3apernctpmposaHo B MuHtocte PO 31 asrycta 2010 r. N 18303

MWHUCTEPCTBO 31PABOOXPAHEHUA N COLIMAJIbBHOIO PA3BUTUSA
POCCUNCKOWN SEAEPALIUN

MPUKA3
ot 26 asrycta 2010 r. N 753H

OB YTBEPXXAEHUM NOPALOKA
OPrAHU3ALMU U NPOBEAEHNA 3TUYECKOM
3KCMEPTU3bl BO3SMOXHOCTU NPOBEAEHUA KNTMHUYECKOIO UCC/IEAOBAHUA
NEKAPCTBEHHOTO NMPENAPATA ANA MEANUUHCKOIO NPMMEHEHUA
N ®OPMbI 3AK/TIOYEHUA COBETA NO 3TUKE

KoHcynbTaHTlAOC: NpumeyaHue.

depepanbHbiM 3aKoHOM 0T 22.12.2014 N 429-®3 ctaTtba 17 PepepanbHoro 3akoHa ot 12.04.2010
N 61-d3 nsnoxkeHa B HOBOM pedakuMn. YNOMAHYTON B HUMKecnedyowem absaue Hopme cTaTbu 17
npeKHewn pegakLmm cOOTBETCTBYeT HopMa cTaTbm 39.1 HoBOWM peaakumumn 3akoHa.

B cootBeTctBUM co cTaThel 17 depepanbHoro 3akoHa ot 12 anpensa 2010 r. N 61-d3 "06
obpaleHnm nekapcTeeHHbix cpeacts” (CobpaHue 3akoHogatenbcTea Poccuitickonn epepauun, 2010, N
16, cT. 1815, N 31, cT. 4161) npuKasbiBato:

YT1BEpPAUTD:

NMoOpsAAOK OpraHM3auuM W NPOBeLEeHMA 3STUYECKOM 3KCNepTM3bl BO3MOMKHOCTM MpoBeaeHusA
KIMHUYECKOro UCCNea0BaHUA NIEKAapCTBEHHOroO npenapaTta A1a MeAULMHCKOTO MPUMEHEHUA COr/TacHO
npunoxeHuto N 1;

dOopmy 3aKN0YEeHUA COBETA MO 3TUKE COrTacHO NpuaoxKeHuto N 2.

MwuHunctp
T.A.TO/IMKOBA

Mpunoxkenne N 1

K MpunKasy

MuHUCTEPCTBA 34,paBOOXPAHEHMSA
M COLLMANBHOTO Pa3BUTUA
Poccuiickoin Pepepaumn

oT 26 aBrycta 2010 r. N 753H

noPAAOK
OPFAHU3ALMU U NPOBEAEHWA STUYECKOM
3KCNEPTU3bl BO3SMOXHOCTU NPOBEAEHUA KNTMHUYECKOTIO UCCNEANOBAHUA
NEKAPCTBEHHOI'O NMPENAPATA ANnA MEANUUHCKOIO NPMMEHEHUA
N ®OPMbl 3AK/TFOYEHUA COBETA MO 3TUKE

1. HaCTOﬂLLI,VIf/‘I nopﬂﬂ,OK onpegenAaeTr opraHuM3auunto MU nposeaeHue 3TUYECKOoM 9KCNepTn3bl,
BO3MOHOCTU nposeneHuA KIMHNYECKOro uccnenoBaHna  NeKapCTtBeHHOro  npenapara  AnAa
MeONLMHCKOIo NpUMeHeHUA B LLeNAX BblAa4n 3aKN1l0O4EHUA 06 3TMYecKkon 060CHOBaHHOCTN BO3MOKHOCTH
nposeaeHNA  KJIMHWYECKOro wuccnenosaHnA  NeKapCTBEHHOro npenaparta 444 MeaAUuuMHCKOro
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NPUMEHEeHWs.

