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JIDK BY3 OpiioBckoi 001acTH

«OpiioBckas 061acTHas KIMHHYECKast O0JIbHHUIIA

Hcmopus usmerenuu

COIIT 01-01 ot 01.09.2023 r.

Pr—

—_—

JlaTa BCTYIICHHS B IIpHYHHBI KpaTkoe u3j102keHue H3MEHEHHH
JNEeHCTBHE H HOMeEP H3MEHEeHHU/CO3JaHHUS
Bepcuu COII . COIl | e
01.09.2023 r. OtcyrctBre COII [Topsnok pa3pabotku, yrBepkacaue U u3menenus COIl
Bepcus — 6/H JIDK BY3 Opnosckoit ob6mactu «OpiioBckas 00JacTHas

| KJIMHUYECKast OOJILHHLIA

—————
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JIDK BY3 OpinoBckou 001acTH
«OpJioBCcKas 00J1aCTHAs KJIMHHUYECKast O0JIbHULIA) COIT1 01-01 ot 01.09.2023 1

1. IPEJAITIOCBIJIKH

[.1. PykoBomcTBO 10O Haiexalmed KIMHUYECKOM INpakTHKe MexXIyHapoaHOH KOH(EpPEHIMH 1o
FapMOHHM3AaIlMH  TEXHHYECKUX TPEOOBaHMHM K  perucrpauud  (apMaueBTUYECKHX  ITPOAYKTOB,
NMpEeAHa3HAYCHHBIX Ul MPUMEHEHHUS 4eloBeKOM, [Ipuka3 MunucrepcTBa 3apaBooxpaHeHus Poccuiickoi
Oenepauun ot 01.04.2016 r. Ne 2008 «O6 yrBepkiaeHMH npaBuwi Hajanexamiei KIMHUYIECKOM
npakTHKW», Hanwonanbusii ctanmapt Poccuiickoit @enepaunu 'OCT P 52379-2005 «Hamiexamas
KITHHH4YeCcKass npakThka» (Good Clinical Practical (GCP), yrBepkmeHHoro npukazoM @DenepaabHOro
Ar€HTCTBA II0 TEXHHUYECKOMY peryJupoBaHuio U MeTposordu ot 27.09.2005 r. Ne 232-ct., Pemenue
CoBeta EBpaswmiickoit DxoHoMHueckoit komuccun Ne 79 ot 03.11.2016 r. «O6 yTBepKAeHUU [IpaBui
Hannexamen xkiuHuuecko npakTukn EDC)» yCTaHABIMBAKIOT, YTO BCE MEIMIIMHCKHE YUYPEXKIECHHS,
(papMalleBTUYECKHE KOMITAHMH M MHBIE OPraHW3alliM, BOBJCYECHHBIE B OPraHH3alMI0 H IIPOBEIECHHE
HCCIIEIOBAaHHH, CYOBEKTOM KOTOPBIX SIBJIIETCS YEJIOBEK, JO/DKHBI paboTaTh B COOTBETCTBHH C 3apaHee
YCTaHOBJICHHBIMH CTaHAApPTHBIMH ONEPALIMOHHBIMHU IIPOLIETYPaMH.

[.2. C nenbro HCNOMHEHHUS IaHHOrO TpeOOBAaHUS M TapaHTUU CTaOMIBHO BBICOKOTO KAa4eCTBA IPOBEICHHS
KIIMHHYECKUX HccienoBaHUM JIokaneHbId 3THYecKHH KOoMHTEeT BY3 OpnoBckon obnactu «OpiioBCKas
?ggacrnaﬂ KIHHHYecKass OosbHUIA» (JIDK) ycranaBimBaer CtaHaapTHBIE OINEPALlMOHHBIE IPOLIEAYPE

[1).

2. HEJIb
2.1. Henbro nanHou COII sBisieTcss omucaHue npoueaypsl pa3padboTku, yreepxkacHus U BHegpeHus COIl

B paborty JIDK, a Takke nops0K U Nnpoueaypa BHECEHHs u3MeHeHUM B AencTByromyo COIL.

3. PASBPABOTKA COIl

3.1. O0mme MoJI0KEeHHA
3.1.1. PazpabareiBaembie COII 10o/mKkHEI pernaMeHTHpOBaTh Bee 3Tansl padot JIOK.

3.1.2. TTocne yrBepxkaenus COII Bech nmepcoHasl, BOBJICYEHHBIH B pabOTy I10 KIMHUYECKUM H JIPYTHM
HCCIIEJOBAaHUAM CYOBEKTOM KOTOpBIX SBJIETCS YEJIOBEK, JODKEH B CBOEH paboTe CTporo

cooTBeTcTBOBaTh yTBEepkAeHHBIM COIL.
3.2. Pa3zpaborka COII
3.2.1. COIl paszpabareiBator wieHsl JIOK, umeromme HauOONBIIMH ONBIT paboTBl B ODTHYECKUX

