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ak. E.J. Yazosa» Munsapasa Poccuu (ITpunoxenue Ne 1 k Hactosmemy [Ipuka3sy).
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Ipunoxenne Ne 1

VYTBEPXJIEHO

MpHKa3oM oT «ZI» ;Mé%; 20258T.
N_"17-4

Ionoxenue
0 HE3aBHCHMOM 3THYEeCKOM KOMHTETE
OI'bY «HMHUIK nm. ak. E.H. Yazosa» Munsapasa Poccun

1. OO6wmue moI0KeHHS

1.1. HesaBucumsli stnyecknit komuter ®I'BY «HMHULIK um. ak. E.U. YazoBay
Munsznpasa Poccun (nanee - HOK) siBnsietcss He3aBUCHMBIM OpPraHOM, CO3JaHHBIM B
LeNsX oOecrieueHus 3alUThl MpaB, 6e30IIaCHOCTH U OXPaHbl 30POBbS YYaCTHHKOB
HCCICIOBAaHUH TIPH MPOBENEHMH KIMHHUYECKHX HCCIeJOBAHMM JIEKAPCTBEHHBIX
NIpenapaToB A MEAHIUHCKOro NpPUMEHEHMS M KIMHUYECKUX HCCIe/0BaHMM
MEIMIMHCKUX H3MeNHHA, a TaKkKe Hay4YHO-UCCIIe0BATEeNbCKUX pPaboT W Hay4HBIX
MCCJIEIOBAaHUH B paMKax JMCCEPTALMOHHBIX pabOT Ha COMCKAHHE YYEHOH CTEeleHH
KaHIuIaTa | OOKTOpa MEJMUMHCKHX HayK, NPOBOAHMMBIX M ILUIAHHPYIOUIMXCH K
nposefeHuto Ha 0aze ®PI'BY «HMMUILIK um. ak. E.M. Yazosan Mnun3zapasa Poccun
(manee — YapexueHue).

1.2. Tlonoxenue o HOK u cocrap HOK yTBepxmaeTcs MPHKa3oM reHepagbHOro
JUpeKTopa Yupex/1eHus.

[.3. H3K ocyuiecTBisieT CBOK AeATENBHOCTh B COOTBETCTBHM ¢ KoOHCTHUTYLME
Poccuiickoi @enepaiiu, NeHCTBYIOMMME 3aKOHAMY U JIPYTMMH NPaBOBBIMH aKTaMHU
Poccuiickoii @enepaluy, CTPOUT CBOIO pabOTy Ha NPUHUMIAX, 3aKpPelJeHHbIX B
CIIeNYIOIMX TOKYMEHTaxX:

o XenscuHckas J[lexnmapanus Beemupnod  MeauuuHekoH — Accounanuu
«PexoMeHmanuu Ius Bpayei, 3aHUMAaIOIMXCS OMOMEIUITHHCKUMH
UCCNEIOBAHUAMH C y4YacTHeM Jojel», npuHsaTas 18-oii  Bceemupnoi
MEIMLUHCKUHA accambneent, Dunnauaus, 1964 r.;

e Pemenune Cosera EBpa3uiickoil sxonoMudeckoii komuccuu ot 03.11.2016 Na 79
«O06 yrBepxaenuu [lpaBun  Hajiexamed  KIMHMYECKOM  NPakTHKH
EBpasuicKoro 5JKOHOMUYECKOT0 COK3ay;

¢ Pemenne CoBera EBpazuiickoi 3koHOMH4YecKo# komuccuu ot 12.02.2016 1, Ne
29 «O IIpaBunax npoBeACHHS KIMHHYECKHX H KIHHUKO-TabopaTopHbIX
HCTIBITAHUHA (MCCIICIOBAHUN) MENHIIMHCKHX HU3/EIIHI»;

e PykoBoacTBO N0  Hamlexaledl — kiIMHUYeckod — mnpakTuke — E6(R2)
MexayHapoaHOTO cOBeTa IO TapMOHHM3ALHH TEXHUYECKMX TpeOoBaHUH K
(bapMaLleBTUHECKUM [POAYKTaM, [pPeOHA3HAYCHHBIM JUIS  [PUMEHEHHS
genoBekom (ICH GCP);




e ®denepanbHbiii 3aK0H 0T 12.04.2010 Ne 61-03 «O6 obpalieHHH TeKAPCTBEHHBIX
CPENCTBY»;
e VYcras ®I'BY «HMUILIK um. ak. E.W. Yazosa» Munsapasa Poccun.

1.4. OCHOBHBIMM TNpHHIMIaMK JeaTenbHocTh HOK ¢ mempio 3amiMTsl MOpaB,
6e30MacHOCTH U OXPaHbl 310POBbsI Y4aCTHHKOB HCCIIEAOBAHNH ABIAIOTCA:

e COGMIOCHNE MOPATBHO-3THYECKHX HOPM M HOPM ODIIECTBEHHOH MOPAIH,

e coOmoeHIE IPUHLUIIOB T'YMaHHOCTH,
HE3aBUCHMOCTD CYKIEHHH,
cobmoneHne KoH(UIEHIIMATBHOCTH MOJIy4eHHOH MH(OpMalInH,
cobm0IeHUEe HOPM MTPO(ECCHOHATEHON ITUKH,
HeJIOIy IleHUe KOHQIMKTa MHTEPECOB.

1.5. B obnacty GHOMEIMLMHCKMX HCCIenoBaHuil mpeaMeToM skcmeptussl HOK
SBJISIIOTCS BCE MCCIIEOBATENbCKUAE TMPOEKTHl € Y4YacTHEM 4YelIOBEKa B KauecTBe
HCIIBITYEMOTO.

1.6. HDK sBuasercs OTKpuITIM opranom. Mudopmamus o cocrase HOK,
JIOKyMEHTaX,  perilaMeHTUPYIOIIMX  ero  OeATeNBHOCTh,  He  ABIAETCA
KOH(pMIEHLMAIBHON U IIPeJICTaBjIeHa Ha caliTe YUpexaeHus.

1.7. Druyeckas oIKcnepTMsa MccnemoBaHuit  ocymectsiasercs HOK  Ha
©e3B0O3Me3/IHOM OCHOBE.

2. Ocnosnblie 3aaauu 1 pynkuun HIK
2.1. 3agauu HOK:

e OIICHHUBATH OE30MaCHOCTh MCClieloBaHus ¢ COONIIOAEHHEM I'YMaHUCTHYECKHX,
TUYECKUX [IPUHIIMIIOB M MPABOBBIX HOPM B OTHOIIEHHH HCIBITYEMBIX, KaK Ha CTalHH
MIaHUPOBAHMUS, TAK M HA CTaUH [TPOBEACHUSA UCCIEI0BaHNS;

® OIIEHMBATH 1ET€CO00Pa3HOCTh MPOBEAEHU UCCIIEI0BaHHUS,;

e OCYILECTBIIATE KOHTPOJIb HANMYMSI Pa3pelleHus yII0JHOMOUYEHHBIX OPraHOB Ha
MpOBeJICHUE WCCIIeIOBaHMWsl, CTPaxOBaHMs J>KM3HM M 3JI0pOBbS YYaCTHHKOB
uccieioBanus, cobII0/IeHUsI CPOKOB UCCIIEIOBAHNS;

® OLICHUBATh COOTBETCTBHME UCCeoBaTeNEH, TEXHHUECKHUX CPelCTB, IPOTOKOIA
(nmporpamMMBbl) TIpOBENEHHs HcClenoBaHUsA, noabopa cyOBEKTOB HCCiIeI0BaHUA,
TMIOJTHOTHI ¥ JOCTYMHOCTH Npe/ICTABIEHHBIX YYaCTHUKAM JaHHBIX 00 UCCICIOBAHUH H
PUCKAX yJacTHs B UCCIeIOBAHUMU MPaBUIIaM HaUIEKaIUEeH KIMHUIECKOH MPAKTHKH,

e [10JIrOTOBKA 3aKJIHOUYEHMH O 11e1eco00pa3HOCTH MPOBEIEHUS UCCIEIOBAHMS,

® OCYLIECTBIATh MJIAHOBBIM KOHTPOJIb 3a TEKYILMMH MCCIEAOBAaHUAMH, a TaKKe
U3MEHEHHAMM M [OINOJIHEHUSAMH B MPOTOKOJIaX HCCIeNOBaHMN i obecrnedeHHs
JOCTOBEPHOCTH M IMOJIHOTHI JaHHBIX HAa OCHOBE IIPABMJI HaJIEKalIeH KIMHHYECKOH
MTPAKTHKH.

