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1. MOPEANOCBHLIKHA

1.1. PyxoBozmcTBo mo Haanexamied KIMHAYECKOH mpakThKe MexIyHapomaHOH
KOH(QEpEeHIIMM II0 TapMOHU3ALMU TEXHHYECKHX TpeOOBaHMH K perncTpaliu
papManeBTHUECKUX MIPOIYKTOB, NIpeJHA3HAYECHHBIX I IIPHMEHEHHUS YeI0BEKOM;
ITpukaz MunncrepcTBa 3apaBooxpanenus Poccniickoit @enepaumu ot 01.04.2016
r. Ne 2008 «O06 ytBepxkneHun mpaBuwi Hamrexamel KIHMHUYECKOH NPaKTUKI,
Hauvionaneueiit crangapt Poccwmiickoit ®@emeparuu 'OCT P 52379-2005
«Hamgnexxamas xnmuaudyeckas mnpaktuka» (Good Clinical Practical (GCP),
yTBEpXKIEHHOro IpukazoM @DenepanbHOrO AareHTCTBA [0 TEXHHUYECKOMY
perynupoBasuio U metposnorud ot 27.09.2005 r. Ne 232-ct.; Pemenue Cosera
EBpazutickoii xoHoMudeckoi komuccuu Ne 79 ot 03.11.2016 1. «O6 yTBepKIeHUH
IIpasun Hapnexamedt xnuaudeckoil npaktuku EDCy» ycraHaBiauBaroT, 94TO BCe
MEIULIAHCKUE YUPEXKACHUS, (PapMalleBTHIeCKUE KOMIIAHNN U UHBIE OpraHu3alliH,
BOBJICUEHHBIC B OpPraHU3aI[UIO U IIPOBEJEHUE HCCIIEOBAHNM, CyObEKTOM KOTOPBIX
ABJISIETCS YeJIOBeK, JODKHBI paboTaTh B COOTBETCTBUU C 3apaHee YCTaHOBICHHBIMHU
CTaHIAPTHBIMU OIePallMOHHBIMHU IIPOIEAYPAMHU.

1.2. C menbio HCIIONHEHUS JAHHOTO TpeOOBaHuUs U rapaHTHH CTa0UIIBHO BEICOKOIO
KadecTBa MPOBEACHHWS KIMHWYECKHX HccienoBaHud JIOKaNBHBIA STHYECKHH
komuTeT OO0 «HaydHo-KIHHUYECKOT0 IIeHTpa AJUIeprojorud H UMMy HOIOTHIm (
nanee JIOK HKKII) ycranaBnuBaer CTaHmapTHBIE OIEpallMOHHBLIE IPOLELYPHI
(COII).

2, NEJb

2.1 lensto pamHoit COIl sBiaseTcss omnwcaHue TIPOLENYPHl pa3paboTKy,
yrBepxaenus u BHeapenus COII B pabory JIOK, a Takxke MOPAIOK M IPOLIEAYPEI
BHeCEeHUS m3MeHeHul B aeiicTByronryo COIL.

3. PA3PABOTKA COII

3.1. OOmwe noIoXKeHUus

3.1.1. PaspabatsiBaemeie COIl moDKHBI periiaMeHTHPOBaTh Bee 3Tambl pabot JIDK
3.1.2. ITocne yreepxmenus COIl Bech mepcoHal, BOBIEUSHHBIM B paboTy Mo
KIIMHUYECKUM M IPYTUM HCCIIEIOBAHUSIM CYOBEKTOM KOTODBIX SIBISAETCS YEIOBEK,
IIOJDKEH B CBOEH paboTe cTporo cooTBeTcTBOBaTh yTBep kK IeHHBIM COIL

3.2. Pazpaborka COII

3.2.1. COII pazpabateiBator wieHsl JIDK, umeromue HauboIbIIUi ONBIT pabOTEHI B
ODTHYECKUX KOMUTETAX.

3.2.2. Pazpaborannas COII ob6cyxnaercs wieHamu JIOK, koTopsle MOT'YT B yCTHOM
UM TIHCBMEHHOU (GopMe BHECTH IPEINIOKEHNUS 110 YCOBEPIIEHCTBOBAHUIO JaHHOM
COIl.

