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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 MoJI0KEHUS

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 IIPaB U UHTEPECOB HCCIIEI0BATENCH.

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
CTaHJapTaMU MPOBEACHUS KIMHUYECKUX HUCCIIEIOBAaHUI U UCCIIEI0OBaHUI C y4aCTUEM )KMBOTHBIX, a
TaKxe 3akoHaMu PD:
e XenbCUHKCKas Aekiapaius BceMupHON MenMIMHCKOM acconuauuu "Pexomenpanuu asis
Bpaueil, 3aHuMaroIUXCcsl OMOMETUIIUHCKIMHU UCCIIEIOBAaHUSIMHU C Y4acTHUEM JItoAen";
e BceoOuias nexnapanus o 6MOITHKE U IpaBax YeJOBeKa
e MexayHapoJHble PYKOBOJAIIME MPUHLMIBI MO ATHYECKUM acleKTaM OHOMEIMIIMHCKHX
UCCIIEIOBAaHUM Ha MIOASX, pa3paboraHHble COBETOM MEXKIYHApPOJIHBIX OpraHU3aIuil
memurackux yeayr (CIOMS) (1993)
e Pexomenmannu FDA, EMA;
e Pexomennaiun BO3 xomureram mo DTHKeE, MPOBOASLIUM SKCHEPTH3Y OMOMEIMIIMHCKUX
ucciaenosanuii, Kenesa, 2000 rom;
e Crangapt orpacau OCT 42-511-99 "llpaBuna npoBeJeHHsS KaueCTBEHHBIX KIMHMYECKUX
ucneiTanuii B Poccuiickoit @eneparuu (29.12.98r.)

o ®denepanbHblif 3aK0H OT 21 HOAOPs 2011 r. Ne 323-D3 "OO0 ocHOBaxX OXpaHbl 37J0POBbS
rpaxnaas B Poccuiickoit @enepanuun’ ¢ nociae1yoUMMI U3MEHEHUSIMH U JOTIOJIHEHUSIMU;

o ®epnepanbubiii 3ak0H OT 03.07.2016 1. Ne61- @3 «O6 obOparieHnn JIeKapCTBEHHBIX CPEICTBY

e Hanuonanensiii cranaapt Poccuiickoit @enepanuu «Hannexamas Knuanaeckas
[Mpaktuka» (GCP) TOCT P 52379-2005, yrBepkA€HHBIH nmpuka3zoM DerepaibHOTO
areHTCTBA 10 TEXHUYECKOMY PETYJINPOBaHUIO U MeTposioruu oT 27.09.2001 Ne232-cr.

e HanmoHnaneHbll cranmapt «PyKkOBOACTBO IO MPOBEACHUIO KIMHWUYECKUMX HCIBITAHUN
MeIUUIMHCKUX u3sienuit» 4.1 «Oomme tpedoBanus» 'OCT P UCO 14155-1-2008 u gacts 2
«ITnanupoBanue knuanueckux ucnsitanuity 'OCT P UCO 151552-2008.

e [IpaBuna mabopatopHON MPaKTUKH, YTBEPKAeHHBIE TprKazoM M3P® Ne708H ot
23.08.2010;

e Ilpuka3 MunuctepctBa 3xapaBooxpaneHuss P® or 1 ampens 2016r. Ne200m “O6

YTBEPKJICHUU TTPABUJI HAJIJIEKAIEH KITMHUYECKON TPaKTHKN
e ['paxpanckuii kogekc PO



o «llonoxenne, permaMeHTUPYIONIEE ACSITEIFHOCTh ITHUYECKUX KOMUTETOB MPU MPOBEACHUU
KJIIMHUYECKUX HCCIIEIOBaHUIl JIEKAPCTBEHHBIX CPEACTBY. JlemapTameHTa rocyaapCcTBEHHOTO
KOHTpOJsl KadecTBa, A((EKTUBHOCTH U OE30MAaCHOCTH JIEKAPCTBEHHBIX CPEACTB H
MeaunuHckoi Texauku M3 P®, T1P. 291-22/101 ot 23.08.2001r.

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

1.3. KEMD:
= He3aBucum;
=  (OCHOBaH Ha JI0OPOBOJILHOM YJICHCTBE;

» KBMD He nomkeH HMETh MNpSAMOM 3aMHTEPECOBAHHOCTU B KOHKPETHOM HCCJIEIOBAaHUU
(ucnpiTanuu). HesaBucuMO OT wHccienoBaTelis, 3aKa3udKa, CHOHCOpa WIM MEIUIIMHCKOTO
yupexaeHuss KoMuTer peneH3upyer IUIaHbl MCCIECIOBAaHUNM W MEXaHU3Mbl 3alUThHl IIpaB
4eJI0BEKa U ero 0e30MacCHOCTH, a TaK e T'YMaHHOI'O OTHOLIEHUS K KMBOTHBIM.

