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NOJIOKEHHA
[Ipo komiciio 3 MUTaHbL eTHKH Y HiBEPCHTETCHKOT KJIIHIKH

I. 3araabHi NOJOMEHHSH

1.1. Lle nonoxeHus po3poGneHo BiANOBIAHO A0 «TUMNOBOrO NONOKEHHS NpPO
KOMICIIO 3 TWTaHb ETHUKH MpH JIKYBaibHO-NPOOMITaKTHUHHX 3akiagax, y SKUX
NpoBOAATL KJiHI4HI BunpoOyBaHHA», 3aTBEpIKEHOro HakasoM MiHicTepcTsa
oxopoHM 3a0poB's Ykpainu 23.09.2009 Ne 690 (y penakuii nHakasy MidicTrepcTsa
oxopoHH 310poB's 12.07.2012 Ne523), cratelt 7, 8 3akody Ykpainu «Ilpo nikapchki
sacobu», 3 ypaxypanusm Bumor Jupexktusu 2001/20/CC  Esponeiicbkoro
Mapnamenty Ta Pagu €C sin 04 xsitha 2001 poxy (i3 3sminamn), «llpo Habmkenns
3aKOHIB, TMIA3AKOHHMX AaKTiB Ta aJMiHICTPaTUBHMX [ONOXEHb JAEPIKaB-wIEHIB
CTOCOBHO 3aNpoBaLKEHHA HAIENKHO! KNiHIMHOT MPAaKTHKK MPH NIPOBEACHHI KJIHIYRHX
BUMPOOYBaHDb NIKapChKUX 3acoBiB AN BXKHBAHHA NIOAMHOIO», NpuHLMMNIB HanexHof
kniniunol npaxtikd (ICH GCP), MiXHApOIHUX €TUUHUX NPHHLHKINIB GloMeIUYHNUX
AOCTIKEHD 13 3a/IyUEHHSIM JIOAWHH Ta eTHYHOIo KOAEKCY JiKaps.

1.2. Lle mnonoXeHHs BCTAHOBIOE OCHOBHI BHMOIM [JIO OLUHKH €THYHHX |
MOpanbHO-NPaBOBHX ACNeKTiB KIIHIYHHX BHNPOOYBaHb, sKi MOXKYTh MPOBOAMTHCE 32
y4acTio MNaulieHTiB  (3a0poBux AoOpoBOAbLIB), Ta 3AIHCHEHHA HariI4y 3a
3abe3nedeHHsM IXHIX npap, Gesnexu, Gnarononyuds NiA 4ac y4acTi y KIIHIYHWX
BUNPOOYBaHHAX JIKApCLKHX 3aco0iB KOMICISMM 3 NMHTaHbL ETHKW MPH JIKYBAIbHO-
npodinakTHYHUX 3aknanax (fani — Komicis 3 nHTaHb eTvxH).

1.3. KoMicia 3 NWTaHb €THKH - He3ane)HWil oprad, 1O A€ NPA JIKYBanbHO-
NpodiAakTHYHOMY 3aK/al, Y SIKOMY TNPOBOAATLCH KJIHIYHI BUNPOOYBaHHS, A0 AKoi
BXOISTh MEAHUHI/HAYKOBI crieuianicrn, ocobu iHILIKWX creliabHOCTEH, IPeACTaBHUKH
rpoOManchLKocTi, AKi  34IHCHIOIOTH Harisf 32  JOTPHMaHHAM  [1paB, GesnexH,
Grnarononyyus AOCTIKYBAaHHX MNaUieHTIB (3A0pOBUX AOOPOBOMBLLIB), €THYHHX Ta
MOPaJIbHO-NTPaBOBKX ACIEKTIiB MPOBEACHHS KiiHIYHOro BUNpoOyBaHHsl.

