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Hopsinox
NMPOBeAeHHS KJIIHIYHAX BUNIPOOYBAHb JIIKAPCHKHUX 32C00iB Ta eKCNEPTU3H
MaTepiaJiB KJIiHIYHUX BUNIPOOYBaHb

I. 3arajapHi moJ1oKeHHSA

1. Ieit Ilopsimox po3pobneHuit BimmoBimHo A0 crared 3, 44 OcHoB
3aKOHO/ABCTBA YKpaiHU MPO OXOPOHY 310poB’s, 3akoHy Ykpainu «llpo mikapceki
3acobm», 3akoHy Ykpainu «IIpo 3axuMcT MepCOHATBPHUX AaHUX» 3 YpaxyBaHHIM
BuMor JlupektuB €Bpomneiicskoro [lapmamenty Ta Pagu 2001/20/€C Bixn 04 kBiTHS
2001 poky, 2001/83/€C Bim 06 nucromaga 2001 poky, Ta HOESIKUX TOJIOKEHD
Pernamenty (€C) Ne 536/2014 €Bponeticbkoro [lapnamenty ta Paau Big 16 kBiTHS
2014 poky CTOCOBHO KJIIHIYHMX BUIPOOYBaHb JIKAPCHKUX 3aCO0IB JJIsl JIFOJUHU, IO
ckacoBye JlupexktuBy 2001/20/€C, PermamentiB €Bpomneiickkoro Ilapiamenty Ta
Pamu 1901/2006 Big 12 rpyans 2006 poky ta 1902/2006 Bin 20 rpyaus 2006 poky,
ICH GCP, MiXHapoJHMX €TUYHUX MPHUHIUIIB OIOMEIMYHHUX JOCHIKeHb 13
3a]Ty4eHHSM JIFOJIMHU Ta €THYHOTO KOJIEKCY JIIKap.

2. le#i Tlopsmok BCTaHOBIIOE OCHOBHI BHMOTH IO TPOBEICHHS KIIHIYHHUX
BUNPOOYBaHb JIIKAPCHKUX 3ac0o0iB, SIKI MOXYTh IPOBOJUTHUCH 3a Yy4YacCTIO
NaI€HTIB/3M0pOBUX  JOOPOBOJBIIB, Yy TOMY 4YHCII JO0  BHUIPOOYBaHb
01010CTYITHOCTI/010€KBIBAJIGHTHOCTI, a TaKOXX MDKHApOJHUX 0araToleHTPOBUX
KJIIHIYHUX BUMIPOOYBaHb.



3. Heit Ilopsmoxk mnommMproeTbcss Ha BCl BUAM  KIIHIYHUX BHUIPOOYBaHb
JIKapChKUX 3ac00iB, 32 BHHSATKOM HEIHTEPBEHIIIWHUX JOCIIDKEHb Ta KJIIHIYHHX
JOCJTI/IKEHb, SIK1 MPOBOJATHCS 03 y4acTi (papMarieBTUUHUX KOMIAaHIH SIK CIIOHCOPIB.

et Ilopsnoxk He MNOMMPIOETHCA Ha BCl BUAM KJIIHIYHUX BHUIPOOYyBaHb
TKAHWHHUX 1 KJIITUHHUX TPaHCIUIAHTAaTIB, Y TOMY 4YHCJII CTOBOYPOBHX KJIITHH
XOPA0BO1 (IyTOBHHHO1) KPOBI.

4. TlpoBeneHHA EKCHEPTU3M MaTepiamiB KIIHIYHUX BHUIIPOOYBaHb, a TaKOXK
MPOBEJCHHS KJIHIYHOTO ayAuTy KIIHIYHOTO BUIPOOYBaHHS JIIKAPCHKUX 3aco0iB
nokJanaeHo Ha JI1 «JlepskaBHuii ekcriepTHUM [IEHTp MiHicTepcTBa OXOPOHH 37I0POB S
VYxpainu» (zani — Lentp).

I1. BusHayeHHs TepMiHiB

1. ¥V upomy Ilopsiaky TepMiHH BKHUBAIOTHCS Y TAKOMY 3HAUCHHI:

0araTolEHTPOBE KIIHIYHE BHUIPOOYBaHHS (IOCHIIKEHHS) — BUIPOOYyBaHHS
JKapChKOTo 3ac00y BIAMOBIIHO 0 €IMHOTO MPOTOKOJIY KJIIHIYHOTO BUIPOOYBAHHS,
110 MPOBOJUTHCS OUIBII HIXK B OJTHOMY MICIIi TTPOBEJACHHS JTOCTIHKEHHS,

010/I0CTYIIHICTh — IIBUJIKICTh Ta CTYMiHb, 3 SKUMH Jil0Ya peyoBHMHA abo Ti
AKTUBHUI KOMIIOHEHT a0copOyeThCcsi (YCMOKTYEThCS) 3 JIKApChKoi (opmu 1 cTae
JOCTYITHOIO B MiCIIi Jii;

010€KBIBAJICHTHICTh — JIBa JIKAapPChbKUX 3acO0U, 110 MICTATh OJHAKOBY MIIOUY
pPEYOBHHY, BBAXKAIOTHCS OIOCKBIBaJICHTHUMH, SKIIO BOHU € (hapMarieBTUIHO
EKBIBAJICHTHUMHU a00 ¢apMalleBTUYHO ajJbTEPHATUBHUMHM, a iXHS O10JOCTYITHICTh
(WBUAKICT, Ta CTyHiHb a0copOrii) Mmiciii BBEAEHHS B OJIHAKOBINA MOJISIpHIM 1031
BIJINOBIA€ B TONEPEAHHLO BCTAHOBJEHUM KpUTEpisiM npuiHATHOCTI. L1 kputepii
BCTAHOBJIIOIOTHCS J1JIs1 3a0€3M€UeHHSI MOPIBHSAHHS XapaKTEPUCTUK JIIKAPChKUX 3aC001B
in vivo, TOOTO I BCTAaHOBJICHHS TMOAIOHOCTI 3 TOYKH 30py Oe€3meku Ta
e(hEeKTUBHOCTI;

0M3bK1 poandi — (Pi3uUHI 0COOH, IPUPOJTHUM 3B'I30K MK SKUMH IPYHTYETHCS
Ha MOXO/)KEHH1 OJIMH BiJ] OHOTO a00 Bij CIIUJIBHUX MPEAKIB 1 Ma€ MPaBOBE 3HAYCHHS
y BUTIAJKAX, epe0aYeHIX 3aKOHOIaBCTBOM;

Opomrypa AociiiHuka — pedepaTUBHUI BHUKIAA JOKIIHIYHUX Ta KIIHIYHHUX
JaHUX TPO JOCHIDKYBAaHUW JIKApChKUU 3acid, sIKi MaloTh 3HAYCHHS JUIsI HOTO
BUBUYEHHS Y JIFOJIUHU;

BUPOOHUK JIIKAPCHKOTO 3acO00y — IOpUIMYHA 0c00a, siKa 31HCHIOE X0o4a O OJUH 3
eTaIlB BUPOOHUIITBA JIIKAPCHKOTO 3ac00y, BKIIOYAIOUN MTaKyBaHHSI;



AoCHKyBaHUM (CyO'€KT MOCHIPKEHHS) — TMali€HT/300pOBUl  J1OOPOBOJIEIb,
SKAW BIAMOBIAHO JO YHMHHOIO 3aKOHOJABCTBA Oepe yd4acTh Yy KIIHIYHOMY
BUNMPOOYBaHHI Ha MiACTaB1 MiANMUCAaHOT HUM (opMH 1HHOPMOBAHOI 3T0JIH;

JOCJIIDKYBaHUH JIIKapChKUH 3acid — jikapchka ¢hopmMa aKkTUBHOI cyOCTaHIIii ado
miane0o, M0 BUBYAETHCA a00 BUKOPHUCTOBYETHCSA MJI TMOPIBHAHHA y KIIHIYHUX
BUMIPOOYBAHHIX, BKIIOYAIOUM TMpemapaTd, Ha SKI BXE BUIAHO peecTpalliiiHe
NOCBIJYEHHS, aj€ BOHU BHKOPHUCTOBYIOTHCS a00 BUTOTOBISIIOTHCS (CKIazeHi abo
yIaKOBaHi) B 1HIINI CIIOCIO TOPIBHSIHO 13 3apEeECTPOBAHOIO JTIKAPChKO0 hopmMoro abo
BUKOPHCTOBYIOTHCS 332 HE3apEECTPOBAHUMH MMOKA3aHHIMH, 200 K BUKOPUCTOBYIOTHCS
JUISL OTPUMAaHHS J0JIaTKOBO1 1H(opMaIlli npo 3apeecTpoBaHy (GopMy JIIKapChKOTO
3aco0y;

JOCTITHUK/CIIBIOCTIAHUK — 0c00a, SIKa Ma€ JOCTAaTHIO MPOQECIiHY MATOTOBKY
Ta JOCBIJ JIIKyBaHHS MAIIEHTIB BIAMOBITHOTO MpO(diI0, 3HAE MpaBUiIa HAJIEKHOI
KJIIHIYHOI MPaKTUKH, BIAMOBIIHI HOPMATHUBHO-TIPABOBI aKTU Ta BUKOHYE IOKJIAJICHI
Ha Hel OOOB’SI3KM y KIIHIYHOMY BHUMNPOOYBaHHI. SIKIIO KIiHIYHE BUIIPOOYBAaHHS
IIPOBOJIMTHCS TPYIOI OCI0 y MEBHOMY MICII MPOBEACHHS JOCIHIKEHHS, OJUH 13
JOCTIIHUKIB BU3HAYA€THCA BIANOBIIAJbHUM KEPIBHUKOM JOCHITHUIBKOI TPy 1
MOKE€ HA3MBATHCS BIIMOBIIATLHUM JOCHITHUKOM. BimmoBiganpHUN JOCIITHUK HECE
BIJIMOBIAQIBHICTh 3a MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS JIIKAPCHKOTO 3acoly
TPyNo0 JOCHIIHWKIB y MICIl TNPOBEACHHS BHUNPOOyBaHHS. BianmoBiganbHUIMA
JOCITITHUK PO3MOJIIAE 3aBIaHHS Ta OOOB’SI3KU Cepel TPynu JOCITITHUKIB TaKuM
9uHOM, 1100 3a0e3nmeunTH O€3MeKy JOCHIKYyBaHUX (CyO’€KTIB JOCTIIHKEHHS), a
TAaKOXX HAJIAHICTh Ta JOCTOBIPHICTh MJAHHUX, OTPHUMAHMUX TiJ Yac MPOBEIACHHS
KJIIHIYHOTO BUMPOOYBAHHS Y MICII1 TPOBEACHHS BUITPOOYBaHHS;

J0Ch€ JTOCIIPKYBAHOTO JIKAapChKOTO 3aco0y — 1HQoOpMalls MIoa0 SKOCTI
KOXKHOTO  JIOCHTI/DKYBAaHOTO JIIKAPCBKOTO 3aco0y, Yy TOMY 4YHCII Ipernaparib
MOPIBHSIHHS Ta MIanedo, a TaKoX JaHl JOKIIHIYHUX JOCHIIKEHb Ta BIIOMOCTI MPO
nomnepeaHl KJIiHIYHI BUNPOOYBaHHS a00 KJIIHIYHE 3aCTOCYBaHHS JOCIIKYBAHOTO
J1KapChKOTO 3aco0y;

eKCIepTU3a  MarepiajiB  KIIHIYHOrO  BUOPOOyBaHHS  (TONepenHs  Ta
crelfiajii3oBaHa) — IMepeBipKa, aHali3 Ta eKCHepTU3a MarepiaiiB KIIHIYHOTO
BUIIPOOYBAHHS JIKAPCHKOTO 3aC00y 3 METOIO MIATOTOBKM BMOTHBOBAHUX BHCHOBKIB
010 MOJKJIMBOCTI TIPOBEJCHHS KIIIHIYHOTO BHUMNPOOYBaHHS / MIOJAO CYTTEBOI
MOTIPABKY;

nomepeHsl eKCIepTu3a — IepeBipka Ta aHali3 BIAMOBIIHOCTI HAJIaHOTO
KOMIUIEKTY JOKYMEHTIB 3asBJICHOTO KJIIHIYHOTO BUNPOOYBaHHS / CYTTEBOI MOMPABKH
BUMoOTaM 11010 Tlopsaky;

Crelliajli3oBaHa EKCIepTH3a — aHajli3 Ta eKCIepTH3a MarepialiiB KJIIHIYHOTO
BUMPOOYBAHHSI JTIKAPCHKOTO 3ac00y 3 METOIO MiATOTOBKHM BMOTHMBOBAHMX BHCHOBKIB
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IOJI0 MOXJIMBOCTI TMPOBEACHHS KIIHIYHOTO BUOPOOYBaHHSA / IIOJO CYTTEBOI
HOIPABKH;

3aKJ1aJ OXOPOHU 370pOB’A (JIIKyBaJbHO-IpodUTakTHUHMM 3akian) (nami — JII13)
— IOpUINYHA 0co0a Oyab-aK01 (HOPMHU BIIACHOCTI Ta OpraHizariifiHo-1paBoBoi GopMu
abo 1i BiOKpeMJIEHUH MiAPO3MiJ, OCHOBHUMH 3aBJAaHHSMH SKHUX € 3a0€3MCUCHHS
MEIUYHOTO OOCITYyrOByBaHHs HACEJICHHS Ha OCHOBI BIAMOBITHOI JiIEH31i Ta
npodeciifHOl TIsUTbHOCTI MeAUYHUX ((papMalleBTUYHUX ) MPalliBHUKIB;

3aKOHHI TMpEJICTaBHUKM — OaThbKH, YCHHOBIIIOBaYl, OaThbKU-BUXOBATEII,
npuioMHI  OaTbKW, ONIKYHM, MIKIyBaJbHUKUA, TPEICTAaBHUKH 3aKjIadiB, SKi
BUKOHYIOTh OOOB’SI3KH OMIKYHIB Ta MIKJIyBaJIbHHKIB;

3agBHUK KJIIHIYHOTO BUIIpOOyBaHHS — (izuuHa abo ropuauyHa ocola
(HampwuKIIaa CIOHCOP, KOHTPAKTHA JIOCHITHAIIPKA OpraHi3allis), sika MmoJa€e 3asBy Mpo
IIPOBEJICHHS KJIIHIYHOTO BUMPOOYBaHHs JIIKapChKOro 3aco0y/ moromkeHHs Kowmicii 3
MUATaHb €TUKHU IIOJI0 TPOBEICHHS KIIHIYHOTO BUMpoOyBaHHs (mami — 3asBa KB) /
cyrteBoi nonpasku (aam — 3aaBa CII) no MO3 VYkpainu, a marepiasni — 10 LleHTpy.
3asBHUK, SIKIIO BiH HE € CroHCOpOoM, Moke TtogaBatu 3asBy KB / 3asBy CII nurme 3a
HAsIBHOCTI JOPYYEHHS, BUIAAHOTO CIIOHCOPOM, 3 YITKO BH3HAYCHUMHU JI€JICTOBAHUMHU
MOBHOBAXEHHSIMU;

3BIT MPO KIIHIYHE BUMPOOYBaHHS — HaJlaHl B MUCHMOBIA (QopMi pe3ylbTaTh
KJIIHIYHOT'O BUIIPOOYBaHHS Ta 1X aHai3;

11eHTudikariiHuit KOJT JOCJTIIKYBaHOTO (HampuKa,
CKpUHIHTOBUI/paHIOMI3aIlIiHUM HOMEp) — VYHIKaJIbHUN iAeHTUdIiKaTop, 110
MPUCBOIOETHCA KOXKHOMY CyO’ekTy BuUnpoOyBaHHS s 3a0e3meyeHHs ioro
QHOHIMHOCTI Ta BHUKOPHUCTOBYETHCS 3aMICTh MNpI3BHUINA, IM’d, MO OaThKOBI Yy
MaTepiajiax KJIIHIYHOTO BUMPOOYBaHHS;

1HIMBIAYyallbHA peecTpaliiiina hopma (nani — [PD) — npykoBaHuii, eIeKTPOHHUM
ab0 ONTUYHUHN JOKYMEHT, MPU3HAYEHUI JJI1 BHECEHHS B HHOT'O BCi€l mepeadayeHol
IIPOTOKOJIOM KJIIHIYHOTO BHUIPOOYBaHHsA 1HOpMallii, ska MiIsarae mnepeaadi
CIIOHCOPY, 010 KOKHOTO JTOCTIKYBAHOTO (Cy0’€KTa JOCIIKEHHS );

iH(opMoOBaHa 3rojia — pIlICHHS B3SITH Y4acTh y KJIIHIYHOMY BUIIPOOYBaHHI, SIKE
Mae OyTH CKJIaJE€HO B MHCbMOBIM (opmi, JaToBaHE Ta MiIMUCAHE, MPUHMAETHCS
JOOPOBUIFHO MICHA HAJEKHOTO TMOIH(GOPMYBaHHS TMPO XapakTep KIIHIYHOTO
BUMIPOOYBaHHS, WOr0 3HAYEHHs, BIUIMB Ta PHU3UK, BIANOBIIHUM YHHOM
JTOKYMEHTAIBHO O(OpMISIETBCS 0CO00I0, SIKAa CIPOMOXKHA JdaTh 3roay, abo ii
3aKOHHUM TPEICTABHUKOM/ OJIM3BKUM POAMYEM/ JPYTUM 3 TIOJPYKS; Y BUHATKOBUX
BUITQJIKaX, SKIIO BIAMOBIIHA 0c00a HECTIPOMOXKHA MHCATH/YMTATH, BOHA MOXE JaTH
YCHY 3rojly B MIPUCYTHOCTI IIOHAaWMEHINE OJHOTO CBiAKa, SIKUWA 3acBIAYY€E 3rony
cy0’€eKTa AOCIIIKEHHS B TUChbMOBIN (popMi iHHOPMOBAHOI 3T0/IH;



KJIIHIYHEe BHUMPOOYBAaHHS (IOCIIKEHHS) JIKApChKOro 3aco0y — HayKOBO-
JOCTiTHUIIBKA po00Ta, METOI SAKOi € Oyab-Ke MOCIIHPKEHHS 32 yJacTIO JIFOJUHU 5K
cy0'ekTa MOCIIKEHHS, IPU3HAYCHE /ISl BUSBJICHHS a00 MiATBEPHKEHHS KITHIYHUX,
(bapMaKoKiHETHUHUX, (PapMaKOAMHAMIUYHUX Ta/a00 1HIIUX €(PEKTIB, y TOMY YHCI1 IS
BUBYEHHS BCMOKTYBaHHS, PO3MOJLIY, METa00JIi3My Ta BHBEICHHS OJHOro abo
KUJIBKOX JIIKQPChKUX 3ac00iB Ta/abo BUABIEHHS MOOIYHUX peakuid Ha OAWH abo
JEKUTbKa JTOCIDKYBAaHUX JIIKAPCHKUX 3ac00IB 3 METOI OIlIHKK #oro (iXHbO1)
Oe3nexku Ta/abo epeKTUBHOCTI;

KJIIHIYHUN ayJuT KITHIYHOTO BUIIPOOYBaHHS — Ipolieaypa odimiiHoi nepeBipku
IlentpoM MarepiaiiB (JOKYMEHTIB) KJIHIYHOTO BHUIPOOYBaHHS, MPUMIIIEHb,
yCTaTKyBaHHS Ta oOJaJHaHHS, 3aMKCIB, CUCTEM rapaHTii O€3MeKH, SKOCTI Ta 1HIIHAX
pecypciB, sfKi MarOTh BIJIHOIICHHS JO KIIHIYHOTO BUIPOOYBAaHHS 1 SIKI MOXYTh
mictutucs 'y JIII3, naGoparopisx, NpUMILIEHHSIX CHOHCOpa ab0 KOHTPAKTHO-
JOCJIITHUITLKOT OopraHizariii ToIo;

KoMicis 3 muTaHb etuku npu JIII3 (mami — Komicis 3 TUTaHb €THKU) —
HE3JIC)KHUN OpraH, 10 CTBOpHOEThes 1 aie mpu JIII3, ne mpoBoaAThCs KIIHIYHI
BUNIPOOYBaHHs, 10 CKJIaay SKOTO BXOAATh MEAWYHI, HayKoBi ¢axiBIl Ta
MPEACTABHUKH 1HIINX CHEMIaTbHOCTEH, 1 KU BIAMOBITAE 3a 3a0€3MEUCHHS TIPaB,
Oesneku 1 Oymaromnoyiyqusi cy0’€KTIB BUIIPOOYBaHHS B MEXKax CBOEI KOMIIETEHIII1, 3a
HAJAaHHS CYCNUIBCTBY BIAMOBIIHUX TapaHTid, y TOMY YWCIl LUIIXOM PO3TISAy i
CXBAJICHHS/yXBaJIeHHS TIO3UTHBHOTO PIIIEHHS MO0 MPOTOKOIY BHUIIPOOYBaHHS,
BIIITIOBITHOCTI BIIIIOB1IAJILHUX JTOCJI1THUKIB/ TOCI1THUKIB/CITIBJIOCII THUKIB,
MaTepialibHO-TeXHIYHOTO 3a0e3neueHHs JIII3, a Takox MeToiB 1 3ac00iB OTPUMAaHHS
Bil CyO’ekTiB BUIPOOyBaHHsA 1H(OOPMOBAHOI 3roAuM Ta il JOKYMEHTAJIHHOTO
o opMIICHHS;

KOMICisl 3 TUTaHb €TUKH Ha MiJCTaBl OIIHKM €THYHHX Ta MOPAJIbHO-TIPABOBUX
MPUHIUIIB TIOTOJKYE TMPOBEJAEHHS KIIHIYHOTO BHUMPOOYBaHHS OE3MOCEPENHBO Y
MICIIl MOT0 MPOBEACHHS, 110 pO3TaloByeThbesl Ha 6a3i JIII3, npu skomy cTBOpeHa i
JI€ 15T KOMICIS;

KOHTpaKTHA JOCIIIHUIIbKA opraHizaiis — ¢pi3uyHa abo opuandHa 0coda, sika B
pamMKax yroaud 31 CIIOHCOPOM BHUKOHYE OJHY 4YHM Oiablie HOro (yHKIIIHI
(MOBHOBaXEHb) y KIIHIYHOMY BUIIPOOYBaHHI ¥ /i€ HA MiACTaBl JOPYYCHHS, BUJAHOTO
CIIOHCOPOM, 3 YiTKO BU3HAUEHUMH JICJIETOBAaHUMH [TOBHOBAKCHHSIMU;

Micile mpoBeAeHHsT BunpoOyBaHHs (nani — MIIB) — micne, ae 6e3mocepeaHno
IPOBOJMTECS OCHOBHA JISUIbHICTh, TOB’Si3aHa 3 KIIHIYHUM BUIPOOYBAHHSIM
(BKJTFOUCHHS TAIIIEHTIB, JIIKYBaHHS, CIIOCTEPEKeHHS To1o), y JII13;

MOHITOp — 0co0a, MpHU3HaUY€Ha CIIOHCOPOM a00 KOHTPAKTHOIO JTOCIITHHUIIBKOIO
Oprasizailli€lo, sika nepeBipsi€ MPOBEACHHS KITHIYHOTO BUIPOOYBaHHS BIJIOBIIHO 10
IIPOTOKOJIY KJITHIYHOTO BUIIPOOYBaHHS,



HE3alHTEPECOBaHUN CBIJOK — (i3uyHa 0c00a, HEmpUueTHa A0 MPOBEACHHS
KJIIHIYHOTO BUIIPOOYBAHHS, HA SIKy HE MOXYTh YNHUTH TUCKY YYaCHUKH KIIIHIYHOTO
BUNMPOOYBaHHS 1 siKa, Yy pasl SKIO0 CyO0’€KT BUNPOOYBaHHS YW MOTro 3aKOHHHUI
MPEICTaBHUK HE BMIIOTh a00 HE MOXYTh UUTATH, NPUCYTHS MiJl 4ac OTPUMAaHHS
1H(popMOBaHOI 3roJu M 3a4nuTy€e TEKCT (OPMHU 3TrOJW Ta 1HIINY 1H(POpPMAIlIIO, HAJaHY
cy0’exTy BUIIpOOYBaHHS;

HEIHTEPBEHIIMHE JOCTIPKEHHS — JOCTIDKEHHS, y SIKOMY JIKapChKi 3acoOu
MPU3HAYAIOTHCS 3BUYAHUM CIOCOOOM BIJIMOBITHO IO 3aTBEPKEHOT 1HCTPYKINi 3
MEIUYHOTO 3aCTOCYBaHHS. 3allydeHHs MallieHTa B TPYMy 3 BHU3HAYCHHM METOIOM
JIKYBaHHS B TPOTOKOJII KJIIHIYHOTO JOCIIDKEHHS 3a3JalieTiib He nepeadaydeHo, a
MPU3HAYEHHS JTIKAPCHKOTO 3aC00y JUKTYETHCS CY4aCHOIO MPAKTUKOIO 1 HE 3aJICKUThH
BiJl pillICHHS BKJIFOYHMTH TallieHTa y BUNPoOyBaHHS. He 3acTOCOBYIOTH JOJIaTKOBUX
TIarHOCTUYHUX a00 MOHITOPHMHTOBHX MPOIEAYp HIOJNO TMAIli€HTIB, a JUIsl aHaTI3y
310paHUX TaHUX BUKOPUCTOBYIOTH €M1€MIOJIOTIUHI METOJIH;

HenependavyBaHa 1MobiuHa peakiiisi — ModiuHa peakilisi, Xapakrep ado TSKKICTh
SIKOT HE y3TOJKYETHCSI 3 HAABHOIO 1H(OpMaIII€r0 MPOo JIIKApChKHUM 3aci0 (HanmpuKiIam 3
OpOoIIypor0 JOCHITHUKA IS HE3apPEECTPOBAHOTO JIKAPCHKOTO 3aco0y abo s
IHCTPYKIIEI0 3 MEIUYHOTO 3aCTOCYBAaHHS/ KOPOTKOIO XapaKTEPUCTUKOIO IJis
3apEECTPOBAHOTO JIIKAPCHKOTO 3ac00Y);

NEepPBUHHI MEAWYHI JIOKYMEHTH — OPUTIHAJIbHI JIOKYMEHTH, JIaHl 1 3alKicu Ha
OyJIb-IKOMY HOCI1 (HanpuKiIaa MEAUYHI KapTH CTAIllOHAPHUX XBOPUX, MEJIUYHI KapTH
aMOyJTaTOPHUX XBOPHX, JIAOOPATOPHI 3amuCH, CIY>KOOBI 3amUCKH, IIOJEHHUKH
JTOCTDKYBaHUX (CyO’€KTIB JOCHIIKEHHs) a00 OMUTYBaJbHUKHU, >KYpHAIW BUJAUl
JIKapChbKUX TpenapariB, po3ApyKIBKM MpUiaaiB, Bepu(iKoBaHI Ta 3acBIAYEH1 KOMil
abo pozmudpoBku QoHorpam, Mikpodimri, ¢ororpadiyHi HETaTUBU, MIKPOILIIBKU
a00 MarHiTHI HOCIi, pEHTT€HIBCbKi 3HIMKH, aJIMIHICTPATUBHI JTOKYMEHTH, 3aIIUCH, 1110
30epiratloTbcs B amTeli, Jiabopatopii Ta |y BIAAUIEHHI 1HCTPYMEHTaJIbHOI
JIarHOCTUKHM ), 0C10, sIK1 OEpyTh y4acTh y KJI1HIYHOMY BUIIPOOYBaHHI, TOIIIO;

nepenik KIHIYHUX BUNPOOyBaHb JIKApChKUX 3aco0iB — iHdopmaliiiHa
eJeKTpoHHa 0asza, 10 MICTUTh 1HGOpPMAII0 TPO BCl KIIHIYHI BUIPOOYyBaHHS,
pIIIeHHS PO MpoBeaeHHS SkuX npuitHate MO3 Ykpainu;

noOiyHa peakiliss — Yy MeXKax KJIIHIYHOrO BUIPOOYBaHHS JIIKAPCHKOTO 3aco0y
(opuTiHAIBPHOTO/TEHEPUYHOTO) ab0 WOro BHUBUCHHS 32 HOBHM BHKOPHUCTAHHSM,
0COOJIMBO B pa3i, SKIIO TEpPaneBTUYHI JI03M JIIKAPCHKOTO 3ac00y HE BCTAHOBJICHI, JI0
NOoOIYHMX peakiliii Ha JIKapChKUK 3aci0 MOTPIOHO BIIHOCUTH BCl1 IIKIIJIWBI Ta
HEHAaBMUCHI BIAMOBIAI Ha BBEACHHS OYIb-sIKOI JO3HM JIKapchbKoro 3acody. TepmiH
«BIZTIOB1Ib Ha BBEJCHHA JIKApChKOrO 3acol0y» O3Ha4ae, M0 ICHYE€ IpUHAWMHI
IPUITYCTUMA BIPOTIJHICT NPUYMHHO-HACIIAKOBOTO 3B'SI3KY MIK 3aCTOCYBAaHHSM
JIKapChKOro 3aco0y Ta MOOIYHOI peakiliero, TOOTO B3aEMO3B'SI30K HE MOJKHA
BUKITIOUUTH.



[Ilomo 3apeecTpoBaHUX JIIKAPCHKUX 3ac00IB 1€ TEpMiH O3HAYa€ BC1 HETATHBHI
a00 MIKIJIMBI Ta HEHABMHUCHI peakilii, MOB'S3aH1 13 3aCTOCYBaHHSIM JIIKAPCHKOTO
3aco0y y 3BUYAMHUX J103aX 3 METOI NPOQIIaKTHKU, MA1arHOCTHKUA ab0 JIKyBaHHS
3axBOPIOBaHHS a00 Moaudikarii (i3ionoriyHol QyHKIIIT;

noOiyHe sBHUINE — OyAb-SIKHH HECHPUSATIMBUA MEAUYHUN TPOSIB Y
JOCIIKYyBaHOTO (Cy0’€KTa JMOCHIJKEHHS), SIKWA HE OOOB'S3KOBO Ma€ MPUIMHHUI
3B'A30K 13 3aCTOCYBaHHSIM JIIKapChKOro 3aco0y. [To614HUM siBUIIIEM MOXKe OyTH OY/Ib-
sKa HECHpUATIMBAa Ta HEHAaBMHCHA O3Haka (y TOMy 4HCIl 3MiHa JabOpaTOpHUX
JaHUX), CUMIITOM a00 3aXBOPIOBAHHS, K1 301ral0ThCA 3a 4acoOM 13 3aCTOCYBaHHSAM
(TOCHiIKYBAHOTO) JIIKAPCHKOTO 3acoly, He3aJekHO BIJl TOTro, MOB'SA3aHO I 3
MPUHOMOM (JOCITIKYBAHOTO) JIIKAPCHKOTO 3aC00y 4M Hi;

MoMpaBKa JI0 MPOTOKOIY KJIIHIYHOTO BUIPOOYBAHHS — MUCHMOBHM OMUC 3MIH
abo ¢opMasbHe pO3'ICHEHHS TEKCTY MIPOTOKOIY KIIHIYHOTO BUPOOYBaHHS;

mpenapar CymyTHBhOI Teparii/ MOmOMiIXHUK (HE JOCTIIKYBaHHM) JIKApCHKUI
3aci0 — JIKapChbKUW 3aci0, SKUW BUKOPUCTOBYETHCA MJIA MOTPeO KIIHIYHOTO
BUMIPOOYBAaHHS Ta 3aCTOCYBaHHS SIKOTO ONUCAaHO B MPOTOKOJI KIIIHIYHOTO
BUNPOOYBaHHS, aJie HE K JTOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y;

MPOTOKOJ KJITIHIYHOTO BHUMPOOYBAaHHS — JOKYMEHT, SIKMHM OINHCYE 3aBJaHHA,
METOJIOJIOTII0, TIPOIEIYypH, CTATUCTUYHI aCMEeKTH Ta OpraHizamilo KJIIHIYHOTO
BUMPOOYBAHHSI, a TAKOX, SIK MIPABUJIO, paHillle OTPUMaHI1 JaHi 00 JOCTIKYBaHOTO
JKapChKOTO 3ac00y Ta OOTPYHTYBaHHS KIIHIYHOTO BUIIPOOYBaHHS;

cepiiozHa TMoOiyHa peakiis abo cepio3He TMOOIYHE SBHUINE — OYIb-SIKUM
HECHPUATIUBUN MEAMYHUN TPOSB TMpPH 3aCTOCYBaHHI JIKapChbKOTO  3acoly
(HE3aJIe)KHO BiJ JI03YBaHHSA), KWW MPU3BOIUTH JI0 CMEPTI; SIBJISE 3arpo3y KHUTTIO;
BUMarae TocmiTamizamii ab0 MpPONOBXKEHHS TEPMIHY ICHYIOYOi TOCHITali3allii;
MPU3BOJUTH JIO JOBTOTPUBAJIOi a00 3HAYHOI HEMpalle3JaTHOCTI YK 1HBAJIIIHOCTI, JI0
BPOJDKCHUX aHOMAJIiil Ui Baj pO3BUTKY;

CIIOHCOp — mopuauYHa abo ¢izuyHa ocoba, sKa Hece BIAMOBIIAIBHICTh 3a
1HIIIAIIO Ta OpraHi3alilo KJIIHIYHOTO BUMPOOYBAaHHS JIKApCHKOTO 3aco0y Ta/abo
Horo iHaHCYBaHHS;

CYIIyTHI MaTepiaji — MaTepialid, Kl BAKOPUCTOBYIOTHCS B MIPOLIECI TPOBEICHHS
KJIIHIYHOTO BUMPOOYBaHHS, HAJAIOTHCS CIIOHCOPOM JIOCIHIHKEHHS (FOPUIUYHOIO0 a0
($h13UyHOI0 0CO00I0 3a IOPYUCHHSIM CIIOHCOpa) 6€3 Iepexoay MpaBa BIAaCHOCTI Ha TakKi
MaTepianu Ta 0e3 mpaBa MpOoJaxy TPETIM 0cOO0aMM Ta BUKOPUCTOBYIOTHCS 3TIAHO 3
yMOBaMHM, BUSHAYEHUMH Y TIPOTOKOJII KJIITHIYHOTO BUMPOOYBAHHS;

CYTTE€BA IMOMpPABKa 0 MPOTOKONY KJIIHIYHOTO BUMPOOYBaHHS — TMOIpaBKa 0
HPOTOKOJIy KJIIHIYHOTO BUMNPOOYBaHHS BBAXKAETHCSI CYTTEBOIO, SKIIO BOHA MOXE
MaTHd ICTOTHHHA BIUIMB Ha Oe3neky abo0 (I3WYHUM YM TCHXIYHUM CTaH



AOCHKYBaHOTO (Cy0’€KTa JOCHIDKEHHs), M0 Oepe ydacTb Yy KIIHIYHOMY
BUNMPOOYBaHHI, a00 BIUNIMHYTU Ha HAYKOBE 3HAYCHHS JOCITIKCHHS;

YIOBHOBaKEHa 0co0a 3 SKOCTI (BHpOOHHMKA) — (izuyHa ocoba, MpU3HaAUYeHA
BUPOOHUKOM, sIKa BIJIIOBIJIA€ 32 TAPAHTIIO TOTO, 110 KOXKHA CEpisl JIIKAPCHKOTO 3aco0y
BHUPOOJICHA 3 TOTPUMAHHSIM OCHOBHUX MPHUHIIUITIB HAJIEKHOI BUPOOHUYOI MPAKTHKH,
MPOKOHTPOJIhOBAHA BIJAMOBIMHO MO crenudikamiii Ha Tpemapar 1 Jae T03BUT Ha
peanizaliito abo Ha KJIIHIYHI JOCIIIPKEHHS KOXKHOI cepii JIIKapChKOro 3aco0y.

2. Inumn TepMiHM BXXHMBAIOTbCS Yy 3HAUYEHHSAX, HaBeAeHMX B (OcCHOBax
3aKOHOJABCTBAa YKpaiHU IMPO OXOPOHY 370poB’s, 3akoH1 Ykpainu «lIpo mikapchki
3acobm», CiMeiiHOMY KO/eKCl YKpaiHU Ta 1HIIMX HOPMATUBHO-IIPABOBUX aKTaX.

I11. 3arajbHi NPUHUMIIM NPOBEJACHHS KJIIHIYHMX BUNIPOOYBaHb

1. VYci wiiHIYHI BUTPOOYBAaHHS MPOBOASTHCS BIAMOBITHO 10 MIXHAPOIHUX
E€TUYHUX TPHUHIUIIB 13 3a0€3MEUeHHsIM 3aXHUCTy MpaB, OE3MeKd Ta OJIaromoydds
IoCHiKyBaHUX  (Cy0’ekTiB  mocmimkeHHs). KiliHiuHEe BHMIpPOOYBaHHS  MOXKE
IIPOBOJUTUCH TIIbKM B TOMY BHITQJIKy, SKIIO OYiKyBaHAa KOPHUCTh BHIIPABIOBYE
PHU3HK.

2. KniniuHi BunmpoOyBaHHSI JIIKAPCBKUX 3acO0IB MPOBOJSATHCS 3 METOIO
BCTAHOBJICHHSI a00 MIATBEP/HKCHHS €()EKTHUBHOCTI Ta HELIKIJJIMBOCTI JIKapChKOTO
3aco0y. Bouu moxyts mpoBoautucsa B JIII3, saxi BusHauarothess MO3 Ykpainu, 3a
HAsIBHOCTI PIIIEHHS MPO MPOBEACHHS KIHIYHUX BUNpoOyBaHb MO3 VYkpainu, 110
NpUMMAEThCA Ha MIACTaBl MO3UTUBHOTO BUCHOBKY EKCIEPTHU3H MaTepiajiiB MO0
MPOBEJICHHS KJIIHIYHOTO BUIPOOYBaHHS, sSKUM HamaeTrbess IleHtpom (mami —
BucHoBoK), Ta mo3utuBHOTO pimeHHs Komicii 3 mUTaHb €TUKU MIOAO0 MOTOKEHHS
KJIIHIYHOT'O BUITPOOYBAaHHS.

3. Yci ocolu, AKi I0Iy4aroThCsl OO MPOBEACHHS KIIHIYHOTO BHIPOOYBaHHS,
MOBHUHHI MaTH HaJEXHY OCBITY, MpodeciiiHy MiArOTOBKY M JOCBIJ JJisi BUKOHAHHS
(dyHKIIIH Ta 000B’SI3K1B, OB’ SI3aHUX 3 KJIIHIYHUM BUIPOOYBAHHSIM.

4. Bubip nocnignukiB Ta JIII3 moknamaeTrbcst Ha crioHcopa. Bumoru 1o
nocaiaaukiB Ta JII13 naBeneno B po3aini V mporo Iopsiaky.

CnoHcop Moxe peneryBatd Oyib-siki a00 BCl CBOi (DYHKINI KOHTPaKTHIM
AOCHIAHULIBbKIN opraHizauii. [lpyu 1boMy CIOHCOp 3alUIIA€ThCs BIANOBIIAIBHUM 3a
HIIIAII0 Ta MPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHA Ta 3a iHdopMailiro, sika Oyia
310paHa B pe3yibTaTl KITHIYHOTO BUMPOOYBaHHS.

5. Yci kiiHIYHI BUNIPOOYBaHHS PO3MOYMHAIOTLCA 3a HasBHOCTI pimeHHs MO3
VYkpainu, BUTATY 3 TMPOTOKOIY(-1B) KOMICii(-i) 3 MUTaHb €TUKH, Je 0e3MocepeIHBO
Ma€ MPOBOAMWTHCS KIIIHIYHE BUIPOOYBAaHHS, MO0 MOTOPKEHHSI IBOTO KJIHIYHOTO
BUNMPOOYBaHHS Ta Mmicasi OGOPMIICHHS JIOTOBOPY CTpaxyBaHHsS BiAMOBIAAIbLHOCTI



3asiBHUKA TIEpea TPETIMH oco0amMu (JOCIITKYBAaHUMU/CYO €KTaMU JOCITIIKEHH)
IIOJ0 HAHECEHHS IIKOIM 1X JKUTTIO Ta 370POB’I0 MiJ Yac MPOBEACHHS KIIIHIYHOTO
BUMPOOYBAHHS JIIKAPCHKOTO 3ac00y.

6. 3abe3nevyeHHs KOHQIACHIIMHOCTI JOKYMEHTIB, 110 MOXYTh 11IeHTH(IKyBaTH
oco0y JOCHiKyBaHOTO (CyO’e€KTa JOCHIIKEHHS), € HEOOXIJHOI YMOBOK IS
3aXMCTY MPaB TOCITIHKYBAHOTO (Cy0’€KTa OCTIHKCHHS).

7. [InanyBaHHs, IPOBEIEHHS Ta 3BITHICTh YCIX KIIHIYHUX BUIPOOYBaHb, y TOMY
YUCJl JOCIKEHb 3 OILIHKA O10€KBIBAJEHTHOCTI, 3J1MCHIOIOTHCS 3 JIOTPUMAHHSIM
BuMor Ta npuHiuniB HactanoBu «Jlikapcbki 3acobu. Hanexxna kimiHiYHA MPaKTHKA.
CT-H MO3 Vkpaiau 42-7.0:2008» (mam — Hanexna xiiniuHa npaktuka (GCP)),
3arBepkeHol MO3 Ykpainu.

Koxne kiaiHIYHE BUIPOOYBaHHS JIKapCHKOTO 3ac00y MOBUHHO OyTH BHECEHE A0
nepeiky KJIIHIYHUX BUMPOOYBaHb, 10 MyOIiKyeThCa Ha odimiitHomy Bebcaiiti MO3
VYkpaiHu 10 BKJIIOYEHHS TMEPIIOro JOCTIIHKYBAaHOTO (CyO’€KTa JOCIIIKEHHS).
BHeceHHs KTIHIYHOTO BUMPOOYBaHHSI JI0 MEPeiKy Mae 1HGOPMAaIIHHUN XapaKTep Ta
HE MOBUHHO MEPEIIKOKATH HOTO MPOBEACHHIO.

8. SIKIo MoCHiKyBaHUN JIIKAPChKUH 3aCi0 HAICKUTH IO HAPKOTHYHUX 3aCO01B,
MICUXOTPOIHUX PEYOBHMH a00 MPEKYypCOpiB, MPOBEACHHS KJIIHIYHOTO BUIPOOYBaHHS
3MIIACHIOETHCS TAKOXK 3 TOTPUMAHHSIM BUMOT 3aKOHOJABCTBA MPO HAPKOTUYHI 3aC00M,
TICUXOTPOTHI PEYOBHUHU 1 TIPEKYPCOPH.

9. ns 3abe3meueHHs] SIKOCTI YCIX AacCHeKTIB KIIHIYHOTO BUIPOOYBaHHS
BUKOPUCTOBYETHCS CUCTEMA TIEBHUX TIPOLICTYP.

10. Peecrtpamisi, oOpoOka 1 30epeXeHHs OTPUMAHOI I 4Yac KIIHIYHOTO
BUnpoOyBaHHs  iHQopmamii  MaoTh  3a0e3neyyBaTH  KOPEKTHE  HaJaHHS,
iHTeprpeTanito 1 Bepu@IKalilo JaHWX, HE3aJeKHO Bl TUIY HOCISA, IO
BUKOPUCTOBYETHCSI.

[lepenik OCHOBHUX JOKYMEHTIB KJIIHIYHOTO BUIPOOYBaHHS, sIKi 30€piratoThCs y
JIII3 Ta Micui npoBeeHHs BUMPOOYBaHHS Ta y CIIOHCOPA, HABEJAEHO B A0AATKy 1 110
nporo [lopsinky. I{i qokymeHTH MaroTh 30epiraTuicsi He MEHII HIXK 15 pokiB micis
3aBEpUICHHS] KJIIHIYHOTO BHUNPOOYBaHHS B apxXiBHOMY NpHUMIIIEHHI/apXiBl B
HarnepoBOMYy/eJIeKTPOHHOMY BHUIJISII.

11. BupoOHHUIITBO Ta 30€peKEHHS IOCHIKYBAHOTO JIKapChKOro 3acoly, a
TaKOXX TMOBO/KEHHS 3 HUM 3IMCHIOIOTBCS Y BCTAHOBJIEHOMY 3aKOHOJABCTBOM
NopsIAKY 3 JOTpUMaHHsAM BuMoOr HanexHoi BupoOHWYoi mnpaktuku (GMP) Ta
Hanexnoi kminaiuaoi npaktuku (GCP).

OcCHOBHI BUMOTH JI0 MapKyBaHHS [OCII/DKYBAHOTO JIIKQpCHKOTO 3aco0y Ta
MpenapariB CyImyTHLOT TEPaIii/AOMOMIKHUX (HE TOCITIKYBAaHUX ) TIKAPCHKUX 3ac00iB
HaBeZeHl y po3auvti VI mporo Ilopsaky. HdocmimxyBaHuil mikapchbkuil 3acid Ta
npenapaTtd CymyTHBOI Teparii/gonoMikHi (He TOCHiAKyBaH1) JKapChKl 3aco0u
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BUKOPHUCTOBYIOTHCSl TUTBKHM BIJIOBIAHO 10 3aTBEPIKEHOTO IMPOTOKOJY KIIHIYHOTO
BUMPOOYBAHHS.

12. Ha Oyap-skoMy eTami KJIIHIYHOTO BHOPOOyBaHHS abo Imicisl MOro
3aBepuieHHs L{eHTp Mo)ke mpoBecTH KIIHIYHUN ayIuT KIIHIYHOTO BUIIPOOYBAHHS
mono norpuManHs Hanexxnoi kiiHiuHoi npaktukud (GCP) BiAnoBiAHO 10 po3airy
XII usoro Iopsaxy.

IV. OcHOBHiI BUMOI'H 10 3aXHCTY JOCJTIIKYBAHHUX (CY0’€KTIB A0CTaIKEHHSA
Yy \ \

1. 3arajabHi M0JIO’KEHHS PO 3aXMCT AOCTIAXKYBAHUX (Cy0’€KTIiB
TOCJTiTKEHHST)

1. 3axuct mocmikyBaHUX (CyO’€KTIB JOCIIIKEHHS) 3a0€3MeYy€eThCs MUISTXOM
OLIIHKK  CIIBBIHOIICHHA PU3HK/KOPUCTb SIK TMepel MPOBEACHHSIM KOXHOTO
KJIIHIYHOTO BHUIPOOYBaHHSA, B TOMY YHCJII Ha MiJACTaBl IOMNEPEIHIX IPOBEICHUX
JOCTIKEHb, TaK 1 M Yac WOTo MPOBENEHHS MUIIXOM Harisay 3 Ooky LlenTpy Ta
KOMICi# 3 TUTaHb €TUKH.

2. 3abesmeuyeThcsi OCOONMMBUN 3aXUCT TAIIEHTIB, SKI HECIHIPOMOXHI JaTH
iHpOpMOBaHy 3rofly Ha ydacThb y KIIHIYHOMY BUIpoOyBaHHI. Taki malieHTH He
BKJTIOYAIOTHCS B KIIIHIYHE JOCITIKEHHS, SKIIO HOTr0 MOYKHA MPOBECTH 32 YYaCTIO
0ci0, K1 CIIPOMOKHI 0COOMCTO HamaTH 1HHOPMOBaHY 3TOAY.

[TamienTH, sKi HeCHIPOMOXHI JAaTH 1HGOPMOBaHY 3roay, BKIHOYAIOTHCS B
KJIIHIYHE BUMPOOYBAHHS TIIBKU TOA1, KOJH € MiJCTaBU OYIKYBAaTH, 110 3aCTOCYBAHHS
JOCJIPKYBAHOTO JIIKApChKOTO 3ac00y MpHUHECe Oe3MOCEepPe/IHI0 KOPUCTh MAIllEHTY 1
BOHA Oy/le IEPEBULYBATH PU3HK.

kim0 10 KIIHIYHOTO BHUMOPOOYBAaHHS 3ally4alOThCsl TMAIIEHTH, K1 BHACIIIOK
CBOTO KJIIHIYHOTO CTaHy HECHPOMOKHI ocobucto mianmucata Gopmy iHGOpMOBaHOT
3rojy, HEOOX1IHO OTpUMAaTH 3roAy Ta mianmucatd (opmy iHpopMOBaHOI 3roau y
3aKOHHOTO TIPEJCTaBHUKA, a y pa3l WOro BIACYTHOCTI — Yy JpPyroro 3
HNOJPYXOKs/OMM3bKOTO  poauyda. Y MPOTOKOJI KIIHIYHOTO JOCHIDKEHHS albo B
MOTIPaBIli 10 HHOIO MOBHMHHA OyTH OMHCaHa TpOoIeaypa OTpUMaHHS iHPOPMOBAHOI
3roJIv TAali€HTa MICIs TOro, SIK y HOro Oyze BiJHOBIIEHA CIIPOMOXKHICTH OCOOMCTO
naTy 1HPOPMOBaHY 3roy.

3. Kniniyne BunpoOyBaHHS MOXKE MPOBOAUTHUCS Y pa3i, KOJU:

1) ouikyBaHUN pPHU3MK 1 HE3PYUYHOCTI Oynu 3Ba)K€HI CTOCOBHO OYiKYBAaHOI
KOPUCTI JJIs JOCIIKYyBaHUX (Cy0’€KTa TOCITIIPKEHHS );

2) nocaipkyBaHuii (Cy0’ €KT mOCipKeHHs ) a0o0, SKIO BiH HE 3JaTHUH 0COOMCTO
nignucatd GopMy 1HPOPMOBAHOI 3roJd, MOr0 3aKOHHUM NPEJCTaBHUK, a B pasi
BIJICYTHOCTI 3aKOHHOT'O TIPEJCTaBHUKA Yy TAIlIEHTIB, SIK1 Mepe0yBalOTh Y KPUTUUHOMY
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Ta HEBIJKJIAJAHOMY CTaHaX, — APYTUH 3 MOAPYHKS/OMM3bKUN pOANY, MaB MOKJIUBICTh
1] 9aC PO3MOBH 3 BIJIMOBIAAIBHUM JOCITITHUKOM/IOCTITHUKOM, BiJMOBIIAJIbHUM 3a
OTpUMaHHA 1H(MOPMOBAHOI 3TOJH, 3PO3yMITH METY, MOXJIUBI KOPUCTh, PU3UKHU 1
HE3pYYHOCT1 KJIIHIYHOTO BHIPOOYBaHHS, a TaKOXX YMOBHU, 3a SKHX BOHO Oyze
MIPOBOJIUTHCS,

3) mpaBa nmociipKkyBaHOTO (Cy0’€KTa MOCHIIKEHHsS) Ha (I3UYHE 1 TICUXIYHE
Onaromnoyyudsi, TAEMHHIFO OCOOMCTOTO KUTTS 1 3aXHUCT MEPCOHATBHHX JaHUX
3a0e3meueni BIAMOBIIHO 4O BUMOTL 3aKOHOIaBCTBA;

4) y BUHSTKOBUX BUITQJIKaX, SKIIO MOBHOJITHS 0co0a HE B 3MO31 MUCATH/YUTATH,
TO HEI MOKe OyTH JaHa yCHA 3rojia B NMPHCYTHOCTI OJHOTO HE3alHTEPECOBAHOTO
CBIJIKA, SIKMM THCHMOBO 3acCBiuy€e 3rojly mMalll€eHTa yd HOro 3aKOHHOTO
MPEACTaBHUKA /APYroro 3 MOJAPYXKs/OMu3pKoro poamda y ¢opmi iHPOpMOBaHOT
3TOMIH;

5) 3a OaxaHHAM AOCTIKyBaHWA (Cy0’€KT JOCHIKEHHS) ab0 3aKOHHHMA
NPEACTAaBHUK/IPYTUM 3 TOAPYXOKA/OMU3bKUN poaud, sKuW mignucaB  (opmy
iHpopMoBaHOi 3roau, y OyIb-sIKMM 4Yac Moxke 0e3 OyIb-IKOi IIKOIW Ui cede
(mocmimxyBaHoro (cy0’€kTa IOCHIIKEHHS)) NPUIOUHUTH Yy4YacTh Y KIIHIYHOMY
BUMPOOYBaHHI.

