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

MWHUCTEPCTBO 31PABOOXPAHEHUA U COLLMANIBHOIO PA3BUTUA
POCCUMNCKON GEAEPALIUN

MPUKA3
oT 26 aBrycta 2010 r. N 753H

Ob YTBEPXKAEHUN NOPALAKA
OPFAHU3ALMM U NPOBEAEHWNA 3TUYECKOM
3KCNEPTU3bl BO3SMOXHOCTU NPOBEAEHUA KNTMHUYECKOIO UCCNIEAOBAHUA
NEKAPCTBEHHOTIO NMPENAPATA ANna MEANUUHCKOIo NPMMEHEHUA
N ®OPMbl 3AK/IIOYEHUA COBETA MO 3TUKE

KoHcynbTaHTIAOC: NpumeyaHue.

depepasibHbIM 3aKOHOM 0T 22.12.2014 N 429-®3 ctaTtba 17 PenepanbHOro 3akoHa ot 12.04.2010
N 61-P3 nsnoxkeHa B HOBOI pepaKkuMu. YNOMAHYTON B HWMKecnepyowem absaue Hopme ctaTbn 17
npexHen pegakumm CoOoTBETCTBYET HopMa cTaTbM 39.1 HOBOM pedaKkumnm 3aKoHa.

B cootBetctBMM co cTatbelt 17 PepepanbHoro 3akoHa ot 12 anpena 2010 r. N 61-®3 "O6
obpalleHnMn nekapcTBeHHbIx cpeacts” (CobpaHue 3akoHoaaTenbcTBa Poccuiickon depepaunu, 2010, N
16, cT. 1815, N 31, cT. 4161) npuKa3biBalo:

YT1BEPAUTD:

NnopAZOK OpraHusauMmM W MPOBEAEHUA 3STUUYECKOW 3SKCMEepTU3bl BO3MOXHOCTM MPOBEAEHUs
KNMHUYECKOTO MUCCNeaoBaHMA NeKapCTBEHHOro npenaparta Ans MeauuMHCKOro NpUMEHEHUs CornacHo
npunoxkeHuto N 1;

dopmMy 3aK0YEeHUA COBETA MO 3TUKE COrlacHO npuaoxKeHuo N 2.

MwuHuctp
T.A.TO/IMKOBA

MpunoxkeHne N 1

K Mpukasy

MuHUcTepcTBa 34PaBOOXPAHEHMA
M COLMANIbHOIO Pa3BUTUA
Poccuitckoin ®epepaumm

oT 26 asrycta 2010 r. N 753H

NoPAAOK
OPTFAHU3ALIMM U NPOBEAEHUA STUYECKOM
9KCNEPTU3bl BO3SMOXHOCTU NPOBEAEHUA KIMHUYECKOTO UCCNNEAOBAHUA
NEKAPCTBEHHOTO MPEMAPATA AN1A MEAULMUHCKOIO NPMMEHEHUA
N dOPMbI 3AK/TIOYEHUA COBETA NO 3TUKE

1. HaCTOﬂLLI,VIﬁ NopAagoKk onpegender OpraHM3auMio M nNpoBefeHue 3TMYeCKOoM 9KCNepTU3bI,
BO3MOXHOCTU nposeaeHnA KIMHNYECKOro wuccneaoBaHnAa  NeKapCTBeEHHOro npenapara AnAa
MeaNLUMHCKOIo npnumeHeHuA B LLenAax Bblaa4vyun 3aKno4eHNA 06 3TMYecKko 060CHOBaHHOCTN BO3MOKHOCTH
nposeaeHNA  KJIMHUYECKOro wmccneanosaHnA  NeKapCTBEHHOro npenapata  A4a4  MeauunHCKoro
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NPUMeHeHus.

