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PA3JIEJT 1 OBIIME MTOJIOKEHUSI

1.1 Hactosimee IMonoxenne onpenensier dhynkunn u nosHomouns JlokanpHoil KOMHCCHH 110
Onootuke (nanee — JIKB) PITI na [MXB «Hayuno-npon3BoAcTBeHHBIH LEHTP TpaHcdy3HONIOrHH»
Munucrepersa 3apasooxpanenust Pecniy6nuku Kasaxcran (nanee -HITLT).

1.2 JIKb sBnsiercs mOCTOSHHO JEHCTBYIOUIMM He3aBHCHMbIM dKkcnepTHbiM opranom B HITLIT,
TNIPOBOJSIHM SKCIIEPTU3Y JOKYMEHTOB, BbIAauy 3akitoueHuii # GHOITHUECKHIT MOHUTOPHHI 3a XOJ0M
OHOMEIMIMHCKHX HCCIIEIOBAHMII.

1.3 JIKB co3naercst npuikasom pykosoautess HITLIT st ocyuiectsaenus He3aBUCHMOi OLEHKH
110 COOMOACHHIO ITHYECKHX HOPM B OTHOLICHHH YYaCTHHKOB GHOMEAHIMHCKHX HCCIE0BAaHH, IpaB Ha
370poBbe, Gnaronosmyune H 6e30MacHOCTH IPH MCIHOJIb30BAHHH COBPEMEHHBIX JOCTHKEHHI HAYKH H
TEXHOJIOTHA.

1.4 B cpoeit nesrensnoctu JIKB pykoBoacTByeTcst ClieylommuMH JI0OKyMEHTAMMU:

1) Koncturyuueit Peciy6nukn Kaszaxcran ot 30 asrycra 1995 roja;

2) Konekcom Pecny6nukn Kaszaxcran «O 310poBbe Hapo/ia M CHCTEME 3/(paBOOXPaHEHUsA»; OT 7
ntons 2020 roxa Ne 360-VI (¢ u3MeHEHHSIMH M JIONIOJHEHUAMH 110 cocTosnuio Ha 31.03.2021 r.)

3) Ipuka3 Munuctpa 3npasooxpanenust Pecny6nuku Kasaxcran ot 11 nexabpsa 2020 roma Ne
KP JICM-248/2020 «OG yTBep)KIEHHH MpaBUJl MPOBEJACHHS KIMHHYECKHX  HCCIIE0BAHHH
JIEKapCTBEHHBIX CPEICTB H MEAHLMHCKUX M3ZE/NH JUlsl AMarHOCTHKH BHE SKMBOTO opranusma (in vitro)
u TpeOOBaHHA K KJIMHHYECKHMM 0a3zaM M OKa3aHHs rocyqapcTBEHHOH yciayru "Beinava paspelneHds Ha
IpOBe/IeHHe KJIMHHYECKOrO HCCIIE0BAHMS U (MJIM) HCIBITAHUS (apMaKOJIOrHYeCKHX H JIEKapCTBEHHBIX
CpPeJCTB, MEAHIIMHCKUX H3JCTHIY.

4) INpuxa3 Munuctpa 3apaBooxpanenust Pecny6nukn Kasaxcran ot 21 nexabps 2020 roma Ne
KP JICM-310/2020 «O6 yTBepxIeHUM TpaBUJ NPOBEACHHsS OHOMEIMIMHCKHX HCCIEJI0BAHHI H
TpeGOoBaHuIf K HCCIIe0BATEILCKUM LIEHTPaM).

5) Ilpuka3 Munucrpa 3apaBooxpanenus Pecnybmuku Kazaxcran ot 11 mexabps 2020 roxa Ne
KP JICM-255/2020 «OG yTBepXACHHH IpaBWJ IPOBEICHUS JOKIHHHYECKHX (HEKIHHHYECKHX)
ucclnenoBaHui M TpeOOBaHMA K JOKIMHMYECKHM Oa3aM OLEHKH OHOJIOMHYECKOro JeHCTBHA
MEIMIIMHCKHX HU3IETHI.

