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1. Hean

KomMHTeTOM (nan1ee — HIK) OI'BY «HMMIIK um. ak. E.U, Yazosa» Munsapasa
Poccuu (nanee — Yupexenne).

2. Ob6aacrs NPpHMEeHeHHus
DTHueckas SKCIIepTH3a BCEX TOMOMHUTETBHBIX MaTepuaioB Npu npoBeeHHn
paHee oobpennsix KU:

® /IONOIHEHUS, NONPABKH U M3MEHe Hus K MartepuasaM gocwe: k MPOTOKOJy
(nporpamme) KM, k Opounope  uccienoparens. WHIAMBHAYTBHOMN
PErUCTPALMOHHON  KapTe (UPK), COCTaBy  ucciaemoBatenei, UHbIM
JAOKYMEHTaM;

® HOBbIE BEPCHH MHDOPMALHOHHBIX JIHCTKOR cybnexros KU, undopmanuu s
cyonsexkToB KU u (hopmal HH(OPMHPOBAHHOTO corjacus;

® JIONONHMTe/bHbIE MaTepuabl, paHee He npucyTcTBOBaBIIHE B noche U He
0100peHHbIe HIK;

® COOOLIeHUS 06 OKMIAEMBIX K HCOKHMIACMBIX CEPBE3HBIX HEXKeNaTelbHbIX
ABJICHHAX, NPOH30LIENIIMX B pamKax KU;

® COOOLIEHHS O HeXKelaTeIbHbIX PCAKLIHAX, KOTOPbIE OIHOBPEMEHHO SBIISIOTCS
CCPLE3HBIMU M HenpeIBHACHHBIMU;

® TPOMEXyTOuHBIe OTYeTHI 0 xome KU M 3aKMIOYUTEeNbHBIE OTYETBHI o
3aBepuieHnn KU:

® COOOIIEH s 06 OTKIOHEHMSX OT f1poToKOMa (nporpammsl) KU,

3. HopmartuBubie ceblLikn



Hacrosimast COIT nogrorosena c y4eTOM TpeOOBaHuii;

- ®ezepanbhoro 3akona or 21.11.2011 r. Ne 323-®3 «O6 ocrosax OXpaHbI
310pOBbs rpaxaaH Poccuiickuii Denepainy;

- ®enepanbHOro 3akoma or 12.04.2010 r. Ne 61-®3 «O6 obpatieHuu
JICKapPCTBEHHBIX CPEJICTBY;

- Pemienus Cosera EBpasuiickoi IKOHOMHYECKOH KoMuccun ot 03.11.2016r.
No 79 «O6 yrBepskaennu TMPaBUIl - HaJyeXallled  KNMHUYECKOH MpaKTHKM
EBpasuiickoro skonomuueckoro COI03ay;

- Pewenns Cosera Espasuiickoi 9KOHOMHYECKOU Komuccuu ot 12.02.2016 .
Ne 29 «O TIlpasunax [IPOBEICHUS KIUHHUYECKHX M KJIMHUKO-71a00paTOpHBIX
MCTIBITAHWH (MCCIIeIOBAHMI) MeAMILIHHCKIX H3JIeJTHI;

- Haumonansaoro CcraHgapra Poccuiickoii ®enepaun TOCT P HCO
14155 - 2014 «Knuauueckue uccienosanus. Hamnexamas kiMHUYeckas
MTPaKTHKa», YTBEPKAEHHbBIN NPUKazOM DenepanbHOro areHTCTBA 110 TEXHH YECKOMY
PETYINpoBaHHio 1 MeTposioruu ot 04.07.2014 . No 497-cr;

- Hauwmonansnoro cranaapra PO T'OCT P 52379-2005 «Hapnexamas
KIHHUYECKas MPaKTHKaY, YTBePkKAeHHbIil npukazom PenepaibHOro areHTCTBa Mo
TEXHHYECKOMY PeryIMpOBaHHIO U METPOJIOTHI OT 27.09.2005 r. Ne 232-cm;

