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JIOK BY3 Opnosckoit 061actu
«OpJioBcKas 00J1acTHAs KIMHHYECKas O0JIbHULIAY COII 07-01 ot 01.09.2023 .

1. IOPAIOK ®OPMHUPOBAHUSA JIDK

L.1. CocraB JISK ¢opMupyeTcss B COOTBETCTBHH ¢ TPEOOBAHUAMH CIEIYIOIHMX JOKYMEHTOB*:

- PyKoBOACTBa mo Haiexamed KIMHHYECKOW IpakTHKe MExIyHapoaHOH KOH(MEPEHIUH IO
FApDMOHH3alMM  TEXHHYECKUX TpeOOBaAaHMH K  perucrpaluu  (apMalEeBTUYECKUX  IIPOJYKTOB,
NpeAHasHAYCHHBIX Ui IpuMeHeHud 4enoBekoM (ICH GCP Guidelines);

- HarmonanisHoro crannapra Poccuiickoit ®@enepauuu TOCT P 52379-2005 «Hamiexaniast KIHHHYECKast
npaktuka» (Good Clinical Practical (GCP), yrBepxkaenHoro mnpukazoM denepajbHOrO areHTCTBa I10
TEXHHYECKOMY PEryJHpOBaHUIO H MeTpos1oruu oT 27.09.2005 r. Ne 232-cT.;

- Ilprkaza MunucrepcTBa 3apaBooxpanenus Poccuiickoit ®enepanun ot 01.04.2016 r. Ne 200H «O6

YTBEPXXICHHH ITpaBuJI Hanexxamen KIMHHYECKON ITPAKTHKH;
- Pemnenns Cosera EBpa3zuiickoii DxoHoMuueckon komuccuu Ne 79 ot 03.11.2016 r. «O6 yTBepKIeHUH

[IpaBun Hamiexamehn kmuaHYeckor npakTHku EDC».

1.2. Cocras JIDK ¢opmupyercs Ha MeXIMCIHIUIMHADHOW OCHOBE, IO IPEJIOXKEHUIO PYKOBOJIMUTEIIEH
CTPYKTYPHBIX IMOAPA3/IeIEHUH U yTBepkaaeTcs rjaBHbeIM BpadyoM bBY3 OpiioBckoi obiactu «OpiioBcKas
oOJiacTHas KIMHHYecKas 0oapHHI@». B coctas JIDK BXoasaT nuia, 06J1aarolMe OnbITOM U JOCTATOYHOM
KBaTH(QUKALMENH IS PAaCCMOTPEHHMS M IPOBEIEHHSA DKCIEPTHOH OLIEHKH HAay4YHBIX, MEOULMHCKHX H
3THYECKHX ACIEKTOB IUIAHUPYEMOTO HCCJIEIOBAHUS.

1.3. CocraB JISK BKIIO9AaET HE MeHee 5 YeJ0BEK, OTVIMYAIOIIMXCS OTBETCTBEHHBIM M ITPHUHIIMITHAIBHBIM
[TOJAXOJIOM K pPELICHHIO 3THYECKUX BOIPOCOB B Chepe OMOMEIUIIMHCKUX HcCienoBaHui. B coctaB JIDK

BXOIAT cOTpyAHUKH bY3 OprnoBckoit obiiactu «OpiioBckas oOyacTHas KJIIMHUYECKas OOJBHHIIA», Kak
MHUHUMYM | 4€JI0BEK, HE CIICUHAJIU3UPYIOIIUHCSA B 00JIACTH HAay4YHBIX UCCIIEAOBAHHM M KaK MHHUMYM |

4EJIOBEK, HE ABJAOIUNCA COTpYAHUKOM bY 3 OpiioBckon obnactu «OprioBckas 00j1acTHAas KJIMHHYECKas
OonbHHLA». JIDK COCTOMT Kak M3 MY)XYMH, TaK U H3 XKCHIUWH, IPEACTABUTEIIEH pa3HBIX OO0JacTeH

3HAHUH.
1.4. BeicninMm pykoBoasiuM opranoM JIOK saBisercs 3acenanue dieHos JIDK.

1.5. Ilpencenarens JIDK, ero 3amecTuTelb (3aMECTUTENN) U CEKpeTaph H30MPaIOTCs Ha 3aCENaHUH U3
guciia wWieHoB JIDK npocTeiM O0JBIIHHCTBOM I'0JIOCOB IPH NPpUCYTCTBUH 2/3 dieHoB JIDK cpokoM Ha

5 5ner. DTOT CpOK MOXKeT OBITH INMPOUIEH IIPH YCIOBHHM COOTBETCTBHS PYKOBOJSIIEr0 COCTaBa BCEM
HeoOxomuMbIM g JIDK kBatMpUKAUMOHHEIM TPEOOBAHUSIM.