* Csoro gesrenpHocTh KBMO ocyiiecTBisieT Ha OCHOBE NPUHLIMIIOB TYMaHU3Ma, paBHOIIPABUs
BCEX CBOMX UICHOB, CaMOYIpaBJIEHUs, B cOOTBETCTBUU ¢ KoHcTuTynmel u aelcTBYOLIMM
3aKoHoAarenbCcTBOM Pocculickoit denepanuu.

. HpI/I IMpOBCACHUU MHOI'OLCHTPOBLIX HCCIIeOBaHU M KBMD mMoxer JACICTUPOBATh 4aCTb CBOUX
MMOJTHOMOYMI HCHTPAJIbHOMY 3THYCCKOMY KOMHUTETY IJId COOTBECTCTBYIOIICTO IMPOCKTA.

2. e KbM3

2.1. 3aH_II/ITa 1pas, 0C30ITaCHOCTH U HHTCPECOB BCCX YUACTHUKOB 6I/IOMGI[I/II_[I/IHCKI/IX HCCHGHOB&HHﬁ,

2.2. OOecrieueHne COOMIOACHUS DSTHUYECKUX CTAHJAPTOB B KIWHUYECKOW TIPAKTUKE W TIPH
OCYLIECTBJICHUU HAYYHO-UCCIIEN0BATEIbCKON JEATEIbHOCTH.

2.3. O6GecrieueHne cOOIIOICHHSI IPUHIIMITOB TYMaHHOTO OTHOIICHUS K dKHUBOTHBIM IIPH MPOBEICHUN
JKCIIEPUMEHTOB U UCCIEN0BAaHUN HA )KUBOTHBIX.

3. Craryc u noanomounsi Komurera mo 6momeanunHcKoi ITuke

3.1. Ilpu nmaHMpOBaHUU OMOMEIUIIMHCKUX UCCIEIOBaHMS C YYacTHEM JIIOAEH MM JKUBOTHBIX Ha
6a3ze HUU xapnuonoruu , KBMO3 ocymectsisier atuueckytro skcneptusy (cormacuo COII), kak no
Hayaja MCCIIEOBaHUs, TaK M B IPOIECCE €ro MPOBEACHHUS, C NMPAaBOM BBIHECEHMs pEIIeHHUs 00
0JI00pEHUI/HEOT00PEHUH POBEJICHUS TAKUX WCCIICTOBAHMM.

3.2. KBMD ocyiiecTBiIsieT 3THYECKOE CONPOBOXKACHHWE HA BCEM MPOTSHKEHUH MPOBEACHUS
HAYYHOTO HCCIIeIOBaHMsI, oOecrieunBasi COOIII0/ICHIE HHTEPECOB U MPaB YYaCTHUKOB MCCIICIOBAHUS
Y METUIIMHCKOT'O MIepCcoHaa.

3.3. IIpoBomuT 3KCIpecc-OlEeHKY XO0Ja KIMHUYECKUX HMCCICTOBAHUN B CIlydae HETPEIBUIACHHBIX
00CTOSITENLCTB, Pa3BUTHS HEONATONPUATHBIX PEaKIMidi Ha H3y4aeMble METO/IbI JICYCHUS U cOO0IIaeT
0 pe3yabTaTax MPOBEPKH B OHUIMATEHBIC HHCTAHIHH.

3.4. B UCKJTIOUNTENBHBIX CIyYasX MPUHUMAET PEIICHUE O BPEMEHHOM MPEKPaICHUH UCCIIET0BAHMS
WIN BBIXOJUT C XOJATalCTBOM O TPEKPAIICHWH HCCIEIOBAaHHMSA B Pa3pPEUIMTENBHBIC OPraHbl U
Komurer no stuke npu denepaabHOM OpraHe KOHTPOJIS KauecTBa, 3 (HEeKTUBHOCTH, 6€30aCHOCTH
JIEKapCTBEHHBIX CPEJCTB, KOT/Aa JaJbHEWIIee MPOJOJDKEHUE HCCIEIOBAHUS MOXET IPHBECTH K
HaHECEHUIO yiiepOa 37J0pOBbIO/KU3HN YIaCTHUKAM HCCIICTOBAHMS



3.5.Ha orane 3aBepmienusi KiaMHUYeckoro wuccienoBanuss HOK oOecneumBaer rapaHTtun
CO0JIIOICHHS KOH(UAEHIIMAIBHOCTH 110 OTHOUIEHUIO K YYAaCTHUKY MCCIEIOBaHUA U Pa3paboOTUUKy
IIPU UCIIOJIB30BAHUU PE3YJIBTATOB UCCIIEIOBAHUS.

