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Hesapmenmeiii  xommrer 1o ostuke (HKD) npu TocymapcrseHHOM —OHOIDKETHOM
VUpPEKIEHHH 37paBooxXpaHeHnss MockoBcko# o6nactn "MOCKOBCKHA 0O0JACTHOM HaywHO-
HCCTIenoBaTebeKHi KuHmaeckuit mECTHTYT HM. M.@. Bragumupcekoro” (I'BY3 MO MOHUKH
M. M.O®. BraquMupckoro) opraHusyeTes [0 pacopskeruio gupekropa I'bY3 MO MOHMKH
uv. M.@. BraguMupceKkoro.

Iean cozmanua HKD — obecriedenue He3aBUCHMON DKCIEPTH3LI, KOHCYIbTHPOBAHKC U
IPUHSTHE PEIIEHMI 10 BOXIPOCAM STHKH OHOMEIMIMHCKUX UCCIICIOBAHMH, IIPE/ly CMATPUBAOIIMX
yYacTUe JIFOAEN W/HIH KUBOTHBIX.

O6aacrr, npuMenennsi: Jlapgpasg crapjapTHas ONepalHOHHAs MPOUCAYpa (COII)
OTHOCHTCS KO BeeM BHyaM jesrenprocta HKD, cosmannoro nmpu I'BY3 MO MOHUKH uv. M.O.
BraguMupcekoro.

Oreercreednocts: HKD omupaercs B CBOMX OLEHKAX, PEKOMEHIALMAX U PCIICHHUSX Ha
ITHYECKME MPHHIMIIBI, W3JIOKEHHBIC B OOIIENPU3HAHHEIX MEXIYHAPOAHBIX JOKYMEHTAX M
JIEHCTBYIONIEM POCCHICKOM 3aKOHOLATCIBCTBE,

HKD B cpoeii pabore NpH OIEHKAX, PCKOMEHIAIMAX M PEHICHUAX YHHTBIBACT
HALMOHANBHBIE ¥ MEXIYHAPOJHbIE PYKOBOJICTBA IO 3THKe GHOMEMIMHCKAX HCCICIOBAHUE C
yaacTueM uesoseka u sxuotHoro (Ilpunoxenne 1).

HKD paspabareiBaeT COOCTBEHHBIC CTaHAAPTHBIE pabo4me NPoOueaypLI (COII),
OCHOBAaHHBIE Ha PexoMeHJAUHaX KOMHUTETaM 110 OSTHKE, MPOBOJAILIMAM  SKCICPTHU3Y
GuomemunuHcKux uccnenosanuil (Kenesa, BO3, 2000 u GKACHI/SIDCER/WHO/2004, CII6,
2004, KOHECKO, 2005 u ap.).

HKD cosjaercs u GyHKIMOHEPYET B COOTBETCTBHU C HAIIMOHAIIBHBIM 3aKOHOAATE/ILCTEOM
W CTPEMHTCS BBLIIOJHATS MEXJyHapojuble TpeboBaHuMs 10 COOIIOACHHUIO rapasTaii  Juis
YIaCTHHKOB OMOMEIMIMHCKIX HCCIeI0Bankii, B T.4. PyKoBO/ICTBA 110 HayIexaeil KImHHnIecKoH
npaxtuke (ICH GCP), Pemenust Cosera Eppasuiickoli 9KOHOMIIECKOH KOMHCCHH OT 3 nosOpst
2016 . Ne 79 «O6 yTBepiKIEHHH IIPAaBIJ Ha/yIe)Kalledl KIMHHIECKOH IPaKTHKH EBpazuiickoro
JKOHOMIYECKOr0 Coro3an, Ipukasa Munucrepetsa 3apasooxpanenus PO or 1 anpens 2016 r. Ne 200u
«O6 yTBEpKASHHH IPABKII HaexKalei KIMHA9eCKOM NIPAKTHKHY.

HK? B cpoeil HeATeILHOCTH MPHU3HAET M YBaXKaeT pasjudde KyJIbTyp ¥ PelUrui,
c0OTI0AET IPUHIIKIIE HE3aBHCHMOCTH, OTKPLITOCTH, KOMIICTEHTHOCTH 1 IUIFOpaIn3Ma.

