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NPOBeJeHHS KIIHIYHUX BUNPOOYBaHb JIKAPCbKHUX 32C00iB Ta eKCIIEPTU3H
MarepiajiB KJIiHiYHUX BUNIPOOYBaHb

I. 3arajapHi MoJI0KeHHSA

1. Teit Ilopsmox po3pobneHuit BimmoBimHo A0 crared 3, 44 OcHOB
3aKOHO/ABCTBA YKpaiHU MPO OXOPOHY 310poB’s, 3akoHy Ykpainu «Ilpo mikapceki
3acobu», 3akoHy Ykpainu «[Ipo 3axucT mepcoHanbHUX HaHUX» 3 ypaxXyBaHHSIM
BuMor JlupektuB €Bpomneiicbkoro [lapmamenty Ta Pagu 2001/20/€C Bixn 04 kBiTHS
2001 poky, 2001/83/€C Bim 06 nucromama 2001 poky, Ta JOESIKUX TOJIOKEHb
Pernamenty (€C) Ne 536/2014 €Bponeticbkoro [lapnamenty ta Paau Big 16 kBiTHS
2014 poky CTOCOBHO KJIIHIYHMX BUIPOOYBaHb JIKAPCHKUX 3aCO0IB JJIS JIFOJUHU, IO
ckacoBye JupextuBy 2001/20/€C, PermamentiB €Bpomneiickkoro Ilapmamenty Ta
Pagu 1901/2006 Big 12 rpyaus 2006 poxy ta 1902/2006 Bixg 20 rpyaus 2006 poxy,
ICH GCP, MiKHapOoJHMX €TUYHUX MPHUHIUIIB OIOMEIMYHHUX JOCHIKCHb 13
3aITy4eHHSIM JIIOAUHU Ta €TUYHOTO KOJEKCY JIKapsl.

2. le#i Tlopsmok BCTaHOBIIOE OCHOBHI BHMOTH O TPOBEICHHS KIIHIYHHUX
BUNMPOOYBaHb JIIKAPCBKUX 3ac00iB, SAKI MOXYTh IPOBOAUTUCH 3a YYacTiO
NAaIi€HTIB/3M0pPOBUX  JOOPOBOJBIIB, Yy TOMY 4YHCII 70  BHUIPOOYBaHb
010/10CTYITHOCTI/010€KBIBAJIGHTHOCTI, a TaKOXX MDKHApOJHUX 0araToleHTPOBUX
KJIIHIYHUX BUMIPOOYBaHb.



3. Heit Ilopsmoxk mnomMproeTbecss Ha BCl BUAM  KIIHIYHUX BHUIPOOYBaHb
JIKapChKUX 3ac00iB, 32 BHHSATKOM HEIHTEPBEHIIIMHUX JOCIIKEHb Ta KJIIHIYHHX
JOCJTIKEHb, SIK1 MPOBOJATHCS 03 y4yacTi (papMarieBTUUHNX KOMIAH1H SIK CIIOHCOPIB.

et Ilopsimoxk He MNOMMPIOETHCA HaA BCl BUAM KJIIHIYHUX BHUIPOOYyBaHb
TKAHWUHHUX 1 KJIITUHHUX TPaHCIUIAHTAaTIB, Y TOMY YHCJIl CTOBOYPOBHX KJITHH
XOPA0BO] (IyIOBHUHHO1) KPOBI.

4. TlpoBeneHHA EKCHEPTU3M MaTepiamiB KIIHIYHMX BUIIPOOyBaHb, a TaKOX
IMPOBEJCHHS KIIHIYHOTO ayJauTy KIIHIYHOTO BUIPOOYBaHHS JIIKAPChKUX 3aco0iB
nokyaneHo Ha JI1 «Jlep:kaBHuii ekcriepTHUM [IEHTp MiHIcTepcTBa OXOPOHH 37I0POB’ sl
VYxpainn» (zani — Lentp).

I1. BusHayeHHs TepMiHiB

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

aJIaNTUBHUAN TU3aliH — IW3aiiH, 1o nepeadadae Moaudikarii 1u3aiiHy Ha OCHOBI
pe3yJIbTaTiB MIPOMIKHOTO aHAJII3y;

0araTolEHTPOBE KIIHIYHE BHUIPOOYBaHHS (IOCHIIKEHHS) — BHUIPOOYyBaHHS
JKapChKOro 3ac00y BIJAMOBIIHO 0 €MHOTO MPOTOKOJIY KIIIHIYHOTO BUIPOOYBAHHS,
10 TPOBOAUTHCA OUIBII HI)K B OAHOMY MICII1 TPOBEICHHS JOCITIIKEHHS;

010/I0CTYIIHICTh — HIBUJIKICTh Ta CTYMiHb, 3 SKHMH Jit0Ya peyoBHMHA abo Ti
AKTUBHUI KOMIIOHEHT abcopOyeThcs (YCMOKTYETBCS) 3 JIKapChKoi (opmu 1 cTae
JIOCTYTTHOO B MICII1 JIii;

010€KBIBAJICHTHICTh — JIBa JIIKAPChKUX 3acO0H, IO MICTATh OJAHAKOBY 10Uy
PEUOBHHY, BBAKAIOTHCSA OIOEKBIBAJIEHTHUMH, SKIIO BOHM € (DapMaleBTUYHO
€KBIBAJIEHTHUMHU a00 (papManeBTUYHO albTEPHATUBHUMH, a IXHS O10JOCTYMHICTb
(WBUAKICT, Ta CTYHiHb a0copOrii) Mmiciisi BBEAEHHS B OJIHAKOBIN MOJISIpHIA 1031
3HAXOASATHCA B IONEPEIHBO BCTAHOBJICHUX KpHUTEpisiX mpuitHaTHOCTI. Lli xpurepii
BCTAHOBJIIOIOTHCS J1JIs1 3a0€3MeUeHHSI MOPIBHSAHHS XapaKTEPUCTUK JIIKAPChKUX 3aC001B
in vivo, TOOTO /Jig BCTaHOBJEHHS TMOJIOHOCTI 3 TOYKM 30py O€3IleKu Ta
e(hEeKTUBHOCTI;

0M3bK1 poandi — (Pi3udHI 0COOH, IPUPOJTHUM 3B'I30K MK SKUMH IPYHTYETHCS
Ha MOXO/KEHH1 OJIMH BiJ OJHOTrO a00 BiJf CHUTHHHUX MPEJKIB 1 Ma€ MPaBOBE 3HAYCHHS
y BUMNAaJKaxX, NepeadayeHnX 3aKOHOaBCTBOM;

Opomrypa gociiiHuka — pedepaTUBHUI BHUKJIAA JOKIIHIYHUX Ta KIIHIYHHUX
JAHUX TPO JOCTIIKYBAaHUU JIIKAPChKUK 3aci0, sKi MalwTh 3HAYEHHS IS HOTO
BHUBYCHHS Y JIFOJUHHU;

BUPOOHUK JIIKAPCHKOTO 3aC00y — IOpUIMYHA 0004, siKa 3/IIMCHIOE X04a O OJIUH 3
eTarmiB BUPOOHMIITBA JIKaPCHKOTO 3ac00y, BKIIIOUAIOUN TaKyBaHHS;



BHCOKOTEXHOJIOT1UHI (010TEeXHOJOTIYH1) JIKapChKi 3aco0M - JKapChKi 3aco0w,
10 MICTSATH JIIF0Y1 PEUOBUHHU, OTPUMAaHI1 3a JOIMIOMOTI'0I0 METO/I1B O10TE€XHOJIOT11, TAKUX
SK: TEHHO-IH)KCHEpHa TEXHOJIOTis, KJIITHHHA 1HXeHepis, TiOpUOMHI TEXHOJIOT1],
1H)KeHEepHa €H3UMOJIOT1s Ta 1H)KEHEPHA IMyHOJIOT1s TOIIO;

JOCTIKYBaHUN (Cy0'€eKT MOCHIKEHHS) — TAaIli€HT/3M0pOBUi JOOPOBOJIEIb,
SKUW BIAMOBIHO JI0 YWHHOTO 3aKOHOJABCTBA Oepe ydacTh Yy KIIHIYHOMY
BUNMPOOYBaHHI Ha MiJCTaB1 MiANMKUCaHOT HUM (opMH iHHOPMOBAHOI 3r0JIH;

JOCJIIIDKYBaHUH JIIKapChKUH 3aci0 — jikapcbka opmMa aKTUBHOI cyOcTaHIIii ado
mianebo, M0 BHUBYAETHCA a00 BUKOPUCTOBYETHCS ISl TOPIBHSHHS Yy KITHIYHUX
BUIMIPOOYBAHHIX, BKIIOYAIOUM IMpenapaTtd, Ha SKI BXE BUIAHO peecTpalliiiHe
MOCBIJYEHHS, aje BOHU BHKOPHUCTOBYIOTHCS a00 BUTOTOBISIOTHCS (CKIaZeHl abo
YIaKOBaHi) B 1HIINI CIIOCIO TTOPIBHSIHO 13 3apeECTPOBAHOIO JTIKAPCHKOO hopMoro abo
BUKOPHCTOBYIOTHCS 32 HE3apEECTPOBAHMMU MTOKA3aHHIMU, a00 K BUKOPUCTOBYIOTHCS
JUIsL OTPUMaHHS J0JIaTKOBO1 1H(opMaIli npo 3apeecTpoBaHy (opMy JIIKApCHKOTO
3aco0y;

JOCJTITHUK/CIIBIOCTIHUK — 0c00a, sIka Ma€ JOCTaTHIO TPoQeCciiHy MiATOTOBKY
BIJIMOBIJTHO /10 BUKOHYBaHUX OOOB’S3KIB B JOCIIIKEHHI Ta JOCBiJ JIKyBaHHS (IS
JiKapiB) MAIlIEHTIB BIAMOBIAHOTO MNpoduI0, 3HAE TpaBWia HAJEKHOI KIIHIYHOI
MPAaKTUKHU, BIJAMOBIAHI HOPMATHUBHO-MPABOBI aKTW Ta BHUKOHYE MOKIAJIEHI Ha HeET
00OB’SI3KM Yy  KIIHIYHOMY BHIOpoOyBaHHI. SIKIIO KIIHIYHE BUIPOOYBaHHS
IIPOBOJIMTHCS TPYIOK 0CI0 y TMEBHOMY MICII MPOBEACHHS JOCIIKEHHS, OJUH 13
JOCTIIHUKIB BU3HAYA€THCA BIANOBIIAJbHUM KEPIBHUKOM JOCHITHUIBKOI TPYIHU 1
MO’K€ HA3UBATUCS BIANOBIAAJILHUM JOCIIIHUKOM. BiAMoBIHaJILHUN JOCIIIHUK HECE
BIJIMOBIIATILHICT 32 TPOBENCHHS KJIIHIYHOTO BUIMPOOYBAaHHS JIIKAPCHKOTO 3aco0y
TPYIO0  JOCTIHWKIB y MICIl TPOBEACHHS BUNPOOYyBaHHS. BimnmoBiganbHUIA
JOCITITHUK PO3MOJIISAE 3aBIaHHS Ta OOOB’SI3KM Cepel TPyHu JOCITITHUKIB TaKUM
gyuHOM, MO0 3abe3neunT Oe3meKy MOCTKyBaHUX (CyO’€KTIB JOCHIJDKEHHS), a
TaKoXX HAJIWHICTh Ta JOCTOBIPHICTh JaHUX, OTPUMAHUX IIiJI Yac NPOBEACHHS
KJIIHIYHOTO BUIIPOOYBAaHHS Y MICII POBEACHHS BUNPOOYBaHHS;

JIOChE JIOCTIKYBAHOTO JIIKApChKOro 3aco0y — iHdopmMals MoA0 SKOCTI
KOXKHOTO JIOCHIJKYBAaHOTO JIIKAPCBKOTO 3aco0y, y TOMYy 4YHCIi MpenapariB
MOPIBHSIHHS Ta MJIanedo0, a TaKoX JaHl JOKIIHIYHUX JOCIHIIKEHb Ta BIIOMOCTI MpO
nomnepeaHl KIiHIYHI BUMPOOYBaHHA a00 KIIIHIYHE 3aCTOCYBAHHS JOCIIKYBAaHOTO
J1KapChKOTO 3aco0y;

eKCIepTu3a  MarepiajiB  KIIHIYHOrO  BHOPOOyBaHHS  (TONepeaHs  Ta
Crelfiayi3oBaHa) — TMepeBipKa, aHali3 Ta eKCHepTU3a MarepianiB KIIHIYHOTO
BUIPOOYBaHHS JIIKAPCHKOTO 3acO00y 3 METOI0 MiArOTOBKM BMOTHMBOBAHUX BHCHOBKIB
IOJI0 MOXJIMBOCTI TMPOBEACHHS KIIHIYHOTO BUOPOOYBaHHSA / IIOJO CYTTEBOI
TIOTIPaBKH,
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MOTepeHs] eKCIepTu3a — IMepeBipKka Ta aHali3 BIAMOBIIHOCTI HAJAAHOTO
KOMIUICKTY JIOKYMEHTIB 3asIBJIEHOTO KJIIHIYHOTO BUIIPOOYBaHHS / CYTTEBOI MOIPaBKU
BUMOTaM 115010 [lopsinky;

Crieliajli3oBaHa eKCIepTU3a — aHalll3 Ta €KCHepTH3a MaTepiajiiB KIIHIYHOTO
BUIIPOOYBAaHHS JIIKAPCHKOrO 3acO00y 3 METOIO MIATOTOBKM BMOTHBOBAHUX BHCHOBKIB
IOJI0 MOXIJIMBOCTI MPOBEACHHS KIIHIYHOTO BUOPOOYBaHHSA / IIOJO CYTTEBOI
HOIPABKH;

3aKJ1aJ] OXOPOHHU 3/10pOB’sl (JIIKyBaJbHO-TIpodiIakTHUHUH 3akiian) (nami — JII3)
— IOpUIUYHA 0co0a OyIb-aK01 (HOPMHU BIIACHOCTI Ta OpraHizariiiHo-1paBoBoi GopMmu
abo 1i BiOKpeMJIEHUH MiAPO3MiJi, OCHOBHUMH 3aBIJAHHSMU SKUX € 3a0€3MCUYCHHS
MEJIMYHOTO OOCIYyrOBYBaHHSI HACEJIICHHS Ha OCHOBI BIAMOBITHOI JIiIEH31i Ta
npodeciitHol MisUTbHOCTI MeAUYHUX ((hapMaIeBTUYHUX ) PAIliBHHUKIB,

3aKOHHI TMpEJICTaBHUKM — OaThbKH, YCHHOBIIIOBaYl, OaThbKU-BUXOBATEII,
npuiioMH1 OaTbKH, OMIKYHM, MIKJIYBaJbHUKHA, TMPEJACTABHUKM 3aKIadiB, SKi
BUKOHYIOTb 00OB’SI3KU OIIKYHIB Ta MiKJIyBaJIbHUKIB;

3asBHUK KJIIHIYHOTO BUIIpOOyBaHHS — (izuuHa abo ropuauyHa ocola
(HampuKJIaJl CIOHCOP, KOHTPAKTHA JOCIIIHUIIbKA OpraHizailis), sKa moja€ 3asBy Mpo
MIPOBEICHHS KJIIHIYHOTO BUMPOOYBaHHS JIIKAPCHKOTO 3ac00y/ moromxeHHss Komicii 3
MUTaHb €TUKHU IIOJI0 TPOBEICHHS KIIHIYHOTO BUMpoOyBaHHs (mami — 3asBa KB) /
cyTTeBoi nonpasku (aam — 3aaBa CII) no MO3 Ykpainu, a marepiasin — 10 LleHTpy.
3asBHUK, SIKIIO BIH HE € CIIOHCOpOM, Moxe moaaBaTu 3asBy KB / 3assy CII nwumre 3a
HAsBHOCTI JIOPYYCHHSI, BUAAHOTO CIIOHCOPOM, 3 YITKO BU3HAYEHUMH JEJICTOBAHUMU
MMOBHOBAXCHHSIMU;

3BIT MPO KIIIHIYHE BUIMPOOYBAaHHS — HaJaHl B MUCHBMOBIN ¢dopmi pe3ysibTaTh
KJIIHIYHOT'O BUIIPOOYBAHHS Ta iX aHai3;

11eHTudikariiHui KOJI JOCJTIIKYBaHOTO (HampuKa,
CKPUHIHTOBUI/paHIOMI3allIiHUN HOMEp) — YHIKaJIbHUM 1neHTU(IKaTop, IO
IPUCBOIOETHCA KOKHOMY CyO’€KTy BHUIIPOOYBaHHS Jjsi 3a0e3ledeHHs Horo
aHOHIMHOCTI Ta BHUKOPHUCTOBYETHCS 3aMiCTh TMpI3BHUILNA, IM’s, MO OaTbKOBI Yy
MaTepiajiax KJIIHIYHOTO BUNPOOYBaHHS;

1HAMBIAyaldbHA peecTpauiiina Gopma (mani — [PO) — npykoBanuii, e1eKTPOHHUIN
ab0 ONTHYHUIN AOKYMEHT, IPU3HAYEHUI JJii BHECEHHS B HHOT'O BCi€l mepeadayeHol
IPOTOKOJIOM KJIIHIYHOTO BHUIPOOyBaHHsA 1HOpMallii, ska Misarae mnepeaadi
CIIOHCOPY, 010 KOKHOTO JTOCTIKYBaHOTO (Cy0’€KTa JOCIIKEHHS);

iH(opMoOBaHa 3rojia — pIlICHHS B3SITH Y4acTh y KJIIHIYHOMY BUIIPOOyBaHHI, SIKE
Mae OyTH CKJIaJ€HO B MHCHMOBIM (opmi, JaTOBaHE Ta MiJIMUCAHE, MPUHMAETHCS
TOOpOBUIBHO TICIA HAJEKHOTO TOIH(OOPMYBaHHS MPO XapakTep KIIHIYHOTO
BUMIPOOYBaHHS, WOTO 3HAYEHHS, BIUIMB Ta PU3UK, BIAMNOBIAHUM YHUHOM



JTOKYMEHTAIBHO O(OpMISIETBCS 0CO00I0, SIKa CIPOMOXKHA JdaTH 3romy, abo ii
3aKOHHUM TPEICTABHUKOM/ OJIM3BKUM POANYEM/ JPYTHM 3 TIOJAPYHOIKS;, Y BUHATKOBUX
BUTIAJKaX, SKIIO BiJMOBiIHA 0cO0a HECTIPOMOXHA TMHCATH/YUTATH, BOHA MOXE JaTh
YCHY 3rojly B HPUCYTHOCTI IIOHAaWMEHILE OJHOTO CBiAKa, SIKUWA 3acBIAYY€E 3roy
cy0’€eKTa JOCIIIKEHHS B TUChbMOBIN (popMi iHHOPMOBAHOI 3T0/IH;

KJIIHIYHE BHUMPOOYBaHHS (IOCIIDKEHHS) JIKApChKOro 3aco0y — HayKOBO-
nociiiHa po0oTa, METOK SKOi € OyJb-sIKe JOCITIHPKEHHS 3a Y4acTO JIFOJUHU SIK
cyO'ekTa TOCIIPKEHHS, TPU3HAYCHE ISl BUSBIICHHS a00 MiATBEPHKEHHS KITHIYHUX,
(hapMaKOKIHETUYHUX, (hapMaKOAMHAMIYHUX Ta/a00 1HIIUX e(PEKTIB, y TOMY YHCI JJIs
BUBUYEHHS BCMOKTYBaHHS, pO3IMOALTY, METa0OJi3My Ta BHBEIEHHS OTHOTO abo
KUTBKOX JIIKAPChKUX 3ac00iB Ta/ab0 BUABIEHHS MOOIYHUX peakuid Ha OAWH abo
JEKUIbKa JIOCTIDKYBAHUX JIKApPChKUX 3aco0iB 3 METO OIlIHKKM Horo (iXHboi)
6e3neku Ta/abo ePeKTUBHOCTI;

KJIIHIYHUN ayJuT KITHIYHOTO BUIIPOOYBaHHS — Ipolieaypa odimiiHoi nepeBipku
[lenTpoM MarepiajiB (JOKYMEHTIB) KIIHIYHOTO BUIIPOOYBaHHS, MPUMIIICHb,
yCTaTKyBaHHS Ta 00JIaJIHAHHS, 3aIIMCIB, CUCTEM TapaHTii 0e3MeKH, SKOCTI Ta IHIIHUX
pecypciB, sIKi MarOTh BIAHOIIEHHS 1O KJIIHIYHOTO BUIPOOYBAHHS 1 SIKI MOXYTh
mictutucs y JIII3, naGoparopisx, NPUMIMICHHSIX CHOHCOpa ab0 KOHTPAKTHO-
JOCJITHUIILKOT OopraHizariii ToIo;

KoMmiciss 3 muTaHb etuku npu JIII3 (mami — komicis 3 MNUTaHb E€TUKH) —
HE3JIC)KHUN OpraH, 10 CTBOprOEeThes 1 aie npu JIII3, ne mpoBoaAThCS KIHIYHI
BUNIPOOYBaHHs, 70 CKJIaay SKOTO BXOAATh MEAWYHI, HayKoBl (¢axiBIl Ta
MIPEJICTABHUKM 1HINUX CIEIiadbHOCTEN, 1 KUK BIAMOBIAE 3a 3a0e3MedYeHHs IpasB,
Oe3neku 1 6maromnosyqusi cy0’€KTiB BUMIPOOYBAHHS B MEKax CBOE€I KOMIETEHIIII, 3a
HAJaHHS CYCNUIBCTBY BIAMOBIAHUX TapaHTIM, y TOMY YHCIl LUIIXOM PO3TISAY i
CXBAJICHHS/yXBaJICHHS TIO3UTHBHOIO PIIIEHHS MO0 TMPOTOKOIY BHIIPOOYBaHHS,
BIIITOBITHOCTI BIIIIOBITAJIBHUX JOCJIAHUKIB/ TOCIIIHUKIB/CIIIBIOCII IHUKIB,
MartepialibHO-TexHIuHOTO 3a0e3nedyeHHs JII13, a Takox MeToiB 1 3ac001B OTpUMAaHHS
Bil cyO’exTiB BumpoOyBaHHS 1HGOPMOBaHOI 3rogu Ta 1i JTOKyMEHTaJIbHOTO
o OpMIICHHS;

KOMICIsl 3 MMUTaHb €TUKH Ha MiJCTaBl OLIHKA €TMYHUX Ta MOPaJIbHO-IIPABOBUX
MPUHIUIIB TOTOJKY€E TMPOBEJCHHS KIIIHIYHOTO BUMIPOOYBaHHS OE3MOCEPEIHBO Yy
MICIIl OT0 MPOBEACHHS, 110 pO3TamoByeThbes Ha 6a3i JIII3, npu skomy cTBOpeHa i
JU€ 15T KOMICIS;

KOHTpAKTHa JOCJIIHUIIbKA opraHizaiis — ¢i3uyHa abo puarudHa 0coda, sika B
pamMKax yroaud 31 CIOHCOPOM BHKOHYE OJHY 4YHM Oiablie HOro (yHKIIIH
(MOBHOBaXXEHB) Y KIIIHIYHOMY BUIPOOYBaHHI ¥ JIi€ Ha MiJCTaBl JOPYYEHHS, BUIAHOTO
CIIOHCOPOM, 3 YITKO BU3HAYEHUMHU JICJIETOBAHUMH ITOBHOBAYKEHHSIMH,



Miciie mpoBeAeHHs BumnpoOyBaHHs (mami — MIIB) — wmicie, ae 6e3nocepeaHbo
IPOBOJMTHCS OCHOBHA JISsUIbHICTh, TOB’Si3aHAa 3 KIIHIYHUM BUIPOOYBAaHHSIM
(BKJIFOUEHHS MAIIEHTIB, JIKYBaHHSI, CIIOCTEPEKEHHS To1110), Y JII13;

MOHITOp — 0c00a, MpU3HaueHa CHOHCOPOM a00 KOHTPAKTHOIO JTOCIiAHULIBKOIO
Oprasizaili€lo, sika nepeBipsie€ NPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS BIAIOBIIHO 10
MPOTOKOJTY KJIIHIYHOTO BUIPOOYBaHHS;

HE3alHTEPECOBaHUN CBIJOK — (i3uyHa 0c00a, HEmpuueTHa A0 MPOBEICHHS
KJIIHIYHOTO BUIIPOOYBAHHS, HA SIKy HE MOXYTh YMHUTH TUCKY YYACHUKH KIIIHIYHOTO
BUNMPOOYBaHHs 1 sika, y pa3l KO0 CcyO0’€KT BUMPOOyBaHHS YW HOTro 3aKOHHHI
MpEICTaBHUK HE BMIIOTh a00 HE MOXXYTh UUTATH, NPUCYTHS IMiJl 4aCc OTPUMAaHHS
iH(popMOBaHO1 3roJu M 3aunuTy€e TeKCT GOPMHU 3roJid Ta 1HINY iHGOPMAIliI0, HAJlaHy
cyO’exTy BUIIPOOYBaHHS;

HEIHTEPBEHIIMHE MOCTIKEHHS — JOCIHIJKEHHs, Y SKOMY JIKapChKi 3acoOu
MPU3HAYAIOTHCS 3BUYAHUM CTIOCOOOM BIJIMOBITHO IO 3aTBEPKEHOT 1HCTPYKINi 3
MEIUYHOTO 3aCTOCYBaHHS. 3allydCHHs MallieHTa B TPYNy 3 BHU3HAYCHHM METOIOM
JIKYBaHHS B TPOTOKOJII KJIIHIYHOTO JOCHIDKEHHS 3a3JalieTiib He nepeadadeHo, a
MPU3HAYEHHS JIKAPCHKOTO 3aC00y TUKTYETHCS CYyYaCHOIO MPAKTUKOIO 1 HE 3aJICKUThH
B1JI pillIEHHS BKJIIOUWUTH TallieHTa y BUNPOOyBaHHs. He 3aCTOCOBYIOTH JOJIaTKOBHUX
TIarHOCTUYHUX a00 MOHITOPHMHTOBHX MPOIEAYpP MIOMO TMAIli€HTIB, a ISl aHATI3y
310paHUX IaHUX BUKOPUCTOBYIOTH €MiE€MIOJIOTIUHI METOJIH;