2. JTnyecKkas 3KCMepTM3a BO3MOMKHOCTM  MPOBEAEHMA  K/IMHUMYECKOTo  UCCNef0BaHMA
NeKapcTBEHHOTO npenapata A48 MegMUMHCKOTO NpUMeHeHus (Zanee - 3TMYeCKas 3SKcnepTvsa)
OCHOBbIBAETCA Ha NPUHLMMNAX 3aKOHHOCTK, COBNOAEHUA NpaB M cBOHOA YeNoBEKa U rpaykAaHWHa, Npas
IOPUANYECKOTO /MLLA, HE3aBMCMMOCTM 3KCNepTa, OO6BEeKTUBHOCTM, BCECTOPOHHOCTM W MOJIHOTbI
uccnesoBaHWiA, NPOBOAMMBIX C WCMNOJIb30BAHMEM COBPEMEHHbIX AOCTUMKEHWUA HayKM U TEXHUKW,
OTBETCTBEHHOCTM 3KCNEepTOB 3a NPOBEAEHME U KAaUeCTBO 3TUYECKOM IKCNEPTH3bI.

3. 3TnyecKas 3KcnepTn3a NPOBOAMTCA COBETOM MO 3TMKE HAa OCHOBaHWW 3a4aHui MUHUCTEPCTBA
34,0aBOOXPAHEHMS U COLMANbHOIO pPas3BuUTUA Poccuiickon degepaummn (oanee - MUHUCTEPCTBO) Ha
npoBeaeHMe 3TUYECKOM SKCNepTUsbl.

4. 3TUYecKoW 3KcnepTM3e noanexkaT AOKYMEHTbl, CBA3aHHble C MPOBEAEHMEM KAWHUYECKOro
nccnenoBaHNA IeKapCTBEHHOIO Npenapara 415 MeguLMHCKOTo NPUMEHEHUS, B TOM YncCae:

1) [OKYMEeHTbl AAs MONYyYeHWs paspelleHns Ha npoBefeHWe KAMHUYECKOro MuccieLoBaHuUs
JIeKapCTBEHHOrO Npenapara g1 MeguLUMHCKOTro NPUMEHEHUS;

2) ALOKYMEHTbI, coAeprKaLine N3MEHEHMS B MPOTOKOJ1 Pa3peLleHHOro KAMHUYECKOro UcciefoBaHus
JIeKapCTBEHHOrO Npenapara 4/ MeguLMHCKOTro NpMMEHEHUS.

5. 3Tuyeckas 3KcnepTusa, COCTaB/IeHME COBETOM MO 3STUKe 3aK/4yeHusa 06 3TUdecKoi
060CHOBAHHOCTM BO3MOXHOCTU WM HEBO3MOMKHOCTU TMPOBEAEHUA KAMHUYECKOTOo UCC/ef0BaHus
JIeKapCTBEHHOroO npenapaTta Aa8 MeAMUMHCKOTO MPUMEHEHUA WM HarnpaB/ieHMe 3TOro 3aK/l4YeHus B
MMHUCTEPCTBO OCYLLECTBAAETCA B CPOK, HE NPEBbIWAOWMIA TpUaLaTh paboumx gHel co AHA NoayyYeHun
COBETOM MO 3TMKE 3aaHNA C NPUNOKEHMEM CNEAYIOLLMX AOKYMEHTOB:

1) npoeKT nNpPOTOKOAA K/AMHUYECKOrO WCCNeAO0BaHMA JIEKApCTBEHHOro npenapata  And
MEeAMLMHCKOro NPUMEHEHUS;

2) 6poltopa uccnenosartens;

3) MHPOPMALMOHHbIN TUCTOK NALMEHTA;

4) nHpopmaLMa 0 BbINAaTax M KOMNEHcaUMAX NauMeHTam (340poBbiM A06p0BOAbLLAM, 6ONbHbLIM),
NPMBAEYEHHLIM K MNPOBEAEHUIO KAUHWMYECKUX WCCAeLOBaHWIA /IeKapCTBEHHOro npenapaTta  Ans
MEAMLMHCKOrO MNPUMEHEHMA, UCCNeAO0BaHUM BUMO3KBMUBANEHTHOCTM U (MAKM)  TepaneBTUYECKOM
3KBWMBANIEHTHOCTW.

