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KOMMUTET IO BUOME JIUIIMHCKOM STUKE npu HayuHo-uccnenoBarenbCckom
WHCTUTYTE KapaAuojoruu deaepaibHOro0 TOCyAapCTBEHHOTO OFOKETHOTO HAYYHOTO
yupexaeHus « TOMCKUN HallMOHAJIbHBIN UCCIIEN0BATEIbCKUA MEUIUHCKUI LIEHTP
Poccuiickont akaieMun HayK»

1. O6mMe MoJ/I0KEeHUS

1.1. KOMHUTET IO BUOMEIUIIMHCKOUN DOTUKE mnpu Hayuno-HcclaenoBaTebekoM
WHCTUTYTE Kapauojoruu denepanbHOro rocyIapcTBEHHOTO OOIKETHOTO HAYYHOTO YUPEKIICHUS
«ToMCKui HAITMOHATILHBIN UCCIIEIOBATENIbCKUIM METUIIMHCKUIN 1IeHTp Poccuiickoil akagemMun HayK»
(matee KBMD) - 3T0 HE3aBUCHMBIi OpraH, COCTOSIINN U3 JIMII, Pa0OTAIOIMX B 001aCTH MEIUIITHBI
U BHE €€, CO3aHHbIN JIJIs 00ecrevyeHus NpaB CyObeKTOB KIMHUYECKUX UCCIeA0BaHUN (MTAIUEHTOB)
Y TYMaHHOTO OTHOIICHHSI K )KHBOTHBIM B IPHU MPOBEJICHUU IKCIICPUMECHTAIBHBIX UCCIICIOBAaHUH HA
6aze HMU kapauonoruu, a Takyke 3allIUTHI IPaB U HHTEPECOB HCCIEI0BATENCH.

JIr000€e KIMHHYECKOE HCCIICAOBAHUC HWJIM HMCCICIOBAHUC C Y4YACTUCM KHUBOTHBIX OOJIZKHO
HAaYMUHATBCA TOJIBKO ITOCJIC MMOJIYYCHUA OI[O6pCHI/I${ Otnueckoro Komurera.

1.2. B cBoeii nestenbHocTH KBMD pykoBOACTBYeTCS MEXAYHAPOAHBIMA W HAIMOHAJIbHBIMU
CTaHJapTaMH IIPOBEICHUS KIIMHUYECKUX MCCIICIOBAHUN U MCCIEAOBAHUIN C YYaCTHEM KUBOTHBIX, a
TaKxe 3akoHaMu PD:
e XenbCHUHKCKas Jeknapanus BceMupHOW MenuuMHCKON accoumanuu "PekoMeHpanuu s
Bpaueil, 3aHUMAIONUXCSI OMOMETUITMHCKUMU UCCIIEOBAHUSMHU C yUacTUEM Jitojiei";
e BceoOmras neknapanusi 0 OMOITHKE U MpaBax YeIoBeKa
e MexayHapoaHble PYKOBOJSIINE TMPUHIUIBI MO STUYECKHM acleKTaM OHOMEIUITMHCKUX
UCCIIEIOBAaHUM Ha MIOASX, pa3paboraHHble COBETOM MEXKIYHApPOJIHBIX OpraHU3aIuil
memurackux yeayr (CIOMS) (1993)
o Pexomenmannu FDA, EMA;
e Pexomenmanuu BO3 xomuteram mo DTHKE, MPOBOISALINM SKCIEPTH3Y OMOMEIMIIMHCKHX
ucciaenosanuii, Kenesa, 2000 rom;
e UnterpupoBannoe pononHenne k ICH E6 (R1): PykoBomcTtBo mo Hamiexarien
kiuHnyecko npaktuke E6(R2) Texymas Bepcust Omana 4 lata: 9 Hos6ps 2016 r.

e Crangapt orpaciu OCT 42-511-99 "llpaBuna mpoBeNeHHsS KaueCTBEHHBIX KIMHHYECKUX
ucneitanuii B Poccuiickoit @eneparuu (29.12.98r.)

o @enepanbHblif 3aK0H 0T 21 HOsOps 2011 1. Ne 323-D3 "OO ocHOBax OXpaHbI 310POBbSI
rpaxnaas B Poccuiickoit @enepanun’ ¢ mocaenyOMMMI U3MEHEHUAMU U TOTIOJTHEHUSIMY,

o ®epnepanbubiit 3aK0H OT 03.07.2016 1. Ne61- @3 «O6 oOparieHnn JIeKapCTBEHHBIX CPEICTBY

o ®denepanpHbiii 3ak0H 0T 04.06.2018r. Nel40- @3 "O BHeceHnn n3mMeHeHnH B DenepanbHbIit
3akoH 0T 03.07.2016 r.Ne61- ®3 "O6 oOpaieHNH IeKapCTBEHHBIX CPEACTB".

e Hanwmonanwheiii cranaapt Poccuiickoit @enepannu «Hapnexamas Knuanaeckas
[Mpaktuka» (GCP) 'OCT P 52379-2005, yrBepxka¢HHbII nmpuka3zoM DenepalbHOTO
areHTCTBA MO TEXHUYECKOMY PEryJIUPOBAHUIO U METPoJoruu oT 27.09.2001 No232-cT.