2. DTuyecKas 3KCNepTM3a BO3MOXHOCTU  MPOBEAEHUA  KAMHUYECKOro  MUcCneaoBaHusA
JIeKapCTBEHHOrO MpenapaTta Aad MeAMUMHCKOTO MNpuUMeHeHua (ganee - 3TMYecKas 3KCnepTmsa)
OCHOBbIBAETCA Ha NPUHUMMNAX 3aKOHHOCTW, cObatoaeHUs NpaB M cBobO YenoBeKa M rpaxaaHuHa, npas
IOPUOMYECKOTO /IMLA, HEe3aBMCUMMOCTM 3KcnepTa, OOBLEKTUBHOCTM, BCECTOPOHHOCTM U MOJIHOTSI
nccnegoBaHUn, MPOBOAMMbBIX C WMCMO/b30BAHMEM COBPEMEHHDBIX [AOCTUMKEHUI HAYKM U TEXHUKM,
OTBETCTBEHHOCTU 3KCNEPTOB 3a NPOBEAEHNE U KAYECTBO 3TUYECKOM IKCNEPTH3bI.

3. TUYyecKas aKcnepTn3a NPOBOAUTCA COBETOM MO 3TMKE Ha OCHOBaHMM 3agaHnin MUHUCTepCTBa
3[PaBOOXPAHEHNA U couManbHOro passuTua Poccuiickolt Pepepaumnn (ganee - MUHUCTEPCTBO) Ha
npoBeaeHMe 3TUYECKOM SKCNepTUsbl.

4. ITMYECKOW 3KcnepTU3e noasierkaT OOKYMEHTbl, CBA3aHHble C MPOBEAEHUEM KANHUYECKOro
nccnefoBaHUA NeKapCTBEHHOro Npenapara 418 MeguMUMHCKOro NPUMEHEHMUA, B TOM YnUC/e:

1) OOKYMEHTbl A1A MOJYyYEeHUSA paspelleHMA Ha NpoBeAeHWe KAMHUYECKOro MCCnenoBaHuA
JIeKapCTBEHHOrO NpenapaTta 4158 MeANLMHCKOTO NPUMEHEHUS;

2) LOKYMEHTbI, CoOAep KaLLMe N3SMEHEHUSA B MPOTOKO/1 Pa3peLleHHOro KAMHUYECKOro ncciesoBaHms
JIeKapCTBEHHOrO npenapaTta 418 MeANLUHCKOro NpUMEHEHMS.

5. DTMyecKas 3KCNepTM3a, COCTaBNEHME COBETOM MO 3TUKE 3aKauyeHua 06 3TUYecKol
0b60CHOBAHHOCTU BO3MOMKHOCTM WM HEBO3MOMKHOCTU NPOBEAEHUA KIMHUYECKOro WcciedoBaHus
JIEKapCTBEHHOrO npenapata An8 MeAUUMHCKOrO MPUMEHEHUA W HanpaB/JeHWe 3TOro 3aK/l4YeHuA B
MWHUCTEPCTBO OCYLLECTBASIETCA B CPOK, HE NMpPeBbILLAOLWNK TpnaLaTM pabounx gHen co AHA NoayvyeHun
COBETOM MO 3TUKE 3aJaHUA C NPUNOKEHNEM C/eAyOLLNX JOKYMEHTOB:

1) nNpoeKT npoTOKONa KAMHMYECKOTO WCCeAOBaHMA JIeKapCTBEHHOro npenapata  Ans
MeANUMNHCKOro NpUMeHeHus;

2) 6polutopa uccneaosartens;

3) MHGOPMALMOHHBIV INCTOK NAUMEHT];

4) nndopmaLma o BbiNAaTax M KOMMEHCAUUAX NauueHTam (340poBbimM A406poBoabLLAM, 60bHbIM),
NPUBNAEYEHHbIM K TMPOBEAEHUIO K/IMHMYECKUX WCCNedoBaHUA NIeKapCTBEHHOrO MpenapaTta g/
MEANUMHCKOTO MPUMEHEHUA, WCCNeA0BaHUI BOMOIKBUBANEHTHOCTM U (MKM) TepaneBTUYECKOM
SKBUBAJIEHTHOCTMU.