HenependavyBaHa MoOiuHa peakilist — ModiuHa peakilisi, XapakTep ado TSKKICTh
SIKOT HE y3TOJKY€EThCSI 3 HAABHOIO 1H(OpMaIII€r0 PO JIIKApChKUM 3aci0 (HanmpukiIam 3
OpoIIyporo JOCHITHUKA JUIsi HE3apeECTPOBAHOTO JIKAPChKOro 3acody abo 3
IHCTPYKLI€EIO Ui MEIUYHOTO 3aCTOCYBAaHHS/ KOPOTKOIO XapaKTEPUCTUKOIO MAJis
3apEECTPOBAHOTO JIIKAPCHKOTO 3ac00Y);

NEePBUHHI MEAWYHI JIOKYMEHTH — OPUTIHAJIbHI JIOKYMEHTH, JlaHl 1 3alKicu Ha
OyIb-sIKOMY HOCI1 (HanmpuKiIaa MEAUYHI KapTH CTAIllOHAPHUX XBOPUX, MEJIUUHI KapTH
aMOyJIaTOPHUX XBOPHX, JIAOOPATOPHI 3amuCH, CIY>KOOBI 3amUCKH, IIOJEHHUKH
JTOCITDKYBaHUX (CyO’€KTIB JOCTIIKEHHSI) a00 OMUTYBaJbHUKHU, >XYpHaJIU BUJAyl
JIKapChbKUX TpenapariB, pO3APYKIBKM MpUiiaaiB, Bepu(iKOBaHI Ta 3acBIAYEH1 KOMil
abo posmudpoBku QoHorpam, Mmikpodimri, ¢ororpadiyHi HETaTUBU, MIKPOILIIBKU
a00 MarHiTHI HOCIi, pEHTT€HIBChK1 3HIMKH, aJIMiHICTPATUBHI JTOKYMEHTH, 3aIIUCH, 1110
30epiratloTbcs B amTeni, JiabopaTtopii Ta y BIIAUIGHHI 1HCTPYMEHTaJIbHOI
JIarHOCTUKM ), 0C10, sIK1 OEpyTh y4acTh y KJI1HIYHOMY BUIIPOOYBaHHI, TOIIIO;

nepenik KIHIYHUX BUNPOOyBaHb JIKApChKUX 3aco0iB — 1H(opmariiiHa
eJeKTpoHHa 0aza, 10 MICTUTh 1HGOpPMAII0 TPO BCl KIIHIYHI BUIPOOYyBaHHS,
pIlIeHHS PO MpoBeaeHHS sSkuxX npuitHate MO3 Ykpainu;

noOiyHa peakilis — Yy MeXax KJIIHIYHOrO BUIPOOYBaHHS JIIKAPCHKOTO 3aco0y
(opuriHAIBHOTO/TEHEPUYHOTO) ab0 WOro BUBUCHHS 32 HOBHM BHKOPHUCTAHHSM,



0COOJIMBO B pasi, AKIIO TEPAMEBTUYHI 03U JIKAPCHKOTO 3ac00y HE BCTAHOBJICHI, 70
NOOIYHMX peakiliii Ha JIKapChKUK 3aci0 MOTPIOHO BIIHOCUTH BCl1 IIKIJIWBI Ta
HEHAaBMUCHI BIAMOBIJI Ha BBEIECHHS OyIb-sAKOi 03U JiKapchKoro 3acoly. Tepwmin
«BIATIOBIb Ha BBEIEHHS JIKAPCHKOTO 3aco0y» O3Hadae€, IO ICHy€ NpUHAWMHI
MPUITYCTUMA BIPOTITHICTh MPUYMHHO-HACIIIKOBOTO 3B'S3KYy MK 3aCTOCYBaHHSIM
JIKapchbKOro 3aco0y Ta MOOIYHOIO peakiie€lo, TOOTO B3a€EMO3B'SI30K HE MOXKHA
BUKJTIOYHTH.

[Ilomo 3apeecTpoBaHUX JIIKAPCHKUX 3ac00IB 1€l TEpMiH O3HAYa€ BC1 HETATHBHI
a00 MIKIJIMBI Ta HEHABMHUCHI peakilii, MOB'S3aH1 13 3aCTOCYBaHHSIM JIIKAPCHKOTO
3aco0y y 3BHYAMHUX J103aX 3 METOI0 MPOQIIaKTHKU, JA1arHOCTHKUA a00 JIKyBaHHS
3axBOpIOBaHH: a00 Moaudikarii (izionoriyHoi QyHKIIIT;

noOiyHe sBHUINE — OyIb-SIKHH HECHPUSATIMBUA MEAUYHUN TPOSIB Y
JOCIIKYBaHOTO (Cy0’€KTa OCHIKEHHS), SIKWA HE OOOB'S3KOBO Ma€ MPUIMHHHUI
3B'S30K 13 3aCTOCYBaHHSIM JIIKapChKOro 3aco0y. [1061yHUM siBUILIEM MOXKe OyTH Oy 1b-
sKa HECHpUATIMBA Ta HEHAaBMHCHA O3Haka (y TOMy 4YHCII 3MiHa JabOpaTOpHUX
JaHUX), CUMIITOM a00 3aXBOPIOBAHHS, K1 301ralOThCA 3a 4acoOM 13 3aCTOCYBaHHSAM
(mocHiKYBaHOTO) JIIKAPCHKOTO 3aco0y, HE3aJeKHO BiJ TOr0, MOB'SI3aHO 1€ 3
MPUHOMOM (JOCITIKYBAHOTO) JIIKAPCHKOTO 3ac00y 4M Hi;

MOTIPaBKa JI0 MPOTOKOJIY KIIHIYHOTO BUIMPOOYBAaHHS — MHUCHMOBHM OIMUC 3MiH
a00 GopmasibHE PO3'ICHEHHS TEKCTY MPOTOKOIY KITHIYHOTO BUIIPOOYBaHHS;

mpenapar CymyTHROI Tepamii/ JOTMOMDKHHIA (HEIOCHTIKyBaHUN) JKApChKUI
3aci0 — JIKapChbKUM 3acid, SKUW BUKOPUCTOBYETHCS IS MOTpeO KIIHIYHOTO
BUMPOOYBaHHS Ta 3aCTOCYBaHHS SIKOTO OIMUCAaHO B MPOTOKOJI KIIHIYHOTO
BUNPOOYBaHHS, aJie HE K JTOCIIKYBAHOTO JIIKAPCHKOTO 3ac00y;

MPOTOKOJ KITIHIYHOTO BHUMNPOOYBaHHS — JOKYMEHT, SIKMH ONHCYE 3aBJaHHA,
METO0JIOTII0, TPOIEAYpPU, CTATUCTHYHI AaCHEKTH Ta OpraHi3aiilo KIIHIYHOTO
BUMPOOYBAHHSI, @ TAKOX, SIK MIPABUJIO, paHillle OTPUMAaHI1 JaHl 00 JOCIIKYBaHOTO
JKapChKOTO 3ac00y Ta OOTPYHTYBaHHS KIIHIYHOTO BUIIPOOYBAHHS;

cepiio3Ha MoOiYHA peakiist abo cepio3He TOOIYHE SBUIE — OYIb-SKHIA
HECHPUATIUBUN MEAMYHUN TPOSB TMpPH 3aCTOCYBaHHI JIKapChbKOTO  3aco0y
(HE3aJIe)KHO BiJ JO3YBaHHSA), KWW MPU3BOIUTH JI0 CMEPTI; SIBJISE 3arpo3y KUTTIO;
BUMarae TocmiTamizamii ab0 MpPONOBXKEHHS TEPMIHY ICHYIOYOi TOCHITali3allii;
MPU3BOJIUTH JO JOBTOTPUBAJIOi a00 3HAYHOI HEMpalle3JaTHOCTI YK 1HBAJIIIHOCTI, JI0
BPO/DKCHUX aHOMAJIiil Ui Baj pO3BUTKY;

CIIOHCOP — mopuauYHa abo ¢izmyHa ocoba, sKa Hece BIAMNOBIIAIBHICTH 3a
1HIIIAIIO Ta OpraHi3alilo KIIHIYHOTO BUMPOOYBaHHS JIKapChKOTo 3aco0y Ta/abo
Horo piHaHCYBaHHS;



CYIIyTH1 MaTepiajyi — MaTepiaid, ki BAKOPUCTOBYIOTHCS B MPOLIECI TPOBEICHHS
KJIIHIYHOTO BUMPOOYBAaHHS, HAJIAIOTHCS CIIOHCOPOM JOCHIKEHHS (FOPUAMYHOIO a0o
($h13UuHOI0 0CO00I0 3a IOPYUCHHSIM CIIOHCOpa) O6€3 repexo/ay MpaBa BIAaCHOCTI Ha TakKi
MaTepianu Ta 0e3 mpaBa MpOoJaxy TPETIM 0CO0aMM Ta BUKOPUCTOBYIOTHCS 3TiAHO 3
yMOBaMH, BU3HAYEHUMH Y TIPOTOKOJII KJIIIHIYHOTO BUMPOOYBaHHS;

CYTT€BA IMOMpPaBKa 0 MPOTOKONY KIIHIYHOTO BUMPOOYBaHHS — TOIpaBKa 0
MPOTOKONY KJIIHIYHOTO BHUMPOOYBaHHS BBAXKAETHCA CYTTEBOIO, SKIIO BOHA MOXKE
MaTH ICTOTHHHA BIUIMB Ha Oe3neky abo0 (I3WYHUI YM TCHXIYHUM CTaH
JTOCHDKYyBaHOTO (Cy0’€KTa JOCHIDKEHHs), 10 Oepe ydyacTb y KIIHIYHOMY
BUNMPOOYBaHHI, 00 BIUIMHYTHU Ha HAYKOBE 3HAYCHHS JOCIIIKCHHS;

yIOBHOBa)XXE€Ha 0co0a 3 sKoCTi (BUpoOHWKA) — (hi3uyHa ocoba, MpU3HAYCHA
BUPOOHHMKOM, sIKa BI/IMOBI/Ia€ 3a TapaHTIIO TOTO, IO KOXKHA CEPisl JIIKAPCHKOTO 3aCO0y
BUPOOJICHA 3 TOTPUMAHHSIM OCHOBHUX MPHUHIIUITIB HAJIEKHOI BUPOOHUYOI MPAKTHKH,
IIPOKOHTPOJIbOBaHAa BIAMOBIIHO A0 crenudikaiii Ha mpenapar 1 Jae J03BUI Ha
peastizaiiiro abo Ha KJIIHIYH1 JOCTIIKEHHS KOXKHO1 cepii JIKapChbKOTo 3aco0y.

2. Inmi TepMiHM BXHBAIOTBCS Y 3HAYCHHAX, HaBedeHuX B (OcHOBax
3aKOHO/ABCTBA YKpaiHU MPO OXOpOHY 3A0poB’s, 3akoHi Ykpainu «lIpo mikapchbki
3acoOmn», CiMeHOMY KOJIeKCl YKpaiHu Ta 1HIIUX HOPMAaTUBHO-IIPABOBUX aKTaX.

I11. 3arajbHi NPUHUMIIM NPOBEACHHS KJIIHIYHMX BUNIPOOYBaHb

1. Vci kimiHiYHI BUNpPOOYBaHHS MTPOBOMASTHCA BIAMOBIIHO 1O MIXXHAPOIHUX
ETUYHUX TMPHUHIMIIB 13 3a0e3MeueHHsIM 3aXHUCTy MpaB, Oe3neku Ta Oiaromoryqus
nocpKyBaHuX — (cy0’ekTiB  gociipkeHHs). KiliHiuHe  BUOpOOyBaHHS — MOXKeE
MPOBOJIUTUCH TITBKKM B TOMY BHMAJKYy, SKIIO OYIKyBaHa KOPHCTb BHIIPABIIOBYE
PU3BHK.

2. Kuixiyai BunpoOyBaHHS JIKapChKUX 3ac00IB TMPOBOJSATHCS 3 METOIO
BCTAHOBJICHHSI a00 MiATBEpKEHHS €(EeKTUBHOCTI Ta HEMIKIIJIUBOCTI JIIKAPCHKOTO
3aco0y. Bouu MoxyTh npooautucs B JIII3, axi Buznauaroteess MO3 Ykpainu, 3a
HAsIBHOCTI PILIECHHS MPO MPOBEACHHs KIIHIYHUX BunpoOyBanb MO3 Vkpainu, mio
NPUINMAETHCS Ha MiJCTaBl MO3UTUBHOTO BHUCHOBKY EKCIEPTH3M MaTepiajiB 100
NPOBEJCHHS KJIIHIYHOTO BUNpPOOYBaHHS, sKUM HagaeTbess Llentpom (mami —
BucHoBoK), Ta mo3utuBHOTO pimeHHs Komicii 3 mUTaHb €TUKU MIOAO MOTOKEHHS
KJIIHIYHOTO BUIPOOYBaHHS.

3. ¥Yci ocobu, Kl JOIYy4arOThCsl 10 MPOBEJCHHS KJIIHIYHOTO BHUMIPOOYBaHHS,
MOBHUHHI MaTH HaJEXHY OCBITY, NMpodeciiiHy MATrOTOBKY W JOCBIJ JJisi BUKOHAHHS
byHKIIH Ta 000B’A3K1B, OB’ A3aHUX 3 KJITHIYHUM BUIIPOOYBAaHHSIM.

4. Bu6ip nmocminmnukiB Ta JIII3 mokmamaeTscss Ha cmoHcopa. Bumornm 1o
nocaiaaukiB Ta JII13 naBeneno B po3aini V mporo Ilopsaky.



CroHcop Moxe neneryBatu OyIb-siki a00 BCl CBOi (YHKIT KOHTpaKTHIN
JTOCTITHUIBKIN opraHizaiii. [Ipyu 11bOMy CHOHCOp 3aJIMINAETHCS BIAMOBIIAJILHUM 3a
HIIIAII0 Ta MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS Ta 3a iH(opmMailito, sika Oyia
310paHa B pe3yJsbTaTi KJIIHIYHOTO BUITPOOYBAHHS.

5. Yeci kniHiyHI BUNpoOyBaHHS PO3MOYMHAIOTHCSA 3a HasgBHOCTI pimeHHsS MO3
VYkpainu, BUTATY 3 MPOTOKOY(-1B) KOMICIii(-i1) 3 MUTaHb €TUKH, J¢ 0e3MocepeHBO
Ma€ TPOBOJUTHCS KJIIHIYHE BUIPOOYBAHHS, 00 MOTOHKEHHS I[HOTO KIIIHIYHOTO
BUIMIPOOYBaHHS Ta Mmicias OQOPMIEHHS [IOTOBOPY CTpaxyBaHHS BIAMOBIJAIBHOCTI
CIIOHCOpa/3asiBHUKA Tepes] TpeTiMu ocobaMu  (JOCHIIKYBaHUMU/CYO’ €KTaMu
JOCTIPKEHHS) TI0JI0 HAHECEHHS KON X JKUTTIO Ta 3I0POB’I0 MiJ Yac MPOBEACHHS
KJIIHIYHOT'O BUITPOOYBaHHS JIIKAPCHKOTO 3ac00y.

6. 3abe3neueHHs KOH(DIICHIIIHHOCTI JOKYMEHTIB, 10 MOXYTh 1AeHTU(DIKYBaTH
0co0y mociipKyBaHOTO (Cy0’€KTa IOCHTIIKEHHS), € HEOOXITHOK YMOBOKO IS
3aXHCTY MpaB JAOCIHKYBAHOTO (Cy0’€KTa JOCITIIKCHHS).

7. IlnanyBaHHs, TPOBEJICHHS Ta 3BITHICTh YCIX KJIIHIYHUX BUIIPOOYBaHb, y TOMY
YHCIl AOCTKEHb 3 OIIIHKM O10€KBIBAaJEHTHOCTI, 3A1MCHIOIOTHCS 3 JAOTPUMAHHIM
BuMor Ta npuHIMiiB HacranoBu «Jlikapchbki 3aco0u. HayexxHa KiliHIYHA TTPaKTHKA.
CT-H MO3 Vkpaiau 42-7.0:2008» (mam — Hamexxna wminiuna npaktuka (GCP)),
3atBepakeHoi MO3 Ykpainu.

Kosxne kiiHiuHE BUNPOOYBaHHS JIKapChKOT0 3acCO0y MOBUHHO OYTH BHECEHE JI0
nepeniky KIHIYHUX BUMPOOYBaHb, IO MyOJiKy€eThCs Ha odimiitHoMmy Bebcaiiti MO3
YkpaiHu 10 BKIIOYEHHS TMEPIIOro JOCHIKYBaHOTO (Cy0’e€KTa JOCHIIHKEHHS).
BHeceHHs1 KIIHIYHOTO BUMPOOYBaHHS 10 MEpeiky mMae iHhopMaliiHuN XapakTep Ta
HE TTOBHHHO MEPENIKOKATH HOT0 MPOBEACHHIO.

8. Akio pociipKyBaHUM JIIKapChKHUM 3aCi0 HAJIEKUTh 10 HAPKOTHYHHUX 3aC001B,
MCUXOTPOMHUX PEUOBUH ab0 MPEKypcopiB, MPOBEACHHS KIIHIYHOTO BUIIPOOYBaHHS
3MIMCHIOETHCS TAKOX 3 JOTPUMAHHIM BUMOT 3aKOHOJABCTBA PO HAPKOTHYHI 3aCO0H,
TICUXOTPOITHI PEYOBUHU 1 IPEKYPCOPH.

9. Jlns 3abe3meueHHs SKOCTI yCIX AacMeKTIB KIIHIYHOTO BHUIPOOYyBaHHS
BUKOPUCTOBYETHCS CHCTEMA IEBHUX MPOLIEAYD.

10. Peectparmisi, 00poOka 1 30€peKE€HHA OTPUMAHOI TiJ] Yac KIIHIYHOTO
BUMpoOyBaHHs  iHQopmamii  MaoTh  3a0e3lneyyBaTH  KOPEKTHE  HaJaHHS,
iHTeprpeTaniro 1 BepudiKallilo JaHUX, HE3IEKHO BiJ TUIY HOCIA, IO
BUKOPHCTOBYETHCSI.

[Tepenik OCHOBHMX JOKYMEHTIB KJIIHIYHOTO BUIIPOOYBaHHS, SIK1 30€piraroThbesl y
JIII3 Ta micui mpoBeneHHs BUIIPOOYBAaHHA Ta y CIIOHCOPA, HABEACHO B JOJATKy 1 1o
nporo [lopsinky. Lli qokymeHTH MaroTh 30epiraTuicsi HE MEHII HDXK 15 pokiB micis
3aBEpIIEHHS KJIHIYHOTO BHUIPOOYBaHHA B apXiBHOMY MPUMIIICHHI/apxiBl B
ManepoBOMY/€EeKTPOHHOMY BUTJIS/IL.
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11. BupoOHHUIITBO Ta 30€peKEHHS IOCHIKYBAHOTO JIKapChKOro 3acoly, a
TaKOXX TMOBO/KEHHSI 3 HUM 3JIMCHIOIOTBCS Y BCTAHOBJIEHOMY 3aKOHOJABCTBOM
NopsiAKY 3 JOTpUMaHHsAM BuMoOr HanexHoi BupoOHWuoi mnpaktuku (GMP) Ta
Hanexnoi xminaiuaoi npaktuxu (GCP).

OcCHOBHI BUMOTH JI0 MapKyBaHHS JOCIi)KyBaHOTO JIIKApCHKOTO 3aco0y Ta
MpenapariB CymyTHROI TEPArii/JOMOMIKHUX (HEIOCIIKYBaHUX ) JTIKAPCHKUX 3aC00iB
HaBeZeHl y pos3auvti VI mporo Ilopsaky. [docmimxyBaHuil mikapchbkuil 3acid Ta
npenapaTtd CymyTHBOI Teparii/qonoMixkHi  (HEJOCHIKYBaH1) JIIKapChKi 3aco0u
BUKOPUCTOBYIOTHCSI TIJTBKH BIJIMOBITHO IO 3aTBEP/KEHOTO MPOTOKOTY KIIHIYHOTO
BUMPOOYBaHHS.

12. Ha Oyap-ixkoMy eTami KJIIHIYHOTO BHUMIpPOOyBaHHS a0o TICAS HOTO
3aBepuieHHs L{eHTp Mo)ke MmpoBeCTH KIIHIYHUN ayJuT KIIHIYHOTO BUIIPOOYBaHHS
moao notpuManHs Hanexnoi kiiHiuHoi npaktukud (GCP) BiAmoBiAHO 10 po3airy
XIII usoro Iopsaxy.

IV. OcHOBHiI BUMOTH 10 32aXUCTY JOCJTIKYBAHUX (CY0’€KTIB TOC/IIIKEHH)

1. 3arajabHi MOJI0KeHHS PO 3aAXUCT A0CHIIKYBaAaHUX (Cy0’€KTIB
AOCTIIKEHHST)

1. 3axuct mochipkyBaHUX (CyO’€KTIB JOCHIIKEHHS) 3a0€3MeYy€eThCsl MUITXOM
OLIIHKU  CIIBBIJHOIICHHA PU3HK/KOPUCTb SIK TMepel MPOBEACHHSIM KOXHOTO
KJIIHIYHOTO BHUIIPOOYBaHHS, B TOMY YHCJII Ha MiACTaBl IOINEPEIHIX IPOBEICHUX
JOCTIKEHb, TaK 1 M Yac WOTo MPOBENEHHS NUITXOM Harsay 3 Ooky Llentpy Ta
KOMIC1# 3 TUTaHb €TUKH.

2. 3abesmeuyeThcsi OCOONMMBUN 3aXUCT TAIIEHTIB, SKI HECIHIPOMOXHI JaTH
iH(popMOBaHy 3rofy Ha yd4acThb Yy KJIIHIYHOMY BHUIpOOyBaHHI. Taki MaIlleHTH HE
BKJTIOYAIOTHCS B KIIIHIYHE JOCITIKEHHS, SKIIO HOTr0 MOKHA MPOBECTH 32 YYaCTIO
0ci0, K1 CIIPOMOKHI 0COOMCTO HamaTH 1HHOPMOBaHY 3TOY.

[lamienTn, sKI HECIPOMOXKHI AaTh 1HPOPMOBaHY 3rOAY, BKIIOUAIOTHCA B
KJIIHIYHE BUMPOOYBAHHS TIIBKU TOA1, KOJH € MiJCTaBU OYIKYBATH, 110 3aCTOCYBAHHS
JOCJTIDKYBAHOTO JIIKApChKOTO 3ac00y MpHHECe Oe3MOCEepe/IHI0 KOPUCTh MAIllEHTY 1
BOHA OyJle NEPEBULYBATH PU3HK.

SAkio 10 KIIHIYHOTO BHUMOPOOYBAaHHS 3ally4alOThCsl IMAIIEHTH, K1 BHACIIIOK
CBOTO KJIIHIYHOTO CTaHy HECIPOMOKHI ocobucto miamucata Gopmy iHGOpMOBaHOT
3rojy, HEOOX1IHO OTpUMAaTH 3roay Ta mianucatd (opmy iHpopmMoBaHOi 3roau y
3aKOHHOTO TIPEACTaBHUKA, a y pa3l WOro BIACYTHOCTI — y JpPyroro 3
MOAPYXKS/OMU3bKOr0 poauda. Y MPOTOKOJ1 KIHIYHOTO JOCHIKeHHS abo B
MOTIPaBIli 10 HHOIO MOBMHHA OyTH OMHCaHa TpoIeaypa OTpUMaHHS iHPOPMOBAHOI
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3roJIv Talli€HTa MICIs TOro, SIK y HbOro Oyze BIJHOBJIEHA CIIPOMOXKHICTH OCOOMCTO
naTy 1HPOPMOBaHY 3roy.

3. Kniniyne BunpoOyBaHHS MOXKE POBOJUTHUCS Y pa3i, KOJU:

1) ouikyBaHUH PH3UK 1 HE3PYYHOCTI OyJIM 3BaKEHI CTOCOBHO OYIKYBaHOT
KOPHUCTI JJI JOCIIKYBAaHUX (CyO’ €KTIB JOCIIKEHHS );

2) nocaipKkyBaHuii (Cy0’ €KT TOCTIKEeHHs ) a00, SKINO BiH HE 3aTHUH 0COOMCTO
nignucaty Gopmy 1HPOPMOBAHOI 3roAM, WOTO 3aKOHHUN MpPEICTAaBHUK, a B pasi
BIJICYTHOCTI 3aKOHHOTI'O TIPEJICTABHHMKA Yy TAIIEHTIB, K1 NMepe0yBalOTh Y KPUTUUHOMY
Ta HEBIJKJIAJAHOMY CTaHaX, — APYTUH 3 MOAPYKKS/OMM3bKUN pOANY, MaB MOKJIUBICTh
1] 9aC PO3MOBH 3 BIJIMOBIAAIBHUM JOCTITHUKOM/IOCIITHUKOM, BiJMOBIIAJIbBHUM 3a
OTpUMaHHs 1H(OPMOBAHOI 3rOJHM, 3PO3YMITH METY, MOXJIUBI KOPUCTb, PU3HUKHU 1
HE3pYYHOCTI KJIIHIYHOTO BHIPOOYBaHHS, a TaKOXX YMOBH, 3a SKHX BOHO Oyze
MIPOBOJIUTHCS,

3) mpaBa JIocCaipKyBaHOTO (CyO’€KTa JOCHIIKEHHs) Ha (Pi3MYHE 1 IMCHXIYHE
Onaromnoyyqusi, TAEMHHIIFO OCOOMCTOTO KUTTS 1 3aXHUCT MEPCOHATBHHX JaHUX
3a0e3meueni BIAMIOBIIHO JO BUMOTL 3aKOHOIaBCTBA;

4) y BUHSITKOBUX BUTIAJKaX, SKIIO TOBHOJITHS 0c0o0a HE B 3M031 MTMCATH/YUTATH,
TO HEI MOKe OyTH JaHa yCHa 3rojia B MPHCYTHOCTI OJHOTO HE3alHTEPECOBAHOTO
CBiKa, SKWM TIMCHMOBO 3acBiUy€ 3roAy TMali€eHTa 9 HOro 3aKOHHOTO
MPEACTaBHUKA /APYroro 3 MOJAPYXKS/OMu3bKOoTo poamda y ¢opmi iHPOPMOBaHOT
3TOJIH;

5) 3a OaxxaHHSAM MOCTIKyBaHMMA (Cy0’€KT IOCHIKEHHS) ab0 3aKOHHHIMA
NPEACTABHUK/IPYTUN 3  TOAPYXOKS/ONMU3BKUN  poaud, SKuW mignucaB  (Gopmy
iHbpopMOBaHOi 3roau, y Oyap-sSKui 4Yac Moxke 0e3 Oyab-iKoi IMKoau aisi cebe
(mocmimxyBaHOro (Cy0’€KTa MOCHIIKEHHS)) NPUOUHUTH Yy4acTh Y KIIHIYHOMY
BUMPOOYBaHHI.

