTteslb KOMUCCUN 3KCNEPTOB
(momkHoCTh) (P.1.0.) (mMoannck) OTBETCTBEHHbLIN CEKPETapPb
(BomkHOCTL) (P.11.0.) (nognnck) aKCnepThbl
(momxHocTh) (©.1.0.) (nognuce) OaTa opopMmaeHus 3aknodeHus " " 20 .

MpunoxeHune Ne 5
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K Npuvka3y MuUHUCTepCcTBa 34paBoOOXPaHeHNs

Poccunckon ®epepalmm

oT 24 aBrycta 2017 r. Ne 558H

opma

MWHMCTepCTBO 34 paBooxpaHeHns Poccuinckon ®enepamm

(HanmeHoBaHMe hedepasbHOro

roCyLapCTBEHHOr0 BI04XKETHOr0 yYpexaeHuns)

"YTBEPXKOAKO"

(pykoBogmutens, ®.1.0., noanuce, nevaTsb)

o 20 .

3aKJIl04eHNe KOMUCCUM 3KCMEPTOB MO pe3ynbTaTaM 3KCNepTusbl
LLOKYMEHTOB AJ11 MOJy4eHNs pa3peLleHns Ha nposefeHune
KJMHWYECKOro NCCneoBaHNs IeKkapCTBEHHOr 0 NpenapaTa 414
MeONLUUHCKOro NMpUMeHeHuns

1. ObLwme nonoXeHus

1.1. HoMep 1 gaTa 3afdaHuns MMHUCTEPCTBa 34paBooOXpaHeHns Poccuinckon denepaunn

1.2. paTa nocTynneHus 3agaHns MnH1UCTepCcTBa 34paBooXpaHeHns Poccuinckon denepaunmm B SKCNepTHOE
yYpexaeHue 1 BXOAAWMN PErNCTPALMOHHbIN HOMep

1.3. HauMeHoBaHMe JIeKaPCTBEHHOMO NpenapaTa:
MeXX[yHapoHoe HenaTeHTOBAaHHOE AN XMMUYeCKoe (FpynnMpoBOYHOE) HaMMEHOBaHMe

TOProBoe HauMeHoBaHMe
1.4. hopMa BbINyCKa (NekapcTBeHHasa hopma, 103MPOoBKa, CNocobbl BBEAEHNS U MPUMEHEHUS,
Macca/06beM/KOMMIEKTHOCTb)

1.5. cocTaB nekapCTBEHHOro nNpenapaTta (nepe4yeHb AENCTBYOLWMX N BCNOMOraTe ibHbIX BELLECTB, C
YKa3aHMEeM KOJINYeCTBa KaXkAoro U3 Hux)
1.5.1. ®apMmakoTepaneBTUYeCKas rpynna no aHaTOMO-TepaneBTUHECKO-XMMMNYECKOM KnaccugmKkaumm
(nanee - ATX)

1.5.2. Kog ATX

1.5.3. MpOTOKOA KJIMHNYECKOr0 NCCNeaoBaHus (Kog, HaUMEHOBaHME, BEPCUSA)

1.6. 3asaBuTenb

1.7. CeepneHuns 06 skcneptax (®.M.0., cneunanbHOCTb, yYeHas CTEMEHb (3BaHUE) (Mpy Hann4mm), cTax
paboTbl, MecTo paboThl 1 OOKHOCTL)
1.8. 06 OTBETCTBEHHOCTM 3@ AOCTOBEPHOCTb CBEAEHUN, U3NOXKEHHBIX B 3aK/IO4YEHNN, MPeaynpeXXaeH:
npencenaTtesib KOMUCCUN 3KCNEPTOB
(momkHocTb) (®.1.0.) (noannce) OTBETCTBEHHbLIN CEKpPeTapb
(BomkHOCTL) (P.1.0.) (nognnck) aKcnepThbl
(gomxkHocTh) (P.1.0.) (moanuce)

