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MMOJIOKEHUE
O KOMHUCCHH 1TO BHO3THKE

1. O6uHe nNoJoKeHud.

Komucenss no 6Guostuke (nanee Kommccns) dyHkuuoHupyer Ha 0Oase HMuctutyTa
ononornu paszsutus uM. H.ICKonsuosa PAH (nanee — IBP PAH) B kauecTse 00I11[eCTBEHHOT 0
obbenuHeHds 6e3  obpasopanus fopuaxdeckoro nuua. Kommecns mpeAcTaBIAcT codoit
He3aBHCHUMBIH OpraH M HCXOJMT W3 TMPHUHIHUIOB TFYMAHHOrO OTHOLICHHA K naGopaTopHBIM
JKMBOTHBIM M MX PaIiOHANBHOrO HCronb3oBanus. [Jlearenpnocts Komuccnn HanpapieHa Ha
KOHCYJIBTATHBHYIO TOMOIIL H OCYLIECTBIEHHE KOHTPOJA HAll CODIOACHHEM MEKIAYHAPOAHBIX
MpaBuJ TPOBEIAEHHs OKCIEPUMEHTOB HAa JKHBOTHBIX, KOHTPOJS KadecTsa H 0e30MnacHOCTH
NpUMEHEHNs KIETOK M TKaHeil uenoseka W MPOJYKTOB Ha HX OCHOBC (nanee — Guomarepual
yenoBeka) B nabopaTopHOi  MpakTHKE M KOHTPOIA 34 coQuoigHeM  Npag U
KOH(UAEHIMATBHOCTH JIAHHBIX JIOHOPOB OHoMaTepHarna.

Komuccus o 6uo3THKE — OTKPLITHIH opraH. MH(opmMalus o 4iIcHaX KOMHCCHH, rpaduke
paBoTHI 1 BCEX MPUHATLIX PELICHHAX HE MOKET ObITh KOH()UICHIIMAILHOM.

Bee moapaszenenus MHcTHTYTa, CTOPOHHHE OPTaHU3ALHH, MPOBOJLIIE MCCICA0BAHIA
Ha GuHOMATepHale YeNOBeka B CIELHAIN3HPOBAHHOM IOMEIICHHH, Ha JKHBOTHBIX B IPYIIC
GHONOTHUECKUX MOJIENIeil ¥ ocyLIecTBsolHe cOop GHONOrHYECKOro MaTeprala myTeM H3bATHA
ocobeit 13 MPUPOHOIT MONyJIsLHI, 0053aHbl B3aHMOACHCTBOBATD C Komiccnelii.

B cBoeii pesartensHocTH - KoMmMuccHs PYKOBOJACTBYETCS —HACTOALINM TTonoxenuem,
sakonomatenscTBamMu Poceniickoii Mepepauun (0T 19.06.2003 Ne 267, ot 26.10. 2020 Ne 13-7-
2/469, or 7.11.2024 r Ne 669) u MOJOKCHHAMH «EBporeiickoll KOHBEHIMM O 3alHTE
[T03BOHOYHBIX KHBOTHBIX, UCTIONB3YEMBIX /TS SKCTIEPHUMEHTATbHBIX M APYTHX HAyHHBIX uenei»
(Ctpacbypr, 1986), XeabcuHckoii nexnapanueii 1964 r. B penaxuun 2024r. (WMA Declaration
of Helsinki - Ethical Principles for Medical Research Involving Human Subjects),
HanmonansHoii crpaterneil mo coxpaneHnio Guopasnoodpasus B Poccuiickoil denepanvu
(HCCBP) (MockBa, mions 2001), a TakiKke ApYTHMH HOPMAaMH POCCHIICKOrO M MEHLyHapOAHOTO
npaBa, pErJIAMEHTHPYIOIIMMH  BOTIPOCH  COACPXKAHUA 1 HCTIOJIL30BAHMA 1ab0opaTOPHBIX
(OKCTIEPUMEHTATILHBIX) JKHBOTHBIX, MCTMOJNIL30BAHUA  OHOJOTMYECKOro  Mareprana yenoBeKa
(KJIETOUHBIX KYJILTYP M TKaHeil) i BMeaTelbeTBa B IPHPOHBIC MOy IALIH 1 HKOCHCTEMBI.