CocraB dTHYECKOr0 KOMUTETA.

Cocras HKD sxirouaer B ce0s HE MEHEE IIATH YEJIOBEK.

Unenpt HKD [ODKHE! IPEACTABNATE PasiMYHble OONAcTH 3HAHUM, [Uis TOTO, YTo0bI
obecIeunTs TOJMHOEe U AaJeKBATHOE pPACCMOTpEHHE IOKyMEHTAIlUM, IPE/ICTABICHHOH Ha
3KCIIEPTH3Y, CPENH KOTOPHIX MMEETCs KaK MHHAMYM OIMH CHEIMAIMCT, HHTEPEChl KOTOPOro
nexar BHe cepsl HAyKM M KAaK MHHAMYM OJIMH YEJNOBEK, KOTOPBIH HE 3aBUCAT OT I'bY3 MO
MOHHWKHW um. M.®. BiauMHpCKOro

ITpencenarens HKD u3bupaercs cpokOM Ha TPH roja IyTeM o0IIEero roaocoBanMs Ha
sacemannu HKD. Ynensr HKD BEIBUTAIOT KAHIUAATY PRI, M CEKpeTaph HHHLMHPYET rOJIOCOBAHHUC.
Ipencearesb u3dupaeTcs TPOCTHIM OOJBUIMHCTBOM OT IPUCYTCTBYIOIUX 4ICHOB KOMHTCTA.
Tocite w3Gpanus IpeceaTeNh Ha3HadaeT samecTuTenel n cexperapeit HKO.

Kanpuars! B wiensl HKD npeacTaBisioTcs ceKpeTapeM Ha 3acCIaiud APYruM WicHaMu
HKD, cexperaph MHMIMEpYeT rojocoBaHue Io kanmuarypam. Hinen HKD moxer BBIUTH 13
cocTaBa 1o COOCTBEHHOMY JKETAHHIO YBeIoMHB cekperapuar. Cekperaph yBeJoMisieT 00 aToM
qenos HKD Ha 6mxaiiimem 3acemanuu, Wrensl HKD seopgres 8 HKD cpoxom Ha Tpu roja,
ociIe gero momHomouns wiera HKD MoryT GBITH IPOITIEHH] 10 PenieHIIO Apyrux wWienos HK3,
unu npezacepatens HKD, uam pyKoBOAUTENS YUPEXK/IEHUs, HO He DoJiee, YeM Ha [Ba CIICYIOHX
OJIHH 32 IPYTUM CPOKa.

[Ipu Berymwienun B HKD kamiupii y4acTHHK JOJDKEH IOIIKMCATL COTVIAINCHHE O
KOHDHUACHIMANEHOCTH, — TapaHTUpyiolee — HepasIjalieHue — uHpopMalmH, — KacaTelbHo
NIpeJICTABIEHHON HA SKCHEPTH3y MOKYMEHTAlMd U JMIHOCTEH Y4aCTHHKOB MCCIC/OBAHHH, HE
[0 YIEKALIMX Pa3IIIAICHHUIO.

Opranmsanys Hezanueumoro komnrera no yruke npu FBY3 MO MOHNKIH tiv. M., Braaamuperoro
Bepewns 3.0 ot 15.03.2024



Ha 3acenamuu HKD MOXeT IPECYTCTBOBATE HE3aBHCHMBIH KOHCYIIBTAHT, KOTOPBI o0s3an

TIOJANUCEIBATE COIJIAIUCHIE O KOH(I)H)ICHLIH&IIBHOCTH. HpH roJIOCOBAHUMA MHCHHE HE3aBHCHMBIX
KOHCYJILTAHTOB ABJISICTCS COBEIATEIIbHBIM, a HE PEIIAIOIIIM.