1.4. Komicii 3 nuTanb eTHKH AOTOHKYIOTH TPOBEACHHS KIIHIYHMX BUMIPOOYBaHb
nikapcbkux 3acofiz B Ykpaini 3a Micuem TX $YHKUIOHYBAHHA Ta 3AIHCHIOOTH



MOHITOPMHI INMOLO JAOTPYMAEHHS ETHYHMX Ta MOPANbLHO-NPABOBHX  ACMEKTIB
POBEAEHHS KNIHIYHUX BUMPOOYBaHb Y JKYyBalbHO~NPOQINaKTHUHKUX 3aKiaaax.

I1. Ilpasa ta o6oB’a3kn Komiciil 3 NHTaHL eTHKYH
2.1. OcHoBruME 0608’ s13kaMu Kowmicili 3 nuraHb eTHKH €:

2.1.1. 3Baxucr npas, Oesneku Ta Onaromoayuus nadieHTiB  (3A0pOBHX
100pOBONIBLIB), 3aJ1yUYEHHX 10 KIIHIYHUX BHIIPOOYBAHEL NiKapchKuX 3acoBiB.

2.1.2. 3axucT npas Ta iHTEpPeCiB BIANOBIAANLHUX NOCH I ZHUKIB/ HOCTIAHUKIB.

2.1.3. 3abesneueHHs NOTPHMAHHS €TUUHMX Ta MOPaJbHO-NPAaBOBHX NPHHLMIIB
NPOBEAECHHS KNIHIYHUX BUNIPoOYBaHb Y JIKYBaisHO-IPOMIIAKTHYHOMY 3aKIai,

2.2. Komicia 3 nuTane eTHKH 30IHCHIOC OLIHKY €THYHMX T2 MOpPasibHO-PaBOBUX
aCMeKTiB KAIHIYHUX BUNpOOYBaHb, Y TOMY 4HCHi TPOUCHYP 3aly4YEHHA NAli€HTIB
(3nopoBux A0OpORONBLUIB) 10 BUNPOOYBaHHS Ta OJepXaHHS Bifl HUX (IXHIX 3aKOHHMX
npeAcTaBHUKIB abo ONH3bKHUX poaAKUIB) IHHOPMOBAHOT 3rOAH.

Ocobnusa yeara Komicii 3 nUTaHbL €THKH MPUAITAETLCS 3aNy4E€HHIO A0 KIIHIUHUX
BUMPOOYBaHL MaNOAITHIX Ta HEMOBHOMNITHIX 0cCi, HenlesnaTHUX ocib, nauieHTis y
KPHTHYHOMY 1 HEBIAKNAAHOMY CTaHax.

Komicist 3 mHTaHb €THKK NOBUHHA [1€PEKOHATHCS, LLIO:

BIAIIOBIAIBHHR fochinnuk/ocaianux(u)/cniBpobiTHHKH, ki GepyTh yuyacTb y
BUMPOOYBAaHHKI, HE HUHUIW THCKY Ha CyG'ekTiB BUNpoOyBaHHs;

NauieHTy (3n0poBomMy ROGPOBOBLIO) ab0 3aKOHHOMY IpeACTaBHHKY/GIIN3bKOMY
PO/IMYY HaaHO BHYEprHy iH(OopMalilo Npo CyThb, 3HAUWMICTb, 3HAYEHHS | pH3HK
KJAIHIYHOrO BUNPOOYBaHHs, y SIKOMY BOHM OEpyThb Y4acTh, Ta JOCTAaTHHO KiNbKICTEH
Hacy ANs NIPUHAHATTS PILICHHS 10RO y4acTi Y KAIHIYHOMY BUNpPOOYBaHHi;

nauieHT (310poBKH N06poBoelb) HOro 3aKOHHKE NpeacTaBHUK/GNM3bKUH poauy
OZepXaB BUYEPIIHi BIAMOBIAI HA BCI NHTAHHA WOAO KAIHIYHOTO BUIIPOOYBAHHS;

0cobu, Ha y4acTb y KNIHIYHMX BHIIPOOYBaHHSX SKUX 00OB'A3KOBO MOTpibHa 3roja
X 3aKOHHOrO TNpeACTaBHHKA, NMOIHQOPMOBAHI B MeXax X pO3YMiHHZ Mpo KNiHiuHe
BUNPOOYBaHHA, Ta MPHHHATO O yBarw ixHc OaxkamHs 4yu HeGaKaHHA yyacTi B
3aMpONOHOBAHOMY KIIiHIYHOMY BMNpOOyBaHHI.