4.CoctaB KbM3

4.1. HezaBucumbiii Otuueckuit Komurter cocroutr wu3 Ilpencenarens, ero 3amecTUTENs,
OTBETCTBEHHOT'O CEKpeTaps M WIEHOB KOMHUTETa, OOLIeil YHCIeHHOCThIO 7/-15 uenoBek, MpHu 3TOM
VUUTBHIBAIOTCS Takue (aKTOpbl, Kak NpodeCCHOHATbHAs IMOATOTOBKA KaHAMIATOB (y4YeHBIE,
MEAUIMHCKUE pabOTHUKHM), CcOaTaHCUPOBAHHOE IMPEICTABUTENBCTBO IO TOJY, BKJIIOYEHHE
npencTaBuTeneld odmecTBeHHOCTH. M3 HUX X0Ts Obl oauH wieHd HOK momkeH ObITh HE CBSI3aH ¢
HAy4YHOU JEATEIBHOCTBIO U XOTsI Obl OAMH JOJKEH He ObITh coTpyaHukom HUU kapauonoruu.

4.2 TTomaomounst KBMD neiicTBUTENBHBI B TEYCHUE 3 JIET, ITOCJIC KOTOPBIX MPOW3BOJUTCS POTAIUS
cocraBa u [Ipencenarens. DTOT cpok MOXKET OBITH MPOJUIEH Ha CIENYIOIIMHA 3-TeTHUM Nepuoa B
cryqae, ecamu  wieH KBMD  mpomomkaer  COOTBETCTBOBATH ~ BCEM  HEOOXOIMMBIM
KBaTM(UKAIIMOHHBIM TpeOoBaHusM. [loBropHOoe Ha3HaueHue uwieHa KBMD momkHO OBITh
JOKYMEHTAJIBHO OTPaKEHO B periennu 3aceganuss KbMDO.

4.3.B cinyuae, ecnu uineH KbMD B cuily 00bEKTUBHBIX WM JPYTUX NMPUYMH HE MOXKET aKTHBHO
yuyactBoBaTh B pabore KBMDO, oH MoxeT ObITh BBIBEIEH U3 €ro COCTaBa MO COOCTBEHHOMY
’KEJIaHHIO, COIIACHO NIOJaHHOMY 3asIBJICHUIO U OCYLIECTBIISETCS IPOLeypa POTALUH.

4.4.1lepconaneHbiii coctaB KBMD yrBepxkaaercs aupexktropom HUU kapamonoruu. IIpencenarens
KBMD, ero 3amectuTenb KW OTBETCTBEHHBIM CEKpeTapb H30MpalOTCs Ha IEPBOM 3acelaHuu
yTBepkIeHHoro cocraBa KBMD cpokom Ha 3 roma C BO3MOXKHOCTBIO MEpEBHIOOPOB Ha
nocjenyoomue 3 roja, YTo JOKyMEHTAJIBHO OTPa)kaeTcs B pellleHuH 3aceaanus Komurera.

4.5 Ilpencenarens KBMD sBasercs o¢QuIUanbHBIM MpEACTaBUTEIEM B €ro KOHTAKTax ¢
3aKa3yrMKaMu (CIIOHCOpaMHM), 3asBUTEISIMH, HUCCIENOBATENSAMH, Pa3peIINTEIbHBIMA UHCTAHLIUSMHU.
OH rapantupyer coorBercTBHe aedarenbHocTh KBM3  ero IlonoxkeHnro, cTaHAapTHBIM
Ipoueaypam, 3aKOHOJaTeNIbHBIM U HOPMaTUBHBIM akTaM, poBoAuT 3acenanus KbMD, orBeuaer 3a
co3maHue u nepecMorp noijoxkeHus o KBMD um ero cranmapTHbIX ONEpALMOHHBIX IPOLENYP,
OpraHM3alMi0 COBEUIAHWM, NpPUITIAIIEHUE HE3aBUCHUMbBIX KOHCYJIbTAaHTOB Ul IPOBEICHUS
crnienn(puIecKoil SKCIepTU3bl 10 KOHKPETHOMY UCCIIEJOBAHUIO, CBSI3b C O0IIECTBEHHOCTBIO.

4.6.Unenst HOK nomkHBI MPONTH Kypc OOy4YEHHs 1O 3THKO-TIPABOBBIM HOPMaM M IMPOBEICHUIO
KAueCTBCHHBIX KIMHUYECKUX HCCICNOBAHUM JIEKAPCTBEHHBIX CPEICTB U IIOCTOSHHO ITOBBIIIATH
CBOIO KBaTM(UKAIIHIO.

