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Ieab - ONMPEEIUTH, COOTBETCTBYET JIH IIAHMPYCMOC OHOMEIMIMHCKOE HCCIICIOBAIHIC
YCTAHOBJICHHBIM 3THYCCKHM TpeGoBanmsaM. PaccMarpuBaloTes W BBIHOCHTCA 3aK/TIOUeHHsA 110
TIpeICTaBICHHBIM JOKYMEHTAM.

OreercTBenHOCTD - Bee Wiensl HKD.

B 06s3aHHOCTH CeKpeTaps BXOJUT INEPBHYHOC O3HAKOMICHHE € JOKyMEHTaIMe# 1pu
npueme 3aspnenus (1IpanoienHne 1) or 3asBuTElNs, NPOBEPKA COOTBETCTBHA TIpeCTaBIeHHBIX
nokymentos tpebosammam  HKO, 3abnaropeMentoe MHGOPMAPOBAHUE ICHOB HKD o
MOJNYYeHHOM 3asBICHMHM, PETHCTPAays pe3y/bIaron IOJYIEHHBIX OKCIIEPTH3, XPaHCHHC
JIOKYMEHTAIHH, IIPEeJCTaBICHHE IIPOCKTa IpescenaTemo Ui BKJIIOUCHUS B IToBecTKy JIHS
Texymiero 3acefanus HKD, mpuriamerue Ha 3ace/laHHe BCEX 3aMHTEPECOBAHHBIX JIHIL.

dopMa moadu JOKYMEHTOB Ha JIICKTPOHHOM 7mb0 GYMaKHOM HOCHTEIIC.

CIIHCOK IOKYMEHTOB, IIPEIOCTABIIEMBIX Ha SKCIIEPTH3Y:

1 TTo/ITACaHHOE 3aABUTENEM U JIATHPOBAHHOC 3aBICHIC,

2 .ITpoTOKOJI KIHHUYECKOrO HCCIe/IOBAMNIS Ha AHTTHHCKOM (CIId [IPUMEHAMO) H PyCCKOM
S3bIKE aKTYIbHON BEPCHH,

3. MuopMaHOHHEIA JTHCTOK naruenta/nobposoiba M GopMa UH(GOPMUPOBAHHOTO
COrIACHS HA PYCCKOM M aHITTHHCKOM (ecin IPUMCHIMO) SI3bIKAX;

4 Vludopmarus 0 BEIUIATAX CyOHEKTaM NCCIIEI0BARIA (eciH IPUMEHIMO);

5. Konuio Jorosopa 00s3aTebHOro CTpaxoBakusl.

6.J[HEeBHMKH, AaHKETBl W JPYrue JOKyMCHIRL KOTOpbIC ~I[IPECTOUT  3aIOIHATH
[anEeHTaM/ T06POBOIIBIAM-YIaCTHHKAM MCCTICOBANH,

7.Bpoiopa uccie(oBaTeis Ha pyCCKoM 1 AHCTAMCKOM SI3BIKE (€CIIH IPUMEHHUMO);

8 Marepuaisl, BKIHOYas PCKIAMHBIC, prdopMupyomue 00 HCCTEOBANMA - 1
FCIIONIB3YEMBIe JUIs TIPUBIICISHHA [AIMCHTOB (eciu PUMEHHUMO);

9 Pestome T TABHOTO UCCIIEOBATENs B TEKYIIEH pelaKiim;

10.CIMCOK M CBEIEHMS O MEIMIMHCKAX OpraHu3ainsiX (uccienoBarebCKuX LEHTPAax), B
KOTOPBIX Ipe/IIoaracTes [IPOBEICHNIE KJIUHUIECKOTO MCCIIe0BAHMS/ HAY THO-
HCCIe0BATENBCKON pabOThI (M HATHYHH);

11 Komust ono6pesus Cosera 10 OTHKE IpH MUHUCTEPCTBE  3[PaBOOXPAHEHIS
Poccuitckoit Penepanuu (€CIH TIPUMEHAMO);

12 Konus paspemenns MuHHCTEPCTBEA 3/IpAaBOOX paHCHIA Poccuiickoii denepanuy Ha
IPOBEJICHAC KIMHIYECKAX fcciIeOBaNMil JIEKAPCTBEHHBIX IIPETIapatTos Ll MEIAITIHHCKOIO
IPUMEHCHHS JTI00 KIHHHYCCKHX ACIIBITAHHN MEIAIIMECKOr0 W3/1esus (ecnu IPUMEHHMO);

13. Madopmanus 0 cocraBe JIEKapeTBEHHOTO npenapara (eciy TPUMEHIMO).

14. CpejieHyis 0 Tpe/IoIaraéMblX CpOKax MpOBEACHHA KIMHATECKOTO UCCIIeIOBaHMUA.

15. MapecTras uadopMars 110 6e3011acHOCTH.

16. Tlo yCMOTpEHHIO 3adBHUTCIA Ha paccMOTpPEHHE MOIYT OBITH JTOIOIHATEIBHO
[pE/ICTABIICHb! JOKYMEHTBL, HMCIOINC SHATCHUE JUTA COOIIIOECHMS STHIECKIX HOPM BBITTOIHEHIA
HCCTIeIOBAHUS.