6. Mpencepatenb coBeTa MO 3TWKe obecneyMBaeT HaZ/eXKallee NPOBELEHWE 3TUYECKOM
3KCMepTU3bl B COOTBETCTBUM C BblAaHHbIM 3a4aHUEM.

7. MNepen Hayanom MPOBEAEHUS 3TMYECKOW ISKCNepTU3bl COBETOM MO 3TUKe npoBoAMTCA
OpPraHM3aLMOHHOE 3aceaaHne, Ha KOTOPOM:

a) onpeaensaeTcs NopsaaoK paboTbl;

6) onpenensalTcA OCHOBHble HanpaBieHMsA PaboTbl SKCMEPTOB M 3KCNEPTHbIX rpynn (npu ux
CO34aHunK);

B) YTBEPXKOAETCA KaNeHAapHbIM naaH paboTbl cOBETa MO 3TUKE UCXOAA M3 CPOKa MpoBeAeHUs
3KCNepTM3bl;

r) onpesensaoTca UHbIE NMONOXKEHUA U YCI0BUA, Heobxoanmble Ans paboTbl 3KCNepPTOB COBETA MO
3TUKe U NPoBeAeHMA SKCNepPTU3bI.

OpraHu3aluMoHHOe 3acefaHue coBeTa Mo 3TUKe odopmaseTcAa MPOTOKOAOM, NOAMNMUCbIBAEMbIM
npeaceaartenem CoBeTa Mo 3TUKE, a B €ro OTCYTCTBUE ero 3aMecTuTenem.

8. JKcnepT npu NpoBeAEHUM MOPYYEHHOM emy npeacegaTesieM COBETa MO 3TMKE 3TUYECKOM
3KCnepTM3bl 06A3aH:

1) npoBecTM nosHOe WCCAeAOBaHWE MpeAcTaBleHHbIX emMy O06beKToB, MaTepuanos, AaTb
060CHOBaHHOE M OBGBLEKTUMBHOE 3aK/loyYeHMe Mo MOCTaB/JAeHHbIM Neped HUMM  BONpocam  WAM
MOTMBMPOBAHHOE 3aK/lOYeHME O HEeBO3MOMHOCTM MNPOBEAEHMA MM 3TUYECKOW 3KCNepTusbl, ecau
NocCTaB/ieHHble BONPOCHI BbIXOAAT 3a NpeAesibl CleunanbHbIX 3HaHMI 3KcnepTa, 06bEeKTbl UCCAeA0BaHMIA
M MaTepuanbl HEMPUrOAHbI AW HELOCTaTOYHbl A1 NPOBELEHUA UCCNEA0BAHUN M Aaumn 3aKNHOYEHMS
NMb0 COBPEMEHHDIN YPOBEHb Pa3BUTUA HAYKM He NO3BO/AET OTBETUTb Ha MOCTaB/IEHHbIE BOMPOCHI;

2) OTBETCTBEHHO M TOYHO POPMY/IMPOBATL BbIBOAbI B Mpeaeax CBOe KOMNeTeHLuu;

3) He pasriawaTtb CBEAEHUS, KOTOPbIE CTA/IM €My M3BECTHbI B CBA3W C NPOBEAEHUEM 3TUYECKON
3KCMepPTM3bl, a TaKKe CBeAEHWA, COCTaBAAOWME TOCYAAPCTBEHHYIO, KOMMEPYECKYH WAN  UHYHO
OXPaHAEMYI0 3aKOHOM TaliHy;
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4) cobntoaaTb YCTAaHOB/IEHHbIE CPOKM M NOPSAAO0K NPOBeAEeHMA STUYECKOM SKCNepTM3bI;

5) obecneunTb COXpPaHHOCTb NpeACcTaB/AEHHbIX 4OKYMEHTOB.