2.2. ®yuknuun HIK:

e IIpOBEAEHHE HE3aBHUCUMOHM, KOMIETEHTHOH M CBOEBPEMEHHOH OSTHYECKOH
3KCIEPTU3bl UCCIIEAOBAHUI C YYacTHEM HYel0BeKa, IPOBOAMMBIX U MIIaHUPYIOUMXCH K
MpoBeACHUIO Ha Da3ze YupexaeHus;



® KOHTPOJb 33 MOJy4YeHHeM HH()OPMHPOBAHHOIO COTTIACHS MCIBITYEMBIMH Ha
YYacTHe B IPOBOAUMEIX MCCIIEIOBAHMUAX,

® KOHTpPOJIb 3a CO6J'I}0,E[GHHCM JTHYECKHX HOPpM, B TOM 4YHCJIC BBIABIIEHHE
CTCTICHH pHCKa, KOTOPOMY IOJBEPraloTCs UCIILITYEMBIE B XO/1€ HCCIELOBAHMS Ha BCEX
cTagusiax e€ro HpOBCﬂeHHH.

3. CocraB u crpykrypa HIK

3.1. Cocras HOK yTBepxnaeTcs NpHKasoM reHepanbHOTO AUPEKTopa YupexieHus
WJIH YIIOJTHOMOYEHHOTO UM JIMIa 110 npeacTasineHuto gupekropa HUW knunuyeckoii
Kapauonorud uM. ak. A.JI. Mscaukosa n aumpexktopa HUM skcrnepumMeHTaibHOM
kapauosioruu uM. ak. B.H. CmupHozga.
3.2. Namenennss B coctaB HOK BHOcsTCS NpHKa3soM TreHepalbHOrO JIMPEKTOpA
YupexaeHus Wik yHOJIHOMOYEHHOTO MM JHL@ [0 NpeACTaBIeH 0 qupekTopa HUU
KIMHUYECKOH Kapauonorud um. ak. A.Jl. MsacuukoBa w/unu aupexropa HHUU
3KCTIepUMEHTaNbHOM Kapauonoruu uM. ak. B.H. Cmuprosga.
3.3. Cocta HOK c¢opmupyercss B COOTBETCTBHM ¢ TpeGOBAHMAMH IIPaBHIL
HaJJIeXKaleh KIMHUYECKON NPaKTUKU U3 JIML, 001aJaf0IUX HEOOXOIUMBIM OIBITOM
U KBaIMQUKalMeR U SKCIIEPTHOM OLIEHKH HAy4YHBIX, MEIMLHAHCKUX H ITHYECKHUX
acIieKTOB IJIAHUPYEMOTO UCCIICN0BaHMs C y4acTUeM uesioBeka. [Ipu 3TOM B cocrTas
HOK nomxen ObITe BKIIOWEH 10 KpaliHeli Mepe OIMH 4enoBeK, & He
CHeHANH3UPYIOWUicS B 06nacT HayuyHBIX HCCIENOBaHMU (HeATENBHOCTH), | MO
KpaiHe# Mepe OJIMH YeNloBeK, He SBISIOLINICS paGoTHUKOM YupeskieHus.
3.4. Crpykrypa HOK:

® npejcenaTens,

® /Ba 3aMECTUTENS MpeAceaarTes,

® CeKpeTapsb,

e uynennl HOK.
3.5. HOK pu1si BBIMONHEHUSA CBOMX (DYHKUMI Takke MMEET IPaBO NPUBIEKATh JIMLL,
obnagamx crenyalTbHBIMU 3HAHHSIMH B COOTBETCTBYHOLIMX 06/1aCTsAX (pPELEH3EHTH]
M HE3aBHCHMBbIE KOHCYJIBTAHTEI).

3.5.1. PeueH3eHTOM MOXeT GbITh CIICLMAIMCT U3 YUCIa paGOTHUKOB IPOPUIBHBIX
OTAENEHWH ¥ HAY4YHBIX OTHCIOB  YUpexieHus. PeleH3eHT Ha3Hayaercs
npeaceaarenem HOK wnu 3amectutenem npeacenarens HOK u3 uncna skcnepros no
NpeaMeTy HCCleI0BaHH.

3.5.2. He3aBHCHMBIMH KOHCYJIbTAHTa4MH MOLYT OBITH PabGOTHUKH MPOGHIBHBIX
OTHCICHUH M HAyYHBIX OTHEIOB YUpPEXKAEHHs, HHBIX NPOQUIBHBEIX Hay4yHO-
HCCIIEIOBATE]ILCKUX H 00pa3oBaTeNbHBIX YUPEXKACHHH, BEAYIIHE CIICLMAIMCTHl B
cBoeii obnacth. HezaBucHMBbIi KOHCYNbTaHT Ha3HadaeTcs npeacenarenem HOK mim
3amecTuTeneM mnpexacenarens HOK u3 yucna akcnepToB no npeaMeTy HCCIeI0BaHus,
BONIPOCaM IOPHUCIPYIEHUUH U JIp., /Ul NPOBENEHUS IKCIEPTU3bI N0 KOHKPETHOMY
UCCIIEI0BAHUIO,

3.5.3. BpIOOp peuLeH3eHTa W HE3aBUCHUMOIO KOHCYJIbTAHTA OCYILECTBIISETCS 110
KPUTEPUAM  COOTBETCTBHUS  KBalIM(HMKALMH  MpPeAMETY  KOHCYJBTHPOBaHHS,
KOMIIETEHTHOCTH, JOCTYIMHOCTH M  HE3aBUCHMOCTH, OTCYTCTBUS KOH(JIMKTA
MUHTEPECOB.



3.5.4. YTBepXIeHHe U MpUTNAlIeHNE PELEeH3eHTa i HE3aBUCHUMOT0 KOHCYJIbTaHTa
BXOAMT B moiHomouus npencenarens HOK wiu 3amectutens mpencenarens HOK.
[lpu BeIGOpe peueH3eHTAa W He3aBUCUMOrO KOHCYJIBTAHTA YYMTHIBAETCS MHEHHe
yneHoB HOK.

3.5.5. PeuenseHT /UM HE3aBUCHUMBIN KOHCYJIBTAHT OCYIIECTBIISET SKCIIEPTH3Y B
COOTBETCTBHE C TMPOLEeAypoit U TpeGoBaHUSIMH, Pa3pabOTAHHBIMKM U YTBEPXIECHHBIMH
Ha 3acemanuu HOK, u 1o wWroram 3KCTEepTH3bl JaeT 3aKIOYEHHE. 3aKioveHHe
HE3aBUCHMOTO KOHCYNbTaHTa odopmiasercs no ¢opme Ilpunosxcenus Ne 1 k
nHacmosuwemy Ionoscenuio.

3.5.6. PerneH3eHT W/HUIM HE3aBUCUMBIA KOHCYJIbTAHT MOXKET IIPUCYTCTBOBAThH Ha
3acenanuy HOK, npeicTaBisTh peleH3unio/3aKiioueHue, yJacTBOBaTh B 00CY X IEHUH,
HO He MOXKET y4acTBOBATh B IIPEHHUAX U I'0OJIOCOBATS.

3.57. 38 BOIIPOCEI B3aUMOJEHCTBUS C pelieH3eHTOM/He3aBUCHMBIM
KOHCYJIbTAHTOM, IPENOCTaBIeHNe €My IOKYMEHTOB [ 3KCIEPTH3bI, [OJy4YCeHHE
peLieH3MK/3aKIIoueHrss W TpUIalieHHe A14 y4acTus B 3acefanuu HOK (npu
He0OX0IMMOCTH), TIOANMUCAHAE PELEH3CHTOM/HE3aBUCHMBIM KOHCYJIBTAHTOM (POPMBI
KOH(UIEHIIMATBHOCTH/KOH(DINKTa HHTEPECOB HeCeT OTBETCTBEHHOCTh CEKpeTaphb
HOK.