6) Ilpuka3 n.0. Munuctpa 3apaBooxpanenusi Pecry6nnku Kaszaxcran ot 4 ¢espans 2021 rona
Ne KP JICM-15. «O6 yTBepskA€HUH HaUIEKAIHX (hapMaleBTHUECKHX MTPAKTHK»

7) XenscuHckoit aeknapaudeii BeemupHo# meamuuuckoii accoumamnu «Pekomennanuu s
Bpayeil, 3aHMMAIOLIMXCsl GHOMEIMIIHHCKHMH HCCICIOBAHHSMH C YHacTHEM JToeii»;

8) MexcayHapoJHBIMM CTaHJApTaMH 10 IPOBEJCHUIO KIMHMYeCKHX wHcnbrranuii  [CN
Harmonized Tripartite Guideline for Good Clinical Practice (ICN GCP);

9) KouseHuueit o npasax uesnoBeka M OHOMEIMUHMHE, peKOMEHIALMSMH BceemupHoii
OpraHu3alMid  3[paBOOXPAHEHHsA,  KOMHCCHAM,  MPOBOASLIMM  JKCHEPTH3Y  GHOMEIMLIHHCKHX

HCCIIeIOBAaHUM;
10) Eponeiickoii KoneHuueii mo 3aure npas Mo3BOHOYHBIX KHBOTHBIX, HCIIOJNb3YEMBIX B

9KCIIEPUMEHTAIBHBIX U JIPYTHX HAYUHBIX LIEJISX;

11) gipyruMu HOpMaTHBHBIMH IpaBoBbIMU akTaMu Pecniybnuku Kasaxcrau;

12) nacroamum Ilosoxennem JokanbHOH Komuccuu no BorpocaM >tuku HITLT (nanee -
[Tonoxenue).

1.5 B nactosuem [Tososxennu HCNOb3yIOTCS CEAYIOUIME TEPMUHBI H OlIpe/e/IeHHs:

1) GroMeHIMHCKOE HCCNIeI0OBAHHE — MCCIIE/I0BAHHE, 1eIBI0 KOTOPOrO SBJSIETCS TONyUeHHE
Hay4YHbIMH METOJaMH HOBBIX 3HAHHI O JKH3HH, 3J10POBbE YeloBeKa, 3a00JeBaHsAX, X JAHATHOCTHKE,
JICYEHHH WM [pOQHIAKTHKE, a TaKKe TFeHETHYECKHX H HKOJOTMYECKHX (DAKTOpaX, CBA3AHHBIX C
npoueccaMu JKu3HH, 60JIE3HIMH H 310POBBEM;

2) 6Ho3THKA — MEKAUCLMIIMHAPHOE HAYYHOE HaNpaBlieHHe, 00beMHsIONee GHOMEMIIHHCKIE
H TYMaHUTapHbIC HAYKH C LE/BIO aHAIH3a MOPAILHLIX, COLHATLHbIX, MPABOBLIX ACMEKTOB MPUMEHEHHUS
HOBEHLIMX JOCTHKEHHIT HAYK O WH3HH;
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3) KIMHHUECKOE HCCICA0BAHHE — HCCIE0BAHUE C YUacTHEM UesloBeKka B KauecTe CyObeKTa,
IPOBOJIMMOE JUTS BBISIBJICHHS MJIH TTOATBEpIKAeHNS 6e30MacHoCTH H 2 (PeKTHBHOCTH CPEACTB, METOIOB
1 TEXHOJIOTHH PO HIAKTHKH, IHArHOCTHKH M JiedeHns 3aboseBanuii;

4) OTHYCCKHC TPHHIUINBI - COBOKYIHOCTH Tpe6OBﬂHHﬁ, HPaBCTBEHHO OPHUEHTHPYIOIIHX
JICSITENIBHOCTD B 00J1aCTH 3J10pOBBA HCIIOBCKaAY .
5) KOMHCCHSA 110 i!OﬂpOCﬂM ITUKH — TOCTOSAHHO }.ICﬁCTBleLuHﬁ KOHCYJILTATUBHO-

COBEINATeIbHBIH  OpraH, COCTOSIMI M3 MYJIBTH JMCHMIUIMHAPHOH  KOMaH/(bl  CHEIHATHCTOB,
OCYHICCTBIISAIONMIT  THUECKYIO M TPaBOBYIO OJKCMEPTH3Y BCEX HAayuYHbIX MCCIEJ0BaHHHA JUid
obecnieyenust coboeHus npas, 6€30MaCHOCTH U OXPAHbI 3I0POBbA YYACTBYIOLIMX B HUCCIICI0BAHHH
JIUIL;

6) 3asBUTENb — (PUIHUECKHE H IOPHAHYECKHE JIHIA, 0OpaTHBIIMECA ¢ 3aj4BKOH Ha IpOBEICHHC
HE3aBUCHMONH OHOITHYECKOI IKCTIEPTH3DLI;