2.3. Piwmenna Kowmicil 3 nutane ety ODOPMIOETHCA NPOTOKOAOM, LUO €

NOTOMUKEHHSIM  LUOAO [POBEACHHS KJIHIMHOrO BHOpPOOYBaHHA Ta MICTUTH Taky
iHopmaLi:

MOBHY Ha3By Ta IAGHTH(IKaLiI0 MPOTOKOAY KiiHiYHOro sumnpoByBaHHs Ta/abo
NONpPaBoK 10 HbOTO;

repeniK po3risHyTHX JOKYMEHTIB 3 1X [AeHTU(iKanielo;

npissuie, iM’s, no G6aTekoBi 0cobu abo HalMeHYBaHHs Opradisalii, o Hajana
MaTepiany KniHIMHOro BUNpobyBaHHA HA pO3MIsA;

Micue(s) NpoBEACHHS KIiHIMHOTO BuripoGyBaHus Ta npissuile(a), iM's (iMena), o
6aTbKkOBI BIANOBIAANBLHOTO(MX) OCHIAHUKA/NOCH AHHKA(IB);



pillieHHs NPO MOroXeHHs ad0 MOTHBOBAHY BIAMOBY Yy MPOBENEHH! KAIHIYHOTO
BUNpOOYyBaHHs;

JATY TIpUAHSITTS pilUeHHS;
pexoMenaauii Komicil 3 nutans eTuku (3a notpedu);

criucok unediB Kowmicil 3 nuTanes eTuky, wo Opaad yvacTb Yy 3acifiaHhi Ta
rof0CYBaHHI;

jary ta Bizy ['onosu Komicil 3 nutans etuxu abo iHwWol ynoBHoBaxeHo! ocobu.

2.4, Komicii 3 nuTanb eTHKH KOHTPOMOIOTh MOiHGOPMOBAHICTE NOCHLIXKYBAHOTO
PO CyYTh, 3HAYUEHHS | PHU3MKK IR HBOrO Yy 3B’A3KY 3 HOro ydacTio y KiHiYHOMY
BUIpOOYBaHHI.

2.5. Komicii 3 muTaHb eTMKM NeEpeBipfloTH yCI MeToau iHQOpMyBaHHS Ta
JaNydeHHs MauieHTIB  (310pOoBUX A00pOBOALUIB) N0 KIHHIUHKX BUNpofyBaHb
nikapcbkUx  3aco0iB Yy  NiKyBaJbHO-NPO(INAKTHYHOMY 3aKnail Ta HajaloTh
HhOpMAaLIO LIOAO BUSBIEHUX TTOpYyILEHb 10 LleHTpy.

2.6. KoMicii 3 nuTaHb eTHKH 30epiratoTh JOKYMEHTH, 110 CTOCYIOThCA [IPOBEACHHS
knigiuHoro BHNpoOyBaHHS, TMPOTArOM He MEHLIe TPbOX POKIB micas  iioro
3aBEPLUEHHS, a [TOTIM MepenatoTh B apXiB jKYBaIbHO-NPOMIAAKTHYHOTO 3aKIany.

2.7. Komicil 3 nmUTaHb €THKY HafaloTh Ha odiuiiiHi 3anuth xonito [Tonoxenns, a
TaKoX iHbOpMaLlilO LOAO CKNany Ta CTAHAAPTHHX orepauiiHUX IpoUeLyp.