3.5.8. TlpuBneueHHWe  HE3aBUCHMBIX  KOHCYJIBTAHTOB, HE  SBIAOIIMXCH
paGOTHUKaMH YUpeKAeHHs, OCYLIECTBISETCS Ha JOTOBODHOM OCHOBE B IOPSJIKE
noaauu ot npeacenatens HIOK cnyxeOGHoi# 3armucky Ha UMs TeHEPAIbHOTO AUPEKTOPa
Vupexaenus o HeoOXOAMMOCTH IPHUBIEYEHHS HE3aBUCHUMOIO KOHCYJIBTAaHTa IS
npunatus pemeHus HOK nwma ¢ yxasanueM MHGOpPMauMM O KIMHMYECKOM
HCClIeN0BaHKUM, HOMEpa U naThl pa3peienus Munsnpasa Poccun/PocznpaBHansopa Ha
ero npoBeneHue, nHGopmauuu o npusiekaemoM auue (PHUO, nacnoprHele faHHBIE,
GaHKOBCKUE PEKBU3UTHI [UIS OTLIATHI 32 OKa3aHHbIE ycinyru). PaboTHuku YupexneHus
MCIIOJIHAIOT OO0S3aHHOCTM pElEH3EHTa/He3aBUCHMOTO0 KOHCYIBTAaHTA B paMKax
UCIIOJIHEHHUS JOJPKHOCTHBIX 00S3aHHOCTEN.

4., TpebGoBanus Kk KBaJH(pHKaUKHHU, onbITy paboTh! ywienos HIK, Bo3naraemsbie
00H3aHHOCTH

4.1. Mpeacenarenr HIK - nuio, umeromiee Bbiclliee METULMHCKOe 0Opa3oBaHue,
OIIBIT pabOTHI 10 cneuransHocTy He MeHee 10 sieT, a Tax)ke KOMIIETEHTHOE B 001acTH
3TUYECKUX U MPABOBBIX ACMEKTOB 3allUTHI IIPaB U CBOOOI IpaXKAaHHHA, OpraHu3aluy
¥ MPOBEJIEHUH HUCCIEA0BaHUM C YYaCTHEM YETTOBEKA.

[Ipencenarens HOK:

- NPUHHUMACT YYaCcTHEC B 3aCCIaHUAX;
opranmsyet pabory HOK u npeacenatenbcTByeT Ha ero 3aceJaHusix;
pacnipenensietr o6s13anHocTH Mexay wieHamu HOK u koopuaupyer ux pabory;
MOATTUCHIBAET MPOTOKOIBLI M COOTBETCTRYIOIINE 3aKITIOUEHHUS;
KOHTpONHpPYeT CBoeBpeMeHHoe yremomieHue uieHoB HOK o mare, mecte u
[IOBECTKE MPEICTOALLEr0 3acelaHus;

- IPUHAMAET MEpBI N0 MPEIOTBPALIEHHUI0 W/HIH YPEryIHpPOBaHUI KOH(IHMKTA
uHTepecoB y uneHoB HOK;

- TIPMHUMAET Y4YacTHe B rOJIOCOBAHUY;

- OCYILIECTBIISIET UHbIe 00A3aHHOCTH, YKa3aHHbIe B HacTosALeM [lomoxxeHun.



4.2. 3amecrutenn npeacenarens HIK - nuio, uMeromee BeICIIee MeIUIMHCKOE
obpa3zoBaHue, OmBIT paboTEHl MO CHELHAILHOCTH HE MeHee 5 JleT, a TaKxKe
KOMIIETEHTHOE B 00JIaCTH 3THYECKHX M MPABOBBIX ACIEKTOB 3ALUUTHI IIPaB H CBOOO
rpakiaHWHa, OPraHU3alliK ¥ NPOBEIEHUU UCCIEeOBAHUN ¢ YyYACTHEM YeIOBEKa.

3amectutens npejcenatens HOK:

- IPUHHUMAET y4acTHEe B 3aCEIaHUSX;

- 1o nopy4enmio npeacenatens HOK npencenarenscTByeT Ha 3aceiaHHSX B €ro
OTCYTCTBHE;

- OTBEYAET 32 NIPOBE/IEHUE 3aCElaHui B OTCYTCTBUHU NTpeACenaTes;

- ACITIOJIHAET UHBIE 00A3aHHOCTH 110 Nopy4YeHUIo npeacenarens HOK;

- IPUHUMAET y4acTHE B FOJIOCOBAHUY;

- IOAIMHCBIBACT MPOTOKOJIbI H COOTBETCTBYIOLIHEC 3aKIIOYCHH A,
- OCYLICCTBJIACT UHBIC 065[3&I-I_HOCTH, YKa3aHHBIC B HACTOAIIEM [Tonoxenun.

4.3. Cexperaps HIK - mH10 ¢ BEICIIMM HIIH CpeAHMM oOpa3oBaHueM, obnanaoiee
3HAHHSAMH M OIIBITOM B OPraHM3alliU ¥ BEACHHUH JEJIONPOU3BOACTBA.

Cexperaps HOK:

- opranu3syer 3¢ ¢$eKTHBHOE JENONPOU3BOACTBO M0 KaXI0H MMOTy4eHHOH 3asBKe
¢ 00s3aTeNbHBIM 3all0IHEHNEM BeeX hopM, TpexycMoTpeHHBIX [lonoxennem;

- OCYILLIECTBIIAET JOKYMEHTABHO-TeXHHUECKOe obecnieuenue nesrensHoctd HOK
(B T.4. MOATOTOBKA, PACCMOTPEHKE, IEPECMOTP U PACCHIIKA JOKYMEHTOB);

- uHopMupyeT wieHoB HOK u npurnauieHHsIX NUL O AaTe, BPDEMEHH W MECTE
npoBeneHus 3acenanusa HOK;

- oopmiisieT NoBecTKy 3acenanusa HOK;

- BeleT npoTokoi 3acenanus HOK;

- HE YYacTBYET B IOJIOCOBAHHH;

- obecrneuyrBaeT XpaHeHUe JOKYMEHTOB, CBS3aHHBIX C IPOBEJEHHEM
HCCIE/IOBAHUM;

- BefieT paboyue JKypHaJlbl U BHYTPEHHIOI JOKYMEHTALHIO, IPEAYCMOTPEHHYIO
ITonmoxeHuemMm;

- XpaHUT HHPOPMAIIMIO O HE3aBHCUMBIX KOHCYIbTAHTaX B CIIELMAILHOM Narke
(nayunas 6uorpadus, JOroBop 0 KOHQUACHITMATEHOCTH U T.1.);

- CO3/1a€T W BEeJET PEeecTp HE3aBMCHMBIX KOHCYJLTAHTOB C yKa3aHHEM 0o0nacTu
WX KOMIIETEHTHOCTH (3THKa, OPHCIPYIEHLMs, OTHeJibHble 00IacTH MEIULUHB,
CTAaTACTUKA, METOHOJIOTHS, MpEeACTaBlIeHHE HWHTEPECOB IIALMEHTa H pa3IMYHBIX
coo0LIeCTB U Ip.);

- OCYILIECTBIISET UHbIe 003aHHOCTH, yKa3zaHHbIe B HacToseM [Toroxennn.

4.4. Unens: HIK:

4.4.1. numa, MMEIOIIHE BRICIIEE WK cpeHee 00pa3oBaHKeE, C OMBITOM paboThl U
3HAaHM#H B 00J1aCTH MEIMLMHCKUX, HAYYHBIX, 3STHYECKHX U IIPaBOBBIX aCMEKTOB 3allIUThI
npaB u cBOOOA rpakIaHHHA;

4.4.2. nuna, UMeroNMe Bhiciee oOpa3oBaHue, ¢ ONbITOM pabOThl M 3HAHMI BHE
cdepsl HayKH, HO B 0OJIACTH METHIIMHCKHX, STHYECKHUX H NPABOBIX ACMEKTOB 3aLL{HThI

npas U cBOOO/ rpakJaHuHa.



4.5. Ynenst HIK umeroT npapo:

- mpeUTaraTh KaHAWIATYphl NPUIVALIEHHBIX JIML JUIL y4acTHsd B 3aCElaHMsiX
HDBK;

- y4acTBOBATH B TOATOTOBKE MAaTEPHUANIOB M0 PACCMATPUBAEMbIM BOTIPOCAM;

- NPEACTABJATH CBOIO TO3UIMIO MO Pe3yJbTaTaM PaCCMOTPEHHBIX MAaTepUaioB
npu nposeneHny 3acenanns HOK;

- oiiiTé 13 coctasa HOK no co6cTBEHHOMY XKeJlaHUIO.

