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MUHUCTEPCTBO HAYKH U BBICILIEI'O OBPA30BAHWA

M POCCUNCKON ®EJIEPALIUU

®EJIEPAJIBHOE T'OCYJIAPCTBEHHOE BIOJKETHOE
OBPA30OBATEJBHOE YUYPEJKAEHUE BBICHIETO OBPA3OBAHMS
«MOCKOBCKHII I'OCYJIAPCTBEHHbI YHUBEPCUTET
TEXHOJIOTWii M YIIPABJIEHHUSI HUMEHHU K.I'. PA3YMOBCKOI'O
(MEPBBIN KA3AYHUA YHUBEPCUTET)

[MonoxkeHue 0 JTIOKAJTBLHOM dTHUYECKOM KOMHUTETE

1. OBJIACTH IPUMEHEHUSA

1.1 HacTosmee TOJOKeHHe ycTaHaBnuBaeT oOmue TpeOOBaHHA K  TOPSIKY
ynxunornpoBaHus JIOKaIbHOTO JTHYECKOrO KOMHTETA (nanee — JIDK), xoropeii sBisieTcs
HE3ABHCHMBIM  OGIIECTBEHHBIM  OObeIMHEHHeM, (YHKUHOHMpYIOIIHM B  (eaepaibHOM
rOCyJapcTBEHHOM ~ OIO/DKETHOM ~— 00pa3oBaTebHOM  YUPEKJICHHH  BBICIIETO oOpa3zoBaHus
«MOCKOBCKHH TOCYIapCTBEHHBIH YHHBEPCHTET TEXHONOTMH M  YINPABICHHA HMEHH K.T.
Pasymonckoro (TIKY)» (manee — VYHHBEPCHTET), o0ecrneunBaloiM  STHYECKYIO 3KCIEepPTH3Y
BO3MOYKHOCTH TIPOBECHHS JOKIHHHYECKUX, KIMHHYECKUX, W HKCTICPUMEHTANILHBIX HCclIeI0BaHuH
B VHHBepcHTEeTe, C LeNbi0 ObecnedyeHMs 3aluThl Mpas, 0e30MacHOCTH M OXpPaHbl 3JI0POBbS
YYACTHUKOB KIMHHYECKOTO HCCIISIOBaHHsA, a TAKKe coO/TIO/IeHHEe TIPABOBBIX M 3THYECKHX HOPM
oOpalneHus ¢ KUBOTHLIMH.

1.2 TpeGoBauusi HACTOSIIETO IOJOKEHHS SBISIOTCH 00s3aTeIbHBIMI Ul BBINOJHCHHS
BCEMH COTPYAHMKAMH [OJpa3jie/ieHuii YHHUBEPCHTETA, yHACTBYIOMMMH B OpraHu3alii u
IPOBE/ICHHY JOKTHHHUECKHX, KIMHHYECKHX, H 9KCIICPHMEHTATBHBIX HCCIIeI0BAaHHMH.

1.3 TToyoKeHHe BXOUT B COCTAB IOKAIBHBIX HOPMATHBHBIX aKTOB Y HHBEPCUTETA.

2. HOPMATHUBHBIE CCBLIIKHA

71 JlokaibHBIA STHYecKHit KoMuTeT NpH PelepanbHOM rocyAapCTBCHHOM O10/DKETHOM
oOpazoBaTeIbHOM  YUPEKICHHH  BBICHIETO obpazosanuss  «MOCKOBCKHH rocy/1apCTBEHHBIH
YHHBEPCUTET TEXHOJIOTHH W YNpaBlICHHS HMMCHH K.I. Pasymosckoro (IIKY)» (nanee -—
VHHBEPCUTET) - ITO HE3ABUCHMBIH SKCIIEPTHBIH Opras, IeHCTBYIOIMH Ha ypOBHE YHuBepcUTETA,
yupeKIeHHBIH MPHKA30M PEKTOpa C Te/IbI0 obecrevenus npas, 0€30MaCHOCTH M OXpPaHbl 3/10POBbA,
y4aCTBYIOMIMX B MCCIENOBAHUAX HCIBLITYCMBIX, H OCYIIECTBISIONIHI CBOIO pabOTy HA OCHOBAHWMH
CIEAYIOIHX JOKYMEHTOB:

— XenpcuHKCKas jeknapais BeceMupHOH MeumruHeKoi AccolHaruy (Bepeus oT OKTAOpA
2000 T. ¢ IOTPaBKaMH).

— Koncruryuus Poccniickoil @eneparui.

dezepanbHbie 3aK0HbI PoccHiickoi denepalvy:

— @eniepabHBIi 3aKOH OT 12.04.2010 1. Ne 61-®3 «O6 obparienun JICKapCTBEHHBIX
CPeACTBY.

— (enepanbHbIH 3aKOH OT 21.11.2011 Ne 323-®3 «O6 ocHOBaX OXpaHbl 30pOBbs IPAK/IAH
B POy,

— depepalbHbIH 3aKOH OT 23.06.2016 1. No 180-®3 «O OHOMETMIHMHCKAX KICTOHHBIX
IPOYKTaxX »;

— MenepanbHbii 3akoH ot 27.07.2006 Ne 152-D3 «O nepcoHaIbHBIX TaHHBIX.

['ocymapcTBEHHBIC CTAHIAPTHL:

_ TOCT P 15.101-2021. HaruonasbHbIH CTaHIAPT Poccuiickoit ®enepanmu. «Cuctema
pa3paboTKH M TOCTAHOBKM NPOAYKIHH HA npou3po/cTBO. [lOpAAOK  BBIMOMHEHHMA HAYHHO-
HCCTIeI0BaTeNbeKuX paboT» (YTB. H BBEJICH B neiicteue [Tpukazom Poccranaapra ot 24.08.2021 Ne
784-cT).
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MUHUCTEPCTBO HAVKHU U BBICIIET'O OBPA30BAHMUS
POCCUNCKOU ®EJIEPALIMU
®EJIEPAJIBHOE I'OCYJIAPCTBEHHOE BIO/[)KETHOE
OBPA30OBATEJIbHOE YUYPEKJIEHHE BBICHIETO OBPA30OBAHUS
«MOCKOBCKHI TOCYJAPCTBEHHBI YHUBEPCUTET
TEXHOJIOTHIA U YIIPABJIEHUSI UMEHM K.I'. PA3YMOBCKOTI'O
(IIEPBBIN KA3AYMII YHUBEPCHUTET)

[TonoxkeHne 0 JIOKAILHOM 3THYECKOM KOMHTETE

P
T

— TOCT P UCO 14155-2014. Hanuonansusni cranzapr Poccuiickoil @enepanund.
«Kuanueckue mecieqoBanms. Hajuiexainas KiMHHYeCKas PaKTHKay (YTB. H BBEIEH B JeHCTBHE
ITpuxaszom Poccranmapra ot 04.06.2014 Ne 497-cr).

I[Tpuka3sl MUHHCTEPCTB H BEJIOMCTR:

— Ilpuxaz Munncrepctsa 3apaBooxpanenus PO or 01.04.2016 r. Ne 200 «OO6
YTBEPIKICHUH [IPABUJT HaUIEKAIEH KIMHHYECKON IPAKTHKH .

— Pacnopskenue Boicmeii arrectanuonHO# Kkomuccnn «O  MOpAAKE NPOBEACHHS
GHOMEIMIIMHCKIX MCCIIeIOBAHNH y YeloBeKay, onyOIMKoBaHHBIM B BrojuieteHe BAK (2002, Ne 3).

— Ilpukas Munsgpasa Poccum ot 07.05.2018 Ne 202 «O6 yreepKneHny [Mopsaxa
pasmemenuss wHopMmanum o cocrae CoBera 10 3THKE, IUIaHAX €ro pabGoTel M TEKylleH
JeSTeTbHOCTH Ha o(HUIIAaTBHOM caifte MUHHCTEPCTBA 3paBOOXpateHus Poccuickoi Denepainu
B HH(OPMAIIMOHHO-TEIEKOMMYHHKAIMOHHON ceTH «MHTEpHET» W O NMPU3HAHHH yTPaTHBIIMNM CHIY
nyakra 22 [lomoxenns o Cosere 1O 3THKE, YTBEPXKICHHOTO MNPHKA3OM MuHHCTEPCTBA
3nipaBooxpanenns Poccuiickoit deziepannu OT 29.11.2012 r. Ne 986H;

— gacrosmero llonoxenus,

— CTAHJAPTHBIX ONEpalMOHHBIX TPOLELYP JIDK

3. TEPMUHBI, OIIPEJEJEHUS U OBO3HAYEHNWAA

3.1 B HACTOSIEM [JOKYMEHTE MPUMEHSIOTCS CIIEAYIOLHEe TEPMHHBI ¢ COOTBETCTBYIOMNMH
OITpeACICHHAMM

Bpounopa HceJienoBaTenss - CBOJHOE  H3JIOKCHHC pe3yibTaToB KIIMHUYECKOIro H
JOKIHHUYECKOr0 HM3YyUCHHA HCCIEIyEMOT0 MPOAYKTa, 3HAYMMBIX JUIS €ro HCCjeI0BaHusA Ha
YeJIOBCKE.

