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EKCIIEPTH3H

1. HagaHHSA JOKYMEHTIB.

1.1. JIns OTPUMAHHA OO3BOJIY HA MPOBEAEHHS KIIHIYHOTO NOCJIiDKEHHS OpraHizais-
3asBHUK Ye€pPE3 BiAMOBiAAJBLHOrO AOC/IIAHHKA NOBUHHA HalaTH B Komicito BCO AOKYMEHTALILO,
HeoOXiAHy [/ PpETENbHOr0 Ta BHYEPIHOro aHanisy eTUYHOI CTOPOHU IJIAHOBAHOI'O

NOCJ1IKEHHA.

B KoMicito NpuiMaloThCs HACTYMHI JOKYMEHTH:

- CynpoBiAHHWH NUCT 3rigHo 3 (opMOIO (A0AATOK 2 poHakazsy MO3 VkpaiHu BII
20.07.12 Ne 523 «[1po BHECEHHs 3MIH 00 HaKasy MiHicTepcTBa OXOPOHHU 300pOB'A YKpaiHH BII
23 BepecHsa 2009 poky N 690» (mani - [lopsapok)) Ha M'a [onoBu KoMicCll 3 npoxaHHAM
PO3TNIAHYTH HafaHi JAOKYMEHTH KIIHIYHOrO AOCHIIKEHHA. Y JIMCTI BKA3ye€TbCAd MOBHA Ha3Ba
NOCJIi IXKEHHS 1 HAAA€EThCA MOBHUH MEpeIK NOKYMEHTIB.

. 3agBa I8 oJepXkaHHA norofkeHHs KoMicll, OO0 TNpOBEAEHHSA KIIHIYHOTO
BUNpoOyBaHHA Jlikapchbkoro 3aco0y 3a BCTaHOBJICHOIO (OpMOIO, HAaBEACHOK Yy AOAATKY S A0
usoro [Topsaxy a6o 3asBa BiAMOBIAAJABHOrO AOCHIAHHKA 332 POPMOIO, HABEICHOKO Y NOJATKY 3
10 uboro llopsagky.

- KopoTke BHUKIafE€HHS 3MICTY (CHHOMNCHUC) MPOTOKOJY KJIIHIYHOIO BUNPOOYBaHHS
YKpalHCbKOK MOBOIO.

- Bpowypa HOCHifAHMKA, IO MOBMHHA MICTUTH IHGOpPMALIO, HaBEeAEHY Yy po3aull 7
HanexHoi kniniyHoi npaktuku (GCP).

- JlopyueHHs, BHAaHE CIIOHCOPOM, 3 4YITKO BHM3HAYEHHWMH JIE€JICTOBAHWUMH
NOBHOBAXXEHHAMH, AKLIO 3aABHUK KJIHIYHOTO BUNPOOYBAHHSA HE € CIOHCOPOM.

- [lpoekT iHpOpmMOBaHOI 3roau Ta IHWY MUCBMOBY IH(QOpPMaLII, AKY MNJIAHYETHCA

HaﬂaBaTH' nauieHTy (3A0poBoMYy A0OPOBONBLIO) (YKPATHCHKOK MOBOK ab0 O(ILIAHO BU3HAHOMO
MOBOIO Mi)KHALIOHAJIbHOTO CNIJIKYBAHHA):

- Indopmaunisa wono 3axoAiB 3 HAOOpy nocnimKyBaHHX (MaTepianu iHGOpMaLIIHHOrO Ta

pekaMHOro xapakrepy, fKli BHKOPUCTOBYBATMMYTBCS AJISi 3alyYeHHS AOCHIUKYBAHHX A0
KNHIYHOrO BUNpOOYBaHHA (32 HAssBHOCTI)).




- KopoTki BiZoMOCTI MpO BCi MOTOYHI K/IIHIYHI BUMPOOYBaHHA, IO MPOBOAATHCA 13

3aCTOCYBaHHSAM J@HOr0 JOCIIKYBaHOTO 1iKapCbKOro 3aco0y (3a HassBHOCTI).
- Indopmauis npo [HCTUTYT Ta MicLle MPOBEACHHS KJIHIYHOro BMNpPOOYBaHHS 32

hopMOIO, HaBEIEHOI y MOAATKY 6 no uporo ITopsaaKy, CTaHOM Ha yac MOAAHHS JOKYMEHTIB