1.6. Kaxngemi wien JIDK npu BerymieHud B coctaB JIDK mnoamuceiBaer «Q0s3aTenbCcTBO O
koHDuneHumarsHocTH» (IIpunoxenne 07-03-01), kotopoe uMeer cuty u nocie Toro, kak wied JIDK, mo
KaKHM-JIHOO IMPHYHHAM, BBIXOJHUT U3 cocTaBa JIDOK.

1.7. Bxmroyenne u uckimodeHue u3 cocrasa JIOK wiena JIDK npunumaercs pemenuem JIDK mocne
e IMHOIJIACHOTO IroJIOCOBaHUs WIeHOB JIDK

1.8. Kaxaeiii wien JIOK ummeer npaBo BeIMTH M3 coctaBa JIOK, npenocraBuB Ilpencenmaremo JIDK
COOTBETCTBYIOIIIEE 3asABJIEHHE C KPaTKUM OIMCAHMEM IIPHYHMH CBOETO pelieHus. Jlomyckaercs yCcTHOe
yBenomieHuss wieHoB JIOK o cBoeM pemennn Ha 3aceganu JIOK, kotopoe IODKHO OBITH
3aUKCUpOBaHO B NpoTokoie 3acefanud. Yienslr JIDK moryr ObiTe McKiIoueHsl M3 coctaBa JIDK 1o
pemeHulo JIOK npu HaJIWYuM COOTBETCTBYIOIIMX ApryMEHTOB ITYTEM TI0JI0COBaHHUS wWieHOB JIDK.
[Ipencenarens JIOK BrpaBe MOCTaBUTHL HA rOJIOCOBaHUE BOIIpOC 00 MckiroueHuH wieHa JIDK u3 cocraBa
JIDK, npu npomycke 0e3 yBaXXUTEIbHBIX IIPUYMH Tpex noapsi 3aceqanuu JIDK.

1.9. Brximogenue B cocrtaB JIDK HOBBIX 4jIEHOB, NMPOMCXOIMUT IO pexkoMeHmauumu wieHa JIOK, mocne
O3HAKOMJIEHHUs C KpaTKOW Ouorpaduen odOCyxgaeMoro Kauaudaara. BeIHOCHMOE pelieHue JOJDKHO OBITh
3aniucaHo B lIporokois 3acenanus. B ciiydae NMpUHATHS [MOJIOKHTEIBHOTO PEIICHHS IO IpeularaeéMoH
KaHAUIaType B TE€YEHHE S5 paboyux AHEH J0/KHBI OBITH BHECEHBI COOTBETCTBYIOIIHE H3MEHEHHS B
crcok cocrana JIDK,

* - C y4ETOM aKTyaJIbHBIX JIOMOJIHEHHH H pelaKIui
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JIDK BY3 OpnoBckou 001acTy
«OpitoBckas 00acTHas KIIMHAYECKas 00JIbHHIIA) COII 07-01 ot 01.09.2023 r.

I[MPUJIOKEHHUE 07-01-01

OBSI3ATEJILCTBO O KOH®EJEHIIUMAJIBHOCTH

S, unen JlokamsHOro sTHYeckoro komurera bY3 OpnoBckoit o6mact «OpiioBckas 001acTHAs
KJIMHA4YECKast OOJIbHUIIA»

BRI SR S % (PHO),
0053yIOCh  COXpaHATh KOHGMHIEHIHMAIBHOCTh  HMH(OpPMALMH, CBA3aHHOH C  KIMHHYCCKUMH
MCCJIEOBAaHUAMH H APYTMMH HAyYHBIMH MCCJIEIOBaHUSAMH, CYOBEKTOM KOTOPBIX SABJIACTCHA HCIIOBEK,
MaTepHabl KOTOPBIX paccMaTpuBalOTCs Ha 3acemaHusx JIOK. A pydarocb B TOM, 4YTO HHKaKas
uHGOpMalMsI, a TaKKe HHKAKHE [JAOKYMEHTbl B OpHTHMHAQJIC WIM HX KOIMH, XOA H Y4YaCTHHKH
HCCIIEIOBAaHMs, HE OyJeT nepeaHa MHOK TPEThbHM JIMIaM WJIH KaKMM-ITH00 00pa3oM pasIiiallieHa, 33
HCKJTIOYEHHEM CITydaeB, IPEyCMOTPEHHBIX JIEMCTBYIOIINM 3aKOHOJaTeIbCTBOM H npaBriaMu GCP.

[Toaxnuce wieHa JIDK R 208

CrpaHuna 5 U3 5