I[OKJH/IHPI‘-IGCKPIC HCCIIeN0OBaHHA - OHMOMEeIUITMHCKHE MCCIIEI0BaHNA, MMPOBO/IUMBIC 0e3
ydJacTHd 4€JIOBCKaA B Ka4yeCcTBEC Cyﬁ'BEKTa.

MudopMupoBaHHOe COTNacHe - HpOLeLypa J0GPOBONBHOTO MOATBEPKACHHS CYOBEKTOM
CBOEr0 COTJIACHsl HA YYacTHe B KOHKPETHOM HCCIIEIOBAHMH IOCIE MOTyHEHH uHpopMaimu 000
Beex 3HAUMMBIX JUTS TIPHHATHS MM PEIIEHHS acreKTax HCC/IC/0BaAHNA. UupopMHPOBAHHOE
cornachHe  JIOKYMEHTHpyeTcss  IOCPEICTBOM  IMOANMCAaHUA W naTupoBaHus  (OPMBI
HHPOPMHPOBAHHOT'O COTTTACHL.

UneHTH(UKAIMOHHBIN KO CYOBEKTa - YHHKAJIBHBIN KOJI, IPHCBAHBACMBIH HCCIIE0BATEIICM
KAXkIOMY CYOBEKTY MCCIIEIOBaHus Ulsl 0DecreueH s KOH(HIEHIHAIBHOCTH €r0 JIYHBIX JaHHBIX H
MCTONB3yeMBlii BMECTO MMEHH CyOBEeKTa B OTHETaX MO HEKeIaTe/bHBM SIBIICHHSAM W/WIH JAPYTHX
JAHHBIX, OTHOCSIIMXCSH K HCCIICI0BAHUIO.

WuauBuiyaibHas pericTpalHoHHas KapTa (UPK) - 10KyMEHT Ha GyMa)XHOM, SJIEKTPOHHOM
AIH  ONTHUECKOM HOCHTENE, TNpeIHA3HAYCHHBIA JUI BHECCHHs BCEH PeyCMOTPEHHON
[IPOTOKOJIOM ¥ TIOJUIEKAILIeH Iepenade  CroHCOpY uHGOPMAIMA 110 KAKAOMY CYOLEKTY
HCCiIeI0BaHUA.

Uccienoparens - (u3nAUecKkoe JIMIO, HECyllee OTBETCTBEHHOCThL 33 pOBeJICHHE
KTHHHYECKOTO HCCTeI0BaHMs B NCCIE0BATEIbCKOM LeHTpe. B cnyyae MpoBe/ICHNs HCCIIe/I0BaHMs
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MUHUCTEPCTBO HAYKU U BBICIIIEI'O OBPA30BAHUS
POCCUNCKON ®EJIEPALIUA
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[TonoxkeHHE O JIOKAITBEHOM 3THYECKOM KOMUTETE

B HCCJIEI0BATEIBCKOM IEHTpPE I'pYHHOﬁ JIML  HCCIIEaoBaTE]IEM (l'J'IaBHI:l'M HCCHSHOB&T&HCM)
SABJIIETCS PYKOBOIHUTEIIb IPYTIIIBI.

WcenenoBares/opraHu3amis - TEPMAH, 03HAYAIOMINH: «HCCIIe10BaTENb W/WTH OpraHu3arms
B 3aBHCHMOCTH OT HOPMATHBHBIX TpeOOBaHHI».

WUccnenoBarenbekuii / HaydHbIi HEHTP - (GakTHYeckoe MeCTO MPOBEACHUS KIMHHYECKOro
UCCIIEIOBAHHS.

WceneayeMplii MPOMYKT - JeKapcTBEHHas (opma aKTMBHOTO BeIIECTBA HIIH nnane6o,
u3yyaemas MIH MCHOJb3yeMas Ui KOHTPOIS B KITMHHYECKOM HCCIC/OBAHMH, B TOM HHCIC
3aperHCTPUPOBAHHBIN JIGKAPCTBEHHBI TMPOIYKT B Clydae, €Cid crioco® ero INpHMEHEHHS
OT/IMYAETCS OT YTBEPIKAEHHOTO, @ TAKXKE TPH €ro UCIOJIb30BAHUM 110 HOBOMY MOKA3aHHIO HIIH JUTA
[0JTy4eHHs JIOTOJHATEIbHOH HHPOPMALIHH 10 YTBEPKICHHOMY NMOKA3AHHUIO.

KIMHHYECKOe MCIbITaHie/ uceleoBanne - Moboe HCC/ie0BaHKUE, MPOBOANMOE C yHaCTHEM
yejoBeKa B KauecTBe CyObeKTa /U BBIABICHMS WM TOATBEPKICHHS KIHHHICCKHX A/HIH
dapmakosornyeckux SpPEeKToB HCCIENYEMBIX MPOLYKTOB W/MITH  BBIABIEHHS HEXeNATeIIbHBIX
peaki|ii Ha HCClieflyeMble MPOIYKTEL, W/WTM  M3ydeHWs MX BCACHIBAHWSA, PaclpelCiICHHU,
MeTaboIH3Ma ¥ BEIBEICHHS C LEJbI0 OHEHUTh NX 0e30MacHoCTh w/umm ¢ pekTHBHOCTh. TepMUHBI
COTMHUYECKOE HCIBITAHME) H (KIHHHYECKOE HCCIIE/JOBAHNE) ABJIAIOTCA CHHORAMAMH.

KonpuaeHHanbHOCTE - COXPaHEHHE B TaliHe OT HEYNOIHOMOYEHHBIX JIHIL nH(popMaIuu,
npUHAUIeKaIed CIoHCopY, HIIH uH(pOpPMALIHH, TIO3BOJIAIOMIEH MaeHTHPUIUPOBATE CYOBEKTa
HCCIe0OBaHHS.

MHOFOLIGHTPOBOC KIMHUYECKOe UCCIISI0BaHuE - KIIHHAYECKOe Hece0BaHie, IMPOBOIAHMOE
Mo €AHHOMY MPOTOKOIY doyee 4eM B OJJHOM HcciieaoBaTeIbCKOM LEHTPE H, 3HAYHT, donee ueM
OJITHUM HCCIIeJ0BATEIEM.

Hannexamas xiuauueckas npaktuka (GCP) - craniapr MUIAHUPOBAHUSA, OpraHu3aluH,
TpoBeIeHNs, MOHUTOPHHTA, AYIATA, TOKYMEHTHPOBaHHUS KIHHHYECKUX HCClleIOBaHMH, a TaKKe
aHANIM3a W TPEJCTaBJICHHS MX PE3YIbTATOB, oy Karuil rapaHTHel J0CTOBEPHOCTH M TOYHOCTH
MOJIyYEHHBIX [AHHBIX W MPEJCTABICHHBIX Pe3yIbTaTos, a TaKkKe o0ecreunBalOIIHi 3alUTY T1pas,
3710pOBbs U KOH(HIEHIHABHOCTH cyOBEKTOB HCCIIEIOBAHNA.

HayuHo-ucce10BaTeIbeKas pabora (HWP) - KOMIIEKC TCOPETHHECKHX u  (nnm)
IKCIIEPHMEHTAIBHBIX HCCIIE/IOBAHUH, MPOBOJIMMBIX € LICJIBIO noTy4eHus 000CHOBAHHBIX HCXO/HBIX
JMAHHBIX, M3BICKaHMs TPHHIMIOB H myreli co3jaHEs (MOJEPHH3ALMH) MPOIYKIIHH. IToxn
KOMIUIEKCOM ~TEOPETHYECKHX M (MIH) OIKCIEPHMEHTAIBHBIX HCCIICIOBAHUH  TTOHHMAKOTCS
dynramMeHTATbHBIE, TOUCKOBBIC, IPHKIAIHBIC H JKCTIePHMEHTATLHBIE HCCIIEIOBARNS, B PE3y/ILTATC
KOTOPBIX Oy[eT MONyueH Hay4HBIH HIH HAyYHO-TEXHHUECKHH pe3ynbTar (mpoaykums) [[OCT
15.101].