[pn pabore ¢ OGuomarepnanom uenopexa Komuccus pyKOBOACTBYCTCA TAKKE
pexomenatmsmu Euro GTP Guidance (mpoekT B paMKax 2-H IpOrpaMmMel AeiicTBHil B 00MacTH
snpaBooxpanenus na 2008-2013 B EC) n [dnpexrupamu EspocoBera M EBpomnapiaMeHTa
2004/23/EC «O6 yTBepskIeHuH CTaHAAPTOB Ka4yecTsa 1 0e30TacHOCTH HpH 3abope, o0OpadoTKe,
TECTHPOBAHMH, KOHCEPBALMH, XPAHCHUH H PACIIPOCTPAHEHHH HCI0BCHCCKHX TKaHel U KIEeTOK»,
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a Takke Ha PykoBoacTBa mis mnpomsBogurened: «JleiicTBylolias Haunexamlas TKaHEBas
TMPAKTHKA U JOTONHNUTELHEIE TPEOOBAHUS [Nl IPOHU3BOANTENEN HeNOBEUECKHX KIIETOK, TKaHeH
¥ npoxnykroB Ha ux ocHose (FDA Guidance for Industry: Current Good Tissue Practice (CGTP)
and Additional Requirements for Manufacturers of Human Cells, Tissues, and Cellular and
Tissue-Based Products (HCT/Ps)), 201 1».

2. 3agauu ¥ GyHKIUUM.

Komuccus nmo 61o3THKe pellaeT caeayrolie 3a1ayn:
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®  H3y4YaeT MPABOBEIE W 3THUECKUE NPOONEMBI, KacaloUHeCs HCCIEA0BATENBCKHX
MIPOEKTOB M CBA3AHHBIX C HUMHW TEXHOJIOTHI,

*  pa3pabaThIBAET IPaBMIA NPOBENCHUS H KPUTEPHH JOMYCTHMOCTH HCCIEIOBAHHI Ha
XHMBOTHBIX 1 6HOMaTepHalie YeaoBeKa Ha OCHOBE CYLIECTBYOIINX HOPMAaTHBHBIX
JOKYMEHTOB, a TaKKe MEXXAYHAPOAHBIX PEKOMEHIAUMI U H3YUCHHUA OMbITa APYTHX
yupexaeHuii, Kak B Poccun, Tak U 3a py6exom;

®  OCYIIECTBIISET KOHTPOJB 33 COGIIIOAEHHEM MEKAYHAPOAHBIX NPaBIJI IPOBEACHHUA
9KCNEPMMEHTOB Ha )XUBOTHBIX M 6oMaTepHale YeloBekKa;

®  OCYLIECTBISET HE3aBUCHMYIO SKCIIEPTH3Y UCCIEJOBATENBCKUX POEKTOB,
MpeAnoNaraiux NpoBeaeHHe paboT ¢ HCTOIB30BaHHEM 3KCTIEPUMEHTANBHBIX
UBOTHBIX WM OHOMATEpHAIIA YENIOBEKA, M BBIHOCHT 3aKJIIOYEHHS O JOTTYCTHMOCTH
3THUX MPOEKTOB;

®  KOHCYJNBTHPYET COTPYAHHKOB I10 BONPOCaM OHOITHUKH.

3. IlonunomMouus.

OcCyLUecTBIATE STUYECKYIO IKCIIEPTU3Y NPEACTABIECHHBIX JOKYMEHTOB.