Jlng roro 9TOOBI HaTh APryMEHTHPOBAHHOC 3AKJIOYCHHEE 110 ITHIECKUM aCIeKTaM
[LIAHEPYEMBIX HCCIIeI0BaHIM HKD pomxen:

e ybeaurscs B TOM, YTO pHdOpMalis, [PeICTaBlIeHHas oprauuzanued WIH JAIOM-
asBUTENEM, IOCTATOYHA JUls TOro, dTo0kl BbICKAsaTh 0BGOCHOBAaHHOE CYX[IEHHE O
COOTHOIIEHAI MEKIY PUCKOM U IOJIB30H LA JIHLL, NIOABEPraroIiHXCA VCITBITAHKIO;

e OUEHHTH HEOOXOMMMOCTD IIPHBIICHEHNS HE3ABUCHMBIX IKCIICPTOB,

e [IPOAHAIM3MPOBATH ONPABIAHHOCTR Mpe/ICKA3yeMOro PHCKA M JPYIUX HEKEJIalC/IbHbIX
[IOCTENCTBHA JUls YYaCTHHKOB —HMCCICHOBAHMA 1O CPABHEHMIO C  OXUIACMBIMH
GArOIPHSATHEIMH JULS TAIECHTA LK APYTHX JIHILL pes3yJibTaTaMu;

e OIEHHTH BOSMOKHYIO II0JIB3Y UL HAIAEHTa 0T yIacTHs B HCCIIE/I0BAHNH;

TTepBIUHAS IKCHEPTH3E IPOTOKONOB KIHHWYCCKIN e/ NOBAHHIT ACKAPCT BEHHBIX [PETIPATON, BeHBITaHuA
MEMUHHCKIX n3nei He3apnenmoro kOMITeTa no yeuke np I'bY 3 MO MOIHA KH um. MG Bragumuperoro
Bepens 2.0 or 15.03.2024



e yOeQUTHECS B TOM, YTO HOTEeHIMalbHast 3Q(QEKTUBHOCTE, PUCK M HEY100CTBA OT IPUMEHEHHUS
HOBOT'O JIEKaPCTBEHHOI'O CPENCTBA, TEXHOJIOTHWH M JIP. OLEHUBAIOTCS IIPH CPABHCHHH C
JTYYIIAMHE U3 YHKE CYIIECTBYIOUUX JIMArHOCTHYECKMX U TEPANleBTHYECKUX CPEJICTB HIIH CXEM
TIeYCHHNS;

e y0eauThCs B KOMIIETEHTHOCTH UCClIeI0BaTeNeH, B TOM, YTO OHU UMEIOT COOTBETCTBYIOIIYIO
KBAIM(HKAIMIO 0 COOTBETCTBYIOUIMM CHELMANBHOCTAM M JIOCTATOYHBIA ONLIT B
[IPOBEICHUH OHOMEIMIIMHCKHX;

® OIpENEINTh, COOTBETCTBYIOT JIM UCCIEN0BATEIBCKHUE NEHTPEI HEOOXO0MMMBIM TPeOOBaHUAM
JUIsL TIPOBEJICHMs ILNIAHUPYEMOI'O HCCIIENOBAHMA, BKIIOUYAS HAJIMYME BCIIOMOTATEILHOIO
HEPCOHaNa, HeoOXoauMoro o0OpY[OBaHMS M CPEACTB NPOBEACHHMS HEOTIIOKHBIX
MEPOIPUATHIA;

e OICHUTL ANCKBATHOCTL H YCJIOBHS BO3MEILIEHHSA Bpeda 3J0POBBIO, HACTYIAIONIEr0 B
pe3ynsTare OMOMEIMUMHCKHX MCCICJOBAHMM, W TapaHTHH BO3MEIIECHHS pPacXxoloB Ha
oKazaHue HeoOXOMMON MEIUITMHCKOM OMOIIH, B T.4. CTPaXOBBIX IIOJIHCOB;