9. OKcnepT He BNpase:

1) NpoBOANTb 3TUYECKYIO 3KCNEPTU3Y NO 0bpalLeHMI0 HEMOCPEACTBEHHO K HEMY OpraHu3aumnn nam
dU3nYeCcKmx nuu;

2) camocToATenbHO cobupaTb MaTepuanbl 411 NPOBEAEHUA STUYECKOM IKCNepTM3bI.

10. Mpwn npoBeAEHUN 3TUYECKOM 3KCNepTM3bl He AonycKaeTca ucTpeboBaTb y paspaboTyumKa
NIeKapCTBEHHOrO npenaparta, YNOAHOMOYEHHOTO WM  APYroro Auu@ W WHbIX AUL,  MaTepuansbl,
HeobxoaMmble ANA NPoOBeAeHMA SKCNepTusbl. B cnydyae HeAOCTaTOYHOCTU MPEACTABAEHHbIX 3KCNepTy
MaTepuUanoB ANA [ayM 3aK/JOYEHWA 3KCNepT BMNpaBe B MUCbMEHHOMW ¢opme MOCTaBUTb BOMPOC O
npeaocTaBAeHUM eMy HEODXOAMMbIX MaTePUANOB Nepes NpeaceaaTeleM COBETA NO 3TUKeE.

Mpeacenatenb coBeTa Mo 3TMKe obpauiaetca ¢ npocbbon 06 atom B MUHUCTEPCTBO, BblAaBluee
3a4aHMe Ha NpoBeaeHNe 3TUYECKOM SKCNEPTU3bI.

11. Pe3ysibTaTbl 3TUYECKOM IKCNEPTU3bl 0GOPMIAIOTCA 3aK/HOYEHMEM COBETA MO 3TUKE.

12. BbiBoAbl, coaepskalmeca B 3aK/JOYEHUN COBETa MO 3TUKe, AO0JIKHbl ObiTb OAHO3HAYHbIMM,
MOHATHbIMW M NOAMNMCAaHbl BCEMM IKCNEPTAaMM COBETA MO 3TUKE.

JKcnepT coBeTa MO 3TUKE B C/ydyae CBOErO0 HEecornacusa C 3aK/4YeHMEeM COoBeTa MO 3TUKe
NoAMnucbIBaeT ero c nomeTkon "ocoboe mHeHne".

Ocoboe MHeHWe odopmasieTca B BUAE MOAMUCAHHOIO 3KCMEPTOM COBETA NO 3TUKE LOKYMEHTA,
cogeprawero o60CHOBaHME MPUUNH €ro Hecorfacus C BbiBOAaMM, COAEPXKALMMUCA B 3aK/THOYEHUU
coBeTa Mo 3THKe.

[JOKYMEHT, B KOTOPOM W3N0KeHO ocoboe MHeHMe, B 06A3aTe/IbHOM MopsaKe npuaaraeTca K
3aK/IIOYEHMIO COBETA MO 3TUKE U ABNAETCA €ro HEOTbEMJIEMOM YaCTblO.

13. 3KcnepT coBeTa NO 3TMKe, NOANUCABLLNI 3aK/IIOYEHME 3TUMECKOM IKCMEPTU3bI, 338 UCKIOYEHNEM
3KcnepTa, NoANUCaBLLEro ero ¢ NoOMeTKol "ocoboe MHeHMWe", He BMpaBe y4acTBOBAaTb B NpoBeAeHMU
NOBTOPHOM 3TUYECKOI IKCNEPTHU3bI.

14. [JoKymeHTbl, NOCTYNMBLUME B COBET MO 3TUKE ANA OCYLLECTB/EHMA 3TUYECKOW 3KCNepPTU3bI,
noanexkaT Bo3BpaTy B MMHUCTEPCTBO O4HOBPEMEHHO C 3aK/IlOYEHUEM COBETA MO 3TUKE.

