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Hesaprenmpiii  kommrer mo stuxe (HKD) mpu I'ocynapCTBeHHOM BrOKETHOM
YUpEX/ICHHH 37PaBOOXPaHEHHs MockoBckoli o6mactd "MocKoBCKkHH 0OIacTHOH Hay9dHO-
HCcIe0BaTeNbCKIH KIMHAYeCKUd HHCTUTYT UM, M.®. Braguvupekoro” (TBY3 MO MOHUMKM
M. M.@. Biaj@MHpCKOro) Opranu3yeTes o paclopsikeHHIO THPEKTopa 'bY3 MO MOHHMKHA
uM. M.@®. BnagaMHpPCKOro.

Ieas cozpanus HKD — obecneuenue HE3aBHCHMON SKCIIEPTHU3E], KOHCYILTHPOBAHHE H
TpHUHATHAE PEMICHIH IO BOMPOCAM STHKH OROMETMIIAHCKHX HCCIIeOBAHAMN, IPeyCMaTPHBAIOTIAX
y9acTHe JEOCH /WK KHBOTHBIX.

O6macts npumenenms: JlaHHasd CTaHZApTHAA ONCPALHOHHAL npouexnypa (COII)
OTHOCHTCS KO BeeM BuaM aestensrocTd HKD, co3nanBoro mpn I'BY3 MO MOHUKN rm. M.®.
BraguMupCKOro.

OtgercTBennocTh: HKD ommpaeTtes B CBOMX OIEHKAX, PEKOMEH/IAMMIX 1 PELICHIAX Ha
STHYeCKHe NPHMHIMIEL, U3TOKEHHBIE B OOIICMPH3HAHHBIX MEKIYHAPOJHBIX JIOKYMEHTaX H
JEHCTRYIOIIEM POCCHHCKOM 3aKOHO/IATENBCTBE.

HKD B cpoeii pa0oTe npu ONCHKAX, PEKOMEHAAUMSIX H PEIIEHILIX YYUTHIBACT
HallMOHATGHEIE M MeXIyHapoJaHkie PYKOBOJICTBA IO STHKE 6HOMEIHIMHCKUX HCCIEeIOBaHuH C
yuacTHeM geroBeka # xkusoTHOro (IIpunoxenue 1).

HKD paspabarsiBaer cOOGCTBCHHEIC CTAHAAPTHBIE paGoune MPONERYPHI (COII),
OCHOBAHHEIC HA PeKoMeHHAIMSX KOMHTETaM 1O 3THKS, MPOBOMANIMM  SKCIEPTH3Y
Grome KX Heciaenosanuii (JKenesa, BO3, 2000 1 GKDCHI/SIDCER/WHO/2004, CII6,
2004, IOHECKO, 2005 u ap.).

HK? cosnaercs # QYHKIHOHHPYET B COOTBETCTBHH ¢ HAHOHAILHEIM 3aKOHOJATENBECTBOM
W CTPEMHICA BHIIONHATH MEXIYHapOINHBIC TpeboBaHmsi 1O COOMIOACHHIO rapaHTHi ULt
YUaCTHUKOB OHOMEIAIIMHCKHX CCITe TOBAHKH, B T.4. PYKOBOJICTBA 110 HaJ|JIexKaIeH KJIMHHYECKOR
npaxtuke (ICH GCP), Pemenust Coeta EBpasuifcKOll 9KOHOMHYECKOH KOMUCCHH OT 3 HosAOpA
2016 1. Ne 79 «O6 yTBepKISHUHE IPaBUII HAUIeKAITCH KJIHHAICCKON MpakTUKE EBpasuiCKOro
KOHOMMYECKOTO COro3an, Ilpukaza MumnucTepeTsa 31paB0OXPaHCHHA P® ot 1 anpens 2016 r. Ne 200u
«OB yTRepKICHH I [IPAaBHT Ha/UIeKAIICH KJIHHHYIESCKOH ITPaKTHKHY.

HKD B cpoeit NESTENBHOCTH [PH3HACT M yBakKaeT pasiudHe KyIbTyp H peruruii,
cOBIIOAAET IPHHIMIIE! He3AaBUCHMOCTH, OTKPBITOCTH, KOMICTEHTHOCTA A ILTIOPAIA3MA.

CocTaB I THICCKOr0 KOMHTETA.