4.6. Ynenst HOK o0s3anbl:

- nM4Ho ydacTBoBath B pabore HIK u npucyTcTBOBATE Ha 3aCeaHUAX HOK u He
BIOpaBE JEJETHPOBAaTh CBOW TIONHOMOYHS JDYrWM IHL@M, aubo, B ciyuae
HEBO3MOKHOCTH T10 YBa)KHUTEJIbHOW NMPUYKMHE MPUCYTCTBOBAaTh Ha 3acCelaHHH HOK,
3a61aroBpeMeHHO YCTHO NpouH(GOpMIpoBaTh 06 3>ToM npexcenarens HOK wmm
3amectaTens npeacenarens HOK;

- paccMaTpuBaTh, OOCYXIaTh, M[POBOJAWTE OLEHKY M  JKCIEPTH3Y
peICTABIEHHOT0 B paMKax MPOBe/IeHHUs HCCIIeIOBaHMs NaKeTa JOKYyMEHTOB;

- IPMHUMATE YJacTHE B FOJIOCOBAHHH,

- TIOATIMCHIBATH MPOTOKOJIBI H COOTBETCTBYOLIME 3aKIIFOUEHHS;

= OcymeCTBHﬂTb HHBIC 06H3aHHOCTH, )IKaSaHHBIe B HACTOALIEM [Tonoxenuwu.

5. Ioanomouust HIK
5.1. HDOK ocyiiecTiser cleayolye MoIHOMOYHS:

5.1.1. ocymecTsiseT KOHTpONb 3a COONIOZEHHEM OJTHYECKMX HOpM MpH
NpoBeieHHH OHOMEIULIHHCKUX WCCIeIOBAHUH ¥ NpaB CyOBEKTOB MCCIICIOBAHN,

5.1.2. Ha OCHOBAaHUHU HAYYHOM OMorpadHy HCclen0BaTels ¥ HHOW NOKyMEHTallWH
OLICHHBAET COOTBETCTBME  KBATU(MKALIMM  HCCIENOBATeNs  NIaHUPYEMOMY
HccleI0BaHUIO,

5.1.3. BIpoliecce UCCeNOBaHHUA NEPHOANYESCKH PACCMATPUBAET JIOKYMCHTALIHIO U
OLIeHHMBAET TPOBOAUMOE KIIMHMYECKOE HIIH Hay4dHOe uccre0BaHue (He pexe 0IHOro
pasa B roa),

5.1.4. Mmoxer mnotpeGoBare OT OpraHW3aTopa HCCIEN0BaHUA IIPCIOCTaBHTh
cyOBEKTY HCCIENOBaHMS JOMONHHUTEbHbIE CBEJEHUsS 00 MCCIIe0BaHUH, MOMUMO
nHbOPMALIHK, Co/iepXKaIleiics B HHQOPMALMOHHOM JINCTKe CYOBEKTa HCCIe0BaHMS,
ecniu no MHeHH0 HDK, 3TO MO3BONUT MOBBICUTH CTENMEHb 3allMThl IpPaB H
0e30MacHOCTH CYOBEKTa UCCIIEIOBAHUS,

5.1.5. oumeHmBaeT pasMep M IOPSHOK OCYIIECTBICHHs BBHIIUIAT CyOBEeKTam
KJIMHAYECKOT0  WCCIIENOBaHHMs C  LENbi0  BbisBIEHHs  HEOOOCHOBaHHOMH
3aHHTEPECOBAHHOCTH CyOBEKTOB KIMHHYECKOIO HCCIEeJOBAaHUSA UM TIPHHYXKIEHHA HX
K YYaCTHIO B KIHHUHECKOM MCCIIEIOBAHHH;

5.1.6. cory1acoBBIBAET MOINPABKH B IIPOTOKOJ KIIHHHYECKOI0 UCCIIeI0OBaHMA,

5.1.7. coBeplIaeT HHbIE JHCTBYSA, HATIPABIEHHBIE HA UCTIOHEHHE CBONX QYHKLIHHA
¥ TIOJIHOMOYHH.

5.2. HOK He3aMemIUTEeNbHO B MHCBMEHHOM BHAE COOOLIAET MCCIENOBATENIO,
OpraHM3aTopy KIMHMYECKOr0 WM Hay4dHOTO HCCIIE0BaHHMA O CBOMX PEIICHHAX,
KacaloIMXcs UCCIIeIOBaHusl, U IIPHYHHAX MPHHATHS PELIeHHH.



5.3. Ecim mpoTokon mpesycMaTpHBacT HEBO3MOXKHOCTB IOTYHEHUS COTNIACHS Ha
ydacTHe B HCCIIEOBaHMM Yy cyObeKkTa HCClefoBaHUS HIH ero 3aKOHHOIO
IPEACTABUTENSA 10 MOMEHTA BKIIFOYCHHUS CyObEKTa B UCCIIE0BAHHE, B TOM YHCIIE [IPH
HEOTJIOXHBIX cocTosHMAX, HOK nomken ybeauTbecs B TOM, YTO IpeACTaBICHHBIHA
MPOTOKOMN ¥ (W) Apyrast JOKYMEHTAIUS COOTBETCTBYEOT 3THYECKMM HOPMAaM, a TaK)Ke
HHBIM 0053aTeNbHBIM TPeOOBaHUAM I TAKUX UCCICIOBaHHIA.

6. Opranuzanus nposeaenus 3aceganuii HIK
6.1. 3acenanus HOK moryT GbiTh perynsipHbIMH (IUTaHOBBIMH) M BHEOYEPEXHBIMH
(ZOMOHUTENILHBIMH), OPraHU3yeMBIMH ISl PACCMOTPEHHSI OT/ETBHBIX BOIPOCOB [0
Mepe HeoOXOaMMOCTH.
6.2. Komuyectso unenos HOK cocrasnser ot 7 1o 15 genosexk.
6.3. Ilnanosele 3acenanns HOK nposonsites ve menee 10 pas B rog.
6.4. Jlata ouepenHoro 3aceqaHHs OIpPEIEINSETC HA KAXK/IOM TEKYIIEM 3aCEIaHHH.
6.5. B cnyyae BOSHMKHOBEHHS 4Ype3BbIYAHHBIX OOCTOSTENBCTB M CHTYyalHil
npezacenarens HIK mMoxeT n3aMeHUTh naTy o4epeIHOro 3aceaHus U / WM Ha3HAYMUTh
BHeo4epeaHoe 3acenanue. HMHdopmaiys 00 HM3MEHEHHM JaThl 3acefaHus H O
BHEOYEpEIHBIX 3acelaHusX [OBOAUTCA CceKkpeTapeM a0 Bcex uieHoB HDOK wu
Y4acTHHKOB 3ace/IaHusl.
6.6. 3acenanue NPOBOJMTCSA OYHO WM JUCTAHUMOHHO B opmare BeG-KOH(EpeHIUH
IOCPE/ICTBOM MCIIOJIB3YEMOr0 B YUPEKACHHH CepBHCa ISl BUAEOKOH(pEPEHLIUIA.
6.7. Bpems, MecTO MpOBeCHUS 3aceJaHHUsl K [I0BECTKA 3aCeaHus YCTaHABINBAIOTCS
npencenarenem HOK.
6.8. Cexperapp HOK coobmaer yienam HOK no snekTponHOM noute Bpems, MecTo
IIPOBEJCHHS], TIOBECTKY OYEPEHOTO 3aceaHus, a TakkKe 00ecrieunBaeT CChUIKON [JIs
NMCTaHLMOHHOTO YYacTUs B OHJIaiiH-3aCeIaHMUH.
6.9. Cexperaps He MeHee ueM 3a 10 (zecsiTe) pabounx aHel o 3acefaHus nepeaaet
OOKYMEHTBI N0 INTAaHHPpYyeMOMY HcciaenoBaHuro wieHaM HOK nns npensaputennHoi
3KCNEPTU3bl, B COOTBETCTBHU C PaCIpeleICHHEM O0A3aHHOCTEeM MEXAY 4YIEHAMH
HOK.
6.10. Ilpencenarens ¥ cekpeTapb JIO/DKHEI IPEIOCTABUTh BO3MOXXHOCTh BCEM 4JICHAM
HOK  o3HakoMHTBCS C  JOKYMEHTAaMH  HCCIELOBaHMil, KOTOpele  Oynyr
paccMarpUBaThCA Ha 3acCelaHuu.