HeskenaTenbHas peakius - OTHOCHTENBHO —TPEPErHCTPAIHOHHOTO KJIMHUYECKOTO
MpUMEHEHHsS HOBOTO JEKAPCTBEHHOTO MPOJyKTa HIH €ro IPUMEHEHHS TI0 HOBBIM TOKa3aHHIM,
0COBEHHO €C/TM TepaleBTHUECKHEe J03bl TOYHO HE YCTAHOBJCHBI, - BCE HEeraTHBHBIE PEAKIHH,
CcBS3aHHbIE C TIPUMEHEHHEM JIO0OH J103bl JEKApCTBEHHOrO NPOIYKTA. TepMUH «CBA3AHHBIE C
NpUMEHeHHEM JIEKapCTBEHHOTO NPOAYKTa)» O3HATACT, YTO CYIIECTBYET XOTsi Obl MHHUMAIbHAsA
BO3MOYKHOCTh HAJTHYMS TIPHYHHHO-CIE/ICTBEHHOH CBA3H MCKIY JIEKapCTBEHHBIM [POJYKTOM H
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MMHUCTEPCTBO HAVKH U BBICIIIET'O OBPA3OBAHMS
POCCUMCKON ®EJIEPALIUU
®EJEPAJILHOE T'OCYJIAPCTBEHHOE BIO/I’KETHOE
OBPA3OBATEJBHOE YUPEKIEHUE BBICIIEIO OBPA30OBAHMS
«MOCKOBCKHIA TOCYJIAPCTBEHHBII YHUBEPCUTET
TEXHOJIOTHI Y YIIPABJIEHUSI UMEHH K.I'. PA3YMOBCKOI'O
(MEPBBIN KA3AYMI YHUBEPCHUTET)

[TonokeHue 0 TOKATbHOM 3THYECKOM KOMHTETE

HeJKeNaTelbHBIM SBJICHHEM, T.6. B3aUMOCBA3b He HcKmoueHa. Jlnd 3aperncTpHpOBaHHBIX
JIEKAPCTBEHHBIX TPOAYKTOB 3TOT TEPMHH O3HAYaeT BCE HETATHBHBIC PEAKIMH, CBA3AHHLIC C
MPUMEHEHHEM JIEKAPCTBEHHOTO MPOJYKTa B OOBIYHBIX [103aX, HCTOIB3YEMBIX JUIA npoHIaKTHKH,
JMArHOCTHKH WM JICYeHHs 3a00NeBaHui, a Taloke Ui M3MEHEHHs (QH3HONOTHIECKAX byHKIMi

(cm. PykoeoactBo ICH «Omnenka NaHHBIX MO KJIMHWYECKOM Oe30macHOCTH: TEPMHHOJIOTHA H
CTAH/IAPTHI YKCIIPECC-OTUETHOCTHY).

HesaBHCHMBIi HTHYECKHH KOMHTET - HE3aBUCHMBI Oprad (SKCHEPTHBIH COBET WM
KOMHTET. JeHCTBYIOIMI HA ypOBHE OpraHM3allMH, PErHOHATbHOM, HALHOHAIBHOM WM
MEK/TyHApPOIHOM yPOBHE), COCTOSIIMA W3 MEIULMHCKAX PAOOTHHKOB, 4 TAKXKE JIHIL, HC HMEIOMINX
OTHOIICHHS K MEIHMIHHE, KOTOPBIf 0fecIeurBaeT 3almuTy npas, 0e30nacHOCTH H Onaronony4ust
CyOBEKTOB MCCIEIOBAHMS H BBICTYNAET JUIs OOIIECTBA rapaHTOM TaKOH 3alIMThl, B 4aCTHOCTH
MyTeM PAcCMOTPEHHS, YTBEPHKIEHHMs/0O00peHHs —MPOTOKONA  HCCICNOBAHMA, KaHJIuIaTyp
pccieioBaTesiel, MCCIe0BaTebCKUX LEHTPOB, a TAaKkKe MaTepHaloB M METOIOB, KOTOPBIC
PeNoNaraeTcs HMCIOIb30BaTh JUls MONYYEHHS M IOKYMCHTHPOBAHM HH(POPMHUPOBAHHOTO
cornacust cyOmekToB HcciaenoBanus. [IpaBoBol cTaryc, COCTasB, GyHKIMH, [1eATENBHOCTD
HE3aBMCHMBIX THUECKMX KOMMTETOB, @ TAKXE OTHOCAUIMECs K HHM HOPMAaTHBHBIC TpeboBaHusA
MOTYT pa3iMyarThCs B PasHbIX CTpaHaX, TEM HE MCHEE, HOK pomxasl (yHKIHOHHPOBATH B
coorserctBun ¢ GCP.

OTueT O KIMHHYECKOM HCIBITAHHHW/MCCIEIOBAHHH - OTHET B nucbMeHHoOH Gopme,
MpeicTaB/IoMHA  co00  OnycaHue  KIHHHYCCKOro HCIBITAHMS/HCCIIEIOBaHUsl  KAKOro-1100
TepaneBTHYECKOro, NPO(HIAKTHIECKOrO KT’ MATHOCTHYECKOTO CPEJICTBA C yIaCcTHEM 4CIOBEKaA B
xauecTBe CyOBeKTa, OOBEIMHAIOIIMH KIMHUYECKOS U CTATHCTUYECKOE OIMHCAHMS, IPEACTABICHHE
JIAHHBIX ¥ WX aHaJIU3 (CM. PYKOBOJCTBO ICH» CTpyKTypa U COJIEp)KaHHE OTHUETOB O KIHHHHEECKOM
WCCIIEIOBAHHH Y.

[IpaBuna NpOBEJIEHNS KaYeCTBEHHBIX KIMHHYECKHIX ucnprranuii/uccnenosanuit  (Good
Clinical Practice - GCP) - craHiapT IUIaHHpOBAaHMsA, [POBEACHHA, BBLITIOJIHEHMS, MOHUTOPHHTA,
ayMTa W JOKYMEHTAIBHOTO ohopMiIeHHs KIHHAYECKHX HerbITaHMH, a Takke oOpaboTkH H
Tpe/ICTAB/ICHHS] X Pe3YJIbTaToB, CIIYKHT JUIA obmecTBa rapaHTHeil JOCTOBEPHOCTH MOIY4YCHHBIX

JIAHHBIX M 3alUINECHHOCTH IIpaB, 3JI0POBBS H AHOHHUMHOCTH HUCIIBITYEMBIX.

[TepBruHas JOKYMEHTAIHS - HCXO/HBIC JIOKYMEHTEL, AHHBIC 1 3AITHCH (HampuMep, HCTOPUH
Gonesnu, AaMOyJIaTOpHBIE KapThl, JabopaTOpHbIE 3alHCH, 3aMETKH, JTHEBHUKH CYOBEKTOB
MCCIeOBAHMS, BOTPOCHMKHM, KyPHANbl BbIJAYH MEIMKAMCHTOB, 3alliCH ABTOMATHYECKHX
YCTPOHCTB, BepH(HUIMPOBAHHBIC M 3aBEPEHHBIC KOTIHH HH BBITUCKH, MUKpoduiy, GOoTOHEraTHBEL
MHKPOILTEHKH W MarHUTHBIE HOCHTEIH, PEHTTCHOBCKUE CHUMKH, mo6bIe 3aMUCH, OTHOCAIINECH K
[AIMenTy, B TOM UHCJIe XPaHSIIiecs B anTeke, 1adopaTopusX M OTACICHIX MHCTPYMEHTaIbHOM
MArHOCTHKH, HCIIOb3yEMBIX B KITHHHUECKOM HCCIIE/I0BAHNM).