Ha ocHOBaHMH 3KCNEPTHOrO 3aKJIIOYEHMs NyTEM TIOJIOCOBaHHS NMPHHMUMATH PCIICHHA:
oxo0OpHTE MM He OJOOpHTH 3asBKY Ha MPOBEACHHE SKCTIEPUMEHTANIBHOH paboTsl ¢
JMBOTHBIMH 1 GHOMATEPHATOM Y€JIOBEKA HIIM OTO3BaTh PaHee NaHHOE OA00peHHE.
OcCyIIeCTBIATS NOCHEAYIOLIee HAGNIOAEHHE 38 XOJOM MCCIIENOBAHUMA C HCIIONb30BAHHEM
nabopaTOPHBIX JKMBOTHBIX WIM OHoMarepHana 4YenoBeKa ITOCPEACTBOM H3y4CHH:A
PEryJApHEIX OTYETOB [0 BBHIMOJHEHHIO YTBEPXIEHHOH NpPOrpaMMBbl paboTbl C
KUBOTHBIMH M GHOMaTepHaloM dYeloBeKa, NpeNoCcTaBiseMbIX B KommccHio, H/unmn
BH3HTOB MpejcTaBuTeNell koMuccuu mo Ouostuke B LKII “I'pymna OHOSIOTHYECKHX
Mozenei’”.

TMpoBepaTs puU3NYECKOE COCTOSHHE MOMEILEHHH, B KOTOPHIX HAXOAATCA JKHBOTHBIE, H
YCJIOBHS HX COEPXAHHSL.

OueHuBaTh MEpCoHaN (HayyHbli M BCMOMOraTENbHLIH, ACMHPAHTHI, CTYNEHThI) Ha
npeaMeT KBaMpuKaluu, Heo6xoauMoi ansa paboThl ¢ )KMBOTHBIMH HIIH Guomatepuanom
YenoBeKa H JaBaTh PEKOMEHIALMH B COOTBETCTBHH C pa3paGoTaHHBIMH MPaBHUIIaMH.
KoMuccHus BrnpaBe peKOMEHIOBATb pPYKOBOAMTENO HCCIEIOBAHHUA TIPUOCTAHOBHUTh
paboTy B CIIyuae OTKIOHEHHs OT YTBEPKIEHHOI MporpaMmel paboTs! ¢ nabopaTOpHBIMH
KHBOTHBIMH WJIH OMOMAaTepHaoM YeJIOBEKa.

4. CTpyxTypa 1 nopsiaok popmuposanus Komuccuu.

Komuccens cosnaetcs no uuunuatuse pykosonctsa MBP PAH.

B coctae KoOMHCCHH BKIIOUAIOTCS HaydHble COTpYAHHKH HHctHTyTa, obnapatouiue
HeoOXoauMoii  KBanMdUKarueil, ONBLITOM ¥ 3HAHMAMH B OONACTM ITHYECKHX,
NPUPOIOOXPAHHEIX H MPABOBBIX BOMPOCOB.
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Komuccuio Bosrnasnser Ilpemcenatens, cpemu wieHoB Komuccuu JommkeH GBITB
OTBETCTBEHHEIH CEKpeTaps.

TMpencenatenem MoxeT 6uITh wieH KoMHccHH, HMEIOILUH BhICLIEE 6nonomqecr<oe WIH
MeIMILMHCKOEe OoOpasoBaHHe, a Takke OONBINOH NpaKTHueCKuit OMBIT paGoThl C

" 1abOpaTOPHBIMH XXMBOTHBIMU U KYJILTYPaMH KJIETOK.

[pencenarens sBusercs OQHUMANBHBIM TpencTaBuTeeM KoMuccHH M rapaHTHPYET
COOTBETCTBUE AesATenbHocTH KoMuccun nanHomy IlonoxeHuI0 1 HOPMaTHBHBIM aKTaM
P®D, Bener 3acenanue Komuccum, OTBe4yaeT 3a MpaBHIBHOE BEASCHHE M XPaHEHHE
JNOKyMeHTauuu. PemeHue npuHuMaercs Ha 3acefaHuu KoMmuccuu nyTeM OTKpPBITOTO MM
3aKpHITOTO T'OJNOCOBAaHMA B Cilydyae COrjlacHs Bcex wieHoB KoMHCCHM NIpH HalHYMH
KBOpyMa Gonee 60% uneHoB OT CMCOUHOTO cocTaBa Komuccuu.