7) uudopMHpOBAHHOE COrjacHe — mpoueaypa A00poBOILHOIO MNOATBEPHKACHHA cyOBEKTOM
CBOETO COTJIACHS HA yyacTHE B KOHKPETHOM MCCIe/0BaHHH M0C/e MosyyeHus uHpopmainu 060 Bcex
3HAUMMBIX JUIA MPHHATHS MM pelUeHHst acnektax wuccaegopanua. WupopmupopanHoe coriacue
JIOKYMEHTHPYETCS OCPEACTBOM MOANMCAHUS 1 JAaTHPOBaHUs (pOpMBI HH(POPMHUPOBAHHOIO COrJIACHA;

8) KOHQIMKT MHTEPECOB- MPOTHBOPEYHE JOJDKHOCTHBIX 00A3aHHOCTEH W JIMYHBIX HHTEPECOB
JIOJDKHOCTHOTO JIMLIA, TTPH KOTOPOM JIHYHBIE HHTEPECH! MOTYT MOB/IHATE Ha BBIMOJHEHHE J0JKHOCTHBIX
00s13aHHOCTEH;

9) KoH(HAEHINATEHOCTH HH(POPMALMHK - 0053aTEIbHOE JUIS BBINOTHEHUS JIULIOM, MOJIY4HBLIIHM
JIOCTYN K onpejieNeHHoll HHpopMaiuy, TpeGoBaHHE HE INepelaBaTh TaKylo WH(OPMALMIO TPETHHM
nunam Oe3 cornacus ee obnanarens.

PA3JIEJI 2 HEJIA AESITEJIbHOCTH JIKB

2.1 OcHoBHBIMH LensaMu aestenbHocT JIKD spasioTes:

1) 3ammTa npaB, OOCTOMHCTBA M 3/0POBbsSl YEJOBEKA TIPH HAYYHBIX MCCICIOBAHHAX C
HCIIOJIb30BaHHEM HHHOBAIIMOHHBIX JOCTH)KEHHI B OMOJIOrMH U MEAULIMHE;

2) paspeleHHe MOPAIBHO-3THYECKHX NPOOJIeM B KIIHHHYECKO# NPAKTHKE.

PA3JIEJI 3 OCHOBHBIE 3A/IAYH JIKb

3.1 OcHoBHbMHM 3aga4yamu JIKDB sBnsroTces:
1) mpoBeJeHHE HE3aBUCHMOM SKCIIEPTH3bI JOKYMEHTOB HCCIICA0BAHHIL;
2) He3aBHCHMas OLEHKa 0e30macHOCTH M COOJNIONEHHs [paB  dYeJlOBEKAa HA CTAAMAX

IJIAHUPOBAHUA M IIPOBEJICHUSA HCCIICIOBAHMS;
3) OllIEHKa COOTBETCTBHSA IIPOrpaMMbl KIIMHHYECKOI'0 HCCJICIOBAHHS CTaHIapTaM HaJUIe)XKaIIeH

KJIMHAYECKOH M HAay4yHOHW TPAaKTHKH, KBaIM(HKALMH HCCIEAOBaTeNel, a TaKKe COCTOSHHE
TeXHUYECKOro OCHAIIEHHS OPraHH3aLMH 3ipaBOOXPaHEHHs!, TPOBOSLICH JIAHHOE HCCIICI0BAHHE;

4) oueHka cOOMIOEHHA MEXKAYHAPOAHBIX H HALMOHAIBHBIX ITHYECKHX HOPM IPH IPOBEACHHH
KJIMHMYECKUX HCCIIea0Banuit;

5) ywactne B pa3paboTKe HOPMATHBHBIX JOKYMEHTOB [0 BOIpPOCAM OHONIOTHYECKOH H

MEJHLMHCKOH STHKH.
PA3JIEJI 4 OCHOBHBIE ®YHKIWH JIKb

4.1 JIKE B cOOTBEeTCTBHH C BO3JIO)KEHHBIMH Ha Hee 3aJavyaMu OCYULICCTBJISICT KOHTPOJIb 3a
cobuoeHHeEM ITHYECCKHUX HOpPM, rpas H 310pOBbsl YHaACTHHKOB IIpH:

1) NpOBEAEHHH HpaBCTBCHHO-'.)TH‘lCCKOi"l H npaaoaoﬁ OKCINEPTH3bI MATCPHAIOB NOKIIHHHYECKHX
(HCKJ’IHHH‘JCCKMX) HCCIIe/I0BaHHil, KIIMHHYECKHX Hcese10BaHui H MEIHKO-OHOJOrHYeCKHX
9KCIIEPUMEHTOB C MPUMEHEHHEM HOBBLIX MEAHIIMHCKHX TEXHOJIOTHil, 1 NpenaparTos;
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2) ouenke Hay4yHOIH 000CHOBAHHOCTH MPOBEACHHS JOKIMHHYECKHX HCTIBITAHMI (HCCIeI0BaHMIA),
ME/IMKO-OHOIOrMYECKUX  OKCTICPUMEHTOB M KJIMHHYECKMX —MCCIIe0BaHuil, W  IpeanoiaraeMoi
SO (eKTHBHOCTH, M GE30MACHOCTH H3YUaeMBIX TEXHOJIOTHIT U NpenapaTos;

3) npoBeieHHH TeKylero HabMIOAEH S 3a XOJ0M HCCIIE0BAHHS MOCTIE TOJIYyYeHHA pa3pelieHus
Ha ero nposeseHue U ucnoaHenneM perienuii JIKG;

4) nyOGnuKauMu B CrCHHATM3HPOBAHHBIX MEAHLHHCKUX JKypHAIAX MATEPHAIOB O JAEATEIILHOCTH
ITHUECKON KOMHCCHH.

4.2 JIKb B cBoO€ii NeATENBHOCTH:

1) u3yuaeT U npHUMEHSsIET MEPEIOBOIi OMBIT MPABOBOIO M ITHYECKOrO PEryIMpoBaHus B 00/1acTH
37IPaBOOXPaHEHHUS;

2) BeleT H XpaHHT HeoGXO0MMYIO 1oKyMenTalmio (cnucky wienos JIKB, mpotokosl 3acenanyii,
MaTepHalbl KIMHHYECKUX MCCIEAOBAHMMN, OTYETBI U JAPYTHE JOKYMEHTBI) B COOTBETCTBUH C MOPAIAKOM,
YTBEPIKJICHHBIM B COOTBETCTBHH ¢ HOPMATHBHBIMH TPAaBOBBIMH aKTAMMH;

3) paccmaTpuBaeT BCe BOIPOCHI, Kacaioudecs HH(GOPMUPOBAHUA HMCIBITYEMBIX, MPOLEAYPEI
Habopa MCTIBITYEMBIX, KOH(HICHIHANILHOCTH MH(YOPMALMH M BBILIAT MCHBITYEMbIM (€CIH TaKOBbHIC
YCJIOBHSI CYILIECTBYIOT);

4) NpOBOIHUT OLEHKY COOTBETCTBHSA KBaIM(HKALMK M ONBITa MCCIIEA0BATENCH H BO3MOKHOCTH
YYacTHs B POBEJCHNH JAHHOTO HCCIIE0BAHHS HA Mpe/CcTaBeHHoMH Gase;

5) OKa3bIBaeT KOHCYJHTATHBHO-METOJMYECKYIO MOMOIL 0 ITHKO-MPABOBBLIM BONPOCAM BCEM
YyYacTHHKAM  MCCIIENIOBaHMH, MEIMIUHHCKOMY M OOCHyXKHBalolieMy —MepcoHamry € LeJIbio

MPEeAYNpeKACHHS U paspeLlICHUS STHYECKHX H MPaBOBbIX KOH(I)J'IHKTOB
6) IMPOBOAUT IKCIIEPTHYIO OLEHKY CJIy4acB BO3HUKHOBEHHS HEKEJATCIbHBIX H no6oYHbIX

5(Q)eKTOB, BBISBICHHBIX B XOJ€ HCCJIEI0BAHHMS, @ TAKIKE OLEHKY MPOMEIKYTOUHBIX pE3yjbTaToB,
TOJTyyaeMbIX B POLIECCE HCCIIENOBAHMS, U PELIEH S BONPOCa MPOAOIDKEHHA HCCIIC0BAHHA;

7) cobnonaer Kox{(bunenuumsﬂocn TNOCTYNAIOIEeii Ha dKCIEPTH3y AOKYMEHTAlUHH. 3acefaHne
JIKB MoskeT GBITh IPOBEIEHO TIpH COOIOAEHHH KBOPYMA H €r0 PEICHUS CUUTAIOTCS ACHCTBUTEIbHBIMH
B CJTyuae MpUCYTCTBHS HA 3aCe/JaHUHU 2/3 4ICHOB KOMHCCHH.