(MaTepialliB). o . .
Po6oua MoBa Komicii - ykpaiHcbka. KOMICIs MOXKe 104aTKOBO 3aNpOCHTH yKpalHChKIH

nepeknaza 0yap-aKoro HeoOX1AHOro JOKYMEHTY. | |
1.2. [Ipoueaypa €THYHOI €KCNEepTH3U AUCEPTALIHHHX poOIT MOBUHHA TMPOBOAHUTHCA

nepef 3aTBepKEHHSIM TEMH Ha 3aCifaHHI Buenoi Paau, o

CekpeTap 3MiHCHIOE PEECTpaLlilo JOKYMEHTIB, L0 MOAATHCSA A0 Kowmicll. 1"01"10.-3_3 abo
3aCTYMHWK TONOBH pPIiBHOMIPHO pO3MOJINAE BCI MaTeplan MK YJI€HaMH I_(owcu [
NpOBENEHHs eKcrnepTH3W. EKcnepT BMBYAE HaaHl JOKYMEHTH. Ha 3acinanni €KCICpTHI
BUCHOBKM 3aC/IYXOBYIOTbCS, Y pa3l BHHUKHEHHA Y €KCnepTa 4M Yy HHEHIB.KOMICII MUTAHb 3
nucepTaLiiiHoi poGOTH 3ampoLlyeThes AUcepTaHT i / abo Horo HayKoBHH KEPIBHHK Ha HACTYIHE
saciganHs. [Ipy HeobXimHOCTI €THYHi acrekTd poBOTH MOXYTh OYTH OLIHEHI HE3ANCHHHUM
eKCTIepTOM, AYMKa SKOro Oyae BpaxoBaHa MNpH YXBajleHHi pilleHHA Kowicil. [TpuitHsaTe
Komiciero pitueHHs GiKCYeTbCs y NPOTOKOJI 3aCilaHHsA Yy TEPMIH, scTraHOBJIeHHH (CTaHIapTHHMH
onepaliiHUMKU npoueaypaMud  aaHoi Komicii, aocnigHMKY /AUCEepTaHTy HaJa€ThCs BI_/ITﬂr 3
npoToKoNy 3acinanHsa Komicii 3 060B'a3K0BUM 3a3HAUE€HHAM KOHQIIIKTY IHTEepECIB, AKIIO BIH Ma€
MICLIE.

JInst ofep>kaHHA CXBajle€HHS Ha NMPOBEJEHHSA MIaHOBAHOro AOCIIIIHHULBKOTO INPOCKTY /
NMcepTaliifHOl poOOTH 3 3ajlydeHHAM JIIOAMHM, K cyb'ekTa AOCIIIHKEHHS, 3asBHHK IMOBHHECH
HaJaTH HaCTYINHI TOKYMEHTH:

- 3asBy (Ha iM's ronoBu Komicili 3 mnpoxaHHAM TMPOBECTH CEKCIIEPTH3Y HaJaHHX
NIOKYMEHTIB);

- [IpoTOKON AOCTIAXKEHHS;

- AHOTaLUiO AUcepTalliHO] poOOTH;

- KopoTky aHoTauil0 Ha J1KapCbKl 3aCO0M (AKLLO BOHM BUKOPHUCTOBYKOTBHCS), OIHUC
METOAIB AOCIIIXKEHHS;

- Qopmy iHpopMOBaHOI 3roaM Ta iH(opmauilo Ans nauieHta (y BHUMAKy, AKLIO
noTpibHa 3roja onikyHa, TOAl HAJAETHCA ajanToBaHa IHQopMaLis A/ OMiKYHa i ONiKyBaHUX);

- [Ipodecitiny aBrobiorpadiro A0C/IIAHHKA Ta KOO HAYKOBOI0 KEPiBHUKA;

1.3. [na opepxaHHd CXBajeHHd Ha 3aBEepLIEHWH [OCHIJAHULULKUA MpoekT /

JMcepTaliiHy poOOTy 3 3ajJlydeHHSM JIIOAWHHU, K CYO'€KTa HOCNiIKEHHs 3asiBHUK TOBUHEH
HaJaTH HaCTYIHI JOKYMEHTH:

- 3aaBy (Ha iM'as ronoBd KoMICIT 3 NpPOXaHHAM TMPOBECTH €KCMEPTH3y HaAaHUX
NOKYMEHTIB);

- lucepTauiio;

- KOpoTKy aHoTauiro Ha JIIKapChKl 3aCO0M (SKIO BOHM BUKOPHCTOBYIOTBHCSH), OMNMC
METOAIB JOCIIKEHHS,

- @Qopmy 1HGopMoBaHOl 3road Ta iHdopMmauito Ans nauicHta (y BUMAAKy, AKLLO
noTpiOHa 3roaa 0aTbKIB 4M OMNiKYHa, TOAi HAJA€ThCA ananToOBaHa IHpopMaLia s OMIKyHa |
ONMIKYBaHHUX);

- [lpogeciviny aBrobiorpadiro gocnigHKKa Ta HOro HayKOBOrO KEpPiBHHKA;

- BUCHOBOK npo Te, WO poOoTa 3aniaHoBaHa | konii BIANYKIB (peueH3ii) Ha
NOCNI J)KEHHS.