B 0643aHHOCTH OTBETCTBEHHOTO ceKpeTaps KoMucCHM BXOAMT OKasaHHE KOHCYJNIbTaLHi
BCEM 3aHHTEPECOBAHHBIM JIMLAM K DPACIHPOCTPAHEHHE 3HAHHH O MEXIYHAPOIHO-
YCTAHOBJIEHHBIX PEKOMEHALMIX COONIOAEHHS] 6MOITHKH B HAYYHEIX UCCICAOBAHHUAX.
[IpoAOMKHTENLHOCTD WieHCTBa B KOMHCCHH - 5 ET. DTOT CPOK MOXKET ObITh MPOJIIEH HA
cleayouuit 5-netHuit nepuon B ciydae, ecau wieH Komuccuu mpoJoipkaeT aKTHBHO

yuacTBoBaTh B pabore Kommccuu. IIpomnenue cpoka monHomouuii wieHa Kommccnu

IOJDKHO GBITh JOKYMEHTAIBLHO OTPaKeHO B pellieHHH 3acenanus Komuccun.

B cnyuae ecnu unen Komuccun B cuity OOBEKTHBHBIX HIIM APYTHX NPHYMH HE MOXKET
aKTHBHO Y4acTBOBATh B paboTe, OH MOXET ObITh BhIBeAeH M3 cocTaBa Kommccuu 1o
cOOCTBEHHOMY JKENMaHWIO, COracHO TIOAAHHOMY 3asBJICHHIO W B JTHX cnyqaxx
OCYILECTBIIAETCA Mpoueaypa porauuu. KaHauaatypel pacCMaTpHBAIOTCA HAa 3ac€AaHUM
KoMmuccuu mpu Hamuuuu Keopyma — Gonee 60 % OT CIHCOYHOro cocTasa. PemeHue o
BKJIIOUEHHH B cocTaB KoMHCCHM NpHHHMAETCA OTKPBITHIM I'OJIOCOBaHHEM H CUHTACTCA
MOJIOKHMTENBHBIM B CIy4yae cornacus Bcex uieHos Komuccuu.

Unen Komuccuu, He MPUHMMAIOIIMI aKTUBHOTO yyacTHs B pabore KoMucCHH, MOXET
OBITH HCKIIIOYEH W3 ee cocTaBa. PemeHHe 06 HCKIIOUEHHH NMPHHUMAETCA Ha 3acellaHnH
KoMHCCHM TTyTeM OTKpBITOTO TOJIOCOBaHMsS TPH COrNAacHM BceX 4neHoB KoMucchu.
3acefaHHe CUMTAETCS MOJTHOMOYHBIM MPH HAJIMYMH Ha 3acefaHuu 6osee 60 % 4ieHOB OT
cniucoyHoro cocrasa Komuccun.

5. Ilopsinok padoThL.

IlpueM 3asBOK HAa OKCHEPTH3y, TpOrPpaMM MCCHIENOBAHHH, MPOBOAUMBIX C
9KCMIEPUMEHTANBHBIME  JKHBOTHHIMH MM OHoMaTepualoM 4ejoBeka M JApYrHX
IOKYMEHTOB OT OTBETCTBEHHBIX MCIIONIHHTENEH, OCyIECTBIAET cekpeTaps KoMuccuu.
Cexperaps nepenaet uieHaM KomMHccHH MOCTYNUBIIHE AOKYMEHTBI AJI1 O3HAKOMIJICHHS,
NpeaBapUTENBHON IKCNEPTH3BI.

Mexnay 3acemaHusamu uneHsl KoMuccHM B3aMMOAEHCTBYIOT ApYr C JpyroM H
CEKpETapeM C LENbI0 00CYXACHHS NMOCTYNHBLINX 3as5BOK.