KOMHTETaX.
3.2.2. Pazpaborannas COII ob6cyxaaercsa wieHamu JIOK, KOTOpeIe MOIyT B yCTHONW MJIM IMHUCBMEHHOM

(hopMe BHECTH MPEIJIOKEHHUA 110 YCOBEPLICHCTBOBAHUIO JIaHHOH COIL.
3.2.3. Ilpu paspaborke COII momkHbl COONIOAATHCA MPHHIMIBI HAIEXKAIEH KIMHUYECKOH IPAaKTHKH

(PYKOBOACTBO IO HaIeKalled KIMHAYECKOH TpakTHKe MEeXAyHapoqHo KOH(EpEHIMH 10

rapMOHM3alMH  TEXHHYECKMX TpeOOBaHMH K  PerHCTpalunu  (apMalEBTHYECKUX  INIPOLYKTOB,
npeaHasHadeHHbIX Wil npumenenns denoBekoM (ICH GCP Guidelines); Ilpukas Munncrepcrsa

snpaBooxpanenns Poccuiickorn ®ezxepaunn or 01.04.2016 r. Ne 200 «O6 yTBepxkneHHH NpaBul
Hamwiexameid KIMHHYeCKOW NMpakTHKW», HanuoHanbHbIH cTannapT Poccuiickoit ®enepauuun ['OCT P
52379-2005 «Hamnexamas ximHM4eckas npakrtuka» (Good Clinical Practical (GCP), yrBepkaeHHOTO

nprkazoM DelepaIbHOro areHTCTBA 10 TEXHHYECKOMY PEryJIHPOBAHHIO U MeTposioruu ot 27.09.2005 r.
No 232-ct., Pemenne CoBera EBpasmiickoii DxoHOMHYeckoH komuccuu Ne 79 or 03.11.2016 r. «OO

yrBepkaennd IlpaBun Hamnexamied KIMHMYECKOH mNpakTHKH «EOJC»*) M cooTBETCTBYIONIME
peryjaTopHble TpeOoBaHHsA, B TOM ducie ykasaHHble B Ilonoxennn JIOK BY3 Opnosckoii 06nacT

«OpIoBckas 06acTHasA KIMHHIecKas 6onbHHIA» oT 01.09.2023 r., Bepcus 1.0.

* _ Bce JIOKYMEHTBI C y4€TOM aKTYyalbHBIX JOTIOJTHEHHUM U peaKIuH
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JIOK bY3 Opnosckoii o6nactu
«OpnoBckas 00J1acTHAS KITHHHYECKAsS 60JIbHHUIIAN COII 01-01 oT 01.09.2023 r.

3.2.4. Pazpaborannas COII nomkxa umeTh THTYJIbHYIO cTpanuny ¢ @UO H NOANMKMCHIO JIMII, KOTOPBIE
paspabortamu nannyro COIl, ¢ neuvatsio JIDK, a Tak ke HazBanue nanHoi COII, ee HOMep, BepcHIo, JaTy
BCTYIUICHHS B JICHCTBHE, a Takxe HoMep mportokosa W jaatel 3acenanus JIOK, rae nannas COII Obuia
YTBEPXKIEHA.

3.2.5. Kaxxnas COII nomkHa MMeTh HyMepaluIo CTPaHHIL, pa3Jeibl ¢ yKa3aHHEM (OpPM U IIPHIIOKEHHH
(ABIAIONIMXCS HEOTheMueMoit gacteio COIT), pacnipoctpanenus COIL.

4. YTBEPXJIEHHUE COII
4.1. COII yrBepxnaercs 3acenanunem JIDK.

4.2. COII cumTaeTcs yTBep>KASHHOMN MPH HAJIMYMK MOANMCH npezaceaatens u nedatd JIOK Ha nepBoy H
nocineaueun crpanuue COIL.

4.3. YTBepxaeHHas COII xpanurcs B (I)amle JIDK B eIMHCTBEHHOM 3K3EMILISIpE, B 3JIEKTPOHHOM BH/IE Y
MpeacenaTelisi H OTBETCTBEHHOIO CeKpeTaps, CKaHupoBaHHas Bepcus yrBepkaeHHbIX COII pasmemaercs

Ha opuuHaibHOM caiite bY3 Opnosckoit obmacti «OpioBckas 00acTHas KIMHAYECKass OOJIBHHUIIA» B
pasaene JIDK.

S. ABSMEHEHMUS COIl

5.1. Kaxxnas COII noipkHa coneprxats TabIMIy ¢ HCTOPUEH U3MEHEHUH, OTPaXXaKIIYI0 1aTy BCTYIUICHHA
B JieicTBHE U HOMep BepcuH COIl, npHYrHEI BHOCUMBIX H3MEHEHUHN U KPAaTKOE U3JI0KEHUE H3MEHEHHH.