15. B cnyyasx HegoCTaToOYHOM O0BOCHOBAHHOCTM MM HEMOIHOTbI 3aKKYEHUA COBETA MO 3TUKe,
HA/IM4YMA B HEM NPOTUBOPEUMBLIX AAHHbIX, asbCUPUKALUMN BbIBOAOB STUYECKOM 3KCNEPTU3bI, COKPbITUA
OCHOBaHMM ANnA OTBOAA 3KCMepTa BC/AEACTBME €ro 3anHTEPecoBaHHOCTM B pe3y/ibTaTax 3TUYECKOoM
3KCMepTU3bl, HaMYMA [AHHbIX O MPAMOM /MO0 KOCBEHHOM BMeLLATe/NbCTBE B MPOLECC 3TUYECKOM
3KCNEepTU3bl INL, HE Yy4aCTBYIOLWMX B €€ MPOBEAEHUM, HO OKA3aBLUMX BAMAHME Ha NPOLLECC U pe3yabTaTbl
ee nposeaeHuns, MMHUCTEPCTBOM Ha3HaYaeTCA NOBTOPHAA 3TUYECKaA SKCNepTU3a.

16. lMoBTOpHaA 3TUYECKadA 3SKcnepTM3a MNPOBOAMTCA B MOpAAKe, YCTAaHOB/IEHHOM HaCTOALLMMMU
MpaBunamu 4na npoBeaeHUsa STUYECKOM SKCNepPTM3bI.

17. MoBTOpHasA 3TMYECKas 3KCNepTM3a NPOBOAUTCS B CPOK, HE NPEBbILIAOLLINI NATHAALATM pabounx
OHen co gHA nonyyeHMA COBETOM MO 3TWUKe 3agaHua MWHUCTepCTBA Ha npoBefeHMe MOBTOPHOWM
3TUYECKOW 3KCNepTusbl.

18. MNpoueaypa 3TUYECKOM 3KCNEepPTU3bl NPOM3BOAUTCA B CPOK, He MPEBbIWAOWMA NATHAALATH
pabounx AHeN co AHA MNONy4YeHUA COBETOM MO 3TUKe 3adaHms MUHUCTepCTBA C MPUIOKEHUEM
[OKYMEHTOB, YKa3aHHbIX B NYHKTe 5 HacToAwwmx Mpasua.

19. ®uHaHcoBOe obecneyeHWe OCYLLECTB/IEHUS COBETOM MO 3TUKE 3TUUYECKOM 3KCNepTu3bl
[OKYMEHTOB, CBA3AHHbIX C NPOBEAEHMEM K/IMHWUYECKOro UCCNeA0BaHMA IeKapCTBEHHOrO Npenaparta 4nd
MeAULMHCKOro MPUMEHEHMUA, NPOM3BOAMTCA 3a cYeT W B npeaenax bOlAKEeTHbIX acCUrHOBaHUMN,
npeaycMmoTpeHHbIx MuHuUcTepcTBy B deaepanbHOM BIofrKeTe Ha COOTBETCTBYHOLLMIM rog Ha obecnedyeHue
ero AeATenbHOCTU.

MpunoxkeHue N 2
K Mpukasy



MWHUCTEPCTBA 34paBOOXPAHEHNS
M COLUMANbHOTO PasBUTUSA
Poccuitckoit epepaumm

oT 26 asrycta 2010 r. N 753H

MyYHMCTEPCTBO 3OPaBOOXPAaHEHMs M COLMAJIbHOTO PAa3BUTUS
Poccurickom denmepaumum

COBET IIO 3THUKE

llara npoBeneHusd 3acelaHusa coBeTa no srmke " " 20 T.