3acenaHus >THUECKOH KOMHCCHH MpOBOAATCS B 3aKphiToil (opme c cobiofieHueM
KBOpyMa.

Pemenue KoMuccun n0BoAMTCA A0 3aABUTENA B TEUEHHE OJHOM HENENH.

Pesynbtatsl paborsi Komuccuu 3a roa orbopMJmoTcx B BHIE TOIOBBIX OTYETOB,
KoTopble xpaHsarcsa B KoMuccenu.

Bce umeHst KOMMCCHM ¥ TEXHMYECKMH TeEPCOHaN  JOMKHBEL  coOmonarh
KOH(PMAESHUMANBHOCT B BOMPOCAX, CBA3aHHBIX C MPOLEAYPOH NPUHATHS PEILEHUS H
n0ApOBHOCTAMH 06CYHIABIIMXCA 3aBOK Ha NIPOBEACHUE UCCIECAOBAHUM.



6.1.

6.2.

6.3.

6.4.

6.5.

6.6.

6.7.

6.8.

6.9.

6.10.

6. PernamMenT gesitesibHocTH Komuccun.

KoMHCCHSL OCYLIECTBISET CBOKO JIEATENbHOCTh B COOTBETCTBHM C  HACTOALMM
[MonoxeHHeM, YTBEPKACHHBIM Y4EHBIM COBETOM HMHCTHTYTa, a TaKXke JEHCTBYIOMUM
3aKOHOAATENLCTBOM PD 1 MexayHapOAHBIM [IPABOM.

Cexperaps KoMuccuu omoBewiaer O JaTe ¥ BPeMEHM NPOBENEHHUS 3acelanui M €ro-
MOBECTKE HE MO3JHeE, YEM 32 OJJHY HEJENI0 10 3acefaHMs.

3aceaHMe CUMTAeTCsi ACHCTBHUTENbHBIM MPH HANM4YHH KBOpYMa, ONPEAENAEMOro Kak
Goee S50% OT CIOMCOYHOTO COCTaBa, 3a HMCKIIOYEHMEM OOCYKIEHMs BOMPOCOB,
CrieLManbHO OTOBOpPeHHBIX B HactosimeM Ilomoxennn. Ha 3acepanue  MOTYT
NPUrAlaThCA 3afABUTEb WM €ro MNpeACTaBUTENb, a TAKKe HCCIIENOBATENH, TPOCKTEL
KOTOPBIX MPOXOAAT 3THUECKYIO IKCIIEPTH3Y.

KoMuccus MOXET NMpHIaliaTh Ha 3acefaHHe B KaXIOM KOHKPETHOM ciydae HaydHBIX
KOHCYJBTAHTOB, CHELHAIHCTOB II0 KOHKPETHBIM BONPOCAM, SKCNEPTOB IO STHKE H
IOpHUCTIPYACHLHH, IPEACTaBUTENEH 061LECTBEHHOCTH M JIp. _
TMpuB/ieKaeMble HE3aBHCHMBIE KOHCYIBTAHTEI MOTYT NMPHHUMATH yuacTHE B 3ACEMAHIAX
KOMHCCHH JTMYHO MM MYyTEM OTJIAWEHHS WX 3aKIIOUEHHs NIPH YCIOBHHM COTJIALICHHSA O
COXpaHeHHH KoH(HAeHIMaNEHOCTH. OZHAKO OHUM HE MMEIOT MpaBa rojioca.

Unen KoMHCCHM, yYacTBYIOIMI B COCTABNCHHH MONAaBAEMON 3ajBKH, HE yHaCTBYET B
3aceaHuM TPH PACCMOTPEHHH COOTBETCTBYIOIIEro Bonpoca. HckimoueHue COCTaBIoT
ciayuau, korga Takod wuneH KoMuccHHM MOXET TIPENOCTaBHThL HEO0XOJHMYIO
undopManuio o6 HCCIEJOBaHMM; B 3TOM Ciydae OH He NPHHHMAET y4acTii B
rOJIOCOBAaHHUHU.