IlepBuuHbIC JaHHBIC - BCA uHdopMalus, coaepKallasci B OpUTHHATBHBIX MEIUIHHCKHX
JAMMCSX M WX 3aBEPEHHBIX KOMHAX, ONKMCHIBAIOINAST Pe3yJbTaThl KIMHAYECKHX HaOIOneHnH,
oGcIeOBAHMN W APYTOH  JESATEIBHOCTH, TO3BOJIOIAs BOCCO3NATR X0l KJIMHHYECKOIro
JMCCIIEOBAHMS ¥ OLEHHTHL ero. IlepBHyHbIC JaHHbIE CONEPXNKATCH B MEPBHYHON JIOKYMEHTAlWH
(MOATMHHAKAX MITH HX 3aBEPEHHBIX KOITHUSX).
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MWUHUCTEPCTBO HAVKH U BBICIIET'O OBPA30OBAHHA
POCCHUIMCKON ®EJIEPALIMUA
®EJIEPAJBHOE I'OCYJIAPCTBEHHOE BIO/)KETHOE
OBPA3OBATEJILHOE YYPEKIEHHUE BBICIHIEIO OGPA30BAHMSI
«MOCKOBCKMIA TOCYJIAPCTBEHHBIA YHUBEPCUTET
TEXHOJIOTWIA U YIIPABJIEHHSI UMMEHHU K.I'. PA3YMOBCKOTI'O
(MEPBBI KA3AYM YHUBEPCHUTET)

[TonoxeHue 0 JOKAIBEHOM 3THYECKOM KOMHTETE

TTpOTOKOI - IOKYMEHT, KOTOPBIi OMHCHIBAET LEH, AH3AlH, METOL0JIOTHIO, CTATHCTHICCKAE
acTeKTHl W OpPraHW3alMio Hcc/e/0Banus. I[IOMHMO 5TOro, MPOTOKON OOBIMHO COACPKHT
TOJIyUYeHHBIE paHee JaHHbIe B 000CHOBaHHE HCCIEIOBAHMS, OJTHAKO 5Ta uHpopMaIHs MOXKET ObITh
NpeJCTaBNieHa W B JPYTMX MOKYMEHTAaX, HAa KOTOpbIe CCBUIAETCS HPOTOKON HCCIENOBAHM.
TIpMMEHUTENBHO K HACTOSIIEMY CTAaHJAPTY TEPMHH (TIPOTOKOJ» MOApasyMeBacT Kak Cam
TIPOTOKOJT HCCIIEIOBAHMS, TaK U TIOTPABKH K HEMY.

Cy6beKT/cyObekT HccieioBanus - (u3uyeckoe JHIO, yYacTBYIOmEEe B KIHHHYECKOM
HCCNIEIOBAHMK B COCTABE TPYIIbl, MOIydalomed HcCieayeMblil MPOIyKT, b0 B cOCTaBe
KOHTPOJIEHOM TPYTIIIBL.

3.2 B HACTOSIIEM CTAHAAPTE MCIIOIL30BAHBI CIIEIYIOMKE 0003HAYCHHS:

'OCT — MeKrocyapcTBEHHbIH CTaHAapT.

T'OCT P — nanuoHaJIbHBIH CTaHAAPT.

WUPK — uHMBHyalIbHAsA PETHCTPAIIHOHHAN KapTa.

KWJITI — knuHAYECKOE HCIBITAHHE JIEKAPCTBEHHBIX MPENapaTos.

JIDK — JloKanbHBIH STHUECKUI KOMUTET.

JIC — nexapcTBEHHBIE CPE/ICTBA.

HUJI — nayuHo-HCcCIe0BaTebCKasd AeATEIbHOCTE.

HMOKP — Hay4HO-HCCIIE/IOBATENLCKAS H ONBITHO-KOHCTPYKTOPCKAst pabora.

HTC — Hay4HO-TeXHHYECKHH COBET.

MIYTY — MOCKOBCKHi FOCY/IaPCTBEHHBINA YHHBEPCHTET TEXHOJIOTHI U YIIPaBJICHHA.

GCP — naanexamnas KIMHHYECKas paKTHKa.

4, OBUIME MOJIOXKEHUSI

4.1 JIDK oOCylIeCTBISET CBOK [EATENBHOCTH B COOTBETCTBHH C YTBEPXKIEHHBIMH
VHHBEPCHTETOM CTAaHIAPTHHIMH ONEPAlHOHHBLIMU TpoLelyPaMH, COAEPIKalluMH TpeboBanus, B
TOM YHCJIE K COCTaBY M KBATH(HKAIMKM WIEHOB, CBC/CHHA 06 yupeauTene, NOPAIOK OpraHu3alny
TIPOBEICHHAS 3aCEIaHIM|, PACCMOTPCHHUA JIOKYMEHTOB H TIPHHSTHSI 110 HEM pelieHHH.

4.2 B coctas JIDK 10KHO BXOAUTH JAOCTATOYHOE YHCIIO JIHIL, 061aar0mux HeoOX0MMBIM
ONBITOM H KBaJHU(pUKALUEH Ui JKCHIEPTHOM OLEHKHM HAy4YHBIX, MEIUUMHCKHX H ITHYECKUX
ACITEKTOR [UIAHHPYEMOr0 KIHHHYECKOTO HCCIIEJ0BaHU, HE MEHEE CeMH JTHII, IPH 3TOM MHTEPECHI
He MEHee YeM OJIHOTO JIMIA JOJDKHBI JIeXKaTh BHC cepbl HayKH.

4.3 OcuoBubivu nesamu JIDK asnstores:

— 3auUTa MpaB ¥ HHTEPECOB, BOBICUSHHBIX B HCCIEI0BAHHE HUCIIBITYEMBIX.

— 3anyrTa npas ¥ HHTEPECOB pccneoBaTenei.

— BecnpucTpacTHAs ITHYECKas OLECHKA KIIMHAIECKHX H JIOKTHHHYECKHX HCCIIeJOBAHMH.

—  OGecrieuyeHue TPOBENEHHS  KAYECTBEHHBIX — KIHHHHECKHX — H MOKTHHHYECKUX
HCCIIeIOBAHMI B COOTBETCTBHH C MEKAYHAPOTHLIMU AEeHCTBYIOMMMHI HOPMAaMH M TPEOOBAHUAMH.

— OGecreueHHe YBEPEHHOCTH OOLIECTBEHHOCTH B TOM, HTO GyayT rapaHTHPOBaHbl H
COBITIONEHBI HTHUYECKHE TIPUHIMITEI IPH TPOBEICHHA HCCIICOBAHMA.
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MMWHUCTEPCTBO HAYKHU U BBICHIEI'O OBPA3OBAHUA
POCCUIMCKOU ®EJIEPALIMUA
®EJIEPAJILHOE T'OCYJAPCTBEHHOE BIOKETHOE
OBPA30OBATEJBHOE YUYPEKJAEHHME BBICIIEI'O OBPA30OBAHMS
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TEXHOJIOTHI ¥ YIIPABJEHUSI UMEHH K.I'. PA3YMOBCKOI'O
(MTEPBBIN KA3AYHMI YHUBEPCHTET)

TTonoxeHue 0 JIOKaAJIBHOM 3THYCCKOM KOMUTETEC

— 3amuTa JKHBOTHBIX OT JKECTOKOTO 00paleHus.

— Cobmo/ieHIie IPABOMOYHOCTH H3BATHA TPYITHOTO W OHONCHHHOTO MaTepHala.

4.4 JIDK pemiaer cieayrolHe OCHOBHBIC 3a1a4i:

— He3aBuCHMO M OOBEKTMBHO OIIEHHBaTH 0€30IACHOCTh ¥ HENPHUKOCHOBCHHOCTH INPaB
YeJloBeKa 110 OTHOLIEHHI0 K HMCIBITYEMBIM, KaKk Ha CTAIHH TUIAHHPOBaHWA, Tak W Ha CTaluH
NIPOBEJCHHS HCCIIE0BAHNS.

— OLEHUBATh COOTBETCTBHE HCCIIEOBAHAS TYMAHHCTHYECKUM W 3THIECKHM HOPMAM.

— OrenuBaTh 1eJec000pa3HOCTh TPOBEICHHSA KAXK/I0T0 HCCIIEI0BAHHA.

— OueHMBaTh COOTBETCTBHE WCCIeNOBaTeNel, TEXHHYECKHX CpPE/ICTB, IIPOTOKOIA
NpOBEJICHHs HCCIEOBaHMs, MoaGopa CyOBEKTOB HCC/ICJ0BAHMS, KAuecTBa paH/IOMH3aALUH
NpOBeJICHHs KAUECTBEHHBIX KIIMHUYIECKHX HCIIBITAHMH.

— OcyecTBnaTh HaOmoJeHHe 33 COOMONCHAEM CTAHIAPTOB KadeCTBA MpOBEICHUS
KIMHHYECKAX HCCIICIOBAHMH U 06ecTieyeH s JOCTOBEPHOCTH H TIOJTHOTBI JAHHEIX, TIOJTy4acMBbIX
IPH KJIMHAYECKHMX MCIBITAHUAX.