e HanuoHnaneHblii crangapT «PyKOBOJACTBO MO NPOBEACHUIO KIMHUYECKUX HCIBITAHUN
MEIUUMHCKUX n3nenuit» 4.1 «Ooume tpedoBanus» 'OCT P UCO 14155-1-2008 u gyacts 2
«IlmannpoBanue kimanueckux ucneitanuity 'OCT P UCO 151552-2008.



e [IpaBuna nabopaTopHON MPAKTUKH, YTBepKIeHHBbIE TpruKa3zoM M3P® Ne708H ot
23.08.2010;

e [JIpuka3 MunuctepctBa 3apaBooxpaneHuss P® or 1 ampers 2016r. Ne200m “O6
YTBEPKJICHUH MPABUII HAJJISKAIEH KIIMHUYECKON TPAKTUKK

e ['paxpanckuii kogekc PO

o «llonoxenue, periraMeHTUpYIOIIEE ACSITEILHOCTh ITUUECKUX KOMUTETOB MPU MPOBEACHUU
KJIIMHUYECKUX HCCIIEeIOBaHUl JIEKApCTBEHHBIX CPEACTB». JlemapTraMeHTa rocyJapCTBEHHOTO
KOHTpOJsl KadecTBa, A(G(EKTUBHOCTH U OE30MaCHOCTH JIEKAPCTBEHHBIX CPEACTB H
MegunuHCKOoM TexHuku M3 P®, T1P. 291-22/101 ot 23.08.2001r.

e [lpukaz Poc3apaBHam3opa ot 15.02.2017 Nel071 «O6 yrBepxkaenun Ilopsaka
ocymiecTBiaeHuss ¢dapmanazopa» (3apeructpupoBano B Muniocte Poccum 20.03.2017
Ne46039)

1.3. KEMD:
= He3aBucum;
=  (OCHOBaH Ha JI0OOPOBOJILHOM YJICHCTBE;

» KBMD He nomkeH HMETh MNpSMOM 3aMHTEPECOBAHHOCTU B KOHKPETHOM HCCJIEIOBAaHUU
(ucnpiTanuu). HesaBucuMo OT wHccienoBaTelis, 3aKa3udka, CIHOHCOpa WIM MEIUIIMHCKOTO
yupexaeHuss KoMurer peneHs3upyer IIaHbl HCCIEAOBAaHUM M MEXAaHM3MBbI 3aIlMTHI IIPaB
4eJI0BEKa U ero 0e30MacHOCTH, a TaK e T'YMaHHOI'O OTHOLIEHUS K KUBOTHBIM.

* Csoto gesarenpHocTh KBMO ocyiecTBisier Ha OCHOBE MPUHIIMIIOB TYMaHW3Ma, paBHONPABUs
BCEX CBOMX YJICHOB, CAMOYIPABJICHHUS, B COOTBETCTBUU ¢ KoHcTUTynMeW M JEHCTBYIOIUM
3aKoHOAarenbCcTBOM Pocculickoit denepanuu.

" HpI/I MMPOBCACHUN MHOTOLICHTPOBBIX HCCIIeI0BAHUM KBM?3 moxet ACJICTUPOBATh YaCTh CBOUX
MMOJTHOMOYHI HCHTPAJIbHOMY 3THYCCKOMY KOMHUTETY IAJId COOTBECTCTBYIOIICTO IMPOCKTA.

2. e KbM3

2.1. 3am1/1Ta Ipas, 0C30ITaCHOCTH U HHTCPCCOB BCCX YUACTHHUKOB GI/IOMC,I[I/ILII/IHCKI/IX I/ICCJIC,[[OBaHPlﬁ,

2.2. OOecrieueHne COONIOACHUS DSTUYECKUX CTAHJAPTOB B KIWHUYECKOW TIPAKTUKE W TIPH
OCYLIECTBJICHUU HAYYHO-UCCIIEN0BATEIbCKON NEATEIbHOCTH.

2.3. O6GecrieueHre COOIIOICHHSI PUHIIAIIOB TYMaHHOTO OTHOIICHHUS K )XKUBOTHBIM TIPH MTPOBEACHUHT
JKCIIEPUMEHTOB U UCCIEN0BAaHUN HA )KUBOTHBIX.

3. Craryc u noanomounsi Komurera mo 6momeanunHcKoi ITuke

3.1. Ilpu nmaHMpoBaHUU OMOMEIUIIMHCKUX UCCIEIOBAaHMUS C YYaCTHEM JIIOAEeH MM JKMBOTHBIX Ha
6a3ze HUU xapnuonorun , KBMD ocymectsisier atuueckyto sxkcneptusy (cormacuo COII), kak g0
Hayaja MCCIIEOBaHUs, TaK M B IPOIECCE €ro MPOBEACHHUS, C NMPAaBOM BBIHECEHMS pEIIEeHHUs 00
0JI00pEHUH/HEOTI00PEHUH POBEJICHUS TAKUX UCCIICTOBAHMM.