® YJIOCTOBEPUTHCS B TOM, UTO IAIIMEHTAM TapaHTHPOBAHBI JIeYEHHE M/WJIM KOMIICHCALMH B
cllydae HaHECEeHHUs! BPe/ia UX 3/I0POBBIO B X0/€ OMOMEIHIIMHCKOTO HCCIIEI0BaHMs;

e OLCHHTL pazMep M IOPAAOK OCYIIECTBJIECHUS BBILIAT YYACTHUKAM KIMHHYECKOIO
HCCIICIOBAHUS C LEJIBIO BBIIBIICHUS HEOOOCHOBAHHOM 3aMHTEPECOBAHHOCTU YYaCTHHKOB
KITHHUYECKOTO HCCIEIOBAHMS MM NPHHYKIEHHMA HX K YYacTHIO B KIHHHYECKOM
ucenenoBanud.  Mudopmauud, Kacamolascs —BBIIIAT — YYACTHHKAM — KIHHHUYECKOTO
HCCACNOBAHHUA, BKIIIOYAs METOMbl, CYMMBbl M rpaduk BBIOIIAT, OTPAXAETCI B
UH(POPMAITMOHHOM JIMCTKE TTallUeHTa.

IIpu paccMOTpeHHH M BBIHECEHWM 3aKIIFOYEHUs 110 KOHKpeTHBIM poxkyMmeHTaMm (IIporokon
HCCIIENOBaHMA/IIpOTpaMMa  MCIBITaHKUsd, bpommopa uccienosaress, PpesloMe  IJTIaBHOTO
uccneposarens, VHpoOpManMOHHBIA — JHCTOK — pamwedTta u  Qopma  IHCBMEHHOIO
uHpopmuporanHoro cornacus, MPK, MHeBHHKH M BOIPOCHUKH, KOTOPBIC MMPEJCTOUT 3aNI0JIHATH
HCCIICAOBATEIISIM, OMUCAHHUE JAHHBIX 10 Oe3011aCHOCTH MEJUIIMHCKOrO H3Ieus, H TaK JKe ero
TEXHUICCKHE XapaKTePUCTUKKW M [AaHHBIE TOKCHKOJOIMYECKHMX WCIIBITAHMME, OMUCAaHWE BCEX
KOMIIEHCAIIMI 33 Yy9YacTHE B MCCIIEJIOBAHUM, CTPAXOBOM IIONUC YIACTHUKOB HCCIIENOBAHNMA)
paccMaTpHuBalOTCA CIEAYIONIe (PaKTOPHL:

B IIpoToko/ie nccaeqoBaHus —

® Ha COOTBETCTBHE (DOPMBI U COIEPIKAHMS HCCIIEIOBAHMA €0 LENAM;

® BO3MOMKHOCTH IIOJIYUEHHS HEOOXOAMMBIX 3aKIIOYEHUH ¢ IPUBICUCHUEM MEHBILErO Yucia
YYaCTHUKOB MCCIIEIOBAHUS;

® KOJIWYECTBO IAIHMEHTOB, IPUHUMAIONINX YIACTHE B KIMHUYECKOM MCCIIE/[0BAHMH;

® KpPUTEPHM BKIIOYECHUS M HE BKIKOYECHUS NAIMEHTOB B MCCIICIOBAHHIE;

® KPUTEPHUH JIOCPOUHOTO UCKIIFOYEHUS IALMEHTOB U3 YUCIIa YUYACTHHKOB;

® KPHUTEPUH BPEMEHHOMN IIPUOCTAHOBKU MM IIOJHOIO NPEKPAICHUA UCCIICAOBAHI, METO/IBI
OOBEKTUBHOI'O KOHTPOJIS;

e IIpe/icKazyeMble o0oYHbIe 3P QEKTH H HEY100CTRA.

® BO3MOMKHOCTH IpUMEHEeHMs Irianefo ¢ y4eToM B3BEIIEHHOI'O CONOCTABICHUS PHUCKOB U
0e30IacHOCTH M0 OTHOIIEHMIO K YYACTHUKAM MCCIIEOBAHUSL.

B bBpomrope wuccienoBaTens AaHAIH3UPYIOTCS CBEJEHHUs, Kacaroumecs O0e30IacHOCTH U
XapakTePUCTHK HCHBITHLIBAEMBIX JIEKAPCTBEHHBIX CPEJICTB HIIM TEXHOJIOIMH, d TAKXKe J@HHbIC O
PE3YILTATAX MCCIICJOBAHMMN, TPOBEICHHBIX HAd MOMCHT PACCMOTPCHES 3asBKU (HALIpUMeEp, B
(bopMe moclneIHUX OMYOJUKOBAHHBIX HAy4yHBIX CTaTei, APYrHuX ONYOJIMKOBAHHBIX JaHHBIX,
KpaTKHUX XapakTepUCTHK UCIBITYEMOro lpenapara).