3.3 JIKB mo pesynbTaTaM O3KCNEPTH3bI MpPEACTABIEHHBIX AOKYMEHTOB M [aHHBIX BBIHOCHT
clieyiolee 3aKIIoYeHHe:

1) 0106pHUTH POBEICHUE HCCIIEI0BAHMUIA;

2) 0106pUTH NPOBEACHHE HCCIIEIOBAHAH C PEKOMEHALHEH, BHECTH H3MEHEHHS H JIOMOIHEHUS B
MaTepHaJIbl HCCIIEIOBAHUS B TCYEHHH JIECATH KalleHapHbIX AHeii nocue Bbutadn sakmoydeHus JIKB;

3) OT/OKHTH NpPHHATHE PEUICHHA 1O YCTPAHEHHs 3aMEYaHHi C IMOCIEAYIOIHM MOBTOPHBIM
paccMOTPEHHEM MAaTepHasoB MCCIIE/I0BAHHS HA OUEPE/IHOM 3aCe/1aHHH;

4) OTKJIOHHTD 3asBKY Ha [IPOBEACHHE HCCIICI0BAHHS.
4.4 Tlpu cryuae BO3HMKHOBEHWs pa3HOracHii 3assuTens ¢ pesysibratamu okeneprusel, JIKB

I[IOBTOPHO paccMaTpuBacT MaTCpHaﬂbl HCCJIEZIOBAHHUS C YHYACTHEM CaMOro 3asiBUTCIISI H IPHBJICYCHHCM
HE3aBUCHMBIX OJKCIEPTOB B TeyeHue 15 KaJICHAapHbBIX JHel ¢ MOMeHTa TMOCTYTIIICHHA JKaIOOBI

3asBUTEINA.
4.5 Tlo pesynpratam cBoeii nesrensHoctH JIKB exeroano mnpexncrasiser LleHTpaibHOM

Komuccnu 1o 6uosTrke Munnctepersa 3apasooxpanenus Pecny6nukn Kasaxcraun (nanee-LIKB) otuer
0 npoBe/ieHHoH paboTe.

PA3JIEJI 5 IPABA U OGSI3AHHOCTH JIKB

5.1 JIKB Bopase:
1) oCyWeCTBJIATH 3ampoc OT HCclefoBaTeNell W  OpraHM3alMil, MNOJABLIMX 3adBKY Ha

paccMOTpPEHHC 9THYECKOH  KOMHCCHH, moboii Hll(bOpMﬂUHH OTHOCHTCJIbHO  KJIIHHHYCCKOI'O
Hcce0Balus, JAOKJIHHHYECKOI'O (HCKJIHHH‘{CCKOFO) HcesieoBanus, JOMOJIHHTEIbHBIX cBeleHuit 00
UCCJICOBAHHH, €CJIM I10 MHCHHIO YICHOB KOMHCCHH, 35Ta HH([)OpMduHﬁ IO3BOJIMT CYLUECTBEHHO
ITOBBLICUTDL CTEIICHD 3aLUMTHI ITPaB, 6e30macHoCTH H (HHH) 6HaFOHOle‘IHH HCCJICAYCMBIX]
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2) ofpamarecs 3a NOMOLIBIO K JAPYTUM  HE3aBHCHMBIM  OKCIIEPTaM M KOHCYJIbTaHTaM,
ABIAIOUIHMCS CIICUHANMCTAMU B PA3IMYHBIX 00nacTsax v wienam LlenTpanbHoil KoMHccHH 110 BOnmpocam
ITHKH;

3) nasath paybACHEHMS, PEKOMEHJALMM, YKa3aHusi M MPHHUMAT peLIeHHsT MO BOMpocaMm,
BXOJISIIIUM B €€ KOMITETEHIIHIO;

4) OCYIIECTBAATH HHBIE NIPaBa B COOTBETCTBHH ¢ 3aKoHo/aTeIbeTBOM Pecnybiukn Kazaxcran.