Coeras HKS prmouaer B ce0s 10 4enoBeK, Cpeii KOTOPBIX AMEETCs Kak MUHHMYM OJIHH
CIIENHATACT, HHTEPECH KOTOPOro JIEKAT BHE Cephl HayKH.

Unenst HKD [OMKHBL NPEICTABILTE PasMuHbBe OOIACTH 3HAHWH JJI TOro, 4robHI
obecreudTh IOJHOE M aJEeKBATHOE PAcCMOTPEHHE JIOKYMCHTAIlMH, MpeacTaBICHHON Ha
3KCIEPTH3Y.

Uepsr HKD u36HpaioTcs CPOKOM HA TpH rojia. Ilocnme 9ero MoaHOMOYHA HieHa HKD
MOryT OBITH NPOJUIEHEI [0 PEIICHHIO IPYTHX HWICHOB HKD, uma npencenarens HKD, mu
PYKOBOJHMTEIIS YIPEKIEH s, HO He GorIee, UeM Ha J(Ba CIIE/yIOMMX OJtHH 34 JIPYTHM CpOKa.

HKD mpoBOAHT H9acTHYHYIO POTAIMIO OC/e TPEXICTHETO MEPHONd WICHCTBA M IBYX
CITCYEONTAX OJIHH 32 APYTHM CPOKa, 4T0 06€CIIeIHBACT NPEeMCTBEHHOCTE KaaApoR B HKD3.

[Ipr Berymnennn B HKD Kak/pll y4acTHHK JO/DKCH IOJIHCATH cornamieHue o
KOHOUICHIMATLHOCTH, ~ FAPAaHTHPYIOIIEe — HepasryalleHue uHGOPMAIIHH,  KacarTesbHO
TPEICTARICHHOA Ha 3KCIepPTH3y MOKYMCHTALHH H NEYHOCTel YIaCTHUKOB MCCIEIOBAHHH, HE
MOJIEKAIIUX pasrIalICHUIO.

B cocrag HKD Moker BXOIMTh HE3aBHCHMBIA KOHCYJIBTAHT, KOTOpBIA 00s3aH
MOJIMCHIBATh  COTNAMEHHe O  KOHHJSHIMATBHOCTH W YKashBaTh  CBCACHHA O
HANHUMI/OTCYTCTRUM KOHGIIMKTA MHTEPECOB KacaTeNbHO MATepHAJIOR, Ipe/ICTABIIEHHEIX Ha
SKCHepTH3y. 1lpm  TONOCOBAHMH — MHEHHE  HE3aBHCAMBIX  KOHCYJIBTAHTOB ABIACTCA
COBEIATENEHEIM, A HE PEIIAIOIIIM.

Pacnpenenenne ofsizannocTeil cpean <WICHOB STHIECKOTO KOMUTETA.



Hagmexamee @QYHKITMOHAPOBAHHE HKD B COOTBEICIBHM CO CBOGH chepon

OTBETCTBCHHOCTH obecreYuBar0T CIeqyroIuc NOJGKHOCTHBIC ITHIIA:

npenceaarenn
3AMECTHTEIb TpejcesaTeis (MOXKET HasHAIaThCs npeAcenaTeNeM pasoBo Ha ciydai
OTCYTCTBHS IIPECCAATES HITH Ha onpeeIeH bl IePHOLL BpEMEHH )
cekpeTapuar
yensl HKD.
Ipeacenarens OTBEIACT 34 OpraHU3aIHIO COBEIAHMH, NpHITANIAET HE3aBHCHMBIX

KOHCYIBTAHTOB JIIA IPOBEACHNS crienu(GHYECKOH SKCIEPTH3EI 10 KOHKPETHOMY HCCIICIOBaHHIO,
OTREYAET 34 CBA3b C 0DIIEeCTBEHHOCTRIO.