4. Tlpn BUHUKHEHHI OyAb-AKOi MOOIYHOI peakxiii, 0 MOXKe PO3LIHIOBATHCS SIK
CTpaxOBUH BUIAJOK, BIJMOBIIAJILHUIN JOCIITHUK/TOCTITHUK Ma€ HEBIJIKJIAIHO, aje
HE Mi3HIIIe HDK IPOTATOM JIBOX KaJeHAApHUX JHIB 3 JAaTU OTpUMaHHs iH(opmaii
PO BUHUKHEHHS MOOIYHOI peakilii iHpopMyBaTH Mpo 1€ CIIOHCOpa.

5. Cnoncop npotsirom 10 KajgeHIapHUX AHIB 3 JaTH, KOJIM MOMY PO 1€ CTajo
B1JIOMO, HaIlpaBJIsS€ BIAMOBIIHE MTOBIIOMJICHHS 10 CTPAXOBO1 KOMITaHIi.

6. JocnimxyBanuii (cy0’€KT TOCIIHKEHHS) a00 3aKOHHUH MPEJICTaBHUK/IPYTUI
3 MOJPYXOKsI/ONMM3bKI POAMYl MOXKYTh W 1HIIIaTUBHO (110 Mae OyTH 3a3HAYCHO B
dbopmi iHPOPMOBAHOT 3TOJM) MPOTATOM MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS
MOBIJIOMUTH BIJIMOBIIHY CTPaxoOBY KOMIIaHIIO Mpo (aKT HACTAHHS MOOIYHOT peakilii
JUTSI OIIHKH 11 SIK CTPAXOBOTO BUMAJIKY.

2. Hapanns indopmanii nanieHTam (310poBUM 100POBOJILISIM) PO
KJIiHiYHe BUNIPOOYBaHHS Ta O/iePKaAHHSA Bil HUX iH()OPpMOBaHOI 3roaM.

1. INamieHTH/310pOB1 JOOPOBOJIBIN, SIKUX IUIAHYETHCS 3aTYyYUTH A0 KIIHIYHOTO
BUIMPOOYBaHHsS, MalOTh OTPUMATH JIOCTaTHBO iHQOpMAIii MNpo METy Ta CYThb
KJIIHIYHOTO BUIIPOOyBaHHs. BilnoBigaibHUN TOCITHUK/JOCITHUK, BITIOBITAIBHUN
3a OTpUMaHHS 1H(QOPMOBAHOI 310U, 1HHOPMYE MAIIEHTA/30POBOT0 JOOPOBOJIBIIA, a
SKIIO TOM HECTIPOMOXXHHM CaMOCTIMHO AaTH 1HGOPMOBAaHY 3roy — MOTO 3aKOHHOTO
peACTaBHUKA/IPYTOro 3 MOAPYXKKsA/OJM3BKOr0 poauda, I0J0 BCIX AaCMEKTIB
KJIIHIYHOT'O BUITPOOYBAHHS.
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2. PimeHHs mami€eHTa/340pOBOrO  J0OpOBOJBIL a00 HOTrO 3aKOHHOTO
peACTAaBHUKA/IPYTOr0 3 MOJPYXOKS/ONM3bKOTO pOAMYA IMOJA0 B3ATTA ydacTi abo
MPOJIOBXKEHHSI Y4yacTi B KIIHIYHOMY BUIPOOYBaHHI Ma€ OYTH TIPUUAHITE HHUM
CaMOCTIHHO 1 BUTbHO, 0€3 OY/Ib-SIKOTO TUCKY Ha HbOTO.

3. IlucemoBa Ta ycHa iHpopMallia Mpo KiIiHIYHE BUMPOOYBAaHHS HE MOBHUHHA
MICTUTH BHUCJIOBIIIOBaHb, 10 3MYIIYIOTh Malll€EHTA/3J0POBOTO JOOPOBOJIBLIS, a TAKOX
HOro  3aKOHHOTO  MPEJACTAaBHHUKA/IPYroro 3  MOAPYXOKS/OMM3BKOTO  poauda
BIJIMOBUTHCH BiJl CBOIX NpaB YW 3BUIBHAIOTH JOCHIJHHUKA, CIIOHCOpA KIIHIYHOTO
BUMPOOYBAHHS BiJl BIAMOBIAATBHOCTI 32 3aMOISHY IIIKOY.

4. ITuceMOBI Martepiayii Ta ycHa iH(OpMalis Mpo KIiHIYHE BUIPOOYBAHHS HE
MOBUHHI  MICTUTH  CHEHIaJIbHUX  TEPMIHIB 1 MawTh OyTH  3pO3yMiil
MaIi€HTY/3I0POBOMY TOOPOBOJIBIIO 200 3aKOHHOMY TIPEICTAaBHHUKY/APYroMy 3
MOAPYXKSI/OTM3BbKOMY POANYY.

5. JlocnmigHWK HaAJa€ TMAaIi€HTY/3I0POBOMY JTOOPOBOJBII0 a00 3aKOHHOMY
PEACTABHUKY/IPYTOMY 3 MOJPYXOKsI/ONMM3bKOMY POAUYY JOCTATHIO KUIBKICTh 4Yacy
JUIE  TPUAHATTSA ~ PIMIEHHS TMPO  y4acTh Y  KJIIHIYHOMY  BHUIIPOOYBaHHI.
[Tamient/3n0poBuit  m00OpoBojeb ab0  3aKOHHWM  MPEACTAaBHUK/APYTHA 3
NOAPYAKSI/OMU3bKUN POIMY TOBUHEH OJIEP>KaTH BUYEPITHI BIAMOBIAI HAa BC1 MMUTAHHS
1010 KJIIHIYHOTO BUMPOOYBaHHS.

6. Bumoru no indopmoBaHoi 3roau (MUCBMOBOI Ta ycHOI iHoOpMarlii, 10
HAJIAETHCS MaIl€HTY/3I0POBOMY T0OPOBOJIBITIO abo 3aKOHHOMY
pEeACTAaBHUKY/IPYTroMy 3 TIOAPYKKs/OJIM3bKOMY POAMYY) HaBEACHI y JA0JATKy 2 10
uporo Iopsanky.

IlepconanbHi JaHl AOCHIKYBaHOTO (Cy0’€KTa JOCHTIKEHHS) 30epiraloThCs B
TaEMHHUIII Ta OOpOOJSIOTBCS B MeEXax KIIHIYHOTO BUNPOOyBaHHA (micis ix
KOJTyBaHHS 3a JIOIIOMOT' OO CKPUHIHTOBOTO/paHI0M13aI[1H{HOTO HOMEpa
JOCITIDKYBAaHOTO (Cy0’€KTa JOCHIKEHHS)) B 3HEOCOOJEHOMY BHIJIAMAI 3T1IHO 3
MPOTOKOJIOM KJIIHIYHOTO BUIMPOOYBAHHS Ta BIAMOBITHO O YUHHOTO 3aKOHO/IABCTBA.

7. Jlo mouatky yd4acti B KJIIHIYHOMY BHUIIPOOYBaHHI MAaIll€HT/300POBHIA
no6poBosieb ab0 WOTO 3aKOHHWN NPEICTABHUK/IPYTH 3 MOAPYHOKS/OIU3bKHIA
poaWdy, a TaKOoX BIAMOBIAAIBHUN JOCHITHUK/IOCTIIHUK, BIAMOBIAAIBHUN 32
OTpUMaHHs 1H(OPMOBAHOI 3rojM, MIANUCYIOTh Ta BIIACHOPYYHO JaTYIOThb JIBa
npuMipHukd  ¢opmu  1HQOpPMOBaHOI 3rojau, OJAMH 3 SKUX 3aJIUIIAETHCS
BIJIMOBIAQIBHOMY JTOCTITHUKY/TOCIITHUKY, & IPYTUNA MEePeacThCs TOCTIIKYBAHOMY
(cy0’exty mocmimkenns). OOO0B's3k0BO Mae OyTH 3a3Ha4e€HO, IO 3Toja HajJaaHa
JTOCTDKYBaHUM (Cy0’€KTOM JTOCHTIDKEHHS) (3aKOHHUM TPEJACTABHUKOM/IPYTHM 3
MOAPYXOKS /ONMU3BKAM  poauydeM) AOOpPOBUTPHO Ha TJCTaBl OJEP)KaHOI TMOBHOI
iH(popMallii PO KIIHIYHE BUMPOOYBaHHS.
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8. Ilpu 3amydeHHI OO KIIHIYHOTO BUIPOOYBaHHA OCI0, Ha Yy4acThb SAKHX
000B'I3KOBO MOTPIOHE MOTOKEHHS IXHIX 0aThKiB/3aKOHHOTO MPEACTABHUKA/IPYTOro
3 MOJPYXOKsS/OMM3bKOTO poauya (Hampukiaa, MaJoiiTHI a00 HEMOBHOJITHI,
HeAle31aTHI ocolu), i ocobu 1HPOPMYIOTbCS B MEXaxX iXHBOTO PO3YyMIHHS, a
HETIOBHOJIITHI BJIACHOPYY MIJMKUCYIOTh 1 JaTyI0Th (GopMy 1HGHOPMOBAHOI 3roAu, sKa
MICTUTh JOCTYNHY JJsi PO3YMIHHS HEMOBHONITHBOIO AWTHHOIO 1H(OpMAIIO Mpo
KJIIHIYHE BUMPOOYBaHHS.

9. OmuH nNpUMIpHHUK MTIAMHMCAHOT Ta JaToBaHOi (Gopmu 1HPOPMOBAHOI 3roau
30epiraeTbCs y BIAMOBIIAIBHOTO TOCITHHAKA/TOCTITHUKA (B apXIBHOMY IMPUMIIIICHH]1)
IPOTSATOM HE MEHII HIXK 15 poKiB micis 3aBEpIICHHsS BIAMOBIIHOIO KIIIHIYHOTO
BUIIPOOYBAaHHS.

10. ko nariedT nepedyBae B KpUTUYHOMY a00 HEBIJIKJIAJHOMY CTaHi, 10 HE
Ja€ MOXKJIUBOCTI OTPUMATH Y HHOTO 1H(QOPMOBAHY 3roJy Ha y4acTb y KJIIHIYHOMY
BUIPOOYBaHHI, TaKka 3roa OTPUMYETHCS y HOTO 3aKOHHOTO MPEICTaBHUKA/IPYToro 3
MOJIPYXCKs1/OIM3BKOTO poinya.

Y pa3zsi HEMOXJIMBOCTI oOjep>KaHHS 1H(OOPMOBAHOI 3roaM Yy TalieHTa 1
BIJICYTHOCTI OTO 3aKOHHOT'O MPECTAaBHUKA/APYTOTO 3 TOAPYXKKS/OIU3BKOTO poinya
3aJIy4eHHS TaKWX MAIl€HTIB J0 KJIIHIYHOTO BUIPOOYBAHHS HE JIONYCKAETHCS, IM Ma€
HAJaBaTHUCS MEIMYHA JIOTIOMOTa Y BCTAHOBJICHOMY TIOPSIKY.

11. ®opma iHHOPMOBAHOI 3roI MA€ TaKOXX MICTUTH 3rOAy MaIll€HTa/3J0pOBOTO
A00pOBOJIBLS 200 HOro 3aKOHHOTO MPEACTaBHUKA/IPYTrOro 3 MOJAPYHOKs/OIU3bKOTO
poanda Ha 0OpoOKy MOro mepcoHaIbHUX JaHUX, a came 1H(popMallito 1moa0:

MeTH 00pOOKHU MEPCOHAIBHUX JTaHUX;

CKJIJly Ta 3MICTY MEPCOHAILHUX JAHUX;
BOJIOJIUTBIIS TIEPCOHATBHUX JaHUX Talll€HTA;
JOCTYITY 10 IEPCOHAIBHUX JTAHUX TPETIX OCi0.

12. Yea indopmatig B popmMi iHPOPMOBAHOI 3TOAU BUKIAIAETHCS 3PO3yMLUIO0
naiieHty abo 3J0pOBOMY JTOOPOBOJIBIIIO/3aKOHHOMY TMPEACTaBHUKY/APYromMy 3
MOAPYXKSI/OTM3BKOMY POANYY MOBOTO.

13. Ilopsmox HamanHs  i1HQopMalii 0Opo  KIHIYHE  BUMPOOYBAHHS
MaIi€HTY/3I0POBOMY  JOOPOBOJIBIIO/3aKOHHOMY ~ TIPEACTaBHUKY/APyroMy 3
NOJIPYXOKs /ONM3bKOMY POJUYY, @ TAKOXX OTPUMAaHHS 1HPOPMOBAHOI 3rOAH BiJ HHOTO
MOXYTh mepeBipsaTucs LleHTpoM, KOMICi€l0 3 MHUTaHb €TUKU Ta CIIOHCOPOM abo
ocobamu, 0 AIIOTH BiJ HOro iMeHi, a00 MpeACTaBHUKAMHU YITOBHOBA)XKEHHUX OPraHiB
IHIIWX KpaiH (IHCHEKIIisl PEryJsaTOPHOTO OpraHy).

14. JlocmimkyBanuii (Cy0’€KT JOCIHIKEHHS) 3aKOHHUN MPECTAaBHUK/APYTHH 3
NOAPYACKS/OMU3BKUN POJIMY Yy pa3l MOPYIICHHS MpaB JOCHIKYBaHOTo (cy0’ekTa



14

JOCTIIKEHHS) MiJ] Yac MPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHSA MOKE 3BEPHYTHUCS 10
crioHcopa, llenTpy, kowmicii 3 nutanb etuku, MO3 Vkpainm abo 10 cyay B
YCTAHOBJIEHOMY 3aKOHOAABCTBOM MOPSJIKY.

15. InTepecu pocmimkyBaHuX (Cy0’€KTIB JOCITIKEHHS) 3aBXIU MEPEeBAKAIOTh
HaJ IHTepEeCaMH HayKH 1 CyCH1JIbCTBA.

3. KutiHiyHi BUIIPOOYBaHHS 32 YYaCTIO MAJIOJIITHIX Ta HEMIOBHOJIITHIX 0Ci0

1. Kniniyai BumpoOyBaHHS 3a ydacTio MajomiTHiXx (mo 14 pokiB) Ta
HETMOBHOJITHIX (Bia 14 10 18 pokiB) 0ci06 MpOBOJASTHCS 32 YMOBH:

1) orpuMaHHS NMHUCHMOBOI 1H(POPMOBAHOI 3roAu 000X 0aThKiB, 3a BUHSITKOM
BUIA/IKIB, KOJIM OJMH 3 0aThKIB ITOMEp, M030aBIeHU 0aThbKIBCHKHX IMPaB, BU3HAHUI
HEAI€3JaTHUM YU 3HUKIMMH O€3BICTHM Yy TMOPSJKY, BHU3HAUYEHOMY YHHHHUM
3aKOHOJABCTBOM, 200 Yy CBIJOITBI MPO HAPOJKEHHS BIJICYTHIM 3alKC PO OJHOTO 3
OaTbKIB,;

2) HaaaHHSA JOCTYIIHOI JUIsli PO3YMIHHS MAaJOJIITHBOIO Ta HEMOBHOJITHHOIO
0c000r0 MHUCHhMOBOI Ta ycHOI iH(opmaIii Tpo KIIHIYHE AOCHIHKeHHS. SIKIo
MaJIOJITHIA CIPOMOXXHUHM, BIH YCHO Ja€ CBOK 3rojly Ha y4acTh y KJIIHIYHOMY
JTIOCJIIKEHHI.

HenoBHomiTHIN malieHT O0COOMCTO MAMMCYE Ta aatye ¢gopmy i1HGOPMOBAHOI
3TOJIH.

BignoBiganeHUil  TOCHITHUK/TOCTIAHUK, BIANOBIJAIBHUM 32  OTPUMAaHHS
1HpOpMOBaAHOI 3roau, ypaxoBye SIBHE Oa)kaHHS MAaJIONITHBbOI Ta HEMNOBHOJITHHOI
0ocoOM B3ATH y4acThb a00 BIAMOBUTHCS BIJ y4acTi B KJIIHIYHOMY JOCIIJPKEHH1, a0o
BUWTH 3 HHOTO B OyIb-SKHi1 yac;

3) BIJACYTHOCTI BHUKOPHUCTaHHS OyIb-SKHX 3a0XO0UY€Hb a00 CTHUMYIIB, KpIM
KOMIIEHCAIII] Y pa3l 3aBJaHHs KO 30POB'IO M1/l Yac KJIIHIYHOTO BUNPOOYBaHHS;

4) MaJIONITHI Ta HEMOBHOJITHI OCOOM OJiepkaTh O€3MOoCepeHI0 KOPUCTh BiJ
y4acTi y KJIIHIYHOMY BUIIPOOYBaHHI, SKIIO:

KJIIHIYHE BUIPOOYBaHHS HEOOX1HE JJIs MIATBEPKEHHS JaHUX, OTPUMAHUX i
Yac HIIKUX KIIHIYHUX BUMIPOOYBaHb, SKi MPOBOAMIKCH 33 YUAaCTIO JOPOCIHX, a00 IS
HiATBEP/KCHHS TAHUX, OTPUMAHUX 3a JOITOMOTOO IHIIUX METO/IIiB JIOCTiIPKCHHS,

KJIIHIYHE BHUMPOOYBAaHHS CTOCYETbCS 3aXBOPIOBAHb, BiJ SIKUX CTPaKIAIOTh
MaJIOJITHI Ta HEIIOBHOJIITHI 0COOH;

KJIIHIYHE BUMNPOOYBaHHS Ma€ TakKi OCOOJMBOCTI, 110 MOTr0 MOXXHA IPOBOJUTH
TUIBKH 32 YYaCTIO MaJIOJIITHIX Ta HEMOBHOJITHIX 0Ci0;
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5) mnnaHyBaHHS KIIHIYHUX BHIIPOOYBaHb 3A1MCHEHO TaKUM YHHOM, IIIO
MiHIMI30BaHl Oi1b, auckoMdopT, cTpax 1 pwusuk. llopir pu3uky 1 CTYIIHb
TucKoMbopTy, 00JIFO YITKO BU3HAYAIOTHCSA 1 MOCTIMHO BiJCTEKYIOTHCS.

2. Indopmariis npo 3alydeHHS [0 KIIHIYHUX BHUIIPOOYBaHb MAJIONITHIX Ta
HEMOBHOJITHIX 0Ci0 HagaeThbcsl B JOBUIBHIA Qopmi, aie 3 000B’SI3KOBUM
3a3HAYEHHSM MpPI3BUINA, IMEHI Ta MO 0aTbKOBI, BIKY AMTHUHU, MPI3BUIL, IMEH Ta IO
0aTbKOB1 0aThKIB/3aKOHHUX TMPEJICTAaBHUKIB (MPEICTaBHUKA), MICIS MPOKUBAHHS
OUTUHU, HAsABHOCTI 1H(OPMOBaHOI 3rogu 3 OOOB’A3KOBOIO MO3HAYKOIO, IO
iHopmMmaris, ska HagaeTbes, € KoHpigeHmiHow. [ iHbOpMalis HaNpaBISEThCS
BIJIMOBIAQIBHUM JTOCTITHUKOM/JOCIIITHUKOM PEKOMEHJOBAHUM JIMCTOM JI0 OpTraHiB
OMIKU Ta MIKJIYBaHHS 3a MICLEM MOCTIHHOTO MPOXKMUBAHHS JAUTHUHU MPOTITOM JIBOX
poOoUYnX AHIB 3 JaTU OTpPUMaHHs 1HGOPMOBAHOI 3rOJM HA Y4acTh Yy KIIHIYHOMY
BUIIPOOYBaHHI1 BIAMOBIIHO J0 MIANYHKTIB 1, 2 myHKTY | 1i€i riaBu.

3. 3a00pOHSIETHCS MPOBEICHHS KIIIHIYHUX BUIIPOOYBaHb JIKApPChKUX 3ac001B 3a
Y4acTI0O MaJONITHHOI a00 HEMOBHOMITHBOI 0coOH, sika mo30aBiieHa OaThbKIBCHKOTO
MiKITyBaHHS, YCHHOBIICHOI TUTHHH a00 TUTHHHU-CUPOTH.

4. TnTepecu MaJONITHIX Ta HEMOBHOJITHIX OCI0 MEpeBaXKaloTh HaJ 1HTepecaMu
HAyKH 1 CYCIJIbCTBA.

4. KniniuHi BUNpoOyBaHHA 32 Y4aCTIO Hel€31aTHUX AOCTIIKYBAHUX
(cy0’€KTIB I0CHIAKEHHS), SIKI HECIIPOMOKHI CAMOCTIHO 1aTH iHPOPMOBaHY
3rogy

1. Kniniuai BunpoOyBaHHS 3a y4acTIO HeJl€3aTHUX Talli€HTIB a0 MaIll€HTIB,
[IMBUIbHA [1€3IaTHICTh SIKUX OOMEKEHA y 3B'SA3KY 3 IMCHUXIYHUM 3aXBOPIOBAHHSM,
IIPOBOJSATHCS, SKIIIO:

OTpUMaHO 1H(QOPMOBaHY 3roly 3aKOHHOTO  MpPEICTaBHUKA/IPyroro 3
HOAPYAKS/OIU3BKOr0 pojinya (3rojila Moxke OyTH B Oyb-SIKUH MOMEHT BIJIKJIMKaHA
0e3 HeraTUBHUX JJIsl JOCIIHKYBAHOTO (Cy0’ €KTa TOCIIIKEHHS ) HACTI/IKIB);

HEJI1€3/IaTHUM MAaIllEHTOM OJiepKaHo 1H(OpMallio Mpo KJI1HIYHE BUMPOOYBaHHS,
MOB'S13aH1 3 HUM PU3UK 1 KOPUCTh y (HOpMi, TOCTYIHIM 1715 1Or0 PO3YMIHHS;

BIJIMOBIIAJTbHUM JTOCIIAHUKOM/JOCIITHAUKOM, BIIIMOBIJAIHPHUM 32 OTPHUMAaHHS
1HhOpMOBaHOi 3roju, BpaxOBaHO Oa)KaHHS HEII€3JATHOTO MAlll€EHTa Y3ATH Yy4acTb
a00 BIIMOBUTHCS BiJl y4acTl B KIIIHIYHOMY BUIIPOOYBaHH1, 00 BUWTH 3 HHOTO B Oy/Ib-
SIKHA MOMEHT;

HE BUKOPHUCTOBYIOThCS OY/Ib-SIK1 3a0X0UE€HHS a00 CTUMYJIH, KPIM KOMIIEHCAIlIl y
pa3i 3aBHaHHS IIKOJW 30POB'I0 TOCHIHKYBAHOTO (CyO’€KTa MOCHIKEHHS) i Jac
KJIIHIYHOTO BUIIPOOYBAHHS,
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KJIIHIYHE BHUMNPOOYBaHHS Ma€ 3HAYEHHA [UIsI MIATBEPIKEHHS 1Hdopmalii,
OTPUMAHOI MiJ Yac IHIIUX KJIIHIYHUX BUMNPOOYyBaHb a00 OTPUMAHOI IHIIMMH
METOJIaMH JTOCITiIKCHHSI,

KJIiHIYHE BUNIPOOYBaHHsS O€3MOCEPEIHBO CTOCYETHCS 3aXBOPIOBAHHS, Ha SIKE
CTpaXJa€ AOCTIKYBaHHUM (Cy0’ €KT TOCIIIKEHHS );

KJIIHIYHI BUMNPOOYBaHHS CIUIAHOBAaHI TaKUM YMHOM, 1100 MiHIMI3yBaTH Oljb,
AUCKOMQOpPT, cTpax 1 pusuk. [lopir pusuky 1 crynine auckoMdopry, 600 MOBUHHI
OyTH 4ITKO BU3HAYEHI 1 MOCTIMHO BIJACTEKYBATHUCH,

€ TMIACTaBU OYIKYBaTH, IO 3aCTOCYBaHHS JOCIIKYBAaHOTO JIKAPCHKOTO 3acCO0y
puHEece JAO0CIIHKYBAHOMY (CYO’€KTY JIOCTIIKEHHS ) KOPUCTb, 1110 MEPEBUIIYE PU3UK,
abo0 He Mmpu3BeIe A0 )KOAHOTO PU3UKY.

2. I”Tepecw Hemi€3MaTHOTO JOCTIKYBaHOTO (Cy0’eKTa  JOCIHIIKEHHS)
NepeBakaloTh HAJl IHTEpecaMy HayKH 1 CyCIILIILCTBA.

V. Bumoru 10 pociaigaukis Ta JIII3/micust npoBeieHHA KJIIHIYHOTO
BHUIIPOOYBAHHSA

1. HocainHukw, ki OpaTUMyTh Yy4acTh y KJIIHIYHOMY JOCIII>KEeHH1, TOBHHHI:
MaTH OCBITY, TOCTATHIO MPO(deCiiHy MiArOTOBKY;
JOCBIJI JTIKYBaHHS IMAII€HTIB BIAMOBIIHOTO Mpoditro (18 JIiKapiB);

OyTu 00i3HAaHUMHU 3 MIKHAPOJHMMHU BHMOTAaMU HaJIe)KHOI KJIIHIYHOI MPAKTHUKH
Ta HOPMAaTHUBHO-TIPABOBUMH aKTaMHU IIOJ0 MPOBEACHHSA KIIHIYHUX BUIPOOYBaHb B
VYkpaiHi, 30kpeMa OpaTu y4acTh y BIAIOBIIHUX CEMiHApaX, sKi MpoBoauTh LIeHTp;

npamoBat B JIII3, ne mianyeThcst mpoBeaeHHS KIIHIYHOTO BUIPOOYBaHHs, a00
nepedyBaru 3 Takum JII13 B 1HIMX AOTOBIPHUX BiTHOCHMHAX BIJIMOBITHO 0 YUHHOTO
3aKOHOAAaBCTBA (y pasl SAKIIO BIAMOBIAATBHUN JOCTIAHUK/ TOCIITHUK € TPAI[iBHUKOM
kadenpu 3akaaay BUIIOI OCBITH, HEOOX1HA HASBHICTh JOTOBOPY PO CHIBIIPALIO MK
3aKJaoM Buioi ocBitu ta JII13);

JOCTITHUKH, SIK1 OyIyTh 3aJlydaTUCs A0 MPOBEACHHS KIIHIYHUX BUMPOOYBaHb |
(da3u Ta 610€KBIBAJIEHTHOCTI JIIKAPCHKUX 3aCO01B, KPIM OCHOBHUX HAaBUYOK, ITOBUHHI
MaTd JIOCBIJT TPOBEACHHS KIIHIYHUX BHIPOOYBaHb, IO MMATBEPIKYETHCS
iHpopMalli€ro, HaBeJeHO B mpodeciiiHiii  aBroOiorpadii mgocmignuka CV
BCTaHOBIIEHOT POpMH, HaBeeHOT y noAaTKy 3 1o mporo [lopsaky.

2. JITI3 3anmy4aeThest 10 MPOBEJACHHS KITHIYHOTO JOCTIKEHHS y pasl, SKIIO:
npu JII13 cTBOpeHa Ta ni€ KOMICisl 3 MUTaHb €TUKH;

HasiBHA HeoOximHa ©as3a Il HaJaHHS eKCTPEHOi MEAMYHOi JJOMOMOTHU
JOCTKYBaHUM (Cy0’€KTaM JOCHIIPKEHHS) y pa3i BUHUKHEHHS YCKJIAIHEHb IiJ 4Yac
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MPOBEACHHS  KIIHIYHOTO  BHUNPOOYBaHHS  (UIsl  CTallioHapiB —  HASBHICTH
peaHiMaIiiHOro BIAAUTY a00 BIJIIIJIEHHS/0JIOKa 1HTEHCUBHOI Tepamii abo manat(-
1)/J1KOK IHTEHCUBHOI Teparii);

0 OJIHOTO KJIIHIYHOTO BUIPOOYBAaHHS MOXYTh OYTH 3allydeHi ojHe abo
nexinpka Bimginenb JIII3 Ta, BIAMOBIZHO 1O BUMOT MPOTOKONY, MOXYTb OyTH
3amy4eHi ¢axiBIll pi3HOTO MPOodLUIIO, K1 MpalooTh B Janomy JII13;

y migpo3ainax JIII3 (mabopatopii, BimnisieHH (YHKITIOHATHHOI AIarHOCTUKH),
AKI MOXYTh 3ajly4daTHCS 1O TPOBENCHHS KIHIYHUX BUIPOOYBaHb, PETYISIPHO
3MIMCHIOETHCS METPOJIOTTYHHI KOHTPOJIb 3aC001B BUMIPIOBAJILHOT TEXHIKUA Y CTPOKH 1
B MIOPSI/IKY, IO Mepe0avyeHi 3aKOHOaBCTBOM;

€ YyMOBH Juisl 30epiranHs AOCHIIKYBaHUX JIIKApPCbKUX 3ac00iB (BIAMOBIAHO 10
yMOB 30€epiranHs, 3a3HauY€HUX MPHU MapKyBaHHI JIKAPCHKUX 3aCO0IB UM y MPOTOKOII
KJIIHIYHOTO JIOCTI/DKEHHS) Ta JOKYMEHTalli, fKa HaJISKUTh J0 KIIHIYHOTO
JOCIIIKEHHS,

€ MOXJIMBICTh 3allydaTH HEOOXIJIHY KUIBKICTh JOCHIKYBaHUX (CyO’€KTIB
JOCIIKEHHS) BIJIMOBITHO /IO MPOTOKOJTY KITHIYHOTO JOCIIKCHHS,

MEepBMHHA MEIUYHA JTOKyMEHTaIlis (MeIuYHa KapTa CTalliOHApHOTO XBOPOTO/
aMOyJIaTOPHOTO XBOPOTO) BEAETHCA BIAMOBIIHO 10 BUMOT 3aKOHOJABCTBA Ta €
MOKJIMBOCTI ii 30epiraHHs y apXiBHOMY IPHUMIIIEHHI/apXiBl HE MEHII HDK 15 pokiB
MiCyIsl 3aBEPILICHHS KIIHIYHOTO BUIIPOOYBaHHS.

3. JIII3 moske 3amyyaTucsi A0 MPOBEACHHS KJIiHIYHOTO AociikeHHs | ¢asu Ta
010€KBIBaJICHTHOCT1 JIKapChKUX 3aco0iB y pasi, skmo JIII3 Biamoinae Bumorawm,
HABEJICHUM y MMYHKTI 2 IIOTO PO3LTY, a TAKOXK KOJIM HasBHI:

OKpeMl MajaTH A AOCHIIKYBaHMX (CyO’€KTIB AOCHIIKEHHS) — 3A0POBUX
JTOOpPOBOJIBIIIB T4 YMOBU, HEOOXiAHI IS IIJIOJOOOBOTO CIOCTEPEKEHHS 3a IXHIM
CTaHOM;

OKpeMa MaHIMyJsliiiHa, KIMHaTa-ilaJbHS Ta CaHITapHa KIMHATa JJIs
JOCTIKyBaHUX (Cy0’ €KTIB HOCTIHKCHHS);

yMOBH 30epiraHHs OIOJOTIYHMX 3pa3KiB MNpH MNPOBEACHHI  KIIIHIYHUX
BUIIPOOYBAHb.

4. JlaOGoparopis s TpoBeAeHHS (PapMaKOKIHETUYHHUX JIOCHIJKEHb, IO
3ay4aeThCsl O KIIHIYHUX BUMPOOYBaHb, MOBHUHHA BiNMOBiAaTH BuMoraM HanexHoi
naboparopHoi npaktuku (GLP).

5. JIII3, sxkud TIPOBOAWTH KIIHIYHI JOCIIPKEHHS Ol0€KBIBaJIGHTHOCTI
JiKapchKUX 3aco0iB, Hajae Ao LleHTpy akpenutariiinuii ceprudikar, Buganuii MO3
VYkpainu (3a HassBHOCTI).
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VI. OcHOBHi BUMOTH 10 MAPKYBAaHHS 10CJIIKYBAHOI0 JiKapChKOro 3aco0y

1. MapkyBaHHsI TOCIIPKYBaHOTO JIIKQPCHKOTO 3ac00y Ta mpemnapary CymyTHBOT
Teparii/JonoMi>XKHOTO (HE JOCIIIKYBAHOI0) JIIKAPCHKOTO 3aco0y Mae OyTH TaKuM,
mo0 11eHTUdIKyBaTH IOCHIIKYBaHUNA JIKapCchkuil 3acid, mpemapar CymyTHbOI
Teparmii/gonoMi>kHui  (HE  JOCHIKYBaHMM) JIIKAapChbKUK 3acid Ta  KJIiHIYHE
BUIIPOOYBAHHS.

2. HeoOxinHa iH(opMalliss BUKIAIAETHCS JCPKABHOIO MOBOIO, & TaKOX MOXKE
TyOIIOBATHUCS THITMMHA MOBaMH.

Ha etukerkax moBuHHA OyTH 3a3HaueHa Taka iH(popMmaris:

1) HaliMeHyBaHHS IOPUIUYHOT 0COOM/ BJIaCHE 1M s Ta Mpi3BHUIlle (13UIHOT 0COOU
— CIIOHCOpA, MICIIE3HAXOHKCHHI/MICIIe TTPOKUBAHHS Ta HOMEp TeiedOoHy CIIOHCOpPa,
KOHTPAaKTHO1 JOCHITHULIBKOT oprasxizariii abo BiJIMIOB1AAJIEHOTO
TOCHIIHUKA/ mochiaHuka (iHGopMallisi Mpo KOHTAaKTHY OCO0Yy sl TEpMIHOBOTO
PO3KOyBaHHS JIKapChKOTO 3ac00Y);

2) mikapcbka (opMma, HUISX BBEACHHS, KUIBKICTh J030BaHUX OJWHUIL (y pasi
BIJIKpUTHUX KJIIHIYHUX BUMIPOOYBaHb — Ha3Ba/1IEHTU(IKATOP Ta CUJIA J1ii/aKTUBHICTB);

3) HoMep cepii Ta/abo koA ISt 11eHTUdIKALI] BMICTY Ta ONepalliii 3 MaKyBaHHS;

4) HoMmep (KOX) KJIIHIYHOTO BHUIIPOOYBaHHS, IO JIa€ 3MOTY 1MeHTU(]IKYBaTH
BUIMIPOOYBAaHHs, MICIle MNPOBEIACHHS KJIIHIYHOTO BHUMNPOOYBaHHS, BiANOBIAAIBEHOTO
JOCJTITHUKA/TOCIITHAKA Ta CIIOHCOPa (SIKIIO 1€ HE 3a3HAaY€HO B 1HIIIOMY MICII);

5) inenTUdIKAIIAHANA HOMEDP MOCTIKYBAHOTO (Cy0’€KTa JOCIHIIKEHHS) /HOMED
MPU3HAYEHOTO JIIKYBaHHS Cy0’€KTa KJIIHIYHOTO BUIIPOOYBaHHA Ta, y pas3l MOTpeOu
HOMEp BI3UTY;

6) BiacHe IM’sl Ta TPI3BHUIIE BIAMOBIIAILHOIO JIOCITIHUKA/JOCITITHUKA, SKIIO
BOHM HE 3a3HayueHI B iH(opmallii, Bu3HaUEHIN miAMyHKTaMu 1 a0o 4 bOro MyHKTY;

7) IHCTPYKII 13 3aCTOCYBaHHS (MOKe€ OyTH HaBeJCHE TMOCHJIAHHS Ha JIMCTOK-
BKJIQJIKYy, THCTPYKIIIO JJIS MEIUYHOTO 3aCTOCYBaHHsS a00 IHINMWNA JOKYMEHT, SKHM
MPU3HAYCHUHN ISl JOCIIKYBAHOTO (CyO’eKTa IOcCiipkeHHs) abo ocobOu, sika Oyze
BBOJIUTH JOCIIKYBaHUH JIIKapChKUH 3aci0);

8) mo3HAaueHHsS «TUIBKU IS KIHIYHUX BUIPOOyBaHb» ab00 aHaJIOTIyHe
bopMyIItOBaHHS;

9) yMmoBHU 30epiraHHs;

10) mepionm BUKOPUCTaHHS («BHUKOPUCTATH [10», CTPOK NPHUIATHOCTI, jJara
MOBTOPHOTO KOHTPOJIIO, IO yXBajieHa), BU3HAYEHUU Yy (opMaTi «MICSIL/PIK» Ta Y
croci0, 110 BUKJIIOYA€ HEOTHO3HAYHICTh TPAKTYBAaHHS,
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11) mo3naueHHs «30epiraTu y HEIOCTYIHOMY ISl JiTeH Micli» (32 BUHSATKOM
BUITA/IKIB, KOJIHU JOCIPKYBaHUH JIIKApChKUM 3aci0 MPU3HAUYCHHUM 1Sl 3aCTOCYBAHHS B
KJIIHIYHUX BHUOPOOYBAaHHSX, Yy SKHX JOCHIKYBaHl (CyO0’€KTH OCHIIKCHHS) HE
OepyTh mpemnapar 10/10My).

Micue3HaxopkeHHS Ta HOMep Tele)OHy OCHOBHOI KOHTPAKTHOI 0coOM st
iHpopMalii OO0 mpemapaTy, KJIIHIYHOTO BUIPOOYBaHHA Ta TEPMIHOBOTO
PO3KOJYBaHHSI MOXYTh HE MICTUTHCS Ha €TUKETILI, SKIIO Cy0’ €KTY BUIPOOYBaHHS
HaJaHi JUCTOK-BKJIaJKa ad0 KapTKa, /e BKa3aHi Il JaHi, 3 TONepeIKEHHSIM TpUMaTH
ix mpu cob1 yBech Jac.

Y pa3i BiICYTHOCTI 30BHIIIHBOI YMAKOBKM YyCS HEOOXigHA 1H(opMaIis
3a3HAYA€ThCS HA BHYTPILIHIA YIIAKOBIIL.

3. Skmo mocmigKyBaHUN JIKapChbKUi 3acid Oyne HajaBaTUCh AOCTIIKYBAaHOMY
(cy0’exty nocmimxeHHs) abo 0co0i, sika HOro 3acTOCOBYE, Yy TMEPBUHHIN yHaKOBII
pa3oM i3 30BHINMIHBOIO YIAaKOBKOIO (BOHM MAlOTh 30epiraTucs pa3oMm), Ha 30BHINTHIN
YHaKOBI[l Ma€ MICTUTHUCS 1H(GOpPMaITis BIATOBIIHO A0 MYHKTY 2 1bOTO PO3LTY.

MapkyBaHHsI BHYTPIIIHBOI yMakoBKU (ab0 Oy/Ib-sKOI MEPBUHHOI YIIAKOBKHU
3aKyIOPEHOTO J03YyBaJILHOIO MPUCTPOIO) BKIIIOUAE TaKy 1H(OpMaIIiIO:

1) HaliMeHyBaHHS IOPUINIHOI OCOOM/BIaCHE 1M s Ta MPi3BUIIE Pi3MIHOT 0OCOOH
- CIIOHCOpPa/BUPOOHUKA/BIIACHE M’ Ta pi3BUIIE BI/IIIOB11aJILHOT'O
JIOCJIITHUKA/ TOCHITHUKA;

2) mikapchKy ¢GopMy, HUISAX BBEACHHS (MOKHA HE 3a3HA4aTH JJis TBEPIUX
JIKapChbKUX (hopM Ui mEepOpabHOTO 3aCTOCYBAHHS ), KIJIbKICTh OJUHUIIL JO3yBaHHS
Ta y pa3l BIAKPUTUX BUNPOOYyBaHb — Ha3BY/1ICHTU(IKATOP Ta CUITY J1i/aKTUBHICTb;

3) cepito abo0 KOIOBUU HOMEpP IOCIHIKYBAaHOTO JIKAPCHKOTO 3aco0y IS
imenTrudikarii ckiaay Ta oneparii 3 makyBaHHS;

4) TmocuJlaHHS Ha KOJ KJIHIYHOTO BHUIOPOOYBaHHS, 10 JAa€ 3MOTY
11eHTu(iKyBaTH HOro, MICIIe TPOBEACHHS KJIHIYHOTO JOCIHIKCHHS, JOCTIIHUKA Ta
CIIOHCOPA, SKIIO 1€ HE 3a3HAYEHO B 1HIIIOMY MICIIL;

5) imeHTu(diKamiiHUA KOA JOCTIIHKYBAaHOTO (CyO’€KTa JOCIHIKEHHS)/HOMED
MPU3HAYEHOTO JIIKYBaHHS Ta Y BIMOBIAHUX BUIMAJAKaX HOMED BI3UTY.

4. SIxuio BHYTpIlIHA yHakoBKa Mae (opmy OiicTepiB a00 € HEBEIMKOTO PO3MIPY
(HampuKIaa, aMITyJId TOIO), /1€ HEMOXKIIMBO PO3MICTUTH 1H(HOpPMAIlil0, 3a3HAYCHY B
NyHKTI 2 [bOTO PO3MLTYy, AOCHIPKYBaHMHN JIIKApChKUM 3aci0 3a0e3mnedyeThes
30BHIIIHBOIO YMAaKOBKOIO, Ha fAKi MicTUTbca moBHa iH(opmamis. [lpu npomy
BHYTPIIITHA YIIAKOBKA Ma€ MICTUTH TaKy CKOPOUYEHY 1H(pOopMaIlito:

1) HaliMeHyBaHHS IOPUIUIHOI OCOOW/BIIaCHE 1M s Ta Mpi3BUIIE (Pi3MIHOT 0OcOOH
— CIIOHCOpa/3asiBHUKA/BJIAaCHE 1M s Ta MPI3BUIIE TOCTITHUKA;
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2) cmoci6 yBeaeHHs (MOKHA HE 3a3HA4YaTH I TBEPIAUX JIIKAPCHKUX (HOPM ISt
NepOPaIbHOTO 3aCTOCYBaHHS) Ta CUITY J11/aKTUBHICTb;

3) cepito ab0 KOIOBUU HOMEpP IOCIHIIKYBAaHOTO JIKAPCHKOTO 3aco0y IS
imenTudikarii ckiiaay Ta oneparii 3 maKkyBaHHS;

4) mocuiaHHS Ha KOJ KJIIHIYHOTO BUMIPOOYBaHHS, IO A€ 3rOAY 1eHTU(DIKYyBATH
BUMNPOOYBaHHS, MicIie MIPOBEICHHS BUNPOOYBAHHSI, B1/IMOB1aILHOTO
JOCITITHUKA/ TOCTIAHIKA Ta CIOHCOPA, SIKIIO 1€ HE 3a3HAYEHO B 1HIIIOMY MICITL;

5) 1meHTudIKAIHHUN KOJ JOCIIKYBAaHOTO (Cy0’€KTa JIOCHIKEHHS )/KO
MPU3HAYEHOTO JIIKYBaHHS Ta Y BIMOBIAHUX BUMAJAKaX HOMED BI3UTY.

5. IIpu MapKyBaHHI MOXYTh BUKOPHUCTOBYBAaTHUCh CUMBOJIM Ta MIKTOTPaMHU JIJIsI
YTOYHEHHS BHWIINe3a3HaueHo1 iHpopmarlii. MoxIuBe BKIIOUCHHS TaKOX J0JAaTKOBOI
iH(opMallii, 3acTepekeHHs Ta/ad0 THCTPYKIII 1010 TTOBOKEHHS 3 MPETapaToM.

6. JlomycKaeThCsl CIPOIIEHE MApKyBaHHS JOCITIKYBAaHUX JIIKAPChKUX 3aCO01B
Ta MpenapariB CymyTHBOI Teparii/AonoMibKHUX (HE JOCHIKYBaHHMX) JIIKAPChKHUX
3ac00iB y pasi, SIKIIO BOHU MPHU3HAYEHI IS KIIHIYHMX BUIPOOYBaHb 3 TaKHUMH
XapaKTEPUCTHUKAMHU:

IUTAHYBaHHS KIIIHIYHOTO BUIPOOYBaHHS HE MOTpeOye 3M1MCHEHHS CIelialbHUX
IPOIIECIB BUPOOHHUIITBA 00 MaKyBaHHS;

KIIHIYHE BUMNPOOYBaHHS MPOBOAMTHCA 3 JIKAPCBKUMM  3aco0amu, —sKi
3apeecTpoBaHi B YKpaiHi B yCTaHOBJIEHOMY 3aKOHO/IaBCTBOM IOPSIKY;

XapaKTepUCTUKUA  JIOCTIDKYBAaHUX  JIKAPChKUX  3ac00iB  BiANOBIIAIOTH
MOKa3aHHAM JIJIs 3aCTOCYBaHHS, 3TiTHO 3 SKUM JIIKAPChKHM 3aci0 3apeecTpoBaHO B
VYkpaini.

Y 1poMy BUMAIKy MapKyBaHHS OpPWIIHAIBHOI YIAKOBKU JOTOBHIOETHCS

iHpopMalli€o, 110 HE TMOBUHHA 3aKpUBATH OpPUTIHAJIbHE MapKyBaHHS, aje HE €
€TarioM BHUPOOHMIITBA!

1) HaliMeHyBaHHS IOPUIUYHOT 0COOM/ BJIaCHE 1M s Ta Mpi3BUIle (13UIHOI 0cCOOU
—  CIIOHCOpa/BUpOOHWKa/  BiacHeE 1M’ Ta  MPI3BHUINE  BIAMNOBIIAIBLHOIO
JIOCJIITHUKA/ TOCHITHUKA;

2) TmocwWiIaHHS Ha KOJ KIHIYHOTO BHUMPOOYBaHHSA, IO A€ 3MOTY
imeHTudikyBaT BHUMPOOYBaHHS, MICHE NPOBEIACHHS KJIIHIYHOTO BHUIIPOOYBaHHS,
JOCIiTHUKA Ta CIIOHCOPA.

7. Y pa3i Ko HeoOXiTHO 3MIHUTH 1aTy «BUKOPUCTATH JI0», HA YIIAKOBKY MOXKE
OyTH TIpHUKpITUIEeHA T0JAaTKOBAa €TUKETKA i3 3a3HaYEHHSM HOBOI JaTH «BHKOPUCTATH
710» Ta HOMepa cepii. Ii MOJKHA HAKIACTH HA cTapy JaTy «BUKOPHUCTATH JIO», ale He
Ha OpuUTiHaJIBLHUN HOMeEp cepii. Lls mpouemypa 3a HEOOXITHOCTI MOKE MPOBOJIUTHUCH
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JAOCTIIHUKOM il KOHTPOJEM OCOOH, s5Ka MPOBOJUTH MOHITOPHHT KIIIHIYHOTO
BUIPOOYBaHHS Ta MPOHIILIA CHEIialIbHY MiArOTOBKY, ajie HE € €TaroM BUPOOHUIITBA.
JlonaTkoBe MapKyBaHHS BIJNOBIJHUM YWHOM 3a3HAYa€ThCs B JIOKyMEHTaii
KJIIHIYHOT'O BUITPOOYBAaHHS.

8.  MapkyBanHs  mpemapariB  CyNyTHbOI  Tepamii/IomoMDKHUX  (He
JAOCTKYBaHUX) JIKapChbKUX 3aco0iB, IO 3aCTOCOBYBAaTUMYTHCA y KIIHIYHOMY
BUMPOOYBaHHI, Ma€ JOMOBHIOBATUCS 1H(OPMAIII€r0, 3a3HAYCHOI0 Y MANYHKTax 1 Ta 2
nyHKTy 6 posaury VI nporo Ilopsiaky, sika He MOBHHHA 3aKpUBAaTH OpHUTiHAJIbHE
MapKyBaHHS.

VII. ExcniepTu3a marepiaJjiB 11010 MPOBeIeHHS KJIIHIYHOI0 BUNIPOOYBAHHSA
JIIKapCBhKOI0 3ac00y

1. JIns mpoBeieHHs KIITHIYHUX BUITPOOYBaHb JIKAPChKUX 3aCO0IB 3asIBHUK TTOJA€
Ha Oynp-skomy Hocli 1o MO3 Vikpainu nokymMeHTH (Marepianu) KIIHIYHOTO
BUTIPOOYBaHHS, 3a3HaueHI B MiANMyHKTax | Ta 2 mporo myHKTYy, a a0 LleHTpy —
3a3HaueHl y MiAMyHKTax 3—21 IbOro MyHKTY BKJIFOYHO, B TPHOX NpHUMipHUKaxX (3a
HeoOxiaHocTl LleHTp Moke 3ampocutu J0AaTKOBUI(-1) mpuMipHUK(-H)). JloKkymMeHTH
(MaTepianu) KI1HIYHOTO BUTIPOOYBAHHS BKIIOUYAIOTh:

1) CynpoBigHuit mucT 32 GOpMOI0, HABEIEHOIO y noAaTKy 4 10 1nporo [lopsaxy.

2) 3asBa KB 3a dopmoro, HaBeneHOWw B gomatky 5 mo 1mwporo [lopsinky, B
CJICKTPOHHOMY BHIJISI/II Ta Ha IMAarepoBOMY HOCII.

3) [IpoTokon KIIHIYHOTO BUIIPOOYBAHHS JIIKAPCHKOTO 3ac00y 3 yciMa HasiBHUMU
nomnpaBKaMy JI0 HBOTO, IO MOBUHEH MICTUTHU 1HGOpMaIlil0, HABEICHY Yy PO3/ILIl 6
Hanexnoi kmiaiuaoi npaktuxu (GCP).

4) KopoTkuii BUKJIa]] 3MICTY (CMHOTICHC) IPOTOKOJY JIep>KaBHOK MOBOIO.

5) ImpuBimyanbHy peecTpauiiiny ¢opMy (KpiM MDKHAPOAHMX KIIHIYHUX
BUMPOOYBAHb).

6) bpomypy nocnigHuka, 110 MOBHHHA MICTUTH 1H(OpMAIlil0, HaBEJIEHY Y
pozaun 7 Hanexunoi kininiunoi npaktuku (GCP).

7) Jocke nociiKyBaHOTO J1IKapChKOT0O 3ac00Y.

[ToBHE mOCHE MOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y HamaeThes 3a (popmoro,
HaBEICHOIO y T0AaTKy 6 10 11p0ro [lopsaky, SKIIo AOCTiKyBaHHUH JTiKapChKUii 3aci0
B YKpaiHi He 3apeecTpOBaHUM.