- Tlonoxenus o HezaBHCHMOM 3TUYECKOM KoMuTeTe DBV «HMMUIIK um. ax.
E.N. Yazogay Mun3zapasa Poccun,

4. lopsitok npenocrapienus AOKYMEHTOB B X0/1€ HCC/1eT0BAHUS

4.1. as paccMoTpenus HOK  mompaBki ' HoBgle BEPCUH  JIOKYMEHTOB
NIPEAICTABIISIOTCS C IEpeBOIOM Ha pycckuii si3bik. MH(popmarus NIPEIOCTaB/ISETCS B
H3K B SNIEKTPOHHOM  BHze ¢ ABYMSL  OYMa)KHBbIMU IK3EMILIIpaMHU
CONPOBOAMTENBHBIX MHCEM. ConpoBoautenshbie  nucpma [IOAMKUCHIBAIOTCS
3asgBUTENEM (IJIaBHBIM HCCIel0BaTeNeM) U OMIKHBI CONEP aTh HOMEp W MoaHOoe
HasBanne KW u nonssni cnucox TPCACTABNSAEMBIX JOKYMEHTOB C yKa3aHHMeM
BEPCUH U Jar.

4.2. Tlpeacenatens wumu 3aMecTuTens npescenatens HOK yerHo HasHauaer
dKCnepra - OoaHOro u3 4YieHop HOK AL PACCMOTPEHUs MpeACTaBIEHHBIX
JIOKYMEHTOB.

BONpoca Ha 3acenanue HDOK.

44. B cuyuae IPUHATHS ~ NOKYMEHTOB K CBENCHHUIO OJIMH  3K3eMILIsp
CONIPOBOAUTENIBHOIO MHChMa ¢ OTMETKOL o MPUHATHH K CBEJCHHIO BO3BpalllaeTCs
ULy, TTOJAlOLIEMY TOKYMEHTBI.

4.5. B ciyyae PEIICHNs O BBIHECEHHH BONpOca Ha 3aceanne HOK, mokymeHTsi
PacCMaTpuBalTCs Ha OuepemHOM sacemannn HOK. Hcenenoaremo BbIJIaeTCs
BBIMMMCKA U3 MPOTOKOA 3aceganus HOK.



5. IMopsiok paceMoTpeHHs JoKymenTos B xoae KH

5.1. Jlono/HeHus1, NONPABKH U H3MEHEHHs K MaTepHaiam 10cbe: K IIPOTORO.TY
(mporpamme) wucc/e0BaHusA, K Opoiope HcCCjIe10BaATE/Isl, HUPK, cocraBy
HecJefoBarTesiei, HHbIM JIOKYMeHTaM.

B ciyuasix, Korjaa 3TH JOMOJIHEHUs 3aTParuBaloT PeXKnUM yqacTus CyOBbeKTOB
KW, ux mnpaBa M MoryT mopnusith Ha OesomacHocts KM, 10KymeHTbI
paccmaTpuBaioTcs Ha 3acefaHun HOK u 1mo HUM NpUHUMAIOTCS PELICHUS B
YCTAHOBJIEHHOM MOPSJKE.

B ciyuasx, Korjia J0noIHeH)s, ONPaBKM ¥ M3MEHEHHs HE 3aTPAaruBaloT npasa
1 uHTepechl cyOobektoB KM u He BaualoT Ha MX 0€30MaCHOCTb, JOKYMEHTBI
paccmarpuBaer dkcrepT — wied HOK — w mpuHMMaeT pelieHWe O MpUHATHH
JIOKYMEHTOB K CBE/IEHHIO, O YeM J0KIajbiBaeT Ha 3acenanuy HOK.

5.2. Hosbie Bepcun Mndopmaunonusbix anctkos cyobektos KW, nngopmanun
as cyobektoB KW u dopmbl  HHGPOPMHPOBAHHOIO  COIJIACHS
JAONOJHUTEIbHbIE MaTepuaJibl, paHee He NMPHCYTCTBOBaBillHe B 0Che H He
onoopennbie HOK.