4.7.Bce unensl HOK u TexHuyeckuil mepcoHal IODKHBI COOMOAaTh KOH(HUACHIMAIBLHOCTh B
BOITPOCAX, CBA3AHHBIX C KIIMHUYECKUMH UCCIIEIOBAHUSIMH JICKAPCTBEHHBIX CPE/ICTB.

5. 06sa3anHocT KBM)

5.1. KBMD npu3BaH 3amminaTh IpaBa, 0e30MacHOCTb U OJaronoiyyme BCeX CYyOBEKTOB
uccnenoBanus. MccnenoBaHusM ¢ y9acTHEeM YS3BHUMBIX CYOBEKTOB JOJDKHO OBITH YAEICHO 0co00e
BHUMaHHE.

5.2. Ilpu nnanuposanuu uccaenopanuit KBMD paccmarpuBaer cieayronme JOKYMEHThI:

- IPOTOKOJI UCCIIEIOBAHMS/TIONPABKH;

- NHCbMEHHYI0 (opMy HH(DOPMHPOBAHHOTO cOTJacHs M €€ TOCIeAyIOIINe pedaKuy,
npeaJiaraeMble UCClIeIOBATENEM JIJIsl UCIIOIb30BAHUS B UCCIIEIOBAHUN;

- IICbMEHHBIE MaTepUalbl, KOTOpPbIE OYIYT MPEIOCTaBIECHBI CYOBEKTaM;



- OpoIIropy KccIea0BaTeNs;
- U3BECTHYIO MH(OPMAIINIO, KaCAIOIIyIOCs 0€30MaCHOCTH;
- “H(OPMALIHIO O BHIIUIATaX U KOMIICHCAIUAX CYOBEKTaM UCCIICIOBAHUS;

- Jr00bIe ApyrUe JOKYMEHTHI, KOTOphie MOryT moTpedoBaTbcss DCO/ Ui BBIMOJHEHHS €r0
00s3aHHOCTEN.

KBMD paccmaTtpuBaeT BOIpoC O MPOBEICHUN MPEIaraeéMoro KIIMHHYECKOTO UCCIICIOBAHHS B
pasyMHBIE CPOKH M JOKYMEHTAIbHO O(GOPMIISIET CBO€ MHEHHE, YETKO WACHTUPUIHPYS
UCCIIEIOBAaHKE, PACCMOTPEHHBIC JJOKYMEHTHI U JIaThl TIPU BBIHECCHUU CIICAYIOIINAX PEIICHHIA:

- YTBEPKICHUS/0100pEHHUS;

- TpeOOBaHUs O BHECECHUU M3MECHEHUI, HECOOXOIUMBIX JUTS MTOJYYCHUS YTBEPIKIACHUS UITH

0J100peHMS;

- OTPHIIATEIBHOTO 3aKJIFOUYCHHS/HE0TI00PCHHUS;

- OTMCHBI/TIPHOCTAHOBIICHUS JAHHBIX PAHEE YTBEPKACHUS/OJOOPCHHUS.

5.3. KBMD paccMaTpuBaeT KaxI0€ TEKYIIee MCCICIOBaHUE C TMEPUOJUYHOCTBIO, aJCKBATHOM
PHCKY JJIs1 CYOBEKTOB HCCIIEOBAaHUS, HO HE PEXKe OJHOTO pas3a B TOJ.

5.4. KBMD wmoxer mnorpeboBaTh, 4TOOBI CyOBEKTaM HCCIEIOBAaHUS MMOMHMO HH(poOpmanuu,
YKa3aHHOH BBIIIE, OBLIH MPEIOCTABICHBI JOMOIHUTEIbHBIC CBEICHHUS 00 MCCIEI0BAaHUM, €CIH, IO
mHeHno KBMD /, 3ta mH(pOpMaius MO3BOJIMT CYHIECTBEHHO IMOBBICUTH CTEINICHb 3aIUTHI TPaB,
0€30MaCHOCTH W/WIIK OJIarornorydusi CyObeKTOB.

5.5. Ecim mpoTOKOJI TMpeaycMaTpUBAaeT HEBO3MOXKHOCTH TIOJYYCHHUsS COIVIACHS HAa Y4YacTHE B
UCCIICIOBAaHNM Y CyOBeKTa WM ero 3akoHHoro mnpexacraBurens (cm. 4.8.15.) mo MomeHTa
BKIIIOUEHUs1 CcyOBbekTa B wuccienoBanne, KbBMD nomkeH yOeauTbcs, YTO MPEIOCTaBICHHBIH
IMPOTOKOJ A/nnu Aapyrasgd AJOKYMCHTaLUA COOTBETCTBYIOT 3THYCCKMM HOpMaM W HOPMATHBHBIM
TpeOOBaHUSAM JJIsl TAKUX UCCIEIOBAaHUH (HAIIpUMep, MPU HEOTIOKHBIX COCTOSIHHSIX ).