[Tepeiunas sKcnepTH3a IPOTOKONOE KAMHHYCCKHIX HCCHSAORAH I JeKAPCTBEHHBIX NPCHAPAT UL, HCTLITAHUI
MEUMUHHCKHX H32eii Hesapueumoro koMurreta no yruke npu 'bY3 MO MOHMKH nm. M., Bragumapekoro
Bepen 2.0 or 15.03.2024



OleHABAsS TOCTATOYHOCTD, IIOJHOTY, SCHOCTh, YeTKOCTh M YTHYHOCTh MHpOpMALMH, KOTOpas
JO/KHA OBITH JIOBEJEHA JO CBEJICHHS CyObeKra HCCIeNoBaHus, MO0 €ro 3aKoHHOrO
npencTaBuTens B muchMenHod  dopme “Mudopmanmym i nmanuenta ¢ Gopmoit
uH(GOPMUPOBAHHOTO COTMACHS”, AHATM3UPYIOTCHA CHCAYIOIHME PasACibl, KOTOPBIC OIDKILL
IPUCYTCTBOBATE B JJAHHOM JIOKYMEHTE:

* J[eNb U 3aJa9H WCCIIEIOBAHMS;

*  XapaKTepUCTUKA UCCIIEyeMOT0 JIEKApCTBEHHOrO [IperapaTa Uil TeXHONOTHH;

* OOLIENPHHATEIE BHJIBI JIEKAPCTBEHHOTO WIA HE ME/MKAMCHTO3HOTO JIEUCHHUS, KOTOPHIC
MOTYT OBITh HA3HAYCHBI HCIBITYEMOMY, @ TAKIKE HX MOTEHIHATLHBIE 1101633 1 PHCK;

*  BEPOATHOCTD IIONA/@HNS B OJJHY U3 TPYIII MCCIEOBAIM, B TOM YHCIIC H IPYIILY wianedo;

+  00BEKTUBHO OKUIaeMast I10J1b3a JUIsl HCIBITYEMOTO;

« . Heyno6cTBA U 0OBEKTUBHO IPE/ICKA3yEMBIH PUCK KAk JII HCHBITYEMOTo, TaK i JUId IU10/a
HIIH TPY/IHOTO pedeHKa;

* [IPOLELYPHI HCCICIOBAHMU, BKIOYAs HHBA3UBHEIC METO/IBL;

OOS3AHHOCTH JIMIA, [IOABEPraroIerocs HCIBITAHAM WX UCCIIEIOBAHUAM

o KOMIEHCAIMS ¥W/WIA JIeUeHHE, Ha KOTOpBIE JIMIO, IOABEPralomeecs HCNBITAHUIO HMIIH
MCCIEIOBAHMIO (MM MANKEHT), MOKET PACCUMTBIBATE B CIIyYae HAHCCEHMA Bpeia €ro
37I0POBBIO B XOJIE MCCIIE IOBAHIIS;

e 3agRiEHHe O TOM, 9TO YYAaCTHE B MCC/IEJOBAHMM SBJIAETCS NOOPOBOJIBHBIM, M JIMLO,
[Of{BEpPraeMoe MCCIIeJOBAHMIO, MOMKET B JIHOO0H MOMEHT OTKa3aThCs OT yHacTHi B
JCCIIe0BAHIN YWIH BEIOBITE M3 HETO 6e3 KaKuX-Nu00 CaHKIMI UK YINEMIICHHS €0 [IpaB Ha
APYTHE BHUJIBL JICUEHNMS;

 3agBJICHHE O TOM, YTO MCCIIEI0BATENH, ayAHTophl, KOMHUTET 110 HTHKE M paspeIIHTe/IbHBIC
MHCTAHIMYA TOQyYaT HEIOCPEJCTBEHHBIA JOCTynl K HH(popManmu B HECPBHTHON
METMLIAHCKON JNOKyMEHTal|H HCIIBITYEMOTO B obneme, OIIpeIeIIEeHHOM
COOTBETCTBYIOIMMHM 3aKOHAMH H NOJ3aKOHHBIMH aKTAMH, I MPOBEPKU HPOLETYD H/iIH
JAHHBIX KIMHIYIECKOTO MCCIE0BaHus, He Hapylias IPH 5TOM aHOHUMHOCTE HCIBITYEMOTO;
[IO/IIACEIBas. (POPMY HUCHMEHHOTO HHOPMEPOBAHHOTO COTIACHS, JIUIO, [OABCPIAIOMECCAH
JICCIIEIOBAHHIO MIIH MCTTBITAHMIO, WIIH €TI0 3aKOHHBIH IPEACTAaBUTEb (€CIH OTO IIPUMEHUMO)
JAIOT pa3pelicHue Ha JOCTYIl K 3TOM JOKYMEHTAIUY;