Takue nOKyMeHTHI paccMarpuBaroTcs Ha 3acemannu HOK u mo HuMm
MPUHUMAIOTCS PEILCHHs B yCTAHOBJIEHHOM [10Psi/IKeE.

5.3. CoobOmenusi 00 0KHAAeMbIX H HEOKHAAEMBbIX CEPbEe3HbIX HeXKeIaTeIbHbIX
apjenusix (CHS5) wu coolleHuss 0 HexelaTe/IbHbIX PpeaKUHsX, KOTOpbIe
OIHOBPEMEHHO SIBJISIIOTCS cepbe3HbIMH H HenpeaBuaenubiMu (CHP).

53.1. O6o Bcex cepbe3Hblx HexenarensHbix sBreHusix  (CHS),
npousoweninnx npu nposeaeHun KW B Yupexnenuu, uccienoBareib JOKEH
HEMEUIEHHO Coo0IIaTh CroHcopy, 3a uckmoueHueM Ttex CHI, kotopeie B
MPOTOKOJE WJIM WHOM JOKyMeHTe (Harmpumep, B OpoLIlope HCCae10BaTeli)
ompejieNieHbl Kak He TpeOylolye HeMeIJIEHHOrO COO0LIeHH .

Cnoncop ycranasnusaet, sBisercss i CHS CHP u coobuaer 00 sToM
uccnenopateno. Jlanee uccenoBarelb J0/DKEH NpeaocTaBuTh coodmenne o CHA
wim CHP B HDK B coorBercTBUM ¢ TpeOOBaHMSIMM K OT4YEeTaM H B CPOKH,
ornpe/ieJieHHble CIIOHCOPOM B IIPOTOKOJIE.

Ecnu Takol Cpok He YCTaHOBJIEH [POTOKOJIOM, TO HCCle/loBaTellb
npepocrasiser uapopmaruo o CHA unu CHP B HOK HeszameuTensHo.

[Tpu cooOIIeHHsIX O CMEPTH MCClleoBaTe/b 0053aH 10 3ampocy CIoHcopa U
HOK npemocTaBuTh 100YIO0 TOMOJIHUTENbHYIO MH(GOPMALUIO (HanpuMep, MPOTOKOJI
BCKPBITUSI U TOCMEPTHBIN MUKPHU3).

5.3.2. Takue cooblleHus cekperapb nepenaer skcrnepry — wieny HOK B
TeueHue 2 (ABYX) CyTOK Ajs oueHku 3Hauumocty CHSI unm CHP. B coorBeTcTBIU
C OLIEHKOU 3HAYMMOCTH COOOLIEHHUSA MOTYT ObITb IIPUHATDL K CBEICHUIO.

B oTAeNbHBIX CayUasx, 3aC/yKUBAIOLMX 0cOO0r0 BHUMAaHUS ¢ TOUYKH 3PEHUS
6€30MacHOCTH MCMBITYEMbIX U U3MEHEHHS COOTHOLLIEHUSI PUCKA U 10J1b3bl y4acTus
B HUCCJIEJOBAaHMM, HO He TpeOyoImMX HEMEeNJIEHHbIX JIeHCTBHUH, COOOLICHHUS

a



BBIHOCSTCS Ha 00Cy K/IeHHe Ha ouepeHoM 3aceanny HOK 1 no Hum npuHUMatoTCs
ocoOble pelleHrsi, KOTOpble O(GOPMISIIOTCS  BLINIUCKOW M3 MPOTOKOjIA B
YCTaHOBJIEHHOM MOPS/IKE.