CrpolrieHe 10Che AOCTIKYBAHOTO JIIKAPCHKOTO 3aC00y HATAETHCS, SIKIO MOBHE
TIOChE JTAHOTO JOCIIIKYBAHOTO JIIKAPCHKOTO 3aco0y yKe HagaBajocs a0 LleHTpy mum
3asBHUKOM pa3oM 13 3asiBoro KB/3asBoro CII.
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Kopotka xapakrepucThka Ha JIKapChKUW 3acid HaJae€Tbcs SK JOChE Ha
JOCTIDKYBaHUN JTIKAPCHKUN 3aci0, SIKIO JIIKAPCHKUN 3aci0 y»e 3apeecTpOBaHUM B
VYkpaiHi.

Jlnsg mpemapaTiB TIOpiBHSHHSA Ta TUIANe00 HAAAE€ThCA CIPOIICHE JT0Che abo
KOPOTKa XapaKTePUCTHKA JIIKAPCHKOTO 3200y .

8) CeptudikaT cepii JTOCHTIIKYBAHOTO JIKapChKOro 3aco0y, Mo Oyne
BUKOPUCTAHUN I KiiHIYHOrOo BumnpoOyBanHs. Ceptudikar cepii (ceptudikar
aHajizy, cepTudikaT SKOCT1) AOCIIIKYBAHOTO JIIKAPCHKOTO 3aC00y — JOKYMEHT, 110
BUJIAE€THCS BUPOOHUKOM 1 CYMPOBOJIKYE KOXKHY CEPIIO JIIKAPCHKOTO 3ac00y 3 METOI
MiATBEPIKEHHS HOTO SKOCTI (3a crerudiKaIliero).

Ceptudikar cepii mpemapary CymyTHBOI  Tepamii/IonoMiKHOTO  (HE
JOCIIKYBAaHOTO) JIIKAPCHKOTO 3aco0y, M0 BBO3UTHCS B YKpaiHy Ta Oyze
BUKOPHCTOBYBATHCS JIJIS1 KJIIHIYHOTO BUTIPOOYBaHHHI.

VY pasi mpoBeneHHS JOCHKeHb 3 01010CTymHOCTI a00 O010€KBIBAJICHTHOCTI
3asBHUK MOXK€ Hajatu ceptudikar cepii (ceprudikar aHamizy, cepTudikar sikocTi)
TOCITIKYBaHUX JIIKAPCHKUX 3ac00iB, 3aTBEPDKCHHUM YIIOBHOBaXKEHOIO O0CO00I0 3
SIKOCT1 BUPOOHUKA.

Sxuo mig Yac KIHIYHOTO BuUNpoOyBaHHS OyJe BHKOpHCTaHa IHIIA Cepis
JOCIHIJKYBAaHOTO JIIKApPChKOTO 3aco0y, SKUMl BBO3UTHCA B YKpaiHy, TO 3asBHUK
KJIIHIYHOTO BUIPOOYBaHHS MOBHHEH B CTpOK 10 10 KajgeHZapHUX [OHIB TMICH
3aBepILEHHS] MUTHOTO O(QOPMIICHHS OCIIIKYBaHOTO JIKapChKOTO 3aco0y HaJgaTH B
Lentp ceptudikat naHoi cepii pa3oM i3 CYyNpPOBIIHUM JTUCTOM.

9) Ilpu mpoBeneHHI KIIHIYHUX BHUIPOOYBaHb JIIKAPCHKUX 3acO0IB JIUIIE B
VYkpaini (3 MeTol iX Nojanblioi peectpaimii B YKpaiHi) AOJA€TbCS BUCHOBOK
aKpenuToBaHOi Jlabopatopii ¢dapmaneBTHyHOro aHamizy LleHTpy mozo sikocti Ha
KOXKHY cepito, ska OyJe BHUKOpPHUCTAaHA ISl KIHIYHUX JOCHIDKeHb. Y pasi
MPOBEJEHHS JOCTIKEHb JIJIsl TeHEPUUIHOTO/TIOPUAHOTO JIIKAPCHKOTO 3ac00y 3asBHUK
Moke HamaTth ceptudikar cepii (ceptudikar aHamzy, cepTUIKAT SKOCTI)
JOCTKYBAaHUX JIIKAPCHKUX 3aco0iB, 3aTBEP/KEHUN YMOBHOBAXKEHOIO 0CO00I0 3
SAKOCTI BUPOOHUKA.

VY pasi 00’€KTHUBHOI HEMOXKJIMBOCTI MPOBEJCHHS IMEBHUX JOCTIHKEHb B I
naboparopii — BUCHOBOK 1HIIIOI, /i€ € TaKa MOXKJIMBICTh, aKPEIUTOBAHOI JlabopaTopii,
BU3HaueHo1 LlenTpowm, Ta 3a HanpaByieHHsAM LIeHTpy.

Jlns anpobariii MeToaiB aHalizy A0 jaboparopii MaroTh OyTH HaaaHi 3pa3kKu
JKapChKOTro 3ac00y B KUIBKOCTI, HEOOX1IHIH JJI1s1 HOTO TPOBEACHHS.

10) Pesynbratu momepenHix ekcrneptu3 Ta/abo BucHoBkiB LlenTpy Ta/abo
pimenb MO3 VYkpaiHu, 1m0 CTOCYIOThCS JOKJIIHIYHOTO BHUBUYEHHS Ta KIIHIYHOTO
BUIIPOOYBAaHHS JIIKAPCHKOTO 3ac00y (32 HAsIBHOCTI).
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11) Ilepenik ymoOBHOBa)XEHHUX KOMIIETEHTHHX OpPTraHIB IHIIUX KpaiH, 0 SKHX
TaKOXX MOJABAJIMCh 3asIBKH 00 KJI1HIYHOTO BUMPOOYBaHHS, 1 IeTajibHa 1H(pOpMaIlis
PO MPUMHATI HUMH PIIICHHS (32 HAsIBHOCT1).

12) JlopyuyeHHs, BHJIaHE CIIOHCOPOM, 3 YITKO BHU3HAUYEHUMHM [I€JIETOBAHUMHU
MOBHOBAXXEHHSIMH, SIKIIO 3asBHUK KJIIHIYHOTO BUMPOOYBAHHS HE € CIIOHCOPOM.

13) IIpoext dopmu iHbOpMOBAaHOI 3roJM Ta IHIIA TUCbMOBa 1HGOpPMAIlS
JepKaBHOIO Ta IHIIMMU MOBAaMH, SIKy TUIAHYEThCS HAJaBaTH MAlll€HTY/310POBOMY
noopoBosbito. [Ipoektom Mae OyTu TmependadeHa 3roja IMalli€eHTa/310pPOBOTO
I0OpOBOJIBIISI HA BUKOPHUCTAHHS MOro TEPCOHANBHHUX JaHUX ISl O0OpoOKH
PE3yNbTATIB JOCIIKEHHS.

VY pa3i MDKHapOJHUX KIIIHIYHUX BUIPOOYyBaHb (popMma 1H(HOPMOBAHOI 3roju Ta
iHIIa TUchMOBa 1H(OpMaIs, fKy IUIAHYE€TbCS HAJAAaBaTH MAIl€HTY/310POBOMY
T0OPOBOJIBIIIO, TAKOK HAIAETHCS AHTIIHCHKOI0 MOBOIO.

14) KopoTki BigOMOCTI MpoO BCl TMOTOYHI KJIIHIYHI BUNPOOYyBaHHS, SKi
IPOBOATHCA 13 3aCTOCYBAHHSM JIAHOTO JIOCIIIKYBAHOIO JIIKAPChHKOro 3acoly (3a
HasiBHOCTI).

15) Panime HagaHy eKCIEpPTHY OIIHKY KIIHIYHOTO BHUMIpPOOyBaHHS (32
HasiBHOCTI ).

16) 3asBy BIAMOBIAAILHOTO MOCTITHHUKA 32 (HOPMOIO, HABEICHOIO Y NMOAATKY 7
1o uporo [lopsaky.

17) Indopmaniro mpo JIII3 Ta Micuie mpoBeAeHHs KJIIHIYHOTO BUMPOOYBaHHS 3a
dopmoro, HaBeneHOI y noaaTky 8 nmo mporo llopsinky, cTaHOM Ha 4ac HOJaHHA
JOKYMEHTIB (MaTepiaiiB).

18) Ilpodeciiina aBrobiorpadis mgocmianuka CV 3a popmoro, HaBEIEHOW Yy
nonatky 3 no 1mporo Ilopsnky, sika moBuHHA MicTHTH Taki Bimomocti: [1.I.B, ocBiry,
Miciie po6otu B 3asBieHomy JIII3 abo y 3akmaai Bumoi ocBiTv, 3 skuMm y JIII3
YKJIAJeHUM JIOTOBIp MPO CIIBOpPAIO, JOCBIJ JIKYBaHHS TAII€EHTIB BiAMOBIIHOTO
npoduUTI0 KIIHIYHOTO BUMPOOYBaHHS, MOCaay, CTaX pOOOTH, HAYKOBUN CTYIiHb,
HAyKOBI1 Mpaili, TOCBI y4acTi B KJIIHIYHMX BUMNPOOYBaHHSX (13 3a3HAYCHHSM, SKUX
came).

[Ipodeciitny aptobiorpadiro gociaigauka CV ujeHIB JOCTIAHUIIBKOI TPYIH,
iH(dOopMaIis moA0 SKUX 3a3HadeHa y ¢opmi 3rigHo 3 AomatkoM 8 1poro Ilopsaxy,
NOTpIOHO HaJaBaTH, SKIIO J0 KIIHIYHOTO BHUOPOOYBaHHS HEOOXIJHO 3allydaTH
JiKapiB PI3HUX CHEIiaTbHOCTEH.

19) Ha pocnimkyBaHui JIIKapChbKUM 3aci0 HAMAE€ThCS MIATBEPKEHHS, IO
poOoTu Ha BUPOOHUYIM iSHIN a00 Ha 00’€KTi, 16 BUPOOJIAIOTh JaHUM JIKAPChKHI
3aci0, MPOBOAATHCS 3 AOTPUMAHHAM MPUHIUIIB HAJIEKHOI BUPOOHMUYOI MPAKTHKH 3
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HagaHHsM ceptudikata GMP abo mmcemoBoi odimiitHOT 3asBH  YTIOBHOBa)KEHOT
oco0u 3 AKoCTi (BUpOOHHUKA), a00 KOTii TOKYMEHTa, BUIaHOTO Jlep>KaBHOIO CITYyKO00
YkpaiHu 3 JiKapChKHX 3aco0iB Ta KOHTPOIO 3a HAPKOTHKAMH, IO TMIATBEPIKYE
BIJIMOBIAHICT yYMOB BUPOOHHITBA BHMOram HanexxHoi BHpPOOHWYOI MPAKTUKH
(GMP) (anst BITYM3HSIHUX BUPOOHMKIB — KOINISI YMHHOI JIIIEH311 HA BUPOOHMIITBO
JKapChKUX 3ac001B).

SAxkiio Bume3azHaueHi JOKyMEHTH BHeCEeHO 10 0a3u nannx EudraGMP, 3asBHuk
HaJIa€ TIOCWJIaHHA Ha 110 0a3y gaHuXx. [Ipu iboMy KoOIii0 TOKyMEHTa 3 J0JaTKaMH (3a
HAsIBHOCTI) 3aCBIUY€ 3asBHUK.

20) 3pa3ok MapKyBaHHS JOCIIIKYBAaHOTO JIKAPCHKOTO 3aco0y Iep KaBHOIO
MOBOIO, SIKMM MOJK€ JTyOJIFOBATHCS IHIIMMH MOBaMHM BiJIITOBITHO JI0 3aKOHO/IaBCTBA.

21) JlogatkoBy iH(pOpMAIIIIO MOA0 MOCTIIKYBAHOTO JIIKAPCHKOTO 3aco0y (3a
noTpeOu): TOCHIIHKEHHS 3 BIPYCHOI O€3MEeKH; BIAMOBIIHI JOKYMEHTH Ha MPOBEICHHS
JOCIIKEHb a00 Ha TIpemnapaT 3 0OCOOJIMBIUMU BJIIACTUBOCTSIMHU (32 HASBHOCTI), 3asBY
PO BIJAMOBIIHICTE BUPOOHUIITBA J11F0YO01 O10JI0T1YHOI peuyoBUHM BUMOramM HamexHoi
BUpoOHUYOI npakTuku (GMP).

2. 3a pesynabratamu posrisany 3asBu KB MO3 VYkpainu mpoTsroMm Tpbox
KaJIeHJAapHUX THIB Hajcuiae a0 LleHTpy nucT-HampaBieHHs pa3oM 13 LI€0 3asBOIO,
PO 110 TOB1IOMIISIE 3asiBHHUKA.

[Ticns nagxomkenns ao Llentpy nucra-nampaBienHs MO3 VYkpainu 1mono
IIPOBEJICHHS €KCIEPTHU3U MaTepialliB KJIIHIYHOTO BUIPOOYBAHHS 3asBHUK MOJAE JI0
entpy nokyMeHTH (MaTepiain) KJIIHIYHOTO BUMPOOYBaHHSI, 3a3HA4YEH1 B MIAIMyHKTAaX
3-21 nyskTty 1 uporo po3aity.

3. Mix Llentpom Ta 3asiBHUKOM Mae OyTH YKJIAJCHHUI JOTOBIp MPO MPOBEACHHS
excrepTHux po6it. ExcrepTtuza matepianiB KIIHIYHOTO BUIIPOOYBAHHS MiAJISTA€E
orutati (6e3 ypaxyBaHHs KUIBKOCTI MICIIb TPOBEJCHHS JOCIIPKEHHS Ta MOIMPaBOK JI0
IIPOTOKOJY, 10 CYIPOBOKYIOTh 3asBy KB).

4. IlonepenHst ekcriepTU3a MaTepialiB KJIIHIYHOTO BUMPOOYBAaHHS JIIKAPCHKOTO
3aco0y MOYMHAEeTbCd 3 JaTH OTpuMaHHs LleHTpom MarepianiB  KIIIHIYHOTO
BurpoOyBaHHs. CTpOK MPOBENEHHS MOMNepeHboi ekcrepTusu LleHTpoM — He OUThI
HIXK 7 KaJeHIapHUX JTHIB.

[Tix yac mpoBeAeHHS MOMEpeNHbOI EKCIEePTH3H 3AIMCHIOEThCS TepeBipKa Ta
aHaJli3 BIAMOBIAHOCTI HAJAHUX JTOKYMEHTIB BIAMOBIHOTO KJIIHIYHOTO BUMIPOOYBAHHS
BUMOTaM, 3a3HaYCHUM Yy [IbOMY PO3ALII.

[Tin gac nmomepenHpoi exkcrepTu3u LleHTp MoOXe 0IHOPAa30BO HAAATH 3aSBHUKY
3ayBa)K€HHS B NHCHMOBIH (OpMi 11010 KOMILJIEKTHOCTI Ta MOBHOTH 3allOBHEHHS
MOJIaHUX MaTepiaiiB KIiHIYHOro BUMNpoOyBaHHs. [liciast oTpumaHHS BiANoOBiAI Ha
3ayBakeHHs, LIeHTp mpoOTAroM TpbOX MAHIB TMOBIIOMIISE 3asBHHUKA MPO TE, UM
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BiamoBinae Hamana 3asBa KB ta marepianu Bumoram 1poro [lopsiaky Ta 9 MOXYTh
BOHU OyTH HaIpaBJICHI Ha CTEIlali30BaHy €KCIIEPTU3Y.

Yac, moTpiOHMII Ais BIAMOBIAI Ha 3ayBaKCHHS, HE BXOJUTH JO CTPOKY
MpOBEIEHHS MONEePEAHbOT €KCIIEPTH3H.

Axuo 3asBHUK npoTsroM 10 kajdeHIapHMX JHIB HE HaJa€ BIJIMOBIAL Ha
3ayBa)KEHHS I110JI0 KOMIUIEKTHOCTI a00 He Hajaae matepiaiiB o Llentpy, marepianu
KJIIHIYHOTO BUMPOOYBAaHHS 3HIMAIOTBCA 3 PO3TISALY, NP0 IO THCHMOBO
noBiIoMJIsi€Thes 3asBHUK Ta MO3 Vkpainu. Taki marepianu, 10 HaJgaBaJuCs [0
LleHTpy, MOBEPTAIOTHCS 3asIBHUKY.

IIpy HasBHOCTI yCiX MarepiajliB KJIIHIYHOTO BUIMPOOYBaHHS IepeadadyeHux
nignyaktamu 3-21 myHkTy | 1bOro po3auly Ta CIUIaTH paxyHKy BapTOCTI
EKCIIEPTHUX POOIT B MOBHOMY OOCS31 PO3MOYMHAETHCS CHeliali30BaHa eKCIepTru3a B
[lenTpi 3 00OB’SI3KOBMM BpaxyBaHHSM E€THYHHUX Ta MOPATbHO-TIPABOBUX AaCIIEKTiB
KIIHIYHOTO BUMpOoOyBaHHS. CTpPOK TMPOBEACHHA CHEI[aNi30BaHOi EKCIEePTHU3H
[lenTpoM — He O1IbII HIXK 35 KaleHAapHUX JTHIB.

CTpox MpOBEACHHS EKCIEPTU3H MOXKE OyTH mojoBxkeHuN Ha 20 KajieHIapHUX
JHIB, y pa3l SKIIO pO3TJsSJal0ThCd Marepiajd KIIHIYHOTO BUIPOOYyBaHHS
JOCTIKYBAHOTO JIIKAPCHKOTO 3ac00y O10TEXHOJOTIYHOTO TOXOJDKEHHS YH IS
MPOBECHHS KITHIYHOTO BUMPOOyBaHHS Oyze 3aCTOCOBaHMM aAaNTUBHUNA TU3aliH abo
3aCTOCOBYBATUCH JIIKAPChKUM 3aci® mepenoBoi Teparii, npo mo LleHTp muceMoBo
MOBITOMJISIE 3asIBHUKA.

Marepianu KJIiHIYHOTO BUIIPOOYBaHHS, 3a3HadyeH1 B mianyHkTax 1-21 myHkKTy 1
[BOTO PO3ALIY, PO3TJIAAAIOTHCS Y BIMOBIAHUX CTPYKTYpHUX migpo3aiiax Llentpy.

Martepianu KJIiHIYHOTO BUNPOOYBaHHS, 3a3HaueHl B miamyHkrax 1-15 ta 19-21
NYHKTY | IbOTO PO3/LTY, pO3TIIAIAI0THCA 13 3aTyUYE€HHSIM MO3aIITaTHUX €KCIIEPTIB.

5. LenTtp mig Yac TPOBEAEHHS CHELIali30BaHOI EKCHEPTHU3H MaTepialiB
KJIIHIYHOTO BUINIPOOYBaHHS Ha TMIJCTaBl 3ayBa)K€Hb Ta KOMEHTApiB €KCIEPTIB MOXKE
OJTHOPA30BO HAJIATH 3asSBHUKY 3ayBaKCHHSI B MUCHMOBIN (HOpMi.

ITicnst oTpuMaHHs BIAMOBIAI Ha 3ayBakKeHHsS LleHTp mpoTsrom 5 kajmeHaapHUX
TTHIB TOBIIOMJISIE 3asBHUKA TIPO T€, IO BIJMOBIIb OTPUMAHO y TTIOBHOMY 00Cs31 200
3aMUTy€e YTOYHIOBaNbHY 1H(opMaliro (y pasi HEOOXITHOCTI) IOA0 HaJaHUX
BIIMOBIZICH Ha 3alMTaHHSA J0 MaTrepiajiB KJIIHIYHOTO BUIIPOOYBaHHS, TEPMiH
PO3MIISTY SIKUX HE TIEPEBUIINYE 5 KAJICHIAPHUX JTHIB.

Yac, moTpiOHMI U1 MIATOTOBKU BIJAMOBIJI HAa 3ayBa)KCHHS, HE BXOJUTH JI0
CTPOKY MPOBEJICHHS EKCIEePTU3U. SKI0 3asBHUK MpoTsroM 30 KaleHJapHUX JHIB HE
Hajae LleHTpy 3amuTyBaHI JOJATKOBI Martepiajin abo JucTa 3 OOIPyHTYBaHHSIM
CTPOKIB BiATEpMiIHYBaHHS BIAMOBIII OJHOPA30BO HE Oinbie HiXK Ha 20 KaJeHTapHUX
JHIB, MaTepiaiy KJIIHIYHOTO BUMPOOYBaHHS 3HIMAIOTHCS 3 PO3TISIAY.
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[Ipo pimenHs MOAO0 BIAMOBU y MPOBEIEHHI KJIIHIYHOTO BUIpoOyBaHHs LleHTp
MUCHbMOBO MPOTATOM TPHhOX KaJICHJAPHUX JIHIB MOBIAOMIISE 3asiBHUKA 13 3a3HAUCHHSIM
OOTpYHTOBAHMX MIACTaB AJisi NPUUHATTS Takoro pimeHHsA. [Ipu 1npomy BapTicTh
MIPOBE/ICHHS €KCTIEPTHUX POOIT 3assBHUKOBI HE TOBepTaeThcsl. Hamam 3a OakaHHAM
3asBHUK Moxe nojatu 3asisy KB 1o MO3 Ykpainu B yCTaHOBJIEHOMY MOPSAJIKY.

6. 3a pesynbraramu ImpoBeleHOi ekcreptusu llentp Hamae MO3 VYkpainu
BucnoBok: nosutuBHui, HeratuBHU. Ha mijgcrasi BucnoBky Ilentpy MO3 Vkpainu
npuiiMae pillleHHs MPO MPOBEACHHS KIIHIYHUX BHUMPOOyBaHb a00 MpO BiAMOBY B
IPOBEJICHHI KJIIHIYHUX BUNPOOyBaHb. CTpok mMpuiHATTA pimeHHs MO3 VYkpainu —
He OUTBII HIXK 7 KaJeHIapHUX JIHIB.

BucHoBOK 110710 MPOBEIECHHS KJIIHIYHOTO BUIPOOYBaHHS MPH JOTPUMAaHHI
MIEBHUX YMOB OOMEXYETHCS YMOBAMH, SIKI 32 CBOIM XapaKTepOM HE MOXKYTh OyTH
BUKOHAaHI HA MOMEHT Ha/JaHHSI BHUCHOBKY, Ta MOX€ MICTUTH BHUMOTY HAJIaHHS TaKOl
iHpopMmarii (3BiTH 3 O€3MeKku, MPOMDKHI 3BITH, MEPIOUYHI 3BITU TMPO CTaH
KJIIHIYHOT'O BUITPOOYBAHHSI TOIIIO).

[Ticns mputinsitoro pimenass MO3 YkpaiHu nepesnik 3aTBEpKEHUX KITHIYHUX
BUIIPOOYBaHb Mae OyTH omyOJikoBaHUN Ha odiuiiHomMy BeOcaiiTi MO3 Ykpainu, mo
HaJIa€ MOXJIMBICTh PO3MOYATH KIIIHIYHE BUMIPOOYBaHHS.

PimenHsiM npo mpoBeneHHS KIIHIYHOTO BUIPOOYBaHHS 3aTBEPIKYIOTHCS Ha3Ba
KJIIHIYHOTO BUIPOOYBAHHS, KOJ JOCIIXKEHHSI, BEPCis Ta JaTa MPOTOKOIY, CIIOHCOP,
3asIBHUK Ta/abo0 ropuandHa abo ¢i3zudHa ocoba, MO Ji€ 3a JOPYUYEHHSM, SIKe Ha/IaB
CIIOHCOp YW 3asBHMK, Ha BBE3CHHS JIOCHIIKYBaHHUX (3apeecTpoBaHUX abo
HE3apeeCTPOBAHMX) JIIKAPCHKUX 3aco0iB Ta CyMyTHIX MarepiamiB / MpemnapariB
CYNyTHBOI Teparii, BiamoBiganpHuW mociigauk, JI[I3 Ta wMice mpoBeneHHS
JOCIDKEHHS, TIepeiK JTOCTIKYBAHUX JIKApChKUX 3ac001B, IpenapaTy MOPIBHIHHS
Ta CYIyTHI MaTepianu / mpenapaTy CymyTHbOI Tepamii.

7. Y pa3i Hesroau 3 pimeHHsM MO3 Vkpainu npo BiIMOBY Y IPOBEJICHHI
KJIHIYHUX BUMPOOYBaHb 3asBHUK Ma€ mpaBo mpoTsaroM 30 KajJeHAapHUX JHIB MIiCIs
OTpUMaHHSA IBOTO pilieHHs 3BepHYTHUCS 10 MO3 YkpaiHu 13 3asBO0 MPO MEePerJsi
TAaKOTrO pIIIeHHS 3 MOJaHHSIM JOJAaTKOBUX MaTepiajiB, 10 OOIPYHTOBYIOTH TaKHii
mepersisa. 3a3HaueHa 3asBa pO3TIBIAAE€Tbes HE OuThin HiXK 30 KaneHAapHUX IHIB 3
Aaty 1 ofep’KaHHS O BUHECEHHS OCTaTOYHOro pimeHHs. OcTraToyHe pilieHHS 3
BIJIMOBIAHUM OOTPYHTYBaHHSIM Ha/ICUJIAETHCS 3asIBHUKY B MUCbMOBIH popmi.

3asBHUK Ma€ TMpPaBO 3BEPHYTHUCS 3a 3aXHCTOM CBOiX IIpaB 10 CYyIdy B
YCTaHOBJICHOMY 3aKOHOJABCTBOM IOPSIIIKY.
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VIII. Oninka eTHYHUX Ta MOPAJbHO-NIPABOBUX ACHEKTIB KJIIHIYHOTO
BUNIPOOYBAHHS

1. OuiHKa €TUYHUX Ta MOPAJIbHO-IIPABOBUX ACMEKTIB KJIIHIYHOTO BUMPOOYBaHHS
3MIMCHIOETHCSI KOMICISIMM 3 TIUTaHb €TUKH, JI€ POBOSATHCS KJI1HIUHI BUTTPOOYBaHHS.

2. Tlo3uTuBHA OIlIHKA KOMICii 3 MHUTaHb €TUKU OGOPMITIOETHCS BIAMOBIIHUM
IIPOTOKOJIOM 11 3aCiJIaHHsI Ta € TIOTO/PKCHHSIM IIPOBEICHHS KJIIHIYHOTO BUIIPOOYBaHHSI
B koHkpetHoMy JIII3, ne Oe3mocepeanbo po3ramioBaHe(-1) Micie(-s) MPOBEICHHS
BUIIPOOYBAHHS.

3. KoMicii 3 muTaHbh €TUKH TAKOXK 3a0e3MeUyOTh JOTPUMAHHS €TUIHUX HOPM
1] Yac MPOBEACHHS KITHIYHUX BUMIPOOYBaHb y KOHKpeTHOMY JIIT3.

4. Jlns onep)kaHHS OINIHKM E€TUYHUX acCIeKTIB KIIHIYHOTO BHUIPOOYBaHHSI
3asIBHUK MMOJA€ HAa OyAb-sIKOMY HOCIT 10 KOMICIi 3 MUTaHb €TUKH TaKi JOKYMEHTH:

1) CynpoBigauii ucT 3a GOpMOI0, HABEICHOIO Y A0AaTKy 4 10 1poro [Topsaky.
2) 3asBy KB 3a hopmoro, HaBesieHOIO Y 101aTKy 5 110 11010 [lopsnky.

3) [IpoTokon KIIHIYHOTO BUMIPOOYBAHHS JIIKAPCHKOTO 3ac00y 3 yciMa HasiBHUMU
MOTNPaBKaMH JI0 HHOTO, 110 MOBHHEH MICTUTH iH(OpMAIli0, HABEJCHY B pO3aUIl 6
Hanexnoi wminiuynoi mpaktuku (GCP), BukmageHuid aHTIINCHKOI MOBOIO — JIJIS
MDKHApOJAHUX KIIHIYHUX BUIPOOYBAaHb Ta JEPKAHOI MOBOIO — JUIA BITYM3HSHUX
KIIHIYHUX BUIIPOOyBaHb, Ta KOPOTKUW BHKIAJ 3MICTy (CHHOIICHC) MPOTOKOIY
Jep>KaBHOIO MOBOIO.

4) bpomrypy AOCHIHMKA, IO TOBHHHA MICTUTU 1HGOpPMAIlIO, HABEICHY Y
po3aini 7 Hanexxnoi kiminignoi nmpaktuku (GCP).

5) JlopyuyeHHs, BuUIaHE CIOHCOPOM, 3 YITKO BHU3HAYCHHMH JI€JICTOBAHUMH
MOBHOBAXXEHHSIMH, SIKILIO 3asiBHUK KJIIHIYHOTO BUIPOOYBAHHS HE € CIIOHCOPOM.

6) IIpoext dopmu 1HPOpMOBaAHOT 3roJM Ta 1HIINY MUCBMOBY 1H(OpPMAIIIO, AKY
IJIAaHYETHhCS HAJaBaTHU TMALIEHTY/3J0POBOMY JTOOPOBOJIBIIO (JIEP)KABHOIO Ta 1HIIMMH
MOBaMH).

7) Iadopmamito mOM0 3axoAiB 3 HA00PY AOCHIKYBaHUX (Marepiaiu
iHbOpMaLIHHOTO Ta PEKJIAMHOTO XapakTepy, SKI BUKOPHUCTOBYBATHUMYTHCS MJIs
3ay4yeHHs AOCTIKYBaHUX A0 KITHIYHOTO BUMIPOOYBaHHS (32 HAssBHOCTI)).

8) KopoTki BiOMOCTI MpO BCl MOTOYHI KJIIHIYHI BUIPOOYBaHHS, IO
MPOBOMIATHCS 13 3aCTOCYBaHHSM JaHOTO JOCIIKYBAHOTO JIKapChKOro 3acoly (3a
HasIBHOCTI).

9) 3asBy BIANOBIIAILHOTO JAOCIIIHUKA 32 (POPMOIO, HABEJIEHOIO Y JA0JIaTKy 7 JI0
uporo Iopsanky.

10) Indopmaniro mpo JIII3 Ta Micuie TpoBeAeHHS KJIIHIYHOTO BUNPOOYBaHHS 3a
(dhopmMor0, HaBeIEHO y moAaTKy 8 m0 1poro [lopsnky, Ha Yac momgaHHs TOKYMEHTIB
(MaTepiaiB).
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11) Ilpodeciitna aBtoGiorpadis gocmianuka CV 3a (opmoro, HaBEIEHOIO Y
noxatky 3 1o mporo [lopsaky.

[Tpodeciiiny aBtobiorpadiro mocmimaauka CV 4ueHIB JOCHITHUIIBKOI TPYIH,
iH(opMarlis Mmoo SKUX 3a3HadyeHa y ¢opmi 3rigHo 3 goaaTkoM 8 1poro Ilopsaky,
NOTPIOHO HaNaBaTH, SIKIIO JO KIIHIYHOTO BHUIPOOYBaHHS HEOOXITHO 3alydaTH
JKapiB pi3HUX CIELIATbHOCTEM.

12) Iadopwmariito, 1o BU3HAYAE YMOBH CIUIATH BUHAropoau ab0 KOMITCHCAIil
JTOCTDKYBaHUM (Cy0’€KTaM JOCHIDKEHHS) 3a y4acTh Y KIIHIYHOMY BHUIIPOOYBaHHI
(skmo 1e mepeadayeHo IMPOTOKOJIOM KJIIHIYHOTO BUIPOOYBAHHS), SKa MOXKE
MICTUTHCS Y CYyNIPOBIAHOMY JIMCTI 3 TOCUJIAHHSM Ha BIAMOBITHUHN JOKYMEHT, SIKUM 1€
nepeaoayacThesl.

13) [HCcTpyKIIito CTIIOHCOpa/3asiBHUKA IS BIJIMOB1AAIEHOTO
JOCIIITHUKA/MIOCHITHAKA IOJ0 i y pa3l BUHUKHEHHS TNOAll, 10 MOXe OyTu
TPAKTOBaHA K CTPAXOBUN BHUIAIOK IIiJl YaC MPOBEIEHHS KIIHIYHOTO BUIPOOYBAHHS
BITHOCHO 3aBJaHHS MOXJIMBOI INKOAM JKUTTIO Ta 370pPOB’I0 JOCITIHKyBaHUX
(cy0’€KTiB JOCHTIKCHHS).

14) Komito ceptudikara 10 IOrOBOpy MpO CTpaxyBaHHS BiJNMOBIIAIBHOCTI
3asiBHUKA TIEpea TPeTIMH oco0amMu (JOCIIKYBAaHUMU/CYO €KTaMU JOCIIIKEHHS)
0JI0 HAHECEHHS WIKOAM iXHhOMY JKHATTIO Ta 3J0POB’I0 MiJ Yac IPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHS JIIKAPChKOTO 3aC00Yy.

5. Marepianu KJIIHIYHOTO BUMPOOYBaHHSI TOJAIOTHCS O KOMICIT 3 MUTaHb €TUKU
B oJHOMY npuMipHuKy. 3asiBa KB y moBHOMYy 00cs31 3a ¢hopmMoIo, HaBEICHOW Yy
nonatky 5 no mporo [lopsnky, nogaeTscs Ha OyIb-IKOMY HOCII.

6. Kowmicis 3 nuTaHb €THKM TMICAsS OTPUMAaHHS Ha PO3MIIAN JTOKyMEHTIB
nependadyeHux MignyHKTamu 1-14 myHKTY 4 1BOTO pO3AUTY 3MA1MCHIOE OIIHKY
MOPAJIHbHO-ETUYHHUX Ta MPABOBUX ACMEKTIB MaTepiaiiB KJIIHIYHOTO JOCIIKCHHS, 3a
pe3yinbTaTaMu  SIKOT TOTOJDKY€ TPOBEACHHS KJIIHIYHOTO BUIPOOYBaHHS B
koHkpeTHOMY JIII3 abo Hajgae BMOTHBOBaHY BiMOBY.

7. Ilig yac 3A1ACHEHHS OLIHKM MOPAJbHO-€TUYHMX Ta IMPABOBUX AaCIEKTIB
MaTepialiB KJIIHIYHUX BUIPOOYBaHb KOMICIS 3 NUTaHb €THKU OJHOPA30BO MOXKE
3alUTaTd B MUCHMOBIH (OpMi y 3asBHHKA JOJATKOBI MaTepiaian Ta/abo 3alpoOCUTH Ha
3aciJaHHA KOMICii TNpeICTaBHUKA 3asBHUKA JUIS HAJAHHS JIOJIATKOBUX IOSICHEHb.
Ctpok [u1st HajaHHS JOJATKOBUX MaTepialliB/TIOSICHEHb HE NMOBUHEH MEepPEBUILYBATH
30 xajeHnapHUX JHIB.

CTpok 1Sl OLIHKM E€TUYHMX Ta MOPAJIbHO-TIPABOBHUX ACIEKTIB HE IMOBHUHEH
nepesuinyBaTy 30 KajdeHIApHHUX JHIB 3 JaTW OTpuMaHHA Kowmiciero 3assu KB (6e3
ypaxyBaHHS 4Yacy, HEOOXIAHOTO [uIi MiATOTOBKH 3allUTaHUX JOJATKOBUX
MaTepiaiB/TOsSCHEHB).
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8. KomMicist 3 muTaHb €TUKU HAJA€ 3aABHUKY BUTAT 3 MPOTOKOIY MPO MPUNAHATE
pILIEHHS 11010 MaTepiaiiB KIIHIYHUX AOCIIIKEHb.

9. VYV pa3i HeraTMBHOI OIIIHKM ETHYHUX Ta MOpPAIbHO-IPABOBUX AaCIEKTIB
KJIiHIYHOrO BuUNpoOyBaHHs KoMmici€ero 3 NHUTaHb €THKHU 3asBHUK mpoTsarom 30
KaJICHJAApHUX JHIB MICIS OAEpKaHHS BUTATY 3 MpOTOKoiy 3acimanHs Kowicii 3
MUTaHb €TUKA MOXKE HaJaTH JOAATKOBI MaTepiaid Ta BIJIMOBIIb HA 3ayBOKCHHS 3
apryMeHTalli€l0 X Meperisiay, 0 MamTh OyTH pO3TsHYTI B CTpok g0 30
KaJICHJAApHUX JHIB 3 BUHECEHHSIM OCTAaTOYHOI OI[IHKM ETHYHUX Ta MOpaJIbHO-
IIPaBOBHX ACIMEKTIB I[LOTO KIIHIYHOTO BUMPOOYBaHHS.

10. V pa3i HeratuBHOI OIIIHKM ETHYHHUX Ta MOPAJIbHO-NPABOBUX AaCIEKTIB
KJIiHIYHOTO BHUMpoOyBaHHS Kowmici€ro 3 mUTaHb €TUKHM 3asBHUK iHQopmye LleHTp
npoTsAroM 15 kaneHgapHUX THIB MICHS OJEP>KaHHS BUTATY 3 MPOTOKOIY 3aciIaHHS
Kowmicii 3 muTaHp €TUKH 3 OCTATOYHUM PILLIEHHSIM.

IX. IIpoBeaeHHsl KJIIHIYHOrO0 BUNIPOOYBaHHS

1. Kniniune BUNpoOyBaHHA MOKE PO3MOYMHATHUCS B KOKHOMY KOHKPETHOMY
MIIB 3a HasBHOCTI mo3utHBHOrO pimeHHss MO3 VYkpaiHu, MO3UTUBHOTO BUTATY 3
MPOTOKOJY KOMICIi 3 TWTaHb €TUKH IIOAO TMOTO/HKEHHS I[hOTO KJIIIHIYHOTO
BUMPOOYBaHHS 1 3a YMOBHM OGOPMIICHHS [OTOBIPHUX BIJHOCHH MIDK Yycima
IOPUAMYHUME Ta (QI3UYHUMH 0co0aMu, SKi 3aJy4eHi O MPOBEACHHS KIIHIYHOTO
BUNMPOOYBaHHsI, Ta MiCasl O(QOpPMIIEHHSI JIOTOBOPY CTpaxXyBaHHS BiJANMOBIAaIBHOCTI
3asBHUKA Tepe] TPeTIMU oco0aMH (JOCHIIPKYBAaHUMU/CYO’ €KTaMU  JTOCIIHKEHHS)
0JI0 HAHECEHHS WIKOAM iXHbOMY JKHATTIO Ta 3J0POB’I0 MiJ Yac MPOBEICHHS
KJIIHIYHOTO BUIIPOOYBaHHS JIIKAPChKOTO 3aC00Y.

Cnoncop (topuanuna abo ¢gizuuHa ocoda 3a JOPYUCHHSIM CIIOHCOpA) YKIIAJAE 13
JITI3 poroBip MmIOA0 MPOBEACHHS KIHIYHUX BUIPOOYBaHb JIIKAPCHKUX 3ac001B
BIJITTOBITHO /10 BUMOT 3aKOHO/IaBCTBA.

SAkio B KIIHIYHOMY BUIIPOOYBaHHI Oepe ydacTh HAayKOBO-JOCHiJHA yCTaHOBA
a0o0 3akjaj BUIIOI OCBITH, Y TAaKOMY BUIAJAKy Mae OyTd mependadyeHo MiAMHCAHHS
0araToCTOPOHHBOTO JOTOBOPY MIXK CLIOHCOPOM (FOPUAMYHOIO a00 (P13MIHOI0 0COO0I0
3a qopy4eHHsAM crioHcopa) Ta JIII3 1 HayKoBO-IOCIITHOIO YCTAaHOBOKO a00 3aKIIagoM
Buoi ocBiTH III-1V piBHIB akpenuTaii.

Omata J0JaTKOBO BHKOHAHOI POOOTH/HAJaHMX IMOCIYT BIANOBIJAIBHUX
JIOCJIITHUKIB/TOCITHUKIB, IO HE MOB'A3aH1 13 BUKOHAHHSIM HHMH CBOIX ITI0CAIOBHUX
o6oB's13kiB y JIII3 a60 HaykoBO-A0OCHIIHIM yCTaHOBI, a00 3akiasil BuIoi ocBiTy I11—
IV piBHIB akpeauTarlii, 3MIHCHIOETHCS CHOHCOPOM (FOPUAMYHOIO a00 (HI3UYHOIO
0CO00I0 3a JOpPYYCHHSM CIIOHCOpA) Ha IIJICTaBi OKPEMOro JOTOBOpY, IO
VKIAAAEThCS 3  BIAMOBIJAIBHUM JTOCTITHUKOM/AOCTITHUKOM (3a mOTpedw — 13
CITIBJOCIITHUKAMH ) BIATIOBITHO JI0 BUMOT 3aKOHO/IaBCTBA.
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[{um moroBopom Mae OyTu mependadeHo ditke po3mexkyBaHHs ynkmiit JITI3 Ta
BI/IITIOB11aJILHOTO JTIOCJI1THUKA/ qOCII AHUKA/ CITIBJIOCI1THUKA, 1110 [IOBHHHI
BUKOHYBAaTHCSI HUM y CBili HEpOOOUMI Yac Ta MOB'A3aHi, SK MPaBWIO, 3 BUKOHAHHSIM
1HTEJIEKTyJIbHOT pobGoTu (aHaMITUYHOT, 1H(pOpMaIliiiHO1, €KCIEPTHO-
KOHCYJIbTAaTUBHOI, CKJIaJaHHS 3BITIB KJIIHIYHOTO BUIPOOYBAHHS TOINO). SIKIO Iij
yac BUKOHAHHS poOoTH/HaTaHHS MOCHYT BIIITOBIAJIBHUIN
JOCIITHUK/ TOCITHUK/CITIBAOCIITHUK BUKOPUCTOBYIOTh MaTepiabHO-TEXHIUHY 0a3y
JITI3, BianmoBigHi Butpatu JIII3 Marote Oytu Bigmkomosani JIII3 cnoHcopom
(ropuanuHor0 abo (Pi3uyHOI0 0CO00I0 3a JOPYYECHHSM CIIOHCOpA) BIAMOBIIHO IO
ykaageHoro HuM goroBopy 3 JIII3, skuii, 30kpeMa, IMOBHHEH MICTUTH OKpeMe
MOJIOKEHHS TIPO Take 3000B'si3aHHS CIIOHCOpa (FOpuaAndHOI abo ¢i3udHOi 0co0H 3a
JOPYYEHHSIM CIIOHCODA), abo BiJITOBITAJTbHUM JIOCITI THUKOM
/MOCT1THUKOM/CITIBAOCIIITHUKOM 32 OKPEMHM JOTOBOPOM, VKJIAIEHUM MDK HUM Ta
JIII3.

BBeszenHs qociipkyBaHuX JIKapChKUX 3ac001B, MpernapariB CymyTHBOI Teparmii /
JOTIOMDKHUX (HE JOCTIHKYBaHUX ) JIIKAPCHKUX 3aC00IB Ta CYIMyTHIX MaTepiaiaiB MOXKe
3I1MCHIOBATHCS CIIOHCOPOM, 3asBHUKOM Ta/a00 HOPUANYHOI ab0 (i3UYHOI0 0CO0010,
sgKa JIi€ 3a JOPYYCHHSIM CIIOHCOpa ab0 3asBHMKA HAa BBE3CHHS OCHIDKYBAaHUX Ta
JOTIOMDKHUX (HE JOCIHIIKYyBaHUX) JIKApChKUX 3aco0iB (3apeecTpoBaHuX abo
HE3apeECTPOBAHMX ) JIIKAPCHKHUX 3aCO01B Ta CYMyTHIX MaTepialiB (MEAUYHUX BUPOOIB,
MEIUYHOTO Ta JIabOpaTopHOro OOJaJHAHHS TOIIO), IO NpPHU3HAYEHI IS
BUKOPHUCTAHHS B MEXaX MPOBEJCHHS IIOT0 KIITHIYHOTO BUITPOOYBAHHSI.

2. BBe3enns/BuBe3eHHs Ha/3 Teputopito(-i) Ykpainu, oOiik, 30epiraHHs Ta
3HUIIEHHS JIOCTIKYBAHOT'O JIIKAPCHKOTO 3aco0y Ta CYMYyTHIX MaTepiaiib,
MPU3HAYCHUX ISl IPOBEICHHS KIIHIYHOTO BUIIPOOYBAaHHS, O10J0TIYHHUX 3pa3KiB IS
71a00paTOPHUX aHANI3iB 31ICHIOIOTHCA y TOPAAKY, BA3HAUEHOMY 3aKOHOAABCTBOM.

SKkmo mociipKyBaHUN JIKAPCHKHUEM 3aci0 HAJEKUTh 1O HAPKOTHYHHUX 3acC00iB,
MICUXOTPOITHUX PEYOBUH 1 IPEKYPCOPIB, 3IIMCHEHHS €KCIIOPTHO-IMIIOPTHUX OTepariiit
MOJKJIUBE MICJISI OTPUMAaHHS BIAMOBITHOTO 103BONy JlepkaBHOi ciry>xOu Ykpaiam 3
JKapChKUX 3aC00IB Ta KOHTPOJTIO 32 HAPKOTHUKAMHU.

3. Ilicnigs mouaTKy KIIHIYHOTO BHUIPOOyBaHHS (MIAMHCAHHS MNEPLIUM
TOCIIKyBaHUM (Cy0’€KTOM JOoCIiKeHHs) (hopMu 1HHOPMOBAHOT 3r0/I1) BiIITOBITHO
JI0 TIPOTOKOJTY KJIIHIYHOTO BUIIPOOYBaHHSA CIOHCOP (fopunyHa abo ¢izuyHa ocoda 3a
JOPYYCHHSIM CTOoHcOpa) Hazacwiae Ao Llentpy y crpok mo 10 kaneHmapHUX HIB
MOBIJIOMJIEHHST TMPO TOYaTOK KIIHIYHOTO BHUNPOOYBaHHS B YKpaiHi / MicIl
MIPOBEICHHS TOCIKEHHS 3a (OPMOI0, HaBEICHOIO B 1oAaTKy 9 10 1boro [lopsiaky.

Y BUMAaAKy BUKIIOYEHHS CIIOHCOPOM  JOCHIJHHUKA/MICIIe  MPOBEICHHS
TOCTiKEeHHs, 3aTBepkeHoro MO3 Ykpainu / MOTOHKEHOTO0 KOMICIEI0 3 MHUTaHb
€TUKH, cHoHcop (ropuanyHa abo ¢QizuuHa ocoba 3a JOPYUYECHHSIM CIIOHCOPA)
iHpopmye LleHTp Ta KOMICIHO 3 NMUTAHb €THUKHU JUCTOM JOBIIBLHOI ()OPMHU PO TaKe
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pIIICHHS Ta IPUYMHU KOTO MPUUHATTS He mi3Hime 30 KaJeHAapHUX AHIB 3 JHS HOTO
IIPUNHSTTA.

4. TlpoTsroM KIIHIYHOTO BHUIIPOOYBaHHS Ta MICAS WOro 3aKiHYEHHS y pasi
notpe6bu LlenTp Ta KOMiciE 3 THTaHb €TUKM MOXYTh 3alMTaTd B
JOCTIIHUKA/CTIOHCOpa AOJATKOBI MaTepiair CTOCOBHO KIIHIYHOTO BUIIPOOYBaHHS.

5. BianoBimanbHUN AOCTIIHUK/IOCTITHAK TIOBUHEH TIPOBOJUTH KJIIHIYHE
BUMPOOYBaHHS  BIAMOBIIHO 0  MPOTOKOIY  KIIHIYHOrO  BUNPOOyBaHHS.
BignoBiganbHuii  TOCTITHUK/AOCIITHUK MOXE€  BIAXWJIUTHCS BIJ IPOTOKOIY
KJIIHIYHOTO BUIMPOOYBAHHS JIMIIE Yy pa3l HEOOXITHOCTI YCYHEHHS HEOE3MeKH, M0
0e3MocepeIHbO  3arpoKy€e  JOCHIDKYBaHUM  (Cy0O’€KTaM  OCHIKEHHS), 0e3
nonepeaHboro 3arBep/keHHs MO3 VYkpaiHM Ta TOTOKEHHS KOMICIi 3 MHUTaHb
eTuku. Take BIIXWJIEHHS BiJ MPOTOKONY KIIHIYHOTO BHUIPOOYBAHHS JOCIHITHUK
3000B’s13aHUNA 33I0KYMEHTYBAaTH Ta TOBIJOMHTH KOMICII0 3 MHUTaHb e€Tuku. Omuc
JOMYIIIEHOTO BIAXWJIGHHS, WOro NpUYMHU Ta (32 MOTpeOu) MPOMmo3ullii 11010
BHECEHHSI MOMPABOK J0 MPOTOKOIY KIIHIYHOTO BUIPOOYBaHHS MOBUHHI OyTH HaJaHi
CTIIOHCODY.

[HII1 BiAXMIJIEHHS B1Jl TPOTOKOJY MOJAIOTHCS A0 KOMICIT 3 MUTaHb €TUKU Pa3oM 3
NepIOANYHUM 3BITOM IIPO CTaH MPOBEACHHS KJITHIYHOTO BUMPOOYBaHHS Y YKpaiHi.

6. Cnoncop (ropummuna abo ¢izuuyHa ocoba 3a JOPYYEHHSM CIIOHCOpPA)
iHpopmye LleHTp Ta KOMICIIO 3 TUTaHb €TUKH JIMCTOM Y JOBLIBHIN (hOpMI HE TI3HIIIE
30 poOounx mHIB 3 JHS, KOJH HOMY CTJIO BiIOMO, NMPO BCl BUITAJIKU BIIXWJICHD Bij
BCTAHOBIICHOTO TOPSAKY MPOBEIEHHS KIIHIYHUX BUMPOOYBaHb, IO CTaBJIATH ITiJ
CyMHIB 0e3IeKy JochiKyBaHuX (Cy0’€KTIB MOCTIKEHHS) a00 JOCTOBIPHICTH
pe3yNbTaTiB KIHIYHOTO BUIIPOOYBaHHS.

7. IIpo MOYaTOK KJITHIYHOTO BUIPOOYBAHHS BIJIMIOBI1AAIbHUI
JTOCTITHUK/TOCTITHUK  1HQOpMYy€e KOMICIKO 3 TIMTaHb €TUKU TmpoTsirom 10
KaJICHIApHUX JHIB IOBIAOMJICHHSIM IIPO IOYaTOK KIIHIYHOTO BHMNPOOYBaHHS B
VYkpaini / MicIli TPOBEICHHS TOCTIKEHHS 32 (OPMOI0, HaBEICHOIO B JOJATKY 9 110
uboro Ilopsanaky.

Kowmicisi 3 muTaHp €TUKU 3MI1HCHIOE HArisA[ 3a JOTPUMAaHHIM TMpaB, Oe3MeKH,
Oylaronosyydsi JOCHIKYBaHOTO (Cy0’€KTa MOCIIJKEHHS), €TUYHUX Ta MOpPaJbHO-
MPABOBUX MPUHLHUIIIB TPOBEICHHS KIIHIYHUX BUIPOOYBaHb.