4. Ilpu BUHUKHEHHI OYyJib-sIKOi MOOIYHOI peaKilii, 10 MOXKE PO3IIHIOBATHUCS SIK
CTpaxOBUH BUIAJOK, BIJMOBIIAJbHUIN JOCIITHUK/TOCTIIHUK Ma€ HEBIJIKJIAIHO, aje
HE Mi3HIIIe HDK IPOTATOM JIBOX KaJeHAAapHUX JHIB 3 JAaTU OTpUMaHHs i1H(opmarii
PO BUHUKHEHHS MOOIYHOI peakilii iHpopMyBaTH Mpo 11 CIIOHCopa.

5. Cnoncop npotsirom 10 xaneHIapHUX AHIB 3 AaTH, KOJIU HOMY IPO L€ CTaJIO
B1JIOMO, HaIlpaBJIsiE BIJMIOBIIHE IMOBIAOMIICHHS IO CTPaxOBOi KOMIMaHii.

6. JlocnipkyBanuit (Cy0’€KT AOCIIIKEHHS) a00 3aKOHHUN TTPEACTaBHUK/IPYTUM
3 MOJPYXOKs/ONM3bKI POAMYl MOXKYTh M 1HIIIaTUBHO (110 Mae OyTH 3a3HAYCHO B
dbopmi iHPOPMOBAHOT 3TOJM) MPOTATOM MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS
MOBIJIOMUTH BIJIMOBIIHY CTPaxoOBY KOMIIaHIIO Mpo (aKT HACTAHHS MOOIYHOT peakilii
JUTSI OITIHKH 11 SIK CTPaXOBOTO BHITAJIKY.
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2. Hapanns indopmanii nanieHram (310poBUM J100POBOJILISIM) NP0
KJIIHIYHe BUNIPOOYBAaHHS TAa OJlePKAHHS Bl HUX iH()OPMOBAHOI 3r0/1H.

1. TTamienTH/310pOB1 TOOPOBOIBI, SKUX TUIAHYETHCS 3aTyYUTH J0 KIIHIYHOTO
BUMIPOOYBaHHS, MAalOTh OTPUMATH JOCTaTHHO iHQOpMAIl Mpo MeTy Ta CyTh
KJIIHIYHOTO BUTIPOOYBaHHS. BinnmoBiganpHUI JOCHITHUK/AOCTITHUK, BiAMOBIJaTBHIIMI
3a OTpUMaHHs 1H(POPMOBAHOI 3roH, 1H(HOPMYE MaIlE€HTA/30POBOTO JOOPOBOJIBLIS, A
SKIIIO TOW HECTIPOMOXKHUI CaMOCTIifHO JaT iHQOPMOBaHY 3roJy — HOTO 3aKOHHOTO
MPEACTABHUKA/IPYTOTO 3 TMOAPYXOKS/OM3BKOTO pOAMYA, IOJAO BCIX AaCHEKTIiB
KJIIHIYHOTO BUIPOOYBAHHS.

2. PimeHHs mamieHTa/340pOBOr0  J0OpOBOJBI ab0 HOTro 3aKOHHOTO
peACTaBHUKA/IPYTOr0 3 MOJPYXOKS/OIM3bKOTO pOAMYA IIOJA0 B3ATTSA ydacTi abo
NPOJOBXKEHHSI ydYacTi B KIIHIYHOMY BHIIPOOYBaHHI Ma€ OyTH MPHUHHITE HHUM
CaMOCTIHHO 1 BUTbHO, 0€3 Oy/Ib-SIKOTO TUCKY Ha HBOTO.

3. IIlucemoBa Ta ycHa iHoOpMallid Mpo KiIiHIYHE BUMPOOYBaHHS HE MOBHUHHA
MICTUTH BUCJIOBIIIOBaHb, 110 3MYIIYIOTh IMaIli€HTa/30POBOTO JTOOPOBOJIBIIS, a TAKOXK
HOro  3aKOHHOTO  MPEJACTAaBHHUKA/IPYroro 3  MOAPYXOKS/OMM3BKOTO  poauda
BI/IMOBHTHCH BiJl CBOIX NIpaB YW 3BUILHAIOTH JOCHIJHHUKA, CIIOHCOpPA KIIHIYHOTO
BUMPOOYBAHHS BiJl BIIMOBIAAIBHOCTI 32 3aMOISIHY IITKOY.

4. ITuceMOBI Matepiayiid Ta ycHa iH(OpMalis Mpo KIiHIYHE BUIPOOYBAHHS HE
MOBUHHI  MICTUTH  CHEIIaJbHUX  TEPMIHIB 1 MawTh OyTH  3po3yMmiil
MaIi€HTY/3I0POBOMY TOOPOBOJIBIIIO 200 3aKOHHOMY TIPEICTAaBHHUKY/APYrOMy 3
MOAPYXKXKS1/OIU3bKOMY POJIUYY.

5. JlocmigHWK HaJa€ TMAaIi€HTY/3I0POBOMY JOOPOBOJBII0 a00 3aKOHHOMY
PEACTABHUKY/IPYTOMY 3 MOJPYXOKS/OMU3bKOMY POAUYY JOCTATHIO KUTBKICTh 4Yacy
IUIA  TOPUMHATTS  pIIEHHS Npo  y4acTb y  KIIHIYHOMY  BHUIPOOyBaHHI.
[Tamient/3n0poBuid  100poBOJiellb  ab00  3aKOHHHMM  NPEACTaBHUK/IPYTUA 3
MOAPYXXKsS/OMU3bKUN POIMY MOBUHEH OJIEP>KaTH BUUYEPITHI BIAMOBIAI HA BC1 TUTAHHS
1010 KJIIHIYHOTO BUMPOOYBaHHSI.

6. Bumoru no iHdopmoBaHOi 3roau (MUCbMOBOI Ta ycHOI iH(popmarii, 110
HAJIAETHCS MaIl€HTY/3I0POBOMY T0OPOBOJIBITIO abo 3aKOHHOMY
PEACTAaBHUKY/IPYTOMY 3 MOJPYOKS/OJIM3bKOMY POAMYY) HaBEACH1 y AOJATKYy 2 JI0
uporo Iopsanky.

IlepcoHanbHi JaH1 JAOCTIKYBaHOTO (Cy0’€KTa MOCHIKEHHS) 30epiraloThCs B
TaEMHHUIII Ta OOpOOJSIOTBCS B MEXax KIIHIYHOTO BUNPOOyBaHHA (micis ix
KOJAyBaHHS  3a  JOIOMOTOIO CKPUHIHTOBOTO/paHI0Mi3aIliifHOTO HOMeEpa
JOoCTiKyBaHOTO (Cy0’€KTa MOCHIKEHHS)) B 3HEOCOOJICHOMY BHIJISIAI 3TITHO 3
MPOTOKOJIOM KJIIHIYHOTO BUMPOOYBAHHS Ta BIAMOBITHO O YUHHOTO 3aKOHO/IABCTBA.



13

7. Jlo mouatky yd4acti B KJIIHIYHOMY BHUIIPOOYBaHHI MAaIll€HT/300POBHIA
n00poBoJiellb a00 MOro 3aKOHHUN NPEJACTAaBHUK/IPYTUM 3 TMOIPYXOKS/ONMU3bKUN
poaWd, a TaKOoX BIAMOBIAAIBHUN JTOCTITHUK/JOCTIIHUK, BIAMOBIIAIBHUN 3a
OTpUMaHHs 1H(OPMOBAHOI 3rojM, MIANUCYIOTh Ta BIACHOPYYHO JaTYyIOTh JiBa
npuMipHukd  ¢opmu  iHQOPMOBaHOI 3rojau, OJAMH 3 SKUX 3aJIUIIAETHCS
BIJIMOBIIATLHOMY JIOCITITHUKY/TOCTITHUKY, & APYTHA MEePEAAETHCS TOCTIKYBAHOMY
(cy0’exty mochimkenns). OOOB's3k0BO Mae OyTH 3a3HA4e€HO, IO 3rojfa HajJaHa
TOCTKYBaHUM (Cy0’€KTOM JTOCTI/KEHHS) (3aKOHHUM TIPEJACTABHUKOM/IPYTHUM 3
MOAPYXOKST /ONMU3BKMM  poauyeM) AOOpPOBUIPHO Ha TJCTaBl OJEP’KAaHOI MOBHOI
1H(opMarii mpo KiiHIYHE BUNPOOYBaHHS.

8. Ilpu 3amydeHHi 00 KIIHIYHOTO BHUIPOOYBaHHS O0CI0, Ha y4acTb SIKUX
000B'sI3KOBO MOTPIOHE MOTOKEHHS IXHIX 0aThKiB/3aKOHHOTO MPEACTABHUKA/IPYTOro
3 TMOAPYXOKSI/ONM3BKOTO poauya (HampUKIa[, MaJOMITHI a00 HEMOBHOJITHI,
HeJle31aTHl 0coOm), 111 ocoOu 1HGOPMYIOTBCS B MeEXKax iXHBOTO PO3YMIHHS, a
HETIOBHOJIITHI BJIACHOPYY MIJAMUCYIOTh 1 JaTy0Th (opMy iHGOPMOBAHOI 3roau, sKa
MICTUTh JOCTYIHY JJsi PO3YMIHHS HEMOBHONITHBOIO JAUTHHOIO 1H(OpMAIIO Mpo
KJIIHIYHE BUMIPOOYBaHHS.

9. OguH mpUMIpHHUK MTIAMHMCAHOT Ta JaToBaHOi (opmu 1HPOPMOBAHOI 3roau
30epiraeTbCs y BiAMOBIIATILHOTO JOCIITHUKA/TOCTITHUKA (B apXIBHOMY MPUMIIIICHH]1)
OPOTATOM HE MEHII HDK 15 pOKIB MiCis 3aBEpIICHHS BIANOBIIHOTO KIIIHIYHOTO
BUMPOOYBaHHS.

10. ko nariedt nepedyBae B KpUTUYHOMY a00 HEBIJIKJIAJHOMY CTaHi, 10 HE
7A€ MOXJIMBOCTI OTpUMAaTH y HHOTO 1H(POPMOBaHY 3rojy Ha y4acTh y KJIIHIYHOMY
BUIIPOOYBaHHI, TaKa 3roia OTPUMYETHCS Y HOTO 3aKOHHOTO MPEACTaBHUKA/APYTOTO 3
MOJIPY>KKs1/OIM3BKOTO poInya.

Y pasi HEMOXJIMBOCTI oOJep:kaHHsA 1HGOPMOBAHOI 3roauM Yy Talli€eHTa 1
BIZICYTHOCTI OTO 3aKOHHOTO TIPEICTABHUKA/IPYTOT0 3 MOAPYXOKs/OIU3bKOT0 POIrya
3aJIy4eHHs TaKWUX MAIl€HTIB J0 KJIIHIYHOTO BUIPOOYBAHHS HE JIOMYCKAEThCS, IM Ma€
HaJaBaTHCS MEIUYHA JOTIOMOTA Y BCTAHOBJICHOMY MOPSJIKY.

11. ®opma iHbOpMOBaHOT 3roN MA€E TAKOK MICTUTH 3rOly MAlliEHTa/310pPOBOTO
A00pOBOJIBLS 200 HOro 3aKOHHOTO MPEACTaBHUKA/IPYroro 3 MOJAPYXKKs/OIU3bKOTO
poanda Ha 0OpoOKy HOTo mepcoHaIbHUX JaHUX, a TAaKOXK 1H(OpMAIIito M0/10:

MeTH 00pOOKHU EPCOHATBHUX JaHUX;
CKJIJly Ta 3MICTY MEPCOHAILHUX JTaHUX;
BOJIOJIUIBIIS IEPCOHAIBHUX JTAHUX TMAIll€HTA,;

JOCTYIY JI0 IEPCOHAIBHUX JTaHUX TPETIX OCi0.
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12. Yea indopmarig B hopmMi iHPOPMOBAHOI 3TOAU BUKIAIAETHCS 3PO3yMLUIO0
naiieHty abo 3J0pOBOMY JIOOPOBOJIBIIIO/3aKOHHOMY IIPEACTaBHUKY/APYromMy 3
TOJIPYXOKs1/OTM3bKOMY POIUYY MOBOIO.

13. Ilopsmox HamanHs  1HQopMaiii 0Opo  KIHIYHE  BUMPOOYBaHHS
MaIi€HTY/3I0POBOMY  JOOPOBOJIBIIO/3aKOHHOMY ~ TIPEACTaBHUKY/IPYroMy 3
NOJIPYKs /OM3bKOMY POJIMYY, @ TAKOXX OTPUMAaHHS 1HPOPMOBAHOI 3rOAH BiJ HHOTO
MOXYTh mepeBipsaTucs LleHTpoM, KOMICi€l0 3 MHUTaHb €TUKU Ta CIIOHCOPOM abo
ocobamu, 10 AIIOTH BiJ MOro iMeHi, a00 MpeACTaBHUKAMHU YIIOBHOBA)XEHHUX OPraHiB
IHIIUX KpaiH (IHCIEKIIiSl PEryIATOPHOTO OpraHy).

14. NocnimkyBaauii (Cy0’€KT TOCIIPKCHHS) /3aKOHHUN TIPEACTaBHUK/IPYTUHN 3
NOAPYXKS/OMU3bKUN POJIMY Yy pa3l MOPYUIEHHS MpaB JTOCIKyBaHOTO (Cy0’e€kTa
JOCTIIKEHHS) MiJ] Yac MPOBEACHHS KIIHIYHOTO BUIPOOYBAHHS MOKE 3BEPHYTHUCS 10
cnoHncopa, lLlentpy, komicii 3 nwuranp etuku, MO3 VYkpainu abo 10 cyny B
YCTaHOBJICHOMY 3aKOHOJJaBCTBOM TOPSIIIKY.

15. InTepecu pocnipkyBaHuX (Cy0’€KTiB JOCIIKEHHS) 3aBXIU MEPEeBAKAIOTh
HaJ[ IHTepecaMH HayKH 1 CyCILJIbCTRA.

3. KutiHiyHi BUNIPOOYBAHHSA 32 YYACTIO MAJIOJITHIX Ta HEMOBHOJIITHIX 0Ci0

1. Kuiniuai BumpoOyBaHHS 3a ydacTio MajomiTHiX (mo 14 pokiB) Ta
HETMOBHOJITHIX (Bi7 14 1o 18 pokiB) 0cid MpOBOAATHCA JIUIIE Y pa3l BUKOHAHHS BCIX
HABEJCHUX HUKYE BUMOT:

1) orpuMaHHs TMHUCHMOBOI 1H(POPMOBAHOI 3roAu 000X 0aThKiB, 32 BUHSATKOM
BUITAJIKIB, KOJIM OJMH 3 0aThKIB TIOMep, M030aBICHHUIN 0aThKIBCHKUX IpaB, BUSHAHHM
HEeMi€3[aTHUM YW 3HUKIUMH O€3BICTHU y TIOPSAIOKY, BU3HAYCHOMY YHHHHUM
3aKOHOJABCTBOM, 200 y CBIZOLTBI MPO HAPOJKEHHS BIACYTHIN 3alUC MPO OJHOTO 3
OaTbKIB,;

2) HamaHHSA JAOCTYMHOI Ui PO3YMIHHS MAJOJITHROIO Ta HEMOBHOIITHBOIO
0co00I0 THUCHMOBOI Ta ycHOI 1HdoOpMalii Npo KIIHIYHE JOCHIIKEHHS. K0
MaJIOJITHIA CIPOMOXXHUHM, BIH YCHO Ja€ CBOK 3roJly Ha y4acTh y KJIIHIYHOMY
JIOCJIKEHHI.

HenoBHomniTHII maiieHT ocoOuCTO miAmMcye Ta aarye (opmy iHPOPMOBAHOI
3rOJu.

BiamoBimanbHuii  JOCHITHUK/AOCTIAHUK, BIAMOBIJAILHUNA 32  OTPUMaHHS
iHpopMOBaHOi 3rojM, ypaxoBye€ sIBHE Oa)kaHHS MAaJIOJITHBOI Ta HEMOBHOJITHBOT
0ocoOM B3ATH y4acTh a00 BIAMOBUTHCS BIJ[ y4acTl B KJIIHIYHOMY JOCIIPKEHH1, a0o
BUITH 3 HHOTO B OyAb-SKHI1 yac;

3) BIACYTHOCTI BHUKOpPUCTaHHS OyAb-KMX 3a0X04Y€Hb a00 CTHUMYJIB, KpiM
KOMIIEHCAIII1 Y pa3i 3aBJaHHs IIKOIH 30POB'IO il Yac KJIIHIYHOTO BUNPOOYBaHHS;
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4) MajoJiTHI Ta HEMOBHOJITHI 0COOM OfepKaTh OE3MOCEPEeHI0 KOPUCTh Bif
y4acTi y KJIIHIYHOMY BUMPOOYBaHHI, SIKIIO:

KJIIHIYHE BUMIPOOYBaHHS HEOOX1IHE JUIsl MATBEP/HKCHHS TaHUX, OTPUMAHMX 1]
4ac IHIIMX KJIHIYHUX BUIIPOOYBaHb, K1 MPOBOIUIUCH 3a YYACTIO JOPOCTUX, a00 s
MiATBEPKCHHS TaHUX, OTPUMAHUX 3a JOIIOMOTOIO 1HIIUX METOIIB TOCHIIPKCHHS,

KJIiHIYHE BHIIPOOYBAHHS CTOCYETHCS 3aXBOPIOBAaHb, BiJl SKUX CTPaKIAIOTh
MaJIoJIITHI Ta HEITOBHOIITHI OCOOU;

KJIIHIYHE BUIPOOYBaHHS Ma€ TakKl OCOOJMBOCTI, IO HOTO MOXKHA MPOBOIAUTH
TIJIBKY 32 yYacTIO MAJONITHIX Ta HETIOBHOJIITHIX OC10;

5) mniaHyBaHHS KIIHIYHUX BUIIPOOYBaHb 3A1MCHEHO TaKUM YHHOM, IIIO
MiHIMI30BaHi Ou1b, gUCKOMGOPT, cTpax 1 pusuK. [lopir pusuMKy 1 CTyMiHb
nuckoMbopTy, 00JIFO YITKO BU3HAYAKOTHCSA 1 MOCTIMHO BiJICTEKYIOTHCS.

2. Indopmarmis mpo 3adydeHHs 00 KIIHIYHUX BHUIIPOOyBaHb MAJIOJITHIX Ta
HETOBHOJIITHIX 0Ci0 HagaeTbcsl B JOBUIBHIA Qopmi, aie 3 000B’SA3KOBUM
3a3HaYEHHSM MpPI3BUINA, IMEHI Ta MO 0aTHKOBI, BIKY AMTHUHHU, MPI3BUIL, IMEH Ta IO
0aThbKOB1 0aTHKIB/3aKOHHUX TMPEJICTABHUKIB (MPEICTaBHUKA), MICIS MPOKUBAHHS
OUTUHU, HAsABHOCTI 1H(OPMOBaHOI 3rogu 3 OOOB’A3KOBOIO MO3HAYKOI, IO
iHbopMarllis, sika HagaeTbes, € KoHbiAeHmiiHOow. L{g iHdopmaiis HampaBiseTbes
BIJIMOBIAQIBHUM JIOCIITHUKOM/JOCIIITHUKOM PEKOMEHJOBAHUM JIMCTOM JI0 OpPTraHiB
OMIKK Ta MIKJIYBaHHS 32 MICLEM MOCTIHHOTO MPOXKMUBAHHS JAUTHUHU MPOTITOM JIBOX
poOounx AHIB 3 JaTU OTPUMaHHsS 1H(QOPMOBAHOI 3TOJM HA Yy4acTh Yy KIIHIYHOMY
BUMPOOYBAHHI BIMOBIIHO J0 MANYHKTIB 1, 2 myHKTY | 1i€l riaBmu.

3. 3a00pOHETHCS MPOBEICHHS KIIIHIYHUX BUIIPOOYBaHb JIIKAPChKUX 3ac001B 3a
y4acTI0 MaJOJITHROT a00 HETMOBHOJITHBOI O0COOM, siKa T030aBieHa OaTbKIBCHKOTO
MIKJTyBaHHSI, yCHHOBJICHOI TUTUHU a00 TUTUHU-CUPOTH.

4. TnTepecu MaJOMITHIX Ta HEMOBHOJITHIX OCI0 MEpeBaXKalTh HaJ 1HTepecaMu
HAyKH 1 CYCIUIbCTBA.

4. KniniyHi BUNPoOyBaHH 32 YYaCTIO Hel€31aTHUX JOCTIKYBAHUX
(cy0’ekTiB H0CaiTKEHHS), AKi HECIIPOMOKHI CAMOCTIITHO 1aTH iH(pOPpMOBaHY
3rogy

1. Kniniuai BunpoOyBaHHS 3a y4yacTIO HeJl€3aTHUX MaIli€eHTIB ab0 MaIll€HTIB,
[MBUIbHA [1€3IaTHICTh SIKUX OOMEKEHA y 3B'SI3KYy 3 IMCHXIYHUM 3aXBOPIOBAHHSM,
IIPOBOJSATHCS, SKIIIO:

OTpUMaHO 1H(QOPMOBaHY 3roly 3aKOHHOTO  MpPEICTaBHUKA/IPyroro 3
MOAPYXXKs/OIU3bKOr0 pojinya (3rojia Moke OyTH B Oy/b-sSKMH MOMEHT BIIKJIMKaHA
0e3 HeraTUBHUX JJIsl JOCIIHKYBAHOTO (Cy0’ €KTa TOCIHIIKEHHS) HACTI/IKIB);
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HE1€3aTHUM MAalllEHTOM OJIep>KaHOo 1H(OpMalliio Mpo KIiHIYHE BUIPOOYBaHHS,
MOB'sI3aH1 3 HUM PU3HK 1 KOPUCTH Y (POopMi, TOCTYIHIN JjIs1 HOTO PO3yMIHHS;

BIJIMOBITATLHUM JTOCITIAHUKOM/OCIITHAKOM, BIIMOBIJAIHPHIUM 32 OTPHUMAaHHS
iH(popMOBaHOi 3rojy, BpaxoBaHO OakaHHsI HEMIE€3aTHOTO MAaIllEHTA Y3STH y4acThb
ab0 BIIMOBHUTHCSA BiJl y4acTi B KJIIHIYHOMY BUNIPOOyBaHH1, 800 BUITH 3 HHOTO B Oy b~
SIKHA MOMEHT;

HE BUKOPUCTOBYIOTHCA OyAb-AKl 3a0X04YeHHs 400 CTUMYIIH, KpIM KOMIIEHCAIli y
pasi 3aBJaHHS IIKOAW 3J0POB't0 JOCHIKYBAaHOTO (Cy0’€KTa MOCIIKEHHS) Mij] Jac
KJIIHIYHOTO BUIIPOOYBAHHS,

KJIIHIYHE BUNPOOYBAaHHS Ma€ 3HA4YEHHS IS MIATBEp/KEHHsS 1H(opMariii,
OTPUMAHOI MiA Yac IHIIUX KIIHIYHUX BHUMNPOOYyBaHb a00 OTPUMAHOI I1HIIUMHU
METOJIaMH JIOCIIIIKEHHS,

KJIIIHIYHE BUIMPOOYBaHHS O€3MOCEPEAHbO CTOCYETHCS 3aXBOPIOBAHHS, Ha SIKE
CTpaXkaa€e NOCTIHKYBAaHUM (CyO’ €KT JOCIIKCHHS );

KJIIHIYHI BUMPOOYBaHHS CIUIAHOBAHI TakKUM YHWHOM, 100 MiHIMI3yBaTu O1Jb,
muckomMopT, ctpax 1 pusuk. [lopir pu3uky 1 cTymiHb AUCKOMQPOPTY, OO0 MOBUHHI
OyTH YiTKO BU3HAYECHI 1 MOCTIHHO BIJICTEKYBATHUCS;

€ TIJCTaBU OYIKYBaTH, 10 3aCTOCYBAHHS TOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y
MpUHECE TOCIIIKYBAaHOMY (Cy0’ €KTY JOCTIIKEHHS) KOPUCTD, 110 TIEPEBUIIY€E PU3HK,
abo0 He mpu3Bee A0 )KOTHOTO PU3UKY.