3amMecTHTENL HNpeaceaaTeia oTBEUacT 34 HpOBE,H.E:HHG SaCCﬂaHHﬁ B OTCYTICTBHH

npencemaTeiia v OKA3bIBAeT NOMOIIE B IIPOBEACHHH 3ace;1aﬂm31. MokeT IIoANHUCEIBAThE JOKYMCHTBI
3a [peacenarcia B €r0 OTCYTCTBHE.
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Cexperapuar OTBSHACT 3a ANMMUHUCTPATURHEIN ACTIEKT JCHTCILHOCTH KOMHUTETA.
Cekperapuar UMeeT CIeIYIOIHe byrxIumm:

opraamzanus 3 GeKTHBHOTO ACTONPOH3BOCTRA O KaKIoi MOTy4eHHOR 3as9BKE,
[IOJITOTOBKA W BEJICHAC JETL;

[IOATOTOBKA OBECTKH JIHS H BeleHHe IPOTOKOIIOB 3aCE/AHIA,

Benenue Tekymei noxymentamuu HKD n apxusa,

OCYIIECTBJICHHE CBS3H C WICHAMH HKD u jumaM# WM OpraHu3aldiMy, TOAaroIIHMH
3asiBKH;

opraHu3aiust HOATOTOBKH, PACCMOTPCHLA, IEPeCMOTpa ¥ PACCHUIKM JIOKYMEHTOB;
obecrieacane HeoOXOMEMON AIIMHHUCTPATHBHOMN IOANEPKKH HKD, ero mpeaceaaTens B
CBS3M C OTHOCANIGHCS K €ro KOMIECTCHIHH ACATCIBHOCTRIO (HanpEMep, AOBEIACHHE
peiieHus mo 3asBKe 10 ee mogaTend);

KOHTPOIIb 3a 06ecneuCHIEM IOArOTOBKHA nepcoHald U 4ICHOB HKD;

obecredeHne MOIHOM HHPOPMAIHAY JUIS LICHOB HXD;

HocTosHEOE 06HOBIeHHe HH(popMaImu o padoTe HKD Ha caiite;

obcoIetenie CBA31 C IMIAMHA MM OPTaHM3aIHIMH 110 BOIPOCAM nesrensHoctd HKD B
mpejiesiax CBoeH KOMIeTEHIMH B YCIOBHAX cobmoeHks KOHQHACHIIHaTEHOCTH;
TEXHAYECKOE U OPTaHU3AIMOHHOE COMPOBOMKACHHAC PR — iedaTensHOCTH;

oBecriedeHre OOHOBIGHMS HMHQOpPManMu IO BOIpPOCAM, KacalOIHMMCH STHKH,
MPEMEHHTE/EHO K GHOMEIMIIHCKUM HCCICIOBAHMIM,

obecreuenye paGoTE odUca COrIacHo pabotero pacmicasus, undopManHs 0 KOTOPOM
pasMemiaeTcss Ha HHQOPMAIMOHHOM caiiTe STHYECKOrO0 KOMHTeTa H JOBOMHTCA JI0
CBeIeHUs 3aNHTCPECOBAHHBIX JIHIL;

BesieHHe pabouHX KYPHAJIOB A BHYTpEHHEH NOKYMEHTAIHH, npemyemoTpennoi COII;
[PUTJIALICHAE HA 3ace/anHus HKD Bcex 3aMHTEpECOBAHHBIX JHIl IO YKA3aHHIO
[pencenaTens.

O6s3aHHOCTH U capepa OTBETCTREHHOCTH YWIEHOB 3THICCKOT O KOMHTETA:

YUACTHC B 3aCE/IAHHAX KOMATETA,

paccMOTpeHne, 00CY)K/IEHHE, OLICHKA H SKCIEPTH3A naKeTa JIOKYMeHTOB, PEIIeH3HPOBaHHE
IpeUIOKeHHE OTHOCHTETIBHO ycCIeIOBAHNMH, TTPENCTABICHHBIX Ha OKCIEPTHYIO OLUCHKY:
paccMOTpeHHe Tpe/iaraeMbIX 3asBUTEIIAMH TOLPaBOK,

pacCMOTpPEHHE OTYETOB O 5e30MACHOCTH IIPOBE/ICHI HCCIIeIOBaHHS;

u3ydeHHe OTUETOB O XOIe pccTeoBannii | mocie/yonee HabmoIeHre 38 TCKYIHMA
HCCIICIOBAHMIMU;

OIIEHKA OKOHUATENEHEIX OTYETOR 00 HCCIEI0BaHAAX H HX pesyIbTaTOB;

obecreyeHne KOHGHICHITHATEHOCTH JOKYMEHTOR B HX obcyxernus Ha saceganmax HKO;
oBBARNCHAE 0 KOHQITUKTC HHTEPECOB;



e [OBHIMIEHHE KBATM(UKALAY yTeM CTaXupoBoK, GCP TPEHMHIOB 1 T.1.