5.2. U3menenus B COII BHOCATCS Ha OCHOBAaHHMM H3MEHEHHUH TpeOOBAaHUU PEryJIATOPHBIX OPraHOB,
3aKoHOoAaTe N bCcTBa Poccuiickod @Penepanui W/HUIM 110 NPEUIOKEHUIO WieHOB JIOK, ecim 310 He

MIPOTHBOPEYUT MNPHHIMIIAM HAJIeKaled KIMHUYECKOM IPAaKTHKH, OEHCTBYIOIIHM POCCHHCKHM H
MEXXTYHapOAHbIM HOPMAaTUBHEIM TPEOOBAHUSAM.

5.3. [Tocne BHecenusa u3mMeHeHu HoBast Bepcusi COII gomkHa ObITh yTBEpXkKAEHA 3acenanueM JIOK.

6. POPMBbI U ITPUJTOKEHUSA
6.1 ITepeuens COII JIDK, npunoxenue 01-01-01.
6.2. ®opma obs3arenscTBa skcnepra JIOK, npuinoxenue 01-01-02.

7. PACIIPOCTPAHEHHE COII
7.1. Oduumansueni cait BY3 Opnosckoi obnacti «OpioBckas 00JacTHAs KIHHHYECKAsh OOJIBHHIAY,

pa3zjiein - JIoKkaJIbHbIA 3THYECKHH KOMHTET.
8.2. Unens! JIDK, a taxxke corpyauuku bY3 Opnosckon obnacti «OpiioBckast 001acTHas KIMHHYECKAs

6OJbHHUIIA», BOBJICYEHHBIE B KIMHHYECKHE H JIDYTHE HMCCICIOBaHHSA, CYOBEKTOM KOTODPBHIX SBJIAETCS
qeJJOBEK, MMCCEPTALMOHHBIE M HaydHble paOOThl (BKIIOYAs HAIMCAHWE HAYYHBIX CTATEH), HOJDKHEI

cienoaTh COII JIOK.
8 3 Bce wiens! JIDK nmocie gsHakomiieHus: ¢ BHOBb BCTynuBIIeH B aercTtBue COII JIDK, noanuceiBaioT

u natupyior Gopmy npunoxerus 01-01-02.

IIpencexarean JIOK A.B. MaMo1IHH « 01 » cents10psa 2023 r.
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JISK BY3 Opnosckoii 061acTu
«OpioBckas o06acTHas KIuHUYecKast 00JIbHUIIAY COII 01-01 oT 01.09.2023 .

INPHJIO’KEHHUE 01-01-01

IIEPEYHEHD COII JIDK

01. COII. Pa3paboTka, yTBEpX/I€HHE, H3MEHEHHS.
02. Tpebopanus k npemocrasieHHI0 10KyMeHTOB B JIDK Ju1d paccMOTpeHHSL.

03. 3acenanmsa JIOK. Ilopsmok mnpuusaTtus pemeHni. [TopAmoK H3BELICHHUS 3asBHTEIEH.
OdopMileHne 3aKITI0YEHHUIH.

04. TpeboBanus k WHPoOpMALMOHHOMY JMCTKY maunueHTa/mobpoBonba Hu  ¢Gopme
HHQOPMHPOBAHHOI'O COIJIACHS.

0S. OTHueckoe cOmpoBOXIEHHE, MOHUTOPHHT, MOCIEAYIONEe HAOIIOAEHHE U PACCMOTPEHHE
MaTEPHAJIOB 0JI0OPEHHOr0 KIIMHHYECKOI'0 UCCIIEI0OBAHUS.

06. /lokyMeHTauus 1 apXUBHPOBAHUE MATEPHAJIOB UCCIICIOBAHUMA.
07. ITopsaok dopmupoBanus JIDK.

08. OTHyeckas skcrnepTH3a HHHIIMATHBHBIX HCCIIEJOBAHHH.
09. Opranmzamus pabotbl JIOKaJIBHOrO 3THYECKOrO KOMHTETa BO BpEMsS CHTYAIMi,

HCKJIIOYAIOMUX IITAaTHYI paboTy (peXHUM MOBBIIIEHHON IOTOBHOCTH, pexxuM YC, pexum
CAMOM30JIALIUHU, ITAHJIEMHUHU U ITpoYEe).
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JIDK BY3 Opnosckoit obnactu
«OpJioBcKas o0acTHas KIMHUYECKas O0JIbHULIA COII 01-01 ot 01.09.2023 .

INPUJTIOXXEHHUE 01-01-02

A, (PHUO),

mocJie o3HakomieHHs co CTanaapTHeIMH onepannoHHsMU nporeaypamu (COIT) JISK BY3 Oprnosckon
obnacti «OpioBckas 001acTHas KIMHUYECKas O0JIbHHUIA», 00S3yIOCh B CBOEH pabOTE B Ka4ECTBE
skcnepta JIDK BY3 Opnosckoit o6actu «OpiioBckas o6acTHas KIMHUYECKas O0JIbHUIIA», CTPOTO
cienoBaThk naHHBIM COIL.

[Toamuce unena JIDK RN 20381
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