2. IuTepecwm Hemie3maTHOTO AOCHIHKYBaHOTO (Cy0’€KTa  JOCIITKEHHS)
NepPEBaXKAOTh HAJl IHTEpECaMU HAyKH 1 CYCITIJIbCTBA.

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

1. Jocaigauku, siki OpaTUMYTh y4acTh y KJIIHIYHOMY JOCHIKEHH1, TOBUHHI:

MaTHU OCBITY, JOCTaTHIO MpodeciiiHy MiArOTOBKY BIAMOBIAHO 10 OOOB’S3KIB y
KJIIHIYHOMY BUIIPOOYBaHHI;

JIOCBIJI JTIKYBaHHS MAII€HTIB BIAMOBIIHOTO Mpoditro (118 JIiKapiB);

OyTu 0013HAaHUMHU 3 MDKHAPOJHUMH BHUMOTaMM HAJIEKHOI KIIHIYHOI MPAKTHKU
Ta HOPMATHBHO-IIPABOBUMH aKTaMM IIOJO IMPOBEICHHSA KIIHIYHUX BUIPOOYBaHb B
VYkpaini, 30kpeMa OpaTu y4yacTh Yy BIIIOBIIHUX CEMiHApaX, sKi MpoBoauTh LIeHTp;

nparroBatu B JII13, 1e mraHyeThCst MPOBEICHHS KIIIHIYHOTO BUITPOOyBaHHS, a00
nepebyBatu 3 Takum JII13 B 1HIMX AOTOBIPHUX BiTHOCHMHAX BIJIMOBITHO /0 YUHHOTO
3aKOHOJAaBCTBA (Y pasl SAKIIO BIAMOBIAAIBHUN JOCTIAHUK/ TIOCIITHUK € TPAI[iBHUKOM
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kadenpu 3akaaay BUIIOI OCBITH, HEOOX1HA HASBHICTh JOTOBOPY PO CHIBIIPALIO MK
3aKJaoM Buioi ocsitu Ta JII13);

JOCTITHUKH, SIK1 OyAyTh 3aJIy4aTucs A0 MPOBEACHHS KIIHIYHUX BUMPOOYyBaHb |
(a3u Ta 610€KBIBAJIEHTHOCTI JIKAPCHKUX 3aCO01B, KPIM OCHOBHUX HAaBUYOK, ITOBUHHI
MaTd JIOCBIJl TPOBEACHHS KIIHIYHUX BHIPOOYBaHb, IO IMATBEPKYETHCS
iHpopMmariiero, HaBeAeHOO B mpodeciiiHiii aBToOiorpadii gocmignuka CV
BCTaHOBIIEHOT PopMH, HaBeeHOT y 1oAaTKy 3 1o uporo [lopsaxy.

2. JITI3 3aimy4aeTbcst 10 MPOBEACHHS KITHIYHOTO JOCTIKEHHS y pasl, SKIIO:
npu JIII3 cTBOpeHa Ta ni€ KOMICisl 3 MUTaHb €TUKH;

HasBHA HeoOximHa ©Oa3a i HaJZaHHS EKCTPEHOI MEIUYHOI JOMOMOTH
JOCTIKYBaHUM (Cy0’€KTaM TOCHIIPKEHHS) Y pa3l BUHUKHEHHS YCKIJIQJHEHb ITiJl 4ac
IPOBEJACHHS  KJIIHIYHOTO  BHUMNpPOOyBaHHS (i1  CTalllOHapiB —  HAasBHICTH
peaHiMaIiifHOTo BiAaUTy abo BiamiieHHs/0J0Ka 1HTEHCHMBHOI Tepamii abo mamat(-
1)/J1’KOK IHTEHCUBHOI Tepartii);

70 OJHOTO KJIHIYHOTO BHUIIPOOYBaHHS MOXYTb OyTH 3ailyueHi onaHe abo
nekuibka BigaiaeHb JIII3 Ta, BIAMOBIAHO 10 BHMOT MPOTOKOJY, MOXYTh OyTH
3amydeHi (axiBii pi3HOro Mpodiko, K1 MpalroTh B ganomy JII13;

y miaposauiax JIII3 (;maGopatopii, BiaaiaeHHI (QYHKIIIOHATBHOI J1arHOCTUKH),
AKI MOXYTh 3alydyaTHCSl 1O TPOBEACHHS KIIHIYHUX BUIPOOYBaHb, PETYISIPHO
3MIMCHIOETHCS METPOJIOTTYHUI KOHTPOJIb 3aC001B BUMIPIOBAIILHOI TEXHIKHA Y CTPOKH 1
B TIOPSAKY, 11O Mepe10aveHi 3aKOHOJaBCTBOM;

€ YMOBH I 30epiraHHsi JOCHIPKYBaHUX JIIKAPChKUX 3ac00iB (BIAMOBIAHO [0
yMOB 30€piraHHs, 3a3HaUYE€HUX MPH MapKyBaHHI JIIKAPCHKUX 3aCO0IB UM y MPOTOKOII
KJIIHIYHOTO JIOCTI/DKCHHsS) Ta JOKyMEHTallli, $Ka HaJICKUTh J0 KIIHIYHOTO
JIOCJI1JKEHHS

€ MOXIJIMBICTh 3allydaTH HEOOXIJIHY KUIbKICTh JOCHIKYBaHUX (CyO’€KTIB
JOCJIIPKEHHS) BIJIMOBIIHO /10 IPOTOKOJY KJITHIYHOTO JTOCTIKEHHS;

NepBUHHA MEJWYHA JOKyMEHTalls (MeauyHa KapTa CTallloHapHOTO XBOPOro/
aMOyJIaTOPHOTO XBOPOTO) BEACTHCS BIAMOBIMHO 1O BUMOT 3aKOHOJABCTBA Ta €
MOJKJIUBOCTI i 30epiraHHs y apXiBHOMY HpUMIILIEHHI/apXiBl HE MEHII HIX 15 pokiB
iCIis 3aBEPIISHHS KJIIHIYHOTO BUIIPOOYBaHHS.

3. JIII3 moxe 3amyyaTHCs A0 MPOBEASHHS KIIHIYHOTO nociikeHHs | ¢ga3u Ta
010€KBIBAJIGHTHOCTI JIIKQpChKUX 3aco0iB y pasi, saxmio JIII3 Biamosigae BuMorawm,
HABEJICHUM Yy MYHKTI 2 IIbOTO PO3JLTY, a TAKOK KOJIU HasIBHI:

OKpeMi majaTu I JOCHKyBaHUX (CyO’€KTIB JOCHIIKEHHS) — 3I0POBHUX
TOOpOBOJIBIIIB Ta YMOBH, HEOOXITHI ISl MUIOAOOOBOTO CIOCTEPEKEHHS 3a IXHIM
CTaHOM;
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OKpeMa MaHIMyJsliifHa, KIMHaTa-ijaibHd Ta CaHITapHa KIMHaTa Jjs
JTOCTKYBaHUX (CyO’€KTIB JOCHIIKEHHS );

yMOBH 30epiranHs O1OJOTIYHMX 3pa3KiB TpU MNPOBEACHHI  KIIHIYHUX
BUNPOOYBaHb.

4. JlaGopartopis i TpoBeACHHS (PapMaKOKIHETUYHHMX JIOCHIJKEHb, IO
3QJIy4a€ThCsl 10 KIIHIYHUX BUMPOOYBaHb, MIOBUHHA BIJIMOBiAaTH BUMoraM HamexHoi
naboparopnoi npaktuku (GLP).

5. JIII3, sxkudi TPOBOAUTH KIIHIYHI JOCHIPKEHHS Ol0€KBIBaJIGHTHOCTI
JiKapchKuX 3aco0iB, Hamae 1o LlenTpy akpeaurtauiiinuii ceprudikar, Buganuii MO3
VYkpainu (3a HasIBHOCT1).

VI. OcHOBHi BUMOIH 10 MAPDKYBAaHHS 10CJiIKYBAHOI0 JiKapChKOro 3aco0y

1. MapkyBaHHsI TOCIIPKYBaHOTO JIIKAPCHKOTO 3ac00y Ta mpemnapary CymyTHbOI
Tepanii/I0NOMIKHOTO (HEIOCIII)KyBaHOT0) JIKapChKOTO 3aco0y Mae OyTH TakuM,
mo0 ineHTHdIKyBaTH JOCHIKYBaHUN JIKapChKUM 3acid, mpemapar CymyTHBOT
Tepamii/JonoMikKHUN  (HEHOCHIKyBaHUM)  JIIKApChKUM  3acid Ta  KJIiHIYHE
BUIIPOOYBaHHS.

2. HeoOxigHa iH(MOpMAIlis BHKIATAETHCS JEPKABHOIO MOBOIO, a TaKOX MOXKE
TyOIOBATHCS THITMMHA MOBAaMH.

Ha etukeTtkax moBuHHA OyTH 3a3Ha4eHA Taka iHGOpPMAITiS:

1) HaliMeHyBaHHS IOPUIUYHOT 0COOM/ BJIaCHE 1M s Ta Mpi3BHUIlle (13UIHOI 0cOOU
— CIIOHCOpA, MICIIE3HAXOHKCHHI/MICIIe TTPOKUBAHHS Ta HOMEp TeiedOoHy CIIOHCOpPa,
KOHTPAKTHOT JOCIIIHUALILKOT oprasizarii abo BIIIIOB1IQJILHOTO
AOCTIIHUKA/AOCHIHMKA (1HQOpMAIliST MPO KOHTAKTHY OcCoOy Ui TEPMIHOBOTO
PO3KOyBaHHS JIKAPCHKOTO 3ac00Y);

2) mikapchka ¢opMa, IIISIX BBEACHHSA, KUIBKICTh JO30BAaHMX OJWMHUIG (y pasi
BIIKPUTHUX KJIIHIYHUX BUMPOOYBaHb — Ha3Ba/1ICHTU(DIKATOP Ta CUJIA J11i/aKTUBHICTH);

3) HoMep cepii Ta/abo koA ISt 11eHTUdIKALIT BMICTY Ta Onepalii 3 MakyBaHHS;

4) HoMmep (KOX) KJIIHIYHOTO BHUIIPOOYBaHHS, IO JIa€ 3MOTY 1IeHTU(IKYBATH
BuripoOyBanHs1, MIIB, BiAMOBi1adIbHOTO TOCIITHUKA/JOCTIAHUKA Ta CIIOHCOpa (SKIIO
11€ HE 3a3HAYCHO B 1HIIIOMY MICIIl);

5) inenTUdIKAIIHHANA HOMEDP MOCTIIKYBaHOTO (Cy0’€KTa JOCIHIKEHHS) /HOMED
MPU3HAYCHOTO JIIKYBaHHS Cy0’€KTa KJIIHIYHOT'O BUIIPOOYBaHHS Ta, Y pa3l MOTpeOn
HOMEp BI3UTY;

6) BiacHe IM’sl Ta TPI3BUIIE BIAMOBIIAIBLHOIO JIOCITIHUKA/JOCITIIHUKA, SKIO
BOHM HE 3a3HaueHl B iH(opmallii, Bu3HaUeH1i miamyHkTaMu 1 abo 4 1bOro MyHKTY;



19

7) 1HCTPYKINi 13 3acTOCYBaHHS (MOKe OyTH HaBeJCHE MOCUJIAHHS Ha JMCTOK-
BKJIQJIKy, 1THCTPYKIIIO IS MEIUYHOTO 3aCTOCYBaHHS a00 IHIIWK JOKYMEHT, SKHM
MpU3HAYCHUHN ISl AOCIIKYBaHOTO (CyO’ekTa IochipkeHHs) ado ocobu, sika Oyze
BBOJIUTH JOCIIKYBaHUH JIIKapChKUH 3aci0);

8) MO3HAYEHHA «TUIBKKM JJIs KIIHIYHUX BHUOPOOyBaHb» ab0 aHaJIOTiYHEe
bopMyIOBaHHS;

9) ymoBu 30epiranus;

10) mepion BHUKOpPUCTaHHS («BHUKOPUCTATH J10», CTPOK NPHUAATHOCTI, jJaTa
MOBTOPHOT'O KOHTPOJIIO, IO yXBajieHa), BUSHAYEHUN y QopMmaTi «MICALb/pIK» Ta y
croci0, 110 BUKJIIOYAE HEOJHO3HAYHICTh TPAKTYBAHHS;

11) mo3naueHHs «30epiraTu y HEIOCTYIHOMY IJIsl JIiTel Micli» (32 BUHSATKOM
BUITA/IKIB, KOJIHU JOCIIPKYBaHUH JIIKApChKUM 3aci0 MPU3HAYCHHM ISl 3aCTOCYBaHHS B
KIIHIYHUX BUMIPOOYBAaHHAX, y SKHUX JOCIIKYBaHI (CyO’€KTH MOCHIIKEHHsS) He
OepyTh Mpemnapar 10JA0MY).

Micue3Haxo)keHH Ta HOMEpP TelepOHy OCHOBHOI KOHTAKTHOI OCOOM st
iHpopMmarii 1OA0 mpemnapary, KIHIYHOTO BHUMNPOOYBaHHS Ta TEPMIHOBOTO
PO3KOJYyBaHHSI MOXKYTh HE MICTUTHUCS Ha E€THUKETIl, AKIIO Cy0’€KTy BUIIPOOYBaHHS
HaJaHl JUCTOK-BKJIaJKa ad0 KapTKa, /e BKa3aHi Il JaHi, 3 IONEpeIKEHHSIM TPUMaTH
ix mpu co01 yBech Jac.

Y pa3l BIACYTHOCTI BTOPUHHOI YyMHaKOBKH, BCsA HeoOXigHa iHdopMallis
3a3HAYa€ThCS HA IEPBUHHIN yIaKOBIII.

3. ko gociipKyBaHUM JTIKapChbKUi 3aci0 OyJ/ie Ha/laBaTUCh JTOCTIIKYBAaHOMY
(cy0’exty mocaimkeHHs1) abo 0cobi, siKka MOro 3acTOCOBYE, Y MEPBUHHIN YIaKOBII
pa3oM i3 BTOPUHHOIO YMAaKOBKOI (BOHU MarOTh 30epiraTucs pa3om), Ha BTOPUHHIN
YIaKOBI[l Ma€ MICTUTHUCS 1H(GOPMAITiS BIAMOBIIHO J0 MYHKTY 2 IBOTO PO3ALTY.

MapkyBaHHS TEpPBUHHOI yIakoBKH (ab0 Oy/b-sKOi TEPBUHHOI YITAKOBKH
3aKyIOPEHOTO J03yBaJbHOIO MPUCTPOIO) BKIIIOYAE TaKy 1H(OpMaIIiIo:

1) HaliMeHyBaHHS OPUIUIHOI 0COOHM/BIIACHE 1M’s Ta Mpi3BHILE (PI3UUIHOI 0cOOU
—  CHoHCOpa/BUpOOHMKA/BlacCHE  IM’ST  Ta  TPI3BUIIE  BiAMOBIAATBLHOTO
JTOCJIITHUKA/ TOCHITHUKA;

2) mikapcbKy ¢opMy, IUISX BBEIEHHS (MOXKHA HE 3a3HayaTd JUIsl TBEPAUX
JKapChbKUX (hopM Ui mEpOpabHOTO 3aCTOCYBAHHS ), KIJIbKICTh OJUHUIIL JO3yBaHHS
Ta y pa3i BIAKPUTUX BUMNPOOYBaHb — Ha3BY/1ICHTU(IKATOP Ta CUIIY J1i/aKTUBHICTb;

3) cepito abo0 KOJOBUH HOMEp JOCIIPKYBAHOTO JIIKAPCHKOTO 3aco0y IS
imenTudikarii ckiaay Ta oneparii 3 mnakyBaHHS;
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4) mocwiIaHHA Ha KOJ KIIHIYHOTO BHUMPOOYBaHHSA, IO Ja€ 3MOTY
imentudikyBatu Horo, MIIB, pocniiHMKa Ta CrOHCOpa, SKINO 1€ HE 3a3HAYEHO B
1HIIIOMY MICIIi;

5) ipeHTUdIKAMIMHUNA KOA JOCHIIIKYBAaHOTO (CyO’€KTa IOCIIKEHHS )/HOMED
MPU3HAYEHOTO JIIKYBaHHS Ta y BIAMOBIIHUX BUIAIKaX HOMED BI3UTY.

4. ko nepBUHHA yIIaKoBKa mMae (opmy OicTepiB a00 € HEBEJIMKOIO PO3MIpYy
(HampuKaA, aMITyJId TOIO), /1€ HEMOXKIMBO PO3MICTUTH 1H(HOpPMAIlil0, 3a3HAYCHY B
OyHKTI 2 [bOTO PO3JLTY, JOCIKYBaHUN JIIKApChKUN 3aci0 3a0e3nedyeThes
BTOPHMHHOIO YIIAKOBKOIO, Ha SKid MICTUTBhCS moBHaA iHdopmanis. [Ipu 1pomy
MEepBUHHA yIIAaKOBKA MAa€ MICTUTH TaKy CKOPOUYCHY 1H(OpMaIIiio:

1) HaliMeHyBaHHS IOPUIUIHOI OCOOM/BIaCHE 1M s Ta Mpi3BUIIE (Pi3MIHOT 0OCOOH
— CIIOHCOpa/3asiBHUKA/BIIACHE 1M s Ta TPI3BUILE JOCIITHUKA;

2) crmoci0® yBeneHHs (MOKHA HE 3a3Ha4yaTH JUIsl TBEPAUX JIKApChKUX GopM ams
MIepOPAILHOTO 3aCTOCYBAaHHS) Ta CUIIY JI1i/aKTUBHICT;

3) cepito ab0 KOMOBUU HOMEpP ITOCIHIIKYBAHOTO JIKAPCHKOTO 3aco0y IS
imenTudikarlii ckiiaay Ta oneparii 3 makyBaHHS;

4) mocuaHHS Ha KOJ KJIIHIYHOTO BUMIPOOYBaHHS, IO A€ 3rOAY 1eHTU(DIKYyBATH
BunpoOyBanHs, MIIB, BiANmOBIIaIpHOTO AOCIITHUKA/TOCTIAHUKA Ta CIIOHCOPA, SIKIIO
11¢ HE 3a3HAYCHO B IHIIIOMY MICIIi;

5) imeHTudIKAIHHUN KO JOCHIKYBaHOTO (CyO’€KTa JIOCITIKEHHS )/KO
MPU3HAYEHOTO JIIKYBaHHS Ta y BIAMOBIAHUX BUIMAIKaX HOMED BI3UTY.

5. Ilpu mMapKyBaHHI MOXYTh BHKOPHUCTOBYBATHCh CUMBOJIM Ta MIKTOTPaMHU JIJIsI
YTOYHEHHS BHINE3a3HaueHo1 iHpopmarlii. MoxIuBe BKIIOUCHHS TaKOX J0JATKOBOI
iH(opMallii, 3acTepekeHHs Ta/ad0 THCTPYKIIT 111010 TTOBOKEHHS 3 MPETapaToM.

6. JlomycKaeThCsl CIPOIIECHE MAapKyBaHHS JOCITIKYBAaHHX JIIKAPCHKUX 3aCO01B
Ta TpenapaTiB CyHmyTHBOI Tepamii/JonoMIXHUX (HEIOCTIHKYBAHUX) JIIKAPChKUX
3ac00iB y pa3i, SKIIO BOHU MPHU3HAYEHI [JIs KIIHIYHUX BUIPOOYBaHb 3 TaKUMH
XapaKTePUCTHKAMMU:

IUTAHYBaHHS KJIIHIYHOTO BUMPOOYBaHHS HE MOTpeOye 3A1MCHEHHS CIelialbHUX
IPOIIECIB BUPOOHHUIITBA 00 MaKyBaHHS;

KJIIHIYHE BUMNPOOYBaHHS MPOBOAMTHCA 3 JIKAPCBKUMH 3aco0amu, —sKi
3apeecTpoBaHi B YKpaiHi B yCTaHOBJIEHOMY 3aKOHOJAABCTBOM IOPAJIKY;

XapaKTepUCTUKU  JIOCTIDKYBAHUX  JIKAPChKUX  3ac00iB  BIAMOBIIAIOTH
MIOKa3aHHAM JUIS 3aCTOCYBaHHS, 3TiHO 3 SKUMU JIIKAPChKHM 3aci0 3apeecTpoBaHO B
VYkpaini.
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Y 1poMy BHIIAIKy MapKyBaHHS OPWIIHAIBHOI YIAKOBKUA JOIOBHIOETHCS
iHopMalli€ro, 10 HE TMOBMHHA 3aKpUBAaTH OpWUTiHAIbHE MapKyBaHHs, aje He €
eTaroM BUPOOHUIITBA:

1) HaliMeHyBaHHS IOPUIUYHOT 0COOM/ BJIaCHE 1M s Ta Mpi3BHUIlle (13UIHOI 0cOOU
—  CHOHCOpa/BUpOOHWMKA/  BIacHe 1M’ Ta  TPI3BUIIE  BIAMOBITAIBHOTO
JIOCJIITHUKA/ TOCHITHUKA;

2) TocWIaHHA Ha KOJ KIHIYHOTO BHUIMPOOYBaHHSA, IO A€ 3MOTY
inenTudikyBaTu BunpoOyBanus, MIIB, nocnigHuka Ta cioHcopa.

7.V pa3i Ko HeoOX1THO 3MIHUTH 1aTy «BUKOPUCTATH JI0», HA YIAKOBKY MOXKE
OyTH MpUKpITUIeHA M0JAaTKOBA €TUKETKA 13 3a3HaY€HHSM HOBOI JaTH «BHKOPUCTATH
0» Ta HOMepa cepii. [i MOKHA HAKJIAaCTU Ha CTapy JaTy «BHUKOPMCTATH JIO», ajle He
Ha OpWTiHATBLHUN HOMEp cepii. Llsg mporemypa 3a HEOOXITHOCTI MOXKE MPOBOJAUTHCH
JTOCTITHUKOM TIiJT KOHTPOJIEeM OCOOM, $Ka MPOBOJUTH MOHITOPUHT KJIIHIYHOTO
BUIIPOOYBaHH Ta MPOMIILIA CTIEeLiadbHy MiATOTOBKY, ajie HE € €TalloM BUPOOHUIITBA.
JlonaTkoBe MapKyBaHHsS BiJNOBIIHMM YWHOM 3a3HAYa€ThCsl B JIOKyMEHTAIlii
KJIIHIYHOTO BUIPOOYBAHHS.

8. MapkyBaHHS npenaparis CynyTHBOT Teparii/J0moMIKHUX
(HemoCNIKYBaHUX) JIKApChbKUX 3ac00iB, MIO 3aCTOCOBYBATHUMYTBHCSA Y KIIIHIYHOMY
BUIIPOOYBaHHI, Ma€ JOMOBHIOBATUCA 1H(OpMaIli€t0, 3a3HAYCHOI0 Y MiAMyHKTax 1 Ta 2
nyHkty 6 posxainty VI mporo Ilopsaxy, sika He MOBHHHA 3aKpUBAaTH OpUTiHAJIbHE
MapKyBaHHSI.

VII. ExcniepTuza marepiaJjiB 11010 NPOBeAeHHS KJIIHIYHOT0 BUNIPOOYBAHHA
JIKapCbKOIo 3ac00y

1. g mpoBeieHHs KITHIYHUX BUMIPOOYBaHb JIIKAPCHKUX 3aCO0IB 3asIBHUK MO/IA€
Ha Oynp-axkomy Hocili g0 MO3 VYkpaiHu JTOKyMEHTH (Marepiayi) KIIHIYHOTO
BUIMIPOOYBaHHs, 3a3HA4€HlI B MAMyHKTaX | Ta 2 1poro myHKTy, a g0 LleHTpy —
3a3HayeHi y migmyHKTax 3—21 mporo myHKTY BKJIOYHO, B TPbOX MPUMIpHHMKaxX (3a
HeoOXimHOCTI LleHTp MoXke 3anmpocuTH A0JaTKOBUM(-1) TpUMIpHUK(-H)). JloKyMeHTH
(Matepianu) KIIHIYHOTO BHUNPOOYBaHHS MOXYTbh, 3a Y3rO/UKeHHSIM 3 LleHTpowm,
MOJ]ABaTUCS 3aIBHUKOM B €JICKTPOHHOMY BUTJISII Ta BKIIOYAIOTh!

1) CynpoBigauit mucT 3a GopMoIo, HABEIEHOIO y 1oAaTKy 4 10 1boro [lopsiaky.
2) 3asBa KB 3a ¢opmoro, HaBeeHOIO B 101aTKY 5 10 115070 [lopsnky.

3) IIpoTOKOJI KIIHIYHOTO BUIIPOOYBAHHS JIIKAPCHKOTO 3aC00y 3 yciMa HassBHUMHU
MOMpaBKaMH 10 HbOTO, 110 TIOBHMHEH MICTUTH 1H(pOpMAIlIO, HABEACHY Yy PO3AUIL 6
Hanexnoi kminignoi npaktuku (GCP).

4) KopoTkuii BUKIa1 3MICTy (CHHOIICKC) MPOTOKOJTY JIEPKABHOIO MOBOIO.
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5) ImauBimyanbHy peecTpauiiiny ¢dopMy (KpiM MDKHApOAHMX KIIHIYHUX
BUNPOOYBaHb).

6) bpourypy nocnmigHuKa, 10 MOBMHHA MICTHTH 1H(OpMAILiIO, HAaBEAEHY Yy
pozaun 7 Hanexunoi kininiunoi npaktuku (GCP).

7) J1ochbe DOCITIIKYBAHOTO JIIKAPCHKOTO 3aC0O0Y.

[ToBHE mOCHE MOCTIIKYBAHOTO JIIKAPCHKOTO 3ac00y HamaeThesl 3a (popmoro,
HaBEJCHOIO Y A0AaTKy 6 10 uporo [lopsaxy, sIKIo qocaiaKyBaHul TiKapChKuil 3aci0
B YKpaiHl HE 3apeeCTpOBaHUH.

ChpotieHe JOChe TOCHTIIKYBAHOTO JIIKAPCHKOTO 3aC00y HAJA€ThCS, SKIO TOBHE
JOChE JAHOTO JAOCIIIKYBaHOTO JIKapChKOTO 3ac00y yke HamaBanocs A0 LlenTpy num
3assBHUKOM pa3oM 13 3asBoro KB/3assoro CII.