3.2. KBMD ocymiecTBiIsieT 3THYECKOE COMPOBOXKIACHHWE HA BCEM IMPOTSHKEHUU IPOBEICHHUS
HAy4YHOT'0 MCCIel0BaHMsl, oOecrieunBasi COOJII0JCHIE HHTEPECOB U MPAB YYACTHUKOB MCCIIEIOBAHUS
¥ METUIIMHCKOT'O IIepCoHaIa.



3.3. TIpoBOIUT AKCIpecc-OIEHKY XO0/la KIMHUYECKUX HCCIIECIOBAaHWI B Clydae HEMpeIBUICHHBIX
00CTOSTENBCTB, Pa3BUTHsI HEOJArONPUATHBIX PEAKIMHA Ha U3ydaeMble METO/Ibl JIEYEHUS U COOOIaeT
0 pe3yJibTaTax MPOBEPKU B OPUITUAILHBIC HHCTAHITUH.

3.4. B UCKJIIOUNTENBHBIX CIy4asX NPUHUMAET PELIEHHUEe O BPEMEHHOM NPEeKpaleHUH UCCIIe0BaHMS
WX BbIXOAUT C XOHaTafICTBOM O IMPCKpallCHUH HCCIICAOBAHUA B Pa3pCHIMTCIILHBIC OpraHbl U
Komurer no stuke npu denepaabHOM OpraHe KOHTPOJIs KauecTBa, 3pGEKTUBHOCTH, 0€301aCHOCTH
JIEKapCTBEHHBIX CPEACTB, KOIZAa JaJIbHEHIIeEe MPOJOJIKEHHE MCCIEI0BAaHUS MOXKET IPUBECTU K
HaHECEHUIO yiiepOa 30pOBbIO/’KU3HU YYaCTHUKAM HCCIIE0BaHMS

3.5.Ha orane 3aBepmienusi KiauHHYeckoro wuccienoBanus HOK oOecnieumBaer rapanTtun
CO0JIIOICHHS KOH(HUAESHIIMATBHOCTH 110 OTHOUIEHUIO K YYAaCTHHUKY MCCIEIOBaHUSA U Pa3pabOTUUKy
IIPU UCIIOJIB30BAHUU PE3YJIbTATOB UCCIIEIOBAHUS.

4.CoctaB KbM>3

4.1. HeszaBucumbiii Otuueckuit Komurer cocroutr wu3 Ilpencenmarens, ero 3amecTuTens,
OTBETCTBEHHOT'O CEKpeTaps M WICHOB KOMHUTETa, OOLIel YHCIEHHOCThIO 7-15 YenoBek, MpHu 3TOM
VYUTBHIBAIOTCS Takue (aKTOphl, Kak TNpodeCcCHOHATbHAs IOATOTOBKA KaHJAHMIATOB (ydYeHBIC,
MEIUIMHCKHE pabOTHUKHM), COATaHCUPOBAHHOE IMPEICTABUTENBCTBO IO TOJY, BKJIIOYECHHE
npeacTaBuTeneil odmecTBeHHOCTU. M3 Hux xots Ob1 oauH wieH HOK pgomkeH ObITh HE CBsI3aH C
HAyYHOU ESATEIBHOCTBIO U XOTsI Obl OAMH JOJKEeH He ObITh coTpyaHukom HUU kapauonoruu.

4.2 TTomaomounst KBMD neiicTBUTENBHBI B TEYCHUE 3 JIET, ITOCJIC KOTOPBIX MPOW3BOJAUTCS POTAIUS
cocraBa u [Ipencenarens. DTOT cpok MOXKET OBITh MPOJUICH Ha CIEAYIOIINNA 3-TEeTHUM Nepuoa B
ciyqae, eciu wieH KBMD  mpomomkaeT  COOTBETCTBOBAaTH  BCEM  HEOOXOJAMMBIM
KB (UKAIIMOHHBIM TpeOoBanusiM. [loBTopHOe Ha3zHauenue uneHa KBMD nomxHO OBITH
JOKYMEHTAJIBHO OTPaKEHO B perieHnu 3acenanus KbMD.

4.3.B cnyuae, ecnu uieH KbMD B cuily 00bE€KTUBHBIX WM JPYTUX NMPUYMH HE MOXKET aKTHBHO
yuyactBoBaTh B pabore KBMD, oH MoxeT ObITh BBIBEIEH U3 €ro COCTaBa MO COOCTBEHHOMY
’KEJIaHWIO, COIIACHO NOJaHHOMY 3asIBJICHUIO U OCYIIECTBIISETCS IPOLeypa POTALHH.

4.4 TlepconaneHbiii coctaB KBMD yrBepxkaaercs aupexktropom HUU kapamonoruu. IIpencenarens
KBMD, ero 3amectuTenb W OTBETCTBEHHBIM CEKpeTapb H30MpalOTCs Ha IEPBOM 3acelaHuu
yTBepkIeHHoro cocraBa KBMD cpokom Ha 3 roma C BO3MOXXKHOCTBIO MEpEeBHIOOPOB Ha
nocyeayomue 3 rofa, 4To JOKYMEHTAIBHO OTPa)kaeTcs B peleHuH 3acenanna Komurera.