5.6. KbBMD paccmatpuBaet pazmep U MOPAIOK BBIIUIAT CYOBEKTY HCCIEI0BAHUS, YTOOBI YOS TUTHCS
B OTCYTCTBUM HEOOOCHOBAaHHOW 3aMHTEPECOBAHHOCTHM WM  HPUHYXKJIEHUS  CYOBEKTOB
uccnenoBanus. Pa3mep BbIIaT cyObeKkTaM JOJDKEH OBbITh 3apaHee OIpelesieH M He JOJDKEH
LIEJIMKOM 3aBUCETh OT TOT0, 3aBEPILINI CYOBEKT UCCIIEIOBAaHUE MTOJTHOCTHIO MIIA HET.

5.7. KBMD pnomxen yOemuTbcs B TOM, uYTO HH(pOpMaIMs, Kacarollascs BBIUIAT CyObeKTaM
WCCIIIOBAHMSI, BKJIFOYAsi METOJbI, CYMMBI W TrpadWK BBIILIAT, OTpakeHa B NMHUCHMEHHOH (opme
MH(GOPMHUPOBAHHOTO COTJIACUSl M JIHOOOM Jpyroil muchbMeHHON HH(pOpMalMM, MPEAOCTABIAEMON
cyonrekTam. JIoioKkHO OBITh YKa3aHO, KAKUM 00pa3oM Oy/eT OnpeIesieH pa3Mep BhITUIAT.

6. DyHKU MM ¥ NOPAAOK pacoTsl KBMI

6.1. KEMD nomxeH MMeTh B CBOEM COCTaBe JOCTATOYHOE YHUCIIO JIUI, CYMMapHO 00JaJaromux
HEOOXOJIUMBIM ONBITOM WM KBATH(PHUKAIUEH JJI OIEHKH HAYYHBIX, MEIAWIIMHCKUX W ITHUYCCKHUX
aCTIEKTOB MPEAJIaraéMoro UCCIICIOBAHMUS.
Pexomennayetcs, yto0sl B OCO/ BXOIUIIN:

a) HE MEHEE MSTH YJICHOB;

0) KaK MUHMYM OJIMH YJI€H, YbH UHTEPECHI JIEXkKAT BHE c(Pephl HAYKU;

B) KaK MUHHMYM OJMH WICH, KOTOPHI HE 3aBUCUT OT OpraHU3aI[MU/UCCIEIOBATEIHCKOTO
LIEHTpA.

['on0CcoBaTh/BRIpAKATE MHEHHE 10 HMCCIEAOBAHHUIO MMEIOT IPaBO TOJILKO Te uneHbl KBEMD,
KOTOpBIC HE 3aBUCAT OT MCCIIEA0BATEIIS M CIIOHCOpa JaHHOro ncciaenoBanns. KbBMD momken BecTu
CIHMCOK CBOMX YICHOB C YKa3aHHEM UX KBaTU(UKAILIUU.




6.2. KEMD nomkeH OCyIIeCTBIIATh JAEATEIbHOCTh B COOTBETCTBUH C MMCHbMEHHBIMHU MPOLIEAYPAMH,
JOKYMEHTUPOBaTh CBOIO paboOTy, BECTH NPOTOKOJIBI 3acedaHuii, a Takxke cobmoaare GCP u
HOpPMAaTHBHBIE TPeOOBaHUS.

6.3. KbMD npunHuMaer peuieHuss Ha OOBSBICHHBIX 3acelaHUSX MpPU HAIUYUU KBOPyMa,
YCTaHOBJICHHOT'O €r0 MUCbMEHHBIMU MPOLIETyPAMH.

6.4. IIpaBo rosocoBaTh/BbICKa3bIBaTh CBOE MHEHHME W/UIM PEKOMEHJIAIMM UMEIOT TOJIBKO T€ WIEHBI
KBMD, koTOpbIe y4acTBYIOT B pACCMOTPEHUH JOKYMEHTALMU 1 00CYXKICHUH.

6.5. MccnenoBarenb MOXET MPEAOCTABIATh HHPOPMALIMIO 110 JIFOOBIM aCleKTaM MCCIE0BAHUs, HO
HE MOXKET Y4acTBOBATh B IPEHUSIX WM B TOJIOCOBAaHUH/BBIpaboTKe MHeHUsT KBMD.

6.6. KEMD MoxeT O6DaH_IaTBC$I 3a IIOMOIIIBIO K 3KCIIEPpTaM, HC ABJIAOIIMNMCA €Iro YICHAMU.

7. llpouenypsi pa6orsl KbM3I

7.1. KBMD noimkeH pa3paborarh, JOKYMEHTAIBHO OPOPMHUTH M COOJIFOIATh CBOU TIPOIEAYPHI,
OTIpEAETSIONIHE:

Ero cocraB (pammmu u KBaTuUKAINIO WICHOB) U YUIPESIUBIINN €T0 OpPTaH.
a) Oprasu3aiuio 1 IepUOIUIHOCTS 3aceaanniit KbMD
b) IMopsmox TEpBUYHOrO ©  MOCIACAYIOMIETO PACCMOTPEHHUS JTOKYMEHTALUU  I10

UCCIICIOBAHHMIO.