5.2. JIKB o6s3ana obecneunTs:

1) He3aBHCHMOCTB, KaueCTBO H OOBEKTHBHOCTh IKCIEPTH3bI BCEX MCCIEAOBAHHI C y4acTHEM
YeIoBeKa;

2) 6e30MacHOCTb M ONpPABJAHHOCTH BO3MOXKHOIO pHCKa M HEYHOOCTB JUIA HMCIBITYEMBIX B
CPaBHEHHH C 0)KHIAEMOIH I10JIB30i;

3) cobmonenne KOHPHACHIHATLHOCTH;

4) HEIOMYCTHMOCTH BKJIOUEHHS HCMBITYEMOro B MccieoBanue/ucnpiranue 10 toro, kak JIKb
BBIIACT MHCHMEHHOE 3aKIIOUEHHE 110 BO3HHKIIHM CIIOPHBIM BOMpPOCAM Ha €€ MpoBEACHHE;

5) nokymentupoBanue jesitensHoctn JIKB, Benenne npotokosiop 3acenaHui, ONOBELIEHHE O
NPEACTOSIUMNX 3aCeaHHsX, OpraHu3alMio 3acelaHuii, XpaHeHHe M apXHBUpPOBaHHE JIOKYMEHTOB B
cootsercTBuu ¢ COIT;

7) KayecTBEHHOE M CBOEBpEMEHHOE BBINOJHEHHE (BYHKIMI., MPeyCMOTPEHHBIX HACTOSALIMM
[Tonoxenuem;

6 PA3JIEJI IIOPSITIOK PABOTBHI KOMUCCHHU

6.1 Unens JIKB BoiGHparoTes:
1) 10 HX JHYHOCTHBIM KayecTBaM, Ha OCHOBE MX HHTEPECOB, 3HAHMS U OMNbITA B 00JACTH ITHKH

wian Hayku. OGCyKIeHHe KaHAUAaTyp IPOBOJUTCS Ha OCHOBaHHH pekomeHaaunu wiena JIKB, kotopeli
IpeUIOKHI KaHAHAaTa ¥ Mpo(ecCHOHATBHOM aBToOHOrpaguu KaHanaaTa;

2) ¢ corjiacks KaHAHAATa Ha BO3MOXKHOE BKJIIOUEHHE B COCTAB KOMHCCHH, TOTOBHOCTH CJIE/I0BATh
npasuiaM Hamnexameit xauandeckod npaktukd (GCP), BBINOJNHATH CTaHAApTHHIC ONEpALHMOHHbIC
npoueaypsl (nanee-COIT) JIKB, a Takxke corjache Ha OOHApOJOBaHHE CBOMX NAHHBIX (HMEHH,
npoeccu, A0HKHOCTH), MOANNCATh 00A3aTENbCTBO O KOH(PHACHUHATBHOCTH H KOH(DIHKTE HHTEPECOB.

6.2 Pewenue JIKB nmo paHHOMY BOMpoOCY MPHHUMAIOTCS TMYTEM KOHCEHCYCAa Ha 3acelaHuH

komuccun. Ilocne OﬂO6pCHHﬂ rpeJcearesib yrBepiKaacT COOTBCTCTBYIOLILCE JIOMNOJIHCHHE B CIMHCOYHBIN

cocras JIKB.
6.3 Ilpy BCTYIUIEHMH B KOMHCCHIO KXMIBI YYaCTHHK JOJDKEH MOAMKCATH COMVIALICHHE O

KOH(UICHIHATEHOCTH M KOH(UIHKTE HHTEpecoB, obecreyuBaiollee COXpaHEHHE B TaiiHe OT
HeyNoJHOMOYEHHBIX Ha TO JIMLL MHOPMALHH, HE NOUIeKALIeii pasrIalieHHIO.

6.4 Ynens! JIKB 10/KHBI yKa3aTh 06 MMEIOIIEMCS Y HHX KakoM-TH00 KOH(IMKTE HHTEPECOB
WIH O CTENEeHH 3aMHTEPECOBAHHOCTH B MPOEKTE WM MPEUTOKEHHH, MOMIOKAIHMX PacCMOTPEHHIO, a
JIKB mo/mkHA ONpEJeNnTh BO3MOKHOCTb M YCJIOBHS YYaCTHSl JAHHBIX “WICHOB B OOCYKICHHH M

dopmuposanun pexomennauuii JIKB.
6.5 Ynenst JIKB MoryT 6bITh HCKJIIOUECHBI H3 COCTaBa pelieHneM octanbHbX wieHos JIKB npu

HC}IOﬁpOCOBCCTHOM BBIIIOJITHEHHH CBOMX 00s3aHHOCTEH: YKIIOHEHHH OT Y4acTHss B 3acClaHHsX,

pasriatenns KOHQUIEHIHANLHON HHPOPMALHH H JIp.
6.7 UYneust JIKB Moryr BBIMTH H3 cocTaBa M0 COOCTBEHHOMY IKENAHMIO, [PEACTABUB

cooTseTcTBYylOLIEe npouenne npeaceaatesio JIKb.
6.8 HesaBucuMblii KOHCYJILTAHT MOJKeT HasHavatbes npeacenarenem JIKb u3 uucna skcnepros