Pacupepnesienne 00s13aHHOCTEH cpen WICHOB ITHIECKOI0 KOMHATETA.
Hauiexamee  (yukmuonuposamue HKD B cooTBeTcTBMH €O CBOCH cepoit

OTBETCTBEHHOCTH 00CCIIEUHNBAIOT CICAYIOIIHE JO/PKHOCTHBIC JTUITA!

peaceaTenb
3aMeCTUTENh IpesiceaTess (MOXKeT Ha3HayaThCsl IPEAceaTeNieM pa3oBo Ha ciryaait
OTCYTCTBHS IIpeCeIaTellst UK Ha OlPe/ICTIEHHBIN IIEPUO/L BPEMEHH)
cekpeTapuar
yrensl HKD.
Ilpencenarenb OTBEUaET 3a OPTaHU3ALMIO COBEIIAHUH, MPHTTAAET HE3ABHCHMBIX

KOHCYJILTAHTOB I IIPOBENCHHA CIISHPI(DH'-ICCKOI?I IKCIIEPTHU3EI 110 KOHKPCTIIOMY HCCICIOBaHKIO,
OTBEYAET 3a CBA3b ¢ ODIMECTBEHHOCTERIO.

3amecTUTEIb npeaceaareas  0TBCHIACT 34 [POBEACHHC SHCGILB.HI/II;'I B OTCYTCTBHUH

IpeacenarTeis v OKaspiBacT IIOMOUIb B IIPOBEACHHI BaCGJ_'[aHHﬁ. MoskeT IToANHCHIBATE JOKYMEHTEI
3a npeaceaarend B €ro OTCYTCTBHE.

CekperapHaT OTBEYACT 33 aJMUHUCTPATUBHBIN ACTICKT AEATE/ILHOCTH KOMUTET.
CekpeTapiaT BMEeT CICHYFOIIe QYHKIIN:

opraum3anys >QQeKTUBHOIO JENOIPOU3BO/ICTBA IO KAk 101 [IOJIYICHHOM 3asiBKe;
IIOIOTOBKA ¥ BEICHHE JICTT;

[IOJITOTOBKA ITOBECTKH JTHA H BEJICHHE IIPOTOKOJIOB 3aceaniusd;

Beenue Tekymiei moxymenranun HKD, xpanenue U yruim3anus JOKyMCHTOB COIIACHO
COIL;

ocymecTBienue cBizu ¢ wienamu HKD W jmmaMu Ml OPraHu3allisaMy, MOAAI0MIMH
3asIBKM;

OpraHuU3aI|s OJrOTOBKH, PACCMOTPEHHUS, IIEPECMOTPA H PACCHLIKH JIOKYMEHTOB;
obecrieueHre HeoOX0MMON aqMuIHeTpaTuBHO# nouiepkkn HKD, ero npencenarens B
CBS3M C OTHOCSIIEHCS K €ro KOMIETCHIMH JESTCIBHOCTBIO (HAIpUMED, HOBCICHME
pelenus 110 3asBKe JI0 €€ HO/aTes);

obecreyenue noIHOR uapopMarye st wienos HKI;

geoOxommoe obnoBerue wHpopmanuu o HKD na caiire;

obecIieueHre CRSI3M C JIMIAMKM WA OPraHM3alusMHU 110 BOIIpOCaM JICATCILHOCTH HKD B
npejienax cBoeil KOMIETSHIMY B YCIOBHAX COOJIOACHIS KOH(DUICHIMATBHOCTH;
BeJIeHHe pabouKX KYPHAIOB ¥ BHYTPEHHEH JOKYMCHTAIHH, npexyemorpennoi COILT;
npurnamenne Ha 3acemamus HKD Beex 3aMHTCPECOBAHHBIX JIMI[ 10 YKA3aHMUIO
ITpencenarens.

O6s3aHHOCTH | cepa OTBETCTBEHHOCTH YJIEHOB 3THYECKOro KoMMTeTa:

yJacTue B 3aceJaHUIX KOMUTETa;

paccMoTpenue, 06Cy K/ (CHEe, OIIEHKA U OKCIIEPTH3a IaKeTa JOKYMEHTOB, PELCH3NPOBARHNE
IIPeJUIOKEHI I OTHOCHTEILHO HCCIE0BAHHI, IPS/CTABICHHBIX Ha OKCICPTHYIO OLCHKY;
PacCMOTPEHHE IIpeJylaraeMbIX 3asBUTEIIMHU HOIIPABOK;

paccMOTpeHHE OTYETOB 0 OE30I1aCHOCTH IPOBEICHUA HCCIICIOBAHN,

H3ydeHHe OTYETOB O XOJe HCCIIENOBAHUH ¥ MOCIICAyIONee HaOIOICHHE 34 TEKYIIUMH
HCCIIEIOBAHUIMH;