— OcyIeCTBJISITh KOHTPOJIb 32 COOMIOICHHEM JI0JIKHBIX YCIIOBHH COZIEPXKAHHUS ¥ KOPMIICHUA
JKUBOTHEIX, KBAIM(QUIEPOBAHHBIM YXOIOM 33 JKMBOTHBIMH, KOJIMHYECTBOM JKHBOTHBIX,
BOBJICUEHHBIX B KCIIEPHMEHT, aJleKBATHOCTHIO METO/IOB AHECTE3HH H IBTAHAZHH B COOTBETCTBHH C
npasuinamu GLP.

— OcymecTBIATh KOHTPOIL 34 cobmoeHeM MpaBWl  YTHIH3AIHH OHOJIOrUYECKOr0
marepuana.

— TlpoBepaTh BO3MOXHOCTh H3BATHS TPYIHOIO HIH OWONCHIHOTO MarepHaia B
COOTBETCTBHH C 3aKoHOM P®, OUeHHBATh MPaBOMOYHOCTH M3BATHA TPYIHOTO WIH OUOTICHHHOIO
maTepuaia Oe3 COCTaBICHHA AKTa uH(OPMHPOBAHHOTO COTJIACHA WM paspelicHus Ha 3a00p
MaTepHana 0T CaMOro MCIBITYEMOr0 WIIH ero 3aKOHHBIX peJICTaBUTEIEH.

4.5 TIperMeToM JKCHEPTU3BI JIDK gBnsioTcs KIMHAYECKHE HCCIENOBaHHA M HUOKP, B
KOTOPHIX B KauecTBE HCIBITYEMBIX NPHHAMAIOT y4acTHe moad ¥ 1abopaTOpHBIE KHBOTHBIC, 2
TaKKe TPYIHLIA ¥ OMOTICHIHBIH MaTEpHAIL.

4.6 OCHOBHLIMH NPUHIHMIIAMHA JIEATEILHOCTH JIDK sBASIOTCS HE3aBUCHUMOCTh, TTaCHOCTD,
CIIPaBeTMBOCTD, COOIIOICHHE 1IPaB H cBOGOI ueIOBEKa H TpakIaHkHa, PaB IOPHAXICCKUX JIHLL,
06BEKTHBHOCTh, KOMIETEHTHOCTh, OTBETCTBEHHOCTb OKCIEPTOB 32 mpoBeJeHHE M KadeCTBO
yrugeckoit skcmeprussl. JIDK  He HMMeeT npsMOi  3aMHTEPECOBAHHOCTH B KOHKPETHOM
pccaeoBaHuK. HeszaBucMMO OT HCCIe/0BaTells, 3aKasduka, CIIOHCOpA WIIM  MEIHIHHCKOrO
yupesxaenus JIDK perensupyer rianbl MCCIIeJOBAHMH M MEXaHM3MBbI 3aIIMTHI IPAB 4€II0BCKA H €0
6e30MacHOCTH, 4 TaKKe OleHWBAaeT YMaHHOE OTHOMICHHE K JKCIEPUMEHTAIBHBIM JKHBOTHBIM.
Ceoto jnestensrocTh JIDK oCyIIecTBIseT Ha OCHOBE HPHHIMIIOB rymMaHu3Ma, paBHONpaBHs BCEX
CBOHX WJIEHOB, CAMOYTIPABIICHHA.

JIDK seiusiercs OTKPHITHIM opradoM. Mudopmanus o ieHaX, rpadpuke pabOTHI, BCEX
IPUHATHIX PEHICHUAX HE ABIAETCA KoH(HASHITHATIBHOH.

5. OPTAHU3ALIMOHHAS CTPYKTYPA JIDK

5.1 Tlepconanbubii cocta JIOK yTBepikaacTcs [IPHKAa30M peKTopa YHHUBEPCHTETA. JIDK
BO3IMIAB/IAET MpeJCe/arTelb, 3aMECTHTENb(H) MpeiCceaaTeils, ceKpeTapb, OCTaJIbHbIC COTPYAHHKH
umerot craryc uiexos JIDK. Hnenamu JIDK HazHauaioTcd JMIA M3 YHCIa BeXyLIHX HayqHBIX H
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MUHMCTEPCTBO HAVKH U BBICLLIEI'O OBPA30BAHNSI
POCCUICKON ®EEPAITAA
®EJEPAJIBHOE IOCYJAPCTBEHHOE BIOJ)KETHOE
OBPA3OBATEJILHOE YYPEKJIEHUE BbICIIEIO OBPA30BAHUSI
«MOCKOBCKHUI TOCYJIAPCTBEHHBIM YHUBEPCUTET
TEXHOJIOTHI M YITPABJIEHUS HUMEHMU K.I'. PA3YMOBCKOI'O
(IIEPBBIN KA3AYWI YHUBEPCUTET)

[TonoxkeHue 0 TOKaITbHOM dTHYECKOM KOMHUTETE

HAay4HO-TICIATOTHYECKHX ~ PAbOTHHMKOB, — MpPEACTAaBHTENCH  aIMMHUCTPATHBHO-YNPAaBICHCKOTO
nepcoHana YHHBEPCHTETA, IIPECTaBHTENCH APYruX BY30B, OOIMIECTBEHHBIX M HHBIX oprasuzanuii,
MO NpeiCTABJCHHIO MpopeKTopa 1o HayuyHo#  pabore. Kommrer (dopmupyeTcs  Ha
MEXKIUCITHTUTHHAPHOH OCHOBE.

5.2 Jlearensnocts JIDK ocymiecTBisieTcss B COOTBETCTBHH C rpapHKOM 3aceaHui,
yrBepinaeMbiM pekropoM (Ipunoxenne 1).

5.3 Pexomenayercs Bkodenue B coctap JIOK umm, He uMMeOmMEX JTHYHOM
3aWHTEPECOBAHHOCTH U OTJIMYAIOIIMXCA OTBETCTBEHHOCTBIO H NPHHIAIHATLHOCTHIO (KaK My>X4IHH,
TAK M YKEHIIMH), B CIIEAYIOIEeH MPONOPIHHU: a) He MEHee CeMH JICHOB; ©) oxHoro u Honee uneHa,
He ABJIAIOMErocs HAyUHEIM pabOTHHKOM; B) OJHOrO U Dojiee WieHa, HE ABJSIOMIErocs COTPYAHHKOM
Yuusepcutera, Toapko wuiedsl JIOK, He sABIAIONMECT COTPYAHHKAMH YHuBepcuTeTa, MOTYT
NPUHMMATH Y4YacTHE B TOJIOCOBAaHHM [0 BONPOCY paspeleHns/of00peHns Ha IPOBEJICHHE
uccnenopanusd. JIDK MOKET NpUBieKaTh HEOOXOIHMBIX SKCHEPTOB W KOHCYJIBTAHTOB € MPaBOM
COBEIIATE/ILHOTO TOJI0CA, KOTOPbIe IPHBHOCAT CIEIHANBHEIE 3HAHHS, HEOOXOMUMBIE /Ui PEIICHHS
TeX WA HHBIX KOHKPETHBIX BOIIPOCOB.

5.4 B ciyuae eciu anes JIDK, B cuily 0GBEKTHBHBIX NPHYHH, HE MOKCT NPHHUMATD y4JacTue
B ero paGoTe, OH MOXKeT OBITH BBIBEICH M3 COCTABA, COTIACHO IPUKasy peKTopa Vuusepcurera. B
ciyuae ecmu nesirensHocTh wiena JIOK e criocobeTByeT (b PEKTHBHOMY BBIIOIHEHAIO BYHKIHMH
JIOK. oH MokeT GBITh MCKIIOYEH W3 COCTaBAa B COOTBETCTBMM C PEIICHHEM yHEHOTO coBeTa, 10
npencTasieHnio npeacenarens JIDK.

5.5 JIDK OCYIIECTBISIOT CBOIO JEATENbHOCTE IyTeM MPOBEACHHA zacenanmii. JIDK Bener
HEOOXOHUMYIO JOKYMEHTAIMIO M MPOTOKOIMPYET 3ace/Ianus. Opranm3anys ¥ OCYIIECTBICHUE
nestenphocTd JIDK BO3nOXKeHa Ha Tpejceiarenis, TPH €ro  OTCYTCTBHM 3amecTUTENsI(eM)
npeacenaTess U CeKperaps JIDK. Vka3aHHbie JHIIAa TapaHTHPYET COOTBETCTBHE [CATEIILHOCTH
JIDK, cTaHgapTHBIM OIEPallHOHHBIM TpOLEypaM H JIeHCTBYIOIIMM HOPMATHBHO-IIPABOBLIM aKTaM.
Cekperaps JIDK ocymecTBIseT JIOKYMEHTOOOOPOT M OTBEYAeT 33 NPABHIILHOE BEJICHHE H XpaHeHHE
noxymenrarun JIDK.