2.8. Komicii 3 nuTaHb eTUKH MalOTh Npago:

2.8.1. 3anuryBaru Yy BIONOBIJANBHONO JOCJIAHMKE/NOCAIAHMKA JOJATKOBI
MaTepiany WOAO KIHHIYHOro BUNpobyBaHHs (3a notpedu).

2.8.2. 3anuTyBaTH y BIANOBIAANBHOrO JOCHIAHMKA/IOCHIHIKA IHQOPMALIIO PO
BCI IOMOBHEHHS Ta 3MIHH, IO BHOCATHCA [0 MaTepialiB KJiHIYHOro BHMpOOYyBaHHS,
BIAXM/IEHHS Ta yCKNaAHEHHSA, KOHQAIKTHI CMTyalii, NOB'A3aHi 3 NOPYIICHHAM IIpaB,
Hesneku, Onaronoayuust AOCHIOKYBaHMX TNalieHTIB (3poposux  JoGposonbuis),
eTHYHHMX Ta MOpPAJbHO-NPaBOBUX aCMEKTIB Yy MpoLeci NPOBEASHHS KIIHIYHOTO
BUIPOOYBaHHS B iKY BaILHO-NPOQiAakTHUHOMY 3aKnai.

2.8.3. OTpuMyBaTH 3BITH ITPO CTAH MPOBEACHHS KJIIHIYHOMO BUNPOOYBaHHS.

2.8.4. TlopaBaTu nucbpMoOBi nponosulii fo LieHTpy nNpo MOXNHBICTbL po3rnsmy
MUTAHHS LIOAO THMYacoBOro ab0 MOBHOrO 3YMHHEHHS KIIHIYHOTO BHNOPOOYBaHH:
niKkapcbkoro 3aco0y B JIKyBalbHO-NPO(GINakTHYHOMY 3aKnagi y pasi MOpYLIEHHA
rnpas, Oesrexy, Onarononyvus nauieHTis (3/10poBUX 100POBOMBLUIB), AOCHIIKYBAHKX,
€THYHHUX Ta MOPAJILHO-MIPaBOBUX acMeKTIiB Yy TMpoueci NpoBEeHEHHS JIIHIYHOrO
BUNPOOYBaHHS B fIKYBaAbHO-MPOMINAKTUHHOMY 3aKJal.

2.8.5. bparu y4acTh y npoBelieHHI KOH(pepeHLiH, CHMITO31yMiB, ceMminapis, wKin
CTOCOBHO €THYHMX Ta MOPAIBHO-NPABOBMX ACMEKTIB MPOBEJEHHA KHIHIUHHX
BunpobyBaHs.

2.8.6. Pospobnstu Tta nopapath o llentpy Ta LUOBB nponosuuii wmopo
YAOCKOHaJIeHH: AlsnbHocTi KoMicil 3 nuTaue eTHKH.



I11. Cxknan ta nopspox po6oru Komiciit 3 nurans eTuKH

3.1, o cknany Komiciit 3 MHTaHb €TUKY BXOAHTb He MeHHIe 11'ATH ocib (y Tomy
YKCH He MeHLUe OJIHIEl 0c0oOH, 1O He € HAYKOBIIEM, He MeHIUE oaHiel 0cofH, 1wo He €
C11iBpODITHHKOM MEAHYHOTO 3aKIany, e IPOBOAUTECS KiiHiuHe BUNIpoOyBaHHs).

Komicil 3 nuTanb eTHKM NOBHHHI BKJIIOYATH JOCTATHIO KINBKICTH ©cCi6, WO
BOJIO/IIIOTE HEOOXIAHWM CyMapHMM JocBiaom | kBanidikanieo ans 3aificHeHHs
Harady 3a A0TpuMaHHAM npap, Oesnekd, Onaronoiyuus nauieHTis (340poBHX
A0OPOBONBLIB), NOCHIJDKYBAHMX, E€THYHHUX Ta MOPalibHO-IIPABOBMX [PHHIMIBE ¥
npouleci NpoBeAeHHA KNiHIYHOr0 BUIPoOyBaIis.