1.4. JIns opjepKaHHA CXBaJ€HHA Ha MPOBENEHHA MJaHOBAaHOrO JOCIiAHHLBEKOIO
npoekTy / auceprauiiHoi poOOTH 3 BUKOPHCTAHHAM TBapHH y KoMmicito HapgaroThest HacTyIHi

JIOKYMEHTH: o
- 3asBy (Ha iM's rosoBu KOMICIT 3 MpOXaHHAM NPOBECTH EKCMEPTU3y HaJaHHX

JIOKYMEHTIB);
- [IpoTOKON AOCHIIKEHHS;
- AHOTaLUilo aUcepTaliiHOl poOoTH;
- KopoTKy aHoTaLilo Ha jikapchKi 3aCOOM (AKIIO BOHM BUKOPHUCTOBYIOTHCA), OMHC
METOMIB AOC/IIKEHHS;
- [Ipodeciitny aBrobiorpadiro AoCaIIHUKA Ta HOTO HAYKOBOI'O KEPIBHHKA, | .
- BucHoBok mpo Te, wo poboTa 3amiaHoBaHa i Komii BiArykiB (peLEH31H) Ha

AOCIIDKEHHS. |
Po3ninu, 4xi  noBuHHI OyTH BiAOOpa)k€HI B MNPOTOKOJI  AOCIIIOKEHHS, 3

OOrpyHTYBaHHAM HEOOXIAHOCTI BUKOPUCTAHHSA 1ab0paTOPHUX TBapHH:

- OOrpyHTYBaHHs HEOOXiJHOCTI BUKOPUCTAHHS BKA3aHOro BMAY TBAPHH 1 1X KUJIBKOCTI
(Mpu 0OrpyHTYBaHHI KUIBKOCTI HEOOXIIHO BpaxoBYBaTH HEOOXiAHICTb OAEpXKAHHA CTATUCTHYHO
JIOCTOBIPHUX JaHHWX), MOXJIUBICTb BUKOPUCTAHHS IHLUMX BHUAIB TBAPHH;

- lloBHWH omnMc excniepuMeHTy, BKIIOYalOYM HApKO3, OMEpPAaTHBHI BTPYYaHH,
XBOpPOOOTBOPHI 1 CTPECYHOUI MOMEHTH, OOMEXXEHHSA B Billi i T.A.;

- TpuBanicTh EKCEpUMEHTY;

- YMOBH YTPHUMaHHs TBapHH B XO/li EKCMIEPUMEHTY i Micas HOro 3aKiHYEHHS;

- BukopucTtaHHs B excnepumeHTi ¢apmnpenapaTiB, y TOMY 4HCIAi | HapKOTHYHHX

3aC001B;
- Ilepenik biomartepiany, wo 3abupaeTbes Bif TBApHHM B XOMi €KCMIEPUMEHTY i Michas

HOI0 3aKIHYEHHS;

- Jlonst TBapUH nicas ekcriepuMeHTy. Cnocib eBTaHasi’.

1.5. 'Y pasi BIACYTHOCTI JIEAKHX MaTepianiB - OKYMEHTH He NPHIMAIOTHCA.

[.6. TepMIH HalaHHA AOKYMEHTIB Ha Yeprose 3aCifaHHsA: He MEHLL HDK 3a THXAEHb 10
3aCIAaHHs.

[.7. HapaHl QOKYMEHTH po3rasnaroTbCs Ha 3acigaHHi Komicii He MI3HIWE, HXK
npotarom 30 AHIB NiC/A NOAaHHSA 3aiBH.

2. Ilpoueaypa excnepTHOI OLiHKH NOAAHHX AOKYMEHTIB

['onosHe 3aBaaHHs Komicii - BM3HaYWMTH, 4M BianoBizae NJIaHOBAHE KJIIHIYHE
BUIIPOOYBaHHA, AOCHIAHULIBKHI NpoekT / auceprauiiiHa po0oTa 3 3aNyuyeHHAM NIOAUHH, SK
cy0'ekTa nOCNimKEHHsS BCTAHOBJIEHMM €TUYHMM BUMOTAM.