SakJjiwueHre COBETa IO 3TUKE [0 pe3yJibTaTaM 3TUUECKOM DKCIePTU3H

OOKYMEHTOB, CBSA3aHHEX C NPOBEACHMEM KJIMHUYUECKOTO MCCJCAOBAHUA
JIeKapCTBEHHOTO Ipenapara IJid MeIMUUHCKOTO NPMMEeHEeHUS

1. Obume MnoJIOXEeHMUS
1.1. HOMep ™ @JaTa 3alaHua MUHMCTEpPCTBa 3IPaBOOXPaHEeHMs UM COLMaJIbHOT'O

pasBuTua Poccurickon demepauuu
1.2. OOBEKT BTUYUECKOM BKCIEPTMU3H: NOKYMEHTH IJIs IIOJIydeHUs pas3peleHus Ha

IIpoBeneHMre KIIMHNYECKOI'O MCCJIenOBaHMA JIEKapCTBEHHOTI'O InperapaTa OJ1d
MeIMIMHCKOI'O IIPMMEHEHUA, IJOKYMEHTEI, comepxaumme M3MEHEHUA B IIPOTOKOJI
PraspemeHHOT'O KIJIIMHNYECKOI'O MNCCJIenOBaHMA JIEKAPCTBEHHOT'O nperapaTa OJ1A

MeIVMIVMHCKOI'O IIPVMMEHEeHMA (Hy)KHOe HOﬂqepKHyTb)
1.3. HamMMeHOBaHUE JIEKapPCTBEHHOT'O IIpellapaTa:

MeXIyHapoIoHOe HEeIaTeHTOBAHHOE VI XMMMUYECKOe HaMMeHOBaHUE (mpm
HaIuumum)
TOPI'OBOE HaMMEeHOBAaHUE
1.4. dopma BHIyCKa (JlexkapcTBeHHas dopmMa, IOO3MPOBKa, CIOCOOB BBEeIEeHUS U
nprMeHeHusa, Mmacca/obbeMm/KOMIIJIEKTHOCTS)
1.5. Has3BaHUE IpOTOKOJIa KJIIMHNUECKOT O VCCIIeNoOBaHUsa JIEKaPCTBEHHOT'O

nperapaTa nOJjd MeIMUMHCKOI'O INIPVMMEHEHMA

1.6. 3asgBuUTENb

1.7. &./1.0. 3KCIOEPTOB

1.8. 00 OTBETCTBEHHOCTM 3a OOCTOBEPHOCTH CBeIeHUN, MBJIOXEHHBIX B
3aKJIOUEHVY, NPenylpexIeH :

BKCIIEPTEH

(®.11.0.) (mommmce)

2. QKCHepTHaH OLleHKa INpelCTaBJIEHHEIX Ha 3TUHUECKYI 3SKCIepTusly IOKYMEeHTOB,
CBA3aHHBIX C NpoBEeIEHMEM KIIMHMUECKOTO MCCJIEOOBaHMA JIEKAPCTBEHHOTO IIperiapaTa
OJida MeIMUVMHCKOI'O INPVMMEHEHNMA

2.1. cozmepxaHue IpoeKTa NIPOTOKOJIA KJIMHUYECKOTO MCCJIenOBaHUL
(MccienoBaHMsa OMOBPKBUBAJIEHTHOCTM U (MJIM) TepaleBTUUECKOM BKBUBAJIEHTHOCTN)
JIEKaPCTBEHHOTO npemnapara IOJsg MEeIUIMHCKOTO IIPMMEHEeHMs Ha COOTBETCTBUE
3asIBJISIEMBIM eJiam n 3amavaM KJIMHUYECKOTO MCCJeIOoBaHusa (MCCJenoBaHUs
OMOPKBUBAJIEHTHOCTY U  (MJIM) TepaleBTUUECKOM BKBUBAJIEHTHOCTM) UM BO3MOXHOCTU
OOCTUXEHMS OXMIAEMBIX Pe3yJIbTATOB C BOBJIEUEHMEM B KIMHMUECKOE MCCJIeNOBaHUE
JIeKapCTBEHHOT'O IIpelapaTa IJid MeIMUMHCKOI'O IIPUMEHEeHMS MMHMYMAJIBHO BO3MOXHOI'O
4yyCcJjla I[IallMMEHTOB ;

2.2. oueHka OOOCHOBaHMSA IIPennojyiaraeMoro PMCKa ¥ HeyHmoOCTB IO CPaBHEHUI
C OXMIaeMOM IIOJIb30M IJIg YyYaCTHUKOB KIMHMUECKOI'O MCCJIeHOBaHMSA JIeKapCTBEHHOIO
npernapaTa IJg MeOMUMHCKOI'O IPMMeHeHUS ;