6. MMpeacepaTenb coBeTa NO 3TMKe obecneymBaeT Hagjexalee MpoBeAeHMEe 3TUYECKOM
3KCMNepPTU3bl B COOTBETCTBUU C BblAaHHbIM 3a4aHNEM.

7. Mepen Havyanom npoBeAeHMA STUYECKOM 3KCNepTM3bl COBETOM MO 3TMKe NpoBoAMTCA
OpraHu3aLMoHHOe 3aceflaHMe, Ha KOTOPOM:

a) onpeaenaeTcs NopsaaoK paboTbl;

6) onpenenAlTCA OCHOBHble HanpaB/eHMA PaboTbl 3KCNEPTOB WM 3KCNEPTHbIX rpynn (Npu ux
co3aaHum);

B) yTBep)KAaeTca KaneHAapHbl nnaH paboTbl COBETA MO 3TMKE MUCXOAA M3 CpOKa NpoBefeHus
3KCMNepTU3bl;

r) onpenenatoTca MHbIe NOMOXKEHUSA U YCI0BUA, HeobxoaMmble AnA paboTbl 3KCNepToB coBeTa No
3TUKE N NPOoBeAEeHUA SKCNePTU3bI.

OpraHusauMoHHOe 3acefaHue coBeTa Mo 3TUKe 0hopMAAEeTCA NPOTOKOJ0M, MOAMNMUCbIBAEMbIM
npeacegaTtesieM COBETa MO 3TUKE, a B €ro OTCYTCTBME €ro 3aMecTUTE/IEM.

8. 3KcnepT Npu NpoBeLeHMM MOPYYEHHOM emy npepcenatesieM COBETa NO 3TUKE 3STUYECKOM
3KCcnepTU3bl 06A3aH:

1) npoBecTM nonHoe wccnefoBaHWe nNpeacTaBAEHHbIX emy Ob6BbeKToB, MaTepuasnos, AaTb
obocHOBaHHOE M OOBEKTMBHOE 3aK/loYeHWe MO MOCTaBAEHHbIM Mepes HWUM  BOMPOcCam UK
MOTMBMPOBAHHOE 3aK/HOYEHME O HEBO3MOXKHOCTM MPOBEAEHUS MM 3TUYECKON 3SKCMepTUsbl, ecau
MoCTaB/I€HHble BOMPOCHI BbIXOAAT 33 Npeaesibl CneLmanbHblX 3HaHUIM 3KcnepTa, 06beKTbl NCCeA0BaHNIM
N MaTepuanbl HEMNPUTOLHbl MU HEeZOCTaTOUYHbl 417 NPOBEAEeHUA UCCAeA0BaHUIA U 434N 3aKI0YeHUA
NM60 COBPEMEHHbIN YPOBEHb Pa3BUTUA HAYKM HE NO3BOJIAET OTBETUTb Ha NOCTaB/IEHHbIE BOMPOChI;

2) OTBETCTBEHHO M TOYHO POPMYNNPOBATb BbIBOAbI B NPeeiax CBOE KOMMNETeHLUN;

3) He pasrnawaTtb cBeAeHUA, KOTOpble CTa/in emMy M3BECTHbl B CBA3W C NPOBEAEHMEM 3TUUYECKOM
3KCMepPTU3bl, a TaKKe CBeAeHMsA, COCTaBMAKLIME TOCYAAPCTBEHHYIO, KOMMEPYECKYID WKW WHYIO
OXpaHAEeMYH0 3aKOHOM TalHy;
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4) cobnoaaTh YCTaHOB/IEHHbIE CPOKM M NOPAAOK NPOBeAeHMA STUYECKO SKCNepTM3bl;

5) obecneunTb COXpPaHHOCTb NpeACcTaB/eHHbIX AOKYMEHTOB.