7. MeponpusaTtus, npoBoaumeie 10 3aceaanusa HIK

7.1. JIoKkyMeHTBI Ha STUYECKYIO 3KCIIEPTU3Y MOJAIOTCS 3asBUTENIEM He MO3JHEE, YeM
3a 14 (ueTbIpHAAUATH) KaJIEHIAPHBIX JHEH 10 AaThl MJIAHUPYEMOTO 3ace/1aHus.

ITepeyenr moxymenToB, moaaBaemeix B HOK, ykazaH B COOTBETCTBYIOLIMX
CTaHIAApTHBIX ONepalnoHHBIX nponeaypax HOK.
7.2. Cexperaps HOK peructpupyer (akT NOCTyIUIEHHS AOKYMEHTOB B XXypHAle
BXOIAIIUX JOKYMEHTOB U OCYILECTBJISIET MPOBEPKY IMOJHOTHI 3AII0JIHEHUS 3as(BOK M
(GOpMHpPOBaHUA OCKE; B Cly4yae BbIABICHHS AeDeKTOB 0DOPMICHHS AOKYMEHTOB
CBA3BIBACTCS C 3aABUTEIEM U UHGOPMHUPYET ero 06 3TOM.
7.3. Cexkperapr ¢GopMupyeT mnosecTKy JHA 1no ¢opme Ipunosncenuns Ne 2 «
Hacmoauwiemy Ilonoxycenuro U TIakeT JOKYMEHTOB, KOTOpBIE JOJ/KHBI OBITH




paccMOTpPEHbI Ha 3acelaHUHU, TOTOBUT HHpopManmio ans 4ineHoB HOK u peuensenrta
W/WKM HE3aBUCUMOTI0 3KCIEepTa.

7.4. He3aBUCUMOMY KOHCYJBTAHTY, He SBIsIOILIEMYCS paOOTHHKOM YUpexXIEHHS,
ceKkpeTapb MepeiaeT 10Cche Nocie 3aKJIIUYeH s ¢ HUM I0roBopa Ha OKa3aHHue yCIyT.

8. IlpoBexgenue 3acexanus HIK
8.1. 3acemanne HOK mpoBomutr npencenatens HOK, a B ciydae ero BpeMEHHOIO
OTCYTCTBHSA MM GONE3HM — €ero 3aMecTUTellb WM, 10 MOPYyYEHHUIO MNpelcenaTen,
oauH u3 uneHoB HOK.
8.2. [lepen Hauamom 3acenanus ujeHsl HOK mosydaroT moBecTKy AHS Mo ¢opme
Hpunoscenuna Ne 2 k nacmoswemy Ilonoscenuro, B KOTOpoi cTaBAT CBOIO MOJIHCE,
noATBEPKaas HaKT CBOEro JTUYHOIO MPUCYTCTBUA HA 3aCEaHUH.
8.3. Ilpu npoBeneHuu 3acenaHus AUCTAHLMOHHO NOATBEPKIECHUE YUaCTHUs YICHOB
HOK npoussoautcs npenacenatenem HOK u cexperapem, KoTOpble MOANUCHIBAIOT
SIBOYHBIM JTUCT nocnie okoHuanus 3acenanus HOK (Ipunoxcenue Ne 5 k nacmosawemy
Ionoxcenuno).
8.4. Ha sacemanum coobIieHue 0 paccMaTpHBAeMOM HCCISIOBAHUH AeNaeT PeleH3eHT
/UMK HEe3aBUCHUMBIH KOHCYNBTAHT, MOMYYUBIIMNA JOKYMEHTBI 3apaHee s
NpelBapUTEbHONA JKCIEpPTU3bl U MNOAPOOHO O3HAKOMUBIUMHCA CO BCEMH
MarepraraMi UCCIeIOBaHMUS.
8.5. O6cyxeHHI0 MojjIeXaT BCE BOIPOCH! MPeAOCTaBJIEHHOIO WCCeI0OBaHHS.
ITpencenatens npenocTasngeT cioBo BceM wieHam HOK, xenaionmm BeIcKazaThes.
8.6. HOK mnpunumaer pemreHuss Ha 3acefaHHH TONBKO TIPH HAJNHYHK KBOpYyMA.
KBopyMoMm [1st mpu3HaHUs 3acelaHusl IIPABOMOYHBIM CUYHTAETCs, KOT/Ia Ha 3ace/JaHHH
npucyTcTByeT He MeHee 2/3 coctaBa HOK.
8.7. Ilpu nposenenuu ounoro 3acejpanus pemienve HOK npuHHMaeTcss OTKpPBITHIM
roJlocCOBaHUEM, NPH MPOBEIEHNUH 3aceTaHus JUCTAHLIIMOHHO roJIOCOBAaHHE MPOBOIUTCS
B 4yaTe BHJeOKOH(pepeHUMHU. PemieHne mnpuHUMaeTcs NPOCTHIM OONBIIMHCTBOM
ronocos (50% + 1) ot obuiero yncna NpuCyTCTRYIOIIMX Ha 3acegaHun wieHoB HOK.
8.8. Muenue menbuinHcTBa 4ieHOB HOK, a takxke ocobbie MHeHMs wieHoB HOK
JOJDKHBI OBITH OTpaXKe€Hbl B MPOTOKOJIE 3acelaHus M B BBHINHCKE H3 MPOTOKOIA
3acelaHus.
8.9. Ilpu BO3HMKHOBEHMH KOH(IUKTA HHTepecoB wieH HOK, uMmerommit oTHOEHHE
K npencTaBleHHOMY Ha paccMmoTtpeHre HOK uccnenoBanuto, He npuHUMAET yyacTHe
B ronocoBaHuH. Tako# uneH HOK moxer npucyrcrBoBath Ha 3aceganuu 0e3 npasa
rojoca u no tpebosanuo HOK npenocTaBnaTe HOMONHUTENbHYIO MHMOpMALKIO 00
UCClIeI0BaHUH.
8.10. Penrenne npuHMMaeTcsi B OTCYTCTBHE Ha 3acelNaHMM JIML, HE SBJISIOLIUXCS
unenamu HOK. HMccnepoBatenu MIM INIpeACTaBHTENH OpPraHH3aTOpa IPOBEAEHMUS
MCCIE0OBaHUsl MOIYT IIPMCYTCTBOBaTh Ha 3acelaHMHd B MOMEHT pacCMOTPEHHUs
BOIIpOCA, MMEIOLIEr0 K HUM HENOCpelCTBEHHOE OTHOIIEHHWE, MO COTNIACOBAHHIO C
npeacenatenem HOK wnu no npurnamwenuto H3K, HO He uMeroT npasa rojoca npu
MIPUHATHH pelleHUH.
8.11. Pemenus HO3K odopmasiores mnpotokonom 3acenanus HOK, kortopsle
noanuceiBaroTcs npexacenateneM HOK w/unm 3amecturenem npeacenmarens HOK,



PEACEAATENBCTBOBABIIMM Ha 3aceanuy, ¥ wieHamMu HOK, npuruMaBLInMy yuacTue
B paCCMOTPEHHUH BOIIpOCa.

9. MeponpasTus, npoBoguMsle noce 3aceaanua HIK
9.1. Cekperaps oTBeyaeT 3a BejgeHUE NpOTOKONa 3aceiaHus (no ghopme
Ilpunoscenun Ne 3 k nacmoswemy ITonoscenuio) 1 GOpMHUPOBAHHE BBIIHCOK 3
NIPOTOKOMNA A 3aUHTEPECOBAaHHBIX JHU (no dhopme Ilpunosxcenua Ne 4 «k
nacmoawiemy ITonoscenuro).
9.2. Ilo OKOHYAHHHM KaXIOT0 3aceaHus CeKpeTaph 0hopMIAET POTOKOI 3acenaHus
¥ BBINIHCKH M3 HEro, MOANWCHIBACT M JATHPYeT JOKYMEHTbl, apXHBUPYET
He0OXOUMEIe IOKYMEHTBI U UX KOIUH. BEIMycku nmoamucsisaot npeacenartens HIK
W/MIH 3aMecTHTens npeacenarens HIK, npeacenaTe/IbCTBOBABIIMN Ha 3acelaHui, U
cekperappr HOK.
9.3. Ilocne moamucaHus BBITHCOK H3 IIPOTOKOJA CEKPETAaph OCYIICCTBIAET | MX
PerucTpanyio B XypHajle HCXOAAIUX JOKYMEHTOB U INepelayy 3auHTepeCOBAHHBIM
NHULAM.