5.6 Jlna Toro 4TOoOBI 3acelaHHe JIDK 6bUI0 TPaBOMOYHBIM, HEOOXOIHM a/IeKBaTHBIH
kBopyM. TpeGoBaHHs K KBOPYMY: COCTOSTH MHHAMYM H3 50% wu omuoro wiena JIDK; He menee
omuroro wiena JIDK, He ABIsIOMErocs Hay4HbIM paGOTHHKOM; HE MEHee OJIHOTO “JeHa JIDK, Be
ABJISIOMIErocs COTPY/AHHKOM YHHBEPCHTETA; HCK/IIOHYATh BHEIIHUX KOHCY/BTAHTOR 13 TPOLIEIYPbI
rOJIOCOBAHMA, MCKJIIOYATh M3 TPOLEAYPbl TOJOCOBAHHA MOGOro wWieHa, MMEKOIEro KOH(IUKT
HHTEPECOB.

5.7 3acenanus JIDK MOTyT IPOXOHThH Kak B OTKPBITOH, TaK U 3akpbiToil popme. OTKpBITAs
dopma npeanoYTUTENBHA, KOT/Ia 00CYIKICHHIO TIOMIEHKAT BOTIPOCHI obmero xapakrepa. 3aKpeITas
dopma onTuManbHa Ui oOecreueHHs NPHHIATA KOH(HMIEHIMAILHOCTH. 3acefaHus MOryT
IPOXOJNTH B 3aKPBITOH (OpMeE, €cim STOTO IKEJAT BpatH W/MM mAlUeHTH (WISHBI CeMei),
BOBJICUEHHEIE B 00CYKIaeMyro catyaimio. Ha 3aceniaHii MOTYT NPHCYTCTBOBATD JIOTIOJTHUTEITbHO
NpHBIIEKaeMble SKCIIEPTHI ¢ MPABOM COBEIIATRIIBHOTO ro10ca. Eciu ucceoBareib, y4acTByOmni
B paccmarpuBaeMoM KMIIIL ans MEAMIMHCKOTO pUMEHEHHS, ABISACTCH WICHOM JIDK, 10 OH HE
MOYET MPHHEMATh YJacTHE B FOJIOCOBAHUH, 9TO JI0JDKHO OBITH TOATBEPHK/ICHO TOKYMECHTAIILHO.

5.8 JIDK j0/mKeH XpaHHTh JOKYMEHTALUIO (CTaHAAPTHBIC MPOUCIYPHI, CITMCKH 4YJIEHOB C
yKa3aHHeM pojia JIeATeNbHOCTH ¥ MeCTa paboTHI, TIPe/ICTABICHHBIE HA PACCMOTPEHHE JIOKYMEHTEL,
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MUWHUCTEPCTBO HAYKH U BBICIIEI'O OBPA3OBAHMS
POCCUMUCKON ®EJIEPALIUA
®EJIEPAJBHOE I'OCYJAPCTBEHHOE BIO’KETHOE
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(IIEPBBI KA3AYMIA YHUBEPCUTET)

[TonoxkeHHE O JJOKAIBHOM 3THYECKOM KOMHTETE

TIPOTOKOJIbI 3aCeIaHAH i KOPPECTIOHICHIIMIO) HE MEHEEe TPEX JIET IOC/IE 3aBEPIICHHS HCCIC0BaHNA
H TIPEIOCTABIATE €€ M0 TPeGOBAHHIO Pa3peNIMTeIbHBIX HHCTAHIMH.

5.9 Bee wiens JIDK v TeXxHHYECKHii epcoHa J0JDKHBI coOM0AaTh KOH(HIEHIIHAIBHOCTE
B Bonpocax, cBszanubx ¢ KWJIIT nist MeIMIHHCKOro NPUMEHEHHUS.

6. PETJIAMEHT PABOTBI JIDK

6.1 3acenanus JIDK MoryT GbITh KaK IUIAHOBBIMH (PETyJIAPHBIMH), TAK H BHEOUEPETHBIMU
(IOTIONHUTENBHBIMU), OPraHU3yeMbIMH Ul PacCMOTPEHHSA BOIPOCOB IO Mepe He0OX0/TMMOCTH
(118 TPOBEJEHHS OLEHKH CIIy4aeB BO3HHKHOBEHHsA HEKETATCIBHBIX H noGounsX 3¢ deKxToB,
peisBuBImmxcsa B xone KWL, u ananu3a mpoMeXyTOUHBIX Pe3y/bTaToB, Uld PEHICHHs BOIpoca O
sozMoxuocTy nponomkenns KJII). IlnanoBbie 3aceniants MPOBOIATCS HE PEKE 1 pa3a B kBapTall
(32 MCKITIOYEHHEM HIOJIS W aBrycTa (€XKeroHpli OTIycK). Jlata U BpeMs CIEAYIOLIEro 3ace/aHus
onpenensrorcs npencenareneM. Cexperapb JIDK we modxke yeM 3a | Hexemo 10 3acelaHus,
coobmaer unenam JIDK nmary, Bpemsi, MECTO U NOBECTKY ILUIAHUPYEMOTO OUEPEIHOTO 3aCCHaHHA; a
TaKKe mpeaBapuTebHo 3HakoMuT wienos JIOK ¢ nokymenTamu, OCTYMHBIIHMH JULH IKCTIEPTH3BL

6.2 Jns BeITIONHEHNs yKkasaHHbIX 3a1a4 JIOK MokeT co3aath:

— He3zaBHCHMYIO KOMHCCHIO Ul KOHTPOJIS HUOKP, npoBOAMMBIX Ha 4eJIOBEKE, I
CHCTEMATHYECKOH TIPOBEPKH JEATENBHOCTH H JOKYMEHTAIIHH, BOBJICUCHHBIX B MPOBEIACHHC KWJIII
CTOPOH, /ISl TIOJATBEPX/ICHHS (haKTa OCYIECTBICHH 9TOM MEATENIbHOCTH, a Takke A OLCHKH
COOTBETCTBHS Tpoleayp cOopa, 06pabOTKH H INPEACTaBICHHA NaHHBIX TpeOOBaHUAM HTHHUESCKHX
nopm, npotokona KWJIIL, cobmonenns tpebopanuii GCP 1 peryaupyiommx HHCTAHLIHH.

— Komucecuto stuueckoro kourposst HUOKP, npoBoMMBIX HA )KHBOTHBIX.

_ Komuccuio stuueckoro kontpons HAOKP, npoBojuMMBIX Ha TPYITHOM H OGHONCHIHOM
MaTepHaie.

6.3 JIDK ompenenseT MONOXKEHHs O HEIOIYCTHMOCTH NpPHBJICHCHHI K HCCIIEIOBAHUAM
HCTBITYeMBIX Ge3 ofopMiIeHHs THCEMEHHOTO ono6penus JIDK mannoro KW 1 o 3anpeiieHun
KAKNX-THOO0 OTKJIOHEHHH OT NPOTOKOJA WM MONPaBOK K MPOTOKOIY 6e3 mpeaBapUTENBLHOTO
muchMennoro paspeuerns JIDK, 3a MCKIOUEHMEM TEX CIyHacs, KOIJd HeoOX0MMO H30ekKaTh
BO3MOKHOTO PHCKa Ul CyOBEKTOB HCCIENOBAHMA W KOTZA HW3MCHCHHA [IPOTOKOJIA KacarTes
TONBKO MATepHALHO-TEXHHIECKOTo obecreeHns HiH aJIMHHUCTPATHBHBIX BOIPOCOB (3aMeHa
MOHHTOpA HCCIIeI0BaHMUS, H3MCHEHHE HOMEPOB Tene(OHOB H T.II.).