KopoTka xapakrepucThka Ha JKapChKUW 3acid HaJaeTbcs SK JOChE Ha
JOCTIIKyBaHUIM JIKapChKUU 3aci0, SKIIO JIKAapChKUN 3aci0 yKe 3apeecTpOBaHHM B
VYkpaiHi.

Jlns mpenapaTiB MOPIBHSHHS Ta Iulane0o HAJaeThCA CHPOIIEHE JOChE abo
KOPOTKa XapaKTEepPUCTHUKA JIIKApChKOTO 3ac00y.

8) Ceptudikatr cepii JOCIIKYBAHOTO JIKapChKOro 3acoly, 1o Oyne
BUKOPUCTaHUN ISl KJiHIYHOTO BunpoOyBanHs. CepTtudikar cepii (ceprudikar
aHauizy, cepTudikaT sIKOCT1) JOCHIAKYBaHOTO JIIKAPCHKOTO 3aC00y — JTOKYMEHT, IO
BUJIAE€THCS BUPOOHUKOM 1 CYIPOBOJIKYE KOXKHY CEpPII0 JIIKAPCHKOTO 3ac00y 3 METOI0
MiATBEPIKEHHS HOTO SKOCTI (3a crerudiKaliiero).

Ceptudikar cepii npenapary CYyIyTHBLOT Tepartii/ JomoMi>kKHOTO
(HemoCiKyBaHOTO) JIIKAPCHKOTO 3aco0y, IO BBO3UTHCS B YKpaiHy Ta Oynae
BUKOPHCTOBYBATHCS JIJISI KIIIHIYHOTO BUTIPOOYBaHHS.

VY pa3i mpoBefeHHS NOCHIKEHb 3 010I0CTYMHOCTI ab00 O010€KBIBaJIGHTHOCTI
3asBHUK MOXKE€ Hajatu ceptudikar cepii (ceprudikar aHamizy, cepTudikar sikocTi)
JAOCTIKYBAaHUX JIIKAPCHKUX 3aco0iB, 3aTBEP/KEHUIN YIMOBHOBAXKEHOIO 0CO00I0 3
SIKOCT1 BUPOOHUKA.

Sxuo mig Yac KIHIYHOTO BuUNpoOyBaHHS Oylie BHKOpHCTaHa IHIIA cepis
JOCIIKYBaHOTO JIIKAPCHKOTO 3aco0y, SIKUMl BBO3UTHCA B YKpaiHy, TO 3asBHHUK
KJIHIYHOTO BUIPOOYBaHHS MOBHMHEH B CTPOK 10 10 KajgeHZapHUX [OHIB MIiCH
3aBEpPUICHHS] MUTHOTO O(OPMIIEHHS JOCHIIKYBAHOTO JIIKApChbKOTO 3aco0y HAJaTH B
Ientp ceptudikat 1aHoi cepii pa3oM 13 CYNPOBIIHUM JTHCTOM.

9) Ilpu mpoBeneHHI KIIHIYHUX BHUIPOOYBaHb JIKAPCHKUX 3acO0IB JIUIIE B
VYkpaini (3 MeTor iX MNOoJalbIlIoi peecTparii B YKpaiHi) T0Aa€EThCSI BHCHOBOK
akpeauToBaHOi Jraboparopii (apmareBTnuHoro anamizy lleHTpy momo sSKOCTi Ha
KOXKHY cepito, ska OyJe BHUKOpPHUCTAaHAa IS KIHIYHUX JOCHIDKeHb. Y pasi
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MPOBEIEHHS JOCTIIKEHb JIJIsl TeHEPUYHOTO/TIOPUAHOTO JIIKAPCHKOTO 3ac00y 3asBHUK
MOke Hajmath ceptudikar cepii (ceptudikar aHamizy, cepTUIKAT SKOCTI)
JOCITIDKYBaHUX JIIKAPCHKUX 3ac00iB, 3aTBEP/KCHUN YIMOBHOBAXKEHOI 0CO00I0 3
SAKOCTI BUPOOHUKA.

VY pasi 00’€KTUBHOI HEMOXKIJIMBOCTI MPOBEJCHHS TMEBHUX JOCTIHKCHb B I
naboparopii — BUCHOBOK 1HIIIOI, /i€ € TaKa MOXKJIMBICTh, aKPEIUTOBAHOI JJabopaTopii,
BU3HauYeHo1 LleHTpom, Ta 3a HanpaByieHHAM LIeHTpy.

Jlns anpobariii MeToiB aHalizy 10 jaboparopii MaroTh OyTH HaaaHl 3pa3Ku
J1KapChKOTro 3ac00y B KUIBKOCTI, HEOOX1IHIM JJIs1 HOTO MPOBEACHHS.

10) Pesynbratu momepenHix ekcneptu3 Ta/abo BucHoBkiB LlenTpy Ta/abo
pimenb MO3 VYkpaiHu, 1m0 CTOCYIOThCS JOKJIIHIYHOTO BHUBUYEHHS Ta KIIHIYHOTO
BUIIPOOYBaHHSI JIIKAPCHKOTO 3ac00y (32 HasIBHOCTI).

11) Ilepenik ymnoBHOBa)XEHHX KOMIIETEHTHHMX OpPTraHIB IHIIUX KpaiH, 0 SKHX
TaKOXX MOJABAJIMCh 3asIBKH 00 KJI1HIYHOTO BUMPOOYBaHHs, 1 IeTajlbHA 1H(pOpMaITis
PO MPUMHATI HUMH PIIICHHS (32 HAsIBHOCT1).

12) JlopyueHHs, BHJIaHE CIIOHCOPOM, 3 YITKO BHU3HAUYEHUMHM JI€JIETOBAHUMHU
MOBHOBAXEHHSIMH, SIKIIO 3asBHUK KJIIHIYHOTO BUMPOOYBAHHS HE € CITOHCOPOM.

13) Ilpoext dopmu iHbOpMOBAHOI 3roAu Ta IHIIA TUCbMOBA 1HGOpMAIIs
JepKaBHOIO Ta IHIIMMU MOBAaMH, SIKy IUIAHY€THCS HAJaBaTH MAlll€HTY/30POBOMY
nobpoBoibito. [Ipoektom Mae OyTm TmependadeHa 3roja Ialli€eHTa/310pPOBOTO
J0OpOBOJIBIISI HA BUKOPHUCTAHHS MOrO0 TEPCOHANBHHMX JaHUX ISl  0OpOOKH
PE3yIABTATIB JOCIIKEHHS.

VY pa3i MDKHapOIHHUX KIIHIYHUX BUIPOOYBaHb (opMma 1H(HOPMOBAHOI 3rojau Ta
iHIIa TUChMOBa 1H(OpMAIls, AKy IUIAHYE€TbCA HAJAABaTH MAIl€HTY/310POBOMY
T0OPOBOJIBIIO, TAKOK HAIAETHCS AHTIIIHCHKOI0 MOBOIO.

14) KopoTki BIAOMOCTI MpO BCl TMOTOYHI KJIIHIYHI BUNPOOyBaHHS, SKi
IPOBOJIATHCA 13 3aCTOCYBAHHSM JIAaHOTO JIOCTIKYBAHOI'O JIIKQpChKOro 3aco0y (3a
HasIBHOCTI ).

15) Panime HagaHy eKCIEPTHY OIIHKY KIIHIYHOTO BHUMpPOOyBaHHSA (32
HasIBHOCTI).

16) 3asBy BIAMOBITAILHOTO MOCTITHUKA 32 (DOPMOIO, HABEICHOIO Y NOJATKy 7
1o uporo Ilopsiaky.

17) Indopmaniro mpo JII3 Ta Micuie mpoBeAeHHS KJIIHIYHOTO BUNPOOYBaHHS 3a
¢dopmoro, HaBeneHOI y nomaTky 8 no mporo llopsiiky, cTaHOM Ha 4ac HOJaHHA
JIOKYMEHTIB (MaTepiaiiB).
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18) Ilpodeciitna aBtoGiorpadis gocmianuka CV 3a (opmoro, HaBEAEHOIO Yy
noaatky 3 no uporo Ilopsnky, sika nmoBuHHaA MICTUTH Taki BigomocTi: I1.I.b, ocBiry,
Mmiciie pobotu B 3assieHomy JIII3 abo y 3akmani Buiioi ocBitv, 3 sikum y JIII3
YKJIaJICHUH JIOTOBIp MPO CHIBIPAIlO, JOCBIA JIKyBaHHS MAall€HTIB BIAMOBIIHOTO
npodiIr0 KIHIYHOTO BUIPOOYBaHHS, IMOCaay, CTaX pPOOOTH, HAYKOBUHN CTYIIiHb,
HAyKOBI TIparli, JOCBIJ y4acTl B KIIHIYHMX BUMPOOYyBaHHAX (13 3a3HAYCHHSIM, SKUX
came).

[Tpodeciiiny aBtoGiorpadiro mocmimanka CV dieHIB JOCIITHUIIBKOI TPYIIH,
iH(opMallis Mmoo AKUX 3a3HavyeHa y ¢opmi 3rigHo 3 goaatkoM &8 1poro Ilopsaxy,
NOTpiOHO HaJaBaTH, SKIIO J0 KIIHIYHOTO BHUMIPOOYBaHHS HEOOXIJHO 3allydaTH
JKapiB pi3HUX CIELIATbHOCTEM.

19) Ha nocnimkyBaHul JIKapChKUil 3aci0 Haga€Tbcsl MIATBEPHKCHHS, IO
poOoTu Ha BUPOOHUYIM MIISHIN a00 Ha 00’€KTi, 1 BUPOOJIAIOTh JaHUM JIKApChKUIA
3aci0, MPOBOIATHCA 3 JOTPUMAHHSAM MPUHIUIIB HAJIEKHOI BUPOOHHUYOI MPAKTUKHU 3
HagaHHsM ceptudikata GMP abo mucemoBoi odimiitHOT 3asBH YTIOBHOBa)KEHOT
oco0u 3 AKocTi (BUpOOHHUKA), a00 KOTii TOKYMEeHTa, BUJIaHOTO Jlep>KaBHOIO CITYKOOH0
VYkpainu 3 JIKapChKUX 3ac00IB Ta KOHTPOJIO 32 HApKOTUKAMHM, IO MIATBEPIKYE
BIJIMOBIAHICT yYMOB BHUPOOHHITBA BHUMOram HanexxHoi BHUpPOOHUYOI MPAKTUKH
(GMP) (anst BITYM3HSHUX BUPOOHMKIB — KOINISI YMHHOI JIIEH311 HA BUPOOHMIITBO
JKapChKUX 3ac001B).

SAxkiio Bue3azHaueHi JOKyMEHTH BHeCeHO 10 0a3u nannx EudraGMP, 3asBHuK
HaJIa€ TIOCWJIAHHA Ha 110 0a3y gaHuXx. [Ipy iboMy KOIii0 TOKyMEHTa 3 J0JaTKaMH (3a
HasIBHOCTI1) 3aCBITUY€ 3asBHUK.

20) 3pa3oxk MapKyBaHHS JOCIHIIKYBAaHOTO JIKApCHKOTO 3aco0y Jaep KaBHOIO
MOBOIO, SIKUI MOJKE JyOJIFOBATUCS IHITMMHA MOBAaMH BIJITIOBITHO JI0 3aKOHO/IaBCTBA.

21) HonmatkoBy iHpOpMaILiO IIOA0 JOCTIHKYBAHOTO JIKApChKOro 3acoly (3a
noTpeOu): TOCHIIHKEHHS 3 BIPYCHOI O€3MeKH; BIAMOBIIHI JOKYMEHTH Ha MPOBEICHHS
JOCIIKEHb a00 Ha TpemnapaTy 3 0OCOOJIMBUMH BJIACTUBOCTSIMH (32 HASIBHOCTI), 3a5BY
PO BIAMOBIIHICTE BUPOOHUIITBA J11F0YO0T 010JI0T1YHOI peuoBUHM BUMoOraM HamexHoi
BUpoOHNYOi pakTuku (GMP).

2. 3a pesyiabratamu posrisany 3asBu KB MO3 Vkpainu mpoTsrom Tpbox
KaJIeHJAapHUX THIB Hajcuiaae a0 LleHTpy nucT-HampaBiIeHHs pa3oM 13 Li€0 3asBOIO,
PO IO MOBIJOMIISIE 3asBHUKA.

[Ticns nagxomkennsa a0 Llentpy nucra-namnpaBienns MO3 VYkpainu 1mono
IIPOBEJICHHS €KCIEPTHU3U MaTepialliB KJIIHIYHOTO BUIIPOOYBAHHS 3asBHUK TMOJAE JI0
[{enTpy mokyMeHTH (MaTepiany) KIHIYHOTO BUMPOOYBaHHS, 3a3HAYCHI B MIMTyHKTAX
3-21 nyskTty | 1bOrO pO3aLIY.
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3. Mix Llentpom Ta 3asiBHUKOM Mae OyTH YKJIaJ€HHI JOTOBIp MPO MPOBEICHHS
ekcepTHUX poOiT. ExcrepTrsza MarepialiiB KIIHIYHOTO BHUMIPOOYBaHHS TIJJISATAE
orutati (6e3 ypaxyBaHHS KUIBKOCTI MICIIb TPOBEJCHHS JOCIIKEHHS Ta MOIMPaBOK 10
IIPOTOKOJY, II0 CYIPOBOKYIOTh 3asBy KB).

4. TlonepenHs ekcrepTh3a MaTepiaiiB KIIHIYHOTO BUMPOOYBaHHS JIIKAPCHKOTO
3aco0y TMOYMHAeTbCA 3 JaTH OTpuMaHHs LleHTpom MarepiaiiB  KIIIHIYHOTO
BunpoOyBaHHs. CTPOK NMPOBEJEHHS MONepeIHboi excrepTusu LleHTpom — He OuIbIn
HIXK 7 KaJeHIapHUX JTHIB.

[Tix yac mpoBeAeHHS MOMEPeIHbOI EKCIEePTH3H 3AIMCHIOEThCS TepeBipka Ta
aHaJli3 BIANOBIAHOCTI HAJAHUX JTOKYMEHTIB BIJIOBIHOTO KJIIHIYHOTO BUMIPOOYBAHHS
BUMOTaM, 3a3HaYCHUM y LIbOMY PO3ALII.

[Tin gac nmomepenHpoi excrepTu3u LleHTp MoOXxe 0HOPa30BO HAAATHU 3aSBHUKY
3ayBaX€HHS B MHUCHMOBIM (OpMi 11010 KOMIUIEKTHOCTI Ta TMOBHOTU 3allOBHEHHS
MOJIaHUX MaTepiaiiB KIiHIYHOro BUMNpoOyBaHHs. [licias oTpumaHHS BiANOBiAI Ha
3ayBaXeHHs, L[eHTp TPOTATOM TpPHOX MHIB TOBIIOMIISE 3asBHHUKA MPO TE, UM
BignoBinae Hanana 3asBa KB ta marepiamu Bumoram mporo Ilopsaky Ta 9u MOXKYTh
BOHU OYTH HaIlpaBJieH1 Ha CIEIlaTi30BaHy €KCIIEPTHU3Y.

Yac, moTpiOHMII Ais BIANOBIAI HA 3ayBaKeHHS, HE BXOAUTh JO CTPOKY
MPOBEJCHHS MOMEPEIHbOT eKCIEPTU3H.

SAxuo 3asBHUK npoTsroM 10 kajdeHIapHMX [AHIB HE HaJa€ BIAMOBIAL Ha
3ayBaXK€HHS I110JI0 KOMIUIEKTHOCTI a00 He Hajaae matepiaiiB o LleHTpy, Marepianu
KJIIHIYHOTO BUIPOOYBaHHS 3HIMAKOTBCA 3 PO3MJSAY, IMPO 10 IHCHbMOBO
noBimoMISIEThCs 3asBHUK Ta MO3 VYkpaiaum. Taki marepianu, 1Mo HagaBajaucs 0
LleHTpy, MOBEPTAIOTHCS 3aIBHUKY.

[Ipn HasBHOCTI yciX MartepiajiB KIIHIYHOTO BHUMIPOOYyBaHHS MepeadadeHnx
nignyakTamMmu  3-21 myHkTy | 1sOTO poO3JUIy Ta CIUIATH PaxXyHKY BapTOCTI
EKCIIEPTHUX POOIT B MOBHOMY OOCS31 PO3MOYMHAETHCSA CHeliali30BaHa eKCIepTru3a B
[lenTpi 3 000B’SA3KOBMM BpaxyBaHHSM E€THYHHUX Ta MOpPAJIbHO-IPABOBUX AaCIIEKTIB
KIIHIYHOrO BUIpOOyBaHHS. CTpPOK TMPOBEACHHA CHEIaNi30BaHOi EKCIEPTHU3H
[{enTpom — He OLIBII HIX 35 KaTeHIAPHUX JTHIB.

CTpox MpOBEACHHS EKCIEPTU3H MOXKe OyTH mojoBxkeHuN Ha 20 KajleHTapHUX
IHIB, Yy pa3l SKIO pO3MNIANAIOTECA MaTepialid KIIHIYHOTO BUIIPOOYBaHHS
JOCIIDKYBAaHOTO JIIKAPChKOTO0 3aco0y O10TEXHOJIOTIYHOTO TMOXO/KCHHS YW s
MPOBEJCHHS KITHIYHOTO BUNPOOyBaHHS Oy/ie 3aCTOCOBAHUH aAaNTUBHUNA TU3aliH abo
3aCTOCOBYBATUCH JIIKAPChKUM 3aci® mepenoBoi Teparii, npo mo LleHTp muceMoBo
MOBITOMJISIE 3asIBHUKA.

Marepianu KJIiHIYHOTO BUIIPOOYBaHHS, 3a3Ha4yeH] B miAnyHKTax 1-21 myHKTy 1
I[BOTO PO3ALITY, PO3TIIAAAIOTHCS Y BIIMOBIAHUX CTPYKTYpHUX migpo3ainax Llentpy.
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Martepianu KJIiHIYHOTO BUNPOOYBaHHS, 3a3HaueHl B miamyHkrax 1-15 ta 19-21
MYHKTY | IbOTO pO3Aiy, PO3IIISAAIOTHCA 13 3aJyYSHHSAM MO3aIITaTHUX €KCIIEPTIB.

5. LenTtp mig Yac TpPOBEAEHHS CHENIai30BaHOI EKCHEPTHU3H MaTepialiB
KJIIHIYHOTO BUINPOOYBaHHS Ha TMIJCTaBl 3ayBa)K€Hb Ta KOMEHTApIiB €KCIEPTIB MOXKE
OJIHOPA30BO HAJIaTH 3asBHUKY 3ayBa)KEHHsI B MUCbMOBIN (HOpMI.

[Ticast oTpuMaHHS BIAMOBIAI Ha 3ayBakeHHs LleHTp mpoTsroMm 5 kaneHmapHHUX
THIB TIOBIIOMJISIE 3asBHUKA TIPO T€, IO BIAMOBIIb OTPUMAHO y TIOBHOMY 00Cs31 200
3amuTye YTOYHIOBaIbHY 1HGopMalio (y pa3l HEOOXIHOCTI) IIOAO HaJaHHUX
BIIMOBIZICH Ha 3alWTaHHS JO0 MaTepiajiB KJIIHIYHOTO BUIPOOYBaHHS, TEPMiH
O3Sy SIKUX HE TIEPEBUINYE S5 KAICHIAPHUX JTHIB.

Yac, moTpiOHMI mJis MIATOTOBKH BIAMOBIAI HA 3ayBa)KCHHS, HE BXOIUTH JIO
CTPOKY TPOBEICHHS EKCIIePTU3U. SIKI0 3asBHUK MpoTsroM 30 KaleHJapHUX JHIB HE
Hajae lleHTpy 3amuTyBaHi J0JAaTKOBI Marepiayii abo JuUcTa 3 OOIpyHTYBaHHSIM
CTPOKIB BiATEpMiHYBaHHS BIAMOBIII OJHOPA30BO HE Oinbie HiXK Ha 20 KaJeHIapHUX
JTHIB, MaTepiaau KJIIHIYHOTO BUTIPOOYBaHHS 3HIMAIOTHCS 3 PO3TIIAY.

[Ipo pimeHHs MOAO0 BIAMOBU Y MPOBENEHHI KJIIHIYHOTO BUIpoOyBaHHs LleHTp
MUCHbMOBO MPOTATOM TPHOX KaJICHJAPHUX JIHIB MOBIAOMIISE 3asiBHUKA 13 3a3HAUCHHSIM
OOIpYHTOBaHMX MIJACTaB JJsi MPUNHATTSA Takoro pimeHHs. [Ipu 1npomy BapTicTh
MIPOBE/ICHHS €KCTIEPTHUX POOIT 3assBHUKOBI HE TOBepTaeThcsl. Hamam 3a OakaHHAM
3asBHUK MOxe nojatu 3asisy KB 1o MO3 Ykpainu B yCTaHOBJIEHOMY MOPSJIKY.

6. 3a pesyiabTaTamu IpoBenecHO1 ekcneptuszu llentp Hamae MO3 VYkpainu
BucnoBok: nmosutuBHuiA, HeratuBHU. Ha mijgcrai BucnoBky Lentpy MO3 VYkpainu
npuiiMae pillleHHs MPO MPOBEACHHS KIIHIYHMX BHUMPOOyBaHb a00 MpO BiAMOBY B
MPOBEJICHHI KIHIYHUX BUMPOOyBaHb. CTpok mpuiHATTA pimeHHs MO3 Vkpainu —
He OUTHIII HIXK 7 KaJCHIApHUX JTHIB.

BucHoBOK 110710 MPOBEIECHHS KJIHIYHOTO BUIPOOYBaHHS NPU JAOTPUMAaHHI
MEBHUX YMOB OOMEXKYETHCS YMOBaMH, SIKI 3a CBOIM XapaKT€pOM HE MOXYTh OyTH
BUKOHAHI HA MOMEHT HaJaHHSA BUCHOBKY, Ta MOK€ MICTUTH BUMOTY HaJIaHHS TaKoi
iHpopMmarii (3BiTM 3 O€3MEeKH, MPOMDKHI 3BITH, MEPIOJUYHI 3BITH MpPO CTaH
KJIIHIYHOT'O BUITPOOYBAHHSI TOIIIO).

[Ticas mpuitaaroro pimenns MO3 Ykpainu nmepenik 3aTBepKEHUX KITHIYHHX
BUIIPOOYBaHb Mae OyTH omyOJikoBaHU Ha odiuitHomMy BeOcaiiTi MO3 Ykpainu, mo
HaJIa€ MOXJIMBICTh PO3MOYATH KJIIHIYHE BUMIPOOYBaHHS.

PimeHHsIM mpo MpoBeeHHS KIIHIYHOTO BUMPOOYBaHHS 3aTBEP/KYIOTHCS Ha3Ba
KJIIHIYHOTO BUIPOOYBAHHS, KO JOCIIXKEHHSI, BEPCis Ta JaTa MPOTOKOIY, CIIOHCOP,
3asIBHUK Ta/abo0 ropuandHa abo ¢i3zudHa ocoba, MO i€ 3a JOPYUYEHHSM, SIKe Ha/IaB
CIIOHCOp YW 3asiBHMK, Ha BBE3CHHS JIOCHIIKYBaHHUX (3apeecTpoBaHUX abo
HE3apeeCTPOBAHMX) JIIKAPCHKUX 3aco0iB Ta CyMyTHIX MartepiamiB / MpemnapariB
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CYymyTHBOI Teparii, BiamoBiganpHuW npociigauk, JI[I3 Ta wMice mnpoBeneHHS
JTOCIDKCHHS, TIepeiK JTOCTIKYBAaHUX JIKApPChKUX 3ac001B, IpenapaTy MOPIBHIHHS
Ta CYIyTHI MaTepiajii / mpenapaTy CYMmyTHbOI Tepartii.

7. Y pa3i Hesroau 3 pimeHHsM MO3 Vkpainu npo BiIMOBY Yy MNPOBEJICHHI
KJIHIYHUX BUIMPOOYBaHb 3asBHUK Ma€ mMpaBo NpoTsaroM 30 KajJeHAapHUX JHIB MIiCIs
OTpUMaHHS 1BOTO pilieHHs 3BepHyTHCS 10 MO3 VYkpainu 13 3as8BOI0 PO MEpersia
TAKOTO PIIICHHS 3 TOJAHHSAM JO0JIATKOBUX MaTepiajiB, II0 OOTPYHTOBYIOTh TaKWMU
nepersisia. 3a3HavyeHa 3asBa pO3TIBIIAEThe HE Oumbin HiK 30 KaneHAapHHUX IHIB 3
AaTv ii oJlep>KaHHS JO BUHECEHHsI OCTATOYHOTO pimeHHs. OcTaToyHe pIllleHHS 3
BIJIMOBIHUM OOTPYHTYBAHHSIM HAJICHJIAE€THCS 3asIBHUKY B TUCHbMOBIN (popmi.

3asBHUK Ma€ MpPaBO 3BEPHYTHUCS 32 3aXHUCTOM CBOiX NpaB A0 CyAy B
YCTaHOBJICHOMY 3aKOHOJaBCTBOM TOPSIJIKY.

VIII. Oninka eTHYHUX Ta MOPAJbHO-NIPABOBUX ACHEKTIB KJIIHIYHOTO
BUIIPOOYBAHHS

1. OuiHKa €TUYHUX Ta MOPAJIBHO-IIPABOBUX ACMEKTIB KJIIHIYHOTO BUMPOOYBaHHS
3MIIACHIOETHCS. KOMICISIMU 3 TUTaHb €TUKH, 1€ IPOBOJAATHCS KIIHIYHI BUIPOOYBaHHS.

2. Ilo3uTuBHA OIlIHKA KOMICIi 3 MHUTaHb €TUKU OGOPMIIIOETHCS BIAMOBIIHUM
IIPOTOKOJIOM 11 3aCiJIaHHsI Ta € TIOTOPKCHHSIM IIPOBEICHHS KJIIHIYHOTO BUIIPOOYBaHHSI
B koHkpetHomy JIII3, ne Oesmocepenubo po3ramioBaHe(-1) Micie(-s1) MpOBEACHHS
BUMPOOYBaHHS.