* 3agBICHUE O TOM, YTO CBEACHMS, WACHTUGUIMPYIOLHE JINTHOCTD JIMIE, MTOABEPTatOIIEroCH
MCIIBITAHTIO VITH HCCIIEOBANMIO, OYIyT COXPAHSTH B TaiHe 1 MOI'YT OBITH PACKPBITEI TOIBKO
B INpeJeNax, YCTAHOBJIGHHBIX COOTBETCTBYIOIIMMM 3aKOHAMH W/HIH  TI03aKOHHBIMU
aKTaMH, IPH MyOIUKALME Pe3yIbTATOB MCCIEeN0BAHNS aHOHUMHOCTH TAKOro JIHIA Oyner
COXpaBeHa;

« 3agBJEHHE O TOM, YTO MCIBITYEMBId WIM €ro 3akOHHBIA IIPEACTABHTENb Oynyr
CBOGBPEMEHHO O3HAKOMJICHBI C HOBBIME CBEJCHHAMH, KOTOPBIC MOIYT IOBIHATH Ha
JKETAHUE UCIIBITYEMOTO IIPOJODKATH YIacTHe B UCCIC0BAHNY,

¢ CHOHCOK JMIL, K KOTOPHIM MOXHO OOpATHTBCS JUIA TOJYICHHMS MOMOMHHTENLION
pHGOPMAME 06 HCCIENOBAHMM M IIpaBaX MCIEITYEMOro, a TakKe CHCHHAIMCTOB, C
KOTOPBIME HCIIBITYEMBII MOKET CBA3AThCA B CITydae HAHCCCHUSA BPE/ia Cro 310POBBIO B XO/IC
HCCIICI0BAHHS,

*  yCJIOBHS, I[PY KOTOPBIX YYACTUE MCUBITYEMOTr0 B HCCIIEIOBAHIN MOMKET OBITH TIPEKPaILEHO
0e3 ero cormacus;

* IpeAmoJiaracMast JUIUTEIHHOCTD YIacTHs B HCCIE0BAHNI,

*  TIpUOIU3UTENHHOE YHCIIO HCIBITYSMBIX.

HKD Mmoker HOTpeGoBaTh, 4TOOBI MCIBITYEMBIM, HOMUMO HHpOpMAIUY, yKa3aHHOH
BBIIIC, OBUTH MPEIOCTAB/IEHE! JOIOMHUTEILHEIE CBECHN 00 UCC/ICIOBAHNH, €CIH, 110 MHCHHIO
HKD, 570 HeoOX0MMO IS 3AlIUTEL IIPaB ¥ 3/I0POBLS UCIIBITYEMBIX, & TAKOKE JULL rapaHTHH HX

ﬂcpmm:mﬂ ARCHOEPTH2A EIPO']‘OE\'GI}(‘)H KITHHNUYCC KX Heclieaopanil JCKAPCTBEHHBEX npenapaton, WCTILI TR UL
MEANLIHCKIN m3aenii Hesapucumoro komirrera 1o smike npu I'bY3 MO MOHWKH v, M., Briaumuperoro
Bepeus 2.0 o1 15.03.2024



0€30MacHOCTH WM 7Sl JIyYIIero IOHMMAaHHS HMH OTAEIBHBIX IOJOXKEHUH KIMHHYECKOIO
HCCIIEAOBAHMUS,

[Mony4aenue cormacus XOIycKaeTes TOIBKO B MHCBMEHHOH (opme.

Wudopmanus s nanuenta (MupopMannonusii mueTok) B popMa HHGOPMHUPOBAHHOTO
corjiacus O/DKHBI OBITH HAMCAaHbl HA PYCCKOM S3BIKE M 110 IPOChOE UCIBITYEMOIO IIEPeBEACHA
Ha ero pogHod s3wIK. MHbopMamus s mauueHTa JODKHA OBITH HAMCAaHA TAKUM A3LIKOM,
IIOHUMAHHEe KOTOporo He Tpedyer MEIUIHMHCKOTO 00pa3oBaHMsl MM 3HAHUS [IPUHIMIIOB
Hamnexame#t Kmuanueckort Ilpaxtuxku (GCP). Pexomenayercs wu30erarh CHEIHAIBLHBIX
TEPMUHOB, JIHHHEIX CIOXKHBIX IPEUIOKEHHH U YTBEPKICHHUH, KOTOPhIE MOTYT OBITE HEBEPHO
HCTOJIKOBAHBI MCIBITYEMBIM WIIM BBECTH ero B 3abnyxaenue. B MudopMamoHHOM JIMCTKE JIIs
manueHTa u B popme HHGOPMHPOBAHHOTO COTIIACHS HE JOJUKHO OBITE (hOPMYIHPOBOK, KOTOPEIE
MOT'YT 3aIyTaTh UCIBITYEMOT'0, i TEM CaMbIM BBIHYJUTH €r0 0TKA3aThCSA OT CBOMX 3aKOHHbIX IIPaB
IPHHATH YYaCTHE B UCCIIEIOBAHUN WM OKa3aTh JIABICHUE Ha MAl[MEHTA [IPH IIPHHATHH PEIICHHSL.