9. OKcnepT He BNpase:

1) NnpoBOANTb 3TUYECKYIO IKCNEPTMU3Y NO 0bpaLLEeHMNI0 HENMOCPEACTBEHHO K HEMY OpraHu3aumin nnm
du3myeckmx numu;

2) camocTtoATeIbHO cobMpaTb MaTepuasbl AN NPOBEAEHUA STUYECKOW SKCNEepTU3bI.

10. Mpu npoBeAeHUM ITUYECKON 3SKCNEepTU3bl He AoMnyckaetca ucTtpeboBaTb y pa3paboTymka
NIeKapCTBEHHOIO Mpenapata, YMNOJHOMOYEHHOTO MM APYrOr0o /MLA M MHbIX WL, MaTepuansbl,
HeobxoaMmble AnA NPOBEeAEHMA SKCNepTusbl. B cnyvyae HeAOCTAaTOUYHOCTU MPEACTABAEHHbIX 3KCMepTy
MaTepMUanoB ANA [ayM 3aK/JOYEHWA 3KCNepT BMNpaBe B MUCbMEHHOW ¢opme MOCTaBUTb BOMPOC O
npeaocTaBNeHUM eMy HEOBXOAMMbIX MaTepUanoB nepes npeacenatesiem CoBeTa Nno 3TUKe.

MNpeacenatenb coBeta No 3TUKe obpalaeTtca ¢ npocbbont 06 sToMm B MUHUCTEPCTBO, BblAaBLLEe
3a4aHuWe Ha NpoBeAeHne STUYECKOM SKCNepPTU3bI.

11. Pe3ynbTaTbl 3STUYECKOM 3KCMEPTU3bl 0POPMAALOTCA 3aKNOYEHUEM COBETA MO 3TUKE.

12. BbiBOAbl, coAeprKalumeca B 3aK/HOYEHMM COBETA MO 3TUKE, AOJIKHbI ObiTb O4HO3HAYHbLIMYU,
NOHATHBLIMW M NOANMCaHbl BCEMM 3KCNEPTaMK COBETA MO 3TUKE.

JKcnepT coBeTa MO 3TUKE B C/ly4ae CBOEr0 HEecornacus C 3aK/Al4YeHMeM COBeTa MO 3TUKe
noAnucbiBaeT ero c nomeTkon "ocoboe mHeHune".

Ocoboe MHeHMe odopmAasieTca B BUAE MOAMNUCAHHOIO 3KCMEepPTOM COBETA NO 3TUKE AOKYMEHTa,
cogeprKawero o60CHOBaHME MPUUNH €ro Hecoriacus C BbiBOAaMM, COAEPXKALLMMUCA B 3aK/THOUYEHUU
COBEeTa Mo 3TUKE.

JOKYMEHT, B KOTOPOM W3/0XKeHO ocoboe MHeHue, B 006A3aTe/IbHOM MopsaKke npuaaraeTca K
3aKH0YEHMIO COBETA NO 3TUKE U ABAAETCSA €0 HEOTbEM/IEMOM YacCTbio.

13. dKcnepT coBeTa No 3TUKE, NOANMUCABLINMN 3aKNOYEHNE STUHECKOMN SKCMEPTU3bI, 33 UCKAIOUYEHMEM
3KcnepTa, NoAnuMcaBLUEro ero ¢ nomeTkon "ocoboe mHeHume", He BrMpaBe y4yacTBOBaTb B MPOBeAEHMU
NMOBTOPHOM 3TUHECKOMN IKCNEPTU3DI.

14. [JOKymMeHTbl, MOCTYMNMBLUME B COBET MO 3TUKE A/ OCYLLECTB/IEHUA 3TUYECKON 3IKCNepTU3bl,
nognexaT Bo3Bpaty B MUHUCTEPCTBO O4HOBPEMEHHO C 3aK/IlO4YEHMEM COBETA MO 3TUKE.