TpeboBaaus MO KBOPYMY. [TprcyTCcTBHE HA 3ace/laHuy HKD MUHEMYM HICCTH YIEHOB.
i TpefoBaHMA JODKHBI COOIIOAATBCS Ha TPOTDKCHHH pcero OOCYXKIeHHS H BO BPEMI
ronocoBaHus. Pemerne cuATAcTCA DPHHATHIM, €C/IM 32 HEro NPOroocoBajlo MOJIOBHHA TUTIOC
oyuE wien HKD mpucyTCTBYIOIHX Ha 3acCHaHkH.

IlpoBegenue 3aceJaHMsl. 3acenanns HKD mpoBofsTcd JBa pasa B Mecdll, HO IIPH
HeOBXOMMOCTH MOTYT TPOBOAMTECA vaile. 3ace/aHus MoryT IPOBOUTECA KaK B OUHOM
dopmare, Tak u B opmate pumeoKoH(pepennuy. Bee wileHb! HKD u 3asBHTE/IH 3apaHee, He
[103/THEE YeM 32 IISTh JIHel, OOBENIAIOTCS 0 MECTe H BPEMCEHH TpOBe/ICHHS] 3aCelaHHs.

Pocnyck ITHYECKOT0 KOMHTETA. HK?D pacrmycKaeTes 10 PeICHAIO JUPeKTOpa I'bY3MO
MOHUKHA um. M. D, BiraiuMHpPCKOTO.

MHCTHTYT CTAKEPCTBA TIPUHAT C HETHIO MOBBIIICHA KauecTBa MPOBOAMMOI ITHYECKOH
3KCIepTH3bl. JIHIO, N3BABHBIIEE JKETAHHE CTATP unenom HKD u omobpennoe wrenamn HK3,
[IOITy4aeT CTaTyc CTaKEPA, IO/IMHCHIBACT JIMCT KOH(MIEHIAATBHOCTH | LOMy4a€T JOCTYII KO BEEM
noxymentam HKD. B TeueHHCe HE MeHee ¥OM J-x MECSHOTO CPOKA OH IPOXOIMT 6-4acoBoe
oGyueHHe Ha paboueM MeCTe MO BONpPOCaM STHYECKOH DKCIePTH3BI H M3ydaeT BOMPOCE GCP,
[PUCYTCTBYET HA 3aCeJaHMsiX, HO He MPHHMMACT yuacTue B ronocopanud. Ilo HCTCUCHHH HE
MeHee ueM YKa3aHHOTO CPOKA M OBJIaJICHAH 3HAHWAMH H HABEIKAMHA STWUECKOH 3KCIEPTH3BI OH
mosxket crats wienom HKD B nopsaaxe poTaluH.

PaGoquit SRBIK STHIECKOTO KOMHUTETa — PYCCKHM. Bes OKYMEHTAlHA HK?D Benercs Ha
pycckom si3pike. TpeboBanma K IPE/IOCTABIISIEMOM JUTS STHICCKOH SKCTICPTH3EL JOKyMEHTALUH
omucanst B cootercTytommx COIL IIpoMexyTOdHEIE OTYETEL O 6e30macHOCTH MOTYT OBITh
TOIaHEl KAK Ha PYCCKOM, TaK H HA aHTTTHHCKOM S3bIKE.
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OcHosHbIE MENCOPHAPOOHBIE U OMEHECMBEHHbIE SMUMECKUE OOKYMEHNbL

1. Koncrurymus Poccuiickoit @ejiepanyi oT 12 nexabps 1993 rona

2. Xenscunkekas Jexnapars BeeMupHOH MeIMIHCKOH accoranyy 1964 . 1 €€ nocneaylomnue
penaKimu.

3. denepanbHbIi 3akoH oT 12.04.2010 Ne 61-03 "O6 obpalleHHH JeKapcTBEHHBIX cpencTs”

4. @enepansupiii 3axkon ot 21.11.2011 Ne 323-®3 206 ocHOBax OXpaHBl 30pOBbA TpaxkjaH B
Poccutickoii Meepanuy (¢ nociefyomumMea H3MeHEHHAME 1 JOTIONHEHMSIMH).

5. MdepepanbHBIA 3aKOH OT 27.07.2006 Ne 152-03 «O mepcoHaibHBIX TaHHBIX) (C TOCHENYIOLIIMH
H3MEHEHHAMH H AOTIONTHEHHAMH).