JUIS TIPOBEICHHS IKCIEPTH3bI 110 KOHKPETHOMY HCCAEAOBaHMIO. He3aBHCHMBIC KOHCYJIBTAHTBI NMPH
NpUBJICYEHHH K 9THYecKOH skcnepruse, kak u uienbl JIKB, nomkuer moxmucars cornamienue o
xouuaenumansHoctn/kondnkre  untepecos. JIKb  Moxer onupatbes B CBOMX  CYXICHHAX
OTHOCHTENBHO OT/E/bHBIX [TPOTOKONIOB HCC/IE/I0BAHHS HIH PEKOMEHJALMI HA MHEHHE HE3aBHCHMBIX
KOHCYJIbTAHTOB  (9KCIEPTOB) 110 OMPEJENCHHBIM  BONPOCAM, OJHAKO HX  TOJOC  SIBIISCTCA

COBCLUATEJIBHLIM, @ HE pEILalOLIHM.
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6.9 Obs3annoctu npeacenarens JIKb:

1) OTBETCTBEHHOCTh 3a OPraHn3aluio 1 nposeacHue 3aceaanmit JIKb;

2) npenocrasienne aoknanos pykosoactsy HITLIT o pesyabrarax paboTbl KOMHCCHH;

3) uecer orBeTcTBEHHOCTH 3a BhIGOp wieno JIKBb u obnajgaer npasoM BETO B OTHOLICHHH
KaHMAATYP 1 6e3 0ObACHEHHS IPHUHH TAKOTO PEUIeHHs ¢ Lebio obecreyeHns aTMochephl B3aMMHOro
YBaXKEHUS 1 NPeIOTBPALeHns KOHPIMKTHBIX cHTyainii nipu pabote JIKB;

4) yTBEpXKJaeT U BHOCHT M3MeHeHHs B cricounbiif coctas JIKB;

5) MpUraaeT He3aBUCHMBIX KOHCY/ILTAHTOB JUIS MPOBEACHHS CEnpHIeckoi IKCIEPTH3DI 10
KOHKPETHOMY HCCIIEI0BAHHIO;

6) undopMupyeT Hccaeaopareseii 0 3aKkmoueHuAX M 06OCHOBaHHAX JIKB OTHOCHTEIBHO
HCeIe0BaHus (MCIBITAHNS), 0 nopsake oOkanoBanus ee 3aKoueHui u (Hin) peKoMeH1aLui;

7) onpezenseT MOPSIOK NPOBEACHHS 3ace/anuii, a TaKke OpraHn3almio 3ace/anuii; XpaHeHHE U
apxuBMpoBaHue 10KyMeHToB B cootBetcTBHM ¢ COllamu JIKB;

8) yreeprknaet petenns JIKB;

9) oTBeuaer 3a opranusauuio jestenbHocTH JIKB no BBIMOJHEHHIO BO3JIOKEHHBIX 3a4a4 H
(yHKLHI.

6.10 O6s3annocTH 3amectutens npeacenarens JIKb:

1) oTBeuaer 3a nposejenue 3aceqanuii u paboty JIKB B oTcyTcTBHH NpeceaaTeNd H OKa3bIBaCT

eMy [OMOLIb B TIPOBEJICHHH 3aCeIaHHii;
2) yuacTByeT B MOATOTOBKE, paccMoTpeHuH, mepecMotpe u paccbuikax COII, pykoBoACTB H

JIPYTHX JIOKYMEHTOB;

3) OTBeyaeT 3a OPraHU3ALMIO J1ENIONPOH3BO/CTBA, BeeH e NoKyMenTaluy 1 apxusa JIKD.

6.11 O6s3aunoctu cekperaps JIKb:

1) o6ecrieunBaeT AeNONPOM3BOJCTBO 110 KAXKIOMH MOJTyYeHHOl 3asMBKe;

2) oTBeyaeT 3a MOArOTOBKY M BeleHHe jokymenTaunu u apxusa JIKB;

3) ywacTByeT B OpraHu3allHM PeryspHbIX 3ace/laHHi JIKB, onosemaer ee¢ 4YJICHOB O
IPEACTOALLMX 3aceNaHHUAX;

4) rotoBuT M cornacoBbiBaet ¢ npeacenarenem JIKb nosectky aus 3acenanus;

5) Bener npotokona 3acenanuii JIKB;

6) ocymectaiser cBs3u ¢ wienamu JIKD u nuiamu, noaionuMH 3asBKH.