4.5 Ilpencenarens KBMD sBasercs oQuIMaTbHBIM IpEACTAaBUTEIEM B €ro KOHTAKTax C
3aKa3yrMKaMu (CIIOHCOpaMHM), 3asBUTEISIMH, UCCIEIOBATENSIMHU, Pa3pelINTEIbHBIMA MHCTAHLIUSAMU.
OH rapantupyer coorBercTBUe aedarenbHocTh KBM3D  ero IlonoxeHuto, cTaHAapTHBIM
Ipoleaypam, 3aKOHOJATEIbHBIM 1 HOPMAaTHBHBIM aKTaM, MpoBoauT 3acenanuss KbMO, orBedaer 3a
co3maHue U nepecMoTp nojoxkeHus o KBMD um ero cranaapTHBIX ONEpAlMOHHBIX IPOLELYP,
OpraHW3allMI0 COBEIIAHWM, MPUIVIAIICHHE HE3aBUCHMBIX KOHCYJIBTAHTOB Il IPOBEICHUS
crnienn(puIecKoil SKCIepTU3bl 10 KOHKPETHOMY HUCCIIEIOBAHUIO, CBS3b C OOIIECTBEHHOCTHIO.

4.6.Unenst HOK nomkHBI MpOHTH Kypc OOy4YEHHs 1O 3THKO-TIPABOBBEIM HOPMaM M IPOBEICHUIO
KaueCTBEHHBIX KJIMHUYECKUX HCCIEIOBAHUM JIEKAPCTBEHHBIX CPEJICTB U IOCTOSHHO MOBBIIIATH
CBOIO KBaTM(UKAIIHIO.

4.7.Bce unensl HOK u TexHWYeCKHWil TepcOHANT OJDKHBI COONIIONATh KOH(DUIECHIIMAILHOCTh B
BOIPOCAX, CBSI3aHHBIX C KIMHUYECKUMU UCCIICIOBAHUSAMM JICKAPCTBEHHBIX CPEICTB.

5. 06sa3aHHocT KBM)



5.1. KBMD mnpu3BaH 3amyinaTh IpaBa, 0e30MacHOCTb U OJaromnojyyne BceX CyOBEKTOB
rccaenoBanus. McciiemoBaHusIM ¢ y9acTHEM YSA3BUMBIX CYOBEKTOB JIOJDKHO OBITH YACIEHO 0c000€
BHUMAaHHC.

5.2. I1pu muanupoBanun uccaeaopannii KbEMO paccMaTpuBaeT CIEAYIONINE JOKYMEHTHI:

- POTOKOJI UCCIICIOBAHMSI/ TIONIPABKY;

- NHCbMEHHYI (opMy HH(DOPMHPOBAHHOIO COIJIaCUSI M €€ MOCIEAYIOLIUE peNaKluu,
IpeijiaraéMble NCCIeI0BaTENIEM AJIs UCIIOJb30BaHuUs B UCCIIEJOBAaHNY;

- MUCHbMEHHBIC MaTEePHAJIbl, KOTOPBIC OYAYT MPEIOCTABICHBI CyOhEKTaM;
- Opolopy UcclieI0BaTeNs;

- U3BECTHYIO MH(POPMAIINIO, KACAIOIIYIOCS O€30MacHOCTH;

- I/IH(l)OpMaLII/IIO O BhBIIIaTax U KOMIICHCAIIUAX Cy6"I>eKTaM HUCCIICAOBaHUA,

- Jr00BIe OPyrue IOKYMEHTHI, KOTOpbie MOTryT mnoTpedoBatbcss DCO/ Ui BBIMOJHEHHS €ro
00s3aHHOCTEN.

KBMD paccmarpuBaeT BOIpoc O IPOBEACHUH MTPEIaraeMoro KIMHUYECKOro UCCICI0BAaHHS B
pasyMHBIE CPOKH M JOKYMEHTAIbHO OQOPMIISIET CBOE€ MHEHHE, YETKO WACHTUDUIHPYS
UCCJIeJOBaHHE, PACCMOTPEHHBIE JOKYMEHTHI U IaThl IPH BEIHECEHUH CIICAYIOIINX PEIICHHN:

- YTBEPKICHHS/0100pECHHS;

- TpeOOBaHUS O BHECCHUU M3MEHEHU I, HEOOXOAUMBIX IS TTOJTyYEHUS YTBEPKACHUS HITH

0J100peHMS;

- OTPULATEIBHOTO 3aKITIOYCHUS/HE0100PEHHS;

- OTMEHBI/TIPHOCTAHOBIICHUS TAHHBIX PaHEee YTBEPKACHUS/0J00pEHUsI.

5.3. KBMD paccMaTpuBaeT KaxJ0€ TEKYyIIee MHCCIEIOBaHUE C MEPUOJUYHOCTHIO, aJeKBATHOMH
PHCKY 151 CYOBEKTOB HCCIIEOBAHUS, HO HE PEXKe OJTHOTO pas3a B TOJ.