8. Skmo mig yac MpoBEACHHS KJIIHIYHOTO BUIPOOYBAHHS BIAMOBIAATBHUN
JOCTIIHUK 32 HEOOX1THOCTI TOJaTKOBO 3ajy4ya€ JOCIIIHMKA, TO BIH Ma€ BIANOBIIATH
BuMoraMm NyHKTYy 1 poszainy V uporo Ilopsiaky. Cnioncop (ropuaudda abo ¢izudyHa
ocoba 3a JOpydYEHHSM CIOHcopa) mnoBigomisie lLleHTp mnpo Taki 3MIHH Y
NEePIOUYHOMY 3BITI PO CTaH MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS B YKpaiHi.
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X. 3MiHM Ta TOMIOBHEHHS, 110 BHOCATHCS i/l YaC MPOBeAeHH KJIIHIYHOT0
BUNIPOOYBAHHS

1. BHeceHHsI MONMPABOK il YaC MPOBeACHHA KJIIHIYHOT0 BUNIPOOYBAHHS

1. Tlpu mpoBemeHHI KIIHIYHOTO BHUMIPOOYBaHHS [0 MaTepiaiiB KIIHIYHOTO
BUMPOOYBAHHS MOXYTh OyTHM BHECEHI 3MIHM Ta JIOTIOBHEHHS. Taki 3MIHM Ta
JIOTIOBHEHHSI PO3IIANAIOTECA K TOMPAaBKH, SIKI MOXYThb OyTH CYTTEBUMH a0o0
HECYTTEBUMU.

2. [lonpaBku 10 MaTepiaiiB KIIHIYHOTO BUIPOOYBaHHS BBAXKAIOTHCS CYTTEBUMU,
SIKIIIO BOHU MOXXYTh BIUIMHYTU: Ha 0e3reKy abo ¢i3udyHe 4u MCUXIYHE Oaronoayydys
JOCTIKyBaHOTO (CyO’€KTa MOCTIPKEHHS); HAa HAYKOBY IIHHICTH KJIIHIYHOTO
BUIIPOOYBaHHS; Ha MPOBEACHHS KJIIHIYHOTO BUMPOOyBaHHS a00 KEPIBHUIITBO HUM; HA
AKICTh a00 Oe3meKy JOCHIKYBAaHOTO JIKApChKOTO 3aco0y, IO 3aCTOCOBYETHCA Y
KJIHIYHOMY BHUIIPOOYBaHHI, a TAaKOX SIKIIO IMPOMOHYIOTh 3MIHY BiJAMOBIAAIEHOTO
JTOCHIIHMKAa a00 JI0JaTKOBO 3allyddTH JO KJIIHIYHOTO BHUIIPOOYBAaHHS HOBOTO
BIJIMOBIAQIBHOTO JIOCTIAHUKA a00 HOBE MICIIE ITPOBEACHHS JOCIIKEHHs B YKpaiHi
BIJIMOBIAHO 10 MEPEJiKy acHeKTiB KIIHIYHOTO BUIPOOYBaHHS, MIOJO0 SIKUX CIOHCOP
Ma€ BHECTHU CYTTEBI MOMPABKH, HaBeJeHOTOo y moaatky 10 mo 1mporo [opsaky.

3. Skuro mompaBKM MarOTh CYTTEBUN XapakTep, croHcop noBimomisie LleHTp i1
KOMIiCit0(-1) 3 MUTaHb €TUKHU MIPO MPUYUHHM 1 3MICT TOTIPABOK.

4. Jlna 3aTBEpKEHHS CYTTE€BOI MOMNpaBKW 3asBHUK mnojgae 10 MO3 VYkpainu
CYNPOBIIHUMN JIUCT 32 POopMOI0, HaBeZieHOw Yy noaatky 11 mo uporo [opsiaky, 3asBy
CII 3a dbopmoro, HaBeaeHO y nmoaatky 12 mo mporo [lopsaky, a mo IlenTpy momae
MaTepiaji CyTTEBOi MOIMPABKH, BUTATH 3 JOKYMEHTIB, IO MICTSTh CTapy 1 HOBY
peNaKilifo TEKCTy, abo HOBYy BEpCil0 3MIHCHHX JIOKYMEHTIB, SKYy MOXHa
inmentudikyBat 3a i HOBMM HOMEpPOM 1 JaToO0; AOJATKOBY 1H(OpMaIliio, IO
BKJIFOYAE pPE3IOME JIaHMX (3a HAsABHOCTI), OHOBJICHY 3arajibHy OIIIHKY PHU3HUKY 1
KOpPHCTI (32 HAasBHOCTI), MOXJIMBI HaCHAKU Ui JOCHIIKYyBaHMX (CyO’ €KTiB
JOCJIIDKEHHS), 10 BKJIIOUEHI B KIIIHIYHE BUIMPOOYBAHHS, MOJIMBI HACTIIKH JJIs
OLIIHKH PEe3yJIbTaTIB KIIIHIYHOTO BUIPOOYBaHHS.

5. Slkmo cyTTeBa TOMNpaBKa CTOCYETHCS OUIBII HIK OJHOTO MPOTOKOIY
KIIHIYHOTO BUIPOOYBaHHA JJIs JOCHIKYBAaHOTO JIIKAPCHKOTO 3acoly (OKpiM
3JIy4eHHS JOAATKOBMX MICIb MPOBEACHHS KIIHIYHOTO JOCHIIKEHHS), CIOHCOP
MOJK€ 3pOOMTH y3araibHeHe mojaHHs M0 LleHTpy Ta Komicii 3 MUTaHb €TUKH 3a
YMOBH, 110 B cynpoBimHoMy JucTi Ta 3asBi ClI 3a3HaueHo mepenik yciX MpOTOKOJIB
KJIIHIYHUX BUTIPOOYBaHb, IKMX CTOCYETHCS 115 TTOTPaBKa.

6. SIKmo mompaBKH HECYTTEBI (HAMpPHUKIAA, 3MiHa KOHTAaKTHOTO Tele(oHy,
HallMEHYBaHHs 3asBHUKA a00 JOCIIIHUKA y OyIb-sIKik KpaiHi, kKpiM YKpaiHu, HOBa
BepcCis OpoIrypu TOCTITHUKA, B SIKIA HE 3MIHIOETHCS OI[IHKA CITIBBITHOIICHHS PU3UK /
KOPUCTh, 3MiHA IUIAHOBAHOI KIJBKOCTI 3aJlydeHUX JOCTIHKYBaHUX (CyO’€KTIB
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TOCTIKEHHSI) B YKpaiHi, 10 HE BIUIMBATMME HA CTATUCTUYHHWMA aHali3, TOIIIO)
BIJIMOBIAHO JI0 TIEPEIiKYy acCHeKTIB KJIIHIYHOTO BUIPOOYBaHHS, MIOAO0 SKUX CIIOHCOP
Ma€ BHECTH CYTTEBI TOIpaBKH, 3a3HadueHUX y nomatky 10 mo mwporo Ilopsaxy, Ta
AKIIO BOHM HE MAalOTh NPSIMOrO BIAHOUIEHHS JO TPOBEACHHS KIIHIYHOTO
BUNPOOYBaHHS B YKpaiHi, Taki 3MiHU HE MJIATal0Th ekcrepTu3i B LleHTpi Ta omiHIIl
KOMICIi 3 MUTaHb €TUKU. Y I[bOMY BUTIAJKY 3assBHUK MUCHMOBO moBigomIisie LlenTp Ta
KOMICII0 3 TIMTaHb €TUKH MPO BHECEHHS HECYTTEBUX IOMPABOK y TOKYMEHTAIIIIO
KJIIHIYHOTO BUIPOOYBaHHS.

7. JlocnigHUK TIPOBOAMTE KIIIHIYHE BUMIPOOYBAaHHS BIAMOBIHO 10 BHECEHOI(-UX)
CYTTEBOI(-MX) MOMPaBKU(-0K) 10 TPOTOKOJIY KJIIHIYHOTO BUMPOOYBaHHS TIJILKH B pa3i
npuitHATTA pimeHHs MO3 VYkpainu 1moao cyTTeBOi(-MX) MOMpPaBKU(-OK) Ta SKIIO
HEMae 3arepeyeHb 3 00Ky KOMICIi 3 MUTaHb €THKU (CTOCYETHCA KOHKPETHOTO MICIIS
MPOBEJCHHS KIIHIYHOTO BUIPOOYBaHH).

3a pesynbTatamu po3risiay 3asasu CII MO3 Ykpainu npotsarom 3 KajleHAapHUX
AHIB Hajacuiae 10 LlenTpy nucr-HanpaBieHHsS pa3oM 13 MaTepiajlamMu, 3a3HaYCHUMH B
MYHKT1 4 IIbOTO PO3ALTY.

8. SAkuio B mepioa MpoBeIEHHS KIIHIYHOTO BUIPOOYBaHHS BiAOYBAETHCS MO,
MOB'sI3aHa 3 MPOBEJCHHSIM  KIIHIYHOTO  BHOPOOYyBaHHS  abo  PO3pPOOKOIO
JOCIIKYBAaHOTO ~ JIIKAPCHKOTO 3aco0y, sSKa 3/1aTHAa BIUIMHYTH Ha OE3MeKy
JTOCTIDKYBaHUX (CyO’€KTIB JTOCTIKEHHS), CIIOHCOP Ta/ab0 JOCHIIIHUK BXHUBAIOTh
HEBIIKJIAIHUX 3axO0JiB JJisg 3a0e3reueHHs] Oe3neKku JTOCHiKyBaHUX (CyO’€KTIB
nociimxeHHs). Crioncop HeraitHo crioBimae L{eHTp 1 koMiciro(-1) 3 TUTaHb ETUKH MPO
MOJI110, 10 BIAOYJIACH, 1 3aX0/IM I10JI0 YCYHEHHS.

2. IIpoBeneHHs ekcnepTU3H (MONEPeIHS TAa CHeliali30BaHa) CYyTTEBUX
nonpaBok y LlenTpi

1. MO3 VYkpainu npuiiMae pillieHHs 100 CYTTEBUX IONMPaBOK Ha IMiACTaBl iX
excrieptusu B LleHTpi.

2. LleHTp HpPOBOIUTH eKCHepTU3y (MOomepeAHsl Ta Creliajli3oBaHa) HaJAaHUX
MaTepialiiB 3 METOI0 CKJIaJaHHs OOIPYHTOBAaHOTO BHCHOBKY OO MOXKIMBOCTI
MPOBEICHHS KIIHIYHOTO BHUMPOOYBAaHHS BIAMOBIAHO 1O BHECEHHX IMOMPABOK [0
MartepialiiB KJIHIYHOTO BUITPOOYBaHHS.

[Ticas nagxomxkenus o Llentpy nucra-nanpasnenass MO3 Ykpainu 3aiBHUKOM
nojgarotbes 10 lleHTpy mokymMeHTH (MartepianM) CYTTE€BOI IONPABKUM y TPbOX
npuMipHUKax (3a HeoOxigHocTi LleHTp Moke 3ampocuTH  J1OAATKOBMIA(-1)
IPUMIPHUK(-H)).

Mix IlenTpoM Ta 3asBHUKOM YKJIQJA€ThCS JIOTOBIp TIPO TPOBEACHHS
EKCIEPTHUX POOIT 1010 CYTTEBOI mompaBku. OrmuiaTi mijyisrae eKcreprus3a 3MiH,
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BUKJIQJICHUX Yy TOMpaBKax [0 MaTepiajiB KIIHIYHOTO BUIPOOYBaHHA, IO
cynpoBOKyOTh 3asaBy CII.

[Tonepennst ekcnepTh3a MaTepiaiB CYTTEBOI TOMPABKU TOYMHAETHCA 3 JIATH
oTpuMaHHsa I[[eHTpoM TMOBHOTrO KOMIUIEKTY JOKYMEHTIB (matepiaiiB). CTpok
MPOBEACHHS MONEPENHBOI eKcrepTus3n LleHTpoM — He OB HIK 5 KaJdeHIapHUX
JTHIB.

[lim wac mpoBEeNEeHHS TOMEPEaHbOI EKCIIePTU3U 3HINCHIOETHCS TepeBipKa
BIJITIOBITHOCTI HaJJAaHOTO KOMILJIEKTY JOKYMEHTIB BUMOTaMm 1boro [lopsaxy.

[Tin gac momepenHpoi exkcrepTu3u LleHTp MoOXxe 0IHOPa30BO HAAATH 3aSBHUKY
3ayBa)KE€HHS B TMTUChbMOBIN (OpMi I110/I0 KOMIUIEKTHOCTI MOJaHUX MaTepialliB CyTTEBOT
nonpaBku. [licis oTpuMaHHs BIAMOBIJACH Ha 3ayBakeHHS Y MOBHOMY 00cs31 LleHTp
MpoTIroM 3 KaJleHJapHHUX JIHIB TOBIJOMIISE 3asBHHUKA IPO Mepeaady marepialliB Ha
CIeliali30BaHy €KCIIEPTHU3Y.

Yac, moTpiOHUM i1 BIJANOBIAI Ha 3ayBaXCHHS, HE BXOAHUTh 10 CTPOKY
IIPOBEJICHHS ITOMIEPEAHBOT EKCIIEPTH3H.

Axmo 3asBHMK mnpoTsarom 10 kajneHgapHUX [AHIB HE HaJa€ BIJANOBIAI Ha
3ayBOKCHHS IOJAO0 KOMIUIEKTHOCTI Ta/a00 HE HaJae KOMIUIEKT MartepiajiiB [0
[lenTpy, MaTepiaau CyTTEBOI MOMPABKHU 3HIMAIOTLCS 3 PO3TIISAY, PO MO MTUCEMOBO
noBiIOMJIsi€Thesl 3assBHUK Ta MO3 Vkpainu. Taki martepianu, 10 HaJgaBaJUCs [0
[leHTpy, MOBEPTAIOTHCS 3asIBHUKY.

[Tpu HAsIBHOCTI MOBHOTO KOMIUIEKTY MaTepiaiiB CyTTEBOI MOIMPAaBKU Ta CIUIATH
paxyHKy BapTOCTI €KCIIEPTHUX POOIT PO3MOYMHAETHCS CIEIliali30BaHa eKCIepTH3a B
Hentpi. CTpok MpoOBECHHS CHeliali30BaHoi eKcrepTu3u L{eHTpoM — He Okl HIXK
15 xaneHnapHuX JHIB.

3. Ilix yac mpoBeAeHHS CHEIladi30BaHOl eKCchepTu3u mnomnpaBok LleHTp Ha
MiZCTaBl 3ayBakK€Hb Ta KOMEHTApiB EKCIEPTIB MOXKE OJHOpPa30BO 3alUTaTH B
UChbMOBIN (DOpMI y 3asIBHUKA JOIATKOBI MaTepiaiv, BPaXOBYIOUH 3ayBa)KCHHSI.

Crtpok, moTpiOHUM A iX MIATOTOBKH, HE BXOJIUTH IO CTPOKY IPOBEICHHS
excriepTusu. Skimo 3asBHUK mpotsrom 30 kaneHAapHUX JHIB He Hajae LleHTpy
3allUTaHuX JOJATKOBUX MarepiamiB abo Jucta 3 OOIPYHTYBaHHSIM CTpPOKIB
BIJITEpMIHYBaHHSI BIAMOBIAI OAHOPa30BO He OuIbII Hik 20 KaJeHJapHUX OHIB, TO
MaTepiali CyTTEBOI MOMPABKU 3HIMAIOThCS 3 po3risany. [Ipo mpuiiHsTe pillleHHS
[lenTp nUCHPMOBO TOBLAOMISE 3asBHUKA. [Ipu 1bOMY BapTIiCTh NPOBEACHHS
EKCIIEPTHUX pOOIT 3asiBHUKOBI He MoBepTaeThesa. Hanmamni 3a 0akaHHAM 3asBHUK MOXeE
nonatu 3asBy CII no MO3 Ykpainu B yCTaHOBJICHOMY MOPSAKY.

4. 3a pesynbraTamu ImpoBeAeHOi ekcrnepTusu lLlentp Hamae MO3 VYkpainu
BucHOBOK 10710 CyTTE€BOI mMOMNpaBKH (MO3UTHBHUM, HeratuBHUI). Ha mimcraBi
Bucnoky MO3 Vkpainu npuiimae pilieHHsI PO 3aTBEPKEHHs CYTTEBOI MOMPABKH
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ab0 TIpO BIIMOBY B 3aTBEPKEHHI CYTTE€BOi mompaBKu. CTPOK MPUHHATTS PIIICHHS
MQO3 Ykpainu — He OUTBIN HiK 7 KaJeHAapHUX JIHIB.

PimeHHsIM mpo BHECEHHS CYTTEBOI IMOMpPABKU A0 KIIHIYHOTO BHUIPOOYBaHHS
3aTBEPUKYEThCS  17eHTU(]IKAIlS KIIHIYHOTO BHUIIPOOYBaHHA Ta 1AeHTU(IKAIs
MOMPaBKH, IO 3a3HAYaIOThCS 3riAHO 3 gomatkoM 12 go uporo Ilopsaky Ta
myOJiKyroThCs Ha odimiinomy BeO caiiti MO3 VYkpainm, 1o Hagae MOKIUBICTH
IIPOBOJIMTH KJIIHIYHE BUITPOOYBAaHHS BIAMOBIHO 10 CYTTEBOI MOMPABKH.

5.V pa3i Hesroau 3 pimeHHssM MO3 Ykpainu 110,10 BiIMOBH y 3aTBEPKEHHI
CYTT€BOI MOMPABKHU JI0 MPOTOKOIY KITHIYHOTO BUMPOOYBAHHS 3asBHUK MOXE MOAATH
aprymeHToBany 3asBy A0 MO3 Vkpainu. HamexsHuM 4nHOM OOIpyHTOBaHa 3asiBa
MOJAEThCS  3aABHUKOM TpoTsaroM 30 KaleHAApHUX JHIB TICHS  OJEp>KaHHS
BIJIMOBITHOTO pillIeHHS. 3asBa JJIsi BAHECEHHS OCTATOYHOTO PIIICHHS PO3TJISIIAE€THCS
He Ot Hik 30 KaneHAapHUX THIB 3 MOMEHTY i oepkaHHsa. OcTaTOYHE PillIEHHS 3
BIJIMOBIAHUM OOTIPYHTYBAHHSIM HAJICHJIA€ThCS 3aABHUKY B MUCHBMOBIN Qopmi. SKio
3asIBHUK BBaXKa€, 10 WOTO MpaBa MOPYIICHI, BIH Ma€ MPaBO 3BEPHYTHUCS JI0 CyAy B
YCTAaHOBJICHOMY 3aKOHOJIaBCTBOM TMOPSIJIKY.

3. OniHKa CyTTEBHX MONMPABOK KOMICi€I0 3 MUTAHb ETHKHU

1. BignmoBigaieHUI JTOCIIIHUK/ TOCIIIHAK MTOBIIOMIISE KOMICIIO 3 IIMTAHb ETUKA
PO IPUYUHHU 1 3MICT CYTTEBHUX MOMPABOK.

2. Kowmici€ro 3 muTaHb €TUKH TOTOJKYIOTHCS JIMIIE Ti CYTTEBI MOMPABKH, IO
CTOCYIOThCSI  Oe3mocepeHbo KoHkpeTHoro(ux) MIIB Ta BianoBigaabHOTO(MX)
nociiaauka(iB) koukpetHoro JIII3, npu sskomy QyHKIIIOHYE 111 KOMICIsL.

3. Jlns mnpoBeneHHS TOTOJUKEHHS CYTTEBUX IONPABOK BIINOBIAAIBHUN
JAOCTIAHUK ToJae 10 komicii 3 muTanb etuku 3asBy CII Ta iHpopmariio 3rigHo 3
BUMOTaMu NMyHKTY 4 rnaBu 1 po3ainy X mporo [lopsaky.

KomMmicis 3 mnuTaHb €TUKH pO3INIANA€E CYTTEBI TMOMPABKH MPOTSIroM 15
KaJICHIapPHUX JIHIB 3 JIaTH OTPHMaHHS IMOBHOTO IMaKeTa JOKyMeHTIB. [Ipo mpwuitHsATE
pIIIEHHS] KOMICid 3 TMHTaHb €THKU THMCbMOBO TIOBIIOMJISIE  BIAMOBIIATBHOIO
JIOCJIITHUKA.

4. V pa3i Hesroam 3 PIMICHHSIM KOMIcCii 3 THWTaHb €TUKHU BiMOBIJATbLHUN
JAOCTIIHUK/AOCTIIHAK MOX€E TMOJaTH apryMeHTOBaHy 3asBy. Hanexxnum yuHOM
OoOTpyHTOBaHAa 3asBa IOJAETHCS  BIAMOBIAAIBHUM  JOCIIAHUKOM/IOCIITHUKOM
npotsaroM 10 kanmeHAapHUX JHIB MICTS OJEp’KaHHS BIAMOBIAHOTO PIIIEHHS Ta Mae
OyTH pO3IJIsTHYyTa KOMICIEI y CTPOK He Outbmn HiX 10 kajneHgapHUX IHIB 3 JaTH 1l
OTpUMaHHS JUIsi BHUHECEHHS OCTaTO4YHOro pimeHHs. OcraToyHe PpIlIeHHS 3
BIJITOBIAHUM OOTrpyHTYBaHHIM HaJICUJIAETHCS BIJIMIOBIIAIEHOMY
JOCJIITHUKY/TOCTIAHUKY B MUCbMOBIH opmi.
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XI. 3aBepuieHHs KJIiHIYHOr0 BUNPOOYBAHHA

1. Cnoncop (topuauuynHa abo ¢izuyHa ocoba 3a JOPYUYEHHSM CIIOHCOpPA)
Hajcunae LleHTpy Ta Komicii(-sM) 3 MUTaHb €THKU TOBIIOMJICHHS PO 3aBEPIICHHS
KJIIHIYHOTO BUNPOOYBaHHS (aTa OCTAHHLOTO BI3UTY OCTaHHBOTO JOCIIKYBaHOTO
(cy0’exkta mocnimkeHHs)) B Ykpaini npotsarom 90 kaneHAapHUX AHIB 3 JHS HOTO
3aBepuIeHHs 3a (JOPMOI0, HaBEeEHOIO B 10AaTKy 13 10 nporo [opsnky.

2. Y pa3i npoBeAeHHS MIXXHAPOJIHUX 0AraToleHTPOBUX KITHIYHUX BUIIPOOYBaHb
crioHcop (ropumuyHa abo (izmyHa ocoba 3a JOPYUEHHSIM CIIOHCOpA) TOAATKOBO
npotsarom 90 kanennapaux aHiB iHQopMye LleHTp 1 KoMicito(-i) 3 MUTaHb €TUKH MPO
MOBHE 3aBEPIICHHSI KJIIHIYHOTO BUITPOOYBAaHHS B 1HIIIMX KpaiHax.

3. ¥V pa3l JA0CTPOKOBOrO 3aBEpIICHHS KIIHIYHOTO BHUIIPOOYBAHHS CIIOHCOD
(ropunuyna abo ¢iznyHa ocoba 3a TOpyUeHHAM crioHcopa) iHpopmye mpo 1e LlenTp 1
KOMicCito(-1) 3 TUTaHb €TUKU MPOTITOM 15 KaJIeHmapHUX MHIB 3 JaTH 3aBEpIICHHS 13
3a3HaYCHHSM MPUYUH JTOCTPOKOBOTO 3aBEPIIEHHS KITHIYHOTO BUTIPOOYBaHHS.

4. Cnoncop (ropuauuHa abo ¢dizuyHa ocoba 3a JOPYYEHHSM CIIOHCOpPA)
nepioANYHO (HE piJilie OJHOTO pa3y Ha PIK MICHs MOYaTKy KITHIYHOTO BUIIPOOYBaHHS
a00 Ha BUMOTY YaCTIIIe) Ta y pasi 3aBepIIEHHS KIIHIYHOTO JOCIHIKEHHS HAJCUIIAE
Lentpy mnepioguyHuii 3BIT NPO CTaH MPOBEJACHHS KJIIHIYHOTO BUIPOOYBAaHHS B
VYkpaini / wmicii mpoBeAeHHS IOCHIIKEHHS BIAMOBITHO A0 (opmu, HaBeAEHOI B
nonatky 14 no uporo Ilopsiaky.

BiamoBimanesHuii JOCTITHUK/TOCTIAHUK TIepioaudHO (HE PIAIIe OJHOTO pa3y Ha
pIK TICIs MOYaTKy KJIIHIYHOTO BUIIPOOYBaHHA ab0 Ha BHMMOTY YacTille) Ta y pasi
3aBEpUICHHS KJIIHIYHOTO BUIMPOOYBAaHHS MUCHMOBO 1H(GOPMYE KOMICIIO 3 THUTaHb
€TUKU PO CTaH MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHA Yy BIJAMOBIAHOMY MICIII
IPOBEICHHS JTOCTIIHKEHHS 3a TIE camMoro (opMOIo.

5. He BukopucTaHi il 4ac KJIIHIYHOTO BUMPOOYBAHHS JOCTIKYBaHI JIKapChKi
3aco0u / mpenapaTu CynmyTHBOI Teparii / JOMOMDKHI (HE JOCHIKyBaHi) JIKapChbKi
3acO0M 3HUIIYIOTHCSA BIAMOBITHO O BUMOT 3aKOHOJABCTBA a00 IMOBEPTAIOTHCS
CTIOHCODY.

6. CrnoHcOp TOBHHEH 3a0€3MEeYUTH MIATOTOBKY 3aKJIIOYHOTO 3BITY PO
poBeJIcHE KJIIHIYHE BUIIPOOYBaHHS JIIKApChKOTO 3aco0y BIJMOBIAHO J0 CTPYKTYPH,
HaBEJCHOI B 1oAaTKy 15 no nporo Iopsaky.

He mi3nime 1 poky micis MOBHOTO 3aBEPIICHHS KJITHIYHOTO BUIIPOOYBaHHS (TIpU
MPOBEICHHI MIKHAPOAHUX KITIHIYHUX BUIPOOYBaHb — MICIS 3aBEPLICHHS KJIIHIYHOTO
BUNPOOYBaHHS y BCIX KpaiHax) croHcop (ropuauyHa abo ¢dizuuHa ocoba 3a
JOPYUYEHHSIM CIIOHCOpA) HaJa€ CTUCITY 1H(pOpMAIii0 PO KIIHIYHE BUMPOOYBAHHS 10

Lentpy.
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He miznime 1 poxy miciisi MOBHOTO 3aBEpIICHHS KJITHIYHOTO BUNIPOOyBaHHS (TIpU
POBEICHHI MDKHAPOIHUX KITHIYHUX BUIIPOOYBaHb — IICIIS 3aBEPIICHHS KJIIHIYHOTO
BUNMPOOYBaHHS y BCIX KpaiHaxX) BIAMOBIAAIBHUHN TOCIITHUK/JOCIIIHUK HAJA€ CTUCITY
1H(pOpMAILIiIO PO KIIIHIYHE BUIPOOYBAaHHS A0 KOMICIi 3 MUTaHb €TUKH.

7. Kniniuae BUNpOOyBaHHS BBAXKAETHCS 3aBEPIICHUM, SKIIO BOHO HE
PO3MOYANIOCh MPOTATOM | POKy Tichs HOro 3aTBepKEHHS (KpiM BHUIAIKIB, KOJHU
OyJ10 HaJlaHO OOTPYHTYBAHHSI BIITEPMIHYBaHHS).

8 Cnoncop (ropuanuna abo ¢dizuuyHa ocoba 3a JOPYUYEHHSIM CIIOHCOPA)
noBiomisie LleHTp mnpo 3ammaHoBanHi Ha Teputopii Ykpainm GCP  iHcnekiii
KJIIHIYHOTO BUNPOOYBaHHS JIIKApPCHKOTO 3aCO0y YHOBHOBa)KEHUMHU OpPraHAMHU 1HIIUX
KpaiH.

XII. IToBinoMy1eHHs PO MOOIYHI ABUINA TA peakuil

1. IloBimoMJIeHHS, SIKi HaJla€ BiAMOBITaJIbHUH JOCTITHUK/TOCTITHUK

1. Tligx 4ac mpoBeneHHS KIIHIYHOTO BHUIPOOYBaHHS  BiAMOBIIAIBLHUM
JOCJIITHUK/TOCTITHUK HETailHO, ajie He Mi3HIIIe HIX NpoTAroM 24 ToJuH, KOJIU 1Ie
CTaJI0 oMy BiJIOMO, MOBIJOMJISIE CIOHCOpPA MPO BCl CEPO3HI MOOIUHI SBUIIA, KPIM
TUX, Kl y TPOTOKOJI abo Opomlypi IOCHITHMKA BH3HA4YEHl SK Taki, IO HE
MoTpeOyIOTh HETAaWHOTO TOBIJOMJICHHS. Y TEPBUHHMX 1 HACTYMHUX MOBITOMIICHHSIX
AochiyKyBaHl (CyO’€KTH JOCHIIKEHHS) 1IeHTU(IKYIOTbCA 3a 1AeHTUIKAIIiTHIM
KOJIOM JIOCJIIJIPKYBAHOTO (Cy0’€KTa JOCHIKEHHS), 110 iM OyB MPUCBOEHUMN T Yac
JTOCJIIJIPKEHHS.

2. BignoBimanbHUM ~ AOCHIIHHMK/IOCTITHUK  PEECTPYE, JOKYMEHTYE Ta
MOBITOMJISIE CITOHCOpA TaKOX MPO BCl MOOIYHI sSBUIIA Ta/ab0 BIIXWICHHS BiJl HOPMH
7a00paTOPHUX TMOKA3HUKIB, BU3HAYEHUX y MPOTOKOJI KJIIHIYHOTO BHUIIPOOYBAHHS SIK
KPUTWYHI, U1 OIHKH OE3MEeKH BIJMOBITHO 0 BHMOI Ta B CTPOKH, 3a3HAYECHI
CIIOHCOPOM Y MTPOTOKOJII KJITHIYHOTO BUITPOOYBaHHS.

3. HaganHs BIiAMOBIMAJBHUM AOCTIAHUKOM/ MOCTITHHUKOM TOBITOMJICHb 3
Oe3nexku (3BITHUM Mepioa) A0 CIOHCOpa Ta KOMICIi 3 MUTaHb €TUKH IMOYHUHAETHCS 3
JaTH TMOYaTKy KJIIHIYHOTO BUNpoOyBaHHA y ngaHomy MIIB (mignmucaHHs mneprimm
JIOCTKYBaHUM (Cy0’€KTOM AOCHIIKEHHS) 1H(OOPMOBAHOT 3r0/IM) Ta 3aBEPIIYETHCS
13 3aKIHUYECHHSIM KJITHIYHOTO BUIIPOOYyBaHHA y naHoMmy MIIB (gaTa ocTaHHBOTO BI3UTY
OCTaHHBOTO JOCIIHKYBAHOTO (Cy0’€KTa MTOCHIIKEHHS)), SKIIO 1HIIE HE TIepea0aueHo
IIPOTOKOJIOM KJIIHIYHOTO BUMPOOYBaHHS.

4. BignoBigaJbHHUIA TOCIHITHUK/AOCTITHUK HETallHO PEECTpye 1 MpOTATOM 7
KaJICHIApHUX JHIB 3 JaTH, KOJU I CTaJI0 HOMY BIiJOMO, IOBIJIOMJISE KOMICIIO 3
NUTaHb €THKU NP0 BCl MIFO3pIOBaHl HemepeadayyBaHi cepio3HI MOOIYHI peakiii
(mam — I[THCIIP), mo cramuca y nanomy MIIB ta mpusBenu 1o cmepti abo sSBsIM
3arpo3y ISl )KUTTS JOCHIIKYBAHOTO (Cy0’€KTa TOCIIIKEHHS ).
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HonatkoBa iHpopmartis moao Bunanaky [THCIIP, skuit ctaBcs y ganomy MIIB
Ta TPU3BIB 10 cCMePTi ab0 SBISB 3arpo3y I >KUTTS JOCIHIKYBAaHOTO (CyO’€KTa
JOCJTIDKCHHS ), HAJIa€ThCsl BIAMOBIAAIBHUM JTOCI1THUKOM/TOCTITHUKOM 10 KOMICIi 3
MUTaHb E€TUKH MPOTATOM HACTYNMHUX & KaJeHIAAPHUX JHIB BiJ JaTH TEPIIOTO
noBiiomsieHHss npo nei Bunagok I[THCIIP, Haganoro mociaigHUKOM a0 KoMmicii 3
MMUTaHb ETUKH.

[ToBimomuienns npo ITHCIIP nmomatoTbest 10 KoMmicii 3 MUTaHb €TUKU Ha Oy/b-
SAKOMY HOCIi a00 Ha eNeKTPOHHY aJpecy KOMicii 3 MUTaHb €TUKHU, IIHCHY Ha MOMEHT
3BITYBaHHS.

Bumorn no ckimagaHHsS TOBIJOMIICHHS TIPO IMiJIO3PIOBaHY HemepenadadyBaHy
cepiio3Hy OOIYHY peakIlito, HaBeJeHo B 1oAaTKy 16 mo mporo Ilopsaky.

5. He miznime 15 xaneHmapHMX OHIB 3 J1aTH, KOJH II€ CTalo0 HOMY BIJOMO,
BIJIMOBIAQIBHUMN TOCIITHUK/AOCIITHUK MOBIJOMIISIE KOMICIIO 3 TMTaHb €TUKHU MPO BCl
a1 [THCTIP, mo cramucst y manomy MIIB.

6. Y pasi cMepTi DoCHiKyBaHOTO (Cy0’€KTa MOCIIKEHHS) BiANOBIIATbHUM
JOCTIIHUK/AOCTIIHUK HaAa€e crnoHcopy, LleHTpy 1 KOMicCii 3 NUTaHb €TUKH BCIO
BUTpeOyBaHy HUMH JI0JATKOBY 1H(OPMAIlII0 CTOCOBHO IILOTO BHUIIAJIKY, IIIO CTaBCS Y
nanomy MIIB.

7. BianoBimajdpHUE OCTIAHUK/JOCIIAHUK TaKOK MOBIIOMIISIE KOMICIIO 3 MUTAHb
€TUKM Yy JOBUIbHIM (opmi mpo BCi BUMAAKKM CMEpPTI Ta 3arpo3u Aisl JKUTTA
JTOCHIDKYBaHOTO (Cy0’€KTa JOCHIKEHHs), sKi cramucsa y gaHomy MIIB mnpu
MPOBEJICHHI KJIIHIYHOTO BUINPOOYBaHHA Ta He BianoigatoTh kputepism [THCIIP. 1s
iHbOpMallisd HAaJaeThCA HETaHO, ajne He Mi3Hille 7 KaJeHJapHUX JHIB 3 JaTH, KOJIU
1€ CTajJo HOMY BiJIOMO.

2. IToBinomJieHHs1, SIKi HA/Ia€ CIIOHCOP A0 KOMICIi 3 NMTAHb €THKHU Ta
BiANOBIZAJBHOMY JOCJiTHUKY/TOCTITHUKY

1. HamanHs crioHcOpoM J0 KOMICii 3 NMHUTaHb €THKHM Ta BIANOBIAATBHOMY
TOCTITHUKY/TOCTiAHUKY ToBioMiieHb npo Bumaaku [THCIIP, sxi cramucs mig yac
KIIHIYHOTO  BUIPOOYBAaHHS, 3aTBEP/KEHOT0 B  YKpaiHi (3BITHHH mepion),
MMOYMHAETHCS 3 JaTH TOYaTKy KJIIHIYHOTO BUINPOOYBaHHS y BiamoBigHomy MIIB
(TiamucaHHS MEPIUM TMaIllEHTOM/3I0POBUM JOOPOBOJIbIIEM 1H(HOPMOBAHOT 3r0/IH) Ta
3aBEpUIYETHCS 13 3aKIHYCHHSIM KIIHIYHOTO BUIPOOYyBaHHA y BignosimHomy MIIB
JTOCIDKEHHST (J1aTa OCTAaHHBOTO BIZUTY OCTAHHBOTO JIOCIIKYBAHOTO (CyO’€KTa
JTOCITDKCHHS) ).

IToBimomniennss npo Bunagku [THCIIP moparoThes croHCOpoM A0 KOMICIT 3
MMUTaHb €THKU Ha Oyab-sIKOMY HOCIi a00 Ha €JEeKTPOHHY aApecy KOoMicii, AiiicHy Ha
MOMEHT 3BITYBaHHS.
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2. CnoHcOop HeraWHO, aje He Mi3HIlIe HDX MPOTATOM 7 KaleHAApHUX [HIB 3
JaTH, KOJM II€ CTaJ0 MOMY BIJOMO, MOBIAOMIISIE KOMICiIO 3 THUTAaHb E€TUKU Ta
BIJIMOBIAQIBHOTO JOCiaHUKa/mociaauka mpo Bci Bunagaku [THCIIP, sxi mpusBenu
710 CMEPT1 200 SBIISIIN 3arpo3y JUISl KUTTS TOCHTIKYBAHOTO (Cy0’€KTa JOCIIHKEHHS)
Ta CTajiMcsa y KJIIHIYHOMY BHUMNpoOyBaHHI B YKpaiHi. JlogaTkoBa iHbopMaIllis o0
X BUNAAKIB HANA€ThCA KOMICII 3 TMHTaHb €THKA Ta BIANOBIAAIBHOMY
JOCITHUKY/TOCIITHUKY MPOTIATOM HACTYIHUX 8 KaJICHAApHUX JTHIB.

3. He mizuime 15 kaneHmapHux IHIB 3 JaTH, KOJH 1€ CTAJI0 WOMY BiJIOMO,
CIIOHCOP  TOBIIOMJISIE  KOMICIFO 3 MHTaHb €THUKM Ta  BIJAMOBIIAJIBHOTO
nociaHuKa/mocniaauka mpo Bei iHmn Bunaaku [THCIIP, saxi cranucs y KiIlHIYHOMY
BUIIPOOYyBaHHI B YKpaiHi.

4. Bei iami [MTHCTIP, sixi cranucs He B YKpaiHi Ta SKI MOXYTh BIUIMHYTH Ha
Oe3reKky nociipKyBaHUX (CyO0’€KTIB JOCTIIKEHHS), CIOHCOP HAJa€ J0 KOMicii 3
MUTaHb €TUKU Ta BIAMOBIIATBHOMY AOCIIIHUKY/TOCTIAHUKY Y BUTJISI1 IEPIOAUIHOTO
nepemiky. Y pasi NpoBeACHHS KIIHIYHOTO BUMPOOYBAHHS «3aCIIIJIICHOTO TU3AWHY
Il TIEPEJTIKA TTOBHUHHI HAJIaBaTUCS Y «PO3CIIIUICHOMY» UM «3aCIIIUICHOMY» BUTJISIII
IUIA KOMICI1 3 MUTaHb €TUKH Ta Y «3aCIIIUICHOMY» BUIJISI — JUIsl BIANOBI1IAIBLHOTO
nociiaHuka/nocmianuka. llepiognunicts HaganHs crioHcopoM mnepenikis [THCIIP
00yMOBJIEHa OCOOJIMBOCTSIMU KJIIHIYHOTO BHUIIPOOYBaHHS Ta OOCSITOM OTPUMaHUX
crioHcopom nosinomiieHb npo Bunaaku [THCIIP, ane ne piame 1 pa3y Ha miBpoky. Lli
NepeTiki TMOBUHHI CYIPOBOKYBATHUCS CTHCIIOK 1H(OpMAIIEI0 MO0 BHUSBICHOTO
npod 10 0e3neKu A0CIKYBAHOTO JIIKAPChKOT0 3ac00Yy.

5. CnoHcop 30epirae JOKyMEHTAI[il0 MpO BCl MOOIYHI SBHINA, PO SIKI HOMY
ITOB1IOMJISTFOTH BIITIOBiaIbHI JOCTI THUKH/ TOCITI THUKHU.

3. IloBizomJieHHs1, siKi Haja€ cioHcop 10 LleHTpy

1. Hapauns crioncopom no Ilentpy nosigomiiens npo ITHCIIP, sxi cTamucs mia
yac KJIHIYHOTO BHUIIPOOYBaHHS, 3aTBEP/KEHOro B VYKpaiHi (3BITHUN Tepion),
MOYMHAETHCS 3 JIaTU OMyOusiKyBaHHS Ha odimiitHoMy caiiti MO3 Ykpainu pimeHHs
PO TPOBEACHHS KIIHIYHOTO BHUIPOOYBaHHS Ta 3aBEPUIYEThCSA 13 3aKIHUCHHSIM
KJIIHIYHOTO BHUIIPOOyBaHHS B YKpaiHi. SIKIIO AaHi Mpo JIKyBaHHS, MpPU3HAYECHE
JOCTIKYBaHOMY (Cy0’€KTY TOCIHIKEHHS) Y «CIINOMY» KIIHIYHOMY BUIIPOOYBaHHI,
OyJIi PO3KPHTI, TO CIIOHCOP Hajae 1to iHdopmarrito y nosigomiienHi npo [THCIIP.

ITosimomuienns nipo [THCIIP nmopatothes no LlenTpy Ha Oynb-sikoMy HOCIi abo
Ha eNIEKTPOHHY ajnpecy LleHTpy, nificHy Ha MOMEHT 3BITYBaHHS.

2. CnoHCcOop HeraifHo, aje He MI3HIIIE HDK MPOTIroM 7 KaJICHIApHUX JHIB 3
7IaTH, KOJMW I cTaysio Womy Bimomo, moBimomussie Llentp mpo Bci ITHCIIP, ski
MPU3BENA 70 CMEpPTi ab0 SBISIM 3arpo3y ISl SKUTTS JTOCHIKYBAaHOTO (CyO’e€kTa
JOCJIIDKEHHS) Ta CTaJuCs Y KJIIHIYHOMY BUIIPOOYBaHHI, 3aTBEPHKEHOMY B YKpaiHi.
HonatkoBa iHopMallis MOJ0 I[OrO BHUMAAKy Hagaerbesa LleHTpy mpotarom
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HACTYyMHUX 8 KaJleHJapHUX JIHIB BiJl JaTH MEPIIOTO MOBIIOMIICHHS MPO el BUMAI0K
ITHCIIP, Haganoro cnoncopom 1o LleHtpy.

Bumorn n0 cknamaHHS TMOBIIOMJICHHS TPO MiJA03pIOBaHI HemepemOadyBaHi
cepiio3Hi MoOIYHI peakIlii, HaBeAeHO B A0jaTKy 16 0 nporo Iopsaxy.

3. He mizuime 15 kaneHmapHuX IHIB 3 JaTH, KOJH 1€ CTAJI0 WOMY BiJIOMO,
crioncop moBimomiisie llentp mpo Bci iHm I[THCIIP, saxi ctamucs y KIIHIYHOMY
BUIIPOOYBaHHI 3aTBEPKEHOMY B Y KpaiHi.

CrnoHcop MIXKHApPOJAHUX 0araTOICHTPOBUX KIIHIYHUX BUIPOOYBaHb 32 Y4acTIO
HioHaiMeHIIe ofHi€eT 3 KpaiH €Bpornelicbkoro Coro3y B €NEKTPOHHIN (hopmi Takox
Hagae iHdopMmaniro npo Bunaaku [THCIIP no eBpomeiickkoi 0a3u gaHUX MOOIYHUX
peaxuiit «EudraVigilance.

[amy iHdopmMmariiro 3 6e3neku JOCHiIKYBaHOTO JIIKapChKOro 3acoly, sika craja
BiomMa crnoHcopy (moBimomnenns npo Bumagku [IHCIIP, mo cnocrepiramucs B
MeXax IHIIMUX KIIHIYHUX BUIPOOYBaHb, SIKI MPOBOAMWTH JAaHUW CIIOHCOP UM 1HIIUI
CITIOHCOD 3 IIUM CaMHUM JOCJIIJIPKYBaHUM JIKapChKUM 3aC000M), HE MOTPIOHO HAJIaBaTH

no Llentpy.

VY pasi BUKOpPHUCTaHHS B KJIIHIYHOMY BUIPOOYBaHHI 3apeeCTPOBAHOTO B YKpaiHi
JiKapchKoro 3acoOy, iHdopmariiss mpo MmoOiuHI peakiii HaJaeThCs BIAMNOBIAHO 10
[Topsinky 3aiiicHeHHs hapMaKOHATJISIY.

4. Tlpu npoBeaeHH! JOBrOCTPOKOBUX KJIIHIYHHUX BUIPOOYBaHb CIIOHCOP HaJae
no llenTpy mepioanuHuil 3BIT 3 O€3MEKH JIKApChbKUX 3aco0iB, 110 MepeOyBarOTh y
cTaaii po3poOKu, HE piAlie OJHOTO pa3y Ha piK 1 He Mmi3HiImEe HDK udepe3 60
KaJeHIapHUX JHIB TICIS OCTaHHBOI JaTH BKIIOYEHHS JaHUX Y 3BIT (dara
OnMoKyBaHHS JaHUX). BUMOrM 40 CTPYKTypd OHOBIIOBAaHOTO 3BITYy 3 Oe€3meku
JOCITIIKYBAHOTO JIIKApChKOTO 3aco0y, mo mepedyBae y crajii po3poOKu HABEIECHO B
noaatky 17 no uporo Ilopsnky. Hamanas cnoncopom no LleHTpy 3BITY 3 O€3neku
JIKapChKUX 3aco0iB, M0 NepeOyBaroTh y CTaAil po3poOKH, y MarepoBOMY BHUIJISAL
3MIACHIOETBCS  Oe3mocepenHbo 10 LleHTpy, y €JNeKTpOHHOMY BWIJISAI — Ha
eJIeKTpOHHY aapecy LlenTpy, nilficHy Ha MOMEHT MOJAaHHSA 3BITY.

[Ipy miaroToBIl 3BITY CIOHCOP Ma€ 3BEPHYTH yBary Ha Takl ITyHKTH:
3aJIeKHICTh TOOIYHOI peakilii BiJ 03U JOCHIKYBAHOTO JIIKApChKOTO 3aco0y,
TPUBAJIOCTI  JIIKyBaHHS; BIIHOBIICGHHS CTaHy JOCIHIKyBaHOTO  (CyO’ekTa
JOCITIDKCHHS) TIICIS BIAMIHM YM TUMYacOBOI'O TMPUIIMHEHHS JIIKYBaHHS; JI0Ka3u
MOMEePEAHbOI TOKCUYHOCTI AOCTIIKYBAHOTO JIIKaPChKOTO 3ac00y AJIsl JOCIIKYBaHUX
(cy0’ekTiB  JOCHIDKEHHS);  MJABUIIEHA  4YacToTa  BHUMOAAKIB  TOKCHYHOCTI
JOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y; Mepeao3yBaHHs TOCHTIHKYBAHOTO JIIKAPCHKOTO
3aco0y 1 MOTO HACHiJKH, MOAAJBIIE JIIKYBAHHS, B3a€MOJIIA JIIKAPCHKUX 3aCO0IB Ta
HII TOB'S3aHI 3 IUM PU3UKHU; crerudiuHi 3MiHM O€3MeKu CTOCOBHO OCOOJIMBOT
MOMYJIAIIT JOCHIKyBAaHUX (CyO’ €KTIB HOCTIIKEeHHs) (0COOM JIITHBOTO BIKY, IITH,
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HII TPYNH PU3UKY); MO3UTUBHI Y HETATUBHI JIaHl 3aCTOCYBAaHHS Yy BariTHUX Ta MiJ
qyac JaKTallli; 3J0BXUBaHHS MPUHOMOM JOCIIKYBAaHOTO JIKapChKOro 3aco0y (3a
HasBHOCTI); pU3UKH, BUHUKHEHHS SIKUX TIOB'sI3aHE 3 JIOCTITHUMU Ta 1arHOCTUYHUMU
OpolLeAypamMH; PU3HKH, IO MOXYThb OyTH TMOB'S3aHI 3 HEJOCTAaTHHOIO SKICTIO
JOCIDKYBAaHOTO  JIIKAPChKOro  3acol0y; maHli 3 Oe3neku Ta e(PEeKTHUBHOCTI
JOCTIIKYBAaHOTO JIIKAPCHKOTO 3ac00y, OTpUMaH1 3 HEKJIIHIYHUX JOCTIIKEHb.

IIpu oOrpyHTOBaHIM MiI03p1 HIOAO0 MIABUINCHHS PU3UKY JUISI JOCHIIKYBaHUX
(cy0’exTiB mocmimkenns) [lenTp moxxe 3000B’s3aTH CIIOHCOpA HAIABATHU 3BIT IIOJ0
Oe3neKu JIKapChKuxX 3aco0iB a0o0 JeTanbHy i1HGOpMaIliio moao npodiao Oe3rneku
JOCITIDKYBaHUX JIIKAPChKUX 3aco0iB yacTimie ( Hampukiad, OJUH pa3 B KBapTal

TOIIIO).

5. V pasi npoBefeHHS ACKUIBKOX KIIHIYHUX BUIPOOYBaHb 3 THUM CaMHM
AOCTDKYBAaHUM JIIKapChKUM 3aco00M CIIOHCOp MOKe HaaaBatu A0 LleHTpy
y3arajJbHEeHHH 3BIT 1070 Oe3neku. Pa3oM 31 3BITOM CHOHCOP y CYNPOBITHOMY JIMCTI
3a3Hayvae Mepesik yciX KIIHIYHUX BUNPOOyBaHb, 10 MPOBOAATHCA B YKpaiHi abo 3a
y4acTio YKpaiHu, SKUX CTOCYEThCS TaHUM 3BIT.

Ctpok ¢opMyBaHHS Ta HaJaHHSA MEPIOJUYHOTO 3BITY B I[bOMY BHIIAJKy
MOYMHAETHCSL 3 JAaTH OTPUMAHHSA CIIOHCOPOM IMEPIIOro J03BOJIy Ha IPOBEICHHS
KJIIHIYHOTO BUMIPOOYBAHHS 3 IIUM JOCIIHPKYBaHUM JIIKAPCHKUM 3aC000M B OyIb-sKiii
KpaiHi cBITY (MDKHApOHA AaTa MOYATKy PO3POOKH).

4. PeecTpauisi Ta aHAJII3 NOBiAOMJIEHb NPO MiI03PIOBaHi HenepeadavyBaHi
cepiio3Hi mo0ivHi peakuii lleaTpom.

1. Lentp peectpye Bci Bumaaku [THCIIP, mo cTocyroThCcs yciX KIIIHIYHUX
BUMPOOYBaHb, 10 MPOBOAATHCS B YKpaiHi, sSKi CTAIM HOMY BiJIOMIi, Ta MPOBOJIUTH iX
aHamis3.

2. llenTp nNpoBOAWTH aHaNI3 KOPUCTH/PU3WK KJIIHIYHUX BUIPOOYBaHb, IO
npoBOAATHCS B Ykpaini. [lpu mimo3pi Ha miABHILEHHS PU3UKY JUIS JOCTIIKYBAaHUX
(cy0’extiB mocmijpkeHHs) LleHTp Ta KoMicCis 3 NUTaHb €TUKU MOXKE 3alHuTaTh y
CIIOHCOpa JOJATKOBY iHGOpMAIIil0 MOA0 Oe3MeKHu TMiJ03PIOBAHOTO JIIKAPCHKOTO
3aco0y, sika Mae OyTHW HaJaHa MPOTITOM 7 KaJeHAAPHUX HIB 3 JTHA OTPUMAHHS
3aInTYy.