B ciy4asix, KOTOpbIE OH COYTET HCOTJIOKHbIMU U TpeOyOMMX HEMEJIEHHbIX
NeMCTBUIH, IKCIEpT HEMEMIEHHO IOBOAMT 3Ty HMH(OpMalMIO 10 Npeicenarels
HDK, KoTOpbIii, B CBOIO O4Yepe/lb, UMEET IPaBo coOpaTh IKCTPEHHOE 3acelaHue
HDOK. Ha skctpernom 3acefianui HOK MoxeT OTMEHHUTB WIIH TPHOCTAHOBUTH paHee
BBIJIAHHOE 3aK/II04eHHe 00 0I00peHUH NPOBEIEHUS UCCICAOBaAHU.

5.3.3. Coobmenus o CHS n CHP, npousoutenmux B pamkax KM He B jaHHOM
WCCIIeIoBaTeIbCKOM LeHTpe (BHe YupexkueHus), A0mkHbl noctynats B HOK ¢
MePHOAUUHOCTLIO, YCTAHOBJICHHOH IPOTOKOIOM MCCIeloBaHus, 1ud0O B BUIE
MePHOAMYECKUX TOIOBBIX OTYETOB M0 Ge30macHoCTH npenapatos, ecin HOK npu
ono6penur KM He ycTaHOBMJI MHblE CPOKM OTYETHOCTH B leJisiX 0€30MacHOCTH
MalueHTOB.

5.4. Ilpomexyrounnie oT4yeTbl 0 xode KM mn 3akiawunre/bHbie OTHETHI 0
sapepmenun KH.

Dt JOKYMeHTbl JosikHbl noctrynare B HOK B cpoku, yCTaHOBJIEHHbIE
nporokonom, ecaw HDK He ycraHoBui —crenuanbHOro TpeboBaHusl 110
MePHOJAMYHOCTH OTHETOB N0 cooTBeTcTBYIOLEMY K.

HOK nomxen paccmarpusarh Tekyume KU ¢ nepnoMaHOCTBIO, a1eKBaTHON
PUCKY U151 CyObEKTOB UCCIIEI0BAHUA, HO HE PEXKE OJHOI0O pasa B ro/l.

ITo 3asepennu KU nccnenosarens nomken npenoctasuts B HOK kpaTkui
otueT 00 utorax KWM. Takue moKyMeHTbl paccmarpuBaeT skcnepT — uieH HOK u
MPUHUMAET pelIeHHe O MPUHATUU JOKYMEHTOB K CBEJICHHIO.

5.5. CooGuiennsi 00 OTKJIOHEHHSIX OT NMPOTOKO/IA (POrpaMmbl).

5.5.1. B ciryqasix HeoOXOAMMOCTH CPOYHOI0 YCTPAHEHMs HENOCPeACTBEHHOH
yrpo3bl 6e3onacHocTH U Oarononyuuio cyobektoB KM takue cooOLIeH s IOKHBbI
noctynath B HIK ot ucciegoBaresns WM o1 CoHCOpa B Kparyailuue CPOKH Iociie
(haKTa OTKJIOHEHHUs! OT POTOKOIA (IIPOrpaMMbl ).

B cooOieHuu J107KHBI COAEPKAThCA ONMCAHUE OTKJIOHEHMs! OT NPOTOKOJIA
(mporpammbl),  [PUYUHBI W OOBSCHEHHE  HEOOXOAMMOCTH  OTKJIOHEHHS,
NpeapUHsATBIE MEpbl 10 obecriedeHnio Ge30nacHOCTH U Onarononyuuns cyobexkTa
KM, npesioskeHus 0 BHECEHUIO TONPABOK B MPOTOKOJ (MporpaMmy) Miu Apyrue
nokyMmenTsl KU (eciiv TakoBble UMEIOTCH ).