5.4. KbBMD wMoxer norpeboBarh, 4TOOBl CyOBEKTaM HCCIEIOBAaHUS TOMHUMO WH(pOpMalHUH,
YKa3aHHOH BBIIIE, OBLIH MPEIOCTABICHBI JOMOJHUTEIbHBIE CBEICHHS 00 MCCIEI0BaHUM, €CIH, TI0
MHeHni0 KBMD /, 3Ta uHopManus MO3BOJIUT CYHIECTBEHHO IMOBBICUTH CTENEHb 3alllUTHI MpaB,
0€30MacCHOCTH W/WJIH 0JIarornoydusi CyObeKTOB.

5.5. Ecnu mpoTokos mpeaycMaTpuUBaeT HEBO3MOXKHOCTh IOJYYEHHUs COIVIaCHsl Ha YydacTHe B
UCCIIEIOBaHUM Y CyOBbeKTa WM €ero 3akoHHoro npexacraBurens (cm. 4.8.15.) mo momeHTa
BKJIIOUEHUs1 CcyObekTa B wuccienoBanue, KbBMD pomkeH yOenuTbes, 4YTO MpPeaOCTaBIEHHBIN
IMPOTOKOJI A/Uim Aapyrasd JOKyMEHTalus COOTBETCTBYIOT OTHYCCKMM HOPpMaM W HOPMAaTHBHBIM
TpeOOBaHUAM JIJIsl TAKUX UCCIIEOBAaHUI (Hampumep, pH HEOTIIOKHBIX COCTOSHUSAX ).

5.6. KBMD paccmatpuBaet pa3mep U MOPSAIO0K BBIIUIAT CYOBEKTY HCCIEI0BaHUS, YTOObI YOS TUTHCS
B OTCYTCTBUM HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTH WM  MPUHYKIEHUS  CYOBEKTOB
uccnenoBanus. Pa3Mep BhIIaT CyObeKTaM JOJDKEH OBITh 3apaHee OIpelesieH M He JOJDKEH
L[EJTMKOM 3aBUCETh OT TOT0, 3aBEPIINI CYOBEKT UCCIIEIOBAaHUE TTOJTHOCTBIO I HET.

5.7. KBMD pnomxen yOemuTbcs B TOM, uYTO HH(pOpMaIMs, Kacarouascs BBIIUIAT CyObeKTaM
WCCIICIOBAHMSI, BKJIFOYAsi METOJBI, CYMMBI W TpadWK BBIILIAT, OTPak€Ha B NMHUCHMEHHOH (opme
MH(GOPMHUPOBAHHOTO COTJIACUSl M JIHOOOM Jpyroil muchbMEeHHON HH(pOpMaIMM, MPEAOCTABIIEMON
cyowsekTam. JIoikHO OBITH YKa3aHO, KAKUM 00pa3oM OyIeT OmpeiesieH pa3Mep BhITLIAT.

6. PyHKIMHU U NOPALOK pa6oTsl KBMJ

6.1. KEMD nomxkeH MMeTh B CBOEM COCTaBe JOCTATOYHOE YHUCIIO JIUI, CYMMapHO 00JaJaromux
HEOOXOUMBIM ONBITOM M KBaTM(PHUKAIMEH I OLEHKH HAYYHBIX, MEAMIMHCKUX U ATHUYECKUX
ACIEKTOB MPEJIaraéMoro UCCIeI0BAHMS.



Pexomennyercs, uto0sl 8 DCO/ BXOOUAHU:

a) He MCHEE MATH WICHOB;

0) KaK MUHIMYM OJIUH YJICH, YbW HHTEPECHI JISKAT BHE c(hephbl HAYKY;

B) KaK MHUHHUMYM OJHWH YJICH, KOTOPBIM HE 3aBUCHT OT OPraHMU3aIlMU/HCCIIEI0BATEIBCKOTO
LEHTpA.

I"'o0coBaTh/BEIpAKATh MHEHHE IO HMCCIEAOBAHUIO MMEIOT MpaBO TOJBbKO T€ uiaeHbl KBEMD,
KOTOPBIC HE 3aBHCAT OT MCCISAOBATESIA M CIOHCOpA AaHHOro Mccaeaopanns. KbMD nmomkeH BecTn
CIIUCOK CBOWX WIECHOB C YKa3aHUEM MX KBATH(UKAIIIH.

6.2. KBMD nmomkeH OCYIIeCTBIIATh ACATEILHOCTh B COOTBETCTBUU ¢ TMCHbMEHHBIMU MPOLICTypaMH,
JIOKYMEHTHUPOBAaTh CBOIO pPabOTy, BECTH MPOTOKOJBI 3acedaHuii, a Takxke coomoaare GCP u
HOpPMAaTUBHBIC TPEOOBaHUSI.

6.3. KbMD mnpunHuMaer pelieHus Ha OOBSIBICHHBIX 3acelaHUSX MpPU HAIUYUU KBOPyMa,
YCTaHOBJICHHOTO €r0 MUCbMEHHBIMU MPOLICTYPAMH.

6.4. IIpaBo rosocoBaTh/BbICKa3bIBaTh CBOE MHEHHUE U/MIIM PEKOMEHIAIMH UMEIOT TOJIKO T YJICHbI
KBMD, koTOpbIe yU4acTBYIOT B pACCMOTPEHUH JTOKYMEHTALMU B 00CYXKICHUH.