JAns Toro wo6 natv apryMeHTOBaHMH BHCHOBOK 3 €THYHHMX ACHEKTIB [NIAHOBAHMX
AOCJIIIKEHB, ekcriepTH KoMicii NOBUHHI:

2.1 nepexoHatuca B TOMy, wmo iHdopmaLis, NpEACTaB/I€HAa OpraHizawicro-

3agBHnK0M/nocml1Hm<0M, AOCTATHA AJI TOro, OO BHUCIOBHUTH OGrpyHTOBaHE CYIDKEHHS Mpo
CMIBBIAHOWCHHA MDK PU3UKOM 1 KOPHUCTIO 1JIs MALiEHTIB:

2.2 mpoaHani3yBaTH BHIpPaBIaHiCTh NepeabauyBaHOr0 PHU3HKY Ta iHIIMX HeOakKaHUX

HaC/IAKIB ANA yHacHHKIB NOCHIIXKEHHS B MOPIBHAHHI 3 O4IKYBAHUMHU CIPUATIMBUMU OIS
NaLl€eHTa abo IHWHKX 0cib pe3ynbTaTamu:

2.3 OUIHHTH MOXJIMBY KOPUCTb IS Naul€HTa Bif yyacTi B JOCJIIIKEHHI;




csi B TOMY, L0 MOTEHLiHHA €(PEKTHBHICTb, PU3HK | HE3py4HOCTI Mij Yac
Oy OLIHIOIOTLCS MpHU MOPIBHAHHI 3 KPallMMH yXKE

HUMHM 3acob6amu abo cxemaMu JIIKyBaHHS;
y TOMY, L0 BOHM MaiOTb

2.4 nepeKoHaTH
3aCTOCYBAHHSI HOBOTO JIIKAPCHKOTO 3aCO

iCHYIOUMMH 11arHOCTHYHHUMH | TEpaneBTHY
2.5 nepeKkoHaTHcs B KOMMETEHTHOCTI AOCTAHMKIB,

nito Ta JMOCTaTHii [AOCBIA Y NpoBeAeHHI KIIHIYHHX JOCJI1DKEHb

Curriculum vitae 10CJ11JHUKIB;
cTi) MOPAJOK Ta CyMH BHIUIAT MaLIEHTAM, 06

[epeKOHATUCS Y BiICYTHOCTI HeoOIPYHTOBAHOI 3alliKaBIeHOCTI 200 NpUMYyCy NOCJIIKYBaHHX;
’ oo g
Hs 3aMoAisAHOI LKOAM 3J0POB 1O, 1O

2.7 OLIHWMTH aJeKBaTHICTh Ta YMOBH BIJIUKOAYBaH _
HACTYMUIM B  pE3YJbTaTi KIIHIYHUX BUNPOOYBaHb  JIKAPChKHUX 3acobiB Ta TapaHTIl
OMOTH;

BiILUKOJYBaHHsl BUTpAT Ha HalaHHA HeoOXiZAHOT MEAUYHOI A0 |
| nikyBaHHs Ta / aD0 KOMIICHCALlll B

2.8 yneBHUTHCS B TOMY, 110 MaLI€HTaM rapaHToBaHI
pa3i 3aBJaHHs LWUKOAM IX 3[0pOB'I0 B X0/ KJIIHIYHOIO NOCJi IKEHHS JIIKApChKOTO 3aco0y;

2.9 npu po3risiai i BAUHECEHHI BUCHOBKY nig yac po3rnsay KOHKpETHHX LOK

CJiJl 3BEPHYTH yBary Ha HaCTYIHI MOMEHTH:

2.9.1 YV IpoTokoi A0CTIUKEHHSA:
. Ha BianoBiaHicTL GOpMHU 1 3MICTY KJiHIYHOrO AOCHIZKEHHA HOro MeETI;
» MOXJIMBICTE OTPHUMAHHA HEOOXIAHHX BUCHOBKIB i3 3aJlyueHHsAM sKHaWMMCHIIOI

KIJIbKOCTiI Y4aCHUKIB JOCJI1IDKEHHS;
e KinbKiCTh MAaLIE€HTIB, IO MJAHYETHCA 3aJTYYUTH 10 NOC/1I)KEHHS;