OHM TaloKe HE MOJDKHBI COJEPXKATh 3asBICHMH, OCBOOOXK/AIONIMX HCCIEI0BATEN,
MEIMIMHCKOE YYPEeKIeHHe, CIIOHCOpa MM €ro IpeJcTaBUTeIed 0T OTBETCIBEHHOCTH 32
HOMYIICHHYIO XaNaTHOCTh, HIH ()OPMYJIHPOBOK, TO3BOIAIONIHX TOL00HYIO HHTEPIPETALHIO.

B wHbOpMAaIHONHOM JIMCTKe 003aTeNEHO 10/uKHA ObITh HH(pOPMALINS ¥ KOHTAKTEI JIUIL B
HKD3, xotopsit Oyaer ocyIecTBIAT: KYPAalHIo JAHHOIO MCCIIEIOBAHMS.

WudopMupoBaHHOe cOriacde M APYTHe, IPeROCTaBlIseMble HCIBITYEMbBIM MaTCpHAIILI,
MEePEeCMaTPUBAIOTCS [IPY  [OABICHHM HH(OpPMAIMM, CIOCOOHOH MOBAMATE Ha COITacHe
ucnbiryemoro. Hosele pemakuuu HEGOPMAITHOHHOTO JIUCTKA, HH(GOPMHPOBAHHIOIO COIIACHs U
APYTHX IPEAOCTaBIAEMBIX HCIBITYEMBIM MaTepHAOB LpeaBapuTelbHo yrsepixkatores HKD.
HenpiTyeMblit WM €ro 3aKOHHLIA TTPeCTaBUTENb JODKIEL OBITE CBOEBPEMEHHO 0O3HAKOMIIEHDI ¢
HOBO¥ WHGOpMAaLHed, clIocOOHOH OBIMATE Ha JKEIAHHE HCHBITYEMOTO NPOAODKATL yIacTUE B
uccnegosanny. Daxr coobuierus 91Ol MHpOpPMALUKM  JIODKEH OBITh  JIOKYMEHTAIIBHO
TOATBEPKIEH.

B cnywae, ecnmm IlporoxonmoM — mpeaycMOTpEeHo — ydacTHE B HCCJICIOBAHUU
HECOBEPUIEHHOIETHHX, KOTOPLIE MOTYT IOHSITEH CMBICIT IIPOUCXOMAINETO U JaTh CBOC COrJIacue Ha
yuacTie B uccienoBanuu, MadopManumonubii mucTtok 1 Gopma HHOOPMUPOBAHHOIO COTTIACHS
JOJDKHBI GBITH HAMCAHBI B HOHATHOM/MOCTYIHOM JUlsl HECOBEPIICHHOJIETHUX (HOpME, KOTOPYIO
OH/OHA COOCTBEHHOPYYHO IIOJIMCHIBAIOT U JATUPYIOT B AOIOJIHCHUM K ITOJIHCH UX 3aKOHHOI'O
npencraputens. Jus Kakmgod BO3pacTHOW Ipynmsl (€T, MOXPOCTKM) JIOJLKHBI OBbITh
Ipe/lyCMOTPEHBI  OT/ENbHbIe  HH(OPMAIMOHHBIE JIMCTKH COOTBETCTBEHHO BO3MOXKHOCTSIM
pocupusTasa.  MuodopmaumoHuslii — nHcTok W MHQOPMHPOBAHHOE — COMNIACHC  JUIA
POIUTEIICH/OMIEKYHOB JOJDKHO COJepkaTh Ty ke HH(pOpMalmio, HO Ha 0oJee IpOABUHYTOM
YPOBHE JIOCTYIHOM JJIs1 IOHUMAHUS HEITPO(HECCHOHATIOM.

B crnygae neobxomumoctr HKD mmeer npaBo moTpeboBath 0T HCCIeI0BaTeNs/3aABUTENIS
moGyIO AONOIHATEIBHYIO HH(popManuio. Eciu Takas nudopmanus He NpeocTaBIsgeTCsa B CPOKH,
onpexenennsie HKO, HKD ne paccmaTpuBaeT JOKyMEHTBI HCCIEA0BATENIBCKOIO IIPOSKTA.

HKD moxer ogo0puTs npoBeAeHNe KIMHUIECKOIO HCCIIEAOBaHMs TOJIBKO B TOM Clly4ae,
eciy IOTEHIMAIBHAS II0JIb3a JUIS UCIBITYEMbIX NPEBBIIACT BCE H3BECTHBIE M IPENCKA3YEMbIC
BHJIBI pHCKa IS HUX.