6. ITocranosienue IIpasurenscrea P® ot 13 centabps 2010 . Ne 714 «O6 yTBepiKACHAHN THIoBbIX
npaBua OGA3ATENBHOIO CTPAXOBAHMSA JKMSHH H 30POBBA [AIMCHTa, YYACTBYIOMIEr0 B KIHHHYECKHX
MCCeI0BaHHAX TeKapCTBEHHOTO Tperaparay

7. Ipukas MunKCTEpPCTBA 3PaBOOXPAHCHIA P® or 1 anpens 2016 r. Ne 2001 «O6 yTBEpKCHHH NPABUIT
HajeKanel KTAHAUSCKOH NPaKTHKHAY

8. HamonansHeri crangapt Poccuiickolt @enepalini TOCT P 52379-2005 «Hapnnexaias KIHHA4ECKAd
npaxtuka» Good Clinical Practice (GCP), yTREpKIEHHEIN nipukazom PeiepaibHOro areHTeTBa o
TEXHUYECKOMY PeryJIMPOBaHUI0 H METPONIOriH OT 27.09.2005 Ne 232-cT.

9. MexayHapOIHble TapMOHW3MPOBAHHBIC TPEXCTOPOHHHME IpaBAia Good Clinical Practice (ICH
Harmonized Tripartite Guedeline for Good Clinical Practice, COKpaIieHHO — ICH GSP).

10. Pemrcrue Cosera EBpasuifckoif SKOHOMHYECKOH KOMMCCHH OT 3 moaOpa 2016 r. Ne 79 «O6
YTBEPIKICHNH [IPABIII HajUTe KalIeH KIHHHYecKOH MpakTUKH ERpazuiicKoro 3KOHOMHUYECKOro Coro3an

11. Pemenue Cosera EBpasuiickoil SKOHOMUYECKOH KOMHMCCHH OT 12 deppana 2016 r. Ne 29 «O IpaBuiax
MPOBE/ICHUS KITMHAKO-TA00PATOPHBIX HCTIBITAHMH (Mccea0BaHMiA) METUIMHCKHX M3ICIHIY

12. Pemienne Copera EppasuiickoM 3KOHOMHYECKOH KOMHCCHH OT 03 nos6pa 2016 r. Ne 85 «O6
yrBepriciernn [IpaBui NPOBeIeHUA HCCIEA0BAHMH OHOIKBHBATIGHTHOCTH JICKAPCTBEHHBIX npenapaTos B
pamkax EBpasuiickoro 3KOHOMHYECKOT0 COI03a».

13. Hammonansusii cranaapt Poceniickoit @enepanyi «PyKoBOACTBO MO TIPOBCACHHIO KITMHHUYECKIX
ACTBITaHMI Meamimuckux mspemmiy [OCT P HCO 14155-2014 «KinuHWYECKUAE HCCICAOBaHMA,
Hajresxaimias KIMHHYECKas NMpaKTHKa», YTBEXKAEH H BBC/ICH B nevicteue Ilpuxasom PenepaibHOrO
ATEHTCTBA M0 TEeXHUYECKOMY Pery/IupOBaHHIO H METPOJIOTHH OT 04.06.2014 No 497-c.

14, Pacriopskenue Bricuieii aTTeCTAIOHHON KOMUCCHH «O TIopszIKE IIPOBE/IeHHs OHOMEHIIMHCKIX
MCCNe0BaHMIl Y HelIOBeKay, OryOIHKOBaHHOM B bro/ueTene BAK (2002, Ne 3).

15. Pykosonersa BO3 g paborer KOMUTETOR 1O STUKe, MPOBOAAIIAX 3KCTICPTH3Y OHOMEHIMHCKHIX
uccienosaaui BO3.

M uHbIC HOPMATHBHO-TIPABOBLIE JOKYMCHTEI, PErIAMEHTHPYIOIIHC nposefieEne  OMOMEIHIHCKAX
MCCNe[OBAHMH C YHaCTHEM YCIIOBEKa H GHOJIOrHYCCKON MOJieH B KadecTBe CYOBEKTa UCCIIENIOBAHM, a
TAKIKe ICHCTBYIONIEe 3aKOHOATEBCTBO POCCHICKOH depepaunu.