OLIEHKA OKOHYATEIbHBIX 0TYETOR 00 MCCICI0BAHUIX U X PE3YIbTaTOB,

obecreueHye KOHPHAACHIUAIPHOCTH TOKYMEHTOB 1 UX obcysxnenns Ha 3aceanusx HKD,
00LsBIeHHE O KOH(IINKTE HHTEPECOB;

[TOBBIIICHYE KBATH(UKALAH TyTeM cTaxupoBok, GCP TpeHuHIoB ¥ T. 1.

TpeboBanust no KBOPYMY. [Ipucyrersue Ha 3acemamuu  HKD  mpocroro

apudmeraaeckoro donpmmucTBa wieHos HKD. Pemenue cauTaeTes NPUHATBIM, €CIIH 32 HETO

Opranusats Hezasuenmoro komnrera no yruke npu I'BY3 MO MOHUKH v, M., Brazumupekoro
Bepcun 3.0 or 15.03.2024



IIPOTONOCOBANO MpoCcToe apudmerndeckoe GonpmumucTBo wienom HKD mpucyreTByromux Ha
3aCeJaHuH.

Ilposenenne 3acepanms. 3acenanus HKD mposomsrTcst opumH pas B MeCAl, HO IIpH
HEOOXOMUMOCTH MOTYT IIPOBOIAMTHCS 9allle, a IPH OTCYTCTBHH 3asiBHTENICH HE IPOBOIAMTHCIH.
3acenanus MOIYT IIPOBOJHUTECA KaK B 04HOM (popmare, Tax u B hopmare Bucoxonpeperun. Bee
yiens! HKD u 3asgBuTeny 3apanee, OOBEIIAIOTCA O MECTE M BPEMEHH [IPOBCICHIA 3aCe/IaHHs.

Pocnyck aTHaeckoro komurera. HKD pacuyckaerces o pemenuio jupekropa I'bY3 MO
MOHWKH um. M.®. Bnagumupekoro.

PaGounii S3BIK ITHYECKOro KomuTera — pycckuil. Bes noxymenrtanua HKD Benercs na
pycckoM si3bike. TpeGoBaHHUS K MPENOCTABIAEMON U STHYECKOH DKCIEPTH3B! JOKYMEHTaluu
omucansl B coorsercTeytomux COII. TpoMexyrodnble oTYeThl O OE30MACHOCTH MOIYT OBITh
IOZIAHAI KaK Ha PYCCKOM, TaK U Ha aHTTIMHUCKOM SA3BIKE,

Opranuzauus Hesapuceumoro komyreta 1o ytuke 1piu F'BY3 MO MOHHKH nm. M., Biaausmuperoro
Bepcus 3.0 o1 15.03.2024



Hpunoxenue 1

Ocnognvie MejcOYHAPOOHDIE 1 OMEYECHIBEHHBIC IMUNECKUE OOKYMEHIIbI

1. Koncturynus Poccuiickoit @enepauuu ot 12 nexadps 1993 rona

2. Xenwcunkekas Jexnapanus BeemupHoH MeuMHekoi accotmanun 1964 r. u eé nocneayromue
penaKimu.

3. @enepaneybii 3akoH oT 12.04.2010 Ne 61-D3 "OG6 obpalueHuu J1ekapcTBeHHBIX cpeacTs”

4. Mepepanbubiii 3akon ot 21.11.2011 Ne 323-®3 206 ocHoBax OXpaHBLI 3/10POBbS IpaskaaH B
Poccuiickoin ®enepauuuy (¢ NocaeyOMMHA H3MEHEHHUAMH U JONOJHSHUSIMH ).

5. @enepanbubiii 3akon or 27.07.2006 Ne 152-®3 «O nepcoHalbHBIX JaHHBIX) (C NOCHEIYIOLIMMHU
U3MEHEHHUSIMH M JOTIOJIHEHUSMM ).