3.2.3. IIpu paspaborke COIl HOJDKHBI COOMIOAATHCA NPUHLMIBL HaUlexamen
KITMHAYECKOW TIpakTuku (PyKoBOACTBO O HaJulexalled KIMHWYECKOH IIPaKTHKe
MexayHapoaHO# KOH(EpPEeHIMH 10 TapMOHM3ALUM TEXHHYECKUX TpeOOBaHMH K
perucTpalyu GapMaeBTUYecKUX POy KTOB, IPeIHA3HAYEHHBIX IS IPUMEHEHUS
yenoBekoM (ICH GCP Guidelines); Ilpukas MuHucTepcTBa 30paBOOXpPaHCHHA
Poccuiickoit @eneparuu ot 01.04.2016 r. Ne 2008 «O6 yTBEpKACHWH MPaBHUI
Hapnexamiell KIMHAYECKON MpaKTHKW», HannoHaneHBIH cTaHAapT Poccuiickoit
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@enepauuu 'OCT P 52379-2005 «Hamnexamas knuandeckas npaxtuka» (Good
Clinical Practical (GCP), yrBepxaeHHOr0 nprKaszoM ®enepalbHOro areHTCTBa 110
TEXHUYECKOMY PperynupoBaHMio M Merponoruu ot 27.09.2005 r. Ne 232-cr.,
Pemenne Cosera EBpasuiickoit JxoHoMuueckoi komuccuu Ne 79 ot 03.11.2016 1.
«O6 yteepxnenun IlpaBun Hapmexameit knunwdeckodl mpaktuku EDC»*) u
COOTBETCTBYIOIIME DPEryIATOPHBIE TpeOOBaHWs, B TOM 4YHCJIE YyKa3aHHBIE B
Honoxenun JIOK Hayuno-knuaudeckoro mnenTpa Anuteproyiorud u MMMyHomoruu
ot 25.03. 2020 roza.
3.2.4. PaspaboranHas COIl momkHa WMeTh TUTYIbHyIO crpapuimy ¢ ®UO u
TOIIIACEIO TIHII, KOTOphle pazpabotanu panHyro COIl, ¢ neyatsio JIDK, a Tak xe
HaspaHue nanHo# COIl, ee HOMep, BepcHIO, 1aTy BCTYIUIEHHS B [EHCTBHE, a TAKKE
HOMep IpoTokoya u aatel 3acenanus JIOK, rae nannas COII Obuta yTBEpKIeHA.
3.2.5. lannag COII u ee TpeGoBaHMs yTBEp)KIAeTCS BIIEPBEIE, TOITOMY IaHHON
COII npucsoena Bepcus COIT 01.
3.2.6. Kaxpas COIl nomkHa UMeTh HyMepalMIO CTPAHUIL, Pa3felbl ¢ YKa3aHHeEM
dbopM U DOpuIOKeHHMH (ABISFOINUXCA — HeoThemiemoi gacteio  COII),
pacnpoctparernus COIL.
3.2.7. Hymepamuss npunoxenuii ocymectBisgercss mo cxeme No COII-Ne
MIPUJIOKEHUSI-Bepcus (T.0 mepBoe mpuitokenune umeet Homep 01-01-01)
4. YTBEPXJIEHWE COII
4.1. COII ytBepxkaaercs 3aceganuem JIDK.
4.2. COII cumTaeTcss yTBEpXJAECHHOW INpPH HAIWYMH TOIIUCH NpEnceaTeNs U
negaty JIDK Ha nepBoii u nocneaueii ctpanume COIL
4.3. Vrteepxaennas COII xpanurcs B ¢aiine JIDK B eTUHCTBEHHOM DK3EMILIPE,
B OJJIGKTPOHHOM BHAE Y IIpeAcenaTells MW OTBETCTBEHHOTO CEKpeTaps,
cKaHHMpoBaHHas Bepcus yrBepxkaeHHbIX COIl pazmerniaeTcs Ha oQUIIUATIEHOM caiiTe
Hayuno-xnuHndeckoro ueHtpa Asuteprojorud u VMMyHollorHM B pasjene
JIoKaJpHOTO 3THYECKOTO KOMHUTETA.
5. HW3IMEHEHUSA COII
5.1. Kaxpgas COIl nomxsa comep)karh TaONMIy C HCTOpUEH W3MEHEHHH,
OTPaXKaloLlyl OaTy BCTyIUieHUs B aeiictBue W Homep Bepcuu COII, mpuuuns
BHOCHMBIX U3MEHEHUH U KPAaTKOE U3JIOKEHHUE U3MEHEHMIA.
5.2. Wamenenuss B COIl BHOcATCS Ha OCHOBAaHMHM H3MEHEHUN TpeOoBaHUU
PEryJISITOPHBIX OPraHoB, 3aKoHOAaTenbcTBa Poccuiickoit @emepanuu WWIH 110
npeaioxenuio wieHoB JIDK, eciu 5T0 He IPOTHBOPEUUT IPUHLIMIIAM HaIJIexKallen
KIMHUYECKOH TIIPAaKTUKH, [EUCTBYIOIIMM pPOCCHUMCKHM U MEXIyHapOLHBIM
HOPMAaTHUBHEIM TPeOOBaHUIM.
5.3. TIlocne BHeceHus uzMeHeHul HoBas Bepcus COII nomikHa OBITE yTBEPXKACHA
3acemanueM JIOK.
6. @®OPMBLGI U ITPUJIOKEHUS
6.1. Ilepeuens COII JIOK, mpunoxxenue 01-01-01.
6.2. Popma obsa3arenbersa skcnepra JIOK, npunoxenue 01-02-01
7. PACIHHPOCTPAHEHME COII