IIpu npexBapurTebHOM IKCIEPTH3E UCCIeNoBATENLCKOro poexTa uien HKD skcnepr-
MEIMK JIOJDKeH obpatuTh ocofoe BHUMAaHHE Ha MEIUIMHCKHE aCIEKThl HCCIEeOBaHHS
(6ezomacHOCTh, 3((EKTUBHOCTD, COOTHOIUEHUE PHCK/IIONbL3A JUIs OTOMPAeMOro KOHTHHICHTA,
MUHHAMHK3AIAS Bpeia Il y9aCTHHKOR MPOEKTa, aJleKBATHOCTE YCIIOBUH MOHMTOPUHIA.

B 3amaum sxcmepra He MeJMKa BXOJAUT TIIATEIBHBIH aHaIN3 BO3MOXKHOCTH HAHCCCHHS
Bpe/la yYACTHHKAM HCCIENOBaHHs B ClIydae pasrilalieHus KOH(GUICHUMAIBHON MH(OPMAIHH,
HeaJleKBaTHOM 3alMTBl YAcTHOHM IKkM3HHW, ocoboe BHUMAaHWE OH JODKEH 00paTHTh Ha
OecnipucTpactHocTh 0TOOpa narmenTos, GopMy HOIydeHHs HHQOPMHPOBAHHOIO COIJIACHSL,
3AIIMTY YA3BUMBIX KOHTHHICHTOB.

TTepriv A JKCNEPTHA NPOTOKOMOB KIMHMUECKHX HCC/I0RAN I JeKAPCTReHILIN APCIapalos. HelLITaHN{
MeIHUHHCKIX H3aeniid Hesasucumoro komirreTa no d>1ike npu I'bLY3 MO MOHMKI nv. M@, Baaaumuperoro
Bepeus 2.0 or 15.03.2024



HKD mnocre paccMOTpeHHS NMPENCTABIEHHBIX JOKYMEHTOB 110 MCCIIEA0BAHUIO HA CBOEM
3acelaHuy IPUHUMAET OJ(HO U3 CIEIYIONIMX PEIICHMMH:

1. onmoOpuUTH IPOBEAECHUE UCCIIEOBAHMA;

2. onoOpHTHL MPOBEICHUE HCCIENOBAHMS II0CIHE YCTpaHEHMS 3aMedaHuii 0e3 IOBTOPHOIO
pacCMOTpPEHHsl I[P  YCJIOBMHM OTBETOB Ha IIOCTABICHHDLIC BONPOCHI M BHECCHUA
PEKOMEHTyeMbIX M3MEHEHUI W/uiy JononHeHuil B pabodyem mopsuke. B srom ciyyae
W3MEHEHHBIE MOKYMEHTHl W/HIM JOIOJHEHHBIC JOKYMEHTBI JIO/DKHBL OBITH OJ00pPEHDI
IpeACeaaTe IeM UM 3aMeCTHTEIIEM TIPEeICeIaTelsl STHIECKOI0 KOMUTETE;

3. MOBTOpPHO paccMoTpeTh Ha 3aceganuy HKD nmocne BHeceHHA H3MEHEHUHN B IIPOLEIYPHI |
marepuansl uccnepoBanus. [1pu stom HKD uetro popmypyer BCe BOSHUKIIIE BOTIPOCH
U IIPETEH3UN;

4. He om00pATH NPOBEICHHUE MCCIICIOBAHM (C YKa3aHHEM IPHYHH OTKA3a).

Ecnu HKD nporoiocosai 3a BHeCEHHE IIONPABOK B 000 U3 JOKYMEHTOB, CeKpeTapuar
OTIOBEIAET 3aMHTEPECOBAHHBIX JIALl MO MOBOMY KOHKPETHBIX M3MEHEHHH ¢ Mpoch00il BHECTH
[ONIPABKH H IIOBTOPHO IIPEACTaBUTH JoKymenThl B HKD.