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

d) Ipouenypy YCKOPEHHOTO paccMOTpeHHS u YTBEPIKICHHSI/0J0OpEHUS

HE3HAYNTENbHBIX U3MEHEHUH IS MCCIe0BaHUM, paHee YTBEPKISHHBIX/0I00PEHHBIX
UM ke, 3acegaHue KomurTera TPOBOIUTCS HE3AMEIJIUTEIBHO TPU TOCTYIICHUU
3asBJICHHS OT MCCIIE0BATEIIS.
7.2. BrirodueHue CyOBEKTOB B HcCcliefioBaHHe 10 Toro, kak KBMOT BelgacT muchMeHHOE
yTBEepXkAeHHE/0A00pEeHNEe Ha POBEICHNE UCCIICIOBAHMS HEIOMTYCTUMO.

7.3. HemormycTuMO OTKJIOHEHHE OT TPOTOKOJIA WM €r0 M3MEHEHHe 0e3 IMpeIBapUTEeIbHOTO
YTBEPKACHUS/OJOOpeHHs COOTBETCTBYyIOmUX mompaBok KBMOT, kpome Tex ciy4aeB, Korua
HEOOXOJIMMO YCTPAHUTh HEMOCPEJCTBEHHYIO YIpo3y CyOBEKTaM WCCIICIOBAaHMS WJIA KOT/a
W3MEHEHHUS KacaloTCs TOJbKO aJIMUHUCTPATUBHBIX WM TEXHUYECKHX AaCIEKTOB HCCIIECTOBaHUS
(Hanmpumep, 3aMeHa MOHHMTOpPA, I3MEHEHHE HoMepa TeliepoHa).

7.4. UccrnenoBatens 00s3aH B TeUCHHE 7 KaJeHJAPHBIX AHeH He3aMeIIUTEeNbHO COOOIIaTh
Komurery:

a) 00 OTKJIIOHEHHSX OT NPOTOKOJA WM HM3MEHEHHSIX IPOTOKOJA, MPOU3BEIACHHBIX IS
yCTpaHEeHHs HETIOCPEICTBEHHOM Yrpo3bl CyOBEKTaM UCCIEIOBAHUS

0) 00 M3MEHEHUSX, YBEITMUNBAIOIINX PUCK U CYOBEKTOB W/UIM CYIIECTBEHHO BIIHMSIONINX Ha
MIPOBEACHUE UCCIIEIOBAHUS

B) 000 BCEX CEphE3HBIX HEXKETATEIBHBIX PEAKITUX;

) O HOBBIX JaHHBIX, KOTOpPbIE MOTYT CBHJETEIHCTBOBATH O BO3PACTAaHUHM pHUCKA s
CyOBbEKTOB MM HEOJArONpUsTHO MOBIUSATH HAa X0/ MCCIIEIOBAHHUS.

7.5. Ilpy HanU4YMK OTKJIIOHEHUN OT MPOTOKOJA, HE BXOASAIIMX B MYHKT /.4, pElOPTUPOBAHUIO
MOJIIEKAT TOJIBKO 3HAYMMBbIE OTKJIOHEHHUSI 110 PEHICHUIO CTIOHCopa (He pexe 1 pasza B ron).

7.6. KbBMD 00s3aH He3aMeIJINTeILHO B NUCEMEHHOM  BHUJE coo0maTh
HCCIIEIOBATENI0/OpraHu3aluu:

a) 0 CBOMX PEUICHUIX/3aKITIOYCHHSIX, KACAIOIINXCSl UCCIICOBAHNUS,



0) 0 MpUYMHAX MPUHSITHUS PELICHN/3aKITI0YCHUH;

B) O MOPSIKE 00’KAJTIOBAHUS €T0 PEIICHUIN/3aKTI0UEHUH.

8. lokymeHnTauusa KbM3

KBMD nomkeH XpaHUTh BCEe JOKYMEHTHI (HAampuMep, CBOM IMPOLEIYpHI, CIIUCKH YJICHOB C
YKa3aHHUEM poJia JEATEIbHOCTU U MecTa paboThl, IPEACTABICHHbIE HA PACCMOTPEHUE JOKYMEHTHI,
MPOTOKOJIBI 3aceJaHuil M NEpPenucKy) B TEYEHHE MHUHHUMYM TpeX JIeT I[I0ocClie 3aBepLICHUS
UCCIIEIOBaHUsI U MPEJOCTaBIATh UX IO 3alpocy YINOJIHOMOYEHHBIX opraHoB. MccienoBatenu,
CIIOHCOP, YIOJHOMOYEHHBIE Opranbl MOryT 3anpammuBaTe y KBMOT ero mponeaypbl u CHuUCKU
YJICHOB.