7.1.0dunuansueii caiit HKKL, pasgen - JIokansHBIN 3THYECKUH KOMUTET
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7.2.Unensr JIJK, a tak xe corpynuuxu HKKI], BoBieyeHHble B KIMHHYECKUE U
IpyrMe  HCCIeNOBaHWs, CyOBEKTOM  KOTOPBIX  SBISETCS  YeJIOBeK,
IUCCePTAIIMOHHEIE W HAaydHEIE pa0OoTH! (BKIIIOYAS HAITUCAHUE HAYYHBIX CTaTel),
noixHEI cnenosars COIT JIDK.

7.3.Bce wnensl JIDK mocne o3nakomutenus ¢ BerymuBiei B aeiictBue COIT JIDK,
TIOAMHUCHIBAIOT M MaTUPYIOT hopmy mpumokerns 01-02-01.

ITpencenarens JIDK: %\’/ . JIsa H.A.
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IMPHUJIOXXEHHME 01-01-01
[TEPEYEHD COII JISK
01. COIL Pa3paboTtka, yTBEpKIeHUE
02. TpeboBanus K npenocTaBieHuio fokyMeHToB B JIOK s paccmMoTpenus
03. 3acemamms JIOK. Ilopsmoxk mnpuHsTHS pelmieHUd. llopAnoxk H3BEIIEHUS
sasBureneit. Odopmnenue 3axmodenuii. [Iponenypa nojgaun anesuIsaIuii
04. Tpebopanua k MudopManmoHHOMY IHCTKY MaleHTa/Io0poBoNbla U dhopme
HH(GOPMHUPOBAHHOTO COTJIACHA.
05. DTHYecKoe CONpPOBOXKAEHHWE, MOHUTODHHT, IOCIeAylollee HaOIIoAeHHe U
paccMOTpeHIHe MaTepHaIoB OJ00PEHHOI0 KIIMHIUYECKOr0 UCCIIeT0BAHKS
06. JTokyMeHTalKs ¥ apXUBHPOBAHNE MaTepHaIOB UCCIIENOBAHUN
07. Iopsnok popmuposanus JISK
08. DTHyecKas SKCIepPTH3a TUCCEPTAIIMOHHBIX UCCIIEAOBAHMHA.
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ITPHJIOXEHME 01-02-01
A,

(®H0)
nocne o3HakomiieHus co CraHJapTHBIMU onepanroHHbIME npouexypamu (COI)
JIDK OO0 «Hay4HO-KIMHUYECKOrO HEHTpa AJUIEProjorud ¥ VIMMyHOJIOTHIY,
00s3y10ck B cBoell pabore B KadectBe skcmepra JIOK OO0  «HayuHo-
KIMHUYECKOro IeHTpa AJulepronorud ¥ VIMMyHOIOTHH», CTPOrO CJIEHOBATH
nmaaaeiM COIT.

ITommuce unena JIDK
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