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1. O6wne No0KeHHS

1.1. Jloxanbusiii stnueckuit komutet npu CII6 'BY3 «I'opoackas KiHHHYECKast
GonpHuLA» No 31, SBiIseTCS HE3aBHCHMBIM OPraHoM, CO3aHHBIM JUIA 3aLIMThI IPaB CyOBEKTOB
pccaea0Banns (MALMEHTOR) U MX Ge30MacCHOCTH NIPH MPOBEJCHUH KITHHUYECKHX HCC/Ie0BaHHH
JIeKapCTBEHHBIX CPEJICTB U Pa3spelieHus CI0KHBIX MOPATbHO-3THYECKHX IIpobiieM,
BO3HHKAIOIINX BO BpeMs HCCIICIOBaHHI.

1.2. OcHoBHOI 3agayeii JlokanpHOro sTHYeckoro komuteta (JIDK) ssisercs 3ammura
1paB, JOCTOMHCTBA, HHTEPECOB H 370POBbS yYaCTHHKOB KIMHHYECKUX UCCIIENOBAHHH
nexapcTBeHHBIX cpeacTs (JIC).

1.3. B cBoeii gearensHocTH JIDK pyKOBOACTBYIOTCS OCHOBHBIMH NPHHIMIIAMH
TpOBE/ICHNs KIMHHYECKUX UCCIIEI0BAHNI B COOTBETCTBHH C JEHCTBYIOMNMH
3aKOHOJATeIbHBIMHA H HOPMATHBHBIMH akTamMu P®:

- XenbcHHCKOM feknapanueii Becemuproit MeanuuHckoi Acconnanuy "PeKoMeHIany U1
Bpayei, 3aHUMAIOIIMXCsl OHOMEIHIIHHCKMMH HCCIIEIOBAHUAMH C yHacTHEM monei" ot 1964 r.,
nononHeHHoi B 1975, 1983, 1989, 1996, 2000, 2002, 2004, 2008r,2013r.

- MeX/IyHapOIHBIMH CTaHapTaMH 110 NPOBEACHNIO KIHHAYecKnX Henbiranuni ICH
Harmonized Tripartite Guideline for Good Clinical Practice (ICH GCP)

- ®enepanbHbM 3akoHOM Ne323 or 21.11.2011r. "OG ocHOBax 0XpaHbl 310pOBbs IPaXIaH B
PO"

- ®enepatbrbM 3ak0HOM Ne61 ot 12.04.2010r. "OG obpaiuesuy eKapcTBEHHBIX CPEICTB"

- Haumonansuem cranaaprom PO 'OCT P 52379-2005 "Haanexaiuas KIHHA4eCKas
npakTHka"

- Ipuxazom Munsapasa PO ot 01.04.2016 Ne200n "OG6 ytBepxaenuu [IpaBui HauiexKamen
KJIMHHYECKOH NMpakTHKU"

- [Tpukazom Munszapasa P® ot 29 nos6psa 2012 r. Ne 9861 "OO6 yTBepKACHHH MOIOKEHHA O
coBeTe Mo ITHKe"

- [Tpukazom Mun3zzapasa P® ot 26 asrycra 2010 r. Ne 7531 "OO yTBep)KAeHHH IOpAIKa
OpraHu3aliy | IPOBEJICHHS ITHYECKOH SKCIIePTU3BI BO3MOKHOCTH IMPOBEACHHS KIIMHHYECKOro
HCC/IeIOBAHHS JIEKAPCTBEHHOTO Tpenapara Ajs MEAHLMHCKOro MPUMEHEHHs U HOPMBI
3aK/JII0YEHHs COBeTa 10 3THKe"

- PexoMeH1anMsIMHM KOMHTETAM 110 3THKE, IPOBOISIIHM IKCIIEPTH3Y OHOMEAMUHHCKHX
uccnenosanuit BO3, pacnopsikenuem Briciueii arrectannonHoi komuccuu «O nopsike
NMpoBeIeHHs GHOMEMUMHCKHX HCCIIe10BaHMH y YeIoBeKay, omy0IMKoBaHHbIM B biouieTene
BAK (2002.Ne3)

- Hacrosiim IMonoxeHHEM U CTaHIAPTHBIME onepansoHHbIMU npoueaypamu (COII),
SBJISIOLIUMHCS 0053aTEILHBIM IIPUJIOKEHHEM K 3TOMY TOJIOKEHHUIO.