15. B cnyyasx HegocTaToyHOM 0B6OCHOBAHHOCTM MAWM HEMOJIHOTbI 3aK/KYEHMA COBETA MO 3TUKE,
HA/IM4YMA B HEM NPOTUBOPEYUMBLIX AAHHbIX, anbCUPUKALLMKN BbIBOAOB STUUECKOM 3KCNEPTU3bI, COKPbITUA
OCHOBaHMMW A1 OTBOAA 3KCMEpPTa BC/AeACTBUME €ro 3aMHTEpPecoBaAHHOCTM B pe3y/abTaTax 3TUYECKOM
3KCNepTU3bl, HaNNYMA OaHHbLIX O MPAMOM /MB0O KOCBEHHOM BMeLLaTeNbCTBE B MPOLECC 3TUYECKOMU
3KCNepTU3bl INL, He y4YacTBYIOLWMX B €€ NPOBEAEHNM, HO OKA3aBLUMX BAMAHME Ha NPOLLECC U pe3ynbTaTbl
ee npoBeaeHnA, MMHUCTEPCTBOM Ha3HayaeTca NOBTOPHAA 3TMYECKas aKCnepTm3a.

16. lNoBTOpHaa 3TU4YecKaa 3KcnepTM3a NPoOBOAMTCA B MOpAAKe, YCTaHOB/MEHHOM HACTOALLMMM
Mpasunamn ans npoBeaeHNs STUYECKOM IKCNEPTU3bI.

17. MoBTOpHas 3TMYECKas 3KCNepTU3a NPOBOANUTCS B CPOK, HE NPeBbILLatoLINI NATHAALATM pabounx
OHEW CO AHA MNOJIyYEeHUA COBETOM MO 3TMKEe 3adaHuMAa MuHucTepcTBa Ha MNpoBeAeHME MNOBTOPHOM
3TMYECKOM 3KCNEepTM3bl.

18. MNpoueaypa 3TUYECKOM 3KCNepTU3bl NPOM3BOANTCA B CPOK, He MPEBbIWAOWMA NATHAALATH
pabounx AHel co AHA NOAyYeHMA COBETOM MO 3TMKe 33afaHuA MUHUCTEPCTBA C MPUIONKEHMEM
OOKYMEHTOB, YKa3aHHbIX B MyHKTe 5 HacToAwmx Mpasuan.

19. ®uHaHcoBOe obecneyeHWe OCYLLECTBNEHUSA COBETOM MO 3TUKE 3TUYECKOW 3KCNepTu3bl
OOKYMEHTOB, CBA3AHHbIX C MPOBEAEHMEM K/IMHWUYECKOrO UCCNeA0BaHMA 1eKAaPCTBEHHOrO Npenaparta 4nd
MEAULMHCKOIO MPUMEHEHMUA, NPOM3BOAMTCA 33 CYEeT W B npeaenax bOAKETHbIX acCUrHOBaHUM,
npeaycMmoTpeHHbIx MuHucTepcTy B defepaibHOM broArKeTe Ha COOTBETCTBYHOLLMIM rog, Ha obecneyeHune
€ro AeATenbHOCTH.

MpunorkeHue N 2
K MpunKasy



MuHMCTepCcTBa 34paBOOXPaHEHNSA
N COLMaNbHOIO Pas3BUTUA
Poccuitckoin ®epepaumm

oT 26 aBrycta 2010 r. N 753H

MyYHMCTEPCTBO 3OPaBOOXPAaHEHMs M COLMAJIbHOTO PAa3BUTUS
Poccurickom denmepaumum

COBET IIO 3THUKE

HaTa npoBedeHMs 3acemaHmMsa coeeTa no sTmke " " 20 T.

