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O co31aHuHU JIOKAJILHOIO KOMUTETA
10 OTHKE U JIOKA3aTEJIbHOCTH MEIUIIMHCKUX
HAaYUYHBIX UCCJIEOBAHUM

Jlyist perimamMeHTaluu U yHU(GUKAIIMKY BCeX TIPOLIEyp U aJITOPUTMOB JIEHACTBHIA,
UMEIOIINX OTHOIIEHUE K COOJIIOJIEHUI0 HTUYECKMX HOPM BO BCEX IUIAaHUPYEMBbIX,
MIPOBOJMMBIX U BBIITOJIHEHHBIX MEJAULIMHCKUX HAYYHBIX UCCICIOBAHMAM, K 3allUTe
MpaB U HHTEPECOB CYOBEKTOB, BOBJIEKAEMBIX U MPOBOMASIIUX MEIUIUHCKHE

HAay4dHBIC HCCJIEJOBAaHUSA, K METOAHYECKCMY YPOBHIO MEIAWIHMHCKUX HAYUHBIX

HUcCCJIeJOBaHUU

[Ipuka3siBaro:

1. Y TBepIUTh:

- Ilomoxenue o JOKaIbHOM KOMHUTETE 10 JTHKE H JIOKA3aTebHOCTH
MEIUIMHCKUX HayuHbIX UccienoBanuil (I Ipunoxenue No 1);

- PernameHT pabGoTh!l JTOKAJIBHOIO KOMHTETA I10 3TUKE M JOKA3aTebHOCTU
MEeIUIIMHCKUX HayuHbIX uccienosannil (I Ipumnoxenne Ne 2);

- Ilepeuelb cTaHIAPTHBIX ONEPALMOHHBIX TPOLIEAYP  AEATEIBHOCTH U
0e30nmacHOCTH MeAMLIMHCKUX Hay4yHbIX nccnenoBanuit ([Tpunoxenne Ne 3);

- CocTaB JOKaJIbHOTO KOMHUTETA IO ATUKE U JIOKA3aTeIbHOCTH MEIUIIMHCKHUX

HayuHbIX uccienoBanuii (Ilpunoxenue Ne 4).
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2. UnenaMm JIOKQJIBHOTO KOMHUTETa II0 OJTHKE MU JA0Ka3aTeJIbHOCTH
MCIUIHMHCKUX HayY4YHBIX HCCIICI0OBAaHUM 00€eCIIeYHnTh pa60Ty B COOTBCTCTBHUH C

yTBEPKA€HHbIMU JOKYMeHTaMH. CpPOK — IIOCTOSIHHO.

3.  KoHTposb 3a WCHOJHEHUEM [pHKa3a BO3JIArald Ha [JIABHOTO
Oyxranrepa.
['maBHBIN Bpau T.H. bynarosa



[Mpunoxenue Ne 1 .

K TIpHEKasy o1+~ £ 9. /Mo Za

O co31aHNH JIOKAJILHOTO KOMHTETA

10 9THKE H JI0Ka3aTeIbHOCTH MEIUITHHCKUX
HaAYYHbIX HUCCIIEI0BAHNAN

[Tonoxxenue
0 JIOKJIBHOM KOMHUTETE 10 ITUKE M JIOKa3aTeIbHOCTH METUIIMHCKUX HayYHbIX
HUCCIIeJOBaHUA
1.  OOnacTe NpUMEHEHUS

[loioKkeHHe OTHOCHTCS K  YHCIy  OpTaHM3alMOHHBIX  JTOKYMEHTOB
rOCYapCTBEHHOTO OIO/DKETHOTO YUPEXKASHHUS 31PaBOOXpaHCHUS «KemepoBckuii
oGnacTHONW ueHtp mo mpodunaktuke u Ooppbe co CIMMI» u sBnsercs
06s3aTeIBHBIM JUIS HCTIOJHEHHUS COTPYAHMKaMU BO BeeX (uranax U CTpyKTYPHBIX
MOApa3IeIeHUsIX YUPEKIECHHUS.

2. HopmatuBHOE 00ecneueHne

"Beeobmasi gekiapanusi mnpas  denoeka' (mpuHsTa I'eHepanbHOM
Accam6neeir OOH 10.12.1948);

- Koncruryuus Poccuiickoit denepanuu;

- XenbcuHckas Jlexnapanus, npusstas Ha 18-oi ['enepanbHOH Accambiiee
BcemupHoi MeaumHCKOR ACCOLHAINH, Xenpcuaku, Ounnsaaus, uioHs 1964 1.,
¢ W3MeHeHUsIMH U nonojiuerusmu (1975 r., 1983r., 1989 r., 1996r., 2000 r.);

- @enepanbHbli 3akoH oT 21.11.2011 Ne 323-@3 (pex. ot 29.07.2017)

"O6 OCHOBaxX OXPaHbI 3[0pOBbs rpaxkaaH B Poccuiickoit Menepanuu’;

- OenepanbHbli 3aKkoH or 12.04.2010 Ne 61-@3 (pex. oT 03.07.2016)
"O6 ObpallleHuH JIEKApPCTBEHHBIX CPeNCTB" (C M3M. U JIOM., BCTYI. B CHIY C
01.01.2017);

- MexayHapoaHOe PYKOBOZCTBO U1 TUYECKOU OLIEHKU
siuaemuosiorrndeckux uccnenosanuil. CIOMS. 1991 r.;