[Tpy mnoCTynaeHWM COOOLICHHUS CeKpeTapb B  HEOTJIONKHOM  IOpsiiKe
uHGopMHUpyeT 00 OTKIOHEHHH OT MPOTOKoJa (rporpammel) npeacenarens HOK,
KOTOpBIN MPUHMUMAET pellleHHe O PAacCMOTPEHMM BONpoca 00 OTKIOHEHWH OT
npoTokoia (MporpaMMbl) U BbIHECEHMM cilydasi Ha OOCyXKAeHWe Ha O4epeHOM
saceaannuu HOK mim pacemorpenns ero Ha BHeouepeanoM 3acegannn HOK.

55.2. B cayuasx oOTKiIOHeHMs oOT mnporokona (mporpammbi) KK 0e3
HEOOXOIMMOCTH CPOYHOI0 YCTPaHEHHUs HEMOCPEACTBEHHON Yrpo3bl 0€301acHOCTH



1 dnaronony4uio cyobextos KW coobuienne pacemarpusaer sxeniept — wien HIK
W IOKJIaabIBaeT npeacenarento HOK pns npunsitus pewenus.

5.6. Uubie nokymenThbl, HanpuMep, o0palieHusi Heciea0BaTe el H CYyObeKTOB
KH.

Takue 10KymMeHTBI ceKpeTapb nepeaaer skcnepty - wieny HIK B teuenue 2
(A1BYX) CYTOK. DKCIIEPT OKIAJBIBAET O Pe3y/IbTaTaX PACCMOTPEHHS MPEICeIaTeto
HOK, nociieannii B 3aBUCHMOCTH OT 3HAYMMOCTH PacCMaTPHBAEMOTO JOKyMEHTa
BbIHOCUT PEIICHWE O PACCMOTPEHMH €ro Ha ovepeaHoMm 3acenanur HOK wim
MIPUHSATHN €r0 K CBEJIEHUIO.

6. Ilopsi10K NpoBeIeHHsI YCKOPEHHOM YKCIePTH3bI

6.1. B HeKoTOpBIX cilydasx (P OTCYTCTBUM CEPbe3HBIX H3MEHEHMil MPOTOKOJA
(MporpamMmbl) MM OpOILIIOPBI  HCCIIEAOBATENsl, HECYIIECTBEHHBIX IOMIPABOK
PErUCTPAllMOHHON KapThl) BO3MOKHO YCKOPEHHOE PACCMOTPEHHs IOKYMEHTOB.
YcKopeHHas JKcrepTu3a MOXKeET ObITh IIPOBEACHA, €C/d ITH H3MEHEHHs He
3aTParuBaroT 0E30MaCHOCTH HCIIBITYEMbIX, HE YBEJIMUMBAKOT PUCK TS CYOBEKTOB
KW, He 3aTparuBaloT MX HHTEPECOB M NpaB, HE H3MEHSIOT Harpy3ku B Xoje
MCCJIEJI0OBAHMS, HE KAaCalOTCs U3MEHEHUsI OTBETCTBEHHOCTH MCCIeI0BATE e,

6.2. JIoKkyMeHTBI [115 yCKOPEHHOM 3KCIEPTH3bI IPEICTABISIOTCS COMIACHO paszaeiny
5 nHacrosieit COIT.

6.3. B ciyuae nonoxutensHOro peuenus (oa06penus) dKCIepT UHPopMuUpyet 06
9TOM HcCieoBartens U npeacenarens (3amecrurens) HOK.

6.4. B nanbHeiimem Ha odepenHoM 3acenanuu HIK 510 pelueHue JTOBOIUTCS 10
apyrux uneHoB HOK, o yem senaercs 3amuce B 1oKymenTannu padorst HIK.

6.5. UccnesoBatenio BbiAaeTcs BhIMCKA M3 NpoToKoia 3acenanus HIK. Ecau
OKCIEepT TPUHUMACT pelIeHHe O BbIHECEHMM Bompoca Ha 3acenaHue HOK,
AOKYMEHTBI paccMaTpuBalOTCs Ha o4epeaHoMm 3aceganud HDOK U no Hum
MPUHUMAIOTCS PELUEHUS B YCTAHOBIEHHOM MOPSIJIKe.