6.5. MccnenoBarenb MOXET MPEAOCTABIATh HHPOPMALIMIO 110 JIFOOBIM acleKTaM HCCIEeI0BaHUs, HO
HE MOXKET Y4aCTBOBATh B IPEHUSIX WM B TOJIOCOBAaHUH/BBIpaboTke MHEeHUST KBMD.

6.6. KBMD MoxeT O6DaH_IaTBC${ 34 MIOMOIIBIO K 3KCIICPTaM, HC ABJIAIOMMMCA €0 YICHAMM.

7. llpouenypsi pa6orsl KbM3I

7.1. KBMD nomxken pa3paboTaTh, JOKYMEHTAIBHO 0(DOPMUTH U COOJIIOAATh CBOM TIPOLIETYPHI,
OIIpEAEIAIOLINE:

Ero coctaB (pamunuu u KBauPUKALHUIO YWICHOB) M YIPEIUBIIHI €r0 OpraH.
a) OpraHu3aiuio U NepuoUIHOCTH 3aceqanuit KEMD
b) Tlopsinok TEpBMYHOrO W  MOCICAYIOMIETO PACCMOTPEHHs JIOKYMEHTAI[MH  T10

UCCIIeIOBAHHMIO.

c) Ilocnenyroiee pacCMOTPEHHE JOKYMEHTAIMH 10 UCCIIEIOBAHMIO TPOBOIUTCS HE PEXKE
1 pa3a B rog.

d) Ipouenypy YCKOPEHHOTO paccMOTpeHHSI u YTBEPIKICHHS/ 0100 pCHHMSI

HE3HAYNTENbHBIX U3MEHEHUH IS MCCIe0BaHUM, paHee YTBEPKISHHBIX/0I00pEHHBIX
UM ke, 3acemanre Komurera TpPOBOAUTCSA HE3AMEIJIUTEIBHO MPU TOCTYIJICHHH
3asBJICHUS OT UCCIIEOBATEIS.
7.2. BrirodueHne CyOBEKTOB B HcCcliefioBaHHe 0 Toro, kak KBMOT BelgacT mMUChMEHHOE
YTBEPKICHHE/0I00pEHIE Ha IPOBEJCHUE UCCIICIOBAHMS HEAOMYCTUMO.

7.3. HenonmycTuMO OTKJIOHEHHE OT MPOTOKOJIA MM €ro M3MEHeHHe 0e3 IMpeaBapUTEebHOTO
yTBEpKACHUs/0100peHust cooTBeTcTBYyromMX mnonpaBok KBMOT, kpome Tex ciywaeB, Korjaa
HEOO0XO/JMMO YCTPaHUTh HEMOCPEJCTBEHHYIO Yrpo3y CyObeKTaM HCCIeIOBaHUA WM KOrja
W3MEHEHUsI KACATCA TOJBKO aJIMHUHHUCTPATUBHBIX WM TEXHUYECKUX AaCIEKTOB MCCIIEIOBAHUS
(HammpuMep, 3aMeHa MOHUTOPA, U3MEHEHHE HoMepa Tese(oHa).

7.4. UccnenoBatenb o0s3aH B TeUCHUE 7 KaJIeHAAPHBIX JHell He3aMeUIMTEIbHO COO0IaTh
Komurery:

a) 00 OTKIIOHEHHUSAX OT IMPOTOKOJA WM HW3MEHEHHSX MPOTOKOJA, MPOU3BEICHHBIX IS
yCTpaHEHUs HETIOCPEICTBEHHON YIpo3bl CyObEKTaM HCCIIeI0BAHMUS

0) 00 U3MEHEHUSX, YBEIIMUNBAIOIINX PUCK JIJII CYOBEKTOB W/UJN CYIIECTBEHHO BIHMSIONINX Ha
MIPOBEJICHUE MCCIIETOBAHUS



B) 000 BCEX CEPhE3HBIX HEXKENATEIbHBIX PEaKIIUsX;

I) O HOBBIX JaHHBIX, KOTOpPbIE MOTYT CBHJETEIHCTBOBATH O BO3PACTAaHHHM PHUCKA IS
CyOBEKTOB WU HEOIArONPUSTHO TIOBIHUSATH HA X0 UCCIICIOBAHMUS.

7.5. Ilpy HagTW4YuK OTKJIOHEHMH OT IPOTOKOJA, HE BXOMSIIMX B NYHKT 7.4, peOPTUPOBAHHIO
IIOJIJIC)KAT TOJILKO 3HAYMMBIC OTKJIOHCHUS 110 PEIICHHIO cioHcopa (He pexke 1 pasa B rox).

7.6. KBEMD 00s13aH He3aMeAJIUTeIbHO B UCHMEHHOM BUJIE coo011aTh
HCCJIeIOBATEII0/OpraHN3alliu:

a) 0 CBOMX PELICHUAX/3aKITFOUEHUX, KaCAIOLUXCS UCCIIEI0OBAHNUS;
0) 0 MpUYMHAX NMPUHSTHUS PEIICHUI/3aKII0UCHUI;

B) O MOPSIKE 00’KATIOBAHUS €T0 PEIICHUIN/3aKITI0OUEHUH.