SakjodyeHne CcoBeTa 0 3TUKE [0 pe3yJjibTaTaM 3TUYECKOM 3KCIEPTU3H

OOKYMEHTOB, CBA3AHHHX C MNPOBEJEHMEM KJIMHUYECKOTO MCCJIeNOBaHUA
JIEKapCTBEHHOTO MNpernapaTa Ojid MEeAMIMHCKOTO MNPUMEHEHUA

1. Obume MnoJIOXEeHUS
1.1. HoMep M JaTa 3alaHua MUMHMCTEPCTBa 3IPaBOOXPaHeHMSa M COLMAaJIbHOTO

pasBuTua Poccurickon demepauum
1.2. OOBEKT BTUYECKOM ODKCIEPTMU3H: NOKYMEHTH IOJsg I[IOJIy4YeHUsd aspemeHMs Ha
N

npoBeneHme KJIIMHNYECKOI'O MccJieJOBaHMUA JIEKapCTBEHHOTO nperiapaTa OJ1d
MeIMIIMHCKOI'O IIPMMEHEHUA, IJOKYMEHTEI, comepxaumme M3MEHEHUA B IIPOTOKOJI
praspemeHHOT'O KIJIMHNYECKOI'O MCCJIenIOBaHMA JIEKAPCTBEHHOT'O nperiapaTa OJiAa

MEeIUUMHCKOTO IIPYMMEHEHMS (HYyXHOe MNOOUEPKHYTH)
1.3. HauMMeHOBaHMe JIEKAPCTBEHHOTI'O IIpernapara:

MeXIyHapoIoHOe HemaTeHTOBaHHOe VI XYMMUUYECKOEe HauMeHOBaHue (npu
HaJIWUMN)
TOPIOBOE HAaMMEHOBAaHUE
1.4. dopma BHIOyCKa (JekapcTBeHHasda bopMma, IOO3UPOBKA, CIOCOOH BBEIOEeHUS U
nprMeHeHusa, Mmacca/obbeM/KOMIIJIEKTHOCTS)
1.5. HasBaHUeEe IPOTOKOJIA KJIMHNYECKOTO MCCIenoBaHusg JIEKAPCTBEHHOTO

npenapara IOJjsa MeIMLUMHCKOTO IIPMMEeHEeHUSI
1.6. BagBuTelNb

1.7. &.1.0. BKCIEPTOB

1.8. o6 OTBETCTBEHHOCTM 3a OOCTOBEPHOCTD CBeIeHNM, MBJIOXEHHBIX B
3aKJIOUEeHNM, NPeOylpexneH:

BKCIIEPTEH

(®.11.0.) (mommmce)

2. QKCHepTHaH OLleHKa INIpelCTaBJIEHHEIX Ha 3TUHUECKYI 3KCIepTuly IOKYMEeHTOB,
CBA3aHHBIX C NpoBEeIEeHMEM KIIMHMUECKOTO MCCJIEOOBaHMA JIEKAPCTBEHHOTO IIperiapaTa
OJjida MeIMUIMVMHCKOI'O INPVMMEHEHNMA :

2.1. comepxaHue IpoekTa IpOTOKOJIa KJIIMHNUECKOT O MCCJIeNOBAaHNUS
(MccrienoBaHMsa OMOBKBUBAJIEHTHOCTM U (MJIM) TepaleBTUUECKOM BKBUBAJIEHTHOCTM)
JIEKAPCTBEHHOTO npemnapaTra IOJsg MeIUIMHCKOTO IIPMMEHEHMs Ha COOTBETCTBUE
3a9BJISEMEIM LeJyaMm " 3amayaM KJIVMHUUYECKOTO MCCJIeIoBaHMsa  (MCCJIemoBaHUA
OMOPKBUBAJIEHTHOCTM U  (MJIM) TepaleBTUUECKOM BKBUBAJIEHTHOCTM) UM BO3MOXHOCTU
OOCTUXEHMS OXMIAEMBIX Pe3yJIbTATOB C BOBJIEUEHMEM B KIMHMUECKOE MCCJIeNOBaHUE
JIeKapCTBEHHOT'O IIpelapaTa IJid MeIMLUMHCKOI'O IIPUMEHEeHMS MMHMYMAJIBHO BO3MOXHOI'O
upycJia MalyeHTOB ;

2.2. oleHka ODOCHOBAHMS IMPenNnojlaraeMOTO PUCKa ¥ HeymoOCTB MO CPaBHEHU
C OXMIAaeMOM IIOJIb30M IJig YYaCTHUKOB KIIMHMUECKOI'O MCCJIEOOBaHMSA JIeKapCTBEHHOI'O
npenapaTa IS MEeOMUMHCKOI'O IPMMeHeHUS H