SIK110 CIIOHCOP MPOTITOM IILOTO CTPOKY HE Hajae Takoi iHpopmariii abo aucra 3
OOTPpYHTYBaHHSIM CTPOKIB, HEOOXITHUX JUIs 11 MiAroToBKU, LIeHTp MOke NMpUUHITH
pIIICHHS PO TUMYacoBe a00 MOBHE 3YMUWHEHHS JAHOTO KIIHIYHOTO BUIPOOYBaHHS,
PO IO MUCHMOBO MOBIIOMIISIE€ CIIOHCOPA Ta JTOCIiAHUKIB.
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XIII. ITpoBeaeHHsI KJIIHIYHOTO AyAUTY KJIIHIYHOT0 BUNIPOOYBAHHS JIKAPCHKOI0
3aco0y

1. IleHTp MO’X€ MNPOBOJUTH KJIHIYHI ayJAUTH KIIHIYHUX BHUIPOOYBaHb
JIKapChKUX 3acO0iB Ta CHCTEMHI KJIIHIYHI ayJUTH 3 METOIO MEPEBIPKU Oprasizarii
MPOBEICHHS KIIHIYHUX BUIPOoOyBaHb. KiHIYHMI ayIUT IPOBOAUTHCS OE3KOIITOBHO.

[linroTroBKa Ta TPOBEACHHS CHUCTEMHOTO KIIHIYHOTO ayJauTy 3I1ACHIOETHCS
BIJIMOBIAHO JI0 I[bOT'O PO3JILITY.

[Ipu mnpoBeneHHi KiiHIYHOTO ayauTy LleHTpom mepeBipii MOiAIATAIOTH:
JOKYMEHTH, 3aliCH, MPHUMIIICHHS, YCTaTKyBaHHS Ta OONaJHAHHS, CHUCTeMa
3a0e3MeyeHHs SKOCTI Ta IHII PECYPCH, sIKI MOXYTh 30epiraTucs Ta 3HAXOIUTHCH Y
JIIT3, KoMicisix 3 mUTaHb €TUKH, JJabopaTopisx (y ToMy ducii (papMaKOKIHETUYHHX ),
B odicax CroHCopa Ta/ab0 KOHTPAKTHOI JOCIITHUIIBKOI opraHizaiii abo B 1HIIUX
MICIISIX, IO MAarOTh BIIHOIIEHHS 10 KIIHIYHOTO BUMPOOYBaHHS IOCIITKYBAaHOTO
JIIKapChKOTo 3ac00y.

2. llokBapranbHMii TJaH MPOBEACHHS KIIHIYHUX ayauTIB Ta IX pE3yJbTaTH
OTPIITFOHIOIOTHCS Ha odiliiftHOMY caifti LleHTpy.

3. Kniniyauii ayauT BUNpoOyBaHHS IMOYMHAETHCS HE paHilmie HDK uepe3 14
KaJIeHIApPHUX JHIB ITiCIsA HAJCUIAHHS IMUCHMOBOTO IOMNEPEIHBOTO MOBITOMIICHHS Ta
Y3TrOJDKEHHS 13 3asBHUKOM KJIIHIYHOTO BHIPOOYBaHHS Ta 3 BIANOBITATHBHUM
JOCITITHUKOM/ TOCITITHUKOM IOYaTKy HOT0 MPOBEICHHS.

VY pasi skmo LleHTp mMae 00'€KTHMBHI MiJCTaBU MPUITYCKATH, 110 BUKIAACHI B
3asBi KB / 3asBi CII ymoBHM He BUKOHYIOThCS, a00 skimio LleHTp mae y cBoemy
PO3MOPSIKEHH] aHi, 10 CTaBJIATh MiJ CyMHIB O€3MeKy JOCHiKyBaHUX (CyO’ €KTiB
JOCTIKEHHs1) a00 HAayKOBY OOIPYHTOBAHICTh KIJIIHIYHOTO BUNPOOyBaHHS, abo JaHi,
K1 CBiIYaTh mpo danbcudikailito, MOXKINBE CKOPOUYEHHSI TEPMIHY Mk HaJaHHSIM
MOMEPEAHHOT0 MOBIAOMIICHHSI Ta MPOBEAEHHSAM KIIHIYHOTO ayauTy KIIHIYHOTO
BUNPOOYBaHHS.

4. KniHIYHUN ayAuT KIIHIYHOTO BUNPOOyBaHHS 31HCHIOTH (axiBii Llentpy,
SK1 BOJIOJIIFOTh 3HAHHSAMH Ta MarOTh JIOCBIJ 3 NMUTaHb OpPraHi3ailii Ta MPOBEACHHS
KJIHIYHUX BUIMPOOYBaHb 1 HE OEPYyTh ydyacTl B iX MPOBENEHHI, a TAKOX HE 3aJIeXkKaTb
BiJl CIOHCOPA Ta JIOCJITHUKIB.

5. 3a morpebu a0 ywyacTi B NPOBEACHHI KJIIHIYHOTO ayIuTy KIIHIYHOTO
BUMPOOYBAaHHS MOXYTh 3ajlydaTucs iHII QaxiBii (BIAMOBIIHO 10 OCOOJMBOCTEH
MIPOTOKOJTY AOCIIJIPKEHHS Ta METU KJIIIHIYHOTO ayAUTy KJITHIYHOTO BUITPOOYBaHHS).

6. Ocobu, 5Kl NOPOBOJATH KIHIYHUN ayJuT KJIIHIYHOTO BUIIPOOYBAHHS,
30epiratloTb KOHQIICHIIMHICT, 1H(pOpMAalLli, Ky OJEpPXKYIOTh MiA dYac Horo
MPOBEJCHHS, BIATIOBITHO JTO BUMOT 3aKOHOJaBCTBA.
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7. Tlpum mpoBeneHH! KIIHIYHOTO ayauTy KJIIHIYHOTO BHUMNPOOYBaHHS B MiCII
POBEJICHHS BUIIPOOYBaHHS 00OB'SI3KOBOI0 YMOBOIO € MPUCYTHICTh BiJINMOBIAAIHLHOTO
JOCTITHUKA/ mociaHuka (a0 ocobu, sika BUKOHYE Moro (PyHKIIT), a TaKOXK MOXYThb
OyTH MPUCYTHI MPEACTAaBHUKH CIIOHCOPA.

8. I1ix yac mpoBeaeHHS KIIHIYHOTO ayIUTy MOXYTh OyTH BUCIIOBJICHI KPUTHUYHI,
CYTT€B1 a00 HECYTTEBI 3ayBaKCHHSI.

1) lo KpUTHYHUX HAJIEXKATh 3ayBAXKCHHS Yy pa3l BHUSABJICHHS TMOPYIICHB, IO
HEraTMBHO BILJIMBAIOTh Ha IpaBa, O€3MeKy a0o 3J0pOB'A JOCHIIKYBaHUX (CyO’€KTIB
TOCIIDKEHHS1) Ta/ab0 BIUIMBAIOTh HA SIKICTh Ta IUIICHICTh JaHUX KITHIYHOTO
nocimimkeHHss. KpuTuuHi 3ayBaKeHHS CTOCYIOTHCS: HEBIAMOBITHOCTI JIaHUX,
danbcudikallii 1aHuX, BIICYTHOCTI MEPBUHHUX MEIUYHUX IOKYMEHTIB Ta YUCEIbHUX
CYTTEBUX 3ayBakeHb. KpUTHUHI 3ayBaKeHHsI € IMIiJCTaBOIO JUIsI TUMYAcoBOI abo
MOBHOI 3yNMUHKU KIIHIYHOTO BUMIpPOOyBaHHA abo okpemux Moro eramiB. [Ipo
NPUHHATE pIMIEHHS Ta PO IMiJCTaBH MO0 THMYacoBOI a00 IMOBHOI 3YIMUHKH
KIIHIYHOrO  BUNpoOyBaHHA LleHTp mNUChMOBO  TOBiZOMIISIE  3asBHHKA Ta
BIJIMOBIAQIBHOTO JOCTIAHUKA, SKHH TIOBIIOMJISE KOMICIKO 3 THTaHb E€THUKH IIPO
pe3yNbTaTH KIIHIYHOTO ayIuTy.

2) Jlo cyTTeBHX HAJIEKATh 3ayBAKCHHS 1100 BUSBJICHHS HEJIOMIKIB, SIKI MOXYTh
HEraTWBHO BIUIMHYTH Ha TpaBa, Oe3MeKy Ta 30pOB'S JOCIIIKYyBaHHX (CyO’ €KTiB
JOCTIDKEHHS) Ta/ab0 MOXXYTh BIUIMHYTH Ha SIKICTh 1 ITUJTICHICTh JaHUX KJIIHIYHOTO
nociipkeHHsl. CyTTeB1 HEOJIIKM BKJIIOYAOTh y ceOe BIAXWUJIEHHS BiJ MPOTOKOJY
KIIHIYHOTO BHUIPOOYBaHHS Ta/abo dYHCENbHI HECYTTeBl 3ayBakeHHA. CyTTeBi
HEIOMIKK MOTPeOyIOTh BYACHOTO iX BHIIPABJICHHS Yy BCTAHOBJIEHI 3a pe3yjbTaTaMu
KJIIHIYHOTO ayJANTY CTPOKH 3 HATAHHSIM ITUCHMOBOTO MOBITOMJICHHS TIPO iX YCYHCHHS

no Llentpy.

3) Jlo HecyTTeBUX HajeXaTh 3ayBa)KCHHS IIOAO0 BUSBICHHS HEIOJIKIB, SKI HE
BIUIMBAIOTh Ha MpaBa, 0€3MeKy Ta 370pOB'sl JOCIIKYBaHUX (CYO’ €KTIB JOCIIKEHHS)
Ta/ab0 HEe MOXYTh BIUNIMHYTH Ha SIKICTh Ta IIJTICHICTh JAHUX KJITHIYHOTO JTOCTIKEHHS
1 MaroTh OyTH BUIPABJICHI Ta BpaXOBaHI B MOAJIbIIIi POOOTI.

9. 3a pe3yapraramM KIIHIYHOTO AayAMTYy KIIHIYHOTO BHUIPOOYBaHHS
CKJIaIal0ThCS 3BIT Ta aKT, SIKUW MIATBEP/DKYE (PaKT MPOBEACHHS KIIHIYHOTO ayAuTy,
JIe 3a3HAYa0ThCS BUCJIOBJIEHI IT1J/1 Yac KJIIHIYHOTO ayJIUTY 3ayBaK€HHs (32 HasIBHOCT1)
Ta BCTAHOBIIIOIOTHCSI CTPOKU YCYHEHHSI BUSIBJICHUX NOPYIIEHb (HEIOIKIB). AKT, KU
MIATBEpKYyEe (aKT NPOBEACHHS KIIHIYHOTO ayauTy, LleHTp Hajacuiiae 3asiBHUKY
Ta/ab0 BIAMOBIJATLHOMY JOCHIIHUKY KJIIHIYHOTO BUIIpOOyBaHHs B TepMiH a0 30
KaJICHJAApHUX JHIB MICJIsS TOBHOTO 3aBEpPIICHHS KIIHIYHOTO ayAWTy KIIHIYHOTO
BUMPOOYBAHHS.

10. V pasi BUSBIECHUX MiJ Yac MPOBEAEHHS KIIHIYHOIO ayAUTy KIIHIYHOTO
BUNMPOOYBaHHsS HEOJIKIB, sIKI HE BHMAararoTh THUMYAacOBOi ab0 IMOBHOI 3YyNMUHKH
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KJIIHIYHOTO BUMPOOYBAHHS, BIAMOBIAATBHOMY JIOCITITHHUKY/TOCTIAHUKY Ta/a0o
CIIOHCOPY HEOOXiAHO iX yCyHYTH y BcTaHoBieHu# LleHtpom cTpok. IHdopmarriro
I0JI0 YCYHEHHsI HEJOJIKIB BIAMOBINAIBHUI TOCTIAHUK/AOCIITHUK Ta/a00 3asBHUK
Hajacunae a0 Llentpy.

S0 BUSBJICHI HENOMIKU HE OyIH YCyHEHI (KpiM 3 MOBAXHHUX MPHUYMH Ta Yepe3
He3aJe)kHI OOCTaBMHHU) y 3a3HAuYC€HUU CTPOK, LIeHTp MoOke MOBHICTIO 3YNUHUTH
MPOBECHHS KJIIHIYHOTO BUIIPOOYBaHHS.

XIV. TumyacoBe a00 MoBHE 3yNIMHEHHSI KJIiHIYHOT0 BUNIPOOYBAHHSA

1. Kiminiyne BumnpoOyBaHHS MOxke OyTH TUMYacoBO ab0 TMOBHICTIO 3YIHHEHE
crioHcopoM, LleHTpom, BiMOBIAAIBHUM JOCTIAHUKOM/IOCIITHUKOM ab0 KOMICIEIO 3
NUTaHb €TUKH (0e3mocepeIHh0 Y KOHKpeTHOMY MIIB).

2. CoHCcOp MO’K€ TUMYACOBO a00 MOBHICTIO 3yNUHUTH KJIIHIYHE BUIPOOYBaHHS,
PO 1110 BiH CIIOBIIIAE BIAMOBIIATBHUX JTOCTIAHUKIB/ mocaiauukis, JII13, komiciro(-i) 3
NUTaHb €TUKU Ta L{eHTp.

[Ipy TUMYacoBOMYy 3yINHUHEHHI 3a PINICHHSM CIOHCOpPA BIANOBIIATbHUM
JOCTITHUK/AOCTIIHUK PUNIUHSAE HAOIp HOBHUX MAIlIEHTIB/30POBUX JOOPOBOJBIIIB, a
Ti, IO BXKE€ 3aJIydeHl y KIIHIYHE BUIPOOYBaHHS, NEPEXOJATh ¥ a3y KOHTPOIIO 3a
iXHIM CTAHOM Ta TOMAJBIIOTO CIIOCTEPEKEHHS 1 y pa3l HEOOXiMHOCTI — HaJdaHHS
CTaHIApPTHOI MeAu4YHOoi aonoMoru. CHOHCOp TMOBHMHEH HAAaTH I1HCTPYKIIi 100
NOJANbIIOT0 3aCTOCYBAHHS JOCITIIXKYBAHOIO JIKApChKOro 3aco0y cy0’exkTamu
nocaikerHHs. CrioHcop 000B’SI3KOBO MOBIAOMIISIE KOMICIIO 3 MUTaHb eTUKH Ta LleHTp
OpO MPUYMHU THUMYACOBOTO 3YIMUHEHHS, CTPOK, Ha SIKUA MPU3YNHUHEHO KIHIYHE
BUMPOOYBAaHHS, 3aXOAM, SKUX TIUIAHYETHCS BXUTH JUIsI YCYHCHHS TPUYHH
TUMYAacCOBOTO 3YMUHEHHS JOCHIIKCHHS, 3aXO0JH, SKHUX BXHUTO ISl 3a0e3MeyYeHHS
3aXHUCTY TpaB, OE3MEKU Ta OJIAronoayydst JOCHIIKYBaHUX (CyO’ €KTIB JOCTIIKEHHS).
[licnss ycyHeHHA NpPHYMH, 3 SIKUX KIIHIYHE BHUMIPOOYyBaHHS OyJlI0 THMYacOBO
3ynuHeHe, Ta 1HGOpPMYyBaHHsS KOMICii 3 mMUTaHb €TUKU Ta LIeHTpy croHCOp MOXke
MOHOBUTH MPOBEJICHHS KJITHIYHOTO BUIIPOOYBaHHS.

3. BignoBinanbHUI TOCTITHUK/JOCIITHUK Ma€ TUMYacOBO 3YNMMHUTH KJIIHIYHE
BUIIPOOYBaHHs a00 OKpeMi HOTo eTamnu y pasi MiABUILEHHS PU3UKY IS 3I0pOB's abo
KUTTS JTOCTIIKYBaHUX (CyO’€KTIB MOCHIKEHHS) Ta OMIMIIHO MOBIIOMUTH TPO TIE
crioHcopa, LIeHTp Ta KOMiciro 3 TUTaHb ETUKH.

4. IleHTp MOXK€ TUMYACOBO 3YITMHHUTH KIJIIHIYHE BUMPOOYBaHHS a00 OKpeMi HOro
etamu abo 3a mnoromkeHHsM 3 MO3 VkpaiHu 30BCIM 3yNUHUTH KIIHIYHE
BUMPOOYBaHHS, SIKIIO € OO0 €KTHBHI IIJICTABH BBa)KaTH, IO BUKIAJAEHI B 3asBi
KB/3asBi CII ym0oBH HE BUKOHYIOThCS, a00 SIKIIO € JaHl, 10 CTABJIATh MiJ CYMHIB
0e3neKy AOoCHiKyBaHUX (CyO’€KTIB JOCHIIKEHHs) ab0 HAyKOBY OOIPYHTOBaHICTh
KJIIHIYHOTO BUIPOOyBaHHs, a00 AaHi, 0 cBiauath npo Qanscudikamito. IIpo cBoe
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pIIICHHA Ta PO MPUYKUHU HOTO NpUrHATTS LlenTp nmoBimomiisie cioHcopa (IopuanyHa
a6o  ¢Qizmuna  ocoba  3a  JOPYYEHHSAM  CIIOHCOpa),  BIAMOBIJATBHUX
nociaHuKiB/mocniaaukiB Tta JIII3 Ta onpuntogHioe Horo Ha odimiiiHOMY BeOcaiTi

Lentpy.

5. BigHOBIEHHS MPOBEIEHHS KJIIHIYHOTO BUNPOOYBaHHS, IO OyJI0 TUMYACOBO
3YNUHEHO, MOKJIMBE Y pa3l MOBHOTO YCYHEHHS MPHUYWH, 10 OOYMOBUJIM THMYacOBE
3YNUHEHHA, Ta 1H(popMyBaHHA Tpo Iie LleHTpy Ta KoMmicii 3 NUTaHb €TUKHU IS
OPUMHATTA HUMHU BIJNOBIIHOTO PpIIIEHHS, MPO M0 IMHCbMOBO IOBIJOMIISIOTH
3asBHUKA KJIIHIYHOTO BUMPOOYBaHHS.

6. Y pa3i MOBHOro 3yNMMHEHHS KJIIHIYHOTO BUIPOOYBAHHS MOTO BIAHOBJICHHS
MOXJIMBE 3a HasSBHOCTI MOBTOPHOrO MO3UTHBHOTO pimeHHss MO3 VYkpainu Ta

MMOBTOPHOTO TIOTOKEHHS KOMICI€IO(-IM1) 3 TUTaHb €TUKW TPH BIAMOBITHOMY(-HX)
JII3.

I'enepanbuuii JUpeKTOP
DapMaleBTHYHOIO TUPEKTOPATY O. Komapina
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3ATBEP/IXKEHO

Haka3z  MiHicTepcTBa  OXOpPOHU
3710pOB’sl YKpaiHu

Bix 23 BepecHsa 2009 poky Ne 690

(y penmakuii Hakazy MiHicTepcTBa
OXOPOHHU 3/I0POB’sl YKpaiHu

BT poky Ne )

THUITIOBE ITOJIOKEHHSA
PO KOMIicii 3 NMTaHb €THKHU

I. 3arajapHi moJ10KeHHSA

1. lle TumoBe moyiOkKeHHA PO3POOJIEHO BIAMOBIAHO 1O crateil 7, 8 3akoHy
VYkpainu «IIpo mikapceki 3acobu», 3akoHy Ykpainu «IIpo OcHOBHM 3aKOHOJIaBCTBa
VYkpainu mpo 0XOpoHY 3A0pOB’s» 3 ypaxyBaHHsAM Bumor JupektuBu 2001/20/€C
€pomneiickkoro Ilapnamenty ta Pagu €C Big 04 kBitHs 2001 poky (i3 3MiHammu)
«IIpo HaOMMKEHHS 3aKOHIB, IMIJ3aKOHHUX aKTIB Ta aAMIHICTPATUBHUX IOJOXEHb
JepXKaB-4JIEHIB CTOCOBHO 3allpPOBA/DKEHHS HAJEKHOI KIIHIYHOT NPAKTUKH IPH
POBEJICHHI KJIIIHIYHUX BUIIPOOYBaHb JIIKAPCHKUX 3aC001B JJIs1 BYKUBAHHS JIFOAMHOIOY
1 gesikux mosioxkeHb Permamenty (€C) Ne 536/2014 €Bponeiicbkoro mapaamMeHTy Ta
Paqu €C Big 16 xBitHa 2014 poky m1of0 KIiHIYHMX BHUNPOOYBaHb JIKAPCHKUX
3aco0iB I JroauHHM, 10 ckacoBye JlupextuBy 2001/20/€C Ta MixHapOIHUX
E€TUYHUX PEKOMEHIAIN MI0/I0 OCHIKEHb, MOB’SA3aHUX 31 3I0pPOB’SM, 3a Y4YacTIO
Jr0JIeH, 1m0 po3pobiieHi Pamoro MikHApOAHUX OpraHizalii MEAUYHUX HAyK CIIBHO
31 BcecBiTHROIO opranizaiiieto oxoponu 310poB’s (CIOMS), mpuniumniB Hamexuoi
kiiaigHo1 npaktuku (ICH GCP), MbKHApOAHUX €TUYHHX TPHUHIUIIB OlOMEIMIHUX
JOCIIKEHbB 13 3ATy4eHHSIM JIIOJUHU Ta €TUYHOTO KOJEKCY JIiKapsl.

2. Ile TumoBe MOJIOKEHHS BCTAHOBIIIOE OCHOBHI BUMOTH JIO OI[IHKM €TUYHHX 1
MOPAJIHHO-TIPABOBUX ACIIEKTIB KJIIHIYHUX BUMPOOYBaHb, sIKI MOXKYTh IIPOBOJUTHCH 32
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Yy4acTIO JOCHIIKYBaHOTO (Cy0’€KTa MOCHIIKEHHS), Ta 3AIMCHEHHS Harmsiay 3a
3a0€3MeUeHHsIM MpaB, Oe3neku, Ojaromojyqus JOCHIKyBaHOro (cy0’ekTa
JTOCITIDKCHHS )T Yac ydacTli y KJIIHIYHUX BHUIPOOYBAHHSX JIKAPCHKUX 3aco0iB
KOMICISIMU 3 TUTaHb €TUKH MPH JIKYBAJIbHO-NPO(IIAKTUYHUX 3aKIa/1aX.

3. Kowmicist 3 mUTaHb €THKHU MPH J1KYBaJIbHO-MPODUIAKTUIHOMY 3aKiai (1am —
JIEK) — HesamexHud oOprad, M0 CTBOPIOEThCA 1 i€ TPH JIKYBaJIbHO-
npodIaKTUIHOMY 3aKjiajii, A€ MPOBOASATHCS KIIHIYHI BUOPOOYBaHHS, O CKJIAay
SKOTO BXOJSTh MEIUYHI HAyKOBI (haxiBIll Ta MPEACTABHUKHU IHIINX CIELI1aTbHOCTEH 1
SKAW BIAMOBiAa€e 3a 3a0e3leueHHs MpaB, Oe3meku 1 Osaromnonyydst cyO’€KTiB
BUMIPOOYBaHHS B MeXaX CBO€l KOMIIETEHIII Ta HE3ale)XHO BiJ KEpPiBHHIITBA
JIKYyBaJIbHO-NPO(DIIAKTUYHOTO 3aKjiaay; 3a HaJaHHS CYCNUIBCTBY BIJANOBIAHUX
rapaHTiii, y TOMYy YHCJi HUIAXOM PO3MIAAY W CXBaJICHHS/yXBaJeHHS MO3UTHBHOTO
pIllIEHHS  MIOA0  TPOTOKONY  BUIMPOOYBAaHHS,  BIAMOBITHOCTI  JOCIITHUKIB,
MaTepialbHO-TEXHIYHOTO 3a0€3MEeUeHHs] MEJUYHOro 3aKiaay, a TakoXX METOMIB 1
3aco0iB OTpUMaHHS BiJl Cy0’e€kTiB BUIpoOyBaHHS iH(OpMOBaHOi 3roau Ta ii
JTOKYMEHTATBHOTO 0(hOPMIICHHS.

4. JIEK moromxyroTh MPOBEICHHS KIIHIYHUX BUNPOOYBaHb JIKAPCHKUX 3aC001B
B VYKpaiHi 3a MicueM iXHBOI MJISUTBHOCTI Ta 3/IHCHIOIOTH MOHITOPUHT MO0
JIOTPUMaHHS €THMYHUX Ta MOPAIbHO-TIPABOBUX AaCMEKTIB MPOBEACHHS KIIHIYHUX
BUIIPOOYBaHb Y JIIKYBAJIbHO-NIPO(PUIAKTUYHUX 3aKIa1aX.

I1. IIpaBa ta 060B’s13ku JIEK

1. OcroBauMH 0008’ s13kamu JIEK €:

1) 3axuct mpaB, Oe3meku Ta Onaromoyiydus IOCTiIKyBaHOTO (Cy0’eKTa
JOCTIIKEHHS ), 3JTy4eHUX 10 KIIHIYHUX BUMPOOYBaHb JIIKAPCHKUX 3aCO0IB.

2) 3axuCT mpaB Ta IHTEPECIB BIAMOBIIATLHUX JTOCTITHUKIB/ TOCITIAHUKIB.

3) 3albe3nedeHHsT AOTPUMAHHS ETUYHUX Ta MOPAIBHO-TIPABOBUX IPUHIIUIIIB
MPOBEJCHHS KIIHIYHUX BUIPOOYBaHb y JIKYBaIbHO-NPOPIIAKTUIHOMY 3aKIa/Il.

2. JIEK 3pilicHIOE OIIIHKY €THYHUX Ta MOPAJbHO-IIPABOBHUX ACIEKTIB KITHIYHUX
BUIIPOOYBaHb, y TOMY YHCII MpOLUEAYp 3aJIy4eHHS MaIl€HTIB/30pPOBUX
JTOOpOBOJIBIIIB 70 BUIPOOYBaHHA Ta oOJepxkaHHA Big HUX (iXHIX 3aKOHHHUX
MpeICTaBHUKIB/OMU3bKUX POJUUIB/ IPYTOro 3 MOAPYXKs) 1HPOPMOBAHOT 3TO/IH.

Oco6mmBa yBara JIEK mpuminserscs 3aJlydeHHIO 0 KIIHIYHUX BHIPOOYBaHb
MaJIOJITHIX Ta HEMOBHOMITHIX OCI0, HEeIl€3MaTHUX OC10, MAIIEHTIB y KPUTHUYHOMY 1
HEBIJKJIaTHOMY CTaHaX.

JIEK nmoBuHHA ITEpEKOHATUCH, 110:
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BIJIMOBIIaTbHUHN JTOCITITHUK/OCITITHUK(-1)/CIIIBPOOITHUKH, SIKI O€pyTh y4acTh y
BUNMPOOYBaHHI, HE YNHWJIM TUCKY Ha Cy0'€KTIB BUIIPOOYBaHHS,

MaIi€HTY/3I0POBOMY JOOPOBOJIBIIO a00 3aKOHHOMY MPE/ICTABHUKY/OJIM3HKOMY
pOANYIY/IPYTOMY 3 TIOAPYAKS HaJIaHO BUUEPIHY 1H(OPMAIIiIO PO CyTh, 3HAUUMICTb,
3HAYEHHS 1 PU3MK KIIHIYHOTO BHUMPOOYBaHHS, Y SIKOMY BOHU O€pyThb ydacTh, Ta
JOCTaTHIO KUIBKICTh Yacy JUIsl MPUMHATTSA PIMICHHS MIOJ0 YYacTi y KIIHIYHOMY
BUNPOOYBaHHI;

NalieHT/310pOBUN  1OOpPOBOJIEIb, WOr0 3aKOHHUW MPEICTaBHUK/APYTUd 3
NOAPYACKS/OMU3BKUM POJUY OJIEp)KaB BUYEPITHI BIAMOBIAI HAa BCl MUTaHHS IOJ0
KJIIHIYHOT'O BUIIPOOYBaHHS;

0coOM, Ha y4acTb y KIIHIYHUX BUIPOOYBAHHAX SIKUX OOOB'S3KOBO MOTpiOHA
3rojla IiXHbOTO 3aKOHHOTO TMpEACTaBHHKA, MOIH(POPMOBaHI B MeEXax iXHBOTO
PO3YMIHHS TPO KIIHIYHE BHUIPOOYBaHHS, Ta B3SATO JI0 yBaru iXHe OaKaHHsS Y
HeOaKaHHS y4yacTl B 3aIIPONIOHOBAHOMY KIIIHIYHOMY BHUIPOOYBaHHI.

3. Pimenns JIEK odopmitoeTses mporokonom 3acimanHs. [Iporokon JIEK
BKJIIOYA€ YCI MUTAHHS, PO3MVIAHYTI Ha 3aciaHHi, a Butar 3 mporokoiny 3acigaHHS
MICTUTh 1H(GOpPMAILII0 CTOCOBHO KOHKPETHOI'O KIIIHIYHOTO BHUIIPOOYBaHHS Ta
NPUMHSITOTO PIIEHHS II0A0 HBOTO:

MOBHY Ha3By Ta 1IEHTUQIKAIII0 MPOTOKOJY KJIIHIYHOTO BUIIPOOYBaHHS Ta/abo
MOTIPABOK 10 HBOTO;

NepeiK po3rISHYTUX JOKYMEHTIB 3 iX ieHTU]IKaIIi€TO;

npi3BUIIE, 1M s, IO 0aTbKOBI 0cOOM a00 HaiMEHYBaHHS OpraHi3aliii, 1110 Hajasaa
MaTepiaiy KIIHIYHOTO BUIPOOYBAHHS Ha PO3TIISLI;

Miciie(-s1) TPOBEIAEHHSA KIIHIYHOTO BUIPOOYBaHHS Ta TMpi3BUie(-a), 1M s
(imeHa), 110 OaTHKOBI BIMOBITAIBHOTO(-MX ) JOCTITHUKA/ TOCITITHUKA(-1B);

pILIEHHSI TPO MOTOMKEHHSI a00 BMOTHBOBAHY BIJIMOBY y MPOBEACHH] KIITHIYHOTO
BUIIPOOYBaHHs a00 MOMPaBOK A0 HHOTO;

JaTy IPUAHATTS PIIICHHS;
pexkomenanii ta 3ayBaxxenns JIEK (3a motpebn);

cnucok uneHiB JIEK (mpizBume iM’s mo 6aThKoBi), 10 Opanu ydacTb y
3aciflaHHI Ta roJIOCYBaHHI;

naty Ta Bi3y [omoBu JIEK abo iHmIOl ymoBHOBakeHOI HMM OCOOM  Ta
BIJIMOBIAAIBHOTO CEKpeTapsl.

4. JIEK KOHTpOJIOIOTh, MNOIH(OOPMOBAHICTh JOCHIIXKYBaHOTO (Cy0O’ekTa
JOCTIKEHHS) TIPO CyTh, 3HAYCHHSI 1 PU3HUKU JIJIS1 HHOTO Y 3B’SI3Ky 3 HOTO y4acTio y
KJIIHIYHOMY BUIPOOYBaHHI.
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5. JIEK nepeBipstoTh yci METOAH 1HPOPMYBaHHS Ta 3aIy4€HHS JOCIIIKYBaHOTO
(cy0’ekTa HmOCHIIKEHHS) 10 KJIIHIYHMX BHUIPOOYBaHb JIIKAPCHKUX 3ac0o0iB Yy
JKYBaJIbHO-TIPO(PIIAKTUYHOMY 3aKjajl Ta HaJAalTh 1H(OpPMAIIiO MO0 BHUSBICHHUX
nopyuens 10 Llentpy.

6. JIEK 30epiratoTb JOKYMEHTHM Ha TMalepoOBHX HOCISX, IO CTOCYIOTBHCS
MPOBEJCHHS KIIHIYHOTO BHUIPOOYBaHHS, IO 3aBEpIICHHS HOro y CBIiTi, a MOTIM
nepeaaroTh B apXiBHE MPUMIIIEHHS JIIKYBaJIbHO-TTPODIIAKTUYHOTO 3aKIadAy /i€ BOHU
30epiraloTbcs MPOTATOM IT'ATH POKIB, 1 Hajga€ iX HAa BUMOTY PETYJIATOPHOTO(-HX)
YIOBHOBAXKEHOTO(-1X) Oprany(-iB) BIAMOBITHO A0 YHHHOT'O 3aKOHOJIaBCTBA Y KpaiHHU.

3aumends  gokymeHtiB  JIEK micns  3akiHueHHs TepMmiHy 30epiraHHsS
B110yBa€THCS BIAMOBIIHO 10 YUHHOT'O 3aKOHO/IaBCTBA.

7. JIEK nagatots Ha odiuiiiHi 3anutu komito [TonoxkeHHs, a Takox 1H(OpMAaIiio
II0/I0 CKJIAAy Ta CTAaHJIAPTHUX ONEPaliifHUX MIPOLEAYP.

8. JIEK maroTh npasno:

1) 3anuTyBatu y BIAMOBIJATBHOTO JIOCIITHUKA/JOCTIAHUKA BIAMOBIAHO [0
JIeJIETOBaHUX TOBHOBAXKEHb JOJATKOBI MaTepiayii MIOA0 KIIHIYHOTO BUIPOOYBaHHS
(3a moTpedn).

2) 3anuTyBaTH y BIJANOBIIAJIBHOTO JIOCTIAHUKA/JOCIIIHUKA BIAMOBIAHO [0
JICIETOBAHUX TOBHOBAXKEHb 1H(OpMAII0O TPO BCl JOMOBHEHHS Ta 3MIiHM, IO
BHOCSATBCS JI0 MaTepiajiiB KJIIHIYHOTO BUIPOOYBaHHS, BIIXWICHHS Ta YCKJIaJHCHHS,
KOH(IIKTHI CHTYyaIlli, TOB'A3aHl 3 TMOPYIICHHSAM TMpaB, Oe€3MeKku, OJaromnoxyydds
JOCTiKyBaHOTO (Cy0’€KTa JOCHIDKEHHS), €THUYHHUX Ta MOPAJTbHO-TIPABOBUX
aCIieKTIB y Tpoleci MPOBEJACHHS KIIHIYHOTO BUIPOOYBAaHHS B JIIKYyBaJbHO-
npoUIAKTUIHOMY 3aKJIaii.

3) OTpumyBaTH 3BITH PO CTaH MPOBEJACHHS KITHIYHOTO BUIIPOOYBaHHS.

4) TlomaBatu muCbMOBI mporo3ullli g0 LleHTpy mpo MOXKIUBICTH PO3TIISIY
NUTAHHS MIOA0 THUMYAcOBOro ab0 MOBHOTO 3YMUHEHHS KIHIYHOTO BUIPOOYBaHHS
JIKapChbKOTO 3aco0y B JIIKYBaJbHO-MPO(UIAKTUYHOMY 3aKJadl y pa3l MOpYLICHHS
npaB, Oe3mneKku, OJaromnojydus JOCTIHKYBAHOTO (CyO’€KTa MOCHTIIKEHHS), €TUYHUX
Ta MOpaJIbHO-IPABOBUX ACIEKTIB y MPOILEC] MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS
B JTIKyBaJIbHO-TIPO(1TAKTUUHOMY 3aKJIal.

3 wmi€i x npuunnu JIEK Moxke 3BepHyTHCH MUCBMOBO 10 cmoHcopa (y pasi
HEOOX1THOCT1).

5) bpatu y4actb y mpoBeaeHHI KOH(EpPEHLINH, CUMIO31yMiB, CEMIHAPIB, MIKLI
CTOCOBHO €THYHHUX Ta MOPAIbHO-IIPABOBUX AaCIHEKTIB MPOBEACHHS KIIHIYHUX
BUIIPOOYBAHb.
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6) Po3pobmsitu Ta mogaBatu 1o llentpy Ta MO3 Vkpainu mpomoswuilii oo
ynockoHaneHHs aisuibHocTi JIEK.

III. Cxanax Ta nopsinok podooru JIEK

1. o cxnany JIEK Bxomauth He MeHIe I’STH OCi0 (Y TOMY YHCII HE MEHIIE
OJlHIET 0COOM, OCHOBHa cdepa IHTEpeciB SKOi HE € MEAMYHOI ab0 HAyKOBOIO, HE
MeHIIe onHi€i ocobu, mo He € crmiBpoOiTHuKOM JIII3, ne mpoBoaMThCA KIiHIYHE
BUMNPOOYBaHHS).

JIEK moBHHHI BKJIIOYATH JOCTATHIO KIJIBKICTH OC10, 1[0 BOJIOIIIOTH HEOOX1THUM
CyMapHUM JOCBIJIOM 1 KBamiikaiier s 3A1MCHEHHS HarsIy 3a JOTPUMaHHIM
mpaB, 6e3MeKu, 0JaronoIyqds JOCTIKYBAHUX (CYO’€KTIB JOCIIKEHHS ), CTUIHHUX Ta
MOPaIHLHO-TIPABOBUX MPHUHITUIIIB Y MPOIEC] MPOBEACHHS KIIIHIYHOTO BUMIPOOYBaHHS.

Jo cxmany JIEK MaroTh BXOAWTH 1 YOJIOBIKH, 1 )KIHKH.

2. Ilepconanbuuii cxnan uieniB JIEK mpu ii cTBopeHH1 3aTBEpIKy€e KEPIBHUK
JiKyBaldbHO-TIpodiIakTUUHOrO 3akiaay. Pimenns mnpo 3miny ckiany JIEK
npuiiMaeThcsi Ha 3acimandi JIEK BigKpuTUM rojocyBaHHSM IPOCTO OUIBIIICTIO
rOJIOCIB MMPUCYTHIX.

3. JIEK ououmroe I'onosa.

['onoBa, 1Oro 3acTymHHWK Ta BiANOBIMaTBbHUN CEKpeTap OOUpaIOThCS Ha
MEePIIOMY 3aCiJIaHHI BIAKPUTHM TOJIOCYBAHHSM MPOCTOIO OUTBIITICTIO TOJIOCIB.

3a moTpebu 3MiHa TOJIOBM, HOTO 3aCTyIHHMKAa Ta BIJMOBIJAIBHOTO CEeKpeTaps
BiI0YBA€ThCS HA 3aCiaHHI BIAKPUTHM TOJIOCYBAHHSIM HMPOCTOIO OUIBLIICTIO TOJIOCIB
MPUCYTHIX.

4. JIEK niroTe BiJMOBITHO JO 3aKOHONABCTBA, [IOJIOKEHHS Ta CTaHAAPTHUX
oTepanifHuX MPOIEIyp, 0 3aTBEPKYIOThCs Ha 3aciganHi JIEK.

5. CrangaptHi onepariitai npouenypu JIEK BxirodaroTs:
Opsi0K BU3HaueHHs ckinany JIEK;

NOPAJIOK MJIAHYBaHHS Ta MPOBEACHHS 3aciianb, iHpopMyBanHs uieHiB JIEK mpo
3aciIaHHsI, BAMOTH JI0 KBOPYMY;

MOPSIIOK  MOHITOPUHTY IMOJAO 3a0€3MEUeHHs] 3axXUCTy TpaB, Oe3MeKw,
Oaromomyydsi AOCHIKYBaHUX (CyO’ €KTIB AOCHIHKEHHS), €THYHUX Ta MOPAIBHO-
IIPaBOBHUX AaCIMEKTIB y MPOLECi MPOBEACHHS KIIHIYHOTO BHIPOOYBAaHHS B JAHOMY
JIKYyBaIbHO-TIPODIIAKTUIHOMY 3aKIaI1;

nopsiIoK MOXJIMBOT B3aemoii 3 JIEK.
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6. ®opmorwo poboru JIEK € 3acimanHs. 3acimaHHS TPOBOASTHCA 3
NEePiOANYHICTIO, III0 BU3HAYAETHCS CTAHAAPTHOO OMEPAIIfHOIO TTPOIIEAYPOIO.

7. 3acigaHHs € MPaBOUYMHHUM, SKIIO HAa HHOMY IMPHUCYTH1 OLIbIIE€ MOJOBHUHU
wiieHiB JIEK.

8. Pimenns JIEK mpuitmaeTbest BIIKPUTUM TOJIOCYBAHHSM MPOCTOIO OLIBIIICTIO
roJsiociB wieHiB JIEK, mpucyTHix Ha 3acimadHi. [Ipu piBHIM KIJIBKOCTI TOJOCIB T'0JIOC
["0710BHU € BupilIaIbHUM.

Unenn JIEK, ski moBioMWId 0Opo KOHQIIKT I1HTEPECIB B IOPSIKY,
nependaueHoMy 3aKOHOAABCTBOM, HE O€pyTh y4acTl y pO3IJIsil Ta TOJIOCYBaHHI.

Pimennss JIEK odopmiseTbecss NMPOTOKOJIOM, KUK MIANUCYIOTH ['ojoBa Ta
BIJIMTOBIIAJILHUHN CEKpeTap.

9. OpranizauiifHo-TeXHIYHE Ta MaTepianbHe 3abe3nedeHns aisbHocTi JIEK Ta 1i
YJIEHIB 3M1ACHIOETHCS JIKYyBAJIbHO-MPOPUIAKTUUHUM 3aKJIaZloM, IPHU SKOMY BOHA
CTBOpPEHA Ta i€, 3 ypaXyBaHHSM OCOOJMBOCTEH ii MISUIBHOCTI Ta BIAMOBIAHO [0
YHHHOTO 3aKOHO/1aBCTBA.

I'enepanbuuii TUpPEKTOP
DapManeBTHYHOIO JUPEKTOPATY O. Komapina
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HEPEJIIK

Honartoxk 1

1o Tlopsaky mpoBeaeHHS KIHITHIX
BUNPOOYBaHb JIiIKAPCHKHUX 3ac00iB
Ta eKCIIEPTU3U MaTepiaiiB KIIHIYHHX

BHIIPOOYBaHb

(a63am apyruii, mynkry 10, pozairy 1)

OCHOBHMX JOKYMEHTIB KJIiHiYHOT0 BUNPOOYBaHHs, siki 30epiratorbes y JIII3 Ta micui npoBenenHst
BUNIPOOYBaHHS Ta y CIIOHCOPA

Ha3Ba noxymenra

3BEPITAETHCSI B APXIBI (®ALJII)

nocmigauka/JIT3 CIIOHCOpa
1. 1o moyaTKy KJIHiYHOr0 X0C/TiIKeHHSI
Oporirypa JI0CIiTHIKA X X
MIITACAHUN CITIOHCOPOM Ta AOCIITHUKOM TPOTOKOJ X X
KIIIHIYHOT'O BUNPOOYBAHHS i MOMPaBKH 10 HBOTO (SKILO
TaKi €)
3pa30K 1HAMBIAYaILHOI peecTpariiHoi GopmMu X X
MaTtepianm, o HaTaI0ThCS OCIIKYBaHOMY (CYO’ €KTY
JIOCTTIDKEHHS);
iHpopMoOBaHa 3roa (BKJII0Yar0UX HeoOXiHI epeKaiu) X X
1HIIIa MUChbMOBA iH(GOPMAITis IS TOCIiPKYBAHOTO X X
(cy0’exTa TOCHIKEHHS);
OTOJIOMIEHHS PO HAOIp AOCHTIHKYBaHUX (SKIIO X
BUKOPHCTOBYIOTHCS)
iH(hopMartis om0 GiHaHCOBUX MUTAHD KIIHIYHOTO X X
BHITPOOYBaHHS
JIOTOBIp CTpaxyBaHHS (cepTU(IKAT 0 TOTOBOPY) X X
(xomist ceprudikaTa 10 (morogip
JIOTOBOPY CTpaxyBaHHS) CTpaxyBaHH)
MIIMTACAHAN JOTOBIP Mi’K CTOPOHAMHU:
nocaigankomM/JIII3 1 cioHcOpoM X X
JIIT3, cnoncopom (KOHTpaKTHA TOCIiAHHUIIbKA OpraHi3arlis X X
3a JOPYUYCHHSIM CIIOHCOPA) Ta HAYKOBO-[OCIiTHOIO
YCTaHOBOIO a00 3aKJIaJIOM BHUIIOi OCBITH
nocimigaukoM/JII13 1 KOHTPaKTHOIO JOCIITHUIIEKOIO X X
opraHizai€ero (six1II0 IOTPIOHO)
CIIOHCOPOM Ta KOHTPAKTHOIO JOCIITHUIIEKOIO X
oprasizaiieio
JaTOBaHE 1 TOKYMEHTAIbHO 0()OPMJICHE ITOrO[KCHHS X X
KOMIicii 3 TUTaHb €THUKW MaTepialliB KIIIHITHOTO
BunpoOyBanHs (BuTsr 3 npoTokoiy 3acigaHHs)
JIOKYMEHT II[0JI0 CKJIAAy KOMICii 3 MUTaHb CTHKH X X
(sx1II0 IOTPIOHO)
BucnHoBok LlenTpy momo nmpoBeneHHs KIIIHITHOTO X X
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BuripoOyBanHs / Pitenns MO3 Ykpainu

aBTobiorpadii mociiauukis (CV) Ta/ado iHII TOKYMEHTH,
10 MiATBEPKYIOTh TXHIO KBaJi(hiKaIlito

HOpMaJIbHI 3HAYEHHS /TPaHHL HOPM ISt
KITIHIYHAX/Ta00paTopHUX/ IHCTPYMEHTAILHUX TECTIB/
TOCITIIKEHB, TIepeI0adeHNX MPOTOKOJIOM KITIHITHOTO
BUNPOOYBaHHS

KJIiHIYH1/1abopaTopHi/ IHCTPYMEHTANbHI
TeCTH/MOCIHKSHHS: cepTrdikaiis abo akpeauTariis, abo
BHYTPILIHIH /200 30BHIIIHIN KOHTPOJb SIKOCTI
nabopaTopHOro OOJIAAHAHHS, 1HIIT MeTOIU BepHupikamii

3pa30K €THUKETKU Ha YITAKOBIII JOCHTIKYBaHOTO
JIKapChKOTO 3ac00y

THCTPYKIIiS TIIOJI0 TIOBOPKCHHS 3 TOCIIKYBAaHUM
JKapChKUM 3acO000M Ta HEOOXiTHUMHU BUTPATHUMU
MarepiazamMu (SKII0 He BKIFOYEHA J0 MTPOTOKOITY
KJIIHIYHOTO BUMIPOOYBaHHS a00 OPOITYpH JTOCTITHHIKA)

JOKYMEHTAIlis 1010 TOCTauYaHHs JOCHTiPKyBaHOTO
JKapChKOro 3aco0y Ta HEOOXiHUX BUTPATHUX MaTepiasiB

ceptudikar cepii 10CHiKyBaHOTO JIIKaPCHKOT0 3ac00y

MIpoIIeIypa PO3KPUTTS PAHIOMI3AMIMHOTO KOy MPH
MIPOBEICHHI KITIHIYHOTO BUIPOOYBAHHS «CITITTHM
METOAOM

paHIoMi3aIliiHII CITUCOK

3BIT MOHITOpPA PO TIOTIEPETHIN BI3UT

=

3BIT MOHITOpA PO TIOYATKOBUH (CTAPTOBHUI) BI3HUT

2. ITix yac mpoBeeHHs KJIiHIYHOI0 T0CTiIKeHHSI 10aI0ThCS:

HOBI peJaKiii:

OpoIITypH JOCITiTHUKA,;

MIPOTOKOJY KIIIHIYHOTO BUIIPOOYBAHHS Ta TIOMPABOK 10
HBOTO (SIKIIO TaKi €);

1HAMBIOYyaIbHOI peecTpauiiHoi popmu;

1H(OPMOBAHOT 301 Ta MUCHMOBOI 1H(OPMaLIl 1Is
MAIEHTIB (3I0POBUX JOOPOBOJIBIIIB);

OTOJIOIICHB MPO HAOIp AOCTIAKYBaHUX (SKILO
BUKOPHUCTOBYIOTBCS)

JATOBAHE 1 TOKYMEHTAIBHO 0OPMIICHE TIOTOIKEHHS
KOMicii 3 TuTaHb eTUKH (BUTAT 3 IpOTOKOITY 3acigaHHs):
MOTPABKH(-0K) 10 MPOTOKOY KIIHIYHOTO BUIIPOOYBaHHS;
HOBOI(-MX) penakiii(-i):

iH(OpMOBaHOT 3roAM Ta MUCEMOBOI iH(GOpMAaITii 115
MaIieHTiB (300POBUX JOOPOBOJIBIIIB);

OTOJIONICHB MPO HAOIp AOCTiAKYBaHUX (SKILO
BHKOPHUCTOBYIOTECS);

pe3ybTaTIB MEePiIOANYHOTO MEPErIIsiAy JOKYMEHTAI] 3
KII{HIYHOT'O BUNPOOYBaHHS

Pimenns MO3 Ykpainu moa0 cyTTeBUX MONPABOK 10
MIPOTOKOJIY KIIIHIYHOTO BUIIPOOYBaHHS

3MiHU HOpMaJIbHUX 3HAYCHB/TPAHUI> HOPM JIJIS
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KJIIHIYHUX/Ta00paTOPHHUX/IHCTPYMEHTAIBHUX
TECTIB/IOCTIKEHB, TepeadaueHNX IPOTOKOIOM
KJIIHIYHOTO JTOCHIIKEHHS

aBToOiorpadii (CV) HOBOTo BiANOBIAAILHOTO X X

JOCIIITHUKA/ TOCHITHUKA/CIIIBIOCIII THUKA

3MIHU B TIPOIeAypax KIHIYHAX/Ta00paTOpHUX/ X X

1HCTpYMEHTANBbHUX TECTiB/ HOCIiIKeHb: cepThdikamis abo

aKkpeauTallisi, a0o BHYTPIIIHIK 1/a00 30BHIIIHIA KOHTPOJIb

SIKOCTI, 1HIIII MeTOoH Bepudikartii

JOKYMEHTAIlis 1010 TOCTauYaHHs JOCHTiPKyBaHOTO X X

JKapCchKOro 3aco0y i MOTPIOHMX BUTPATHUX MaTepialiB

cepTudiKaTh HOBUX CEpPiil AOCIIIKYBaHOTO JTIKapCHKOTO X

3aco0y

3BITH MOHITOPIB X

iH(pOpMaLlis 00 HePEeroBOPiB/IUCTYBaHHS, IO MOB'sI3aHi X X

3 KIIIHIYHUM BUTIPOOYBaHHIM

Mmianucani iHhopMoBaHi 3roau X

TIePBUHHI METUIHI TOKYMEHTH X

3arll0BHEHI, TATOBAHI Ta MiAMMCaH] IHAUBITyanbHI X X

peecTpariiiiai GopMu JOCTIIKYBaHUX (xortis) (opwurinan)

peecTpaltisi BUIIPaBJICHb B IHANBITYyaJbHUX PEECTPAIliHHUX X X

dhopmax (xoris) (opurinai)

TTOBITOMJICHHSI TOCITITHUKIB, 110 HA/IaHi CIIOHCOPY, TIPO X X

cepiio3Hi MOOIYHI SBUIIA Ta BiAMOBIIHI 3BITH

MOBiTOMJICHHS PO cepiio3Hi HemepeadadyBani NoOIUH1 X X

peakiiii, siki Hagae crioHcop a0 LlenTpy

MIPOMiKHI a00 pivHi 3BITH MPO CTaH KIIIHITHOTO X X

BUNPoOYyBaHHS, 110 HagaroThes LIeHTpy Ta KoMicii 3 (sx1mo moTpiOHO)

MUTaHb CTUKU

TTOBITOMJICHHSI, III0 HAJA€ CIIOHCOP MOCIITHUKY TIPO HOBY X X

iH(hopMaIliio 3 O€3MEKH T0CIIKYBAaHOTO 3aC00y

KYPHAJ CKPUHIHTY JOCHiHKYBaHUX X X
(sK1I10 TIOTPIOHO)

CITUCOK 1ACHTU(IKAMTHNX KOIB JOCIiHKYBaHUX X

JKypHAJI peecTparlii 3a1ydeHuX 10 BUIPOOyBaHb X

JIOCITIKYBaHHX

00JIIK JOCIIHKYBAHOTO JIKapChbKOTo 3aco0y y Mici X X

MPOBEIEHHSI KIIIHIYHOTO BUIIPOOYBaHHS

JIUCT 3pa3KiB MiMUCIB BiAMTOBITATHHOTO X X

JOCITITHUKA/ moCTi mHAKA(-1B )/ criiBAOCTi THUKA(-1B) Ta

PO3MOAiTY IXHX MOBHOBa)XEHB

XKypHai 00Ky 3pa3KiB 0i0JOTTYHUX PiAMH/TKAHHH, X X

3IAIIIEHUX Ha 30epeKeHHS (K0 BUKOPHUCTOBYETHCS )

3. Ilicsis 3aBepiIeHHs KJIiHIYHOTO JOCTiAKeHHS T10AaI0ThCSI:

00JTIK JOCIIHKYBAHOTO JIKapChKOTro 3aco0y y micii X X
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MIPOBEICHHSI KIIIHITHOTO BAITPOOYBAHHS

aKT MO0 3HUIIECHHS HEBUKOPUCTAHOTO JIOCIIKYBaHOT'O X X
JIKapChKOTO 3aC00y (y pasi SIKII0 3HUIIEHO Y
MICIIi IPOBEICHHS
KJIIHIYHOTO
BUNPOOYBaHHS)
MiJICYMKOBUH CIHCOK 1ICHTU(IKAIHHIX KOIB X
JOCITIKYBaHUX (CyO’ €KTIB JOCIIHKCHHS)
JOKYMEHT, IO MATBEPIKY€E (HaKT ay TUTOPCHKOT X
nepeBipKH (SKIIO €)
3BIT MOHITOpA PO 3aKIIOYHUI Bi3UT X
iH(popMallis Ipo MpU3HAYEHE JTIKYBaHHs 1 PO3KPHUTTS KOIB X
3BIT PO KIIIHIYHE BUTIPOOYBAHHS X X

(s1x1II0 IOTPIOHO)
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Jonatok 2
1o Tlopsaky mpoBeaeHHS KIiHITHUX
BHITPOOYBaHb JIIKAPCHKUX 3aC00iB
Ta EKCIEPTU3U MaTepiaiiB KIIHIYHIX
BHITPOOYBaHb
(myHKT 6, TIaBH 2, po3airy IV)
BUMOI'
no ingopmoBaHoi 3roau*
(muceMOBOI Ta yCHOI 1H(popMaIIii, 0 HAAETHCS MAIIEHTY/3I0POBOMY JI0OPOBOJIBIIIO
a00 3aKOHHOMY TIPEJICTABHUKY/IPYTOMY 3 TIOJPYIKAKS/ONU3bKOMY POINYY)

®opma iHPopMoBaHOi 3roau (iH(opmalist 7 HaIieHTa/310pOBOTO JOOPOBOIIBLIS
ta (opma iHGOPMOBAHOI 3rOAM) — JOKYMEHT, 3a JIOMOMOTOI0 O3HAWOMJICHHS,
PO3’SICHEHHS, MIAMKUCAHHA 1 JaTyBaHHS SKOT0 0popMIIsieTbes 1HQOPMOBaHa 3rojia.