2.3. oueHka OODOOCHOBAHHOCTM HeOOXOIMMOCTM HaJIMUMSa B HOAHHOM KJIMHUUECKOM
VCCJIeNOBaHUM JIEKaPCTBEHHOTO npenapara oyis MEeIOMLMHCKOT'O IIPUMEHEHMU A
KOHTPOJILHOY TPYINH NALVEeHTOB ;

2.4. OLI€HKa OCHOBaHUM OJia I[IpexXIeBPeMeHHOI'O IpeKpalleHus ydacTusd
IalLuMeHTOB B KJIMHUYECKOM MCCJIeNOBaHUN JIeKapCTBEHHOT'O IpenapaTa nJs
MEIUUMHCKOI'O IIPUMEHEHUS ;

2.5. OolLleHKa OCHOBAaHUM oJig IHOPUOCTAHOBJIEHMS U (MJIM) I[pekKpaleHus




KJIMHUYECKOT'O MCCJIenOBaHUS JIEKAPCTBEHHOTO npenapara nOJsa MeIMLUMHCKOTO
IPUMEHEHU A ;
2.6. OLEeHKa YCJOBMM MOHMTOPMHIA U ayIuTa I[IPOBENeHUS KJIIMHUUECKOTO
MCCJIeNOBaHMUsA JIEKAPCTBEHHOT'O IIpernapaTa OJg MeOUIMHCKOTO IIPMMEHEeHMUS ;
2.7. OLIeHKAa BHIOOPA NONyJNAUMM IaluMeHTOB, [IPMHMMAKIMX YydacTue B
[IJIaHUPYEMOM KJIMHMYECKOM MUCCJIeOIOBaHUMU JIEKAPCTBEHHOTO npenapara nJis
MEeOMIUMHCKOI'O IIPpMMeHeHMus (IIoJi, BO3pacT) ;
2.8. oulueHKa KpuTepuer Habopa [TAUMEHTOB IJid Yy4YacTusa B KJIMHUUECKOM
MCCJIeIOBaHUU JIEKAPCTBEHHOTO npenapara s MEeIOMILIVHCKOT O IPUMEeHEHU A
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2.9. oOlLeHKa KpPUTEPUEBR BKJIOUEHMS [NallMeHTOBR B KJIMHUUECKOE MCCJIeIOBaHUE
JIeKapCTBEHHOT'O IIpenapaTa IJiSd MeIULIMHCKOI'O IIPUMEHEeHUS ;
2.10. OlLleHKa KPUTEPUEB VICKJIIOUEHU S naumMeHTOB us3 KJIMHNYECKOTO
MCCJIeNOBAaHUA JIEKAPCTBEHHOTO Ipernapara IOjisg MeIMIMHCKOTO MNPVMMEeHEeHUd ;
2.11. oueHka ODOOCHOBAHHOCTM OTMEHBH WM IIPUOCTAHOBJIEHMSA CTaHIAPTHOTO
JleyeHuss (conyTcrBynmme 3abojieBaHMsA) I[AUMEHTOB, [IPMHMMAaLIMX YydacTue B
IJIaHUPYEMOM KJIMH/YE CKOM VCcCclieqoBaHUM JIEKapPCTBEHHOTO npenapara oJis
MEIULMHCKOT'O IIPUMEHEHUS ;
2.12. OlLleHKa OBDOCHOBAHHOCTM Mep MEeIMUMHCKOT'O XapakTepa, KOTOPHE
IJIaHUPYETCsa NPEenIpuHATHL B Cjydyae, eCJiM I[IauMeHTH, OPMHYMAaIMe ydacTue B
KJIMH/YE CKOM VCCcieqoBaHUM JIEKapPCTBEHHOTO npenapara oJIS MeIMULMHCKOTO
IpUMeHEeHUS, OOOPOBOJIBHO pewmaT IpeKpaTUTh CBOEe ydacTue B yKa3aHHOM