8. lokymenTauusa KbM3

KBMD nomkeH XpaHUTh BCE€ JOKYMEHTHI (HAmpuMep, CBOM IMPOILEIYpHl, CIIUCKH YJICHOB C
yKa3aHUEM pojia JeATEILHOCTH U MecTa padOThl, MPEACTaBICHHBIE HA PACCMOTPEHUE JOKYMEHTHI,
MPOTOKOJIBI 3aceJaHMii M TEpPernucKy) B TEYCHHE MHUHHUMYM TpeX JIeT IIOocClie 3aBepIIeHUS
UCCIIEIOBaHUsI U TNPEAOCTaBIATh UX IO 3alpocy YINOJIHOMOYEHHBIX opraHoB. MccrienoBatenu,
CIIOHCOp, YIMOJHOMOYEHHBbIE opranbl Moryt 3ampamuBate y KbMOT ero mponenypsl U CHOUCKU
YJICHOB.

8.1. HMccnenosarens pomwkeH npencraBisstb KBMD kpaTkue nmucbMeHHbIE OTYETHI O XOJe
MCCIIEIOBAHMSI €KETOTHO WIIM YaIie, ecii 3Toro Tpedyer KbMD.

8.2. MHccnemoBaTtenb MJOMKEH HE3aMEUIUTEIBHO MPEIOCTABISATh MHCHbMEHHBIE OTYEThHI
cnorcopy, KbBMD u, B coorBeTcTBYyIOIMX ciaydasx, anmuauctpanun HUU xkapaunonornn THUMIL
0 IOOBIX W3MEHEHUSX, CYIIECTBEHHO BIHUAIOIIMX Ha TPOBEACHHE WCCIEAOBAHUS W/ MU
YBEITUYUBAIOIINUX PUCK I CYObEKTOB UCCIICIOBAHMUS.

8.3. Ilpu cooluieHusIXx 0 cMepTu HccienoBarens o0s3aH no 3anpocy KBMD mpenocraButh
Mo0yI0 JOMOJHHUTEIbHYI0 HWH(GOpMAIHIO (HAIpUMep, MPOTOKOJI BCKPHITUS W MTOCMEPTHBIN
SMUKPHU3).

9. IlpexxneBpeMeHHOE NMPEeKpalieHHe WM MPHOCTAHOBKA MCCJIET0BAHUS.

Ecniu mo kakoi-muOo TpHUMHE HCCIAeIOBAaHUE TMPEXKIACBPEMEHHO NPEKpAlIeHO WU
MIPUOCTAHOBIICHO, HWCCJIEAOBATENb JIOJDKEH HE3aMeIJIUTEIbHO WH(OOPMHUPOBATh CyOBHEKTOB
UCCIIeTOBaHMsI, 00E€CIIEYNUTh UM COOTBETCTBYIOIIEE JIeUeHNE U HAOIIOACHHE U, €CITU IPETyCMOTPEHO
HOPMaTHUBHBIMHU TpeOOBaHUSIMH, THPOPMHUPOBATH YIIOJTHOMOUYEHHBIE opranbl. Kpome Toro:

9.1. Ecmu wuccrnenoBarenb MPEXIESBPEMEHHO TMpeKpaliaeT WM [PUOCTAHABIUBAET
uccaeoBaHue 0e3 TpeABAapUTENIBHOTO COTJIACHs CIOHCOpA, OH JOKEH COOOmUTh 00 ATOM
anmuauctpauuun HUW xapauonoruu, npoundopmupoBats KBMD u mpenocraButh moapoOHoe
MUCbMEHHOE 00BICHEHUE MPUYHHBI TIPUOCTAHOBKU WJIH MPEKPAILICHUS UCCIICIOBAHMUS.

9.2. Ecnm cmoHCOp mpekpamaer WM MPHOCTaHABIMBAaeT wuccienoBanne (cm. 5.21.),
UCCIIeIoBaTeNb JOJDKEH He3aMeUINTENIbHO coo0muTh 00 aamuHuctpanun HUW kapauonorum,
npouHpopmupoBate KBMDO u mpenoctaBuTh MOAPOOHOE NHCHMEHHOE OOBSICHEHHUE NPUUNHBI
MPUOCTAHOBKH MJIM MPEKPAIIEHUS HCCIEJOBAHUS.

9.3. Ecim KBMD okoHYaTenhbHO WM BPEMEHHO OT3BIBAE€T OJIOOpPEHHE Ha MPOBEIACHHUE
WCCIIETIOBAHMS, UCCIIEOBATENh JOJKEH COOOmuUTh 00 3ToM aamuuuctpannmu HUU kapawmomnoruw,
He3aMeJIUTEILHO MPOUH(POPMHUPOBATH 00 ATOM CIOHCOpA W MPEJOCTABUTH CIIOHCOPY MOAPOOHOE
MMCbMEHHOE 00BSICHEHUE MPUINHBI IPUOCTAHOBKH WJIH MPEKPAIICHUS UCCIICIOBAHMS.