Y nuceMoBifi Ta ycHIA iH(oOpMallii, 10 HAAAEThCA MAIIEHTY/3I0POBOMY
TOOpOBOJIBII0 a00 3aKOHHOMY MPEACTaBHUKY/OJIM3bKOMY pOaUYYy/Apyromy 3
MOAPYAKS, 3a3HaYa€ThCsl 1HHOpMAILIis I0/10:

JOCJTITHUIIBKOTO XapaKTepy KJIIHIYHOTO BUITPOOYBAHHS;

3aBJlaHb KJIIHIYHOTO BUMPOOYBaHHS;

JOCTDKYBAHOTO JIIKApPCHKOTO 3aco0y, B TOMY YHCJI CTOCOBHO BIpOTiAHOCTI
NOOIYHMX peakilii Ta MOXJMBOCTI 3aJlydeHHS 0 OJHIEI 3 TPyl KIIHIYHOTO
BUIIPOOYBaHHS,

MpOIIeIyp MPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS,

mpaB Ta 00OB'A3KIB TOCTIKYBAHOTO (Cy0’€KTa JOCIIIKEHHS );

HE3pYYHOCTEH I JOCHIKYBaHOTO (CyO’€KTa MOCHIDKCHHS), a TaKOX
OYIKYBaHOTO PU3HKY Ta OYIKYBaHOI KOPHUCTI;

KJIIHIYHOTO BUNPOOYBAHHSI, AK€ HE MA€ JIIKYBAJIbHOTO XapaKkTepy;

IHIIUX BHUIIB MEIWKAMEHTO3HOTO a00 HEMEIWKaAaMEHTO3HOTO JIIKYBaHHS, IO
MOXKYTh OyTH MpU3HAYEH] JOCTIKYBAaHOMY (CyO’ €KTY AOCIIIKCHHS);

KOMIIeHcallli Ta/abo JiKyBaHHS, Ha K1 JOCIIKyBaHUM (Cy0’€KTa AOCIIIKESHHS)
MO’K€ PO3paxoBYBaTH y pa3i 3aBIaHHs IIKOAW HWOTO 370POB'I0 Mia Yac KIIHIYHOTO
BUNPOOYBaHHS,  BKIIOYalOud  1HQoOpmalio  Npo  JOroBip  CTpaxyBaHHS
BIJIMOBIAQIBHOCTI 3asBHUKA Tepe TPETIMH oco0amMu (JOCHiIKYyBaHUM/CYO’ €KTIB
JOCTI/DKEHHS) 100 HAHECEHHS INKOAW iXHbOMY JKHTTIO Ta 3JI0pOB'I0 MiJ dYac
MPOBECHHS KJIIHIYHOTO BHUMIPOOYBaHHS JIKAPCHKOTO 3aco0y 13 3a3HAYCHHSIM
HalMEHYBaHHsS Ta MICIIE3HAXO/KEHHSI CTPaXxoOBOi KOMIMAaHii, HOMEpa Ta JaTh
VKIaJCHHS JOTOBOPY™**;

pO3MIpy Ta YMOB BHUIUIAT JOCTKYBAaHOMY (CyO’€KTY JOCITIIKEHHS), AKIIO TaKi
nependaydeHi (OKpIM CTPaxOBHX);

BUTpAT JIOCHIIKYBAaHOTO (CyO’€KTa MOCHTIIKEHHS), SKIIO Taki OYIKYIOThCH,
MOB'SI3aHUX 3 MOT0 Y4acTiO B KJIIIHIYHOMY BUIIPOOYBaHHI;

TOOpOBUIBHOT ~ y4yacTi Y  KIIHIYHOMY  BHUINPOOYBaHHI 1  MOJKJIMBOCTI
JOCIIDKYBAHOTO (Cy0’€KTa JTOCTIIKEHHS) BIAMOBUTUCS BiJl HEl B OYIb-IKU MOMEHT
0e3 MosCHEHb, 03 OyAb-IKUX CaHKIIIM a00 0OMeXeHb MOTro MpaB,;

npaB MIpeaAcTaBHUKIB [[eHTpy, KOMICii 3 MUTaHb €THKHW Ta CIIOHCOPAa CTOCOBHO
0e3nocepeTHhOr0 JA0CTYMy J0 1HGopMallli y NEepBUHHIA MEIMYHIN JOKyMEHTaIlil
JOCITDKYBAaHOTO (Cy0’€KTa OCTIHKEHHS) JJIs MEPEeBIpKH MIpoleayp Ta/abo JaHux
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KJIIHIYHOTO BUIIPOOyBaHHS Ta/abo ii 0OpoOkH, O€3 TMOPYLIEHHS MPU I[OMY
QHOHIMHOCTI JIOCTIXKYBaHOTO (Cy0’€KTa TOCTIKEHHS);

CBO€YACHOCTI O3HAMOMIICHHS TOCHIKYBaHOTO (Cy0’€KTa JOCIIKeHHs) a00 HOro
3aKOHHOTO TpPECTaBHUKA 3 HOBOIO iH(OpMAIIi€l0, 0 MOXKE BIUIMHYTH HA OaKaHHSI
JTOCHDKYBaHOTO (Cy0’€KTa JOCHIDKEHHS) MPOJOBXKHUTH Yy4acTh Yy KJIIHIYHOMY
BUIIPOOYBaHHI;

BUKOPWCTAHHS MEPCOHAIHUX JAaHHUX JOCTIIKYBaHOTO (Cy0’€KTa JOCIIIHKCHHS)
Ui TPOBEACHHS LBOr0 KJIIHIYHOTO BHUMPOOYBaHHS BIAMOBIAHO 10 3aKOHY
Ykpainu «[Ipo 3axuCT mepcOHANBHUX JaHUX», & cCaMe: METH OOPOOKH TIEPCOHATTLHUX
JaHUX, CKJIaTy Ta 3MICTY MEPCOHAIBHUX JAHUX, BOJOIUIBI MEPCOHATBHUX TaHUX
MaIi€HTa/3I0POBOTO TOOPOBOJIBIIS, TOCTYITY J0 MEPCOHATBHHUX JaHUX TPETIX 0CiO;

0Ci0, 0 SKUX MOXXHA 3BEPHYTHUCS VISl OJiepKaHHS J0JIaTKOBO1 1HGOopMaIllii mpo
KJIIHIYHE BUIIPOOYBaHHS 1 MpaBa JOCIIIKYBAHOTO (Cy0’€KTa JTOCIIKEHHS), a TAaKOK
(b13uyHEX Ta/ab0 IPUIUIHUX OCI0, 3 AKUMHU JAOCTIKYBAaHUM (CYy0’ €KT JOCIIIKEHHS)
MOJK€ 3B'SI3aTUCS y pasi 3aBAaHHA INKOAM WOTO 3I0POB'I0 TiJ dYac KIIHIYHOTO
BUMPOOYBAHHS;

obctaBUH Ta/ab0 NPUYMH, Yepe3 sKI ydacThb JOCIHIKYBaHOro (CyO’ekTa
JOCIIDKEHHS) Y KIIIHIYHOMY BUIIPOOYBaHHI MOXKe OyTH IPUITMHEHA;

TPUBAJIOCTI y4YacTi JOCIIPKYBaHOTO (CyO’€KTa IOCHIIKEHHS) Y KIIHIYHOMY
BUIIPOOYBaHHI;

MPUOJIM3HOT KUTBKOCTI JOCIIHKYBaHUX (CyO’€KTIB AOCTIHKEHHS), IO OpaTUMYTh
y4acTh y KJIIHIYHOMY BUIIPOOYBaHHI.

Binomocti mpo pocnimkyBaHoro (cy0’ekTa IOCHIIDKEHHS) 30epiraloThCs B
TAEMHUIII Ta 0OpPOOJIAIOTHCS B MeXaX KIIHIYHOTO BUMPOOYBAHHS Y 3HEOCOOJICHOMY
BUTJISA/IL.

MOKIIUBICTH IS JOCJTIIKYBaHOTO (cy0’exTa JOCJTDKCHHS)
MOTOJIUTUCH/BIIMOBUTHUCH 110/10 1H(POPMYBATH CIMEHHOTO JIiKaps Mpo HOTo ydacTh y
KJIIHIYHOMY BUIIPOOYBaHHI (32 MOTpedn).

dopwma 1HHOPMOBAHOT 3011, KPIM TOTO, TIOBUHHA OYTH MiAMUCAHA TOCTITHUKOM,
SKUA  OTpuMyBaB 1H(OpMOBaHY 3rojy, Ta JOCHIUKYBaHUM  (CyO’€KTOM
TOCHIDKeHHS)***, a  3a ydacTi HeIi€3daTHUX JOCHIDKYBaHMX (CyO’€KTIB
JOCTIIKEHHS ), SIKI HECIIPOMOXH1 CaMOCTIHHO JaTh 1HPOPMOBaHY 3rojy, — 3aKOHHUM
MPECTaBHUKOM / OJTU3bKUM POINYEM/APYTUM 3 TIOJIPYHKSL.

* B iHTepecax IOCTiKyBaHOTO (Cy0’ €KTa AOCHiIKeHHs) iHhopMoBaHa 3roja Mae OyTH JOMOBHEHA iHIIOO
MPOTOKOJI-cIie(ivHOI0 iHPOpMALi€TO.

** Tadopmariist 010 IOTOBOPY CTpaxyBaHHSA Ta CTPAaxOBOI KOMITaHii (HaliMeHYBaHHsI, aapeca, KOHTaKTHA
ocoba, Temedon/pakc, eIeKTpOHHA TIOMITA TOIIO) 3alOBHIOETHCS WICHOM JOCTITHHUIIBKOI KOMaHIH
6esnocepenubo B JIII3 mpu mignucanHi iHGOPMOBaHOI 3roaM MAlliEHTOM/3AOPOBHM TOOPOBOJBLIEM Ha
ITiJICTaBi BiATOBITHOT iH(GOpMAITii Bi 3aIBHAKA KIIHIYHOTO BHIIPOOYBaHHS.

**% Y pasi yuacTi y KIIHIYHOMY BHTIPOOYBaHHI MajoiTHIX (0 14 pokiB) Ta HemoBHOMITHIX (Big 14 mo 18
POKiB) oci®6 HeoOXiZHO OTpuMyBaTd iH(GOpMOBaHYy 3romy 000X OaTbKiB. ManoJiTHIM Ta HEMOBHOJITHIM
oco0aM HaJaeTbCs IOCTYNHA Uil iXHBOTO PO3YMIHHS NHChMOBa Ta YCHa iHGoOpMaLis Npo KIIiHIUHE
BHUITPOOYBaHHsA. HemoBHOMITHINA Mali€eHT 0COOMCTO MiANMMCYe Ta aaTye iHdopMoBaHy 3romy. IHdopmairis
LIOA0 3aJy4YeHHS MAJIOJIITHIX Ta HEMOBHOJITHIX AITEH HaNpaBIseThCS B NOBUIBHIM (OpPMI 10 OpraHiB OmiKH
Ta MIKJITyBaHHS 3a MiCIIEM HOCTIMHOTO MPOKUBaHHS AUTHHU.

VY pasi 3amydeHHS HEMI€3MaTHUX TOCHIKYBaHUX (CYO’ €KTIB MOCIHIKEHHS), IKi HECIIPOMOXKHI CaMOCTIHHO
naTv iHPOPMOBaHY 3rofy, BIANOBIIHO 10 crienuiky TOCIiKeHHs iH(hOpMOBaHa 3rofa Mae OyTH OTpUMaHa
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y WOro 3aKOHHOTO TIPEICTaBHHUKA/OJNIM3BKOTO POAMYA/IPYroro 3 MONPYXoKsS. 3a HEoOXigHOCTI B
iH(OpMOBaHi# 3roJli CTABUTHCS ITIIMUC CBITKA.
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Jomatok 3

1o Tlopsaky mpoBeaeHHS KITiHITHUX
BHUITPOOYBaHb JIIKAPCHKUX 3aC00IB Ta
EKCIEepPTH3H MaTepiajiB KIiHIYHUX
BHUITPOOYBaHb

(ab3ar i’ stTwid, myHKTY 1, po3niny V)
(mignyskT 18, mynkty 1, pozainy VII)
(mignyskt 11, myskry 4, posniny VIII)

IIpodeciiina aBrodiorpadis nocainnuka CV*

[Ipi3BuiLie, iM’s, MO-0aTHKOBI:

OcaiTa (3a3Ha4uTH HA3BY 3aKjIaJy BHUIIOI OCBITH, AaTa OTPUMAaHHS JUILJIOMA):

CriemianbHICTh (3a3HAUTE, 3a KOO CIEIIAbHICTIO):

[TicnsaunnomHa ocBita (IHTepHaTypa, OpAMHATYpa, aclipaHTypa, KypcH

MiIBUIIEHHS KBaTi(iKallii, TeMaTU4HI YIOCKOHAICHHS TOIIIO):

Kareropis (K110 €, 3a3Ha4Te 3a SAKOIO CIELIaTIbHICTIO):

6. BueHa cTymiHb Ta 3BaHHS (SKIIIO €):

7. Micne poboTtu Ta mocaja (3akiaj moBHICTIO, TOCaAa MOBHICTIO):

OCHOBHa!
3a CyMiCHHIITBOM:
LUBLILHO-TIPABOBI1 IOTOBIPHI BIAHOCHHHU:

8. Ctax poOOTH 3a CHEIiaJbHICTIO:

9. HayxkoBi mparti, aBTOPChKi CBIIONTBA (TIEPENTIK OCHOBHUX MOHOTpadii, cTaTe,
METOAMYHUX PEKOMEHJAIil 3a TpodiieM 3aIlIaHOBAHOTO  KJIHIYHOIO
BUMPOOYBAHHSI, SIKILIO TaKi €):

10.HasiBHICTD OCBiAY y MPOBEACHHI KIIIHIYHUX BUMPOOYBaHb JIKapChbKUX 3aC001B
(3a3HauTe KOJU KIIHIYHUX BUIIPOOYBaHb, B AKUX Opasikd y4acTh):

11.4xy poG0OTy BUKOHYBAB ITiJl Yac KJIIHIYHUX BUMPOOYBaHb JIIKAPCHKUX 3aCO01B
(BIITOBITAJIBHUI JOCIITHHK, CIIBJIOCIITHHUK):

12.Y4acTs y koH(pepeHIIisax, ceminapax, 3’i31ax:

13. HasBuicte ceptudikatie (GCP, HaBuaHHSA 3a CHEIaJbHICTIO, CEMiHApH,
KOH(epeHIlii, TeMaTUYHE yIOCKOHAJICHHS Ta TOIIIO):

14.KonTakTHi gani (Miclle 3HAaXO/UKEHHsSI Ta ajpeca MICIs poOOTH, KOHTaKTHI

tenedonu, e-mail):

b

Jlata [Tigmuc

*TIpodeciiina aprobiorpadis gocaigauka (CV) 3aMoBHIOETHCS IEPKABHOIO MOBOIO.
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Honartok 4

1o [Mopsinky mpoBeeHHS KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB

Ta eKCIEePTU3H MaTepiaiB KITHIYHUX
BUIPOOYBaHb

(mignyskT 1, myHkTy 1, po3ainy VII)
(miamyskT 1, myHKTY 4, po3airy VIII)

CYIPOBIJHUM JINCT
JI0 3asIBH PO MPOBEICHHS KJIIIHIYHOTO BUITPOOYBAHHS JIIKAPCHKOTO 3aC00Y 710 0
MO3 Vkpainu:
10 3as1BU JIJIS1 OZICPYKaHHSI TIOTOKEHHSI KOMICIT 3 TUTaHb €TUKH III0JI0 TPOBEACHHS 0

KJIIHIYHOTO BUIIPOOYBaHHS JIKapChKOT0 3ac00Y:

(3a48HUK)

HaJIa€ Ha eKCMEPTU3Y/OIIHKY MOPAJIbHO-ETUYHHX Ta IIPABOBUX ACTICKTIB
(Heobxione niokpeciumu)

MaTepialii KIiHIYHOrO BUIPOOYBaHHS 3 METOIO CKJIalaHH BUCHOBKY/TIOTOJKEHHS 1010

MPOBEACHHS KIIIHIYHOTO BUMIPOOYBaHHS B YKpaiHi:
(Heobxione niokpecaumu)

(moBHa Ha3Ba KIIIHIYHOTO BUIPOOYBaHHS)

KomoBanuii HoMep MpOTOKOJTY KIIHIYHOTO BUMIPOOYBaHHS:

JocmimxyBaHui JiKapchkuit 3aci0 (Ha3Ba):

Crnoncop:

Inma BaknmmBa iH(pOpMAIlis, SKIIO €: BiAMIYAIOTHCS OCOOJMBOCTI KIIIHIYHOTO BHIIPOOYBaHHS,
HaIpUKJIA]] TIepIIe BBEJASCHHS HOBOI IIF0Y0i pEYOBUHU JIFOMHI, HE3BUYANHI JOCIIKYBaH1 JIKapChKi
mpemapaTd, OCOONHBI TPYHNU JOCHIIKYBaHUX (Cy0’€KTiB JOCHIUKeHHs), HE3BUYANHHHWMA TIIaH
MPOBEACHHS KJIIHIYHOTO JOCIHIKEHHS, YMOBHM BHUIUIaTH a00 KOMIEHcaIlli JOCTiKyBaHHUM
(cy6’exTam OCITIIKEHHS) 32 Y4acTh Y KIIHIYHOMY BUIIPOOYBaHHI.

3asgBHUK

(mpizBuIe, iM’s1, M0 6ATHKOBI (mara) (rigrmmc)
(IpyKOBaHHMHU JIiTEpaMu))



61

Honmatok 5

1o [Mopsinky mpoBeeHHS KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta eKCIEePTU3H MaTepiaiB KIiHIYHUX
BUIPOOYBaHb

(mignyHKT 2, myHKTY 1, po3ainy VII)
(miamyHKT 2, myHKTY 4, po3airy VIII)

3ASIBA
PO NPOBEACHHS KJIIHIYHOI0 BUIIPOOYBAHHS JIKAPCHKOI0 32c00Y / MO 0OAKEHHSA
KOMicii 3 NMTaHb €THKHU 1010 MPOBEeJAeHHS KJIIHIYHOTr0 BUIIPOOYBAHHA
JIKaApCHKOIo 3ac00y

3ASBA IT1PO [TPOBEJJEHHA KIITHIYHOI'O BUITPOBYBAHHA 0
JIKAPCBKOI'O 3ACOBY 1O MO3 YKPAIHU:

3ASIBA J1J11 OJJEPXKAHHS ITOT'OPKEHHS KOMICII 3 [IMTAHB 0
ETUKMU:

A. JIEHTUPIKAIIA KJITHIYHOI'O BUITPOBYBAHHS

[ToBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBaHHS:

KopmoBanuii HoMep MpOTOKOITY KJIIHIYHOTO BUMPOOYBaHHS (MIPUBJIACHEHUH CIIOHCOPOM), Bepcis 1 1aTa:

st OyIp-SKOTO TIepeKyIaxy MPOTOKONY KITIHIYHOTO BHITPOOyBaHHS HEOOXiTHO BKa3yBaTW Ty caMmy Jary i Bepciio, IO
3a3HauCHi B OPUTiHAILHOMY JIOKYMEHTI.

Homep EudraCT! (3a HasiBHOCTI):

Ha3Ba a00 ckopodeHa Ha3Ba KJIIHIYHOTO BUNIPOOYBAHHS (SKILO 3aCTOCOBYETHCS):

Homep ISRCTN? (3a HasIBHOCTI):

' BudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bpormeiicbka 6a3a maHWX KIIHIYHHX
BHIIPOOYBAHb.

2 ISRCTN (International Standard Randomised Controlled Trial Number) — MixkHapoaHHuii CTaHAAPTHUN HOMEP
PaHIOMI30BaHOTO KOHTPOJIEOBAHOTO KIIIHIYHOTO BHITPOOYBAHHS.
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B. IEHTU®IKALISA CIIOHCOPA

B1. Cnoncop

HaiimenyBanns ropunnunoi ocoou / I1. 1. b. ¢izuunoi ocodu:

IT I.b. xoHTaKTHOI OCOOU:

Micrie3Haxo[KeHHsI FOPUIUIHOT 0co0M / Miclie TpOoKUBaHHs PI3UIHOI 0COOH:

KonTaktHuit Tenedon:

daxkc:

AJipeca el1eKTpOHHOI MOIITH:

B2. Oiuiiinuii npeacTaBHUK CHOHCOPAa B YKPAiHi 3 MeTOI NPOBeJeHHS JAHOI0 KJIHIYHOIO
BHUIIPOOYBaHHS (SIKIIO 1€ HE CaM CIIOHCOP)

HaiimenyBanns ropuandaoi ocoobu / I1. 1. b. ¢iznunoi ocodwu:

I1. I. . konTakTHOI OCOOU:

Micue3Haxo/DKEHHS OPUINIHOI 0COOH/MicIIe TPOKUBAHHS (I3UIHOI OCOOU:

Konraktauit Tenedon:

daxkc:

AJipeca eJIeKTPOHHOT MOIITH:

C. IH®OOPMAULIA ITPO 3ASABHUKA (mo3HayTe BilIOBIAHY KJIITHHKY)

C1. 3asBa 10 MO3 Ykpaiau [ C2. 3asBa 10 KoMicii 3 nHUTaHL | [
€TUKH
Cnoncop [
OdiniitHuit mpeIcTaBHUK CITIOHCOPA O
Ocoba a6o opranizaris, 0 Cnoncop [
YIOBHOBAXE€HA CIOHCOPOM JIJIsi OdoiuiiiHuii TpeIcTaBHUK CIIOHCOPa 0
MOAAHHS AAHOI 3asBU. Y LIbOMY Ocoba abo opranizaris, O
BUIIAIKY BKAXKITh: YIIOBHOBa)KE€HA CIIOHCOPOM LISt
HallMEHYBaHHS IOPUIUYHOT MOJIAaHHSI TAaHO1 3asBU. Y I[bOMY
ocobu / I1. I. b. ¢pizn4noi ocodwu; BUMAJIKY BKaXITh:
I1. I. b. xoHTaKTHOT OCOOM; HallMEHYBaHHS IOPUIUYHOL
MICIIe3HaXOJKSHHS IOPUITIHOL ocobu / I1. I. b. ¢pizu4noi ocodwu;
ocobu/miciie npokuBaHHA (Hi3UUHOT I1. I. b. koOHTaKTHOI 0COOU;
ocobu; MiCIIe3HaXOJKSHHS FOPUITIHOL
KOHTaKTHUH TenedoH; 0coOu/MicIie MPOKUBAHHS
daxc; ¢bi3uuHO1 0cobu;
ajZipecy eJIeKTPOHHOI MOIITH KOHTAKTHUH TeIe(oH;
daxc;
aJipecy eJIEeKTPOHHOI MOIITH
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D. IHOOPMAIIIS ITPO JOCJILI)KYBAHUM JIIKAPCHKHM 3ACIB
(JIIKAPCBKI 3ACOBH), IO BAKOPUCTOBYETbCA(IOTHCS) Y
BUIIPOBYBAHHI: JJIIKAPCBKHM 3ACIB JJOCALIKYETHCS ABO
BUKOPUCTOBYETHCH SIK IPENTAPAT IIOPIBHSAHHS TA ITPEITIAPAT
CYIYTHBOI TEPAIIII /JONOMI)KHUM (HE JOCJILIXKYBAHUN)
JIKAPCHKHM 3ACIB

Y 1mpoMy po3aimi HEOOXITHO Tepen MOYaTKOM MPOBEICHHS MPOIeayp, SKi crerudidyHo
MOB’s3aHI 3 KIIHIYHUM BHUOPOOYBaHHSAM (TIpomeaypu s 3abe3medeHHs 'Ciirmoro" MeTomy
JOCIIJKeHHSI, TAaKyBaHHSI Ta MapKyBaHHS JOCIIKYBAHOTO Ipernapary, ClelialbHO po3po0iieHi s
KIIIHIYHOTO JIOCHIDKeHHs), Hamath iHdopmalio mpo KoxHuA "Hepo3dacoBanwmii mpemapatr”
HE3aJIeXKHO BiJ TOTO, YU € JTAaHUH Mperapar TUM, 110 JOCTIUKYETbCS, UM € IPErnapaToM MOpiBHAHHI. Y
po3aini E moBuHHa OyTH HamaHa iHGOpMAIlis, MO CTOCYEThCS IIAne00 (SKIIO 1€ BaXIHBO). SKIIO0
IpU TPOBEJCHHI KJIIHIYHOTO BHUMPOOYBAHHS IJIAHYETHCS 3aCTOCYBAHHS JEKUIBKOX JOCIHIHKYBaHHX
JIKapChbKUX 3aco0iB, TpemnapariB IMOPIBHSIHHS, TMpenapaTiB CyMyTHbOI Teparii / JONOMDKHUX (HE
JOCHIKYBAaHUX) JIKApChKUX 3ac00IB BUKOPHUCTOBYHMTE JOJATKOBI CTOPIHKM Ta HalalTe KOXXKHOMY
JOCITIDKYBAHOMY JIIKapChbKOMY 3acoOy, Tpemapary TMOpIBHSIHHS, Tpernapary CymyTHbOI Tepamii /
JIOMOMI>)KHOMY (HE JOCTIIKYBaHOMY) JIIKapChbKOMY 3ac0o0y TOpsiiKoBUi HoMep. [H(hopmartist moBUHHA
OyTH HajgaHa TPO KOXKHUK JOCTIHDKYBaHHMM JIIKaApChbKUW 3aci®; mpemapaT MOPIBHSIHHS, Mperapar
CyNyTHBOI Tepamii / JOMOMDKHHH (HEe JOCHTIKyBaHHM) JiKapChbKUN 3aci® BiANOBITHO, SKIIO BOHHU €
KOMOIHOBaHMMH, HEOOXITHO HajxaTtu iHGOpMAII0 TPO KOXHY AaKTUBHY CyOCTaHIO (Iir0dy
PEUOBHHY), 1110 BXOJUTH 10 iX CKIIAIY.

YKaxiTh, IO 3 MEepepaxoBaHOrO OMUCAHO HIDKYE, MOTIM 3a MOTpPeOu MOBTOPITH iH(OpPMAILIID TPO
KO)KHUM TPOHYMEPOBAHUH JTOCITI/DKYBAaHUM JIKApChKHUI 3aci0, skuil Oy/ne BUKOPHUCTOBYBAaTHUCH Y
KJIIHIYHOMY JTOCTPKEHHI (Ha/laBaiiTe MOPSAKOBI HOMEPH, MOYMHAI0uH 3 1):

Indopmanis BiTHOCHO 10CTIIKYBAHOTO0 JiKAPCHKOI0 3ac00y 32 HOMEPOM:
Jlikapcbkuii 3aci0, mo 0yae J0CaiIKyBaTHCS [
Jlikapcbkuii 3aci0, 110 BAKOPUCTOBYEThCS K NpenapaTt NOpiBHAHHSA O

Jlikapcbkuii 3aci0 cynyTHbOI Tepamnii / J0NOMiKHOT0 (He J0CIiIIKYBAHOI0) JIKAPCHKOI0 3ac00y

D.1. CTATYC JOCJIIIKYBAHOTI'O JIIKAPCBKOI'O 3ACOBY B KJIITHIYHOMY

BUITPOBYBAHHI
D.1(a). Yu € peecTpauniiine Tax | Hi Ao «Tak», yKaxiTh Taky iHpopMmauiio
NMOCBiTYEHHS HA JOCJiXKYBAHU A TOProBeJib- | HAllMeHYBaAHHS HOMeEp
JiKapcbKuii 3acio: Ha Ha3Ba! OPUAHYHOL peecTpaniiino-
ocodu /II. 1. Bb. ro
¢iznunol nocBiguenns’
ocodu —
BJIACHHKA
peecTpauiiino-
ro
nocBiguenns’
* B YkpaiHi 0 0
* B iHIIH KpaiHi. SKI10 BiAMOBIAb 0 []

! 11a inopmanis € y KOPOTKil XapaKTepHCTHUIII TIKaPCHKOTO 3aC00Yy.
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«TaK», BKAXITh y SKIN: | | | ‘ ‘ |

D.1(b). fAAxmo y kiaiHivyHOMY BHMNPOOYBaHHi Oyle BHKOPHCTOBYBATHCH SIK JOCIIIKYBAHUI
JikapcbKuil 3aci0 3apeecTpoBaHuii B YKpaiHi Jikapcbkuii 3aci0, aje 3riiHO 3 NPOTOKOJIOM
KJIIHIYHOT0 BHIPOOYBAHHSI 0 WOro MOYATKY HEMOXJIMBO TOYHO iXeHTH(]iKyBaTH
AOCJIiIZKYyBaHUM JiKapcbKHii 3aci0, nepexoabTe 10 3aI0BHeHHsI po3ainy D.2.

Yu Oys1u paHile 103Bos1eHI B YKpaiHi KIiHiYHI BUIPOOyBaHHS 3 1Tax [J Hi
BHKOPHUCTAHHSAM I[bOI'0 JiKAPCHKOr0 3ac00y?
Yu OyB naHuii 10CTIIKYBAHM I JiKAPCbKUIA 3aci0, NPpU3HAYEHU I 11 ] Tak [] Hi

3aCTOCYBAHHS 32 IJAHUMH NOKA3aMHU, BU3HAYEHM I SIK penapar AJsi
JIKYBaHHS PIIKICHUX 3aXBOPIOBaHb?

Axmo «rak», BKaXiTh HOMep, NPUBJACHEHUH HOMY SIK Npenapary JJis JiKyBaHHSl PilKiCHHX
32XBOPIOBAHL:

D.2. OIINC JOCJILIKYBAHOI'O JJIKAPCBKOI'O 3ACOBY

Ha3sgpa jikapcbKoro 3acodys:

Kox Jikapcbkoro 3aco6y (3a HassBHOCTI)*:

Ha3Ba kokHOI akTHBHOI cyOcTaHuii (MIDKHAPOAHA HeNATEeHTOBaHA Ha3Ba a00 3alPONOHOBaHa
MIKHAPOJHA HeENATEeHTOBAHA HA3Ba, SIKIIO €, BKAXKiTb, YW BOHA 3ANPONOHOBAHA YH

3aTBepPAKeHa):

THuIi HA3BH KOKHOT aKTHBHOI cyGcTanuii (Homep 3a CAS-pericrpomd, koa(-u), npuBaacHeHmii(-i)
CIIOHCOPOM, iHIIIi ONUCOBiI HA3BM):

ATC-koa, ko Bin odiniiino 3apeecrposanmii®:

Jlikapcbka ¢gopma (BUKOPHCTOBYHTE 3araJIbHONPUHHATY TEPMiHOJIOTiI0):
Cnocid 3acTocyBaHHsI (BUKOPHCTOBYHTE 3arajibHONPUMHATY TEPMIHOJIOTII0):
Cuaa il (BKaxXiTh KOXKHY CHJLY Jil, 10 0y/1e BUKOPUCTAHA Y BUNIPOOYBaHHI):
Konnentpariist (4ncioBe 3HaYEHHS):

OJIMHHMIIS KOHIIEHTpAITii:

BUJI KOHIICHTpAIIil (IiIKPECIIiTh BiIMOBIHE: «TOYHE YMCIOBE 3HAUCHHS», «Jl1alla30H», «OLIbIIe HIXK»
a00 «He OUIbIIe HIXK»)

Tun Jgikapcbkoro 3acody |

JocaimxyBanni JikapcbKHi 3aCi0 MiCTUTh AKTHBHY CYOCTaHIi10:

2 Bingnosiano 1o Pericrpy €sponeiicbkoro CiBTOBapHUCTBa JIIKAPCHKUX TIPENAPATIB IS JTIKYBaHHS PiAKICHUX
3aXBOPIOBaHb a00 IHIIOr0 MIXXHAPOIHOTO pericTpy (3a3HaYUTH SIKOTO).

3 SIKI0 BiZICYTHA TOPTOBENbHA Ha3Ba, HEOOXiIHO BKAa3aTH HA3BY, AKY BUKOPUCTOBYE CIIOHCOP U ineHTU(iKalii
JOCIIIIKYBAHOTO JIIKAPCHKOT0 3aC00y B JOKYMEHTAMii KJIIHIYHOTO BUIPOOYBaHHS (IIPOTOKOJII, OpOLIYpi OCHITHUKA).

4 SIKuo BiZICYTHS TOProBeIbHA HAa3Ba, BKA3aTH KOJI, IPUBJIACHEHHUI CIIOHCOPOM, 1110 BUKOPHCTOBYETLCS CIIOHCOPOM JUISI
inmeHTHdiKaIii JOCTi HKYBaHOT'O JIKapChKOTO 3ac00y B TOKYMEHTAITii 3 KIIIHIYHOTO MociimkeHHs. [leit kom moxe
3aCTOCOBYBATHCH y pa3i KOMOiHAIIH JTiKapChKUX 3aC00iB.

5 CAS-pericTp akTHBHHX CyOCTaHIili AMEpHKAHCHKOI CITiky 3 Ximii (American Chemical Society).

® 3a3HaYeHO B KOPOTKHI XapaKTEPUCTHI JTIKapChKOTO 3ac00y.
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XIMIYHOTO ITOXOKEHHS
010J10T1YHOT0/010TEXHOJOTIYHOTO TTOXOKEHHS
Leit nikapcbkuid 3aci0 €:
1) nikapchbKUM 3ac000M, TIPU3HAYEHUM I FeHHOT Tepartii’
2) pagiodapmMarieBTUYHNUM JIIKApCHKUM 3aCO00M
3) iMyHONIOTiYHUM JIiKapCHKMM 3ac000M'
4) nikapChbKUM 3aCO00M POCITMHHOTO TIOXO/KCHHS
5) TOMEOMaTUYHUM JIiIKAPCHKUM 3aCO00M
6) IHITUM THIIOM JIIKAPCHKOTO 3aC00y

SIKI0 «TaKk», yTOUHITH SKUM:

1

(1 Tak
(1 Tak

] Tak
] Tak
] Tak
] Tak
] Tak
] Tak

"1 Hi
"1 Hi

"1 Hi
"1 Hi
1 Hi
"1 Hi
"1 Hi
1 Hi

! 3anoBniTh Takok pozaiam D.3 Ta D.4.

D.3. JOCIILAKYBAHI JIIKAPCBKI 3ACOBH BIOJIOTTYHOI'O ABO BIOTEXHOJIOI'TYHOI'O

HOXOXKEHHSA
Tun JgikapcbKkoro 3acody
€KCTPaKT ] Tak [JHi
pEeKOMOIHAHTHU ] Tax T Hi
mpemapaT KpoBi ado 1a3Mu KpoBi ] Tax T Hi
1HII ] Tak "I Hi

SIK110 1HIII, TO BKAXITh:

D.4. TOCJII)KYBAHI JIKAPCBHKI 3ACOBM, ITIPU3HAYEHI JIJISI TEHHOI TEPATII

3anisnuii(-i) ren(-un):

I'enna repanis in vivo: [

I'enna tepanisi ex vivo: ||

Tun JgikapcbKoro 3acody, 10 BUKOPHUCTOBYETHCSH JIJIsl IEPEHECEHHSI TeHa

HyxkneinoBa kucnora (Hampukiaj mia3Miaa):
SIKII0 «TaK», yTOUHITh:
quCcTa
Y KOMIUIEKCI
BipycHuii nmepeHOoCHHUK:
k1o «raky, yTOYHITh THIT: aJIEHOBIPYC, PETPOBIPYC,
aJICHOACOLIOBaHUH BipYyC:
1HII:
SIKIO «iHIIY», YTOYHITS SIKi:

[l Tak

[l Tax
[l Tax
[] Tak
[] Tak

[1 Tak

1 Hi

1 Hi
1 Hi
"1 Hi
"1 Hi

"1 Hi
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E 1. IHOOPMANLISA BITHOCHO IIJIAHEBO (k110 3acTOCOBY€ETHCH OijibIIe
0JIHOT'0, TOBTOPIOBATH IH(GOPMALIIO0 AJIs1 KOKHOIO0)

Y BUKOPUCTOBYETHCS MJIa1e00: ] Tak [T Hi

Indopmanis mogo niaanedo mig HOMepoMm:

VYKaxiTh HOMEp JOCIIKYBAaHOTO JIIKAPChKOT0 3aco0y 3 po3aury D, 1mo gochipKyeTbes 3
BUKOPUCTAHHSIM
anedo
Jlikapceka opma:
Crocib 3acTocyBaHHS:
Ckuan, 6e3 ypaxyBaHHS aKTUBHOI(-HMX) cyOcTaHIii(-i1):
IIEHTUYHUHN JOCTIHKYBAaHOMY JIIKAPCHKOMY 3aC00y ] Tak "1 Hi

SIKIIIO «H1», BKQXITh OCHOBHI IHTPETI€HTH:

E 2. IHOOPMALIS OO CYITYTHIX MATEPIAJIIB (K110 32CTOCOBYETHCH)

Yy BUKOPHCTOBYHOThCH CYNYTHI MaTepiajm: ] Tak "1 Hi

Indopmanis moao cynyTHix marepiaJisb:

F. BLIOMOCTI [IPO BUPOBHUYY JLISIHKY, BIAIIOBLJIAJIBHY 3A
BUITYCK JOCJLI)KYBAHOI'O JIIKAPCBKOI'O 3ACOBY TA IIPENAPATY
CYIYTHBLOI TEPANII /TIONOMIKHOI'O (HE JIOCJIIJUKYBAHOIO)
JIKAPCBKOI'O 3ACOBY

Lle#i po3ain CTOCYEThCS MOCHIIKYBAHOTO JIIKAPCHKOTO 3acoly, MpernapaTy TMOPIBHSIHHS Ta
IpernapariB CyMmyTHbOI Tepamii/AonoMiKXHUX (HE MOCHIKYBAaHUX) JIKapChKUX 3ac0o0iB, CIELialbHO
MIITOTOBJICHUX [IJI1 BUKOPHCTaHHS B KIIHIYHOMY BHUIPOOyBaHHI (BUTOTOBJIEHI, paHIOMI30BaHi,
yIakoBaHi, MapKipoBaHi). 3a HasgBHOCTI MJEKIIbKOX BHUPOOHWYHMX JUISHOK ab0 JEKUTBKOX
JOCITIDKYBAHUX JIIKAPCHKUX 3aC001B BUKOPHUCTOBYMUTE TOJATKOBI CTOPIHKU 1 BKQXITh JISI KOXKHOTO
JOCIIKYBAHOTO JIIKapChKOTO 3aco0y HoMep, HaBedeHWi y po3aiuni D ab6o B posmimi E 1 (mns
maane0o0), 1 3a3Ha4Te, AKUH JOCIIHKYBaHUH JIIKAPCHKUM 3aCi0 BUMTYCKAETHCSA HAa KOXKHIN 3 TUISTHOK.

BinnosinanbHuii 32 BUIYCK rOTOBOIO0 10 KJIIHIYHOr0 BUIIPOOYBAHHS A0CIIKYBAHOIO
JIKapcbKOro 3aco0y (3a3HayTe HeoOXigHe):

BupoOHnua niyisiHKa BiNoOBiga€ 32 BUIIYCK TAKOI'0 J0C/IIIKYBAHOI0 JiIKaAPChKOIo0 3ac00y
(ykaxitb Homep(-u), HaBeneHui(-1) y po3aijii D, 151 10CaiIKyBaHOT 0 JIiKAPCHKOTo 3ac00y i B
po3aiii E 1 — nas niaaune6o):

Bupo6Huk 0
Imnoprep H
BupoOHuk i immoprep O
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HaiimenyBanHs opranizarii:
Micrie3Haxo[KeHHS:

Cepist Ta HOMep JliLieH31i BUpoOHHKa abo iMroprepa:
k1o BiACYTHS JIIEH315, YKAXITh TPUIUHY:

®akT mpoBeAeHHS 1HCTEKIl JaHOT BUPOOHUYOT TUISHKM yrioBHOBaxkeHUMU [ Tak “1Hi
OpraHaMu

SIKIIO «TaKy, YKaXiTh KMM Ta JJaTy OCTAHHbOT 1HCTIEKIIi:

G. 3ATAJIBHA THOOPMA LIS HTOAO KJITHIYHOT'O BUITPOBYBAHHSA

JocaizkyBaHuil NaToI0TYHUI cTaH 200 3aXBOPIOBAHHA

XapakTepucTHKa MaToJOTIYHOTO cTaHy (y JOBUIbHIHN opmi):
Kox BiamoBinHo 10 MixkHapoaHOT Kiacudikailii XBopoo (MKX-IO)I:

Kon BiamoBinHO 10 kinacudikarii MedDRA':
PinkicHe 3axBOproBaHHS [ Tax [0 Hi

Tapopmanis sigmosigno o knacudikaniii MKX-10 i MedDRA (Medical Dictionary for Regulatory Activities —
MenuyHuii CIIOBHHK JUISI YIIOBHOBAYKCHUX PETYJSITOPHUX OPTaHiB) YKa3yeThes Ha BUOip. SKIIO € koau 000X
knacuikaniid, BApTO BKA3aTH TUIHKHU OJIMH 3 HUX; Y TAKOMY BUMAJIKy PEKOMEHIYEThCS BKa3yBaTH KOJ 32
kinacudikaniero MedDRA.

Mema eunpoodysanns

OcHOBHa MeTa:
Bropunsi mini:

OcHoBHi KpuTepii BKIIOYeHHs (YKaXiTh HaWBaKIIUBIIIII)

OcHOBHI KpuTepii HeBKJII0UYEeHHsI (YKaXITh HaAWBa KJIMBIIII )

IlepBunna(-i) kinuena(-i) rouxa(-u):

Jlianma3oH BuUIpoOyBaHHS (3a3HAYTE BCE HEOOX1THE)

JliarHocTHKa

[TpodinakTuka

Tepamnis

Be3neunicThb

EdexTuBHicTh
dapMaKOKIHETHKA
dapmakoarHaAMIKa
BioexBiBaIEHTHICTD
3anexHiCTh ePEeKTy BiJl 103U

oODO0O0ooooOd
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dapmakoreHOMiKa 0
dapmakoeKOHOMIKA O
THie 0
SIKI10 BU3HAUEHO MYHKT «iHIIE», YTOUHITB!

[} dapMakoJIOTiuHEe JOCIIIKEHHS 3a ] TTomrykoBe U TlinTBepHe ] JlocmimKeHHS
yaactio JroauHu ((dasa I) TEparneBTHYHE | TEPANeBTUYHE | TEPANEBTUYHOTO
Uwu € mocmipKeHHs BUMPOOYBaHHS | BUIPOOYBAHHS | 3aCTOCYBaHHS

'] mepIuMM yBEAEHHAM JliKapchKoro 3acoby | (hasa II) (daza III) JKapChKOTO
JIFOTUHI 3aco0y

[ mociimKkeHHaM 010€KBIBAJIEHTHOCTI (paza IV)

" mOpiBHSUIBHUM
(hapMaKoIMHAMIYHIM JTOCIHKCHHSIM

U] TlopiBHsUTbHE KJIIHIYHE BUTIPOOYBaHHS (T€HEPUYHUX TIPENapaTiB)

"] IHIme: ykaxiTh siKe:

Ju3aiin BUnNpoOyBaHHs

PannmomizoBane: []Tax [1Hi
KonrpomsoBane: [ Tak [JHi SIKIIo «rak», yrO4HIT:
Binkpure: [JTak [JHi
[Ipoctre«cmine»: [1Tak [JHi Iloxgsiiine
«crimney: [JTak [ Hi

3 Ilepexpecne: [1Tak [ Hi
napanensHumMu - [ Tax [ Hi
rpymnamu:
Tame: [1Tak [1Hi  SIKIIO «TaKk», yTOYHITh:
VYKaxiTh mpenapar MopiBHIHHSA:
iU (-1) JiKapchkuii(-1) 3acio(-06m) [1Tax [ Hi
miamne0o [JTak [1Hi
1HIIIe [JTak [ Hi
SIKIIO «IHIIIE), YTOUHITh:

OnHoteHTpOBE

(muB. Takox po3min I): [ Tak [ Hi

BbararouenTpose

(muB. Takox po3min I): [0 Taxk [JHi

MixxHapoHE KITIHIYHE

BUIIPOOYBaHHS: [JTax [JHi

MakcuMajibHA TPUBAJIICTD JIIKYBAHHS J0CTIIXKYBAHOTI0 (Cy0’€KTa JA0CTi)KEeHHsI) BiIMOBIIHO 10
NPOTOKOJIY KJIiHiYHOI0 BUIIPOOYBAHHS:

MakcuMajibHO J0NyCTHMA /1032 J0CTiIKYBAHOT0 JiKapPChbKOro 3aco0y (YTO4HITH: Ha 100y a00
CyMapHa 1032 32 4ac yCh0ro BUNIPOOYBAHHS):

BusHayeHHs1 MOMEHTY 3aBepIIeHHS KJIIHIYHOT0 BUNIPOOYBAHHS Ta OOIPYHTYBAHHS Y BUIIA/IKY,
SIKIIO 1Ie He € OCTaHHIll BI3UT 0CTAHHBOI'O JOCJIIIKYBAHOT0 (Cy0’€KTa TOCTiAKEeHHs1), 110 Oepe
y4acTh y KJIiHIYHOMY BUNIPOOYBaHHi':
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1511(1110 HE 3a3HAYCHO B IPOTOKOJI KJIIHIYHOTO BUIPOOYBaHHS.

TlepBuHHA OLIHKA TPHBAJIOCTI KJIiHIiYHOro BUNPoOyBanHs (PoKH i micsmi)!:
B YKpaiHi POKHU MicsIIi

y BCIX KpaiHax, e IPOBOJUTHCS KIIiHIYHE BUNPOOYBAaHHS poxu Micsi

'3 MOMEHTY BKIIIOUEHHS MEPIIOTO JOCIIIKYBaHOTO (Cy0 €KTa JOCIIKEHHS) 10 OCTAHHBOTO Bi3UTY OCTAHHBOTO
JIOCIIIKYBAHOTO (Cy0’€KTa HOCIIPKCHHS).

H. TPYIIM JOCJALKYBAHUX (CYB’EKTIB JOCJIKEHHS)

BixoBuii niana3ou:

' BikoMm 1018 pokiB 1 Hopoci 1 JiTHBOTO BiKY
Skwo "TaK", yTouHiTh: (18—65 pokiB) | (moHaxm 65 poOKiB)

[l BHyTpimHbOYTpOOHUHT

'] HemoHomieHi HeMOBIIsATa (1110 HAPOAUIIUCS HA
TEpMiHi BariTHOCTI He Ounbie 37 THKHIB)

'] HoBoHapomxkeHi (110 27-10 THSI )KUTTS)

'] Hemonusra (3 28-10 IHS *KUTTS — 24 Mic.)