6. Tlocranopnenue Ilpasurenscrea PO ot 13 cenrabps 2010 r. No 714 «O6 yreepxkaenun Tunosbix
npaBuia 00A3aTENbHOrO CTPAXOBAHMA JKM3HM M 3[40POBbs IMALMEHTa, YYaCTBYIOLIEr0 B KIMHMYECKHX
HCCIIeNOBaHMX JICKAPCTBEHHOTO peraparay

7. Ilpukxaz MunuctepcTea 2apapooxpanerus PO ot | anpensg 2016 r. No 20018 «O06 yTRepAeHUH [IPABUIL
HAUIeKALLEH KIIMHUYECKOH IIPAKTHKH Y

8. Hanmonaneneiil cranpapr Poceuiickoin ®enepapn FOCT P 52379-2005 «Haanexamas kiuaueckas
npaxtuka» Good Clinical Practice (GCP), yreepsxnennbii npukaszom MenepaasHOro areHTeTBa Mo
TEXHWYECKOMY PEryJIHPOBAHUIC U MeTposiordu ot 27.09.2005 Ne 232-ct.

9. MexnyHapoJiHble TapMOHM3MpOBaHHble Tpexcropouuue npasuina Good Clinical Practice (ICH
Harmonized Tripartite Guedeline for Good Clinical Practice, cokpamenno — ICH GSP).

10. Pewrenne Cosera Espasmiickoit sxoHOMH4ecKOH komuccuu oT 3 wosbps 2016 r. Ne 79 «O6
YTBEP:KACHUHU MPaBHI HaaJIesKalled KIMHUIecKoi npakTiky EBpasniicKoro 5K0HOMMYECKOro Cor3ay

11. Pemenne Corera EBpazuiickol sxoHoMHu4eckol komuccun ot 12 gespana 2016 r. Ne 29 «O TIpasunax
NpoBeAeHMS KIMHUKO-1a00paTOPHLIX UCIILITAHMH (MCcieJ0BaHMIA) MEAMLIMHCKMX U3IETHH

12. Pemenune Comera Erpasuiickoil sxoHomuueckoit komuccun ot 03 Hosbps 2016 r. Ne 85 «O6
yreepkaeHud [lpaBun npoeeneHus ucciiefoBaHUN OHOIKBUBAIEHTHOCTH JIGKAPCTBEHHBIX IPENapaTos B
pamkax EBpa3uiickoro 5KOHOMHYECKOro COI03a».

13. HaumonaneHerél crasmapT Poccuiickoll @eneparmy «PyKOBOACTBO MO NPOBEACHHUIO KITHHHYECKHUX
ucrbiTanuid  MeaduuHekdx  usgenui» 'OCT P HMCO 14155-2014 «Knuuuueckue HCClenoBaHus.
Hapneskautas xknuHuuecKas NOpakTHKa», YTBep:KAeH M BeeleH B edcrsue Ilpurazom @epepaibHOro
4reHTCTBA N0 TEXHUYECKOMY peryaupoBaHuio U MeTponorun ot 04.06.2014 Ne 497-c.

14. PacnopsuxeHue Beicieil arrecranuoHHON komuccuy «O Mopsiiike IpoBeIeHus: OHOMEUIIMHCKHX
HCClIeJ0BaHUH y desloBekay, onybinukoBaHHOM B Broyerene BAK (2002, Ne 3).

15. Pyxoronctra BO3 ana paGorsl KOMUTETOB 10 DTHKE, NMPOBOAAILMX SKCIIEPTH3Y GHOMEIMIIMHCKHX
uccienosanuii BO3,

N wunbe HOPMATUBHO-IIPABOBEIE JOKYMEHTEI, periaMeHTUPYIOIHE [POBEICHHUE 6HOM8,[!,HLLHI‘!CKHX
UCCIEN0BAHUNA C yuyacTHEM YeNlOBeKa M OMOJIOTMYECKONM MOIENH B KAYECTBE CYOBEKTA UCCIIeJIOBAHMS, a
TAKKE JCHCTBYIONIEE 3aKOHOIaTeNLCTBO Poccuiickoi denepatiun.

Opranuzanns Hezapuenyoro komurera no ovike ipn 'bY3 MO MOHMEKL v, M.D. Biragumupegoro
Bepeua 3.0 ot 15.03.2024