VCcCcieqoBaHUM ;
2.13. OlleHKa obreMa KOMIIEHCALMM WM YCJIOBUM MX BHILJIAT U (1171m1)
IpPenoCTaBJIEHUA JIeUeHMs B Cjlydae CMepTM [HalMeHTa WM NPUUMHEHMS Bpena ero
3I0POBLI, B TOM UMCJI€ BJIeKylee 3a Ccof®oM YCTAHOBJIEHME MHBAJMOHOCTH,
BCJIEICTBME YyUYaCTMs B KJIMHUUECKOM MCCJIeIOBaHUM JIEKAPCTBEHHOTO IpelapaTa Ijs
MEIULUMHCKOTO IMPUMEHEHUs U [IPpM HAJIUUUMKM [NPUUMHHO-CJIEOACTBEHHOM CBSA3UM MEXIY
HaCTYNMBUMMY COOHTHUAMM ¥ IPMEMOM JIEKAPCTBEHHOTO IIpernapara ;
2.14. oueHka Mep 1o ofecnedyeHuM KOHOMIESHUMAJILHOCTY ¥ 0e30IacCHOCTU
IepPCOHAaJIbHEX IAHHBIX MalMeHTOB, IPUHYMAINX ydacTue B  KJIMHMUECKOM
MCCJIENOBAHUM JIEKAPCTBEHHOTO IpernapaTra IJsg MeIMIMHCKOTO IPMMEeHEHUS ;
2.15. ouneHka OOCTATOYHOCTM M HOOCTYIHOCTM IJiS INOHMMAaHUSA MHOOpMALUM O
IIJIaHUPYEMOM KJIMHMYE CKOM VCCIienoOBaHUM JIEKAPCTBEHHOT'O npenapara oJist
MEIUUMHCKOTO IPUMEHEHMS, M3JIOXKEHHOM B MHPOPMaLMOHHOM JIMCTKE IOJid IalMeHTa
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2.16. olLleHKa BIIMSHUS pPesyIbLTaTOB KJIMHUYECKOTO VCCIIeNOBaHUS
JIEKAPCTBEHHOTO npenapara oist MEeIMUMHCKOTO IPYMEHEeHMsS Ha CcoofmecTBO
3aMHTEPECOBAHHEIX B TakKOM MCCJIeNOBaHMM JHoIeM M Ha OpyTue OOmeCTBeHHHEe
TPYNNH, ¥3 KOTOPHBIX NIpennojlaraeTCs OCYULEeCTBUTL HAOOP NALMEeHTOB ;
2.17. oOlleHKka MHHOBAUMOHHOCTM MCCJIEOYyeMOT'O JIEKAPCTBEHHOTO IIpenapaTa s
MEIVLMHCKOTO MPMMEHEHUsS Ha COCTOSHME 3IPaBOOXPaHEeHUS ;

3. BeBOIH OKCIIEPTU3hL:

3.1.
(BI:IBO,I[I:I 10 pe3yJjibTaTaM DTUUECKOM SKCIEPTU3E IOOKYMEHTOB, CBSA3AHHEIX
C NpoOoBEIEHMEM KIIMHMUECKOTO MCCJIEOOBaHMA JIEKAPCTBEHHOTO IIperiapaTa
oJI1d MeIMIIMHCKOI'O HpVIMeHeHVIH)
3.2.

(oBbume BHEBOIE 00 B3THUUECKOM OOOCHOBAHHOCTM BOSMOXHOCTU WJIM
HEBOBMOXHOCTHM MNPOBEIEHUS KJIMHUUECKOTO MCCJIENOBAHUSA JIEKAPCTBEHHOTO
npemnapara s MEeOVUMHCKOTO NPUMMEeHEHMUS)

[lpencenmaTesyib COBETA IO 3TUKE

(©.1.0.) (momnmce)

Hara opopmnenusa saxkjmpodyeHusa " " 20 T.