3. Kowmicii 3 nmuTaHb €TUKH TaKOX 3a0€3MeuyroTh TOTPUMAHHS €TUYHUX HOPM
17 Yac MpOBEACHHS KJIIHIYHUX BUNPOOyBaHb y KOHKpeTHOMY JII13.

4. Jlns onepkaHHS OINIHKM E€TUYHUX acCIeKTIB KIIHIYHOTO BUIPOOYBaHHS
3asBHUK I10J1a€ Ha OYJIb-SIKOMY HOCIi 0 KOMICIi 3 TIUTaHb €TUKH TaKl JOKYMEHTH:

1) CynpoBigauii mucT 3a GopMoIo, HABEIEHOIO y 1oAaTKy 4 10 1boro [lopsaky.
2) 3asBy KB 3a ¢hopmoro, HaBeIeHOIO y 1o1aTKy S A0 1oro [lopsaky.

3) [IpoTokoun KIIHIYHOTO BUMIPOOYBAHHS JIIKAPCHKOTO 3ac00y 3 yciMa HasiBHUMU
MOMpaBKaMH JI0 HbOTO, 110 TMOBUHEH MICTUTH 1H(GOpMaIiio, HAaBEJACHY B PO3AUI 6
Hanexnoi wminiunoi mpaktuku (GCP), BukmageHuid aHTIINCHKOI MOBOIO — JIJIS
MDKHApOJAHUX KJIIHIYHUX BUMPOOYBaHb Ta JIEP>KaBHOIO MOBOIO — JJIsi BITUYM3HSHUX
KIIHIYHUX BUIPOOYBaHb, Ta KOPOTKUW BHKIAJ 3MICTy (CHHOIICHC) MPOTOKOIY
JepKaBHOIO MOBOIO.

4) Bbpourypy AOCHIIHWKA, 0 TOBHHHA MICTUTU 1HGOpPMAIlIO, HABEICHY Y
pozaun 7 Hanexunoi kininiunoi npaktuku (GCP).
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5) JlopyueHHs, BuUIaHE CIOHCOPOM, 3 YITKO BHU3HAYCHHMH JI€JIETOBAHUMH
MOBHOBAXEHHSIMH, SIKIIO 3asBHUK KJIIHIYHOTO BUMPOOYBAHHS HE € CIIOHCOPOM.

6) IIpoext dopmu 1HPOpMOBaAHOT 3rojAM Ta 1HIINY MUCHMOBY IH(OpPMAIIIO, SAKY
IJIAHYETHCS HAJaBaTH MaIllEHTY/3I0POBOMY JOOPOBOJIBIIO (JE€pKaBHOIO Ta 1HITUMU
MOBaMH).

7) Imdopmarito momo 3axomiB 3 HAOOPY JOCHIKYBaHUX (Marepiaiu
1HbOpMaLIHHOTO Ta PEKJIaMHOTO XapakTepy, $KI BUKOPHUCTOBYBATHUMYTHCS IS
3aJly4eHHS JOCIIKYBaHUX A0 KITHIYHOTO BUMIPOOYBaHHS (32 HAsBHOCTI)).

8) KopoTki BioMOCTI MpO BCl MMOTOYHI KJIIHIYHI BUIPOOYBaHHS, IO
IPOBOJATHCA 13 3aCTOCYBAHHSM JIAaHOTO JIOCHIKYBAHOI'O JIIKQpChKOro 3aco0y (3a
HasIBHOCTI).

9) 3asBy BIAMOBITATHHOTO AOCTITHUKA 32 (OPMOIO, HABEACHOK y JOJATKY 7 IO
uboro Iopsanky.

10) Indopmariro ipo JIII3 Ta miciie mpoBeneHHS KIIHIYHOTO BUIIPOOYBaHHS 3a
¢dbopMoI0, HaBeIeHOIO Y JA0AaTKy 8 1o 1poro Ilopsaky, Ha yac MOAaHHS JOKYMEHTIB
(MaTepiaiB).

11) Ilpodeciitna aBtoGiorpadis gocmianuka CV 3a (opmoro, HaBEAEHOIO Yy
noxatky 3 1o 1poro [lopsaky.

[Tpodeciiiny aBtoGiorpadiro mocmimanka CV dieHIB JOCIITHUIIBKOI TPYIIH,
iH(opMallis moa0 IKUX 3a3HavyeHa y ¢opmi 3rigHo 3 goaatkoMm &8 1poro Ilopsaxy,
NOTPIOHO HaNaBaTH, SIKIIO [0 KIIHIYHOTO BHUIPOOYBaHHS HEOOXITHO 3alydyaTH
JKapiB PI3HUX CHEIiaTbHOCTEH.

12) Indopwmariito, o0 BU3HAYAE YMOBH CIUIATH BUHAropoau ab0 KOMITCHCAIil
TOCHIDKYBaHUM (Cy0’€KTaM JOCHIPKEHHS) 3a y4acTh Y KIIHIYHOMY BHUIIPOOYyBaHHI
(sxmo 1e mepeadavyeHO TPOTOKOJIOM KITIHIYHOTO BHUMPOOYBAaHHS), SKa MOXKE
MICTUTHCS Y CYIPOBIAHOMY JIUCTI1 3 MOCUJIAHHSIM Ha BIATOBITHUN TOKYMEHT, SIKUM 11€
nepeadoavaeThesl.

13) [HCTpYKI1IITO CIIOHCOpa/3asiIBHUKA IS BI/III0B11aJILHOT'O
JOCIITHUKA/IOCTIAHNKA TIOA0 il y pa3l BUHUKHEHHS TMOAIl, M0 MOXe OyTH
TPaKTOBaHA K CTPAXOBUN BHUIIAJOK ITiJl YaC MPOBEIEHHS KIIHIYHOIO BUIIPOOYBAHHS
BITHOCHO 3aBJaHHS MOXJIMBOI INKOAM JKUTTIO Ta 370pPOB’I0 JOCITIKyBaHUX
(cyO’€KTIB TOCIIIIKEHHS).

14) Komito ceptudikata 10 I0roBOpy IpPO CTpaxyBaHHS BIMOBIIAJIBHOCTI
CIIOHCOpa/3asiBHUKA Teped TpeTiMu ocobamu  (AOCIIHKYBaHUMU/CYyO €KTaMH
JOCTI/DKEHHS) 100 HAHECEHHS IIKOIW IXHBOMY MKHUTTIO Ta 30pOB’I0 Tia dYac
MPOBEJCHHS KIIHIYHOTO BUIIPOOYBAHHSA JIKaPCHKOTO 3aC00y.
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5. Martepianu KJIIHIYHOTO BUMTPOOYBAHHS MOJAIOTHCS A0 KOMICIT 3 MUTaHb €TUKH
B oJHOMY mpuMipHuKy. 3asBa KB y moBHOMy 00cs31 3a ¢hopmMoi0o, HaBEJICHOW Yy
nonaTtky 5 mo mporo [lopsinky, nogaeTbes Ha Oyab-IKOMY HOCII.

6. Kowmicis 3 mnuTaHb €THUKM TICJIS OTPUMAHHS Ha PO3TJsA] JOKYMEHTIB
nependadyeHux MignyHKTamMu 1-14 myHKTY 4 UBOTO pO3AUTY 3A1MCHIOE OIIHKY
MOpaJbHO-€TUYHUX Ta MPaBOBHUX ACIEKTIB MaTEpialliB KIIHIYHOTO JOCTIIKEHHS, 3a
pe3yiabTaTaMu  SIKOi MOTOJDKY€ TPOBEINCHHA KIIHIYHOTO BUIIPOOYBaHHS B
koHkpeTHOMY JII13 ab0 Hajmae BMOTHBOBaHY BiIMOBY.

7. Ilin yac 3aiMCHEHHsI OIIIHKM MOPAJIbHO-€TMYHMX Ta TMPABOBUX ACIEKTIB
MaTepialiB KIIHIYHUX BUIPOOYBaHb KOMICisl 3 MUTaHb €TUKUA OJHOPA30BO MOXKE
3aMUTaTy B TMCHbMOBIN (opMi y 3asiBHUKA JOAATKOBI MaTepiaiu Ta/abo 3alpoCUTH Ha
3aciTaHHsl KOMICii TpeACTaBHUKA 3asBHUKA IS HAJAHHS JOJATKOBUX TOSICHEHb.
Ctpox nmis HaJaHHsS JOMATKOBUX MaTepiasliB/MOsICHEHb HE TMOBUHEH NEPEBUIIYBATH
30 xaneHaapHUX JIHIB.

CTpok Ui OIIHKK €TUYHHX Ta MOPAIbHO-TIPABOBUX ACIEKTIB HE IMOBHWHEH
nepeBuiyBaty 30 KajdeHJapHUX JIHIB 3 JaTH OTpuMaHHs kowmiciero 3asBu KB (6e3
ypaxyBaHHS 4acy, HEOOXIIHOTO JUIS MATOTOBKM 3allUTaHUX JOJATKOBHX
MaTepialiB/TIOSICHEHB ).

8. KomMicist 3 muTaHb €TUKU HAJA€ 3aIBHUKY BUTAT 3 MPOTOKOIY MPO MPUKAHATE
pILIEHHS 11010 MaTepiajiiB KIIHIYHUX JAO0CIIIKEHb.

9. VYV pa3i HeraTMBHOI OIIIHKM ETHYHUX Ta MOPAITHHO-TIPABOBUX AaCIICKTIB
KJIIHIYHOrO BUIpoOyBaHHS KoMici€ero 3 NHUTaHb €THKM 3asBHUK mpoTsarom 30
KaJICHJAApHUX JHIB MICIS OJAEpKaHHS BUTATY 3 MPOTOKoNy 3acimanHs Kowicii 3
NUTaHb €TUKW MOXE HaJIaTH JOJATKOBI MaTepiayid Ta BiAMOBib HAa 3ayBaKCHHS 3
apryMeHTalll€l0 X Meperisay, L0 MalTb OyTH pO3rsHyTIi B cTpok a0 30
KaJeHIapHUX JHIB 3 BUHECCHHSIM OCTAaTOYHOI OIIIHKKM ETUYHUX Ta MOPAJIbHO-
MIPAaBOBHX ACIMEKTIB I[LOTO KIIHIYHOTO BUMPOOYBaHHS.

10. ¥V pa3i HeraTMBHOI OIIIHKM €TUYHHUX Ta MOPAIbHO-TIPABOBUX AaCIEKTIiB
KJIiHIYHOrO BuUINpoOyBaHHS Kowmiciero 3 muTaHb e€Tuku 3asBHUK iHGopmye LleHTp
npoTsAroM 15 kaneHgapHUX THIB MICHS OJEP>KaHHS BUTATY 3 MPOTOKOIY 3aciIaHHS
Kowmicii 3 nuTaHb €TUKH 3 OCTATOYHUM PIIICHHSIM.

IX. IIpoBeaeHHs1 KJIIHIYHOTO0 BUNIPOOYBaHHS

1. KiiniuHe BUNpOOYyBaHHS MOKE PO3MOYMHATHUCS B KOXKHOMY KOHKPETHOMY
MIIB 3a nHasBHOCTI mo3utuBHOrO pimenHss MO3 VYkpainu, MO3UTUBHOTO BUTATY 3
IPOTOKOJIy KOMICIi 3 TIMTaHb €THUKH IIOJ0 TOTO/HKEHHS IOTO KIIHIYHOTO
BUMPOOYBaHHSI 1 3a yMOBH OGOpPMJICHHS JOTOBIPHMX BIAHOCMH MDK ycima
IOPUANYHUMU Ta (QI3UYHUMH 0co0aMu, SIKI 3aJly4€Hl O MPOBEACHHS KIIIHIYHOTO
BUNPOOYBaHHS, Ta MICis O(QOPMIICHHS JOTOBOPY CTpaxyBaHHS BiAMOBIIAILHOCTI
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CIIOHCOpa/3asiBHUKA Teped TpeTiMu ocobamu  (AOCIIHKYBAaHUMU/CYyO €KTaMH
JOCTI/DKEHHS) 100 HAHECEHHS IIKOIW IXHBOMY MHUTTIO Ta 30pOB’I0 Tia dYac
MPOBEJICHHS KJIIHIYHOTO BUIIPOOYBAaHHS JIIKapCHKOTO 3ac00Y.

Cnoncop (ropuaudHa ado ¢izudHa ocoda 3a JOPYUEHHSIM CIIOHCOpa) YKIaaae 13
JIII3 poroBip MIOAO NPOBEIACHHS KIIHIYHUX BHUIPOOYBaHb JIIKAPChKUX 3ac00iB
BIJIMOBIAHO 0 BUMOT 3aKOHO/IaBCTBA.

k1o B KIIHIYHOMY BUIPOOYyBaHHI Oepe ydacTh HAyKOBO-JIOCIiJHA YCTaHOBA
a00 3akJaJl BUILOI OCBITH, y TAKOMY BHUIIQJIKy Ma€ OyTH mependadyeHo IiImucaHHs
0araToCTOPOHHBOT'O JOTOBOPY MIXK CLIOHCOPOM (FOPUAMYHOIO a00 (P13MIHOI0 0COO0I0
3a qopydeHHsAM crioHcopa) Ta JIII3 1 HayKoBO-IOCITITHOIO YCTAaHOBOKO a00 3aKIIaoM
Buioi ocsitu I1I-IV piBHIB akpeauTairii.

Omara J0JaTKOBO BHKOHAHOI POOOTH/HAJaHMX IMOCIYT BIANOBIJAIBHUX
JIOCJIITHUKIB/TOCIIIHUKIB, IO HE MOB'A3aH1 13 BUKOHAHHSIM HHMH CBOIX IT0CAIOBHUX
000B's3kiB y JII13 abo HayKoBO-MOCIHIIHINM yCTaHOBI, a00 3akmasi Buimoi ocBitTu 11—
IV piBHIB akpenuTallii, 3I1MCHIOETHCS CIIOHCOPOM (FOPUIUYHOIO a00 (HI3UYHOIO
0co00I0 3a JOpYYEHHSM CIIOHCOpa) Ha TIJACTaBl OKPEMOro JOTOBOpY, IO
VKIAIAEThCS 3  BIAMOBIJAIBHUM JTOCITITHUKOM/AOCTITHUKOM (3a mOoTpedw — 13
CITIBJOCIITHUKAMH ) BIATIOBITHO 10 BUMOT 3aKOHOJIaBCTBA.

[{um moroBopom Mae OyTH mependadeHo diTke po3mexyBaHHs (ynkiiit JITI3 Ta
BI/IITIOB11aJILHOTO JIOCJI1THUKA/ qOCII AHUKA/ CITIBJIOCI1THUKA, 1110 [IOBHHHI
BUKOHYBATHUCSI HUM Yy CBili HEpOOOUMil yac Ta MOB'sI3aHi, K MPABUIIO, 3 BUKOHAHHIM
IHTEJIeKTYaJIbHOT pobotu (aHAMITHYHOT, 1H(}opMaIiitHOT, eKCTIEPTHO-
KOHCYJIbTATUBHOI, CKJIQJaHHS 3BITIB KIIHIYHOTO BUIPOOYBAaHHSA TOMIO). SIKIIO Tij
yac BUKOHAHHS poOoTH/HaTaHHS MOCIYT BIIITOBIAJIBHUN
JTOCJTITHUK/ TOCTI1 THUK/CITIBAOCIIIIHUK BUKOPUCTOBYIOTh MaTepialbHO-TEXHIYHY 0azy
JII3, Bimnosimni Butpatu JIII3 wmarote OyTtm Bigmkomosani JIII3 cmorcopom
(topuauuHOI0 200 (I3UYHOIO 0CO00I0 3a JIOPYUCHHSM CIOHCOpA) BIAMOBIIHO [0
yKaagaeHoro HuM pgoroBopy 3 JIII3, skuii, 30kpeMa, MOBHHEH MICTHTH OKpEME
MOJIOKEHHS TIPO Take 3000B'si3aHHS CIIOHCOpa (FopuandHOi abo ¢i3udHOI 0coOH 3a
JOPYYEHHSIM CIIOHCODA), abo BIIIIOB1IAJIbHUM JIOCJIITHUKOM

/MOCTHUKOM/CIIBAOCTIIHUKOM 32 OKPEMHUM JOTOBOPOM, YKJIQJI€HHM MDK HUM Ta
JIT3.

BBe3enHs nocnipkyBaHUX JIKapChbKUX 3ac00iB, penapariB CymyTHBOI Teparii /
JOTIOMIXHUX (HEIOCIKYBaHUX ) JIIKAPCHKUX 3aC001B Ta CYIMYyTHIX MaTepialliB MOXKe
3I1MCHIOBATHCS CIIOHCOPOM, 3asBHUKOM Ta/a00 HOPUANYHOI a00 (i3UYHOI0 0CO0010,
sgKa JIi€ 3a JOPYYCHHSIM CIIOHCOpa ab0 3asBHMKA HAa BBE3CHHS OCHIDKYBAaHUX Ta
JTOTIOMIKHUX  (HEJOCIIDKYBAaHMX) JIKAPChKUX 3aco0iB  (3apeecTpoBaHuX abo
HE3apeECTPOBAHMX ) JIIKAPCHKUX 3aC00IB Ta CYyMyTHIX MaTepiaiiB (MEIUYHUX BUPOOIB,
MEIUYHOTO Ta JabopaTopHOro oOJaJHAHHSA TOIO), IO TPU3HAYEHI JUIs
BUKOPHCTAHHS B MEXaX MPOBEJICHHS I[bOTO KJIIHIYHOTO BUIPOOYBaHHSI.
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2. BBesennsi/BuBe3eHHs Ha/3 Teputopito(-i) Ykpainu, oOmik, 30epiraHHs Ta
3HUIIEHHS JIOCTIPKYBAHOTO JIIKAPCHKOTO 3aco0y Ta CYMYyTHIX MaTepiaiib,
NPU3HAYCHUX JIJIs1 TIPOBEJICHHS KJITHIYHOTO BUMNPOOYBaHHS, O10JIOTTYHUX 3pa3KiB IS
71ab0paTOPHUX aHAJI31B 3A1MCHIOIOTHCS Y MOPSJIKY, BU3HAYCHOMY 3aKOHOJJaBCTBOM.

Ko AOCHIKYBaHUM JKApChKUN 3aci0 HaNEXHUTh JO HAPKOTUYHHUX 3ac00iB,
MICUXOTPOIMHUX PEUYOBUH 1 MPEKYPCOPIB, 3M1HCHEHHS €KCIIOPTHO-IMIIOPTHUX OTeparliii
MOKJIMBE TIICJISI OTPUMaHHS BIJTIOBIIHOTO 103BONy [lepkaBHOi cinyxOu Ykpainu 3
JKapChKUX 3aC001B Ta KOHTPOJIIIO 32 HAPKOTUKAMH.

3. [Ilicns modaTKy KIIHIYHOTO BUINPOOYBaHHS (MAMHCAHHS  TEPIIUM
TOCTIKyBaHUM (Cy0’€KTOM JqociiKeHHs) hopmu 1HHOPMOBAHOT 3r0/I1) BiIITOBITHO
JI0 TIPOTOKOJTY KJITHIYHOTO BUIIPOOYBaHHSA CIIOHCOP (fopuanyHa abo ¢iznyHa ocoda 3a
JTOPYYEHHSIM CroHcOopa) Hazacwiae Ao Llentpy y crpok mo 10 kaneHmapHUX [HIB
MOBIAOMJICHHSI PO TOYaTOK KIIHIYHOrO BHIpoOyBaHHS B YKpaiHi / wicmi
MPOBECHHS TOCIIHKCHHS 32 (OpPMOI0, HaBEJICHOO B 1o1aTKy 9 10 1oro Ilopsaky.

Y BUMAaAKy BUKIIOYEHHS CIIOHCOPOM  JOCHIJHHUKA/MICIIe  MPOBEICHHS
nociipkenHs, 3arBeppkeHoro MO3 YkpaiHu / MOTOIKEHOTO KOMICi€l0 3 THTaHb
€TUKH, CroHcop (ropuamuHa abo (¢izuyHa ocoba 3a JOPYYECHHSIM CIIOHCODA)
iHpopMye LleHTp Ta KOMICIIO 3 NMUTAHb €THUKHU JUCTOM JOBLIBLHOI ()OPMHU PO TaKe
pIIICHHS Ta IPUYUHU KOTO MPUUHATTS He mi3Hime 30 KaJeHAapHUX AHIB 3 JHSI HOTO
MIPUNHSTTA.

4. TlpoTsaroM KIIHIYHOTO BHUIIPOOYBaHHS Ta MICAs WOTrO 3aKiHYEHHS y pasi
notpe6bu LlenTtp Ta KOMiciE 3 THTaHb €TUKM MOXYTh 3alHUTaTH B
JOCHIIHUKA/CIIOHCOpa AOJATKOBI MaTepiair CTOCOBHO KIIHIYHOTO BUIIPOOYBAaHHS.

5. BianmoBimanbHUN AOCTIAHUK/IOCTITHAK TIOBUHEH TIPOBOJMUTH KJIIHIYHE
BUMPOOYBaHHS  BIAMOBIIHO 10  MPOTOKOIAY  KIIHIYHOTO  BHUNPOOYBaHHS.
BignoBiganbHUil  TOCTITHUK/JOCTIIHUK MOXE€  BUIXWJIWUTHUCS BiJl IMPOTOKOIIY
KJIIHIYHOTO BUMPOOYBAHHS JIMIIE Yy pa3l HEOOXITHOCTI YCyHEHHS HEOE3MeKH, M0
0e3MocCepeIHbO  3arpoKy€  JTOCHIDKYBaHUM  (CyO’€KTaM  OCHIDKEHHs), 0e3
nonepenHporo 3arBeppkeHHss MO3 VYkpaiHu Ta TOTrOMKEHHS KOMICIi 3 THTaHb
eTuku. Take BIOXWJIEHHS BIJ MPOTOKONY KIIHIYHOTO BHUIPOOYBAHHS IOCIHITHUK
3000B’sI3aHUNA 33JI0KYMEHTYBAaTH Ta TOBIJOMHTH KOMICII0 3 MHUTaHb e€Tuku. Omuc
JOMYIIIEHOTO BIAXWJICHHS, WOro MNpUYMHU Ta (3a MOTpeOu) MPOIMo3ullii 11010
BHECEHHSI MOMPABOK J0 MPOTOKOIY KJIIHIYHOTO BUMPOOYBaHHS MOBUHHI OyTH HajaHi
CTIOHCODY.

[HII1 BiAXWIJIEHHS BiJl MPOTOKOJY MOJAIOTHCS A0 KOMICIi 3 MUTaHb €TUKU Pa3oM 3
NepIOAUYHUM 3BITOM IIPO CTaH MPOBEACHHS KJITHIYHOTO BUMPOOYBaHHS Y YKpaiHi.

6. Cnoncop (ropummuna abo ¢izuuyHa ocoba 3a JOPYUEHHSIM CIIOHCOpPA)
iHpopMmye LleHTp Ta KOMICIIO 3 TUTAHb €TUKH JIMCTOM y JOBLIBHIN (hOpMI HE Ti3HIIIE
30 poGounx JHIB 3 JHS, KOJHM HOMY CTaJIO BIiIOMO, PO BCl BUITAJIKU BIIXWJICHb Bij
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BCTAQHOBJICHOTO TOPSAKY TMPOBEACHHS KIIHIYHUX BUIPOOYBaHb, IO CTaBIATH Mif
CyMHIB 0€3IeKy JOCHiKyBaHUX (Cy0’€KTIB HOCHIDKEHHS) abo JIOCTOBIPHICTH
PEe3yJIbTaTIB KJIIHIYHOTO BUIIPOOYBAHHSI.

7. ITpo MOYaTOK KJIIHIYHOTO BUNMPOOYBaHHS BIJIMOB1AQTBHUN
AOCTITHUK/AOCTIIHUK  1HQOPMYy€E€ KOMICII0O 3 TMUTaHb €TUKH mnpotsrom 10
KaJIeHJAApHUX JHIB TOBIJOMJIEHHSM MPO MOYATOK KIIHIYHOTO BHUIPOOYyBaHHS B
VYkpaini / MicIil IpoBEICHHS TOCIIKEHHS 3a (POpMOI0, HaBEJIGHO B J0AATKy 9 10
uporo Iopsanky.

Kowmicig 3 nmutaHb €TUKH 3AIMCHIOE HAIJIsIA 3a JOTPUMAHHSIM IpaB, OC3IMEKH,
Oyaromoayddsi AOCTIHKYBaHOTO (Cy0’€KTa MOCHIKEHHS), €TUYHHX Ta MOPAJILHO-
MIPaBOBUX MPHUHIIMIIIB MPOBEICHHS KJIIHIYHUX BUITPOOYBaHb.

8. Sxmo mig 9ac TPOBENCHHsS KIIHIYHOTO BHUMPOOYBAHHS BiAMOBINATBEHUAN
JOCJIITHUK 32 HEOOX1THOCTI IOJJATKOBO 3aJlydae JOCHIITHUKA, TO BIH Ma€ BiAMOBIIATH
BUMOTaM TIyHKTY 1 po3ainy V nporo Ilopsaky. Crnoncop (topunuyna abo ¢izuyHa
ocoba 3a JOpPYYEHHsM CHOHcopa) ToBimoMisie IleHTp mpo Taki 3MIHM Yy
NepioAMYHOMY 3BITi PO CTaH MPOBEICHHS KJI1HIYHOTO BUIIPOOYBaHHS B YKpaiHi.

X. 3MiHM Ta TONIOBHEHHS, 110 BHOCATHCS i/l YaC NPOBeIeHH KJIIHIYHOIO
BHUIIPOOYBaHHS

1. BHeceHHsI ONPABOK i/l 4aC NPOBeJAeHHA KJIIHIYHOr0 BUNPOOYBAHHA

1. Ilpu mpoBeneHHI KIIHIYHOTO BHUIPOOYBAaHHA 10 MaTepiajiB KIIHIYHOTO
BUIIPOOYBaHHS MOXYTh OyTH BHECEHI 3MIHM Ta JIONOBHEHHA. Taki 3MIHM Ta
JIOTIOBHEHHST PO3MISIAIOTECA K TOMPAaBKH, SIKI MOXYTh OyTH CYTTEBHUMH a0o
HECYTTEBUMU.