10. KonTakTsl ucciaeaoBaresist ¢ KbMDI.

10.1. Ilepen TeM Kak HayaTh UCCIIEOBaHHE, UCCIIENOBATENIb/OPraHN3aALUsA JODKHBI OTY4YUTh
MUCHbMEHHOE U AaTtupoBaHHOE ofoOpenre KbMDO mpoTtokoina ucciaenoBanus, TUCbMEHHON (OpMBI
MHGOPMHUPOBAHHOIO COIJIacMs M €€ INOCHEAYIOLMX peJakluuid, Mep, HaNpaBiICHHBIX Ha
NpUBJICUEHHE CYOBEKTOB K YYaCTHIO B HCCIEIOBAaHUU (HANpUMEp, PEKIAMHBIX OOBSBICHHI), U
JHOOBIX APYrHMX NMCbMEHHBIX MAaTepUaAJIOB, KOTOPbIE MIPEIIIOIAraeTcs NpeJoCTaBUTh CyObEKTaM.

10.2. Bmecre ¢ aApyruMu JOKYMEHTaMH WCCIEAOBaTeNb JODKeH mpenoctaButb KBMD
MOCJIETHIOK pellakLiuio Opolopsl uccienoBarens. Ecinu Opoltopy uccienoBatels JOMOJHSIOT B
XOJIe HCCJIENOBAaHUsA, HCCIeAoBaTeNb/opranu3anus o0s3anpl  npepoctaBute KBMD  HoOByIO
pelaKLuIo OPOLIOPHI UCCIIE0BATENIS.

10.3. B TedeHme wWcCIEIOBaHUS WCCIENOBATENb JOJDKeH mpenoctaBiitb KBMD Bce
MOJIEKALUE PACCMOTPEHUIO JOKYMEHTBHI.

10.4. UccnenoBarens AOJKEH IPOBOAUTH HCCIEIOBAHHE B COOTBETCTBHHM C IIPOTOKOJIOM,
COIJIACOBAaHHBIM CO CIIOHCOPOM M, IpPHU HEOOXOAMMOCTH, C YIOJHOMOYEHHBIMH OpraHamH, M
yTBepkaeHHbIM/0q00peHHsIM KBMD. B moarBepkieHne IOrOBOPEHHOCTH HCCIEIOBATENb H
CIIOHCOP MOJIUCHIBAIOT MPOTOKOJ UJIN OTAEIBHBIA JOTOBOP.

10.5. UccnenoBarenps He JOIDKEH OTKIOHATHCS OT MPOTOKOJIA MIIK BHOCUTH B HETO M3MEHEHUS
0e3 cornacus crioHcopa 1 0e3 MpelBapUTeIbHOT0 PAaCCMOTPEHHS M IOKYMEHTAIbHO 0(POPMIICHHOTO
on00penus nompaBku k nporokosny KEMD, kpome Tex ciydaeB, Korja He0OOXOIUMO YCTPAaHUTh
HEMOCPEJCTBEHHYIO YIpo3y CyOBEKTaM HCCIEIOBaHMs WM KOIJa M3MEHEHMs KacaroTCs TOJBKO
aJIMMHHUCTPATUBHBIX, WJIM TEXHUYECKHUX aCHEKTOB HCCIEOBaHUS (HampuMep, 3aMe€Ha MOHMTODA,
U3MEHEHHEe HoMepa Tene(oHa).

10.6. HccnenoBatenp WM Ha3HAYEHHOE WM JIMIO JOJDKHO OOBACHATH M JIOKYMEHTAJIHHO
0(hopMIISTH JTFOOBIE OTKIIOHEHHSI OT YTBEP>KJICHHOTO TIPOTOKOJIA.

11. KomneHcanium KOMUTETY

11.1. DTuueckas SKCIepTH3a AUCCEPTAIIMOHHBIX M WHUIMATHUBHBIX HCCIEAOBAHUN, a TaKke
BCEX JIPYTUX HCCIEIOBAaHUN OCYIIECTBISEMBIX 3a CYET OOJKETHBIX CPENICTB OCYIIECTBIISETCS
KomureToMm Ha 0e3BO3ME3IHON OCHOBE

11.2. B cnyuae, eciii 3aKa34MKOM HCCIICIOBAHUS SBISICTCS KOMMEpUYECKasi OpraHmu3aIiis, oHa
KOMIICHCUPYET aJMUHUCTPATUBHO-XO3AMCTBEHHBIE PACXOJbl IO OpPraHU3alUHd, IPOBEIACHUIO
IKCTIEPTU3BI U O(DOPMIICHHIO 3aKITFOYECHUN HAa OCHOBAaHUHU JOTOBOPA, MPHU ATOM OIjIaTa HE 3aBUCHUT
OT TOTO, OJJOOPEHBI AOKYMEHTh KOMUTETOM WM OTHOCHTEIHHO HCCIENOBAHUS MPHUHATO KaKoe-
6o npyroe pemieHue. Pazmep omiatsl onpenenseTcs: J0KaTbHBIMA HOPMAaTHBHBIMU aKTaMH.