2. Comep)xaHue NpencTaB/ieHHbIX Ha 3KCNEepPTU3y OOKYMEHTOB O/ MNOJly4EHNS pa3peLleHns Ha NpoBeaeHne
KJINHNYECKOro uccaenoBaHna (nccnenoBaHus 6M03KBNBaNEHTHOCTY 1 (MN) TepaneBTUYECKON
3KBMBAJIEHTHOCTWN) JIEKAPCTBEHHOI O NpenapaTta 48 MeQULMHCKOro NpUMeHeHns (M31aratoTcs OCHOBHbIE
NOJIOXKEHUS NpeacTaBAeHHON OOKYMEHTaUun):

3. CBefeHmnsa 0 NpoBeAeHHbIX KOMUCCUMEN 3KCNEPTOB NCCNefoBaHmaX C ykasaHnem @.11.0. skcnepTos,
obbeMa 1 xapaKTepa BbINOJIHEHHbIX KaXAblM N3 HUX paboT 1 nx pe3ynbTaToB:
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4. JKCnepTHas OLUEeHKa 1 BbIBOAbI MO NPeACTaB/IEHHbIM Ha 3KCNEPTU3Y AOKYMEHTaM OS5 NOJyYeHUs
pa3peLleHns Ha NpoBeLeHME KJIMHNYECKOro nccaenoBaHms (MccnenoBaHns 6MoaKBNBaNEHTHOCTY 1 (Man)
TepaneBqueCKoM 3KBI/IBa}'IeHTHOCTI/I) NeKapCTBEHHOr o npenapaTta ona MeanunHCKOro npnMmeHeHuns c
yka3zaHuem ®.11.0. akcnepTa, caenaBLllero BbIBOA M0 KaXXAOMY U3 MyHKTOB

4.1. oueHKa Hay4yHol 060CHOBAHHOCTU NPOrpaMMbl AOKANHUYECKUX UCCIeN0BaHNIA NEKAPCTBEHHOMO
npenapaTta ;

4.2. oueHKa Bbibopa 3KCNepMMeHTaIbHOM MOJEN NCCAeoBaHNs U (M) TECT-CUCTEM

4.3. oueHKa 06bema BbINMOSHEHHbIX AOKANHUYECKUX UCCNeA0BaHNI IEKapCTBEHHOMO npenapaTa C Lenbio
yCTaHOBNEHMNA €ro hapMakognHaMnyecknx 3pMeKToB, MexaHN3Ma LeNCTBMSA 1 NOTEHLMabHbLIX MOBOYHbLIX
AEeNCTBUN:

4.3.1. n3yyeHme hapmMakonorn4ecknx CBONCTB IEKAapCTBEHHOI 0 NpenapaTa:

a) OCHOBHbIE (hapMakogMHaMmnyeckmne (MMMyHoornyeckmne) apgekTbl

6) papmakonornyeckme 3hMeKThl, HECBA3AHHbIE C 3a9B/IEHHLIM MOKA3aHNEM K NMPUMEHEHMIo

B) BIUSIHWE HA CEPLEYHO-COCYANCTYIO CUCTEMY, LIEHTPAJIbHYIO HEPBHYIO CUCTEMY, AbIXaTeNIbHYI0 CUCTEMY,
XKesyLOYHO-KNLLEYHbIN TPaKT ;

r) hapMakoaMHaMMN4eckoe B3anuMOAeNCTBMe IEKapCTBEHHOr o NpenapaTa

4.3.2. n3yyeHune hapMakoKMHETNYECKMX CBOMCTB JIeKapCTBEHHOrO Npenapara:
a) BCacblBaHMe IEKAaPCTBEHHOr 0 NnpenapaTa ;
6) pacnpeneneHne NeKapCTBEHHOMO NpenapaTa

B) MeTaboM3M NekapCTBEHHOr 0 npenapaTa

) BbIBEJEHNE NEeKapCTBEHHOr 0 NpenapaTa

0) hapMaKOKMHETUYECKOe B3aMMOAeNCTBIE JIeKapCTBEHHOrO NpenapaTa

4.3.3. n3y4eHme TOKCMKOI0rMYeCcKx CBOMCTB JIEKapCTBEHHOrO NnpenapaTa:
a) TOKCUYHOCTb NMpK OAHOKPaTHOM BBeAEHMM (0OCTpas TOKCUYHOCTD)