2. ODyHKUHOHA/bHbIE 00A13aAHHOCTH

2.1. Ha ortane npuUHATHS pELIEHUS O MPOBEICHHH KIWHHYECKOrO HCC/Ie0BaHHsA
nekapcTBeHHBIX cpencTs JIDK koHTposupyer:

2.1.1. Hanumume paspewienns Munsapasa PO Ha npoBeaeHHE KIHHHYECKOTO
uccnenopanus JIC

2.1.2. 3axkmouenne Komurera no 3tuxe npu PeaepanbHOM OpraHe KOHTPOJIS KayecTsa,
3p(eKTHBHOCTH, 0€30MacHOCTH JIEKapCTBEHHBIX CpeACTB 00 On00OpeHHH MaTepHaloB
HCCIIeIOBAHHS;

2.2.  OcHoBHble (yHKUHOHATBHbIE oOs3aHHOCTH JIDK B mepuoa AHMHAMHYECKOro
HaGIIOICHHS 32 X0I0M POBOTMOTO B G0IbHALE KIMHAYecKoro Heenenoanus JIC:

2.2.1. KouTtponupoBaTh COONIOAEHHE 3THYECKMX MPHHLMIOB MpH Hadope MauHeHTOB,
crocoOCTBOBaTh HMCKIIOYEHHMIO 3JIEMEHTOB IMPHHYXKIEHHS, o0ecrneynBaTe CIIpaBeUIHBOE
pacrpeie/ieHHe BBITOJ H JOTOTHATEIBHBIX Harpy30K, MOJIy4aeMbIX OT HCC/IEI0BAHHA,

2.2.2. OKa3bIBaTh KOHCYJIBTATHBHYIO IMOMOIIE IO COOMIOAEHHIO ITHKO-IPABOBBIX HOPM
BCEM YYaCTHHKAM KJIMHHYECKOIrO MCClIeI0BAHHS,

2.2.3. Cneauth 3a CBOEBPEMEHHBIM IOJIyYEHHEM Y YYACTHHKOB HCCICI0BaHUsA
HH(POPMHPOBAHHOIO COTJIACHS 10 UX BKJIIOYEHUS B HCIIBITAHHE!



2.2.4. KouTpomupoBaTb TOYHOCTh coOMIONEHHS  yTBepKAeHHOro IIporokona
HCCJIE/IOBAHNUS, HCIIO/Ib30BAaHHE €ro MOC/Ie/IHeH BePCHH;

2.2.5. Cnenutsb 3a CBOEBPEMEHHBIM NPENOCTABICHHEM yYaCTHHKAM HCCIIeJOBaHHS BCei
NOMONHHUTENBHO NOCTyNnawuel napopmaunuu 06 uccneayeMoM npenapare;

2.2.6. KoHTpoimpoBaTh NPHYHHBI [PEXIEBPEMEHHOTO BBIBOJA HCIBITYEMBIX H3
HCCIIEIOBAHUSA MO MEAULIMHCKUM NOKa3aHHUAIM

2.2.7. llpuaumare y4acTHe B OMNpele/ieHHH HeoOXOAMMOCTH pAacKpbeITHS Koaa B
HHTEpecax y4acTHUKA UCCIIC0BAHUS 110 MEIUIMHCKHM NOKa3aHHAM;

2.2.8. IlpunuMate ydacTHe B OIpeJeNeHMH YCIOBHH JIOCPOYHOrO IpeKpalieHus
KIHHHYECKOTO HCCICIOBAHMSA TPH MOJYYEHHH B XOJI€ NMPOBEPOK HH(POPMALMH O HAPYIICHUH
[IpoTokona mccnen0BaHHS WIM BOSHHKHOBEHHHM CEPbe3HBIX MOOOYHBIX pPEaKimi, CrOCOOHBIX
HAaHECTH yuep0 3710pOBBIO/JKU3HH YYaCTHUKOB HCCIICIOBAHMS;

2.2.9. B cay4yae oTKa3a HCHBITYEMOr0 OT Y4YacTHs B KIMHMYECKOM HCCIENOBAHHH
KOHTPOJIHPOBAaTh COOIIIOCHUE €ro MpaB Ha APYrHe BH/IbI JICYECHHS,

2.2.10. KoHTponupoBaTh HalW4Me M TMpPaBHIBHOCTE OG(OpMIeHHS HEoOXOTUMOR
JNOKYMEHTALHH;

2.2.11. OBecneunBaTh ONEPATHBHOCTH PEIIEHHS BO3HHKAIOIIMX B XOJ€ HCCIEI0BaHHS
npobeM sl MpeAoTBpaLleH|si HeraTHBHBIX MOCIEACTBHI HCC/IeJ0BAHNUS

2.2.12. B cayvae noATBEpXKEHHA B XOJA€ MOHMTOPHHIA KIMHHYECKOTO HCCIIeJOBAHHUS
HEOJHOKPATHBIX HJIM IPyObIX HapylIeHHH TUYECKHX HOPM BBIXOIMTH C XOAAaTaiCcTBOM mHepen
aIMHHHCTpALKeH O NpeKpalleHHH KIHHHYECKOr0 HCCIeI0BAHMS.