2.3. oueHka OOOCHOBAHHOCTM HEeOOXOIOMMOCTM HAaJIMUMS B IJaHHOM KJIMHMUECKOM
VCCIeIoOBaHUM JIEKAaPCTBEHHOTO npemnapara oJs MEeOMIVHCKOTO IPpYMEeHEHUT
KOHTPOJIbLHOY TPYINH NallMeHTOB :

2.4. OlleHKa OCHOBAHUM OJia I[IpexXIeBPeMeHHOT'O I[peKpalleHUd ydacTusd
NauMeHTOB B KJIMHVYE CKOM VCCIienoOBaHUM JIeKapCTBEHHOI'O IIpelapaTa IJjdg
MEIUUMHCKOT'O IIPUMEHEHUS ;

2.5. OlLleHKa OCHOBAHUMI IOJI1 HOPMOCTaHOBJIEHMS M (MIM) HOpeKpalleHus




KJIMHUYECKOT'O MCCJIeNOBaHUS JIEKAPCTBEHHOTO npenapara nOJsa MeIMLUMHCKOIO
IPUMEHEHU A ;
2.6. OLEeHKa YCJOBMM MOHMTOPMHIA U ayIuTa [IPOBENeHUS KJIIMHUUECKOTO
MCCJIeNOBaHMUsA JIEKAPCTBEHHOT'O IpenapaTa OJa MeOUIMHCKOTO IIPMMEHEeHMUS ;
2.7. OLIeHKAa BHIOOPA NONyJNAUMM IalUMeHTOB, [IPMHMMAKIMX YydacTue B
[IJIaHUPYEMOM KJIMHMYECKOM UCCJIeOIOBaHUMU JIEKAPCTBEHHOTO npenapara nJis
MEeOMIMHCKOI'O IIPMMeHeHMs (IIoJi, BO3pacT) ;
2.8. oueHKa KpuTepuer Habopa [IAUMEHTOB IJId Yy4YacTUsa B KJIMHUUECKOM
MCCJIeIOBaHUN JIEKAPCTBEHHOTO npenapara oJis MEeIOMILIVHCKOT O IPUMEeHEHU S
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2.9. oOuLeHKa KPUTEPUEBR BKJIOUEHMS [NallMeHTOB B KJIMHUUECKOE MCCJIeIOBaHUE
JIeKapCTBEHHOT'O IIpenapaTa IJig MeIULMHCKOI'O IIPUMEHEeHUS ;
2.10. OLleHKAa KPUTEPUEB UCKJIIOUEHN I IalLMeHTOB us KJIMH/NUECKOT'O
MCCJIeNOBaHUA JIEKAPCTBEHHOTO Ipernapara IOjisg MeIMIMHCKOTO MNPVMMEeHEeHUd ;
2.11. ouenHka OOOCHOBAHHOCTM OTMEHHE WM NPUOCTAHOBJIEHMS CTAHIAPTHOTO
JleyeHus (conyrTcrynmme 3abojieBaHMsA) I[AUMEHTOB, [IPMHUMMAaLIMX YydacTue B
IJIaHUPYEMOM KJIMHUUE CKOM MCCJIeIOBaHUU JIeKapPCTBEHHOT'O npenapara oJist
MEIUUMHCKOT'O IIPUMEHEHUS :
2.12. OlLleHKa OBDOCHOBAHHOCTM Mep MEeIMUMHCKOTO XapakTepa, KOTOPHE
IJIaHUPYEeTCs MNPEemnpuHATHL B Cjydyae, eCJM I[IauMeHTH, OPMHYMAIMe ydacTue B
KJIMHUUECKOM MCCJIeIOBaHUU JIEKAaPCTBEHHOTO npenapara oJ19 MeIOULMHCKOTO
IpMMeHEeHUs, OOOPOBOJIBHO pewmaT IpeKpaTUTh CBOE ydacTue B yKaA3aHHOM