10. JoxkymeHTanus
10.1. Ilporokon 3acenanus Beaet cekperaps HOK.
10.2. Tpotokon 3acenanus odopmisercs B Teyenue 7 (cemu) paGoumx IHeH mocne
3aceianus no Gopme [punoxerus Ne 3 k nacrosmemy [lTonoxenuro.
10.3. Brinucka u3 mpotokona odopmisiercs cekperapem HOK u npenocrasnsercs
MCCIIEIOBATENMI0 B CPOK 10 7 (ceMHu) pabouux JHeH roche 3aceqanud. Beimucka u3
npoTtokona odopmisercs no Gopme Ipunoxkenus Ne 4 k Hactosmemy [Tonoxkenuso.
10.4. ITporokonsl 3acenanua HOK xpanarcs B apxube HOK uwe wmenee 15
(naTHAnUATH) JIET IIOCIe OKOHYAHHS WCCIEJOBAHUA M TNpeNoCTaBIAIOTCS JUIA
MPOBEPKH MPENCTABUTENAM TOCYJAapCTBEHHBIX HMHCTAHLMHA, [peACTABHTENAM
OpraHM3alMH-3aKa3vuKa, GUPMBI-CIIOHCOPA U APYTHUM YIIOTHOMOYEHHEIM JTHLIAM.

11. Pewenus, npuuumaembie HOK

11.1.TIo pesynbratam paccMoTpeHHs nokyMeHToB HOK mnpuauMaer ojgHo @ W3
CIEOYIOIIHUX PEeIleHHH:

- BBIJIaeT 3aKIIO49eHHe 00 on00peHHM NpoBedeHUs MCCIeNOBaHWA W/UiU| 00
OTCYTCTBHH IPEMATCTBHI B €r0 AaJIbHEHILEM [IPOBEACHNH;

- BBIJIaeT 3aKIF0YCHHUE O HEBO3MOXKHOCTH 0100pEHHS UCCIIeIOBAaHUS;

- PEKOMEHIYET BHECTH M3MEHEHMs B IpE/CTaBJIEHHbIE JOKYMEHTHI JUIs lLiefei
MoceayIomeH BplIaqy 3aKkmoyueHys 06 onoObpeHnr NPOBEIEHHS UCCIeI0BaHHUS;

- OTMEHSET UM IPHOCTaHABIIMBAeT PaHee BhIJAHHOE 3aKIo4eHne 006 onoOpennu
NPOBENEHUA HCCIEN0BaHUS.

12. KoudankT HHTEpecoB
12.1. Ynenst HOK o00s3aHbl eXerogHo B YCTHOM MoOpsake HHGOPMHUPOBATH
npeacenarens HOK o6 orcyTcTBuM y HUX KOH(DIHKTAa HHTEPECOB. |
12.2. KonukT HHTEpeCOB - 3TO CHTyalus, pu Kotopol y unena HIK, penensenra
UM HE3aBUCHUMOTO KOHCYNBTAHTa INPH OCYLIECTBICHHH HMH IPOGECCHOHANBHOM
0653aHHOCTH BO3HMKAeT JHYHAs 3aHHTEePEeCOBAHHOCTH B IIOJIYYCHHH JIMYHO JHOO




yepe3 MpeACTaBHTENs KOMIIaHUK MaTepUaibHOM BBITOIBI HIIH HHOTO MPEHMYIIECTBa,
KOTOpOe BIMSET WJIH MOXET IMOBIMATb Ha HaJJexalee HCIONHEHHe HMH
npodeccHoHaNbHEIX 00S3aHHOCTEH BCNENCTBHE NPOTHBOPEUHS MEXIY JIMYHOM
3aUHTEPECOBAaHHOCTHIO U MHTEPECAMU OPraHu3aTropa UCCNIeTOBaHHS.

12.3. B ciyuae Bo3HukHOBeHUs y wieHa HOK nuunoi 3auHTepecoBaHHOCTH, KOTOPas
MPUBOJUT MIIH MOXKET NMPUBECTH K KOHPIUKTY HHTEPECOB, 1160 NpHU BO3HUKHOBEHHH
CHTyalMH OKas3aHusi Bo3neWcTBUs (nasnenus) Ha uneHa HOK, cBs3aHHOro ¢
OCYILECTBJICHHEM UM CBOMX momHoMouui, unen HOK o0s3an B kpaTyaiiiine cpoxu
npouHpopmupoBaTs 06 3TOM B ycTHOH hopme npencenatens HOK, B ero orcyrcrsue
- 3amectutens npexacenarens HOK. Takoit unen HOK He Moxer ywyacTBOBaTh B
IPUHSITUH PELLISHHUS.

12.4. Bonnpoc KOH(QUIMKTa MHTEPECOB HE3ABUCHMOrO KOHCYJIBTAHTA, IMPHBICYEHHOIO
CO CTOPOHBI, PEryJUpyeTcsi JOroBOpoM 00 OKa3aHWM YCIYT, 3aKIF0YaeMBIM MEXIyY
HE3aBUCHMBIM KOHCYJIETAHTOM U YupexaeHueM. [Ipr Hanuaun KOH(INKTa HHTEPECOB
KOHCYJIbTAHT HE CUMUTAETCS HE3aBUCHMBIM M HE MOXET INpHUBIEKAThCA K pabore mo
OKa3aHHUIO YCIYT.

12.5.B cnyyae Hamuuus Yy peELEH3eHTa W/HWIH HEe3aBUCHUMOI0 KOHCYJBTaHTa,
ABnfAmolerocss paboTHUKOM YdpexaeHus, KOH(IUKTa HHTEPECOB WM JIMYHOU
3aUHTEPECOBAHHOCTH, KOTOpas K HeMY MOXET TIPUBECTH, PELEH3e€HT H/Wiu
HE3aBHCHUMBI KOHCY/JIBTAHT cooOuiaeT 00 3TOM B YCTHOM IOpsAAKE NpeacefaTeliro
HOK.

13. Uckaiouenne n3 coctaa HIK
13.1. Ynen HOK moxeT BbIUTH U3 ero cocTasa 110 COOCTBEHHOMY >XeNaHHI0, YBEIOMUB
00 3rom nmcemeHHo npeacenarens HOK, a npencemarens HOK npencrasmser
obHoBneHHbIH coctaB HOK Kk yTBepK/1eHUIO reHepallbHbBIM JUPEKTOPOM Y YpexIeHUs
B nopske nyHkTa 3.2 HacTosuero [lonoxenus.
13.2. Unenst HOK MoryT ObITh MCKIOYeHB! No pemieHdio HOK npu Hanuaun
COOTBETCTBYIOIUX aprymeHToB. [lpomecc HCKMIOYEHHS MPOBOAMUTCS [MyTeM
rosocoBanus wieHos HOK.
13.3. Unen HOK MmoxkeT OBITH UCKNIOHEH M3 COCTaBa PELICHHEM OCTAJIBHBIX 4JIEHOB
HOK npu HeroOpocoBECTHOM BBINOJHEHWHM CBOUX OOS3aHHOCTEH: YKIOHEHHHU OT
yuacTus B 3acenanusx (0onee 30 % 3acenanuii/cnydaeB B rog 6e3 yBaXKHTEJIBHBIX
NpUYMH),  pasrialleHMd  KOHOQHUASHLManbHOW  HHOpMalMH,  Kacawomencs
KOHKPETHOT0 UCClIel0oBaHusA W/UaM xoda 3acenanuiit HOK, cucreMaTuyeckoro oTkasa
OT Y4acTHs B IPUHATHU PEIICHUH HM3-3a2 KOH(IUKTA UHTEPECOB.

14. KonduaenuunaabHocTh HHGOpMaUHH

14.1. KonduaenumanpHass uHpopmauus — 3To mobas MHGOpMauus, NTOKYMEHTHI,
JlaHHble U MaTepHuansl, noay4deHHsle yieHaMmu HOK, peneHzeHTamMu, He3aBUCUMEIMU
KOHCYJIbTAaHTaMM W NpeACTaBIEHHbIE 3asiBUTEIIEM B XOJI€ NMPOBEIECHUS KIMHHUYECKOTO
uccaenoBaHuA B moboit Gpopme (BKIrOUas, HO, He OrPAaHUYUBASICh, B [IMCbMEHHOH WM
YCTHOM (OopMe, MOCPENCTBOM 3IIEKTPOHHOrO (aKCMMHUIIBHOIO COOOIIEHUS MU
KOMIIBIOTEPHOM CBS3H).