2.2.13. IlpeacraBnaTh OTYET PYKOBOIMTENIO YUPEKAEHHS O pe3y]bTaTax MpOBepKH
COO/IIOICHHSl ITHKO-TIPABOBBIX HOPM B X0JI€¢ KIMHHYecKoro uccienoBanus JIC. OT4eT coaepkut
CIEAYIOUIYI0 MH(OPMAIMIO H MPH HEOOXOJMMOCTH BKIIOYAET MEPOMPHATHS [0 YCTPAHEHHIO
HEraTHBHBIX MOCIIEACTBUH MPOBEACHHS KIHHHYECKHX uccnenoanuii JIC:

- nHOOPMAIMIO O Hayajlde HCCIENOBaHMS, O KOJIHYECTBE YYACTBYIOLUIMX B HCCIENOBAHHH
HCIIBITYEMBIX,

- 06 oTknoHeHusx ot [Iporokona mmm uameHeHusix [IpoTOKONa, B TOM YHCIE H C LEIBIO
YCTpaHEHHS HENOCPEICTBEHHOH ONacHOCTH, YIPOXKaroLlel HCIBITYEMbIM,

- 0 MOSABJICHHM HOBBIX JaHHBIX, CBHACTEIbCTBYIOMNX 00 YBEIMUYCHHMH CTENEHH pUCKa UIs
HCIBITYEMBIX H/MIM CYLIECTBEHHO BIIMSIOLIMX HA MPOBEJEHHME KIHHHYECKOrO HCMBITAHHS B
LETOM,

- 060 Bcex mobouHbIX ddexTax HceneayeMoro npenapara,

- 000 Bcex Cceppe3sHBIX HeyJa4yaX H HeNpeJBHICHHBIX O0O0CTOATENLCTBAX MPOBEICHHUS
KJIMHHYECKHX MCIBITAHHIA, TIPeXkKIeBpeMEHHOM MpeKpalieHHH HCCIeI0BaHus;

- B CIy4yae MOCPOYHOH MPHOCTAHOBKHM MJIM MPEKPAlLICHUs HCCACJ0BAHHA, O MPHYHHAX
MPHOCTAHOBKH HWJM MpeKpameHus paboThl ¢ MOpeNoCTaBIEHHEM KpaTKOrO H3JI0XKEHHS
MOIy4EHHBIX Pe3yJIbTATOB,;

- JpYrHe CBEICHHsA, KacalollHecs NaHHbIX O COOMIOJAEHHH 3THKO-IPaBOBBIX HOPM B XOze
NpOBEIeHUs KITHHHYECKUX uccnenosanuit JIC.

2.3. Ha srane 3aBepienus KinHudeckoro uccaegosanus JIDK koHTpompyer:

- coOmoJeHHe CTpaxoBBIX 00A3aTeNbCTB B Clydae BO3HHKHOBEHHMH yiuepba 310pPOBBIO
y4aCTHHKA HCCIIEIOBaHHS OT HCIBITHIBAEMOTO Iperapara;

- TapaHTHH COOMIONEHHS KOH(DUICHIIMATLHOCTH 10 OTHOIIEHHUIO K YYaCTHHKY HCCIIeI0BAHHS
H pa3pabOTUYHKY IIPH HCIIOJIL30BAHUH PE3YIbTATOB HCCIIEJOBAHMS.

2.4. Ilonoxenne o JlokanbHOM ITHYECKOM KOMHTETE [€PECMATPHBAETCS IO
HeoOX0IMMOCTH, HO He pexe yeM | pa3 B 2 roza.

3. [TonHomMmouus JIOKAJIBHOIO 3THYECKOr0 KOMHTETA

JlokanpHBIH 3THUECKHH KOMUTET 001a/1a€T CNeYIOIHMHU TOJTHOMOYHSIMH:

3.1. BeIHOCHTH PEKOMEHIALUMH C OAOOpeHHMEM MM OTKa30M B IIPOBEIECHHH Hay4YHBIX
HCCIEZI0BATEILCKMX pPaboT ¢ HCMONb30BAHHEM JI€KAPCTBEHHBIX CPEACTB, MPOBOAUMEIX B
J1€4e0HOM YUPEeIKICHUH;