VCCcIeqoOBaHUM ;
2.13. OlleHKa obreMa KOMIIEHCALMM WM YCJIOBUM MX BHILJIAT U (117111)
IpPenoCTaBJIEHUA JIeUeHMs B Cjlydae CMepTM [HaluMeHTa WM NPUUMHEeHMS Bpema ero
3I0POBLI, B TOM UMCJIe BJIeKylee 3a CcofoM YCTAaHOBJIEHME MHBAJMOHOCTH,
BCJIEICTBME YyUYaCTUs B KIMHUUECKOM MCCJIeIOBaHUM JIEKAPCTBEHHOTO IpelapaTa Ijs
MEIULMHCKOTO IMPUMEHEeHUs U [OPpM HaAJIUUUKM [OIPUUMHHO-CJIEOACTBEHHOM CBSA3UM MEXIY
HaCTYNMBUMMY COOHTHUAMM ¥ IPMEMOM JIEKAPCTBEHHOTO IIpernapara ;
2.14. oueHka Mep 1o ofecHnedyeHuo KOHOMIESHUMAJILHOCTY ¥ 0e30IacHOCTU
IepPCOHAaJIbHEX IaHHBIX IalLMeHTOB, IPUHYMAIMX yyacTue B KJMHUUECKOM
MCCJIENOBAHUM JIEKAPCTBEHHOT'O IIpernapaTa IJisg MeIMIMHCKOTO IPMMEeHEHUS ;
2.15. ouneHka OOCTATOYHOCTM WM HOOCTYIHOCTM IJiS IOHMMAaHUSA MHOOpMALUM O
IIJIaHUPYEMOM KJIMHMYECKOM MCCcieJOBaHUM JIEKAaPCTBEHHOTO npenapara s
MEIUUMHCKOTO IIPUMEHEHMS, M3JIOKEHHOM B MHQOPMALMOHHOM JIMCTKE IOJiS IalMeHTa
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2.16. olLleHKa BIIMSHUS pPesyIbLTaTOB KJIMHUYECKOTO UCCIIeNOBaHUSI
JIEKAPCTBEHHOTO npenapara oist MEeIOMUMHCKOTO IPMMEHEeHMsS Ha CcoofmecTBO
3aMHTEPECOBAHHLEIX B TakKOM MCCJIENOBaHMM JHoIe¥ M Ha OpyTue OOmeCTBeHHHE
TPYNNH, ¥3 KOTOPHEIX IpennojlaraeTCs OCYULEeCTBUTL HAOOP MNALMEeHTOB ;
2.17. oOlleHKa MHHOBAUMOHHOCTM MCCJIEOYyeMOT'O JIEKAPCTBEHHOTO IIpelnapaTa s
MEIVLMHCKOTO MPUMMEHEHUS Ha COCTOSHME 3IPaBOOXPaHEeHUS ;

3. BeIBOIH OKCIIEPTU3HL:

3.1.
(BBRIBOIBI IO resyjJpTaTaM DTUUECKOM SKCIEPTU3E OOKYMEHTOB, CBA3AHHEIX
C nNpoBeIEeHMEM KIIMHMUECKOTO MCCJIEOOBaHMA JIEKAPCTBEHHOTO IIperiapaTa
oJI1d MeIUMIIMHCKOI'O HpVIMeHeHVIH)
3.2.

(obume BHEBOIE 00 3THUUECKOM OOOCHOBAHHOCTM BOSMOXHOCTU WJIM
HEBOBMOXHOCTHM MNPOBEIEHUS KIJIMHUUECKOTO MCCJIENOBAHUSA JIEKAPCTBEHHOTO
npemnapara IOjs MEeOVUMHCKOTO NPUMMEeHEHMUS)

[lpencenmaTesib COBETA IO 3TUKE

(®.1.0.) (momnmce)

Hara opopmnenusa saxkjmodyeHusa " " 20 T.