[ ditu (2 poxu — 11 pokiB)

U] Mamnomitsi (12 — 14 pokiB)

'l HemonomiTHi (14 — 18 pokiB)

Crartsb:

[ XKinoua '] Yonosiua
I'pynu oocnioxncysanux (cyod’ckmis 0ocnioxicenns)
310poBi JOOPOBOJIBIII " Tak T Hi
[MamienTn ] Tax T Hi
Oco0651BO Bpa3IMUBi TPYIH AOCTIKYBaHUX (Cy0’€KTIB TOCTIHKEHHS):
KIHKH PENpOTyKTHUBHOTO BiKY 1 Tak “1Hi
BariTHI ] Tak 1 Hi1
SIK1 TOJTYFOTb TPYIJIIO (] Tak [0 Hi
TOCTiKyBaHi (Cy0’€KTH JOCTIKEeHHs) B KpUTHYHOMY cTani [ | Tak T Hi
JIOCTiKyBaHi (Cy0’€KTH JOCTIKEHHS), SIKi HE B 3M031 0COOUCTO JaTh
iH(popMOBaHy 3ro/ly Ha y4acTh y JOCIIKEHHI ] Tak [T Hi

SKII0 «TaK», yTOUHITH:

1HII | Tak 1 Hi1

SIK1o «raky, yTouHITh:

3annaHoBaHa KUIBKIiCTh 10CHIIKYBAHUX (Cy0’€KTIB JOCTIIZKEeHHS) 1JIs1 BKIIOYEHHS y KJIiHiYHe
BUINIPOOYBAHHA:

B YKpaiHi:
JUTSL MIPKHAPOTHOTO KJIITHIYHOTO BUIIPOOYBaHHS:
JUTSI BChOT'O KIIIHIYHOTO BUIIPOOYBAHHSI:

3annaHoBaHe JikyBaHHs a00 HariIsx 3a JOCHIIKYBAHUMH (cy0’eKTaMM [OCJIiIXKeHHs), IO
3aBePIINJIN Yy4ACTh Y KJIIHIYHOMY BUNpoOyBanHi! (K10 BOHO Biapi3HACTLCA Bix nepeadavyBaHoOro
CTAHAAPTHOIO JiKYBAaHHS NIPH JAHOMY NATOJOTiYHOMY CTaHI):

Y TOYHITE:

!SIkmio pamile He 3a3HAYEHO B MPOTOKOJI KJIIHIYHOTO BUIIPOOYBAHHSI.




70

I. 3BATTIPONIOHOBAHI JOCJIHUKHA TA MICLSI TPOBEJEHHS
KJIHIYHOT'O BUIIPOBYBAHHS B YKPATHI

I.1. Micus npoBeieHHs1 KJIiHiYHOr0 BUNPOOYBAHHS TA BilNOBIaJIbHI JOCTITHUKH:

1.1.1. Hasga JIII3 Ta Micust mpoBeIeHHS BinmnoBigaisHUN JOCHIIHUK

KJIIHIYHOTO BUMPOOYBaHHS: IT. I. b. Kaamnidikaris

1.1.2. Micue3HaxomKeHH:

1.2. locaiiHUK-KOOPANHATOP, IKIIO €:

Kamidikartis
I L Bb.

I.3. LenTpaiizoBani TexHiYHI NpuMilleHHsA, 0 OyAyTh BHKOPHMCTOBYBATHCH /JJIsl NPOBeICHHS
KJIIHIYHOTr0 BUNIPOOyBaHHs (J1abopaTopisa a00 iHIII TeXHiYHI NPUMIlLIEHHSA), Y IKUX HEHTPAJIi30BaHO
OyayTh BUMiIpHOBaTHCH 200 OLIHIOBATHCS OCHOBHI KpUTePii OHiHKM (K10 OpraHi3auiii Aekijabka, TO
MOBTOPHO 3alI0BHITH JJIA BCiX)

Oprawnizarisi:

I1. I. b. koHTaKTHOI OCOOH:

MicIie3Hax OJ[KSHHSI:

Tenedon:

OO60B's13KH, 1110 BUKOHYIOTHCS 32 CYOKOHTPAKTOM:

1.4. Oprani3auii, sIKuM coHcop a6o0 ioro oiniiHU NMpPeACTABHUK JejleryBaB CBOI 000B’SI3KH Ta
(yHkuii, moB’s3aHi 3 NpoBeeHHSIM KJIHIYHOI0O BHNPOOYBAaHHA (SIKIIO OpraHi3amii AekijJibKa, TO
MOBTOPHO 3alI0BHITH JIJIA BCiX)

JleneryBaHHsI CHOHCOPOM a00 OTro O(MiMifHUM ITPEICTABHUKOM TIEBHUX 000B’s3KIB 1 QYHKITIH,
OB’ I3aHUX 3 MPOBEJECHHAM KITHIYHOTO BUIPOOYBaHHs, 1HIITIN opraHizarii abo TpeTiil CTOpoHi

[0 Tax [ Hi

SIKII0 «TaK», yTOUHITH:

HaiiMenyBaHHS IOPUIUIHOI OCOOU:

I1. I. b. xoHTaKTHOI OCOOU:

Micrie3HaxoKEHHS

KonraktHuit Tenedon:

O060B's13k1/PYyHKITIT, IO BAKOHYIOTHCS 32 CYOTAPSIIOM:

J. MO3 Ykpainu /koMicisi 3 TMTAHb €TUKHU

Skmo nana 3asBa agpecoana MO3 Ykpainu, Big3HauTe KIITUHKY «KOMICis 3 TUTaHb €TUKU» 1 BKaXKITh
iH(OopMallio, 0 CTOCYEThCS KOMICIi 3 MUTaHb €THKH, 1 HABIaK{

MO3 Vkpainu [
Kowmicis 3 mutadp eTUKU [

HajimeHyBaHHS il MiCLIE3HAXOIKEHHS:

Jlata momayi TOKyMEHTIB:
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BucHOBOK/TIOTO1>KEHHS: | y mpotieci po3risay Oyae 3anuTyBaTuCs
[ ] BuIaHo
Sx1o0 BUCHOBOK/TIOTOIKEHHS Jlaty BUCHOBKY/TIOTOI)KEHHS:

BHUJIAHO, BKAXKITh:
[J 103BOJIEHO/TIOTOIKEHO
[J He 103BOJIEHO/HE MOTOKEHO
SIKIIIO HE T03BOJIEHO/HE MOTOKEHO, TO BKAXKITh:
NPUYUHA
MOJKJTUBY JIaTy MMOBTOPHOI 1TO/1a4i 3asiBH

K. KOHTPOJbHUI NEPEJIK IHOOPMAIIIL, 11O JOJAETHCS J1O 3ASIBU

Indopmanisn, HeoOxinna nas LlenTpy Ta ans komicii 3 NMUTaHb €THMKHM BiINOBIIHO 10 MyHKTY 1
po3aiay VII uboro Hopsaky ta nynkry 4 po3aiay VIII uboro Iopsaaky

Kowmicis Lentp!
- TE'aHB HasBa qokymenra
CTUKH
0 0 CympoBigHUHN JTUCT
] ] 3asiBa BCTAHOBJIEHOI'O 3pa3ka
0 0 [TucemoBe miaTBepKeHHs oaepkanHs HoMepa EudraCT (3a #ioro HassBHOCTI)
0 0 [IpoToKOI KIIIHIYHOTO BUIIPOOYBAHHS 3 yCiMa MONpaBKaMu
0 0 Bbpomurypa nociigaunka
u u Jlocke mOCTIIKYBAaHOTO JTIKaPCHKOTO 3aC00y
0 0 CxopoueHe T0Ch€ JOCIIIKYBAHOTO JIIKAPCHKOTO 3aC00y
0 0 KopoTka xapakrepucTika JI0CiiKyBaHOTO JIKapChbKOTo 3ac00y
0 0 IH;[qBizlyaana peGCTpagiﬁHa dopma (KpiM MDXHAPOJHUX KITIHIYHUX BUIPOOYBAHB)
0 0 Korris moromxeHHs KoMicii 3 HI/ITaHF €TUKH (32 HAsIBHOCTI)
- - JlopydeHHs1, BUJIaHE CIIOHCOPOM 3 YIiTKO JEJIerOBAHUMH TOBHOBAKEHHIMHU
(y BUIIAJIKY SIKIIO 3a4BHUKOM HE € CaM CHOHCOp)

Tudopmanis 1 JOCTIIKYBaHUX (CY0’€KTa JOCTiIKeHHs1)!

0 0 Jluct nipo iHpopMyBaHHS JOCIIHKYBAHOTO (CYO’€KTa AOCTIHKEHHS) Ta iHPOpMOBaHa
3roja

0 0 [Hmra mucpbmoBa iHGOpMaItis 1Tt TOCTIKYBaHOTO (Cy0’ €KTIB TOCTIHKCHHS)
(LLIOJICHHUK, OTTUTYBAIBHUKH, KAPTKH JUIs JOCHIDKYBAaHHX, IEPETIdiTh BiAMOBIIHE)

0 0 3axoau 1010 Ha0OPY AOCTIHKYBaHUX (Cy0’ €KTIB JOCIIKEHHS)

Tndopmauis o0 NPOTOKONY KJIIHIYHOr0 BUNPOOYyBaHHs'!

O 0 Crucnuit BUKJIAJ] MPOTOKOTY KIIHIYHOTO BUTPOOYBaHHS

0 0 ExcniepTHa o1inka KIIHIYHOTO BUITPOOYBAHHS (SIKIIIO €)

H 0 ETrdHa omiHKa KITIHIYHOTO BUIPOOYBaHHS, TIPOBEACHA BiIOBIAIEHUM
JTOCJTI IHUKOM/ AOCTT THUKOM-KOOPIMHATOPOM

0 u [Mignucani Ta natoBaHi mpodeciini aBrodiorpadii BiAMOBIAIEHUAX TOCTITHUKIB Y

KOXKHOMY MICIIi IPOBEICHHSI KJITHIYHOTO JTOCITIIKEHHS
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Indopmanis 100 J0CTIIKYBAHOIO JIKAPCHKOIo 3200y’

3pa30K €eTUKETKH 3 iHpOpMaLli€lo PO Mpenapar yKpaiHChKOK MOBOIO

BinmoBiaHi 103B0OJH, 10 MOMIMPIOIOTHCS HA KITIHIYHE BUIIPOOYBaHHs a00 mpemnaparTy,
1110 MaIOTh OCOOJIHMBI XapaKTEPUCTUKH (SKILO €), HAPUKIA paaiopapManeBTHIHI
npenaparu

TSE-ceprudikar (Ao HeoOXiTHO)

Ceptudikar cepii OCIIPKYBAHOTO JIIKAPCHKOTO 3ac00y

[TrcbMOBe MATBEPHKEHHS, 1110 BUPOOHHUIITBO 3/IIHCHIOETHCS HA BUPOOHUY1H 200
JOCHTIIHIN AIsHLI 3 JoTpuMaHHsIM BUMor HacranoBu «Jlikapcebki 3acobu. Hanexxna
BupobHn4a npaktuka. CT-H MO3YVY 42-4.0:2008», 3atBepxenoi Hakazom MO3
VYxpainu Big 16 mrotoro 2009 poky Ne 95, 3 Hananusam ceprudikara GMP abo
MMCBbMOBOI 0(iIiHOT 3asBU Y TOBHOBa)KEHOT 0COOM 3 SIKOCT1 (BUPOOHHUKA)
Kcepoxkomis ninensii Ha BUpOOHUIITBO, BU/IaHA YIIOBHOBa)KEHUM OPTraHOM
KpaiHH-BUPOOHUKA

BimomocTi 1110710 Miclisi BATOTOBJICHHS JIOCIIII»KYBAHOTO JIIKQpCHKOTO 3aC00y
BimoMocTi Ipo TEXHOJIOT1F0 BUTOTOBJICHHSI (BUPOOHHIITBA) JIIKAPCHKOTO 3aCO0y Ta
JOKYMEHTAIlisl, 32 KO0 3/[IHCHIOBaBCSI KOHTPOJIb BUTOTOBJICHHS Ta SKOCTI
JKapChKOTO 3ac00y

JdoxkymeHTH, 110 Xa

1

pakTepusyiorsb JIII3, nociaignnkiB Ta Micue npoBeeHHs! KJIiHIYHOTO

OCJIiKeHHA
B 0 3asBa BIAIIOBIAJILHOTIO JOCHITHAKA
- . [ndopmartis mpo JIII3 Ta micie mpoBeAeHHS KIIHIYHOTO BUIPOOYBaHHS
[Mignucani Ta natoBaHi mpodeciiini aBrodiorpadii JoCTiTHUKIB
l U

Indopmanis momo

¢pinancysanns’

0

[]

0

0

JIOKyMeHTH, 1110 BCTAHOBJIIOIOTH PO3MIp Ta YMOBH BHILIAT (KPiM CTPaXOBUX)

[HII11 JOKYMEHTH

! BigzHaure Bei BiAMOBIIHI KJIITHHKY IS TOTO, 06 BKa3aTH iHpopMallito, ska Oyjie npejacTasieHa 1o LleHTpy Ta KoMicii 3 MMTaHb €TUKH.
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L. IITAITNC 3AAABHUKA

S, mo mignucaBcs(Iack) HUXKYE, UM ITATBEPUKYIO (B IMEH1 CITIOHCOpPA), 110 (HETOTPiOHE 3aKPECIUTH ):
HaBeJleHa B LI 3asBIi iHPOpMALis € MTPABUIBHOIO;

KJIIHIYHE BUIPOOYBaHHS Oy/ie TPOBOIUTHCS BIAMOBIIHO O MPOTOKOJY KIIHIYHOTO BUTIPOOYBaHHS,
HallloHAJIbHOTO 3akoHOoaBcTBa 1 Hactanosu "Jlikapebki 3acobu. Hanexxna xiiniyaa npaktuka. CT-H
MO3YVY 42-4.0:2008", 3arBepmkenoi Hakazom MO3 Ykpainu Bin 16 arororo 2009 poxy Ne 95;

BBA)XKA10, 110 € MiACTAaBH JJIs IPOBEJCHHS KIIHIYHOTO BUTPOOYBaHHS;

3000B's13y10cs MOBIAOMHUTH LIeHTp Ta KOMICiIO 3 MUTaHb €TUKHU NP0 (DAKTUYHY ATy MOYATKY KITHIYHOTO
BunpoOyBanHs! (Bifpasy Micjs TOro, SK BOHA CTaHE BioMa);

HE TI3HIIIE OJJHOTO POKY MICHs 3aKiHYEHHS KJIIHIYHOTO BUIIPOOYBaHHS (Y BCIX KpaiHax MpH MPOBEIEHHI
MDKHapOAHMX KJIIHIYHUX BUNPOOYBaHB) s 3000B’sI3yI0CS MOJATH CTUCIUH 3BIT 32 UM KIIHIYHUM
BUNPOOYBaHHAM 10 LleHTpy 1 KOMICIi 3 MUTaHb €THKU

3asBHUK, 1110 TTojae 3as1By 10 MO3 Ykpainu 3asBHUK, 10 TOJA€ 3asBY IO KOMICii 3 MUTaHb ETUKU
Mara:

Hara:

[Tignuc: ITigmuc:

I1. I. b. npykoBaHWMH JIiITEpaMHU: I1. I. b. npykoBanuMu JiTepamu:

'Brrrouenns y KJIiHIYHE BUMPOOYBAaHHS IEPIIOTO IAIIEHTA/3M0POBOTO MOOPOBOJBI B YKpaiHi (IIOYATKOM BKIFOYCHHS
BBKAETHCS MOMEHT, KOJIM TIAIIEHT/3I0pOBUI JOOPOBOJIEITh CTABUTH I AMKC B iHHOPMOBaHii 3roi).
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Honmatok 6

1o [Topsinky mpoBeeHHS KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta eKCIEPTU3HM MaTepiaiiB

KJIIHIYHUX BUTIPOOYBaHb

(ab3ary Ipyruid, mMAMyHKTY 7, MyHKTY 1,
po3ainy IIV)

INOBHE JOCBH€
AOCJIIZKYBAHOT0 JIIKAPCHKOT0 3200y

[loBHe nOChe Ha MOCHIIKYBaHUH JiKapcbkuid 3aci®0 MICTUTH iHOpMaLi0 3a TaKUMHU
po3aiiamu:

1. Jlikapcpka pedoBHHA (JJIs JIIKAPCHKUX TperapaTiB, MO MICTATh OLIbINE OMHIET JIKapChKOL
PEUOBHHH, iHPOPMALli HATAETHCSA B IOBHOMY 00CSI31 11010 KOXKHOT 3 HUX):

3arajgbHa iHpopMaIlis;

BUPOOHUIITBO;

XapaKTepUCTHKA;

KOHTPOJIb JIIKapChKOT pEYOBHUHH;
CTaHJApTHI 3pa3ku a00 pEeYOBUHU;
CUCTEMA yITaKOBKH/3aKyIIOPKH;
CTaOITBHICTB.

2. JlikapchKu# mpenapar:

OTIHC 1 CKJIaJI JIIKAPCHKOTO TIpemnapary;
(dhapmarieBTHUHA pPO3pO0Ka;
BUPOOHMUILITBO;

KOHTPOJIb TOTIOMDKHUX PEUOBHH;
KOHTPOJIb JIIKAPCHKOT'0 Mpemnapary;
CTaHJApTHI 3pa3KH 1 pEYOBUHHU;
crcTeMa YIaKOBKH/3aKyIOPKH;
CTaOITBHICTB.

3. JIonoBHEHHS:

TEXHIYHi 3acO0M 1 yCTaTKyBaHHS,
OLlIHKa 0E3MEeYHOCTI II0JI0 CTOPOHHIX MIKPOOPIaHi3MiB;
HOBI JIOTIOMDKHI pEUYOBUHHU;

PO3YMHU I B1THOBJICHHS Ta PO3YMHHUKHU.

4. NoxmiHiIuHI (hapMaKoJIOTi4HI Ta TOKCHUKOJIOTIUHI IaHi:
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(hapmakoIuHaAMIKA;

(bapMaKoKiHETHKa;

TOKCHKOJIOTSI.

5. aHi 1010 KJIiHIYHOTO BUBYEHHS (SIKIIIO MTPOBOJIAIIOCH):
KJIIHIYHA (papMaKoJIoTis;

KJIiHIYHA (papMaKOKiHETHKa;

BILTUB Ha JIIOJIUHY;

OIliHKa KOPHUCTI Ta PU3UKY.

6. SIkio oxkpeMi YacTHHU JOKYMEHTaIlli He BKIIOYEHO JI0 MarepiaiiB, y BiIIMOBIIHOMY MiCIIl
CJIiJ] 3a3HAYUTH NMPUYUHY BiACYTHOCTI iH(OpMaIlil i BiATIOBIAHUM 3aTOJIOBKOM.

7. dns mikapchKUX IpenapariB TBAPHHHOTO MOXO/PKEHHS Mae OyTH HaJaHa Taka J0JaTKOBa
iHpopMaris:

JaHi 00 BUAY, BIKY, palliOHy TBapHH, BiJl SKUX OTpUMaHa CUPOBUHA;

JaHl PO XapakTep (KaTeropiro) TKaHWHHU, 3 SKOI OJEP)KYEThCS CHPOBHHA I BUPOOHMIITBA
JKapCchKOro 3aco0y, 3 TOUKH 30Dy ii HeOe3MeKH 11010 BMICTY MPiOHIB;

TEXHOJIOTIYHA cXemMa OOpOOKHM CHPOBHHH 13 3a3HAYCHHSM EKCTPAreHTIB, TEMIEPaTypHOTO
pPEKUMY;

METOAM KOHTPOJIO BUXITHOI CHPOBHUHH, BKJIIOYAIOYH METO/U BHUSIBIICHHS MPIOHIB y KIHIIEBOMY
MPOYKTI (32 MOTpeOH).
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Jonatok 7

1o Topsaky mpoBeaeHHS KIHITHIX
BUNIPOOYyBaHb JIiIKapChKUX 3ac00iB Ta
eKCTIePTH3H MaTepiaiB KIHITHIX
BHIIPOOYBaHb

(mipmyskr 16, myskty 1, po3niny VII)
(mipnyskT 9, myHkTy 4, po3ainy VIII)

3ASBA
BiAMOBIAAJIHLHOI0 JOCJIITHUKA

A, )
(npizeuwye ,im’s, no 6aMvKo8i)

10 TPAITIO0 ,
(3aznauumu micye pobomu ma nocaoy)

IPOIIY JJO3BOJIUTH MEHI B3SITH y4acTh y KJIiHIYHOMY BUIIPOOYBaHHI:

(3a3Hauumu Ha38y KAHIYHO20 UNPOOYBAHHA MA KOOOBAHUU HOMED NPOMOKOIY KIIHIYHO20 8UNPOOYBAHHS)

A o3naliomyIeHMH 3 yMOBaMH NPOTOKOJY KIIHIYHOTO BHUMPOOYBaHHS Ta Maro BiAMOBIIHUI
npodeciiiHuii piBeHb, MOXKJIMBICTD 3aydaT KBasli()iKOBAaHUX CIIBPOOITHUKIB Ta/a00 iHIIMX (haxXiBIIiB
(3a meoOximHocTi). KpiM TOoro, Mamo MOXJIMBICTH BUKOPHCTOBYBATH HEOOXiAHI TPHUMIIICHHS Ta
YCTaTKyBaHHS MPOTITOM YChOTO KJIIHIYHOTO BUMPOOYBAHHS JJIS IPOBEACHHS HOTO HAIEKHUM YHMHOM.

S o3HaliomyieHUI 3 YMHHUMH HOPMATHBHO-TIPABOBUMH aKTaMH IIIOJO IMPOBEIEHHS KIIIHIYHUX
BUINPOOYBaHb, 3 BUMoramu Hanexxnoi kiiniunoi nmpaktuku (GCP).

Sl migTBepKylo, IO KIIiHIYHE BUIPOOYBaHHS OyJe pO3MOYaro TiTBKH 32 YMOBH HAasBHOCTI
JIOTOBIPHO-TIPABOBUX BIAHOCHMH MK yCIMa IOPUANYHUMH Ta (i3MUHUMH O0CO0aMH, 3aJydeHUMH 10

IPOBEIECHHS KJIIHIYHOTO BUMPOOYBaHHS, BiAMOBIIHO O BUMOT 3aKOHOJABCTBA™ .

51 3000B's13yloch HagaTH BCIO HEOOXiAHY iH(OpMAIil0 HIOJ0 KIIHIYHOTO BUIPOOYBaHHS 0
KOMICii 3 MUTaHb €THUKH.

51 He Maro KOHQITIKTY IHTEpeCiB.
S Hapmaro 3rofly Ha BUKOPHCTAHHS MOiX TEPCOHANBHUX JNaHUX (Mpi3BHINE, iM’s, MO OAaTHKOBI,
mocaja, BYCHHH CTyIHb, Miciie poooTn) npeactaBHukamMu MO3 Ykpaiau ta L{eHTpy, 1110 MOXYTh OyTH

po3MilleHi Ha IXHIX oQIiifHUX caliTax.

BiamnoBigaisHUNA JOCHIIHUK:

(IL.LB.) (riarmc) (mara)

* Ilpu 1pOMy CKJIaJIOBUMH KOIUTOPHCY TAaKHMX KJIiHIYHUX BHIPOOYBaHb Mepen0adaloThesi BUTPATH Ha yTPMMAHHS
MIPUMIIIEHb 1 aMOPTHU3aIlito 00IaTHAHHS, HA TPUI0aHHS BUTPATHUX MaTepialliB, Ha OIJIATy IMparl Bcix (axiBiiB, sSKi OepyTh
y4acTh y KIIHIYHOMY BHUIPOOYBaHHI, Ha BHJATKW MOB’S3aHi 3 IISUIBHICTIO KOMICII 3 NHTaHb €THKHM, B TOMY 4YHCIi Ha
BHUHAropoJy 3a poOOTy i KOMIICHCAIIII0 BUTPAT, ITOB’3aHUX 3 POOOTOIO0 B KOMICIT 3 TUTaHb €THKH, TOLIO.
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3BopoTHHUiIi Oik

Bi3u moroaxkeHns:

1. KepiBnauk JII13 (3anosurwoemovcs 0606'13x060)

(mocana kepiBHUKa Ta HalimenyBaHHs JIT13) (migmuc) (mpizBHIIe, iM’51, TIO (nara)
0aThKOBI)
2. KepiBHUK 3aKjay BUIIOT OCBITH (3ano8HIOEMBCA 8 pa3i 3a1y4eHHs)
(mocaga KepiBHUKA Ta HAHMEHYBaHHS) (rigrmc) (npizBuIe, iM’s, MO (mara)

0aThKOBI)
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Jonatok 8

1o Tlopsaky mpoBeaeHHS KIHITHIX
BHITPOOYBaHb JIKapCHKHUX 3aC00iB Ta
EKCIIePTH3H MaTepialiB KIIHIYHUX
BUNIPOOYBaHb

(mignyskT 17, myakry 1, pozairy VII)
(mipmynkr 10, myHkTy 4, pozainy VIII)

THO®OOPMALIA
npo JIII3 Tta micie npoBeeHHsI KJIiHIYHOT0O BUNIPOOYBAHHSI

KomoBanuii HoMep MpOTOKOITY KiIiHIYHOrO BUIIpoOyBanH: (naixi — KB):

1. 3aranena ingopmanist mpo JIII3 Ta micue nposenenns KB:

1. JITI3, ne uranyeThes poBeneHHs KB:

2. Micuesnaxomkenns JII13:

3. IL.LB. xepiBuuka JII13, konTakTHHit TenedoH, pakc, e-mail:

4. Micue nposenenns KB (Hanpukian Biguinenss, simgrin'):

5. I1.LB. 3aBigyrouoro. BiAaiIeHHAM/BIAA1IOM, KOHTaKTHHH TenedoH, ¢akce, e-mail:

6. BKaxxiTh HOMEP J1i10401 Ha JaTy HajaHHs iHpopmarti rinensii JITI3 Ha MeaUUHY PAKTUKY:

7. BkaxxiTh HOMEp JiI0Y0ro Ha JaTy HamaHHs iH(opmamii akpeaurtamniinoro ceprudikata MO3 Ykpainu s
JIIT3 (xcepokomist qogacThes)’ abo 1oAaiiTe KOIi iHIIOro JOKyMEHTa, IO MiATBepIKye npoxomkenns JII13
akpenurtanii (y Bunazaky sikuio JIII3, B sikoMy € Micle MpOBEICHHS KIIiHIYHOTO BHUIPOOYBAaHHS, HMPOWILIO
NpoLenypy aKpeauTalii, ane Iie He OTPUMAaJO BiAMOBIIHUH akpenuTauidHuii ceptrudikar MO3 Vkpainu ais
JITT3):

'Bkaszatu moBHY Ha3By BiIiIEHHS, Bimminy.
2 3HasBHICTh 000B’I3KOBA.

Axwo 00 npogedenns KB 3anyuaemuvcs kaghedpa 3axiady suwoi oceimu, 3ano8Himo nosuyii 8—13

8. 3aknaj BUIIOI OCBITH:

9. Micne3HaxoKEeHHS 3aKyIay BUIIOI OCBITH:

10. ILLLB. pextopa, koHTakTHHIA TenedoH, pakc, e-mail:

11. Kadenpa 3aknamy BUIIOT OCBITH:

12. IL.LB. 3aBigyrodoro kadeaporo, KOHTaKTHUN TenedoH, dakc, e-mail:

13. HasiBHiCTBL 0rOBOpPY TIPO CHIBIpPALKO MiX 3aKianoM Buinoi ocsitu ta JI[I3?, ne posramosana kapenpa, ta
CTPOK HOTro Ail:
Orak, [1HI; CTpOK Jii:

4Tlonaiire.

2. JlocaigHMIbKA Ipyna:
1. BigmoBimamsHui 7OCITiTHIK "

[IpizBure Ta iM’s

3aliMaHa mmocanaa:

KonTaktHuii Tenedon:
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daxkc:

E-mail:

! Tomaiite CV BiANOBigaabHOTO JOCHTITHHKA.

2. YUsieHH TOCIi JHULBKOT IPYIIH, IKUX TUIAHYETHCS 3a1y4YaTh Ui BAKOHAHHS BaXIMBUX Qynkuiii KB* 3

I1.I.BG. OcHoBHI m1aHoBaHi 000B"13kH mix yac KB

Nlonaiite CV ujleHiB DOCHiIHUIEKOI TPYIH, K1 OyayTh 3amydarucs 10 KB.
3 Jlomaiite JOroBip Mpo CIIBIPALO MiX 3aKJIa0M BUIIOi ocBiTH Ta JITI3, AKIO YieH JOCITiAHUIEKOT TPYIIH €
MpaliBHUKOM KadeapH 3aKiaay BUILOI OCBITH

3. Xapakrepuctuka JIII3, y sxomMy mianyerbcs npoeaenns KB:
1. JlikyBauns y JII13 nauieHTiB i3 3aXBOPIOBaHHSM, K BiAmnoBigae npotokony KB:
[J Tak; 0 ui;
Arwo 6i0no6iob «mary, 3azHaume:

MOXIMBICTH CTAIliOHAPHOTO JIIKYBAHHSI IMAITIEHTIB 13 3aXBOPIOBAHHSM, SKE BIAMIOBIIa€ IPOTOKOITY KIIHIIHOTO
BUNPOOYBaHHS:

Orak; [ HI [J iH1Ie:

Mpo(iTh MAIli€HTIB:

MOXIMBICTH aMOYJIaTOPHOTO JIIKYBaHHS,
HAasBHICTb HMOJIKITIHIKH: [] Tak; [ Hi; [ iHIIe:

MOXUIMBICTH ~ JIIKyBaHHS  TAIliEHTIB B yMOBaX  JEHHOTO  CTamioHapy (3@  HeobXionocmi):
Orak, [ mi; [ igme:

MOXIMBICTh HaIaHHS HEBIIKJIATHOT JTOTTOMOTH (IIJIs CTAIliOHapiB —HASBHICTH peaHIMaIliiHOTO BiIAUICHHS a00
BIIITICHHS/0JIOKY 1HTEHCUBHOT Teparlrii abo mamaT(¥)/JiKOK IHTEHCUBHOI Teparrii):
Orak; [ mi; [ idmoe:

SIKIIo BiATIOBIAG «HI» Yy BUIE3a3HAYCHHUX ITyHKTAaX, 3a3HAYTE, SIKMM YMHOM Oy7e BiIOyBaTHCS CITOCTEPEIKEHHS
3a MaIrieHTaMu Ha BeCh TEPMiH, epe0adeHU TPOTOKOJIOM KIIIHITHOTO BUTIPOOYBaHHS:
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2. 3a3naure HasgBHIcTh y JII13:

MicIsl 30epiranHs MaTepialliB KIIHITHOTO JOCTipKeH S mix 9ac KB:

Orak; [ Hi [ iHIIe:
Mictst 30epiranas gociimkyBanoro JI3:

Orak; [ Hi [ iHIIe:
Micisl apxiByBaHHS MaTepianiB KB micis fioro 3aBeprieHHS:

Orak; [ Hi; [ iHmIe:

4. Indpopmanisi npo npoBeaenns KIiHiYauX Bunpodysans y JII3 na MoMeHT 3anoBHeHHs '

Kon (HOMED) [Ipodins Cran (etam) KB (mmanyetscs, | JlaTta Ta HOMep IpOTOKOITY 3acigaHHS

npotokony KB ta MaIi€HTIB TPUBAE, 3aBEPIICHE), JlepaBHOT'O EKCIIEPTHOTO HEHTPY
daza 3aIUTAHOBAHI TEPMIiHU MO3 VYxkpainu / Pimenas MO3
MPOBEJICHHS Ykpainu, Koy 3aTBeppkeHo KB

'BkasyBary TiJbKM aKTUBHI Ha JAHUH MOMEHT KJIiHI9Hi BUIIPOOYBaHHS.

5. JlabopaTopHO-iHCTPYMeHTAJbHE 3a0e3MmeYeHHsI

1. 3a3Haure, sKi 1abopartopii OyayTh 3aimydartucs 1o gasoro KB:

Ne 3/m HaiimenyBanns nabopatopii

2. SIxke iHCTpyMEHTAILHO-TIaTHOCTHUYHE OOJaJHAaHHS OyJe BHKOPHUCTOBYBATHCS TpH mpoBeacHHI KB
BiJIMOBiTHO 110 poTokony KB:

y JIII3:

B iHIIUX ycTaHOBax':

! SIK110 TI1aHYETHCS BUKOPUCTOBYBATH IHCTPYMEHTAIBHO-IIarHOCTHYHE 00JIa/HAHHS B iHIIMX YCTAHOBAX, 10
noyatky KB HeoOXiHO yKIacTy AOroBip 3 IHIIOK YCTaHOBOIO Ta 30epiratu ioro y ¢aiini gociigHuka.

6. HasiBHicTh KOMIcii 3 IMTaHb €THKM (1aTA CTBOPEHHSI, HOMEP HaKa3y):

7. Inmi BimoMocTi mpo aisnbHicTs JIII3:
1 To3abanancoBuii 00K TOCTIIKYBaHUX JIKapChbKUX 3ac00iB, IpenapariB CyMyTHBOI Teparii, MeTUIHUX
BHpOOIB: [ Tak;, [ Hi; [ 1H11IE:
2 Ixme:

BiamoBimansHMI TOCHITHUAK

(mpi3BuIIE Ta iM’S) (mara, mimmuc)

Kepisauk JII13

(maTa, mizgmuc) (mpizBue Ta iM’5)
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Jonatox 9

1o Tlopsaky mpoBeaeHHS KIHITHIX
BHITPOOYBaHb JIKapCHKHUX 3aC00iB Ta
EKCIIePTH3H MaTepialiB KIIHIYHUX
BUNIPOOYBaHb

(a63arr mepmuif, myHKTY 3, po3ainy 1X)
(mynkT 7, pozainy 1X)

HOBIJOMJIEHHSA
NPO NMOYATOK KJIIHIYHOr0 BUNIPOOYBaHHS B YKPaiHi / Micli mpoBeaeHHsI
AOCTiKeHHHA

INEHTUDIKALLA KJIIITHIYHOI'O BUIIPOBYBAHH

KoznoBanuii Homep NpoTOKOJIY KIIHIYHOTO BUNPOOYBaHHS, TPUBIACHEHHH CIOHCOPOM:

Homep EudraCT’ (3a iforo HasBHOCT):

[ToBHa Ha3Ba KJIIHIYHOTO BUIIPOOYBaHHS:

BucnoBok JlepxkaBHoro ekcnieptHoro neHTpy MO3 Ykpainu / Pimrenns MO3 Vkpainu HaJaHO:

Jlama --/--/---- (J1J/MM/PPPP)

BuTsr 3 nporokosy 3acinanns KoMicii 3 muTaHb €THKHA HadaHO:

Jlama --/--/---- (JJJ/MM/PPPP)

IJEHTU®IKALIA 3AABHUKA (BiaMiThTE BiANOBIIHI IMYHKTH)

IHoBinoMJ/IeHHSI MPO MOYATOK KJIHIYHOIO O
BUNIPOOYBaHHA 10 Jlep:KaBHOro0 eKCIepTHOro
neHTpy MO3 Ykpainu

IToBinom/IeHHSI PO MOYATOK KJiHIYHOIO
BUNIPOOYBaHHS /10 KOMICII 3 TUTaHb €THKH

Cnoncop O
Odirmifinuii mpeACTaBHUK CIIOHCOPA 0
Oco6a abo opranizaiiisi, ymoBHOBa)KE€HA 0

CIIOHCOPOM JIJIsl TIOJTAaHHS TAHOTO
MOBIIOMJICHHS. Y IIbOMY BHUITaJIKy BKaXITh:
HaiiMeHnyBaHHs 10puauaHoi ocoou/I1.Lb.
¢bi3u4HOI 0c00H;

I1.I.6. KoHTaKTHOI 0CO0OU;
MICIIe3HAXO[KCHHS FOPUIHIHOT
ocobu/Mmiciie mpoxuBaHHs (i3UIHOT 0cO0H;
KOHTaKTHUH Tese]oH;

daxc;

Cnoncop

Odirifinnii mpeaCTaBHUK CIIOHCOPA
Ocoba abo opranizailisi, ymoBHOBa)Ke€Ha
CTIIOHCOPOM JIJISI TIOAAHHS IaHOTO
MOBITIOMJICHHSI. Y IIbOMY BHITaJIKy
BKQXITh:

HaliMeHyBaHHs opuAn4IHOi ocoou/I1.1.b.
¢iznynHOi 0co0H;

I1.I.B. KOHTAKTHOI 0CO0H;
MICII€3HAXO/KEHHSI FOPUIUIHOT 0coOm/Mictie
pokuBaHHs (Hi3UIHOT 0cO0H;
KOHTAKTHUH TeJe]oH;

(|

7 BudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponelicbka 6a3a JaHUX KIiHIYHUX

BHIIPOOYBaHb.
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dbakc;

azipecy €IEKTPOHHOI MOIITH aZipecy €JIEKTPOHHOI MOIITH

ITouyaTok KJAiHIYHOr0 BUNPOOYBaHHS B YKPaiHi / Miclli mpoBeaeHHs T0CTiIKeHHSI

(JIJ/MM/PPPP)

/laTa BKJIFOUEHHS MEPIIOTO TOCIIHKEHOT0 B YKpaiHi / MicIli MPOBEACHHS TOCITI IKEHHS

o]

ITOCITIJKEHHS )

HazBa:

MicLie3HaX O KEHHS:

BiamoBimaiaspHUI TOCHITHAK:

BxaxiTh MicIie TPOBENCHHS KIIIHIYHOTO JOCIIKEHHS, Ie OYB BKIIFOUCHHH MTEPIIHA TOCIIIKyBaHUH (Cy0’ €KT

iH(OpMallisl € TOCTOBIPHOIO

S, mo HMxKYe manucaBcs(-1ack), UM MIATBEPIKYIO (B 0COOM CITOHCOPA), IO HaJaHa BUIIE

JiTepamn):

3ASBHUK, o nomae moBiJOMIICHHS PO 3AABHUK / JOCJIIJHUK, mo moxae

MOYaTOK KJIIHIYHOTO BUNIPOOYBaHHS 10 MIOB1JIOMJICHHS TTPO

HepxaBHoro excriepTHOTO 1IeHTpY MO3 VKpainu: | mo4aTok KIIHIYHOTO BUIIPOOYBAHHS 10 KOMICIT 3
MUTaHb €TUKH:

Jara:

IMignuc: Jara:

[Ipi3Buiue, imM’s1, Mo 0ATHKOBI (APYKOBAaHUMHU [Mignuc:

JiTepamu): [IpizBute, imM’s1, Mo 6ATHKOBI (APYKOBAaHUMHU
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Honatox 10

1o Iopsaky nmpoBeeHHS KIIHIYHHX
BHUITPOOYBaHb JIIKAPCHKUX 3aC00IB Ta
EKCIIEPTU3H MaTepialiB KIIHITHIX
BUNIPOOYBaHb

(myHKT 2, TnaBu 1, po3ainy X)
(myHKT 6, TnaBu 1, po3aity X)

IEPEJIIK
ACNEKTIB KJIiHIYHOI0 BUNIPOOYBaHHSA, L1010 AKX CIIOHCOP MA€ BHECTH CYTTEBI
MONPABKH

1. ITonpaBku, NOB'sI3aHi 3 NPOTOKOJIOM KJIIHIYHOT0 BUNIPOOYBAHHS:

M€ETa JOCIIKECHHS;

TM3aiH TOCIIIKCHHST,

KOJIOBAaHUM HOMED 1 BEPCisl MPOTOKOIY KITHIYHOTO BUMPOOYBaHHSI;

1H(hOpMOBaHa 3rofia;

1HIIIAa TMCHbMOBa 1HGOpPMAIlis, MO IUIAHYEThCS HAAABATUCSA TOCHIKYBAaHUM
(cy0’exTaM JOCIIHKEHHS);

mpoiieypa Habopy MaIli€HTIB,;

MOKA3HUKH €(PEeKTUBHOCTI;

rpadik 7o6opy mpob (6iomoriyHUX 3pa3KiB) s Ta0OPATOPHUX TECTIB;

JIOTIOBHEHHS 200 BUKIIFOUEHHSI TECTIB 200 NMOKA3HUKIB;

BIKOBUH Jl1aa30H JOCII1KYBaHUX (CyO’ €KTIB JOCIIIKEHHS ),

KpUTEpii BKIIFOUEHHS;

KPUTEPii BUKITFOUCHHS;

MOHITOPHUHT O€3IeKH;

TPUBATICTh BIUIUBY JOCIIIKYBaHOTO(-UX) JIIKapChKOro(-1X) 3aco0y(-iB);

MOTPaBKU J03yBaHHSI TOCIIKYBaHOTO(-HX ) JIIKAPChKOTO(-1X) 3ac00y-(iB);

3MiHa JIIKapChKOTO Mpernapary MOpiBHSHHS;

CTATUCTUYHHMA aHAII3.

2. ITonpaBku, NOB's13aHI 3 Opravizamico KJIiHiYHOT0 BUNIPOOYBAHHS:

3MiHa BIAMOBIATLHOTO JOCHITHUWKA a00 3aTydeHHS HOBOTO BiMOBITAIHHOTO
AOCTITHUKA/MICIS TPOBEACHHS KIIIHIYHOTO BUMPOOYBaHHS;

3MiHA MiCLi pO3TallyBaHHs, Ha3BU Ta opmu BracHocti JIII3 / 3asBHuUKa;

3MiHa KIJIBKOCTI JOCHIKYBaHUX (CyO’€KTIB JOCHIIKEHHs) B YKpaiHi (KpiMm
BUIAJIKIB, KOJIM 3arajibHa KUIbKICTh JOCHIIKYyBaHUX (CyO’€KTIB JOCIHIKCHHS) Y
KJIIHIYHOMY BUIIPOOYBaHHI B yChOMY CBIT1 HE 3MIHIOETHCS);

3MiHa JOCIITHUKA-KOOPIUHATOPA;

3MiHa croHcopa abo o(iIiHHOrO MpeICTaBHUKA CIIOHCOPA;

3MiHa KOHTPAKTHOI JOCIIAHHUIIBKOI OpraHizarlii, BIJIMOBIJIaJIbHOI 3a BHUKOHAHHS
BaXJIMBHX 3aBJIaHb Y PaAMKaX KJIIHIYHOTO BHIPOOYBaHHS;

3MiHa BU3HAYCHHSI MO0 3aBEPIICHHS KIIIHIYHOTO BUIIPOOYBaHHS.

3. IllonpaBku, NOB's13aHI 3 JOCTIIKYBAHHUM JIIKAPCHKUM 32c000M
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[TompaBkM JaHUX MIOJO SKOCTI JOCHIIKYBaHOTO JIIKQPCHKOTO Mpemaparty, IIo
CTOCYIOTBCSI:

MONPaBKU HA3BU a00 KOAY JOCIIIKYBAaHOTO JIKapChKOTO 3aC00Y;

Marepiaiy IepBUHHOIO MaKyBaHHS™;

BUpOOHUKA(1B) A1F0UOT pEHOBUHU™;

BUPOOHUYOTO MPOLECY A1I0Y0I PEUOBUHU*;

cneru@ikarii 040l peuoBUHU ™,

BUPOOHMIITBA JIIKAPCHKOTO 3aC00y™*;

cneru@ikarii JikapcbKoro 3acody™;

cnenudikanii JOMOMIKHUX PEUOBUH Y TUX BHUIAJIKaX, KOJIM MOKJIMBUHN BIUIUB HA
TiT0 JIIKapChKOTOo 3ac00y™;

TepMiHYy 30epiraHHs, YKJIHOYaloud 30€peKeHHS IICs MEepIIOro PO3KPUTTA 1
pPO3BEACHHA™;

CYTTEBUX 3MIH CKJIaJly JOCIIPKYBAHOTO JIIKAPCHKOTO 3aco0y™;

yMOB 30epiranas®;

METOUK JTOCIKEHb 10401 pEYOBUHU™;

METOUK JIOCTIKEHB JIKapChKOT0 3ac00y™;

METOJIMK JOCIIIKEHb He(apMaKOIEHHUX JOMOMIKHUX PEUYOBUH™;

3MIHM MapKyBaHHS JOCIIKYBAHOTO JIKapChbKOTO 3ac00y™.

4. TlonpaBkM AaHUX JOKJIHIYHMX (PAPMAKOJIOTIYHHUX i TOKCHKOJOTTYHHMX
AOCTIIKEHb Y BHUIAAKAX, II0 CTOCYHTHCH MOTOYHMX KJIHIYHUX BHIPOOYyBaHb
(To0TO 3MiHA OLIHKY CNiBBITHOLIEHHS PU3NK/KOpuUCcTh). Hanpukian, mono:

PE3yNbTATIB HOBUX (hapMaKOJIOTTYHHUX JOCIKCHb;

HOBOI IHTEpHpeTallii iICHYI0UnX (PapMakoIOTTUHUX TOCIIKECHb;

pE3yNbTaTiB HOBUX TOKCHUKOJIOTIYHUX TOCIiKCHB;

HOBOI 1HTEpIIpeTallii ICHYIOUHNX TOKCUKOJIOTTYHUX JOCIIIKEHb;

pe3yJbTaTiB HOBUX JOCHIIKEHB JIIKAPCHKUX B3aEMOIIM.

5. IlompaBku B KJIIHIYHOMY BHIPOOYBAaHHI, a TaKOX [XaHMUX, IO
BiI00OpakalTh J0CBiJ 3aCTOCYBAHHSI NMpenapary JIOAMHOI0, 0 € BAKIMBUMHU
JIJISE MOTOYHUX KJIIHIYHMX BUNPOOYBaHb (TOOTO 3MiHA OWIHKM CIHIBBIIHOIIEHHS
PU3HUK/KOPUCTD)

Hanpuknan, mono:

0e3mneKu, MOB'I3aHO1 3 KIIHIYHUM BUIIPOOYBAHHSIM ab0 TOCBIOM 3aCTOCYBaHHS
JOCTIKYBAHOTO JIIKAPCHKOTO Mpernapary;

PE3yNbTaTIB HOBUX KITHIYHUX/(PapMaKOJIOTTYHUX JOCIITKECHb;

HOBO{ IHTEpHpEeTaLlii ICHYIOUNX KIIHIYHUX/(PapMaKOJOTIYHUX JOCTIIKEHb;

HOBUX JIaHHX 3 JJOCBIY 3aCTOCYBaHHSI IOCHIIKYBaHOTO JIIKAPCHKOTO 3aco0y;

HOBOI 1HTeprperamnii ICHYIOUYHMX JaHUX IIOJ0 JOCBIAYy 3aCTOCYBaHHS
JOCJTIPKYBAHOTO JIIKApCHKOTO 3aC00Y.

* BiamoBimHI MONIPaBKX HAAAIOTHCS TIIBKU 10 JlepskaBHOTO ekcriepTHOTO eHTpy MO3 Ykpainu.
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Honartok 11

1o [Mopsinky mpoBeeHHS KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta eKCIEePTU3H MaTepiaiB KITHIYHUX
BUIPOOYBaHb

(myHKT 4, rnasu 1, po3ainy X)

CYIPOBIJITHUM JIUCT

10 3asiBu 10 MO3 Ykpainu moa0 CyTTeBUX MOMPABOK: N

710 3as1BH VISl OJIep KaHHs TTOTOPKEHHS KOMICIT 3 MUTaHb €TUKHU 1010 CYTTEBHX
MOMPaBOK:

(|

(3asBHUK)

HAJIa€ CYTTEBY IMOMPABKY HA €KCIEPTH3Y/OLIHKY MOPaTbHO-eTUYHHX Ta PABOBUX ACTIEKTIB
(HeobXxione niokpecaiumu)

(TOBHA Ha3Ba KJIIHIYHOTO BUIIPOOYBaHH)

KomoBanuii HoMep MpOTOKOJTY KIIHIYHOTO BUITPOOYBaHHS:
JlocnipKyBaHMi TiKapchKui 3aci0 (Ha3Ba):

Crnoncop:

[TincTaBu 1715 BUBHAYCHHSI MOMIPABOK SIK CYTTEBUX:

[Hmmra BasknuBa iHGoOpMariis (SKIIO €):

3asaBHUK/JOCITI THUK

(pi3BHILE, iM 51, IO OATHKOBI (mara) (migmuc)
(IpyKOBaHHUMH JiTEPAMH))
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Honmarok 12

1o [Topsinky mpoBeeHHS KITIHIYHUX
BUIPOOYBaHb JIIKAPCHKHUX 3aCO01B
Ta eKCIIePTU3HN MaTepiaiiB
KJIIHIYHUX BUTIPOOYBaHb

(ab3am qpyruii, myHKTY 4, T71aBu 2,
po3ainy X)

3ASIBA
PO CYTTEBY MONPABKY/MOT0I’KEHHSI KOMICi€0 3 MMTAHb €THKHU CYTTEBOI MONMPABKH

A. Ils1 ¢popma € 3arajabHOI0 AJ1s 3a81BU, noaaHoi 10 MO3 Ykpainm i noroakeHHs1 KoMici€ero 3
NUTAHb ETHUKH.

YKaxiTh BIANOBITHY METY B KIIITUHII HIDKYE.

3ASBA ITPO CYTTEBY ITOIIPABKY:

3AABA JUISI OJAEPKAHHS MOT'OJIKEHHS KOMICII 3 MUTAHb ETUKH:

MOBIIOMJIEHHS 3 METOIO TIJIbKU IHOOPMYBAHHS:
LHEHTPY
KOMICII 3 IINTAHb ETUKU

Al. THEHTU®IKALIIA KJIIHIYHOT'O BHUITPOBYBAHHS (axkmo cyTreBa mnompaBKa
CTOCYEThCSl OlIbIE HIXK OJHOr0 MPOTOKOJY KJIIHIYHOr0 BHUIPOOYBAHHA JISi KOHKPETHOIO
AOCJIIIZKYBAHOI0 JIIKAPCHKOT0 3ac00y, CIIOHCOP MOXKe 3pOOMTH y3arajibHeHe IOBiIOMJICHHSA
IenTpy Ta KOMicii 3 MUTAHb €TUKHU 32 YMOBH, 110 B CYNPOBiIHOMY JIMCTI Ta 3aBi 3a3HAYEHO
nepeJiiK yciX NpOTOKOJIiB KJIiHIYHUX BUNIPOOYBaHb, AKHX CTOCYETHCS MONPaBKa)

IToBHa Ha3Ba KIIIHIYHOTO BUIPOOYBAHHS:

KopmoBanwuii HoMep MpOTOKOITY KJIIHIYHOTO BUMPOOYBAaHHS, IPUBIACHEHUH CTIOHCOPOM KITIHIYHOTO
BHUIPOOYBaHHS, BEPCis 1 AaTa:

Homep EudraCT! (3a iforo HasBHOCTI):

"' EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponeiicbka 6a3a qanux
KIIIHIYHUX BUNIPOOYBaHb.