14.2. Unenst HOK 06s13aHBI COXpaHUTh B TaliHe KOH(MUAEHUMANBHYO HH()OPMALMIO,
NOJYYEHHYIO B XOJie¢ TNPOBENEHHS KIMHHYECKOIO WCCIENOBaHHSA, B 00A3yrTCs



IIpCAIPUHUMATD Pa3yMHBIE MEDBI 110 MPEI0TBPALICHHIO HEIIPABOMOYHOTO PACKPEITHS
KOHQUIOSHIHATBHOM HH(BOPMALHH.

143. K xoHQumeHIManbHOH HHPOPMAUMM HE OTHOCHTCH oduesocTynHas u
obmensBecTHass HHPpOpMAaIKs.

14.4. YcnoBus ¥ MONOXEHUA O HepasriallleHHH KOHGUIEHUMATbHON MHMOpMAlMH
HC3aBHCHMBIMH  KOHCYJbT@HTaMH, IIPUBIECYEHHBIMH Ha OTOBOPHOH OCHOBe,
[IpENyCMaTPUBAKOTCA TaKUMH JAoroBopaMd. Ha pereH3eHTOB M He3aBHCHMBIX
KOHCYJIbTAHTOB, TIPUBJICYEHHBIX B paMKaX UCIIOJIHEHHS JOOKHOCTHBIX 0013aHHOCTEMH
PacpoCTpaHAIOTC YCIOBUS KOHPUASHIUANLHOCTH HacToAmero [1oroxeHus.

15. XpaneHne JOKYMeHTALHH
15.1. Best nokymentauus HOK nomxkra GbITh NOAIIKMTA M apXMBHPOBAHA.
15.2. JIoKyMeHTBI, MOMIEKAIIHE XPaHEHHUIO, BKIIOYAIOT MOTAHHUKH JIOKYMEHTOB,
ONnpefeNAlommMX craryc W jgesarenbHocTs HDK  (Mcxomdele, u3MeHeHHble U
JONOJIHEHHBIE BEPCHH):
- ITonoxenne o HOK;

- cnucok wienos HOK;

- CTaHAAPTHBIC olepalMoHHble npouenypsl HOK.

Yxa3aHHbIE JOKYMEHTHI TTO/IEXAT XPaHEHHIO B TCYEHHE MX CPOKa NeHCTBUS U He
MeHee 5 (IIATH) JeT 110 UCTEYeHHH CPOKa JeHCTBHSL.

15.3. XpaHenuro noanexar JOKyMEeHTHI, CBA3aHHBIE C [IPOBEJICHUEM HCCIIeJ0BAHMSA;

- MOJVIMHHHUKH MPOTOKOJ10B 3acenanuii HOK;

- KOIIHH BBINHUCOK M3 IIPOTOKOJIOB, OTOCJIAHHBIX 3asBUTEIISAM;

- BCe MUCBMEHHbIE MaTepHalbl ¥ coodbmenns B agpec HOK, nonyvenHsie B Xoz1e
KJIMHUYECKHUX HCCIIETOBaHHI;

- 3aKJIIOYHUTENIbHBIE OTYETHI IO UCCIEI0BAHUSIM;

- BCs1 KOPPECTIOHACHLIUS | MepernuckKa.

Cpok XpaHeHMs yKa3aHHBIX JOKYMEHTOB COCTAaBjIsfeT He MeHee 5 (IATH) JET ¢
MOMEHTa 3aBeplUICHUsl uccilenoBaHus. 1 NOJMMHHHUKOB IPOTOKOJIOB 3acedaHuii
HOK — e menee 15 (matHanuaru) ner.

15.4. Apx¥B [OJIKEH XpaHWUTBCS B HaAJEXallUX YCIOBHMAX, MNOAXONAIIMX IS
XpaHeHus: OyMaxxHOH JoKyMeHTauuu. Tekylue Jena J0MKHbl XPaHHTECS B 3aKPBITOM
IIOMELIEHNH, B 3allHpaeMoM IKady.

15.5. Toctynm k apxuBy HMEIOT IpeacenaTens 1 cekperaps HOK.

15.6. IlucbMa, BBIMUCKM W3 TIPOTOKOJOB M TIEpPENUCKA BEAYTCS W BhIJAIOTCH B
coorBeTcTBHM C [lomoxenueMm. CekpeTapp MOXET BblAaBaTh 3aBEpPEHHbIE KOMNUH
XpaHAIIUXCA JOKYMEHTOB, BBIIMCKA W3 HHMX 33aHHTEPECOBAHHBIM JIHLAM
(MccnenoBarensM, CIOHCOPAM, MPEACTABUTENAM YIIOJTHOMOYEHHBIX OPTAHOB).

15.7. 3aunTepecoBanHsle nuna MoryT 3anpamneate y HOK ero npouenyps! u criugok
4JICHOB.

16. Paboumne npoueaypst HIOK
16.1. HOK ocymiecTB/sSeT CBOIO NEATENbHOCTS B COOTBETCTBUM C YTBEPXKAAeMBIMU UM
CTaHIAapTHBEIMH ONEPALIMOHHBIMH NpoueaypaMu (nanee — COII), kacaromumucs:




- pAacCMOTpEHHs MaTepHaloB KIMHUYECKMX MCCIE0BaHUN JIEKapCTBEHHBIX
npenapaToB O MEAHULHUHCKOI0O NMpHUMEHCHHS,

- pacCMOTpEHMS MATepHaloB KIMHWYECKHX HCNBITAaHUH (MCCiegoBaHui)
MEIUIMHCKUX U3JIeNTUH;

- 3THYECKOT0 COMPOBOXIEHHUS, TIOCIEeIYIOIero HabmonqeHuss H pacCMOTPEHUS
MaTepHaoB paHee 0J0OPEHHBIX KIMHUYECKMX HCCIIEI0BAHHIA;

- polleNypBl IPOBEIEHHUS ITUYECKOM IKCIIEPTU3BI IHCCEPTALMOHHBIX U HAY4HO-
KCCIIeI0BATENbCKUX padoT.
16.2. COIl ycraHaBnMBaiOT Y€TKHE MHCTPYKLMH MO BEIMONHeHHI0 pabotel HOK B
cooTBeTcTBHH ¢ [IpaBunamu Hamtexaiel kKnuHHYeckoi npaktuky EADC.
16.3. Kaxxnas BHOBb co3nannas COIl u HoBble Bepcuu panee yTBepxkaeHHbIX COIl
pa3pabaTeIBalOTCS Ha3HAYeHHBbIMHM mpezceaarteneM wieHaMu HO3K coBMmecTHO C
YUYaCTBYIOLMMH B UCCIIEIOBAHUAX CTPYKTYPHEIMH MOAPA3AECNCHUAMH Y YPEIKICHHUS.
16.4. Kaxxnas COII nomkHa UMeTh HOMEp, MCUEepIBIBAIOIIEe U NOHATHOE Ha3BaHHE,
JOKeH ObITh Takke ykazaH Homep Bepcuu COII. Kaxnmoe nmpunoxenue k COIl
HyMepyeTcs.
16.5. Paspaboraunsiii mpoekt COIl obcyxaaeTcs Ha OYEpelHOM 3acelJaHUU
npucyrcTByrommmu uneHnamu HOK. Kaxnas BHoBb coznannas COIL 1 HOBBIE BepcUH

panee ytBepskaeHHbIX COIl BeTynaloT B cuity nocie yTBepxxaeHus Ha 3aceganuu HOK
¥ noxnucanus npeacenarenem HOK.