- KpuTepii BKJIIOYEHHS | HE BKJIIOYEHHS NALIEHTIB Y NOCIIDKEHHS,

» Kputepii 4OCTPOKOBOIO BUKJIFOYEHHS Mali€HTIB 3 YKAC/a YYaCHHUKIB;
» Kpurepii THMYacoBOro MNPH3yMHHEHHA a00 [OBHOro IpUIIMHEHHA NOCJ1DKEHHA,

BiAMOBIAHY KBajidika
fikapcbKUX 3ac00iB Ha MIJACTaBl BUBYCHHA
2.6 npoananizyBara (3a HEOOXIIHO

YMEHTIB

METOAU 00'€KTUBHOIO KOHTPOJIKO;

» [Tepen6auyBaHi MoGiYHi ePeKTH i HE3pYHHOCTI.
2.9.2 V Gpowypi HOCHiAHMKA aHaNi3yIOTbCS BIAOMOCTI, IO CTOCYIOTHCS Oe3neku,

dhapMaKoJIOriuHHUX, (apMalleBTHYHUX Ta TOKCHKOJIOTIYHUX XapaKTEPUCTUK AOCJIIKYBAHOIO
iKapChbKOro mnpemnapary, a TaKox [laHi Mpo pe3yNbTaTH KJIIHIYHKWX AOCIIKEHb, MPOBEACHUX Ha

NaHHi MOMEHT (HanpUkial, y Gopmi OCTaHHIX HAYKOBHMX CTaTEH, IHIIKMX ONYOJIKOBAHUX NAHUX,

KOPOTKMX XapaKTepUCTUK AOCIIIIKYBaBaHOrO rnpenapary).
2.9.3 [liz yac OLiHIOBaHHA NOCTATHOCTI, MOBHOTH, SCHOCTI, YITKOCTI Ta €THYHOCTI

inbopmauii, ska noBMHHa OyTH JOBelEHa 1O Biaoma Cyb'ekTa NOCHMIAKEHHS, 1X pOAMUIB,
OMiKYHIB Ta NPeACTaBHHUKIB B NUCBMOBIHM a00 eNleKTpOHHIN Gopmi «IHPoOpmMauil AN nauieHTa 3
hopMoto iHHOPMOBAHOI 3roAM», aHaI3YHOThCS HaCTYMHI PO3AlJH, AKI MOBUHHI OyTH OMUCAHI Y

JIAHOMY JOKYMEHTI:
» MeTa i 3aBOAHHS IOCJIIXKEHHS

» XapaKTepUCTHKA JOCIIiIXKYBaHOr0 JIIKAPCHKOro npenapary
» 3arajJbHONPHUIHATI BUAH MEIUKAMEHTO3HOr0 ab0 HEMEIHMKaMEHTO3HOIO JIIKYBaHH,

IO MOXYTb OyTH NPU3HAYEH] AOCIIKYBAHOMY, & TAKOX 1X MOTEHLIHHI KOPUCTH 1 PU3UK

* IMOBIpHICTb 3a7Ty4y€HHS B OAHY 3 IPYyN AOCIIKEHHS
* O0'eKTUBHO OYiKyBaHa KOPUCTb I MaLIIEHTA
| « He3pyyHocTi 1 00'€eKTUBHO nependauyyBaHUN PpU3MK, AK JJI YYaCHUKA OOCIIIKEHHS,
TaK 1 A1 oy abo HEMOBJIATH
* [Ipouenypu AOCHIKEHHS, BKIOYAIOYH 1HBA3UBHI METOIH

* O60B'13KH yYaCHUKA OOCIIIKEHHS



. KoMmeHcallis Ta / a60 NiKyBaHHs, Ha sKi OCHiUKyBaHWH MOXe po3paxoByBaTH y pasi
3aBAaHHSA LWKOAM MOro 3J0pOBt0 B XOA NOCJII PKEHHS

» BuTpaTH naul€HTa, AKIIO TaKI OUiKYHOTbCS, MOB'sI3aHI 3 HOr0 Y4acTio B NOCHiUKEHHI, 1
ix KOMTEHcaLllis, AKLo BOoHa nepeadayeHa

e 3asiBa Mpo Te, 10 Y4acTh B NOCJiIKEHHI € J0OpOBiNbHOW, 1 MALEHT MOXE B Oy ab-
kil MOMEHT BiIMOBHMTHMCA Bifl yyacTi B JOCIiUKeHHI abo BUOYTH 3 HBOTO 6e3 Oyab-AKHX
canKuUiii, 260 YTHCKIB HOro rpaBa Ha iHLI1 BUAH JIIKYBaHHs