’

6) TOKCMYHOCTb NMPX MOBTOPHOM BBEAEHUM (MOLOCTPAs N XPOHUYECKAs TOKCUYHOCTb)

B) MyTareHHoCTb ;
) KaHLLEepPOreHHOCTb ;
1) PENPOAYKTMBHAS U OHTOreHeTnYecKas TOKCUYHOCTb

e) pasgparkatolLlee gencTene ;
)X) Opyrve TOKCMKOJI0rnyeckmne nccaenoBaHmns (aHTUreHHOCTb, MMMYHOTOKCMYHOCTL) (MpW Hanm4um)

4.4. oueHKa UHTeprpeTauun pa3paboTyMKOM MoayYeHHbIX Pe3ynbTaToB AOKJANHUYECKNX NCCIeA0BaHN
(hapMakosnornyeckunx, GapMakoKMHETUYECKNX, TOKCMKONIOrMYECKUX NCCef0BaHNIN) 1eKapCTBEHHOMO
npenapaTa ;

4.5. oLeHKa MeTOL0B CTAaTUCTMNYECKON 06paboTKMN pe3ynbTaToB AOKANHNYECKUX NCCIE0BaHNI
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4.6. cofep)xaHune NpoeKkTa NPoTOKOoIa KIMHUYECKOr0 MCCnenoBaHns (nccnenoBaHms 6Mo3KBUBANEHTHOCTH
n (Mnn) TepaneBTMHECKON IKBUBANEHTHOCTN) IEKAPCTBEHHOIO npenapaTta Aaa MeauLMHCKOro NpUMeHeHns
N ero oleHKa Ha COOTBETCTBME 3asABJIIEMbIM LIESIAM U 3ada4aM KJANHNYECKOro NccnenoBaHms
(nccnepoBaHus 6MO3KBNBANEHTHOCTY U (MAN) TEPaNeBTUYECKON SKBMBANEHTHOCTM)

4.7. oueHKa pe3ynbTaToB NPeablAyLINX KITMHUYECKNX NCCed0BaHUN NEKapCTBEHHOrO npenapaTa (npu
Hann4unn)

’

4.8. oueHKa pe3yNibTaToB NPOBEEHHbIX B CTPaHe 3adBUTENS U APYruX CTpaHaX KJIMHUYECKUX
NCCNepoBaHnIn, NCCienoBaHnn BMO3KBMBANEHTHOCTU 1 (MIN) TEPANEBTUYECKON IKBMBANEHTHOCTU
NeKapCTBEHHOro NpenapaTa (BKAoYas annaeMnonormyeckme NCcnefoBaHns UMMyHob1onornyeckmnx
JleKapCTBEHHbIX MpenapaTos, NpefHa3HavYeHHbIX 415 UMMYHON0rMYeckor NpoPuIakTUKL 1 fnevyeHns
NH(EKLMOHHBIX 3ab60neBaHunin, B TOM Yynucne y geten) (Mpu Hanm4mm)

5. O6LMii BbIBOL NO pe3yNibTaTaM 3KCNepTu3bl:
MpoBeAeHNe KNMHNYECKOrO UCCIE0BAHUS IEKAPCTBEHHOM0 NpenapaTa ANs MeANLVHCKOrO NMPUMEHEHWS

(BO3MOXXHO UM HEBO3MOXKHO)

Komuccus akCnepToB B COCTaBe: npeacenaTeslb KOMUCCMN SKCMEPTOB
(mosmxHocTb) (®.1.0.) (noannck) OTBETCTBEHHbLIN CEKPETapb
(momkHoCTh) (P.1.0.) (mnognmnce) aKCnepThl
(BomkHocTb) (®.1.0.) (nognuce) AaTa opopMaeHUs 3akadeHus " " 20 .
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