Jlns 9TOr0 HEOOXOIMMO ONpPENETHTh COACPKAHHE dopM OTHETHOCTH HCCIEOBATENS 10
CJIEYIONHM ITYHKTaM:

—  orxionenus wm Ilompasku k Ilporokonmy B ciydasX, KOI/d He0OX0IMMO
He3aMe UIMTENLHO T[PHHSTh Mepbl, BO u30eKaHHWe yBEIMYCHHA pucka JUld CcyOBEKTOB
WCCIIeIOBAHMSA:

— M3MEHEHUS, YBETHUMBAIOIIME PHCK /Ui CYOBEKTOB 1 (MIJTH) OLIYTHMO BIMSIOIIHE HA XON
UCCIIeIOBAHMS

— Bce HeXenaTelbHBIE JEKapCTBEHHBIE PEaKIMH Ha HCCIe/lyCMBbIE 0OBEKTHI, ABISIOMHUECS
Cephe3HBIMH H HENPEIBHICHHBIMHU;

— nopas mH(OpPMAIMs, KOTOpAs MOXKET HeOnaronpusATHO MOBJIMATE Ha 0e301acHOCTh
cyGHEKTOB W Ha 11eNeco00pasHOCTb MPOOIDKEHHA HCCTIENO0BAHIA,
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POCCUMCKOU ®EJIEPAIIUU
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[TonoxeHue 0 JOKATbHOM 3THYCCKOM KOMHTETE

P
T

— COMHEHMS HcciefoBaTeNid  OTHOCHUTEIBHO mOOBIX  MOJIOKEHUH npoBOAUMOroO
HCCIIE0BaHUs, BOSHUKIITHE B X01€ pa60TbI.

6.4 Oopmuennsiii npotokon JIDK BiiovaeT pasiensl:

— IToBecTka JHs.

— Coucok npucyTeTByomux wieHos JIDK, ormMerka o HaIMYHH KBOPYMa.
— MecTo u jara 3aceqaHus.

— Kparkoe u3ioxeHne 00CyKASHHBIX BOIPOCOB.

— [lpunsiThiC peIneHus.

— Pacrnipe/iesieH#e TOJ0COB [IPU IPHHATHH PEHICHHA.

— Ocoboe muenue wienos JIDK, eciu pelneHre IPUHATO HE €JMHOTIIACHO.
— T[Moamuck mpeaceaaTess u CeKpeTaps.

7. OTBETCTBEHHOCTS JI9K

7.1 JIDK HeceT IOpPHIMYECKYIO OTBETCTBEHHOCTH 3@ TNPUHATHIE PEIICHHS, COTJIACHO
AEHCTBYIOMIEMY 3aKOHOIATEIbCTRY.

7.2 B ciyuae meratusHoro pemenus JIOK 0bs3aH yKa3zaTh NepedYeHb KOHKPETHBIX
HApPYIIEHH STHYECKHX MPABHJI UK CHOPMYIHPOBATH /IPYTHE BECKHE OCHOBAHMUS.

73 B ciyuae meobxomumoctn JIDK mpenocraBmsier JOKYMEHThl HAa PAaCcCMOTPEHHE
Mun3zapasa Poccun H/HmE DTHYECKOTO KOMHTETA NPH dbenepanbHOM OpraHe HCHONHATEIbHOH
practi. JIDK MOKeT TpPeNOCTAaBHTH JIAHHYIO HH(OPMAIMIO HCCICNOBATENIO,  CNOHCOPY
yicCIieIOBaHMS MJIH IPYTHM 3aHHTEPECOBAHHBIM HHCTAHIHAM.

8. IPABA JIDK

8.1 Pemenus JIDK 06 omobpennn uid o0 OTKase B MPOBEICHAH KWUJIIT obs3atenbHbl 1
JIMI, 3aHHTEPECOBAHHBIX B MX OCYLIECTB/ICHHH.

82 JIDK o6si3aH MHMDOPMHPOBATh 3aMHTEPECOBAHHBIC CTOPOHbBI O CIy4asX MIPOBEICHHS
JCClTeIOBAHMIA, He TMPOMEIINX dTHYECKO# SKCIepTH3bl. BUHOBHBIC JHIA HECYT OTBETCTBEHHOCTh
B YCTAHOBJIEHHOM 3aKOHOM TOPSJIKE.

8.3 Jlns zamuThi mpaB H 0(e30macHOCTH cyonexToB uccienosanns JIDK mMeeT mpaso:
3aTpe6oBaTh JOTOTHUTEIBHBIC MATEPHATIBI, HeoOXO0MMBIE EMY JUIS OLIEHKH, KOHTPOJIA KavecTBa H
skceprusbl  KAJIIT; oTMeHATh WM TIPHOCTAHABIMBATH JefiCTBHE CBOEro oj00peHHs Ha
IpOBE/IEHHE MCIBITAHU NPH YCIOBUM YBEIOMJICHUS 06 3TOM COOTBETCTBYIOLIHX HMHCTAHIHH C
ykazagmeM npuumH. JIDK nMeer mnpaBo KOHTPOIMPOBATE: BBLINIOJTHEHHE TIPH IPOBEJACHUH
wccnenopanmit  TpeGopammii @3 «O6  oOpamieHHH  JIEKapCTBEHHBIX  CPEACTBY, WHBIX
3aKOHOJATEBHBIX aKTOB P®, KacarolUXCs OXpaHbl 3/10pOBbi IPAKIAH: obecneueHne Ge30NACHBIX,
IYMAHHBIX KIHMHHYECKHX (IOKIMHHYECKHX) HCCIIeIOBaHMH TeKapCTBEHHBIX IIpernaparoB JUis
MeMIIHHCKOTO [PHMEHEHHs; cobmoenue TpeGoBaHHi IyMaHHOTO OTHOMICHMS K nabopaTopHLIM
JKUBOTHBIM M K M3BSTHIO TPYITHOTO H OMONCHHHOIO MaTepHaa.
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MUHUCTEPCTBO HAYKH U BbICIIIEI'O OBPA30OBAHMS
POCCUMNCKOU OEJIEPALTUN

®EJIEPAJIBHOE I'OCYJIAPCTBEHHOE BIO/UKETHOE
OBPA30OBATEJIbHOE YUPEKJIEHHE BBICIHIETO OBPA3OBAHUSI
«MOCKOBCKHM I'OCYJIAPCTBEHHBIM YHUBEPCUTET
TEXHOJIOTWI 1 YIIPABJIEHUSI UMEHH K.I'. PA3YMOBCKOI'O
(ITEPBBIN KA3AYHWI1 YHUBEPCHUTET)

[TonokeHue 0 JTOKAILHOM ITHYECKOM KOMHTETE

9. OPTAHU3ALMS, PEOPTAHU3ALIASA U JIUKBUJALTHS JIDK
9.1 Komurer opraHusyercs, PeOpPraHH3yeTcs M JIMKBHIHPYETCS MNPHKA3OM PpEKTOpa

YHUBEpCUTETA.
9.2 TlonokeHWe, W3MEHEHHS M JIOTONHEHHS K ITOJIOKCHHIO YTBEPKIAIOTCA PEKTOPOM
YuusepcHrera.
10. COTJIACOBAHHE
JomKrHOCTD DPHO IMoanuck
3aMeCTHTENH MPOPEKTOpa 10 F
Paspaboran . PERRESS b.K. ®enopos
HayuHO# paboTte )
Fai
[TpopexTop 10 Hay4HOH
Cornacosai pop P Y J.M. Bonoguxux
pabote ,
Tleka (aKy/bTeTa MHIIEBbIX V()
Cornacosai TEXHOJIOTHH H B.A. I'pubkoBa 4
GHOMHIKEHEPHH /)
Ta
; Jéexaﬂ (bal{ynm;e o AL Hreniiofon:
Hil ¥ pBI
orjacoBai HOTS:XHonor p I, ;
X03siicTBa
W !
HauanpHUK yIIpaB/IeHHUA
Cornacosai YIp 1.0. [IImakos
0e30macHOCTH
HauanbHHK I0pHIHIECKOro B “ (g, )_)Z
Cornacosai H.B. Anzpeiigak R
b oTaena :
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MUWHUCTEPCTBO HAVKH U BBICHIET'O OBPA3OBAHWA

M POCCHUMCKOW ®ETEPAIINHU

®EJAEPAJILHOE T'OCYIAPCTBEHHOE BIOJKETHOE
OBPA3OBATEJLHOE YUPEXX/JIEHUE BBICIIEIO OBPA3OBAHUS
«MOCKOBCKHII TOCYIAPCTBEHHBII YHUBEPCUTET
TEXHOJIOT' Ml ¥ YIIPABJEHHWSI UMEHH K.I'. PA3YMOBCKOI'O
(IIEPBBIIT KA3AYMI1 YHUBEPCUTET)

[TonoskeHue 0 TOKAJILHOM 3THYECKOM KOMHTETE

IIpunoscenue 1
dopma npeasapuTebHOro rpapuka saceaanui JIIK na roa

«YTBEPXJIAIO»:

Pexrop

OI'BOY BO «<MI'YTY

um. K.I'. Pazymosckoro (ITKVY)»
N.0. Gamunus

« » 2023 2.