Bce nocTynuBiuMe 3asBKH Ha IPOBEAEHHE HCCIIENOBAHUA Ha XXHMBOTHBIX H 61oMaTepHaie
yenoBeka paccMaTpuBaloTCs KOMHCCHel KOJUleransHO Ha OCHOBaHMHM JIOKYMEHTOB,
NPENCTABNAEMBIX B KOMHCCHIO PYyKOBOAMTENEM (OTBETCTBEHHBIM MCTIOTHUTEIEM)
uccneponanusa. Copepxkanue U (popMa NOKYMEHTOB MpHJIAraroTCA. PykoBoauTeNb
(OTBETCTBEHHBIH MCTIOJHUTEND) HCCAENOBAHUSA NPECTABIAET STH MaTCPHAIIBI Komuccuu
He T03Xe, 4eM 32 OIHMH MecsIl JIO Hayana 3alIaHUPOBaHHOH paBoTHL.

Ystensl KOMHCCHM HOKHBI JTHYHO HE MEHee UeM 3a HeIENo N0 3acelaHus W3y4uThb H
NPOaHANM3HPOBAaTh [UIAHUPYEMBIE K PAaCCMOTPEHHIO JOKYMEHTE, yTO6Bl 060CHOBAHHO
BBICKa3aTh CBOIO TOYKY 3pCHHA.

3aKIlo4eHre O MOMYCTHMOCTH WIH HEJONMYCTMMOCTH NpPOBENECHHS HCCIENOBaHHUA
TMPUHUMAETCA Ha OCHOBE aHAIN3a COOTBETCTBHSA 3asBKM JACHCTBYIOIIMM Poccwuiickum H
MEXAYHapOAHBIM  HOPMATHBHBIM  JOKYMEHTaM, pPETJIaMEHTHPYIOUIHM paboty c
SKCHEPUMEHTANIBHBIMH JKMBOTHBIMH M OGuOMarepuanom HeNoBeKa. TTonoxuTENnBEHOE
pelieHHe O Pa3pelieHHH MPOBEJCHHA SKCTIEPUMEHTOB CYMTAETCA TPUHATHIM, ECIH 32
HEro TMpOroJiocOBANM BCE MPHUCYTCTBYIOIUME HAa 3aCENaHMH HIICHBI KoMmuccun u
TOJNY4EHBI TONOXKHUTENbHBIE 3AKIIOYEHHS, B MHCbMECHHOM HIIH 3NIEKTPOHHOM BHIC, oT
OCTANBHBIX (HE MPHUCYTCTBYIOIIMX Ha 3acefaHmy) wieHoB Kommccuu. 3axoueHue
KoMuccHu MOXET OBITh NpeABapHTEIBHBIM HIH OKOHYATENIBHBIM. [IpensapuTenbHOE
3aKIIFOYEHHE MOXKET GBITh IEPECMOTPEHO MOCIIE HCYEPTIBIBAIOLIETO OTBETa PyKOBOIHUTEILA
3KCIIepUMeHTa Ha 3aMevaHns KoMuccuu v BHECEHHA COOTBETCTBYOLIMX WCTIpaBJICHUH B
JOKYMEHTALHIO.

KoMuccHs ONpeeNaeT CPOK, Ha KOTOPBIH PacipOCTPAHAETCA JAHHOE CI0 3aKIII0UCHHE.

IMonoxeHne yTBEpXKIACHO:

Ha 3acefanny YaeHoro coeta Mucturyta nporokon Ne 13 ot 20.12.19

M JOMOJIHEHO CCHUIKAMM Ha 3aKOHOJATENbCTBa PoccuiiCKoH depepauun Ne 13-7-2/469 ot
26.10.20, Ne 669 ot 7.11.24 u XenbCHHCKYIO A€KNapalHio 1964 r. B penaxuuu 2024r.