A2. IIEHTUDIKAIISA ITOIIPABKU

[TonpaBku 10 TPOTOKOITY [ S0 Bi3HAYEHO 1eH MyHKT,
KJIIHIYHOT'O BUIIPOOYBaHHS BKa3aTH KOJIOBAHUI HOMEP
[IOIIPABKH, TPUBJIACHEHUN
CIIOHCOPOM, BEPCIIO 1 AaTy

[TonpaBku 10 MOYATKOBOI 3aBU 0 SIKI10 BiA3HAYEHO JaHUI
PO OJICp>KAHHS MMYHKT, TO BKa3aTH KOJAOBaHUI
BHUCHOBKY/TIOTOJIXKEHHS HOMEp IOIPAaBKH,

MPUBJIACHEHUN CIIOHCOPOM,
BepCilo 1 1ary
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B. IEHTH®IKALIIA CIIOHCOPA, IO ITIOJA€ JAHY 3ASAIBY

B1. Cnioncop

HaiimenyBanns ropuandaoi ocoou/I1. 1. b. ¢hizuynoi ocodu:

I1. I. Bb. konTakTHOI OCOOU:

Micue3HaxoDKEHHS OPUIAYHOT 0COOM/MicIie TPOKUBaHHS (iI3UIHOI 0COOHU:

Konraktauit Tenedon:

®daxc:

AJipeca eJIeKTPOHHOT MOIITH:

B2. Ogiuiiinnii npeacTaBHUK CIIOHCOPA B Y KPaiHi VISl MPOBEJIEHHS JIAHOI0 KJIIHIYHOI0 BUNIPOOYBAHHS
(SIKILIO 11€ HE CaM CTIIOHCOP)

HaiimenyBanns ropunuunoi ocoou/I1. I. b. ¢izuunoi ocobu:

I1. I. b. xo"TakTHOI OCOOU:

Micrie3Haxo/KeHHsI FOPUIUIHOT 0coOM/MicIie MPOXUBaHHS (PI3UIHOI 0COOH:

KonTaktHuit TenedoH:

daxkc:

AJipeca eJIeKTPOHHOT OIITH:

C. IHOOPMALIA MPO 3ASABHUKA (no3HauTe BiANOBIIHY KJIITHHKY)

C1. 3asBa 10 MO3 Ykpaiuu | [ C2. 3asBa 10 KoMicii 3 TMTaHbL eTUKH | |
Crnioncop O Crnoncop O
JlocimiTHUK O

Odimiitauit mpecTaBHUK CITIOHCOPA 0 Odimiitauii mpeacTaBHUK CITIOHCOPA 0
Oco0a abo opranizailisi, yITOBHOBaKEHA 0 Oco0a abo opranizarisi, ymoBHOBakeHa ||
CIIOHCOPOM JIJIs1 TTO/IaHHS 1aHOi 3asiBU. Y CIIOHCOPOM JIJIs1 TTO/IaHHS 1aHOi 3asiBU. Y
[[bOMY BHITJIKy BKaXITh: [OMY BHUITAJIKy BKaXITh:

HalMEHYBAaHHS IOPUIAUYHOI HalMEHYBAHHS IOPUIUYHOI
ocoou/Il. 1. b. ¢i3uunOi 0cobu: ocoou/Il. I. b. ¢i3uunOi 0cO0OHU:

IT. I. b. xoHTaKTHOT OCOOMH: IT. I. b. xoHTaKTHOT OCOOH:

MICLIE3HAXO/KEHHS FOPUIUYHOT MICLIE3HAXO/IKEHHS FOPUIUYHOT
ocobu/Mictie mpoxuBaHHS (Hi3udHOT ocobu/Mmictie mpoxuBaHHS (Hi3udHOT
ocoou; ocobu:

KOHTaKTHUH Tene(oH: KOHTaKTHUH Tene(oH:

dakc: dakc:

azipecy eIeKTPOHHOI MOIITH: ajipecy eJIeKTPOHHOI MOIITH:
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D. TUII ITIOITPABOK (nmo3HauTe BiANOBiIHY KJIITHHKY)

L{i mompaBKM HaAJIEKATh MEPEBAKHO /10 BXKE BXKUTUX TEPMIHOBHUX 3aXO/IIB IS [ Tak [0 Hi
3abe3neueHHs Oe3meKu
[TpuurHE BHECEHHS TOTIPABKU:
MOTIPABKH, MOB'SI3aHi 3 0€3MeK00 a00 OJIAromoIyqUsM JOCTIKYBAaHOTO
(cy0’exTa DOCTIHKEHHS) ] Tax [ Hi
3MiHM B 1HTEpIpeTalii HayKOBOi JOKYMEHTAIlil/3HaueHHs BUIPOOyBaHHS | Tak "1 Hi
3MIHU B CKJIaJll JOCTIHKYBAaHOTO(-MX ) JIIKAPChKOTO(-1X) 3ac00y(-1B) ] Tax [ Hi
3MIHM B  oOprafizamii mpoBeneHHS a0o0  KepiBHUITBI  kimiHigyHOro [ Tak "1 Hi
BHUIPOOYBaHHS
3MiHa 200 BKJIIOUEHHS JOJATKOBOTO MiCLis IPOBEIEHHS KIIHIYHOTO
BUINPOOYBAHHS/B1AMOBI TATLHOTO(-MX ) JOCIITHUKA(-1B), JOCIITHAKA- [ Tak [0 Hi
KOOpAMHATOPA
3MiHa CIIOHCOpa, Horo o(MIMiifHOTO MpeICTaBHUKA, 3assBHUKA ] Tax [ Hi
3MIHM B PO3MOiJIi OCHOBHMX OOOB'SI3KIB MiJX 4ac MpoBeleHHs kiiHigyHOro [ Tak "1 Hi
BHUIPOOYBaHHS
SIKIIO «TaK», YTOUHITh:
1HIIa 3MiHA | Tak "1 Hi
SIKIIO «TaK», YTOUHITh:
IHIIINHA BUIIAJIOK [ Tak [0 Hi
SIKIIO «TaK», YTOUHITh:
3MICT IOTIPABKU:
3MiHH 10 iH(OpMaIlii, 3a3HAYCHO1 y 3asBi ] Tax "1 Hi
MTOMIPABKH JI0 MIPOTOKOJTY KJIIHIYHOTO BUIIPOOYBaHHS ] Tax [ Hi
3MIHH JI0 IHIIIUX JTOKYMEHTIB [l Tak [1 Hi
SIKIIO «TaK», YTOUHITB:
IHIITAN BUITAL0K [l Tak [1 Hi

SKIIO «TaK, YTO‘IHiTI)Z

E. IPUYUHU BHECEHHS ITOITPABOK (3a3HaunTH B cCKOpo4eHiii ¢popmi)
F. KOPOTKHI ONIUC MMOMPABOK

G. IIEPEJIIK JOKYMEHTIB, IIPUKJTAJEHUX 10 3ASIBH

Hanaiite noKyMeHTH, 110 CTOCYHOThCS IIi€i 3asBU, Ta/abo (y BIAMOBIAHUX BHUMAJIKAX) YITKI
MOCHJIAHHS Ha IHII JOKYMEHTH, IO Bxe Oynu HajgaHi. HamaiiTe TouHI MOCHIaHHS Ha BCl 3MiHH B
HyMeparllii OKpeMHuX CTOPIHOK, CTapuid 1 HOBUW BapiaHTU TeKcTiB. [lo3Haute BiamoBigHYy(-1)

KIIITUHKY(-1).

CynpoBiaHuii JucT, y IKOMY 3a3Ha4€HO THII NONPABKH i Npu4uHY(-M) i (-IX) YHeCeHHs

KopoTkuii BUKJIaJ CYyTi BHECEHOI NONPABKHU

Ilepenik 3MiHeHUX JOKYMeHTIB (ineHTH(iKalis, Bepcis, 1aTa)

Cropinku 3i crapuM i HOBUM (OopMYJIIOBAHHAMM (32 MOKJIMBOCTI)

JonaTkoBa indopmanis

(RIS R N R

3MiHEeHMMHU JaHMMHM (32 MOKJIMBOCTI)

HoBa Bepcis ¢aiiia y ¢opmari Word i xomiss nepBHHHOI 3asiBU 3 Bii3HAYEHHUMH
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IIAINC TA IM’A 3AABHUKA

A, mo mianucaBcsA(1ack) HIDKYE, UM MIATBEPKYIO (BII 1MEHI CHOHCOpa), mo (HemoTpioHe

3aKPECIIUTH):

HaBeJIeHa B I11H 3asBIIi 1HGOpPMAIIis € TOCTOBIPHOIO;
KJIiHIYHE BUIPOOYBaHHS Oyle MPOBOIUTHCS BIANOBIAHO IO MPOTOKONY KIIHIYHOTO BHIPOOYBaHHS,
3aKOHOaBCTBA 1 mpuHIUIIB Hanexuoi kininiuyHoi npakTuku (GCP);

BBa)xaro, 110 € Hi[[CTaBI/I JJId BOPOBAJP’KCHHS 3aIl

NOITOHOBAHUX 3MIiH

3ASABHUK, o noaae 1ro 3as8y 10 MO3
VYkpainu

Mara:
IMigmuc:

[Tpi3Buine Ta iM’s1 (APYKOBAHUMHU JIITEPAMH):

S3ASABHUK/OOCIIIIAHUK, mo moaae 11to 3asBy 10
KOMICIT 3 IINTaHb ETUKU:

MHara:
IMigmuc:

[Ipi3Buie Ta iM’s1 (IPYKOBAHUMHU JIITEPAMH ):
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Jonatok 13

1o Topsaky mpoBeaeHHS KITHITHIX
BUNIPOOYyBaHb JIiIKapChKUX 3ac00iB Ta
eKCTIePTH3H MaTepiaiB KIHITHIX
BHIIPOOYBaHb

(mynkT 1, pozaimy XI)

MMOBIJOMJIEHHSA
NPO 3aBePIICHHS KJIIHIYHOT0 BUNIPOOYBAHHS

InenTHdikalis KIIHIYHOTO BUIPOOYBAaHHS

KomoBanuii HoMep MpOTOKOJTY KITHIYHOTO BUNIPOOYBaHHSI, PUBIIACHEHUI CTIOHCOPOM:

Homep EudraCT® (3a #ioro HasBHOCTI):

IToBHa Ha3Ba KIIIHIYHOTO BUIPOOYBAHHS:

IJEHTU®IKALIA 3AABHUKA (BinmiTbTe BiANOBIiIHI MYyHKTH)

IToBinomJieHHsI PO 3aBepLICHHS O
KJIIHIYHOT0 BUNIpOoOyBaHHsA 10 [lep:kaBHOrO
ekcnepTHoro neHrpy MO3 Ykpaiau

IToBinomJ/ieHHsI PO 3aBepILICHHS O
KJIiHIYHOT0 BUNIPOOYBAHHSA 10 KOMicii 3 NNTaHb
eTHKH

Cnoncop 0
OdimiitHuii mpecTaBHUK CITIOHCOPA O
Oco6a abo opranizaiisi, ymoBHOBa)KE€HA 0

CTIOHCOPOM JIJIsl TIOJTAaHHS TAaHOTO
MOBIIOMJICHHS. Y IIbOMY BHUITaJIKy BKaXKITh:
HallMeHyBaHHA IOPUIMYHOT 0COOH/ MPI3BUILIE Ta
M’

¢izuyHOi 0cobu:

MPi3BHUIIIE Ta 1M’ I KOHTAKTHOT 0COOH;
MICIIE3HAXOKEHHSI FOPUIUIHOT 0coom/

MicIie MpokuBaHHs (Pi3udHOT 0cO0H;
KOHTAKTHUH TeNe(oH;

(akc;

aZpecy eJIEKTPOHHOI MOIITH

Cnouncop 0
Odiritinnii mpeACTaBHUK CIIOHCOPA 0
Oco0a abo opranizarlisi, ymoBHOBa)KE€Ha 0

CIIOHCOPOM JIJIsl TIOJTAHHS TAHOTO
MOBITOMJICHHS. Y IIbOMY BHUITQJIKy BKaXKITh:
HallMeHyBaHHS I0PUIUYHOI OCOOH/ MPI3BUILE Ta
M’

¢bizugHO1 0coOu:

MIPI3BHUIIE Ta iIM’SI KOHTAKTHOT 0OCOOU:
MICII€3HAXOKEHHSI FOPUTUIHOT 0cOOH/

Miclie MpoKuBaHHA (Pi3UIHOT 0COOH;
KOHTaKTHUH Tene]oH;

bakc;

aJpecy €JIEKTPOHHOI MTOLITH;

JIOCHIIHUKA, BIAMOBIAAILHOIO 3a MOJaHH
IaHOTO MMOBIIOMJIEHHS,

JIOCJTI THUKA-KOOpAuHaTOpa (1715
0araToIeHTPOBOTO KIIIHIYHOTO

BUIPOOYBAHHS 32 HASIBHOCTI); 0
BIJIMOB1TAJILHOTO JTOCITITHUKA (17151 O
OJTHOIICHTPOBOTO KIIIHIYHOTO

BUIPOOYBaHHS).

SIKIIIO MOBIIOMIIEHHS IIOAA€ JOCTITHHUK,

8 EudraCT (European Union Drug Regulating Authorities Clinical Trials) ~€Bpomnelicbka 6a3a JaHUX KIiHIYHUX

BHIIPOOYBaHb.
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YKaXKiTh:
Mpi3BHUIIE TA IM’S;
MICIIE TTPOKUBAHHS;

bakc;

KOHTaKTHUH Tene]oH;

aJIpeCy €JIEKTPOHHOI MOIITH

3aBepuieHHs KJIIHIYHOTO BUNIPOOYBaHHS

[ara 3aBepuieHHs

KIIIHIYHOTO

BHUIPOOYBaHHS
(J14/MM/PPPP)

3aBepIeHHs KITIHIYHOTO BUIPOOYBAaHHS TUIBKU B YKpaiHi (Tax | [IHi

3aBepIieHHs BChOTO KIIIHIYHOTO BUIPOOYBAaHHS y BCIiX KpaiHax, [JTak | [IHi

JIe BOHO TIPOBOTHIIOCST

3aBepIieHHs KITIHIYHOTO BUIPOOYBAHHS TIJIBKU B MICIIi [ Tax | [ Hi

MIPOBEJICHHS JIOCITIIPKEHHS

3aBepIIeHHs KIIHIYHOTO BUMIPOOYBAHHSI € TOCTPOKOBHM ] Tak T Hi

SIKIITO «TaKy, 3alOBHITH BiAMTOBIIHI IOJIS:

SIxa(-1) mpuumHa(-1) JOCTPOKOBOTO 3aBEPUICHHS KIIHIYHOTO

BHUIPOOYBAHHS:

0e3MneuHICTh " Tax | [1Hi

HU3bKA €PEKTUBHICTH [JTaxk | [1Hi

KJIiHIYHE BUMPOOYBAHHS HE MOYAIOCs JTak | [1Hi

1HIIIE I Tak | [1Hi

SIKIO «TaKy, yTOUHITH:

Yucno nauieHTiB, SKi MPOAOBKYIOTh OTPUMYBATH TEPAIIiIO 10 MOMEHTY JJOCTPOKOBOT'O 3aBEPILICHHS

KJIIHIYHOTO BUMPOOYBaHHS B YKpaiHi:

Crtucno omumiite y noAaTtky (y JoBiUIbHIN hopmi):
OOTpyHTYBaHHS JOCTPOKOBOTO 3aBEPIIECHHS KIIHIYHOTO BUITPOOYBAHHS;

nepeadavyeHe CroCTepesKeHH 3a MallleHTaMu, [0 OTPUMYIOTh TEPaIlil0o B MOMEHT THMYaCOBOTO
MPU3YIMUHEHHSI KIITHIYHOTO BUITPOOYBaHHS a00 MOTO TOCTPOKOBOTO 3aBEPIICHHS;
BIUIMB JJOCTPOKOBOT'O 3aBEPIICHHS KJIIHIYHOTO BUITPOOYBAHHS Ha OLIHKY PE3yJIbTaTiB KITHIYHOTO

BHUMPOOYBaHHS Ta 3arajibHy OIlIHKY PU3HUKIB Ta OYiIKyBaHOT KOPHCTI BiJ 3aCTOCYBaHHS JOCIIIKYBaHOTO

JKapChKOro 3aco0y

S, mo Hrk4de mignucascs(-1ach), UM MiATBEPKYIO, 10 HaJlaHa BUIIE iH(QOpPMAIIisl € JOCTOBIPHOIO

3asBHUK / JlOCITI THUK

(npizBuIe Ta iM’s (IPyKOBAaHUMHU
JiTepaMu, TIOBHICTIO))

(nata)

(rigrmmc)
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Jonatox 14

1o Tlopsaky mpoBeaeHHS KIHITHIX
BHITPOOYBaHb JIKapCHKHUX 3aC00iB Ta
EKCIIePTH3H MaTepialiB KIIHIYHUX
BUNIPOOYBaHb

(a63ar mepmnit, myHKTY 4, po3ainy XI)

MNEPIOJJUYHUM 3BIT
NPO CTAH NPOBEACHHS KJIIHIYHOro BUNIPOOYBaHHSA B YKpaiHi / Micui NpoBeIeHHA
AOCTi/IKeHHHA

Hanpasnsaemovcs do:
HepxaBHoro excriepTHoro nueHTpy MO3 Ykpainu 0

Kowmicii 3 nurade eTuKu 0

1. Indopmanis npo kiiniuyne BunpodyBanus (naji — KB)

Konosanuii HoMep nporokony KB, mpuBnacHeHni CHOHCOPOM:

daza KB:

IToBua Ha3zBa KB:

Cnoncop KB:

Odiniitanii mpencTaBHUK CIOHCOpa B YKpaini ajs npoBeaeHHs qanoro KB
(natimenyBanHs ropuaunaHoi ocoou/I1.LbB. ¢iznunoi ocodu, I1.I.b. koHTaKTHOT 0COOH, KOHTAaKTHUH TenedoH,
¢axc, agpeca eneKTPOHHOI MOIITH)

Bucnosok Jlep:xaBHoro ekcriepTHoro reHtpy MO3 Ykpaiuu / Pimenns MO3 Ykpainu HagaHo (naTa
(mn/MMm/pppp) Ta HOMEP):

Butsar 3 npotokouty 3acianHs KoMicii 3 mutaHb eTuku 1o koxxHomy JII13 Hamgano (mata (i/Mm/pppp) Ta HOMEP):

Slxmo B KB BHOCHINICS CYyTTEBI MONIpaBKH, HagaiiTe iHGOopMaIliro o KOXHiN 3 HUX (HOMep, naTta, —PimeHHs
MO3 VYkpainu Ta MOToKEHHS KOMICIi 3 MUTaHb €THKH)

2. JlaTn nmo4artky Ta 3aBepumeHHsa KB

Yu novasocst BunpoOyBaHHs B YKpaiHi [ TAK O HI

ko «HIy, To 3 SKMX NpUYHH:

SIkmo «TAK», To:

JlaTa BKIIIOUECHHS NIEPLIOro AOCHiKyBaHoro (cy6’exra nocmimkenns)’ B Ykpaini (00/mm/pppp)

JlaTa BKIIIOUEHHS OCTAHHLOTO JOCHIIKyBaHOro (cy0’exTa nocimpkenns)! B Ykpaini (00/mm/pppp)

Jlara 3aBepiienns '’ kininigHoro BUpoOyBaHHs B YKpaini (00/mum/pppp)

3. Indopmanis npo Micus NpoBeaeHHsI KJIiHIYHOT0 BUNIPOOYBaHHSI, 3aABJIEHi /151 MPOBeIeHHSI JaHOT0
KB B Ykpaini / mpo miciie npoBeaeHHs T0CTiAKeHHS:

Homep micist mpoBeneHHs Inentudikauis micus | Craryc:
KJIIHIYHOTO BHITIOPOOYBaHHS, MIPOBEICHHS (1) imimiioBaHe Ta HabpaHWil X04a O OJWH MAIIEHT;
MIPUBJIACHEHHH CITOHCOPOM KITIiHIYHOT'O (2) iniuifioBaHe, ane He HAOPaHO KOAHOTO MAIli€HTA;
BUIIPOOYBaHHS (3) y pesepsi/dyekae ininianmii;
(Ha3Ba, (4) BunydeHno/BuOyI0/3aKkpuTO O€3 iHiIiAaLii;
MicIle3HaXOKEeHHs, | (5) BHIydeHo/BUOYII0/3aKpUTO TICIIS iHITaITil
BIITOBIAIbHUNA
JTOCJTITHUK)

9 JlaTa mimicanHds Horo iHGOpPMOBAHOT 3r0 /1.
10 JlaTa 3aBepIIeHHs KIIHIYHOrO BUIPOOYBAHHSA a00 IIIAHOBAHOTO 3aBEPUICHHS JUIA TOTOYHUX KIiHIYHUX BUITPOOYBaHb,
SIKIIO 151 TaTa 3MiHHUJIacs 3 MOMEHTY ITojadi 3asiBH.
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4. Indopmanis mpo aociigxkyBaHux (cy0’ekTiB 10CaiIKeHHs) B YKpaiHi / Miculi mpoBeIeHHsI JOCTiTIIKEHH:

Homep miciis KinpkicTh gocmipkyBanux (Cy0’ €KTIB JOCITIHKCHHS)

MIPOBEJCHHS B MicCIli MPOBEIEHHS KJIIHIYHOTO BUITPOOYBaHHS:

KIIIHIYHOT'O CKPHUHOBAaHO paHIOMi30BaHO MIPOAOBKYIOTh 3aBepIINIIN Bubyo!
TOCIIKEHHS, y4acTh y y4acTb y
TIPUBJIACHEHUI KIIIHIYHOMY KIIIHIYHOMY

CIIOHCOPOM BunpoOyBaHHI | BUNpoOyBaHHI

! Ilna mocnigxyBanux (cy6’ €KTiB TOCHIHKEHHS), 0 BUOYIM, BKaXiTh npuuusu: (1) —BigkIMkaHHs

iH(OPMOBAHOT 3rou HOCIIIKYBaHUM (Cy0’€KTOM J0CIiHKeHH); (2) — Oe3neka; (3) — Hu3bka e)eKTUBHICTD; (4)

— IHII TPUYMHU.

5. Indopmanis moxo MiT03prOBaHNX CePHO3HUX HellepeAOaYyBAHHUX MOOIYHUX peakuii B Ykpaini / micmi

NMPOBeIeHHS TOCTiUKeHHS
Homep micris mpoBeneHHs
KIIIHIYHOTO BUNPOOYBaHHH,
MPUBIIACHEHUH CIIOHCOPOM

ITizo3proBani cepiio3Hi HenmepexdauyBaHi modiuHi peakuii
(inpopmayis NOGUHHA MICMUMU WOHAUMEHUE KOO 00CAI0NCYBAHO20
(cy6’exma 0ocnioducens), Koo BUNAOKY, 0amu ROYAMKY ma 3a6epuLeHHs,
0iazH03, HACTIOKU):

6. Inpopmanisi 010 CYTTEBHMX BiAXHIEHb! Bil NPOTOKOJY KIiHIYHOr0 BUNIPOOYBaHHSA B YKpaiHi /

Miclli MpoBeIeHHsI T0CTiIUKeHHSI:

Homep micus CyTTe€Bi BinxujieHHs Bil MPOTOKOJIY KJIIHIYHOr0 BUIIPOOYBAHHSA
MIPOBEICHHS (inpopmayis NOBUHHA MICMUMU WOHAUMEHUIE KOPOMKULL ONUC CYMi 8I0XUNEHHS, 0amy, KOO
KIIIHIYHOTO docnioacysanoco (cyd ’ekma 00CiodNcenHs), HACAIOKU/BocUmi 3axo0u):

BUNIPOOyBaHHS,

MIPUBJIACHEHUH

CIIOHCOPOM

" O60oB's13k0BMMH 11J1s1 3BITYBAHHS € BCi CYTTEBI BIIXUIIEHHS, K CTOCYIOTBCS OE3MEKH JTOCIIIKYBAHUX

(cy0’€exTiB JOCTIHKEHHS).
7. Inma BaxxauBa indopmaitisi (3a HassBHOCTI)
8. Indopmanin nmpo ocody, mo momae 3Bir (ILLB., miciie poOoTu Ta 3aiiMaHa MMocaga, KOHTAKTHUH

TenaeqoH):
9. laTa ckJagaHHs 3BiTYy, mignmuc:
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Jonartok 15

1o Tlopsaky mpoBeaeHHS KITHITHIX
BUNPOOYBaHb JIiIKAPCHKHUX 3ac00iB

Ta eKCTIEPTU3H MaTepiaiiB

KIIIHIYHAX BUTIPOOYBaHb

(abzan mepumii, myHKTY 6, po3niny XI)

CTPYKTYPA
3aKJIIOYHOI0 3BIiTY NP0 NPOBeAeHe KIiHIYHEe BUNIPOOYBaHHA JIKaPCbKOI0 3ac00y

CTpykTypa 3aKJIFOYHOTO 3BITY MPO MPOBEJEHE KIIHIYHE BUIMPOOYBAHHS € y3arajibHEHOIO IS
ONMUCY KIIHIYHOTO BHUIIPOOYBaHHS OyAb-KOTO TEPameBTHYHOrO, MNPO(pILIaKTUYHOTO abo
JarHOCTUYHOTO 3aco0y, MPOBEICHOT0 Ha JOCTIKYBaHUX (CyO’€KTaxX MOCTIDKEHHS), Y SIKOMY
310paHO KIIHIYHUH Ta CTATUCTUYHHUN OMHUCH, aHANi3 JAHHX, AKi CYMPOBOKYIOTHCS TAaOIUIAMH 1
pPUCYHKaMH B OCHOBHOMY TEKCTi abo micis Hboro. KpiM Toro, y momaTkax HaIarOThCS BiIOMOCTI
PO JIOCIHIIKYBaHUX (CyO’€KTIB JTOCHIKCHHsI) Ta JeTalbHa cTathucTuyHa iHpopmaiis. OCHOBHI
NPUHIUIKA CKJIAJaHHS 3BITYy Ta HWOTO CTPYKTYPY MOKHAa BHKOPHCTOBYBATH ISl PI3HUX BHIIB
KIIHIYHUX BHUIIPOOYBaHb (HANPHUKIIAM, KIiHIKO-(papmakoioriyHi BunpoOyBaHHSA). PexoMeHI0BaHO
JI0 CTPYKTYPH 3BITY BKIFOYATH TaKi MO3MIIIT:

1. TuTynpHY CTOPIHKY, SIKA IOBUHHA MICTHTH:

Ha3By 3BITY; Ha3BY JOCIHIIKYBaHOTO JIIKapchbkoro 3acoly; iaeHTH(IKalio KIIHIYHOTO
BUMPOOYBaHHS; SKIIO HE 3a3HAYEHO B HAa3Bl, CTUCIMN ONUC TUIaHYy, MOPIBHSHHSA, TPHUBATICTH
BUNIPOOYBaHHS, JO3yBaHHS JIKAPCHKOIO 3aco0y 1 KOHTHMHIEHT JOCHIDKYBaHUX (CyO’ €KTIB
JOCIIIDKEHHS); HaWMEHyBaHHs/ TIPI3BUINE Ta 1M’ CIIOHCOpA; 1MCHTU(IKAIIID TMPOTOKOIY
KJIiHIYHOTO BUNPOOYyBaHHS; BU/(a3y; JaTy MOYaTKy, JaTy 3aKiHUEHHS KIIHIYHOTO BUIPOOYBAaHHS;
no3HaueHHs BignoBigHocTi GCP  (SKmo BHKOHYBaJIOCH); JAaTy 3BITYy, Mpi3BUIIE Ta 1M’
BiJIMOBIAAILHOTO JOCIITHUKA 200 JOCIITHUKA-KOOpIMHATOPA, a00 MPeJACTaBHUKA CIIOHCOPA.

2. Pe3tome (cTHICIMIA OMKC KIIIHIYHOTO BUIPOOYBAaHHS 3 YHCJIOBHUMH JAHUMH IS UTFOCTpArii
pe3ybTariB).

3. 3micT 3BiTY (YKIIOYAaOUM TepesiK 1 pOo3TallyBaHHS OOJATKiB, TAOJNWIb 1HIWBITYaIbHOI
peecTpamiitnoi popmm).

4. Ilepenik CKOPOYEHb 1 BA3HAUYEHHS TEPMiHIB.
5. ETnuHi nuTaHHS.

6. JlocmigHUKIB Ta aaMIHICTPATUBHY CTPYKTYpPy KIIHIYHOTO BUNPOOYyBaHHS (Ha3BY,
MICIIE3HAXOJPKEHHS, KOHTAaKTHUHN Tenedon).

7. Beryn.
8. Mety BUnpoOyBaHHS.
9. Ilnan BunpoOyBaHHS:

1) 3BaranpHmii TUIaH (OU3aiiH) 1 MJIAH-OMMC KITIHIYHOTO BUMNPOOYBAaHHS; CXEMaTH4YHE
300pa)keHHS €TaliB 1 MPOoIeayp KITHIYHOTO BUTIPOOYBAHHS.

2) OOrpynTyBaHHS IUIaHy (Iu3aiiHy) KIIHIYHOTO BUMNPOOYBaHHSA, y TOMY 4YHCIi BHUOIp
KOHTPOJIGHUX TPYIL.

3) Bubip momysitii, o BUBYAETHCA:

KpUTEpil BKIIOUEHHS;



95

KpUTepii HEBKIIOUEHHS,

BUKITFOUEHHS JOCTIDKYBaHUX (Cy0’ €KTiB TOCIHIKSHHS) 3 BUIIPOOyBaHb a00 aHaMi3iB.

4) JlikyBaHHS:

MIpU3HAYCHE JIIKYBaHHS;

imeHTudIKaIis JiKapchbKuX 3aco0iB, 10 TOCTIIKYIOThCS;

METOJI PO3MOALTY TOCTIHPKYBaHUX (Cy0’€KTIB JOCTIIKEHHS) 3a TpynaMu (paHaoMizaitis);
BUOIp 103 AJIsi BUBYCHHS;

BHOIp 703 1 Yacy MpUMOMY JIIKAPCHKOTO 3aco0y sl KOXHOTO JOCTiKyBaHOTO (Cy0’€KTa
JOCITIJKEHHS );

«Cinui»y METO (SIKIIIO BUKOPUCTOBYETHCS );
MOTNIEPETHsI 1 CYITyTHS Teparis;
JOTPUMAHHS JTOCTIIHKYBaHUM (CyO’ €KTOM JIOCIIKEHHS ) PEXKUMY JIIKYBaHHS.

5) Hani mono edexkTuBHOCTI Ta Oe3meku (omiHKa ¥ rpadik BU3HAUEHHS ITOKAa3HUKIB
e(heKTUBHOCTI ¥ O€3MeKH).

6) Jlani moao rapaHTii AKOCTI (JOKYMEHT, IO MiATBEp/UKYe (aKT ayAHuTOPCHKOI MEepEeBIpKH,
SKIIIO TIPOBOAMIIACS).

7) 3artaHoBaHi B TPOTOKOJ1 KJIIHIYHOTO BUTIPOOYBAaHHS CTATUCTUYHI METOIH.

8) 3MiHU 110710 3aIJITaHOBAHOTO TIPOBEICHHS KIIIHIYHOTO BUITPOOYBaHHS a00 aHaI3Yy.
10. Indopmarriro mom0 AOCTIHKYBaHHUX (CYO’ €KTIB TOCIIIKEHHS ):

1) Po3nogin nocnimpkyBanux (Cy0’€KTiB JOCTIKEHHS).

2) BigxwuiieHHs BiJl MPOTOKOJTY KIIIHIYHOTO BUIPOOYBAaHHS.

11. OuiHKy epeKTUBHOCTI.

1) Psanu manux, siki aHAMI3YIOThHCS.

2) demorpadiuHi Ta/uu iHII BUXiIHI XapaKTEPUCTUKH.

3) Iloka3HuKM MO0 MOTPUMAHHS AOCTIHKYBAaHUMHU (CyO’€KTaMU JOCHIJDKEHHS) PEXKUMY
JKyBaHHA.

4) Pe3ynbraTH OLIHKM €(EKTHBHOCTI Ta CKIQJaHHSA TaOMUIb JaHUX Ha KOXXHOTO
JOCITIKYBAHOTO (CyO’€KTa JOCIIIKEHHS):

aHayi3 e(peKTUBHOCTI,
CTATUCTUYHI/aHAIITHYHI TUTAHHS;

HaJaHHSA IHIWBIAyalbHUX JIaHUX PEaKIli JOCHiTKyBaHUX (CyO’€KTIB JOCHITKEHHS) Ha
JIKyBaHHA y TaOJIHUIIIX;

7103a, KOHIICHTpAIlisl JOCIIHKYBAaHOTO JIIKAPCHKOTO 3aco0y Ta iX B3a€MO3B'SI30K 3 PEAKITIEI0
JOCTIKYyBaHOTO (Cy0’€KTa TOCIHIIKEHHS ) Ha TIeH JIiKapchKHii 3aci0;

B3aEMOJIIS: JIIKU — JIIKH, JIIKH — XBOPOoOa (SKIIO BUBYAJIACH);
BHCHOBKH 1010 €()eKTHUBHOCTI.

12. BusHaueHHs Oe3IIeKH.
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1) [To6iuHi sBUMIIA:

CTHCIIE Pe3IOME 1010 TOOIYHHX SBHIIL;
HaJaHHs iHPOpMAIIiT 1010 MOOIYHUX SBUII,
aHaTi3 NOOIYHUX SIBHIII;

MepemiK TMOOIYHUX SBHI, $KI CIIOCTEPIraJuch y KOXKHOTO JOCHTIKyBaHOTO (Cy0’ekTa
JTOCITIJIDKEHHS ).

2) Bunagku cMmepTi.
3) Inmi cepiio3Hi moOivYHI SBHINA, a TAKOXK CEPUO3HI MOOIYHI peaKitii.
4) OmiHka KJIiHIKO-TAO0paTOPHUX MOKA3HUKIB!

NepetiK 1HAWBIAyalbHUX Ja00paTOPHUX MOKA3HUKIB TOCTIIKYBaHUX (CY0’ €KTIB JOCIIIKESHHS)
1 3HAUYEHHSI KO’KHOT'O MAaTOJIOTIYHO 3MIHEHOTO J1ab0paTOPHOTO MTOKA3HUKA;

OLIIHKA KO’KHOTO MOKa3HUKA JTAOOpaTOPHUX JOCIIIKEHb;

nmabopaTopHi 3HAUYEHHS 32 BECh MEPio TOCIIHKCHHS,

1HIMB1IyaJIbHI 3MIHHM TTOKa3HUKIB Y XBOPHUX;

1HIUBIIyaJIbHI KJIIHIYHO 3HAYMMI TTATOJIOT1YHI BIAXWJICHHS MOKa3HUKIB.

5) apameTpu >XKUTTEBO BaXJIMBUX (YHKIIA OpraHizMy, JaHi 00'€KTUBHOTO JOCITIKEHHS Ta
iHIIa 1H(OpMaIlis 00CTEKEHHS, KA CTOCYEThCS MMUTaHb OC3MEKHU.

6) BucHoBKHM 110710 O€31EKH.

13. O6roBopeHHs Ta y3arajbHeHi BUCHOBKH.

14. Tabmuii, pucyHkH, rpadiku, Ha sKi € OCHJIAHHS, aJle sIKI He BBIMIIUIN 10 TEKCTY.
1) Hemorpadiuni naHi (3BeI€HI pUCYHKH, TAOIHIII).

2) Jani mono eheKTUBHOCTI (3BEIeH] PUCYHKH, TAOJHIII).

3) Hani moao Ge3rneku (3BeieHi pUCYHKHU, TaOIHIII):

HaJaHHS JaHUX PO MOOIYHI SBUIIIA;

TIePETiK BUMAIKIB CEPHO3HUX MOOIYHUX SIBUIIL;

OTIHMC BUTIAJKIB CEPUO3HUX MOOTYHHUX SBHIII,

NEepeTiK TaToJIOTIYHO 3MIHEHMX TOKAa3HHMKIB JIaOOpaTOPHUX JOCTIKEHb (Ha KOXHOTO
JOCITIKYBAHOTO (Cy0’€KTa JOCIIIKEHHS)).

15. Criucok BUKOPHUCTAHUX JKEPEIL.

16. lonaTku:

1) [adopmartist moA0 KITHIYHOTO BUIIPOOYBAHHS:

MIPOTOKOJI Ta MOMPABKH J0 MIPOTOKOJY KIIIHIYHOTO BUIIPOOYBaHHS;
3pa30K iHIUBIAYaIbHOI peecTpariitHoi hopmu;

CTOPIHKM 13 3a3HAUEHHSM ETHYHUX MOMEHTIB Ta TOTOKEHHS KOMICIi 3 MUTaHb ETHKH,
MUCHhMOBa 1HGOPMAIIis JJIs MAIEHTIB/3I0POBUX JOOPOBOJIBIIB Ta iHGOPMOBaHa 3ro/a;

MEPeNTiK Ta XapaKTePUCTUKH JOCITITHUKIB Ta IHIIMX BIANOBIAAIBHUX OCi0;
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MIIMACA  BIAMOBIJATBHOTO  JOCHITHUKA abo0  JOCHiTHUKA-KOOpAMHATOpA  KJIIHIYHOTO
BUIIPOOYBaHHS,

aHATITUYHA TOKYMEHTAaIlis — cepTH(IKATH Cepiid JIKapChKOTO 3ac00Y, M0 JOCIIIKYEThCS;

cxema panmomizarii Ta koau (imeHTudikamis TOCTKyBaHUX (CyO’€KTIB MOCHIKCHHS) Ta
NpU3HAYCHE JTIKYBaHH);

JOKYMEHTH, 1110 MIATBEPKYIOTh (PaKT ayAUTOPCHKOI MEPEBIPKH (SIKIIO MPOBOIUIINCS);
JOKYMEHTAITiS 11010 CTATUCTUYHUX METO/IB;

JOKYMEHTAIlisl 100 J1abopaTopHOI CTaHJapTH3Allii METO/IB 1 3a0e3MeueHHs SIKOCTI MPOLenyp,
SIKIIO TIPOBOJIUIIOCE;

myOJTikarii, mo 6a3yrThCs Ha KIIHIYHOMY BHIIPOOYBaHHI;

BaXJIUBI MyOJIiKallii, Ha sIKi € OCUJIAHHS Y JJAHOMY 3BITI.

2) Ilepenik qaHMUX IIOIO JOCTIKYBAaHUX (CYO’ €KTIB HOCIHIHKEHHS):

JOCIIKYBaH1 (Cy0’€KTH JOCIIKEHHS ), SIKI BUOYJIU 3 KJIIIHIYHOTO BUIPOOYBaHHS;
BIIXWJICHHS BiJl TPOTOKOIY KIIIHIYHOTO BUIIPOOYBaHHS;

JOCTiKYBaHi (Cy0’€KTH JOCTIKEHHS ), SIKUX BHKIIFOUEHO 3 aHaJi3y €()eKTUBHOCTI;
nemorpadiuHi gaHi;

JTOTPUMAaHHS PeKUMY JIIKyBaHHS Ta/a00 J1aHi 3 KOHIIEHTpAIlil JTIKapChKOT0 3aco0y (SKIIO €);
1HIUBIIyaJIbHI TaH1 m0A0 €(hEeKTUBHOCTI;

nepestik MoOIYHUX SIBUII (Ha KOYKHOTO 3 JIOCHIKYBaHUX (CYO’ €KTIB JOCIIKEHHS));

NEepeNiK 1HANWBITyaTbHUX TTOKa3HUKIB JIAOOPATOPHUX JOCIIKEHDb Y TOCHIIKYyBaHUX (Cy0’€KTiB
JOCITIJKEHHS) (32 HEOOXITHOCTI).

3) InauBinyanbHi peecTpaniiti GopMH:

1HMBITyabHI peecTpaliiiHi (GOpMHU Ha BHIIAJKU CMEPTI, IHIINX CEpHO3HUX MOOIYHUX SIBHIL Ta
BUIIAIKM BUBEACHHS 3 TOCHIPKEHHS y 3B'I3KY 3 PO3BUTKOM CEPHO3HUX MOOIYHNX SBUII;

1HIII 1HOUBiAyanbHI peecTpamiiiHi ¢opmu, mo OynM mMomaHi Ha po3ran A0 JlepskaBHOTO
ekcneptHoro ueHtpy MO3 Vkpainu.

4) Tlepenik maHUX IO KO)KHOMY JTOCITIDKYBAaHOMY (CYO’€KTY TOCIIIKEHHS ).
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Jonatoxk 16

1o Tlopsiaky mpoBeaeHHS KIHITHIX
BHITPOOYBaHb JTIKAPCHKHUX 3aC00iB

Ta eKCIIEPTU3U MaTepiaiiB

KIIIHIYHAX BUTIPOOYBaHb

(a03a11 yeTBepTUH, MYHKTY 4, TJ1aBH 1,
pozniny XI)

(abzarn mpyruil, MyHKTY 2, TAaBH 3, pO3ALTY
XID)

BUMOI'
A0 CKJIAJAHHSA MOBIJOMJICHHS PO MiZA03PHOBaHy HenepeadauyyBaHy CepiloO3Hy
NMO0IYHY peakuiro

1. InenTudikaniss KIIHIYHOr0 BUNPOOYBAHHS

InenTudikamiss  kIiHIYHOrO  BHNPOOYBaHHS  (KOJOBAaHMKW HOMEpP MPOTOKONIY  KIIHIYHOTO
BHUIPOOYBaHHS, IPUBJIACHEHOTO CIIOHCOPOM, 3a HasiBHOCTI — HOMep EudraCT?).

2. Indpopmanis npo gocaixKyBaHoro (cy0d’eKkra J0CTiKeHHs):

1) imenTHdiKamifHII HOMEp AOCIIKYBAaHOTO (Cy0’€KTa JOCTIHKCHHS);

2) iHimianm;

3) crats;

4) Bik Ta/ab0 aTa HAPOHKEHHS;

5) Bara;

6) 3picT;

3. Indpopmanis npo nixo3proBanuii JikapcbKkuii 3acio:
1) Ha3Ba JOCIIKYBAaHOTO JIIKAPCHKOTO 3ac00y (a00 TOproBesibHA Ha3Ba);
2) MDbKHapOJHa HeTIaTeHTOBaHA Ha3Ba,

3) HOMED cepii;

4) mokaszaHHs JUIs IPU3HAYCHHS 200 BUBUCHHS;

5) nmikapcbka ¢opma, 103yBaHHS;

6) m1o6oBa 7103a Ta peKUM NMPU3HAYCHHSI;

7) crioci® mpu3HaYEeHHS;

8) maTa Ta yac rmoyaTKy JiKyBaHHS;

9) naTta Ta yac MPUITMHEHHS JIIKYBaHHS a00 TPUBATICTh JIIKYBaHHS,
10) po3koayBaHHS: Tak/Hi/HE 3aCTOCOBYBAJIOCH, PE3YJIbTATH:
OIliIHKAa MPUYMHHO-HACIIKOBOTO 3B’ 3Ky, 1110 HaJlaHa JOCIITHUKOM;
OLIIHKa IPUYMHHO-HACIIIIKOBOTO 3B’ 53Ky, III0 Ha/laHa CIIOHCOPOM;

KOMeHTapi (axiBliB, SKIIO HEOOXiTHO (HAMpPHUKIAN, SKIIO OI[iHKAa CIOHCOpa IIOAO 3B’S3KYy 3
I1T03PIOBAHOI0 Hemepen0adyyBaHOK CEPHO3HOK TMOOIYHOI0 PEaKIi€r0 He 30IraeThCsl 3 OIIHKOIO
JOCHITHUKA, MiJ03pa, M0 CYNYTHI JIKapchki 3aco0M BiAIrpalOTh poOjib y PO3BUTKY peakuii
Oe3rocepeTHpO a00 BHACIIIOK B3aEMOI1).

'EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponeiicpka 6a3a gaHUX KJITHIYHHX
BUIIPOOYBaHb.
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4. CynyTHe JiKyBaHHS

Jns  cymyTHIX JKapchKuxX 3aco0iB  (y T.u. Oe3pelnentypHUX JIKapCchKUX 3aco0iB) Ta
HEMEIMKaAaMEHTO3HUX 3aco0iB JIIKyBaHHS HAJA€ThCAd Ta cama iHpopMamis, o 1 st
JOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y, 30KpeMa 100 BUPOOHUKA, SKIIO BiIOMO.

5. Indopmanisa npo nmio3poBaHy HenependauyBaHy cepio3Hy NOOiYHY peakuiro:

1) moBHMIA OTNKC peaKiii;

2) marta Ta 4ac rmovyaTKy peaxirii;

3) nata Ta yac NMpUNHHEHHS a00 TPUBAJICTh PEaKIIii;

4) indopmariis mpo BiAMIHY Ta MOBTOPHE MPU3HAYEHHS MT103PIOBAHOTO JIIKAPCHKOTO 3aC00Y;
5) Miciie po3BHUTKY peakilii (KiiHika, MOJiKIIiHIKa, BAOMA);

6) HacmiIok: iH(OopMaIlis Mpo BUAYKaHHS a00 Oyb-AKi HACIIIKH, Oyab-sAKi TpOBeaeHI crienrdivni
TecTH Ta/abo JIKyBaHHS Ta iX pe3yabTaTu;

VY pasi cMmepti — ii mpuYMHA Ta KOMEHTapi MI0J0 MOXKJIUBOTO NMPHUYMHHO-HACITIIKOBOTO 3B’S3KY 3
103pIOBAaHUM JOCIIKYBAaHUM JIKaPCHKUM 3aCOOO0M.

7) Oynp-ska iHma iHQOpMaLis, OO MOXe OyTH KOpPUCHA M OLIHKH IiJ03pIOBaHOl
Herepea0adyBaHoOi CeprHo3HOI MOOIYHOI peakiii (CymyTHI 3aXBOPIOBaHHS, aJeproJIOTTYHHUI
aHaMHe3, aJIKOTOJIbHA 3aJIC)KHICTh).

6. lani npo pocaigHuka, o HaJaB NepBUHHY iHpopMallio:
1) mpizBuIIe T iM’S;

2) Miclie IpOBEACHHS TOCI1HKCHHS,

3) KOHTaKTHUI HOMep Telae]oHy;

4) 3aiimaHa 1ocasja,

7. Inopmanisi npo cnnoHcopa/3asiBHUKA Ta AAMIiHICTPATHUBHI JaHi:
1) maTa 1aHOTO MOBIIOMJICHHST,

2) mxepeno iHpopmarii;

3) naTa OTpUMaHHSI MIOBIIOMJIEHHS CITOHCOPOM/3asIBHUKOM;

4) kpaiHa, e BHHUKJIA PEAKITis;

5) Tin moBigoMIIeHHS (TIEpBUHHE, T0AATKOBE);

6) HailMeHYBaHHS IOPUAMYHOI OCOOHW/Mpi3BUINE Ta iM’s. (I3HYHOI OCOOH; MICIIe3HAXOMKEHHS
IOpUIMYHOT 0coOm/Miciie TpokuBaHHs (Hi3UIHOT 0co0H;

7) mpi3BHUIIEe Ta iM s, 3aliMaHa TMocaja, KOHTAaKTHUN HOMep TenedoHy Ta (akc KOHTAaKTHOI 0coOH,
BIJIMOBITAJIbHOI 32 MoaHHs iH(opMaIlii mpo modiyHi peakirii;

8) HOMep BHNAAKy  HemepeadadyBaHol  cepilosHoi  moOiyHOI  peakiii,  HaJaHUI
CIIOHCOPOM/3asIBHUKOM (HOMEp Ma€ OyTH €TMHHUM JJIs IEPBUHHOTO Ta HACTYITHUX TIOB1OMJICHb PO
OJIMH 1 TOH caMUil BHUITAJIOK).
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Honarok 17

1o Tlopsaky mpoBeaeHHS KIHITHIX
BUNIPOOYyBaHb JIiIKAPCHKHUX 3ac00iB
Ta eKCTIEPTU3H MaTepiaiiB
KIIIHIYHAX BUTIPOOYBaHb

(abzan mepmmii, MyHKTY 4, TJ1aBH 3,
pozainy XII)

BUMOI'
10 CTPYKTYPH OHOBJIKBAHOIO 3BiTYy 3 0€3MeKH J0CiIKyBAaHOT0 JiKapCbhbKOI0
3aco0y, o nepedyBae y craaii po3pooku (aajai — DSUR)
(DSUR - Development Safety Update Report)
3mict DSUR cknagaetnest 3 20 po3aisiB:
1. Berym.
2. MixxHapoaHUH JIiLEH31HHUH /peecTpaliiiHuii cTaryc.
3. 3axoau, IKUX BXKUATO 3 TPUYHMH O€3MEKH B 3BITHUU TEPIOJI.
4. 3mian y pedeperTHiit indopmarrii 3 6e3nexu.
5. Ilepenik KJIIHIYHUX BUIIPOOYBaHb, K1 IPOBOAATHCS UM 3aBEPLICHI y 3BITHUN MEpio.
6. OmiHKa KyMYJISTUBHOT €KCIO3HUIIIT (3arabHOTO BIIUBY):
1) KyMyJIsSTHBHA €KCIIO3UIIIS Y TIPOTPaMi pO3pOOKH;
2) ekcro3uilisl marfieHTa (BIUIMB Ha MaIlieHTa) Ha OCHOBI MAPKETUHTOBOTO JOCBIY;
7. JlaHi B mepelnikax Ta 3BeJCHUX TaOIUIIAX:
1) pedepentHa indopMmariis;
2) meperiku cepio3HUX MOOIYHMUX PEaKiliid 3a 3BITHHM MePioJ;
3) KyMyJISTUBHI/3aranbHi 3Be/ICHI TaOIUIll CEPHO3HUX MOOIYHUX SIBUIIL.
8. BaxxmBi pe3yabTaTi KIIHIYHUX BUIIPOOYBaHb 32 3BITHUH Mepiof:
1) 3aBepieHi KJIiHIYHI BUTPOOYBaHHS;
2) kiHIYHI BUTTPOOYBaHHS, SIK1 TPOBOIATHCS;
3) TOBroCTpOKOBUI KOHTPOJIb (CIIOCTEPEIKEHHS);
4) iHIIe TepaneBTHYHE BUKOPUCTAHHS JOCIKYBAHOTO JTIKaPChKOTO 3ac00y;
5) HOBI AaHi 3 Oe3MeKH, OB’ sA13aH1 3 KOMOIHOBAaHUMH METOJIaMH JIIKYBaHHS;
9. ani 3 6e3neku, OTpUMaHI IMi/1 Yac HEIHTEPBEHIIIMHIX BUIPOOYBaHb.
10. Irmra indgopmairist 3 6€3MeKH y KOHTEKCTI KJIIHIYHUX BUTIPOOYBaHb.
11. Jlani 3 Ge3reku Ha OCHOBI MApPKETHHTOBOTO JIOCBIY.
12. HekniHivHi qaHi.
13. Jliteparypa.
14. Tamri DSURSs.
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15. BigcyTtHicTh €peKTUBHOCTI.

16. Inpopmanis, cnenndidaa 11 perioHy.
17. Tnpopmanis, sika HaaiHIIIIA Mi3HIIIE.

18. CymapHa o1iHKa 0e3MeKu:

1) oriHKa pU3HKiB;

2) IUTaHHS CIIBBIIHOIIEHHS KOPUCTI-PU3HUKY.
19. Pe3rome BaXJIMBUX PU3UKIB.

20. BucHoBKH.