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

8.2. MHccnenmoBatenb MAOMKEH HE3aMEUIUTEIBHO MPEIOCTABIATh MHCHbMEHHBIE OTYEThI
cnorcopy, KbBMD u, B coorBeTcTByrommx ciydasx, anmuauctpauun HUW kapauonorun THUMIL
0 IOOBIX HW3MEHEHUSX, CYHIECTBEHHO BIMAIOIIMX Ha TPOBEIACHHE WCCICAOBAHUSA W/ WU
YBEJIMYMBAIOIINX PUCK I CyOBEKTOB UCCIICIOBAHMSI.

8.3. Ilpu coobmieHusax o cMepTH uccienoBatenb ob6s3aH no 3anpocy KBMD mpenocraButh
MO0y JIOMOJIHUTENbHYI0 HH(pOpMAIMio (HAmpuMep, IPOTOKOJI BCKPBITHS W ITOCMEPTHBIN
AIUKPHU3).

9. IlpexxneBpeMeHHOE NPEeKpalieHHe WM MPHOCTAHOBKA MCCJIE0BAHUS.

Ecnu no kakoil-nuOo mnpuyMHE HCCIEIOBAaHUE MPEXKAEBPEMEHHO TPEKPaleHO WM
MIPUOCTAHOBIIEHO, HCCJIENOBaTeNlb JOJDKEH He3aMEeMJIUTENbHO HWHGOPMHUPOBATH CYOBEKTOB
UCCleIoBaHMsl, 00ECIIeYUTh UM COOTBETCTBYIOLIEE JIEUeHUE U HAOJIIOICHHUE U, €CIIH ITPETYCMOTPEHO
HOPMaTUBHBIMH TPeOOBaHUSAMHU, THPOPMHUPOBAThH YIIOJIHOMOUYEHHBIE opranbl. Kpome Toro:

9.1. Ecmu wccnenoBarenbs MNPEXICBPEMEHHO MpEKpallaeT MWIM  [PHOCTaHABIMBAET
uccienoBaHue 0e3 MpeABapUTEIbHOIO COIVIacUsl CIIOHCOpPA, OH JOJDKEH COOOIUTh 00 3TOM
anmuuuctpaunn HUU xapamonorun, nmpoundopmupoBate KBMD u mpenocraButh moapoOHoe
MMCbMEHHOE 00BSCHEHUE MPUYMHBI IPUOCTAHOBKU WJIM MPEKPAILEHUs UCCIIEOBAHMUS.

9.2. Ecnm cmnoHcOp mpekpaiiaeT WIM NpUOCTaHaBIMBaeT uccienoBanue (cMm. 5.21.),
UCCIIeIOBAaTeNb JOJKEH He3aMeMJIUTEeNbHO coo0muTh 00 aamunuctpauuu HUW kapauonoruw,
npouHpopmupoate KBMD u mnpenocraBuTh mnogpoOHOE NHUCBMEHHOE OOBICHEHHE NPUYMHBI
MIPUOCTAHOBKY MJIM MPEKPALIECHUS HCCIENOBAHUS.

9.3. Ecnru KBMD okoHYaTenhbHO WJIM BpPEMEHHO OT3bIBa€T OJOOpEHHE Ha MPOBEICHUE
WCCTIEIOBAHMS, UCCIEA0BATENb JOJKEH coo0muTh 00 3ToM aamuuuctparuu HUU kapauonoruwu,
HE3aMeIUTEIFHO MPOUH(POPMHUPOBATH 00 ATOM CHOHCOPA W MPEJOCTABUTH CIIOHCOPY MOAPOOHOE
MUCEMEHHOE 00BICHEHUE MPUYHHBI IPUOCTAHOBKH WITU MPEKPAIICHUS UCCIICTOBaHUS.

10. KoHTakTsl ucciaeaoBaresisa ¢ KbM)I.

10.1. Ilepen Tem kak HadaTh MCCIEAOBAHUE, UCCIIEIOBATENL/OpraHU3aIUs TOMKHBI TOTYIUTh
MUCbMEHHOE M JatupoBaHHoe ono0penne KbMD nmpoTokoina nccnenoBaHusi, TMCbMEHHONW (POPMBI
WH(GOPMHUPOBAHHOTO COTJIaCHsl M €€ TMOCJIENYIOIUX peAaKkiuid, Mep, HalpaBJICHHbIX Ha
MPUBJICYCHUE CYOBEKTOB K YYaCTHIO B HMCCIICIOBaHMM (HAmpUMEpP, PEKIAMHBIX OOBSBIICHUN), H
TMOOBIX APYrUX NUCbMEHHBIX MAaTepUAJIOB, KOTOPBIE MPEIOIaracTcs NpeJoCTaBUTh CyObEKTaM.