- Pexomennaiun Harmonansaoro Komutera o 6uostrke PAMH;

- I'paxxmanckuii kogeke PO;

- VrosnoBHbIi konekc Pd;

- KoHBeHIMs IO 3alUTe IpaB ¥ JOCTOMHCTB 4YeloBeKa B 00JacTu
GroMeuIUHbl — KouBeHIMs o 6uosTuke» (mpunsirta ['eHepanbHOi Accambiieeit
Cosera EBpomnsr; 1993);

- @enepansubiii  crangapt PO OCT 45-511-99 «llpaBuna opraHusaluu
KJIMHAYEeCKUX uccienoBanuin» (ot 29.12.1998);

- TIpuxaz M3P® ot 23.08.2001 Ne 291-22/101 «O JOKambHBIX STUYECKAX
KOMHUTETaxX»;
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- Ilpuka3 MunmucrepcrBa 3apaBooxpaHeHus P® or 11.09.2015 Ne 637
«O6 axkkpenuTalMd MEIMIMHCKUX OpraHM3alldii Ha TpaBO MPOBEIEHUs
KIMHAYECKUX MCCIIEOBAHMN JIEKApCTBEHHBIX IIPENapaTtoB JJIsS MEIUIMHCKOro
IIPUMEHEHUS Y,

- TIpuxa3 Munucrtepctsa 3apaBooxpanenus PO or 01.04.2016 Ne 2001 “O6
YTBEP K ICHUH TIPABIJI HAIeKAIIeH KIMHIIECKOH IPaKTHKHA;

- VYcraB rocynapcTBEHHOTO OFOJKETHOIO YYPEKIAECHHS 3PaBOOXPaHEHHS
«KemepoBckmit 061acTHO# LeHTp 1o npodunaktuke U 6opsde co CITU/I».

- Good Clinical Practice (3Tnyeckne cTaHIApThl KOHLEIIWHU J0Ka3aTeIbHOM
M€ IUIIAHBI )

3. OrmnpenesieHns ¥ COKpalleHUs

KW — KIMHUYECKUe UCCIIeIOBaHus,

JIDK — JOKanbHBIA KOMHTET 10 ATHKE M JI0Ka3aTEeJbHOCTU MEIMIIMHCKUX
Hay4HBIX CCIIEI0BaHUM;

COIl — craugaptasie omneparmonnsie mpouenypsl GCP — Good Clinical
Practice (3THYECKME CTAHAAPTHI KOHIIETIIIH JI0Ka3aTebHOH MEIULNHbI);

I'BY3 KO O6nactHoit Ilentp-CITU]] — rocymapCTBEHHOE OFOJDKETHOE
yupexjienre  3apaBooxpaHeHus — «KemepoBckuit  00nacTHOM  LEHTp MO
npodunaktuke 1 60psde co CITMI».

GCP - Good Clinical Practice (dTUYeckue CTaHAAPTHl KOHLEMIHUU
JI0Ka3aTeIbHON MeTUIHBI )

4, OO01IHe MOJI0KEHUS

4.1. Tlpu cdopmupoBanun JIOK pekomeHayeTcs B €ro COCTaB BBOJIUTH
MEHIIMHCKAX PAOOTHUKOB, JIHIl HE MEIMIMHCKUX CIENUATbHOCTEH, CpeIHero
MEUIMHCKOrO pabOTHUKA M CrenHanicToB, He pabotarommx B ['BY3 KO
O6mnacrtuoii Hentp-CITU/I.

Juma, Bxoxasmme B coctaB JIDOK  I0/KHEI o0ylaare JI0CTATOYHOM
KBaIM(UKALMEH U OTBITOM, HEOOXOAMMBIM JUIsi PACCMOTPEHHUS U OLIEHKH Hay4HBIX,
MEIMIMHCKAX M OSTHYECKMX AacCIeKTOB MCCIeJOBaHus (MMeTh JEHCTBYHOLIMI
ceprudukar crnemuaaucra U ceprupukar  GCP). B coorBercTBHHM  C
pexomenganusimu GCP B cocTaBe KOMHUTETA JOIKHO OBITH HE MeHee 5 YeJIoBeK, 13
KOTOPBIX KaK MHHAMYM OJMH HE JOJDKEH MMETh OTHOLIEHWsS K MEIMIMHCKOH
JeSTeIbHOCTH U OBITh HE3aBMCUMBIM OT YUpeXIeHus, rae npeanonaraercs K.

4.2. OcHOBaHHMEM Il CO3JaHHS KOMHTETa SBIISIETCS IPUKa3 TIABHOTO
Bpada 'BY3 KO O6macrroii Lentp CITU/, B koTopom ykassiBaetcs coctas JIOK.
Bce panbHeifime W3MEHEHHUs, OOYCJIOBJIEHHBIE HOBBIMU OOCTOSTENILCTBAMH,
JIOJI’KHBI OTPaKaThCs B IIPHKa3ax IIIaBHOTO Bpada.

4.3, KomuTeT MOKET IpPHUBIEKAaTh CTOPOHHUX IKCIIEPTOB I PELICHUA
CJIO’KHBIX BOIIPOCOB B CIIEI[HATBHBIX 00/IACTSIX.

4.4, OCHOBHBIMH 3aJadyaMi KOMUTETA SIBIISIFOTCS:







