6.12 Komuccuss mo pesyiabTaTaM OKCINEPTH3bl MPEIACTABICHHBIX JIOKYMEHTOB BBIHOCHT
creyiolee 3aKjioyeHHe:

1. 07106pHTH TIPOBEJICHHE HCCIIEIOBAHMI; 2

2. 0106pHTH MPOBEEHHE UCCIIENOBAHHIT ¢ PEKOMEHALHEH, BHECTH H3MCHCHHS H J0TOJHEHHS B
MaTepHabl HCCIEAOBAHHS B TEYEHHE ABYX HEJIEIb MOCIC BBIIAUH 3AKIIOUCHHS;

3. OTNOKHTH NMPUHATHE PELICHHA JI0 YCTPAHEHHs 3aMEeYaHHil ¢ MOCICAYIOUHM MOBTOPHBIM
paccMOTpeHHeM MaTepHaioB HeeseaoBanus Ha saceanun JIKB;

4. OTKJIOHHTD 3asBKY Ha MPOBEJIEHHE HCCIICIOBAHMS.

6.13 B cnyuae He coriacus 3asButens ¢ pesynbratamu akcneprusel, JIKB nosropno
paccMaTpHBaeT MaTepHalibl HMCCIENOBAHWS € YUACTHEM CAMOrO  3asBHTENs C  MPHBICUCHHEM
HE3aBHCHMBIX YKCMIEPTOB B TeueHHe |5 KaseHapbIX JIHEH ¢ MOMEHTA MOCTY [ICHHS 3a5BICHHA.

6.14 KoMuccHs BEIET ¥ XPAHHT JIOKYMEHTALMIO B COOTBETCTBHH C MOPSAKOM, YTBEPXKACHHBIMH

HOPMATHBHBLIMH ITPABOBLIMH aKTaAMH.
6.15 V3mMenenus ¥ JIOTIOJIHEHHs B HACTOsILICE [Tonoxenue BHOCATCS B YCTAQHOBJICHHOM TTOPSIKE.

PA3JIEJI 7 BBAUMOOTHOILUEHUS C AIPYTHMHA TTOAPA3IEJTEHUSIMH

7.1 Komuccua B3aumozeiictByer co crpykrypubiMi nojpasaenenusmu HITLT npu nonaue
3as8B0K Ha skcnepTHsy B JIKD. .

7.2 B csoeii pesrensHocti JIKB B3anmozeiicTByeT ¢ MEAMUIHHCKHMH OpraHH3aLHsIMH,
nojaBIKMH 3asBKy Ha skcneptHsy B JIKB.

7.3 ExeroiHo caaer ot4eThl 0 nposeaeHHoit padore [[Kb.
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PA3JIEJT 8 OPTAHU3AIIMOHHAS CTPYKTYPA -~

8.1 JIKB dopmupyercs Ha MEKAMCUUIIMHADHOH OCHOBE M YTBEPHIACTCA [PHKA30OM

pyxosoautenst HITLT.
8.2 B cocras JIKB BXxoauT mpexcenaresib, 3aMECTHTENb TpeceiaTesisd, CEKpeTapb U ‘WICHBL,

KOTOPBIC HA3HA4YAKOTCS CPOKOM Ha 3 rojia ¢ BO3MOYKHbIM [IpaBoM nepcm6pauuﬂ Ha rocjeayou n Cpok,

HO He Gonee 2 pa3.
83 B cocrae JIKB or 5 mo 11 wuenosek paszauyHOro Ioja M BO3pacTa, chepa

npO(l)CCCHOHaﬂbHOﬁ JIEATEJIBHOCTH WICHOB HE OrpaHHYHUBacTCA. B coctaB KOMMCCHH JOJKHbI BXOAHTH
CHEIHAIHCTB B 0071aCTH MEAMLIMHBI, CHELUHAJINCT B obnactn npapa, CrieuHaJncT, OCHOBHOH C(pCpOﬁ
JICATEJIbBHOCTH KOTOPOTrO HE SABJIACTCH obnacte HayKun W OJIMH, HE ABJISIOLIMHACS COTpYAHHUKOM JIAHHOT'O

YUpeKJICHHUS.
PA3JIEJI 9 3AKJTIOUYNUTEJBHBIE ITOJIOKEHMSI

9.1 Mamenenns wu nomonuenns B Ilonoxenwe JIKB u ynpasmmenne komuccun JIKB
ocymectsisiercs npukasom [pencenarens Ipasnenns [TILT.