Ipunoxenne Ne 1

K [ToN0XKeHIIO 0 HE3aBHCHMOM
stuyeckoM komurere GI'BY «HMULIK
uM. aKk. E.M. Yazoa» Munsapasa Poccuu

OOPMA

3ak/oueHHe HE3aBHCHMOTr o KOHCYJIbTAHTA

®HO He3aBHCHMOT0 KOHCYJIbTAHTA: i
ObmacTs criennanu3aium: :
Ykazanue ceprl KOHCYJIbTAIUH: :
Howmep, nata paspenienys Ha npoBejeHHe KIIMHAYECKOTO UCCeN0Banus MuH3apasa
Poccun / Poc3gpaBnansopa :
Hanmenosanue, hopma BblIycka, 103UPOBKA JIEKAPCTBEHHOTO Npenapara/
HaUMEHOBaHHEe MENHLIMHCKOTO U3/IETHA, B OTHOIIEHHH KOTOPBIX [POBOJUTCS
KIIMHHYECKOE UCCIICIOBaHHE :
Bompocel HOK, nocraBneHHbIe nepel HE3aBUCHMBIM KOHCYJIETAHTOM:

L. .
2.
3. ;
OtseTts! Ha Bonpocsl HOK:

1. 3
2. b
3. ;

BriBOABI 1 PEKOMEHIOAIUN:

WJIHA apryMmeéHTanua O0TKa3a B pCKOMCHIALUAX:

« » 20 3

(moxmnuce)




Ipunoxenue Ne 2

K [To10KeHHIO O HE3ABHCHMOM
stuueckoM komutere DI'BY « HMULIK
nM. aK. E.H1. Yazosa» Mun3apasa Poccun

©OPMA

MdenepanbHOE rOCYyAapcTBeHHOE OI0IKEeTHOE yUpeXaeHue
«HanuoHanbHBIH MEAMIIMHCKUI UCCIIEI0BATENBCKUN LEHTP KapAHOIOTHH
uMenu akanemuka E.M. Yazosay

MunuctepcTBa 3apaBooxpanenus Poccuiickoit @enepauuu

He3zaBucHMBIHM 3 THYECKHH KOMHUTET

121552, r. Mockaa, ten.: +7 (495) 414-62-18
yn. Akagemuka YazoBa, 15A, daxkc: +7(495) 411-66-68

IloBecTra 3acenanusa HIOK
Ne OT « » 20 T

Ha 3acenanum HOK paCcCMOTPEHHIO ITOAJIEXAT CIEAYIOIIHE BOTIPOCHIL:

Hoxnaguuk/penieH3eHT/He3aBUCUMbIN KOHCYIbTaHT (PHO):

Jloknanuuk/penien3enT/He3aBUCUMEIN KOHCYJIbTaHT (PHUO):

Joxnan4nk/peleH3eHT/He3aBUCUMBIN KOHCyabTaHT (PHO):

Jloxnaguuk/perieH3eHT/He3aBUCUMBII KOHCYIbTalT (PHO):

YUnens: HOK:

ITpencenarens HOK

Jamecturens npeacenatens HOK

(PHO)

(®UI0)

Unensr HOK

Cekperaps HOK

(PHO)



IIpnioxenue Ne 3
K [T0T0XEHHIO 0 HE3aBUCHMOM

sTHYecKoM KomuTere ®I'BY « HMULIK
uMm. ak. E.H. Yaszosa» Munsznpasa Poccuu

®OPMA

DenepanbHOE rOCY1apCTBEHHOE OIOKETHOE YUpEKIeHHE
«HauuoHaNBHEIH MEAMUMHCKHE HCCIIENOBATENIECKUHN LIEHTP KapAHOTOTHH
nMeHH akagemuka E.W. Yasosay
MunucTepersa 3npaBooxpanenus Poccuiickoit ®enepanun

HezaBHCHMBIH 3THYeCKHIT KOMHTET

121552, r. Mockaa, Ten.: +7 (495) 414-62-18
yi. Axagemuka Yazosa, 15A, daxc: +7 (495) 411-66-68

IIporokoa 3aceqanus HIK Ne 0T « » 20 r.

[Tpotokon 3acemanms HDOK pomxen BrkmoyaTe B cebs CJIEAYIOIY 1O
HH(OPMaLHIO: |

® HOMep, 1aTy, BpeMsl U MECTO IIPOBEAEHHS 3ace/IaHHUs;

® IEPCOHAIBHBINM CIIMCOK NPUCYTCTBYIOMHUX WieHoB HOK;

® CIHCOK IPHUCYTCTBYIOIIMX HAa 3aCE€NaHMM JIML, HE SBIAIOMMXCH UJIeHAMH
H3K;

® IIOBECTKY IHS;

paccMoTpeHHble uccienoBanus («Croymanu:») ¢ yKasaHHeM [OJIHOIO

Ha3BaHHMs MIPOTOKOJIA UCCIIE0BAHUS M BCEX IIPEICTABICHHBIX ,uoxymemoa,

KpaTKO€ H3JI0KEHHE X011a 00CyK/IeHHS;

npuHsTeie penienus («[loctaHoBUINR:»);

pacnpeneneHHe roJoCcoB IIPH roJIOCOBaHHH;

MHeHHe MeHbIHMHCTBA WieHoB HOK u ocobrie MHeHHs unenoB HOK, eciu

peleHye He OBLI0 eJUHOTTIaCHBIM;

® NPUYMHBEI OTKa3a B OA0OpeHMM Ha [IPOBEJACHUE HCCIENOBAHMS WM
NPHOCTAHOBIIEHUS JIAHHOrO paHee OmOOpeHHs, a Takxke TpeboBaHus o
BHECEHHH W3MEHEHHH B MTPEIOCTABIEHHYIO TOKYMEHTAIHIO;

® [1aTy CIEQYIOIIEro pacCMOTPEHH JOKYMEHTOB JaHHOTO MCCIIeNOBaHUS (eC/IH
Heobxonumo),

* HHMOPMAIHIO 0 KOH(UIMKTE UHTEPECOB (€C/IH TAKOBOM UMEETCs);

¢ noxnucy WwieHoB HOK, npunuMaBImux yyacTie B rOJIOCOBAHHM IO JAHHOMY
BOIIPOCY.




ITpunoxenune Ne 4
K [TonoKeHHIO O HE3ABUCHMOM
stHyeckoM komurere OI'BY « HMHUILIK

uM. ak. E.1. Yaszoea» Mun3sapasa Poccun

Beinucka U3 NPOTOKO0J1a J0/I’KHA COEPKATh:

HOMED, JIaTy, BpeMsl U MECTO NIPOBEAECHMS 3acCeqaHuUs;

CITMCOK MPHCYTCTBYOMX uieHoB HOK;

CIIMCOK TIPUCYTCTBYIOLIMX Ha 3aCeJaHUH JI1L, He ABMAIoInXcs uieHamu HOK;
myHKT moBecTku AHA («Crymanu:») ¢ ykasaHHeM IIOJIHOTO Ha3BaHHA IMPOTOKOJIA

UCCIIENOBAHUA U BCEX MPENCTABIEHHBIX JOKYMEHTOB,

npuHaToe peiienue («IloctanoBunu:»);
MOJNMCH TIpeiceiaTeNbeTByomero Ha 3acenanuy wieda HOK u cexperaps HOK.

®OPMA

denepanbHOE TOCYAAPCTBEHHOE OIOIKETHOE YUPEXKIEHHUE
«HauuoHanbHEI MEAUIMHCKUI UCCIeA0BATENBCKUNA LIEHTP KapAHOJIOTHH
uMeHu akagemuka E.W. YazoBa»
MunucTepcTBa 3apaBooxpaHeHusa Poccuiickoit enepanuu

He3aBHCHMBIH 3THYECKHH KOMHTET

121552, r. Mocksa, Ten.: +7 (495) 414-62-18
yi1. Akagemuka Yazosa, 15A, daxc: +7 (495) 411-66-68

Buinucka u3 [IpoTokoaa Ne 3acenanusa HIK or «__ » 20 T
r. Mocksa «__» 20 1.
[IpucyTcTROBANM:
[Tpencenarens HOK
(®HO)
3amectuTenu (3amecturtens) npeacenarens HOK
(®UO)
Unenst HOK
(®UO)

Cexperaps HOK

(PUO)

JInua, He apiusArowMecs yieHamMu HOK




(®HO)

Crymanu:
ITpencraBieHsl ¥ pacCMOTPEHBI ClEAYIOMIVe JIOKYMEHTHI:
1.
2.
3.
4,
5.
ITocTanoBuIu:

INpencenarens/3amecturens npeacenarens HOK/unen HOK

(®HO, noxnucs)
Cexperaps HOK

(PHUO, moamucs)




IIpunoxenue Ne 5

K [TonoxeHuo 0 He3aBUCUMOM
aruyeckoMm xomutere GI'BY « HMHILIK
uM. ak. E.W. Yazosa» Munzapara Poccuu

SIBounblii IHCT K npoTokoay 3aceganna HIK Ne oT

=]

JOKHOCTD

DaMuIHa, UM, OTYECTBO

00 [~ O\ (Lh [ W (B | — |

SIBOYHBIN JIUCT yAOCTOBEPSIEM:

[Tpencenarens/3amecturens npejacenatens HIK

Cexkpetaps HOK

(®HUO, noanuce)

(PHO, noanucs)