10.2. BMmecte c npyruMHu JOKYMEHTaMH HCCIEIOBaTeNb JOJDKEH mpeaoctaButh KbBMD
MOCIICAHIOI0 PEAAKIINI0 OpOIIIOpHI uccieaoBarens. Ecnu Oporropy uccienoBarens IOMONHSIOT B
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XOJIe HCCIENOBaHUs, HCCleAoBaTeNnb/opranu3amus o0s3anpl  npepoctaBute KBMD  HoByio
pelaKLuIo OPOLIOPHI UCCIIE0BATEIS.

10.3. B TedeHme wmccieqOBaHUS HCCIEAOBATeNb JOJDKeH mpenoctaBiitb KBMD Bce
MOJIEKAIUE PACCMOTPEHUIO JOKYMEHTBHI.

10.4. UccnenoBarens AOJKEH IPOBOAUTH UCCIEIOBAHHE B COOTBETCTBHHM C IIPOTOKOJIOM,
COIJIACOBAHHBIM CO CIIOHCOPOM M, IpPHU HEOOXOAMMOCTH, C YIOJHOMOYEHHBIMH OpraHamH, M
yTBepKaeHHbIM/0100peHHIM KBMD. B moarBepikaeHHe JOTOBOPEHHOCTH HCCIENOBATENb H
CIIOHCOP MOJIUCHIBAIOT IPOTOKOJ UJIU OTAEIBHBIA JOTOBOP.

10.5. UccnenoBarens He JOIDKEH OTKIOHATHCS OT MPOTOKOJIA MIIM BHOCUTH B HETO M3MEHEHUS
0e3 cornacus crioHcopa U 0e3 MpeBapuTeIbHOr0 paCCMOTPEHMSI M IOKYMEHTaJIbHO 0(OPMIIEHHOTO
ono0penust monpaBku K npotokony KBMD, kpome Tex citydaeB, KOTJia HEOOXOAWMO YCTPAHUTh
HEMOCPEJCTBEHHYIO Yrpo3y CyOBEKTaM HCCIEIOBaHMs WM KOIJa M3MEHEHMs KacaroTCs TOJBKO
aJIMMHHUCTPATUBHBIX, WJIM TEXHUUYECKHUX ACIEKTOB HCCIIEJOBaHMs (HAIpUMEp, 3aMeHa MOHUTOPA,
W3MEHEHHEe HoMepa TeedoHa).

10.6. HccnenoBatenp WM Ha3HAYEHHOE WM JIMIO JOJDKHO OOBACHATH M JIOKYMEHTAJIHHO
0(hopMIIATH JTH00BIE OTKJIOHEHHS OT YTBEPIKACHHOTO IPOTOKOJIA.

11. KoMmneHcauyu KOMUTETY

11.1. DTrueckas sKkcrepTH3a AUCCEPTALMOHHBIX U MHUIMATUBHBIX HCCIEAOBAHUN, a TaKKe
BCEX JIPYTHX HCCIEIOBAaHMH OCYIIECTBISAEMBIX 3a CYeT OIO/DKETHBIX CPEICTB OCYLIECTBISETCA
KomureToMm Ha 0e3BO3ME3THON OCHOBE

11.2. B cnyuae, ecinu 3aKa34yMKOM HCCIEIOBAHUS SIBISIETCS KOMMEpUYEcKas OpraHu3alius, oHa
KOMITCHCUPYET aIMUHUCTPATUBHO-XO35IMCTBEHHBIE PAacX0/bl HA OCHOBAHUHU JIOTOBOPA, CBS3aHHBIE C
opranmzaipei u paboToll KOMHUTETa, IPU ATOM OIUIaTa HE 3aBUCUT OT TOTO, OJJOOPEHBI TOKYMEHTHI
KomuteToM nnm oTHOCHUTENBHO MCCIIEIOBAHUS MIPUHATO KAKOE-THO0 IPYyroe perieHue.

Pasmep omnaTel Uisi MEPBUYHOTO PACCMOTPEHHS AOKyMeHTOB cocTaBisier 3000 pybneit; ans
BCEX CIydaeB, TPEOYIOIIMX TMOBTOPHOTO paccMOTpeHus u ono0penus- 50% OT CTOMMOCTH
MEPBUYHOTO pacCMOTPEHUS JOKyMeHTOB. Pa3smep aBancoBoit cymmbl- 3000 pyOieii.