ITo pesynbraram OOCYXKACHHS B XOA€ 3TWHYECKOH okcmepTusbl KoMmurer MOXKET
chopMyIHPOBATE BOIPOCHI K 3assBUTENIO U peKoMeHJaluy. PEKOMEHIAMH JIODKHBI OUPATLCs
Ha nonoxkenus Xenncuukckod nexnapanuu, GCP u jedcTBYyIONIMX HOPMATUBHBIX @KTOB.
Bompockl # peKOMEH[AlMK [JI0JUKHBI OBITh HaIpaBleHbl Ha CO3JAHME YCIOBHH M MEp,
obecrieunBaronx O€30M1aCHOCTE [MalMeHTa, [OJb3Y OT €ro yd4acrTds B HCCICHOBAHHIH,
00BEKTHBHOCTD, IIOJHOTY ¥ JOCTOBEPHOCTh HH(OpPMAIMH, Ha OCHOBAHHH KOTOPOH
IOTEHIMABHEI CYOBEKT HMCCIEIOBAHUS HPUMET peIueHue 00 ydacTud B MCCICIOBAHHH HIIH
OTKa3e OT Hero. KOMUTET IOJLKEN YBaXKaTh IPaBo uccie/[oBareeil Ha cBoO0Ly HAy4HOI'O HOHCKA
M YCIOBHM, TO DTOT IIOMCK HE 3arparusaer Onaromonyuus cyObexkToBn mccienoBanus. OH
JOJDKCH COIEHCTBOBATH 3a9BHTENIO B BEIPAOOTKE pelleHHuil, Hallpar/ICHHEIX Ha oOecreyeHue pas,
61aronoNyyns 1 WHTEPECOB CYOBEKTOB MCCIe0BaHMsL. DTHYeCKHH KoMuTeT 0bs3an obpamars
BHUMAHME 3asBUTENs HA 4ACIEKTHI JU3aiiHa W/MWIM JIOKYMEHTOB J0ChE, HE COOTBETCTBYIOIIUX
NEHCTBYIOIIAM IIPABOBBIM M DTHYECKHUM HOPMAaM.

Cexperaps HKD obecnieunBaeT apxuBUpOBAHHE JOKYMEHTOB IO HCCIEJOBATEIbCKUM
[IPOEKTaM, IIPOTOKOIOB Beex 3aceaanuii HKD.

Cexperaph 110 OKOHYAHMH 3acelauusi, cooOU@eT B YCTHOH HJIM IMCHMEHHOH dopme
FCCNeIoBaTeno  (3a4BUTENO) O NPHHATHEIX Ha 3acemanuu HKD perrenusx, Kacarommxcs
KIHHHYECKOTO UCCIIEOBAHMU, ¥ IPUUHHAX IPUHSTUS pPereHuit (1Ipu HeoOX0MMOCTH).

BrInuckn ©3 MPOTOKOJIA IPOIIe/ero 3aceqanus ¢ pemennem HKD 1o mpencrasiennomy
IPOEKTY BBIJAIOTCS 3agBUTENO 110 TpeCoBaHuio. Bhinaua BBUTHCKE (DUKCHPYETCs B JKypHAIIC
BXOJANAX M HCXOAImUX JoKyMeHToB HKD.

Cexperaps HKD obecrneurBaeT apXvBUpPOBaHUE JOKYMEHTOB. JlOXYMEHTDI
XpaHATCA TPU TOfa, HOCIE 4Yero MOryT ObITh YHHITOKEHBL, O dYeM cocTapiiercs AT 00
YHHYTOKCHAN TOKYMEHTOB, KOTOPBIH ITOITHCHIBACT KOMUCCHS, COCTOAIIAA H3!

- npeacenarens HKD;

- cexperaps HKD;

- 3aBEYIONIETO OT/ICTCHHEM KIIHHIYECKIX HCCIe0Balni,

- 3aBE/IYIONIEr0 OTAENIOM [JIAHHPOBAHUSL, KOOPHAHHAIIUK ¥ BHEIPEHUS HAyYHLIX UCCIICIOBAHMIL.

TTepBiMBas KCOCPTHAA POTOKVIOR KRMHEUUCCKIN HUCHEA0BAHT ACKAPLTBCITILIX UPCHAPAI L, HeibLTaHAal
MeJAMUUACKIX 3aenuii Hesasnenmoro komirrera no yruse 1pu Y3 MO MOHMKH nv. M. Baanumnperoro
Bepcua 2.0 or 15.03.2024



[Mpunosxenne 1

[Ipeacenaremo/samecturento [peicenarens HKD npu I'BY3 MO MOHHUKU um. M.®D. Bramumupckoro

OT I'lMaBHOIro UccjenoBaresnsa

JagBineHue

[Ipoury npoBecTH 3THYECKYIO IKCIIEPTH3Y MCCIIEIOBATENLCKOrO NpoekTa  [IpoTokon Ne
Haspanue

IPOBOIMMOro hHUpMOii-
CIIOHCOPOM
Oaze

Ha KJIHMHHYECKOH

Cnncok npuiaraeMbiX JOKYMEHTOR

Hata IMoanuch rMaBHOIO UCCIIEAOBATENS

“c].'?[lll‘lili.lﬂ IRCOCPTHRA OPOTORGION KIHHWYECKHX HECHE OB JCKRAPCTBCHHLI NPRCIAPATOL, WCIILITAMME

MCAHUHHCKIX H3aeri Hesapreumoroe komurera no sruke npu I'bY3 MO MOHMKH M. M.@. Bragumupcgoro
Bepeust 2.0 or 15.03.2024