» 3asBa Npo T€, L0 AOCIIAHUKH, ayJUTOPH, KOMicCii 3 eTMKM Ta [03BiNbHI iHCTAHLUI
OTpUMalOTh Ge3nocepelHii AoCTyn [0 inbopmalii y nepBHHHil MeaUdHIH TOKyMEHTaLl
NOCJiKYBaHOTo y 00cs31, BU3HAYCHOMY BiAMOBiIHMMH 3aKOHAMM i Mi3aKOHHUMH aKTaMH, JUIA
nepeBipkd npouenyp i / abo JaHHX TIHIYHOrO NOCJiKEHHsS, He MOpyllyro4Yd TpH LBOMY

aHOHIMHICTb CyO’€KTIiB HOCIIMKEHHA; A 4ac nianucadHs ¢GopMH iHhOpMOBaHO1 3rOAH,

]
Wt

HauieHT abo MOro 3aKOHHWM MpeACTaBHUK/ONM3bKWM pOAMY  AAkOTh N03BiN Ha JOCTYM JO L€l
iHbopmaLll

+ 3asBa MpO Te, WO BiZOMOCTi, WO IACHTHQIKYIOTH ocoby cyO’€KTa IOCJI1KEHHS
oyayTh 30epiratd B TAEMHMLI | MOXYTb OyTH PO3KPHTI Tinbkd B MEXaxX, YCTaHOBJICHMX
BiANOBiAHMMHK 3akoHaMu Ta / abo mMIA3aKOHHMMH aKTaMH, TpH nyGnikauil pe3y/bTariB
NOCAIKEHHS aHOHIMHICTL BUNpobyBaHoro Oyae 30epexeHa

» 3asiBa MPO Te, 1O Cy0’€KT AOCIKEHHs ab0 HOro 3aKOHHMH NPeACTABHHK /OH3bKUHA
pogMy OydyThb CBOEYACHO O3HAHOMIIEHI 3 HOBMMH BiIOMOCTSMHM, L0 MOXYTh BIUIMHYTH Ha
6a>KaHHA NAaLieHTa NPOJOBKHTH YYacTb Y JOCHIAKEHH!

o+ CricOK 0cCi0, 40 SIKMX MOXKHA 3BEpHYTHCA A OAEpHKaHHJ noaaTkoBoi iHpopMaull
Npo AOCHiIKEeHHs ¥ nmpasa cyd’exTa NOCTiKEHHS, a TakoX ¢axiBuUIB, 3 AKHMH [OCIIIPKYBaHHUH
MOJKE 3B'A3aTHCS Y pa3i 3aBAaHHA LWKOAH HOr0 3710pOB'I0 B XOi AOC/IKEHHS

+ YMOBH, NPY AKHUX Y4acTh MNAaLIEHTA B nochimKeHHi Moke OyTH npunuHeHa 6e3 Horo
3rou

» [lepen6auyBaHa TPHBANICTh y4yacTi B AOCIIKEHHI

. HabmokeHa KiIbKICTh YY4aCHUKIB JOCHIKEHH

7 94 Kowmicis MoXe BMMaraTd, o6 cy0’€KkTaM AOCHIKEHH], KpiM iHopMaLll,
sa3HaueHoi BUILE, OYIM HaJaHi JOAAaTKOBI BiIOMOCTI B €€KTPOHHOMY ab0 ManepoBOMY BUIJISA/]
Npo JOCHiMXKEHHs, AKIIO, HAa AYMKY Komicii, ue HeobXigHO AnA 3aXMCTy npaB | 3[0pOB4

NOCAIKYBAHUX, @ TAKOX AJIs rapaHTil 1X 6e3neky abo A1 Kpaworo po3yMIHHS HUMH OKpEMHUX
MNOJIOKEHb KJIIHIYHOrO AOCIIXKEHHS

2.9.5 OTpHMaHHs 3roax B YCHIN hopMi HE AOMYCKAETHCH

2.9.6 Indopmauia ans nauieHta 3 (POPMOIO iHhOpMOBAHOT 3roJM MOBUHHI OYyTH
HarmMcaHi 3po3yMilod MOBOKO AU ydaCHHKa fpocnimKeHHs abo HMoro 3aKOHHOrO
peAcTaBHUKa/0JM3BKOr0 pOoAHHA. [ndopMallis And nNauieHTa NoBWHHA OYTH BHKIIAACHA Tak,
06 po3yMiHHA HE BMMarajao MeAU4HOI OCBiTM 260 3HAHHA NPUHLMIMIB SKICHOI KJIHIYHOI
npakTuku (GCP). PekoMeHy€eTbCs yHUKATH crieliajibHUX TEPMIHIB, JOBIUX CKIaAHUX PEYCHb
Ta TBEPKEHD, IKi MOXYTb OyTH HEBIPHO BUTJyMayeHi MalieHTaMy ab0 BBECTH MOr0 B OMaHy.