2. IlonpaBku 10 MaTepialiB KJI1HIYHOTO BUTIPOOYBaHHS BBAXKAIOTHCS CYTTEBUMH,
SKIII0 BOHM MOKYTh BIUIMHYTH: Ha O0e3meKy a0o (i3udHe 4 MCUuXivHe O0Jaromomyads
JTOCHIDKYBaHOTO (Cy0’e€KTa JOCHIDKEHHS); Ha HAYKOBY IIIHHICTh KJIIHIYHOTO
BUMPOOYBAHHSI; HA MPOBEJICHHS KJIIHIYHOTO BUMPOOYBaHHS a00 KEPIBHUIITBO HUM; Ha
AKICTh 200 O€3MeKy OCHIKYBAaHOTO JIKApChKOTO 3aco0y, IO 3aCTOCOBYETHCA Y
KJIIHIYHOMY BUIPOOYBaHHI, @ TAKOX SKIIO MPOMOHYIOTh 3MiHY BiJIIMOBIAAIBHOTO
AociiiHuKa a0 JIOAAaTKOBO 3aJy4YUTH [0 KIIHIYHOTO BHUIPOOYBaHHS HOBOTO
BIJIMTOBIIAJTILHOTO JOCIITHAKA a00 HOBE MICIIe MPOBEIACHHS MOCHIKEHHS B YKpaiHi
BIJIMOBIAHO JI0 TIEPEIiKYy acHeKTiB KJIIHIYHOTO BUIPOOYBAaHHS, IIOAO SKUX CIIOHCOP
Ma€ BHECTHU CyTTEBI IOMPABKH, HaBeZeHOTo Y noaatky 10 mo mporo Ilopsaky.

3. ko mompaBKH MarOTh CyTTEBHM XapakTep, CIoOHCop moBigomisie LleHTp i
KOMIiCit0(-1) 3 MUTaHb €TUKU PO MPUINHH 1 3MICT MTOTIPABOK.

4. Jns 3aTBEpKCHHSI CYTTEBO1 TIOMPABKYU 3asBHUK IMOJA€ HA OYyIb-IKOMY HOCI1
10 MO3 VYkpainu cynpoBigHHiA TUCT 32 (POopMOT0, HaBEAEHOIO Y 1oaaTKy 11 1o mporo
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[Topsinky, 3asBy CII 3a ¢popmoro, HaBeaeHOO Yy qoaatky 12 mo mporo Ilopsiaky, a mo
[lenTpy momae Marepiaqu CyTTEBOI MOMPABKH, BUTATH 3 JOKYMEHTIB, IO MICTSTh
CTapy 1 HOBY pEeJaKIlil0 TeKCTy, a00 HOBY BEpCII0 3MIHEHUX JIOKYMEHTIB, SIKY MOXHa
inentudikyBaTi 3a i HOBMM HOMEpPOM 1 JaTO0; JOJATKOBY 1H(oOpMaIliio, II0
BKJIFOYAE pPE3IOME JIaHMX (3a HAsABHOCTI), OHOBJICHY 3arajbHy OIIHKY PH3HUKY 1
KOpPHCTI (32 HAasBHOCTI), MOXJMBI HACHAKK JUIS AOCHIIKYyBaHUX (CyO’ €KTIB
TOCIIKEHHS), 10 BKJIIOUYEHI B KIIHIYHE BHUMPOOYBAHHS, MOJIMBI HACTIIKUA JIS
OIIIHKM pe3yJIbTAaTiB KJIHIYHOIO BUIPOOYyBaHHSA. Martepiaau CyTTE€BOI MOIpPaBKH
MOXYTbh, 3a y3rojKeHHsSM 3 lleHTpom, momaBatucsi 3assBHUKOM B EJIEKTPOHHOMY
BUTJISA/IL.

5. Skmo cyTTeBa mOINpaBKa CTOCYETbCA OUIBII HIK OJHOTO MPOTOKOIY
KJIIHIYHOTO BUIIPOOYBaHHS JJIsl JOCIIJPKYBAHOTO JIIKAPCHKOTO 3aco0y (OKpiMm
3aly4eHHS] JTOJATKOBUX MICIb TIPOBENCHHS KIIIHIYHOTO JOCHIKEHHS), CIIOHCOD
MOJK€ 3pOOMTH y3araibHeHe mojaHHs 10 LleHTpy Ta KoMicii 3 TMUTaHb €TUKH 32
yMOBH, 110 B cymnpoBigHoMy JucTi Ta 3asBi CII 3a3HaueHo mepenik yciX MPOTOKOIB
KJIHIYHUX BUMIPOOYBaHb, IKMX CTOCYETHCS LIS MOTPaBKa.

6. SIkmo mompaBKH HECYTTEBl (HANpHKIAA, 3MiHa KOHTAaKTHOTO Tele(oHy,
HallMEHYBaHHS 3asBHMKA a00 JOCIITHUKA y OyIb-sKiid KpaiHi, KpiM YKpaiHu, HOBa
Bepcist OpolTypH AOCIITHUKA, B SIKIi HE 3MIHIOETHCSI OIIHKA CITIBBITHOIIIEHHS PU3UK /
KOPHUCTb, 3MiHa IUIAHOBAHOI KIJIBKOCTI 3aJydeHHMX JOCHIIKYyBaHUX (CyO’ €KTIB
TOCHIDKeHHS1) B YKpaiHi, 110 HE BIUIMBaTUME Ha CTAaTUCTHUYHHMM aHai3, TOIIO)
BIJIMOBIAHO JI0 TIEPEIiKYy acHeKTiB KJIIHIYHOTO BUMPOOYBAaHHS, IIOAO0 SKUX CIIOHCOP
Ma€ BHECTH CYTTEBI MOMpaBKH, 3a3HaueHUX y noaatky 10 mo uporo Ilopsanky, Ta
SKIIIO BOHU HE MAalTh NPSIMOTO BiAHONICHHS JO TMPOBEACHHS KIIHIYHOTO
BUIIPOOYBaHHs B YKpaiHi, Takl 3MIHH HE MiUIAraloTh ekcneptusi B LlenTpi Ta omiHii
KOMICIii 3 MUTaHb €TUKU. Y I[bOMY BUIAJKY 3asBHUK MHCHbMOBO ToBimomisie LlenTp Ta
KOMICil0 3 TIUTaHb €TUKH PO BHECEHHS HECYTTEBUX IMOMPABOK Yy JOKYMEHTAIliO
KJIIHIYHOT'O BUITPOOYBAHHS.

7. JocnmiHUK TPOBOAUTE KIIIHIYHE BUMPOOYBAHHS BiJIITOBITHO A0 BHECEHOI(-1X)
CYTT€BOI(-MX) MOMPaBKHU(-0K) A0 MPOTOKOY KJIIHIYHOTO BUIIPOOYBaHHS TIJIBKU B pasi
npuiHATTS pimieHHs MO3 VYkpaiHu 1moa0 CyTTeBOi(-MX) MOMPaBKH(-0K) Ta SIKIIO
HEMae 3arnepeyueHb 3 OOKy KOMICIi 3 TUTaHb €TUKH (CTOCYETHCSI KOHKPETHOTO MICIIS
IIPOBEJICHHS KJIIHIYHOTO BUITPOOYBaHHS).

3a pesyabraramu posrisay 3assu CII MO3 Ykpainu npotaroM 3 KajleHIapHUX
IHIB Hajicunae a0 LleHTpy nucT-HanpaBiaeHHs pa3oM 13 MaTepiajlaMi, 3a3Ha4€HUMU B
MyHKTI 4 TIbOTO PO3JILITY.

8. SIkuio B mepioJi MpOBEEHHS KIIHIYHOTO BUIPOOYBaHHS BIOYBA€THCS MOIIS,
MOB's3aHA 3  MPOBEACHHSIM  KJIIIHIYHOTO  BUIPOOyBaHHA abo0  pO3pOOKOI0
JOCITIKYBAaHOTO  JIIKApCHKOTOo  3aco0y, SKa 3/aTHAa BIUIMHYTH Ha OE3MeKy
JTOCITDKYBaHUX (Cy0’€KTIB JTOCTIHKEHHS), CIIOHCOP Ta/ad0 JOCIIIHUK BXHUBAIOTh
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HEBIIKIAJHUX 3aXO0MiB s 3a0e3medeHHs Oe3NneKku AOCHKYyBaHUX (CyO’ €KTiB
nociipkeHHs ). CioHcop HeraiiHo crioBimiae LlenTp 1 komicito(-i) 3 TUTaHb €TUKUA MPO
MOJI110, 1O BIAOYJIACs, 1 3aX0/1H 1100 YCYHEHHS.

2. IIpoBeneHHs ekcnepTU3H (MONMEpPeIHs TA Cleniaji3oBaHa) CYTTEBUX
nonpasok y Ilenrpi

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

2. llenTp mpoBOaUTH eKcrepTusy (TomepeaHst Ta CHeliaii3oBaHa) HaJaHUX
MaTepialiiB 3 METOI0 CKJIaJaHHs OOIPYHTOBAaHOTO BHCHOBKY IIOAO MOXKIJIMBOCTI
MPOBEJICHHS KJIIHIYHOTO BUMIPOOYBAaHHS BIJAMOBIIHO JI0 BHECEHHUX TIOMPABOK JI0
MaTepialiB KJIHIYHOTO BUITPOOYBaHHS.

[Ticns nagxomkenns 1o LlenTpy mucra-Hanpasienus MO3 Ykpainu 3asiBHUKOM
nomaroThess 10 LleHTpy mokymeHTH (MaTepiaiii) CYTTEBOI TMOMPAaBKH Yy TPhOX
npuMipHHKax (3a HeoOXximHocTi LleHTp MoXke 3ampocUTH  J0JaTKOBUMA(-1)
IPUMIPHUK(-H)).

Mix ILleHTpoM Ta 3agBHUKOM YKJIQJA€TbCS JIOTOBIp TIPO MPOBEACHHS
EKCIIEPTHUX POOIT MOA0 CYTTEBOI mompaBku. OrmuiaTi Maisrae eKcrepTh3a 3MiH,
BUKIIQJICHUX Yy TOMpaBKax [0 MaTepiajiB KIIHIYHOTO BUOPOOYBaHHA, IO
cynpoBoKYyOTh 3asBy CII.

[Tomepennst ekcrmepTu3a MaTepiaiB CYTTEBOI MOMPABKH MMOYMHAETHCS 3 JIaTH
oTpuMaHHsa I[[eHTpoM TMOBHOTrO KOMIUIEKTY JIOKYMEHTIB (matepiaiiB). CTpok
MPOBEICHHS TMONEPENHBOI eKcrepTu3n LleHTpoM — He OB HIK 5 KaJeHIapHUX
JTHIB.

[lim wac mpoBenEeHHS TOMEPEAHbOI EKCIEPTU3U 3HINCHIOETHCA TepeBipKa
BIZITIOBITHOCTI HaJJAHOTO KOMITJIEKTY JOKYMEHTIB BUMOTaM 1boro [lopsaxy.

[Tin gac momepenHboi ekcriepTu3u L[eHTp MOXe 0IHOPa30BO HAAATH 3aSBHUKY
3ayBa)K€HHS B MUChMOBINA (OpMI I110/I0 KOMIUIEKTHOCTI IMOJJAHUX MaTepiaiiB CyTTEBOI
nonpaBkH. [licis oTpuMaHHS BIAMOBIACH Ha 3ayBakKeHHS Yy MOBHOMY 00cs31 LleHTp
npoTsATOM 3 KaJeHIapHHUX JTHIB MOBIJOMIISIE 3assBHHMKA NPO Tepeaady MarepialliB Ha
CIeIiai30BaHy €KCIIePTU3Y.

Yac, moTpiOHUM i1 BIJANOBIAI Ha 3ayBaXKEHHS, HE BXOAHWTh JI0 CTPOKY
MIPOBEICHHSI MOTIEPEAHBOT EKCIIEPTH3H.

Axmo 3asBHMK mnpoTsarom 10 kajgeHgapHUX [AHIB HE HaJae BIJANOBIAI Ha
3ayBOKCHHS IMOAO KOMIUIEKTHOCTI Ta/ab0 HE HaJae KOMIUIEKT MarepiajiiB [0
LleHTpy, MaTepia CyTTEBOI MOMPABKKM 3HIMAKOTLCS 3 PO3IIISAAY, MPO MO MTHCHMOBO
noBimoMisieThesl 3asBHUK Ta MO3 VYkpaiaum. Taki Marepianu, 1o HagaBajucs [0
[leHTpy, MOBEPTAIOTHCS 3asIBHUKY.
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[Ipn HasIBHOCTI MOBHOTO KOMILIEKTY MaTepiaiiB CyTTEBOI MOIMpPAaBKU Ta CIUIATH
paxyHKy BapTOCTI €KCIEPTHUX POOIT pO3MOUYMHAETHCS CIIEIiali3oBaHa €KCIepTh3a B
Hentpi. CTpok MpoBECHHs CIeliali30BaHoi eKcrepTu3u L{eHTpoM — He OBl HIXK
15 xaneHnapHUX JHIB.

3. Ilig yac mpoBeAeHHs cIeliadi3oBaHOi eKcrmepTu3u mnompaBok LleHTp Ha
MiZICTaBl 3ayBakKeHb Ta KOMEHTApiB EKCIEPTIB MOXKE OJHOpPa30BO 3alUTaTH B
MUCbMOBIN (POpPMI y 3asiBHUKA JJ0JIATKOBI MaTepiaiv, BPaXOBYIOUH 3ayBa)KCHHSI.

Crtpok, moTpiOHUKA IS iX MIATOTOBKHU, HE BXOJUTH IO CTPOKY IPOBEICHHS
excriepTusu. Skimo 3asBHUK mpotsarom 30 kajneHAapHUX JHIB He Hajae LleHTpy
3allUTaHuX JOJATKOBHX MarepiamiB abo Jucta 3 OOIPYHTYBaHHSIM CTpPOKIB
BIITEpMIHYBaHHS BIAMOBIAI OJHOPa30BO He Ouibil HiX 20 KajdeHIApHUX IHIB, TO
MaTepialii CYTTEBOi MOMPABKU 3HIMAIOTHhCS 3 po3risany. [Ipo mpuitHsTe pilneHHS
[lenTp nHMCHMOBO TMOBiMOMISiE 3asBHUKA. [Ipu 1mbHOMY BapTICTh TPOBEICHHS
eKCIIEPTHUX pOOIT 3asBHUKOBI HE MOBepTaeThcs. Hanani 3a 6axkaHHAM 3asiBHUK MOXKE
nonatu 3asBy CII o MO3 Ykpainu B yCTaHOBIECHOMY MOPSJIKY.

4. 3a pesynbTaramu mpoBeAcHoi excrnepTusu lLlenTtp Hamae MO3 VYkpainu
BucHOBOK 110710 CyTTEBOI mMOMNpaBKW (MO3WTHBHUM, HeratuBHUiI). Ha mimcraBi
Bucnosky MO3 VYkpainu npuiimMae pillieHHs PO 3aTBEPHKEHHS CYTTEBOI MOIMPABKU
a0b0 TpO BIAMOBY B 3aTBEPKEHHI CYTTE€BOi mompaBKu. CTPOK MPUHHATTS PIIICHHS
MQO3 Ykpainu — He OUTBII HiXK 7 KaJeHAaApPHUX JIHIB.

PimeHHsiM mpo BHECEHHS CYTTEBOi MOMpPAaBKU A0 KIIHIYHOTO BHUIPOOYBaHHS
3aTBEPUKYEThCS  17eHTU(]IKAIlS KIIHIYHOTO BHUIIPOOYBaHHA Ta 1AeHTU(IKAIS
MOMPaBKH, IO 3a3HA4YarOThCs 3riAHO 3 gonatkoM 12 go uporo Ilopsaky Ta
myOJTiKyIOThCs Ha odimiinomy BeO caitti MO3 VYkpainm, 1mo Hamae MOXKIUBICTH
IIPOBOJIMTH KJIIHIYHE BUITPOOYBaHHS BIAMOBIHO 10 CYTTEBOI MOMPABKH.

5.V pa3i Hesroau 3 pimeHHssM MO3 Ykpainu 1110710 BIIMOBH y 3aTBEPKEHHI
CYTTEBOI MOMPABKHU JI0 MPOTOKOIY KITHIYHOTO BUMPOOYBAHHS 3asBHUK MOXE MOAATH
aprymeHToBaHy 3asBy A0 MO3 Vkpainu. HamexxHuM 4nHOM OOIpyHTOBaHa 3asiBa
NOJA€ThCS 3aiBHUKOM mpoTsiroM 30 KaJleHJapHUX JHIB MICHS  OJEp>KaHHS
BIJIMTOBITHOTO pillIeHHS. 3asBa JJIsi BAHECEHHS OCTATOYHOTO PINICHHS PO3TJISIIA€ThCS
He Outbi Hik 30 KaneHAapHUX THIB 3 MOMEHTY 11 onepkanHsa. OcTaTOyHE pillIEHHS 3
BIJIMOBIAHUM OOIPYHTYBaHHSIM HAJICHJIA€ThCS 3aIBHUKY B MUCHBMOBIN Qopmi. SKio
3asIBHUK BBaXKa€, MO0 HOTO IMpaBa MOPYIICHI, BIH MAa€ MPAaBO 3BEPHYTHUCS IO Cyay B
YCTaHOBJICHOMY 3aKOHOJIaBCTBOM TOPSIJIKY.

3. OniHKa CyTTEBHX MONMPABOK KOMICi€I0 3 MUTAHb ETHKHU

1. BigmoBigaibHUI JTOCIIIHUK/ TOCIIIHAK ITOBIIOMIISE KOMICIIO 3 IIMTAHb ETUKUA
PO IPUYUHHU 1 3MICT CYTTEBUX MOMPABOK.
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2. Kowmici€ro 3 muTaHb €TUKH TOTOJKYIOTHCS JIMIIE Ti CyTTEBI MOMPABKH, IO
CTOCYIOTbCSI Oe3mocepeiHh0 KoHkpeTHoro(ux) MIIB Ta BianoBigaabHOTO(MX)
nociigauka(iB) koukpetHoro JIII3, nmpu sskomy QyHKIIIOHYE 1151 KOMICIsL.

3. Jlns mnpoBeneHHS TOTOJDKEHHS CYTTE€BUX IONPABOK BIANOBIAAIBHUN
JOCTIIHUK ToJae 10 Komicii 3 muTtanb etuku 3asBy CII Ta iHpopmarmito 3rigHo 3
BUMOTaMHu MyHKTY 4 riaBu 1 po3ainy X mporo [Hopsiaky.

KomMmicis 3 mnuTaHb €TUKM pO3INIAJA€E CYTTEBI TMOMPAaBKH MpPOTSIroM 15
KaJICHIApPHUX JIHIB 3 JIaTH OTPMMaHHS MOBHOTO IMaKeTa JOKyMeHTIB. [Ipo mpuitHsATE
pIIIEHHS] KOMICid 3 TMHWTaHb €THKU TMCbMOBO TIOBIJIOMJISIE  BIAMOBIIATBHOIO
JIOCJIITHUKA.

4. V pa3i Hesroam 3 PIMICHHSIM KOMicCii 3 THTaHb €TUKHU BiMOBIJATbLHUN
JAOCTITHUK/AOCTIIHAK MOX€e TIOJaTH apryMEHTOBaHy 3asiBy. HanexHum YuHOM
OoOTpyHTOBaHAa 3asBa IOJAETHCS  BIAMOBIAATBHUM  JOCITIAHUKOM/IOCIITHUKOM
npotsaroM 10 kameHAapHUX JHIB MICTS OJEp’KaHHS BIAMOBIAHOTO PIIIEHHS Ta Mae
OyTH PO3IIsTHYyTa KOMICIEI0 y CTpOK He Outbmn HiX 10 kaneHgapHUX IHIB 3 JaTH il
OTpUMaHHS JUIsi BHUHECEHHS OCTaTO4YHOro pimeHHs. OcraToyHe PpIilIeHHS 3
BIJITOBIAHUM OOTrpyHTYBaHHSIM HaJICUJIAETHCS BIJIMIOBIIAJIEHOMY
JOCJIITHUKY/TOCTIAHUKY B MUCHbMOBIM opmi.

XI. 3aBepuieHHs KJIiHIYHOr0 BUNPOOYBAHHA

1. Cnoncop (topuauuyHa abo ¢izuyHa ocoba 3a JOPYUYEHHSM CIIOHCOpPA)
Hajcunae LleHTpy Ta Komicii(-siM) 3 MUTaHb €THKU MOBIJOMJICHHS PO 3aBEPIICHHS
KJIIHIYHOTO BUNPOOYBaHHS (aTa OCTAHHLOTO BI3UTY OCTAaHHBOTO JOCIIKYBaHOTO
(cy®’ekTa mocmimkeHHs)) B YkpaiHi npotrsarom 90 kaneHAapHUX AHIB 3 JHS HOTO
3aBepIICHHS 32 (OPMOI0, HaBEICHOIO B 10AaTKy 13 1o mporo Ilopsaky.

2. Y pa3i npoBeJeHHS MI>XKHAPOAHUX 0araToleHTPOBUX KJIIHIYHUX BUIIPOOYBaHb
coHcop (ropumuyHa abo (izmyHa ocoba 3a JOPYYECHHSIM CIIOHCOpA) TOAATKOBO
npotsarom 90 kasennapuux AHiB iHQopMye LleHTp 1 KoMicito(-i) 3 MUTaHb €TUKH MPO
MOBHE 3aBEPILICHHS KIIHIYHOTO BUMTPOOYBAHHS B 1IHIIUX KpaiHax.

3. ¥V pa3i JA0CTPOKOBOrO 3aBEpIICHHS KIIHIYHOTO BHUIIPOOYBAHHS CIIOHCOD
(ropunuyna abo QiznyHa ocoba 3a TOpyUEeHHAM crioHcopa) iHpopmye mpo 1e LlenTp 1
KOMICito(-i) 3 MUTaHb €THKU MPOTATOM 15 KajneHJapHUX JHIB 3 JaTH 3aBEPIICHHS 13
3a3HaYCHHSM MIPUYUH JTOCTPOKOBOTO 3aBEPIICHHS KIIHIYHOTO BUTIPOOYBaHHSI.

4. Cnoncop (ropuauuHa abo ¢dizuyHa ocoba 3a JOPYYEHHSM CIIOHCOpPA)
NEePIOUYHO (HE PiALIE OJHOTO pa3y Ha PiK MiCIs MOYaTKy KIIHIYHOTO BUMIPOOYBaHHS
a00 Ha BUMOTY YacTiIlIe) Ta y pa3i 3aBepIICHHS KIIHIYHOTO JOCIHIKEHHS HaJCUIIAE
lentpy mnepioguyHuii 3BIT MPO CTaH MPOBEJAEHHS KJIHIYHOTO BHUIPOOYBAaHHS B
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VYkpaini / wmicii mpoBeAeHHS IOCHIIKEHHS BIAMOBITHO A0 (opmu, HaBeAEHOT B
nonatky 14 no uporo ITopsiaky.

BiamoBimaneHuii JOCTITHUK/TOCTIAHUK TIEpioauyHO (HE PiAIIe OJHOTO pa3y Ha
pIK TICIs MOYaTKy KJIIHIYHOTO BUIIPOOYBaHHsA ab0 Ha BHMMOTY 4acTille) Ta y pasi
3aBEpUICHHS] KJIIHIYHOTO BUIPOOYBaHHS MUCHMOBO 1H(GOPMYE KOMICIIO 3 THUTaHb
€TUKU TPO CTaH MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHA Yy BIJAMOBIAHOMY MICIIl
IPOBECHHS JTOCTIIHKEHHS 3a Ti€ camMoro (opMOIo.

5. He BukopucTaHi 1]l 4ac KJIIHIYHOTO BUIPOOYBAaHHS JOCIIIKYBaH1 JIKapChKi
3aco0u / mpemapatyd CymyTHBOI Teparii / JOMOMDKHI (HEIOCTIIKyBaH1) JIIKapChKi
3acO0M 3HUIIYIOTHCSA BIAMOBITHO IO BUMOT 3aKOHOJABCTBa a00 IMOBEPTAIOTHCS
CTIOHCODY.

6. CnoHCOp NOBHHEH 3a0€3MEYUTH MIATOTOBKY 3aKIIOYHOTO 3BITY MpO
MPOBEJICHE KJIIHIYHE BUIMPOOYBaHHS JIIKAPCHKOTO 3acO0y BIAMOBIAHO A0 CTPYKTYpPH,
HaBeJeHOI B 1oAaTtky 15 no nporo [lopsaky.

He miznime 1 poky micis MOBHOTO 3aBEPIICHHS KJITHIYHOTO BUIIPOOYBaHHS (TIpU
MPOBEICHHI MKHAPOAHUX KITIHIYHUX BUIPOOYBaHb — MICIS 3aBEPLICHHS KIIIHIYHOTO
BUNMPOOYBaHHS y BCIX KpaiHax) croHcop (ropuauuHa abo ¢i3uyHa ocoba 3a
JOPYUYEHHSIM CIIOHCOpA) HAJa€ CTUCITY 1H(pOpMAIii0 MPo KIIHIYHE BUMPOOYBAHHS 110

Lentpy.

He miznime 1 poxy miciisi MOBHOTO 3aBEpIIECHHS KJITHIYHOTO BUNIPOOyBaHHS (TIpU
IPOBEICHHI MDKHAPOIHUX KITHIYHUX BUIIPOOYBaHb — IICIIS 3aBEPIICHHS KJIIHIYHOTO
BUMPOOYBAHHS y BCIX KpaiHaxX) BIAMOBIAAIBHUHN JTOCIITHUK/JOCIITHUK HAJA€ CTUCITY
1H(pOpMaILIiO PO KIIIHIYHE BUIPOOYBaHHS A0 KOMICIi 3 TUTaHb €TUKH.