TpenpapuTensubiii rpapuk 3acenannit JIOK na 20__rox

[Tocneansist fata mpueMa
No 3aceanus ﬂa"ra 3aceiaHnms JOKYMEHTOB OJIs
paccMOTpeHHsA Ha 3aCCAaHHN

IIpencenarens DTHYECKOTO KOMHTETA
®TBOY BO MI'YTY um. K.I'. Pasymosckoro (TTIKVY)

Cexperapb DTHYECKOTO KOMHTETA
®I'BOY BO MI'YTY um. K.I'. Pasymosckoro (ITIKVY)
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MUHUCTEPCTBO HAYKHU 1 BBICIIIEI'O OBPA30BAHNSI
POCCUIMCKOU ®EIEPAILIMA
®EJEPAJBHOE I'OCYJIAPCTBEHHOE BIO/IKETHOE
OBPA3OBATEJILHOE YUPE)XKAEHUE BHICLIET'O OBPA30BAHMS
«MOCKOBCKHI TOCYJJAPCTBEHHbBIN YHUBEPCUTET
TEXHOJIOTHI U YIIPABJIEHUSI UMMEHH K.I'. PA3YMOBCKOI'O
(IIEPBBII KA3AUYMII YHUBEPCHUTET)

[TonosxeHue 0 JOKAIBHOM 3THYECKOM KOMHTETE

Hpunoocenue 2

MHWHUCTEPCTBO HAYKH U BbICIIETO OBPA3OBAHUSA

POCCUNCKOMN ®EJEPALIUM
denepanbHoe rocy1apcTBeHHoe 6lokeTHOE 00pa3oBaTeIbHOE YUpeKIeHHE
BbiCLIEro 0GpaszoBaHHs
«MOCKOBCKHIA TOCYIAPCTBEHHbII YHUBEPCUTET
TEXHOJIOTUN U YTIIPABJIEHUS umenn K.I'. PA3YMOBCKOI'O
(TepBbiii kKa3aunii yHHBEPCHTET)»
(PrBOY BO «MT'YTY um. K.I'. Pasymosckoro (TTKY)»)
3aknuyenHe
JlokansHoro dtnyeckoro Komurera

Ha HAYYHO-HCCIIEIOBATENLCKYIO paboTy:

Ha 3ace/laHnH JloxaneHorO ITHYECKOTO KOMHTETA (JIPK) or 20 T
(mpoToKO Ne ) B cocTaBe:
npejceaTenb —

3aM. MpercenaTens —

ynens JIDK -

ceKpeTapb —

PaccMOTpeHa HaydHO-HCCTeoBaTelbekas pabora:

[MpoBeneHa 3THYECKasA IKCMIEPTH3A CIEAYIOUHX JOKYMEHTOB:

Ha ocHopauuu yero JIDK sakmouaet:

- HCCNIeIOBAHME COOTBETCTBYET NpHHLMNAM XeNbCHHKCKOH JeKIapauti BceMupHOii MEIHIMHCKOMH accoLMaliH,
npuHATO# Ha 18-0i ['enepanbHOM Accambiiee BMA (Xenbcuuky, @UHIAHINA, HIOHB 1964), a Takke ee nocneaHeH
peaKiHH, NPHHATOH Ha 64-0i IenepanbHoii Accambnee BMA (Popranesa, Bpasunus, okta6ps 2013 1.),
Kouncturyuuu P®, MenepanbHOMY 3aK0HY «O6 OcHOBaX OXpPaHbl 3710pOBBA rpacian B Poccuiickoi Menepanumny»,
HaumonansHoMy cTanaapty P® Hapnexkaulas KIMHHUYECKaA NPaKTHKA (GCP), npukasam Muusapasa Poccuu u
APYrUM IeHCTBYIOMIMM HOPMATHBHbLIM aKTaM.

- YCIIOBHS HCCIIEI0BAHMUSA COOTBETCTBYIOT OGIIENPHHATHIM HOPMaM MOpAJTH, COOMONEHb!

TpeGoBaHHA ITHUECKMX M MPABOBBIX HOPM, @ TakkKe rpas, MHTEPECOB M JIMYHOrO MOCTOMHCTBA Y4aCTHHKOB
HCCIeIOBAHHH,

- MPOBOIMMBIE HCCIE0BAHMA AIEKBATHBI TEME HAY! HO-MCCIIE10BATENbCKOH paboThl;

- JIOMOJIHUTENBHBIH PHCK VISl CYOBEKTa HCClleJ0BaHHH OTCY TCTBYET;

- YUaCTHHKH MCCEN0BaHKA HHDPOPMHUPYIOTCA O LEIAX, METOMAX, 0IKMIAEMOIi NOJb3e MCCIEN0BAHUS W COTPAKEHHBIX
C ydacTHeM B MCCIIEIOBAHIH PHCKE W HeYN00CTRaX;

- cyOBeKT MM 3aKOHHBI MPeICTaBHTE b cybbexTa (poautens) aaeT 100pOBONLHOE MH(OPMUPOBAHHOE COTJIACHE HA
y4acTHe B HCCIENOBAHUH;

PELLIEHO: 0106puTh MPOBOAMMYIO HAY1HO-HCCIEA0BATENBCKYIO paboTy:

Hpencena"renh JlokanbHOrO 3 THYECKOI0 KOMHTETA

Cekperapb JIOKalnbHOTO 3THYECKOTO KOMUTETA
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MUHUCTEPCTBO HAYKH U BBICIIEI'O OBPA30OBAHUSA
POCCUMCKON ®E/IEPALIHA
®EJIEPAJIBHOE I'OCYJIAPCTBEHHOE BIO/UKETHOE
OBPA30OBATEJILHOE YYPEXIEHUE BBICIIIETO OBPA3OBAHUSA
«MOCKOBCKHMN I'OCYJAPCTBEHHBIH YHUBEPCUTET
TEXHOJIOTWI U YIIPABJIEHUS UMEHH K.I'. PA3YMOBCKOI'O
(MMEPBBIA KA3AYNIA YHUBEPCHUTET)

[Tonoxcenue 0 TOKAJIBHOM 3THYECKOM KOMHTETE

Pt
T

Ipunoxcenue 3

®opma KypHAJIa PpeTHCTPALHH BXOAAMIMX JOKYMEHTOB

JKypHast perucTpalyH BXOISIIHX JOKYMECHTOB

[lepeuenns
DHUO, mecTo HasBaune p
JIOKYMEHTOB,

JlaTa o paboThI U KJIMHAYECKOTO

Bxopampit No MOJDKHOCTE HCCIEeI0BAHHIS AT
erHCTpaluu ]

p TRl paccMOTpeHHe

HCCIEIOBATENS | HOMED IPOTOKOJIA K
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MUHUCTEPCTBO HAVKM U BBICIIIEI'O OBPA30OBAHNS
POCCUNCKOU ®EJIEPALIAA

®EJAEPAJBHOE 'OCYJIAPCTBEHHOE BIO/[KETHOE
OBPA3OBATEJIbHOE YYPEK/JIEHHUE BBICIHIEIO OBPA3OBAHUSI
«MOCKOBCKHI T'OCYJIAPCTBEHHBI YHUBEPCUTET
TEXHOJIOTHI U YIIPABJIEHUSI UMEHHU K.I'. PA3YMOBCKOI'O
(TIEPBBI KA3AYHMI YHUBEPCHUTET)

P
T

TTonokeHHE 0 TOKAJIBHOM 3THUYECKOM KOMHTETE

Hpunoxcenue 4
®opma coobmenus cexperaps JIIK unenam JIIK o npeacrosimem saceaHHH

Coobmenue cexkperaps JIDK wienam JIDK o npeacrosineM 3aceilaHuy
Ynenam JIDK ©®T'BOY BO
MI'VTY um. K.I'. Pasymosckoro (ITKVY)
(110 CITMCKY)

Coobuienue o npecTosiieM odepenHoi 3aceaanuu JIDK

Hacrosimmm nadopMupyio Bac, uro ouepennoe 3acenanue JIOK cocroutes «_ » 20
_ r.B__uac. _ MuHyT BKab.Ne__ (mo azmpecy: r. Mocksa, yiI. 3emnsnoit Ban, 1. 73).

[ToBecTka 3acenanms:
[Iporry Bac moATBepanTh y4acTHe B MPEJICTOSAIIEM 3aCeIaHNH.

[TpunoxxeHue:

Cexperaps JIDK
Jata
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