2.9.7 ®opma iHPOPMOBAHOT 3r0JM Ta IHIII HaJaBaHl MaTeplajy NeperiaaaroTeCs Npy
nosiBi iHdopmaLii, 34aTHOI BIUIMHYTH Ha 3rofy AOCIIKYBaHOTO. Cy0’€KT AOCTIIKEHHS 1 HOro
3aKOHHUI NPEACTABHUK MOBUHHI OyTH CBOEYACHO 03HalioMJIeHi 3 HOBOIO 1HQOpMaLIELO, 3JaTHOO

BIVIMHYTM Ha OaxaHHA JOCHIKYBAHOrO MNPOAOBXHMTH y4yacTb Y pocaimkeHHl. DakT
noBizoMieHHs uiei iHhopmaLii Mae 6YTH JOKYMEHTaIBHO MiATBEPANKECHHUH.



2.9.8 V pasi HeobxigHocTi Komicis Mae npaso 3abaxcatu Bia A0C/iAHKKA / 3aiBHUKA
Oyab-Ky 004aTKOBY iHdopmaLilo. TepMiH AN HagaHHs NOAATKOBMX marepianlB HE MOBHHEH
nepesuulyBatv 30 KaneHpapHHUX aHiB. Sxwo Taka i1Hdopmauis He HaJaeTbcs Yy CTPOKH,
an3Haueri Komiciero, Komicis ckacoBY€E po3riis JOKYMEHTIB A0C/IIAHULBKOrO MPOEKTY.

7 9 9 KoMicis Mo)xe CXBalWTH MPOBEACHHA KIIHIYHOro BUNpoOyBaHHA JMlIC B TOMY
BUMAAKYy, AKLIO MOTEHUIHHA KOPUCTb A NauicHTIB MEpPEBULLYE BCi BiAOMI 1 nepeadayyBaHi
BUAHW PU3UKY AJI HHX.

7910 TIlicns cxpaneHHs Kowmicieto MarepianiB  KIIHIYHOrO BUNpoOyBaHHS
HenpunycTtuMa 3miHa IIporokony 0e3 nonepeaHBEOro CXBajCHHA iioro Komiciero (3a BUHATKOM
3MiH, CIPAMOBAHMX Ha YCYHEHHs 3arpO3H 310POBI0 MaLi€HTIB).

2.9.11 Y pasi, aKmo AocHigHMK Biaxunuses BiA llpoToKoiy 6e3 nomnepeaHbOro
no3sosty Komicii 3 METOIO YCYHEHHH oe3nocepeHbOl HEOE3MEKH, WO 3arpoxye JIOCIT Ky BaHHM,
NOCNIAHUK y HAWKOpOTIUI TEpMIHM Ma€ MNOJATH OIMHC BinxuiaeHHs, ake Oyno AOMyLICHE, I3
3a3HAYEHHSAM NPUYHHU.

3. ITopsinoK NPpUAHATTS PllLIEHHS

3.1 Komicis micng OTpUMAaHHA MOBHOIO KOMIUJIEKTY NOKYMEHTIB 3[1HCHIOE OLIIHKY
MOpaNbHO-€THUHHWX Ta MpPaBOBMX aCMEKTIB MarepiajiB  KJIHIYHOTO NOCJIDKEHHS, 3a
pE3yNbTAaTaMK AKOI MOrOJKYE MPOBEACHHS KIIHIYHOTO sunpobyBaHHA ab0 Hajaa€ MOTHUBOBAHY
BIAMOBY.

3.2 PilenHs npuilMacTbCs 3a HasABHOCTI kBopyMy (2/3 cknany Komicii) 1 HE MEHLIE
50% ronocis wieHiB KoMmicii, aki B3sJK y4acTb y 3aCiaHHI.

3.3 [Ipy NpUHHATTI pilU€HHs rojoCyBaTH / BHCJIOBJIOBAaTH AYMKY 3 NOC1IPKEHHS
MalOTh MpaBo TiNbKK Ti WwieHH KoMicii, kI He 3ajexarh BiJ JOCJIJHHKA Ta CIIOHCOpa AAHOrOo
NOCJI1DKEHHA.