Ho cknagy KoMiCilH 3 MUTaHb €THKH MaI0Th BXOAUTH | YOJIOBIKH, | XIHKH.

3.2. Hepconanbhuit cinaz Kowmicil 3 nuraHb eTvkn GopMye Ta 3aTBEpIKYE
KepiBHUK JiKyBaNnbHO-NPodMiIakTUYHOrO 3aKiay.

3.3. KoMmicito 3 NWTaHb €THKH OUOJIKOE [ oJiora.

["onoBa, #ioro 2acTynHKK Ta BIANOBinanbHUN ceKpeTap OOHMPAIOTHCS HA NEpLIOMY
3acilaHHi BIAKPUTHUM rONOCYBAHHAM NPOCTOIO OIMBLILICTIO IOJOCIB.

3.4, Komicil 3 nuUTaHb €THKY AIOTH BIANOBIAHO 110 3aKOHOAABCTBA, I lonoxeHHS Ta
CTaHIApTHHUX ONepalifiHuX mpoueayp, U0 3aTBEpMKYIOThCS Ha 3acimanHi Kowicii 3
nuTanb ety npu JII3.

3.5. CranpaptHi onepauifidi npoueaypu Komici# 3 muTaHb eTHKH BKIKOYAKOTE:
NOPsAOK BU3HaHEHHs cknany Komicii 3 nUTaHb eTHKH;

OpsAAOK MNAHYBAHHS Ta MPOBE/ICHHS 3acilanb, indopMyBaHHs wieHis Komicil 3
MUTaHb €THKK MPO 3aciiaHtsl, BAMOTH 10 KBOPYMY;

MOPAJOK  MOHITOPUHMFY  11OAO0  3abesnedeHHs  3axXMCTy npa, Oesnexw,
fnaronostyyuss nauieHTiB (300pOBMX AOGPOBOABLIB), AOCHIIKYBAHHX, €THUHHX Ta
MOpasbHO-NPaBOBHX acleKTiB Y NpOouUec] NPOBEACHHS KIiHIYHOrO BHNIpoOyBaHHA B
JAaHOMY NiKyBaNnbHO-NPOdiaKTUUHOMY 3aKiali;

TOPsA0K MOXAKBOI B3aeMOALT 3 KOMICIIMHU 3 MHUTaHb €THKH 38 MPUHLHTIOM €XHHOL
LYMKH.

3.6. QPopmoro poboru Kowmicil 3 nuTaHb ©THMKH € 3acifadHfa. 3acifgaHHs
MpOBOAATLECE 3 MEPIOAMUHICTIO, LIO BH3HAYAETHCA CTAHJAPTHOW ONEpauifHow
MPOLELY POK.

3.7. 3acinaHHs € NpaBOMOYHMM, SKUIO Ha HbOMY [PUCYTHI Olliblle MOJOBHHU
yieHiB KoMicii 3 nuTaHs eTHky,

3.8. Piwenns Komicil 3 mutaHb eTHKM NpuiMAETLCSE BIAKPHTHM TOOCYBaHHAM
npocroo OulbwicTio rosociB uynenis Komicii 3 nuTaHb eTWku, NpUCYTHIX Ha
sacisanui. [pu piBHi# kinekocTi rosocis rosoc Tonosy € BrupiwansHuM.

Piwenns KoMicil 3 nuTaHb eTHKH OQOPMASETBCS [IPOTOKONIOM, AKHH MTiAMHCYIOTH
['onosa Ta BIAMNOBIJAJIbHKHA cexpeTap.



3.9. Opranizauifino-Texiune 3a0e3nedens MisabHOCTI Komicii 3 NHTaHb eTHKH
3MIMCHIOETBCS JIKYBANBHO-NIPOPIIAKTHYHUM 38KITaI0M, TIPH AKOMY BOHA Aie€.

TonosHUE niKap
VHiBEPCHUTETCHLKOT KITIHIKH Moiceenxo [.O.