3.4 YV ronocyBaHHi HE MOXYTh OpaTH y4acThb He3aJIeXH1 EKCIEPTH.

3.5 Slkmo pimeHHa Komicii MpUAHATO HEOAHOTrOJIOCHO, 0COONMBA AyMKa MEHILOCTI
anenis Komicii 3anucyetscs B [TpoTokosi 3acifiaHHs 1 JOBOAMUTBCSA A0 BIAOMA JNOCIJHHKA pa3oM
3 pilleHHAM, IPUMHATAM GiNbLIICTIO YieHiB KoMmicll.

4. IIlpouenypa noBioMJIeHHs 3asiBHHKA PO NPHHAHATE PIIUEHHSA

4.1 Komicis cBOe4acHO B MMCbMOBIiH ab0 eNeKTpOHHIA(OPMI MOBIAOMIISE 3assBHHUKA TPO
CBOE PilLIEHHS, L0 CTOCYEThCA MPOBEAEHHSA KIIHIYHOrO BUMPOOYBaHHS.

4.2 3asBHUK iHDOpMYeTbCs npo pieHHs Kowmicii B 5-A€HHWH TEpMiH Nic/s 3aCiAaHHs
Komicll.

4.3 JIoKyMEHTaNbHUM BUK/IaJ LbOTO PiIIEHHS MICTUTh HACTYITHI MOMEHTH:

» Hazsa KoMicil, sika npyuiHANa pllIEeHHS |

e JTaTa, Micue po3risay Ta npuiHsATe pimeHHa KoMmicii
« Homep 1 para [IpoTokony

» Ha3Bu JOKYMEHTIB JOCIHIIPKEHHS, siKi BUBYaIucsa KoMiclero
* [Ipi3BulIE, IM'd, 0 6AaTHKOBI roJioBU Komicii

* [Ip13BuiLe, IM'a, Mo OaTEKOBI WieHIB KoMicii, siki OepyTh y4acTh B YXBaJICHHI PILLIECHHS
[0 JAHOMY JOC/IIXEHHIO

» Uitkuii Buknan npuiHaToro Komiciero pimenns




b bynb-sK1 pekoMeHaauli, ocobausi Aymku abo nonatkoBi BuMoru, ki Komicis Bu3Hae
3a HEOOXI1QHE AOKJIACTH 4O CBOTO PILUIEHHS

* Y pa3l HeOOXITHOCTI BHECTH 3MIHY / JOMOBHEHHS [0 MNPEACTaBJIEHUX NOKYMEHTIB,
apryMeHTOBaHe OOrpyHTYBaHHs TaKO1 HEOOXIAHOCTI

* ¥V BUMNAAKy BIAMOBM Yy CXBaJICHHI Ha MPOBEAECHHA KJIIHIYHOrO AOC/IIKEHHS - YITKUH
BUKJIaJ NMPUYHHHU BIJIMOBH

 Jlaty i nianuc rosoBu Komicii abo B HOro BiACYTHICTH 3aCTyNHHKa TOJIOBH 1
cexperapsa Komicii

4.4 BHUCHOBOK JIOKaJbHOT eTHuHoi KoMicii MOBMHEH NOBOOMTHUCS OO BigoMa BCIX
3aLlIKaBJIEHUX CTOPIH.

5. IIpouenypa ockap:KeHHs1 pilleHHs (aneasuis)

5.1 Sxwo opradizauis-3asBHUK/NOCTIAHUK HE 3rOAHI 3 BIJAMOBOIO KoMicii CXBaJIMTH
MPOBEAEHHS KJIiHIYHOrO JOCIiIKEHHs Jlikapchkoro 3acoby abo 3 THMM 3MIHaMH B JIOKYMEHTaLll]
NOCJi IDKEHHs, BHECEHHS AKMX BUMarae Komicis, Toal BIH MOXK€ BUMaraTu:

o [TOBTOPHOro pO3risdy AOKYMEHTIB i3 3ampoLUeHHAM iX Ha 3aCllaHHS Komicii ans
apryMeHTOBaHOIO MOSICHEHHS CBOET MO3ULIT

» [IpU3HaYEHHsA He3aIeXXHUX EKCMEPTIB Ha MiACTaBl B3aEMHOI JIOMOBJIEHOCT]

5.2 3asBHUK Moxe 3BepratHca ao Il "JlepkaBHHH ekcriepTHuii LeHTp MO3
Ykpainu", akwo piteHHs KoMicit Horo He BnawToBYHOTb.

5.3 Komicis Mo)e peKoMeHAyBaTH 3asBHHKOBI BAAaTHCA A0 JAOMOMOrd €THYHOTIO

KOHCYJIbTaHTA.