7. Kniniuae BUNPOOyBaHHS BBAXKAETHCA 3aBEPIICHUM, SKIIO BOHO HE
PO3MOYANIOCh MPOTATOM | POKy TICHs HOro 3aTBEpKEHHS (KpiM BHUIAIKIB, KOJHU
OyJI0 HaJlaHO OOTPYHTYBaHHS BIITEPMIHYBaHHS).

8 Cnoncop (ropuanuna abo ¢dizuuyHa ocoba 3a JOPYUEHHSIM CIIOHCOpA)
noBiomisie lleHTp mnpo 3ammanoBaHi Ha Tepurtopii Ykpainm GCP  iHcnekii
KJIIHIYHOTO BUNPOOYBaHHS JIKApPChKOTO 3aCO00y YIMOBHOBA)KEHUMHU OpraHAMU I1HIIUX
KpaiH.

XII. IToBinoMy1eHHs PO MOOIYHI ABUINA TA peakuil

1. IloBimoMJIeHHS, SIKi HaJla€ BiAMOBITaJIbHUH JOCTITHUK/TOCTITHUK

1. TIlimx 4ac mpoBeneHHS KIIHIYHOTO BUIPOOYBAHHSA  BiAMOBIIAIBLHUM
JOCJIITHUK/TOCTITHUK HETailHO, ajie He Mi3HIIIe HIX NpoTAroM 24 ToJuH, KOJU 1Ie
CTaJI0 oMy BiJIOMO, MOBIJOMJISIE CIIOHCOpPA MPO BCl CEPO3HI MOOIUHI SBUIIA, KPIM
TUX, fAKI y MPOTOKOJI abo Opomrypi JOCHITHMKA BH3HAYEHI SK Taki, IO HE
MOoTpeOyIOTh HETAaWHOTO TOBIJOMJICHHS. Y TEPBUHHMUX 1 HACTYMHUX MOBIIOMIICHHSIX
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AOCHKyBaHl (Cy0’€KTH TOCHIIKEHHS) 11eHTU(IKYIOTbCS 3a 1AeHTU(IKAIITHIM
KOJIOM JIOCJIIJIPKYBAHOTO (CyO’€KTa JOCHIKEHHS), 110 iM OyB MPUCBOEHUMN TIIJ Yac
JIOCIIKEHHS.

2.  BignoBimanbHUM ~ AOCHIIHMK/IOCTITHUK  PEECTPYE, JOKYMEHTYE  Ta
MOBIAOMJISIE CITIOHCOPA TAaKOX PO BCl MOOIYHI sBUILA Ta/a00 BIAXWICHHS BiJ HOPMH
71a00paTOPHUX MOKA3HUKIB, BABHAUCHUX y MPOTOKOJI KIIHIYHOTO BUIIPOOYBAHHS SIK
KPUTHUYHI, JJI1 OIIHKKA OE3MEeKH BiJMOBIJHO 1O BHMOI Ta B CTPOKH, 3a3HAYCHI
CIIOHCOPOM Y MIPOTOKOJI1 KJIHIYHOTO BUMTPOOYBAHHSI.

3. Hamanus BIAOOBIJAJILHAM IOCIIAHUKOM/ HOCHIIHUKOM IIOBIIOMJIEHH 3
Oe3meku (3BITHUH TMEpioa) J0 CIOHCOpa Ta KOMICIT 3 MUTaHh €TUKHU MOYMHAETHCS 3
JaT TI0YaTKy KIHIYHOTO BUMpoOyBaHHs y naHomy MIIB (mianucanHs mnepuiam
AOCTIKYBaHUM (CyO’€KTOM AOCHIIKEHHS) 1H(OOPMOBAHOT 3r0/IM) Ta 3aBEPIIYETHCS
13 3aKIHYEHHSIM KJIHIYHOTO BUMPOOyBaHHs y Aanomy MIIB (1ata ocTaHHBOTO BI3UTY
OCTaHHBOT'O JOCIIIJPKYBAHOTO (Cy0’€KTa OCTIHKEHHS)), SIKIIO 1HIIIE HE Mepe10aueHo
MIPOTOKOJIOM KJIIHIYHOTO BUNPOOYBaHHS.

4. BianoBigaJbHUN AOCIIIHUK/TOCTITHUK HETalHO peecTpye 1 MpoTIroMm 7
KaJICHJAapHUX JHIB 3 JaTH, KOJU II€ CTaJ0 WOMY BIJJOMO, MOBIIOMJISIE KOMICIIO 3
MUTaHb €THUKHU TPO BC1 MiJ03pIOBaHI HemepeadadyBaHl Cepro3HI MOOIYHI peakii
(mam — I[THCIIP), mo cramuca y nanomy MIIB ta mpusBenu 1o cmepti abo sSBIsUH
3arpo3y JUIsl )KUTTS JOCHIIKYBAHOTO (Cy0’€KTa TOCIIIKEHHS ).

HonatkoBa iHpopmaris moao Bunaaky [THCIIP, skuii ctaBcs y nanomy MIIB
Ta TPU3BIB 10 CMepTi ab0 SBISB 3arpo3y I SKUTTS JOCIHIKYBaHOTO (CyO’eKkTa
JOCIIDKCHHS ), HaJla€ThCsl BIAMOBIAAIBHUM JIOCIITHUKOM/TOCIITHUKOM JIO KOMICIi 3
MATaHb E€TUKH MPOTATOM HACTYIHUX & KaJeHIAPHUX JHIB BiJ JaTH TMEPIIOTO
noBiomieHHs npo ne Bumagok I[THCIIP, maganoro mnociiaHUKOM JI0 KOMICii 3
MUTaHb €TUKH.

[Tosinomnienns npo ITHCIIP nmomaroTbest 10 KoMmicii 3 MUTaHb €TUKU Ha Oyb-
SAKOMY HOCIi a00 Ha eNeKTPOHHY aJpecy KOMicii 3 MUTaHb €TUKHU, IIHCHY HA MOMEHT
3BITYBaHHS.

Bumorn no ckimagaHHsS TOBIJOMIICHHS PO IMiIO3PIOBaHY HemnepenadadyBaHy
Cepiio3Hy MOOIUHY peakiliro, HaBeJeHO B 1oaTKy 16 mo mporo [lopsaxy.

5. He miznime 15 xaneHmapHMX IHIB 3 JIaTH, KOJH II€ CTal0 KWOMY BIJOMO,
BIJIMOBIAQIBHUMN TOCTITHUK/AOCIIIHUK MOBIJOMIISIE KOMICIIO 3 TUTaHb €TUKH PO BCI
a1 [THCTIP, mo cramucst y nanomy MIIB.

6. Y pasi cMepTi DocCiipKyBaHOTO (Cy0’€KTa JOCIIKEHHS) BiAMOBIIATbHUM
JOCTIIHUK/AOCTIIHAK HaJa€ croHcopy, LleHTpy 1 KoMmicii 3 NUTaHb €TUKH BCIO
BUTpeOyBaHy HUMH JI0JIATKOBY 1H(GOPMAIlII0 CTOCOBHO IILOTO BHUITIAQJIKY, 11O CTaBCS Y
nanomy MIIB.
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7. BianoBigaJbHUA TOCTIAHUK/TOCHTITHUK TAKOX MOBIOMIISIE KOMICIIO 3 TUTAHb
€TUKM Yy JOBUIBHIM ¢opMi NPO BCl BHUIMAAKKA CMEpPTI Ta 3arpo3u IS SKUTTS
JOCHTDKYBaHOTO (CyO’€KTa JOCHITKEHHs), SKi cramucsa y gaHomy MIIB mnpu
MPOBEJCHHI KJIIHIYHOTO BUNPOOyBaHHs Ta He BianoBigaroTh kputepism [THCIIP. s
iH(opMallis HaaeTbCcsl HEralHO, aje He Mi3Hime 7 KaJeHAApHUX JHIB 3 JAaTH, KOJIU
1€ CTaJI0 HOMY BiJIOMO.

2. IToBigoMJIeHHS, SIKI HA/IA€ CIIOHCOP /10 KOMICIi 3 MUTAHb €TUKH Ta
BiIMOBIIAJIbHOMY JOCTITHUKY/T0CTITHUKY

1. HamanHs crioHCOpoM J0 KOMICii 3 NMHUTaHb €THKHM Ta BIAMOBIAATBHOMY
JOCIITHUKY/TOCTITHUKY TToBimoMiieHb npo Bumaaku [THCIIP, sxi crammcst mig gac
KJIIHIYHOTO  BUMPOOYBAHHS, 3aTBEp/PKEHOr0 B  YKpaiHi (3BITHUM mepion),
MOYMHAETHCS 3 JaTH TOYaTKy KJIIHIYHOTO BUIpoOyBaHHS y BiamoBigHomy MIIB
(TiamucaHHS MEPIUM TaIllEHTOM/3I0POBUM JO0OPOBOJIBbIIEM 1H(HOPMOBAHOI 3r0/IH) Ta
3aBEPIIYETHCS 13 3aKIHUCHHSM KIITHIYHOTO BUIpOOyBaHHs y BiamoBigHnomy MIIB
JAOCTIDKEHHSI (JaTa OCTaHHBOTO BI3UTY OCTAHHBOTO JOCITIIKYyBaHOTO (Cy0’ekTa
JOCITIKEHHS) ).

[ToBimomnennss mpo Bumangku [IHCIIP momaroThes cioHCOpOM A0 KOMICIT 3
MUTaHb €TUKU Ha OYJIb-IKOMY HOCIi a00 Ha eJeKTPOHHY aJipecy Komicli, JiicHy Ha
MOMEHT 3BITYBaHHS.

2. CnoHCcOp HeraitHo, ajie He MI3HIIIE HDK MPOTIroM 7 KaJICHIApHUX JHIB 3
7aTH, KOJM II€ CTajJ0 WOMYy BiIOMO, TOBIIOMJISiE KOMICIFO 3 TMTaHb €TUKU Ta
BIJIMOBIAQIBHOTO JOCiaHUKa/mociaauka mpo Bci Bunagaku [THCIIP, sxi mpuspenu
710 CMEPTi a0 SABIISIIN 3arpo3y TSl KUTTS TOCHIKYBAHOTO (Cy0’€KTa JOCIIHKEHHS)
Ta CTaNuCs y KJIIHIYHOMY BUIpOoOyBaHHI B YkpaiHi. [lomaTkoBa iHpopMmarlis moao
IIMX BUIQJKIB HAJAAEThCA KOMICIi 3 TIMTaHb €THUKM Ta BiJANOBIIAJILHOMY
TOCIITHUKY/TOCTITHUKY TMPOTITOM HACTyTHUX § KaJleHAApHUX JTHIB.

3. He mizuime 15 kanmeHmapHuUX AHIB 3 JaTH, KOJM 1€ CTajlo WOMY BIJIOMO,
CIOHCOpP  TOBIOMJIIE  KOMICIF0O 3 THTaHb €TUKH Ta  BIJANOBIAAIBHOTO
nociaHuKa/mocaiaauka mpo Bei iHmn Bunaaku [THCIIP, sxi cranucs y KiIiHIYHOMY
BUIIPOOYBaHHI B YKpaiHi.

4. Bei v I[THCIIP, saxi cramuca He B YKpaiHi Ta sIKI MOXYTh BIUIMHYTH Ha
Oes3reKky mociipKyBaHUX (Cy0’€KTIB JOCHITKEHHS), CIOHCOP HAJa€ J0 KOMIcii 3
MUTaHb €TUKU Ta BIAMOBIIAJEHOMY JOCIIIHUKY/TOCTIIHUKY Y BUTJIS1 IEP1OAUIHOTO
nepeniky. Y pasl NpoBEICHHS KJIIHIYHOTO BUMNPOOYBaHHS «3aCiIIUICHOTO JU3alHY»
Il MEepeNiKu MOBUHHI HAJAABATHCS y «PO3CIIIJICHOMY» YU «3aCIIIUICHOMY» BUIJISAL
JUISL KOMICIi 3 TUTaHb €TUKHM Ta Y «3aCIIIIJICHOMY» BHIJISII — JJISI BIAMOBIAAIBHOTO
nociiaHuka/nocmianuka. llepiognunicte HaganHs crioHcopoM mnepenikis TTHCIIP
00yMOBJIeHa OCOOJMBOCTSAMHU KJIIHIYHOTO BHUIIPOOYBaHHS Ta 0OCSITOM OTPHUMaHUX
crioHcopoM noBigomieHs mipo Bunaaku [THCIIP, ane ve piame 1 pa3y Ha miBpoky. L1
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nepesiku MOBUHHI CYMPOBOKYBATUCS CTHUCIOIO 1H(OPMAIIED IIOAO BHUSBIECHOTO
pod a0 0e3neKH A0CIIIKYBaHOTO JIIKAPCHKOTO 3ac0o0y .

5. CnoHcop 30epirae DOKyMEHTAII0 MPO BCl MOOIYHI SBHINA, MPO SIKI HOMY
[IOBIJIOMJISIFOTH BIAMOBIAAIbHI JOCIIAHUKH/ JOCTITHUKH.

3. IloBinomJieHHs, siki Hafxae cnoHcop a0 LlenTpy

1. Hapanus cioncopom o Lentpy nosigomiuens npo [THCIIP, siki cranucs mifg
yac KIIHIYHOTO BHUIPOOYBaHHS, 3aTBEP/KEHOr0 B YKpaiHi (3BITHUI mepion),
MMOYMHAETHCS 3 JaTH OINMyOJiKyBaHHS Ha odimiitHomy caiti MO3 Vkpainu pimeHHs
IpO TPOBEJCHHS KIIHIYHOTO BHUIPOOYBAaHHS Ta 3aBEPUIYETHCA 13 3aKIHYCHHSIM
KJIIHIYHOTO BUIMPOOYBaHHS B YKpaiHi. SIKiIo jaHl npo JiKyBaHHS, INpU3HAUYCHE
JAOCTIIKyBaHOMY (Cy0’€KTY JTOCHIHKEHHSI) Y «CIINOMY» KIIHIYHOMY BUIIPOOYBaHHI,
OyJu pO3KpHTI, TO CIIOHCOP Hajae 1o iHpopMmalito y noBigomieHHi npo [THCIIP.

[ToBimomnenns po ITHCIIP nmomaroteest 10 LlenTpy Ha Oyab-sikomy HOCIT abo
Ha JICKTPOHHY anpecy LleHTpy, nifiCHy Ha MOMEHT 3BiTYBaHHSI.

2. CnoHcop HeralHO, aje He Mi3HIIIEe HIX MPOTATOM 7 KaleHAApHUX [HIB 3
JaTd, KOJW Iie crajgo Womy Bigomo, mnosimomise Llentp mpo Bci ITTHCIIP, sxi
NpU3BEIN 7O CMEpPTi abo SBISUIM 3arpo3y Ui KHUTTA JOCIKyBaHOro (cy0’ekTa
JOCTIKEHHS) Ta CTANKCS Y KIIHIYHOMY BUIPOOYBaHHI, 3aTBEPIKEHOMY B YKpaiHi.
HonatkoBa iH(opMallis IIOJ0 IbOrO0 BHUMNAAKY HajaeTrbes LleHTpy mnpoTtsirom
HACTYIMHUX 8 KaJeHIapHHUX JHIB BiJ AATH MEPIIOrO MOBIJOMIIEHHS MPO Iei BUMAJI0K
ITHCIIP, naganoro cnoncopom 1o LleHtpy.

Bumorn no cknamaHHS MOBIIOMJICHHS TPO MiJA03pIOBaHI HemepembdadyBaHi
cepiio3Hi MoOIYHI peakilii, HaBeAeHO B A0JaTKy 16 10 nporo Ilopsaxy.

3. He mizuime 15 kaneHmapHux IHIB 3 JaTH, KOJH 1€ CTAJI0 WOMY BIJIOMO,
crioncop moBimomiisie llentp mpo Bci iHmN I[THCIIP, sxi ctamucs y KIIHIYHOMY
BUIIPOOYBaHHI 3aTBEPKEHOMY B YKpaiHi.

CrnoHcop MIXKHApPOJAHUX 0araTOlEHTPOBUX KIIHIYHUX BUIPOOYBaHb 3a y4acTIO
HioHalMeHIIe ofHieT 3 Kpain €Bpornelicbkoro Coro3y B €NeKTPOHHIN (hopmi Takox
Hanae iHdopMmaniro npo Bunaaku [THCIIP no eBpomeiickkoi 0a3u gaHUX MOOIYHUX
peaxuiit «EudraVigilancey.

[amy iHdopMmartiro 3 6e3neku JOCHiIKYBaHOTO JIIKapChKOro 3aco0y, sika craja
BiomMa crnoHcopy (moBimomienHs npo Bumagku [IHCIIP, mo cnocrepiramucs B
MeXax IHIIUX KIIHIYHUX BUIPOOYyBaHb, SKI MPOBOAMWTHL JAaHUW CIIOHCOP UM 1HIIUI
CITIOHCOD 3 IIUM CaMHUM JOCJIJIPKYBaHUM JIIKApCHKUM 3aCO000M), HE MOTPIOHO HAJJaBaTH

no Llentpy.
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VY pasi BUKOpHCTaHHS B KJIIHIYHOMY BUIPOOYBaHHI 3apeeCTPOBAHOTO B YKpaiHi
JiKapchbKoro 3aco0y, iHdopmMaris mpo MmoOIuHI peakilii HaJAaeThCs BIAMOBITHO 0
[Topsnky 3aiiicHeHHs (papMaKOHATIISTY.

4. Tlpu mpoBeneHHI JTOBrOCTPOKOBHX KITIHIYHUX BHIPOOYBaHb CIIOHCOpP Hajaae
no LlenTpy mepiognuHuii 3BIT 3 O€3MEKH JIKAPCHKUX 3aco0iB, 10 Mepe0yBaloTh Y
cTanii po3poOKu, HE piAlIe OJHOTO pa3y Ha pIK 1 He Mmi3HiImEe HDK udepe3 60
KaJICHIApHUX  JIHIB MICJS OCTaHHBOI JaTH BKJIIOYCHHS JaHUX Yy 3BIT (7aTta
OMoKyBaHHS JaHUX). BUMOrM 40 CTPYKTypH OHOBIIOBAaHOTO 3BITYy 3 Oe3neku
JOCJTIIPKYBAHOTO JIIKAPCHKOTO 3aco0y, 110 nepedyBae y cTafii po3poOKH HaBEJICHO B
nonatky 17 mo mporo Ilopsaky. Haganns cnorcopom mo LleHTpy 3BiTy 3 Oesmeku
JIKapChbKUX 3aco0iB, M0 NepeOyBaroTh y CTaAil po3poOKH, y MarnepoBOMY BHUTJISAL
3MIACHIOETBCST  Oe3mocepenHbo 10 LleHTpy, y eNeKTpOHHOMY BWIJISAI — Ha
eJIeKTpOHHY aapecy LlenTpy, nilficHy Ha MOMEHT MOJaHHSA 3BITY.

[Ipy miaroToBil 3BITY CIOHCOP Ma€ 3BEPHYTH yBary Ha Takl ITyHKTH:
3aJIEKHICTh TOOIYHOI peakiii Big 03U JOCIIKYBAaHOTO JIKApChKOTO 3aco0y,
TPUBAJIOCTI  JIIKYBaHHS;  BIJHOBJEHHS  CTaHy  JOCHIKyBaHOTO  (CcyO’ekTa
JAOCTIKEHHS) Mic/A BIIMIHM YM THMYacOBOTO NPUIMHEHHS JIKyBaHHS; JOKa3H
MOMEepPEAHbOI TOKCUYHOCTI AOCTIIKYBAHOTO JIIKapChKOTO 3ac00y AJIs JOCTIIKYBaHUX
(cy0’ekTiB  AOCHIDKEHHS);  MiJBUIIEHA  4YacToTa  BHUMOAAKIB  TOKCHYHOCTI
JOCIIIKYBAHOTO JIIKAPCHKOTO 3ac00y; Mepeao3yBaHHs TOCHIHKYBAHOTO JIIKAPCHKOTO
3aco0y 1 MOTO HACHIJIKH, MOJajblle JIIKYBaHHS, B3a€MOJIis JIIKAPCHKUX 3acO0IB Ta
1HII TOB'S3aHI 3 IUM PU3UKHU; crerudiuHi 3MiHM O€3MeKH CTOCOBHO OCOOJIMBOT
MOMYJIAIIT JOCHIKyBAaHUX (Cy0’ €KTIB AOCTIIKEeHHS) (0COOM JIITHHOTO BIKY, IITH,
HII TPYIY PU3MKY); MO3UTHUBHI YA HETATHWBHI JIaH1 3aCTOCYBaHHS Y BariTHUX Ta IIi
yac TOMYyBaHHs TPYIIIO; 3JIOBXUBAHHS MPUHOMOM JOCIIKYBAHOTO JIKApCHKOTO
3aco0y (3a HAsABHOCTI); PHW3UKH, BUHUKHEHHs SIKUX TIOB'S3aHe 3 JOCIIAHUMHU Ta
OIarHOCTHYHUMH  TIPOLIEypaMH; PHU3UKH, IO MOXYTh OYyTH TOB's3aHi 3
HEJIOCTAaTHBOIO SIKICTIO JOCIIKYBAHOTO JIIKAPCHKOTO 3aco0y; MaHi 3 Oe3leKu Ta
e(EeKTUBHOCTI JIOCTIKYBAHOTO JIIKQPChKOrO 3aco0y, OTpUMaHl 3 HEKIIHIYHUX
JOCTIIKEHb.

[Ipu oOrpyHTOBaHIM Mi03p1 MIOAO0 MIABUINCHHS PU3UKY JUISI JOCTIIKYBAaHUX
(cy0’extiB mocmimkenns) LleHTp mMoxke 3000B’s3aTH CIIOHCOpA HAABATH 3BIT MO0
Oe3neKu JIKapChkuxX 3aco0iB a0o JeTanbHy i1HGOpMaIliio moAo npodiao Oe3reku
JOCIIIDKYBaHUX JIIKAPCHKUX 3aco0iB yacTimie ( Hampukiad, OJUH pa3 B KBapTal

TOIIIO).

5. V pasi npoBefeHHS ACKUIBKOX KIIHIYHUX BUIMPOOYBaHb 3 THUM CaMHM
JAOCTDKYBaHUM JIIKapChKUM 3aco00M CIIOHCOp MOXKe HaaaBatu A0 LleHtpy
y3arajlbHeHHU# 3BIT 1070 0e3neku. Pa3oM 31 3BITOM CHOHCOP y CYNPOBITHOMY JIUCTI
3a3Hayvae Mepesik yciX KIIHIYHUX BUNPOOyBaHb, IO MPOBOAATHCA B YKpaiHi abo 3a
y4acTI0 YKpaiHu, SKUX CTOCY€EThCS TaHUH 3BIT.
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Ctpok ¢opMyBaHHS Ta HaJaHHSA MEPIOJUYHOTO 3BITY B I[bOMY BHIIAJKYy
MOYMHAETHCS 3 JaTW OTPUMAaHHS CIIOHCOPOM TIEPIIOrO J03BOJYy HAa MPOBEACHHS
KJIIHIYHOTO BUIIPOOYBAaHHS 3 IIUM JOCHIIKYBAaHUM JIIKApPChKUM 3aCO00M B Oyb-sIKiit
KpaiHi cBiTY (MD>KHApO/IHA JaTa TIOYaTKy PO3POOKH).

4. PeecTpauisi Ta aHAJIi3 NOBiAOMJIEHb NPO MiI03PIOBaHi HenepeadavyBaHi
cepiio3Hi moOiuHi peakuii [leHTpom.

1. Lentp peectpye Bci Bumaaku [THCIIP, mo cTocyroThCs yCiX KIIHIYHUX
BUMPOOYBaHb, 110 MPOBOAATHCS B YKpaiHi, sSKI CTaAIM HOMY BiJIOMI, Ta MPOBOJIUTH iX
aHami3.

2. llenTp nNpoBOAWUTH aHaNI3 KOPUCTH/PU3UK KIIHIYHUX BUIPOOYBaHb, IO
npoBOAATHCS B Ykpaini. [lpu mimo3pl Ha miABHILEHHS PU3UKY JUIS JOCITIIKYBaHUX
(cy0’extiB gocaimkenHs) LleHTp Ta komicis 3 NMUTaHb €TUKA MOXE 3allUTaTH Y
CIIOHCOpa JOJATKOBY 1HGOpPMAIII0 IOJ0 OE3MEeKH I11JI03PIOBAHOr0 JIIKAPCHKOTO
3aco0y, sika Mae OyTH HaJaHa MPOTITOM 7 KaJeHAAPHUX HIB 3 JTHA OTPUMAHHS
3aInTYy.

SIKI10 CIIOHCOP MPOTITOM IIBOTO CTPOKY HE Hajae Takoi iHpopmariii abo jiucra 3
OOTpYHTYBaHHSIM CTPOKIB, HEOOXITHUX JUIs 11 MIAroTOBKU, LIeHTp MoOke NMpUUHITH
pIIICHHS PO TUMYacoBe a00 MOBHE 3YMWHEHHS AAHOTO KIIHIYHOTO BUMPOOYBaHHS,
PO 110 TUCHMOBO MOBIIOMJISIE CITIOHCOPA Ta AOCIITHUKIB.

XIII. ITpoBeneHHs1 KJIIHIYHOTO AyAUTY KJIIHIYHOT0 BUNIPOOYBAHHS JIKAPCHKOI0
3aco0y

1. Lentp MoOXxe MNPOBOIUTH KIIHIYHI ayAUTH KIIHIYHUX BUIIPOOYBaHb
JIKapChKUX 3acO0iB Ta CHCTEMHI KJIIHIYHI ayJAWTH 3 METOIO MEPEeBIPKU Oprasizarii
MPOBEJICHHS KIIHIYHUX BUMPOOYBaHb. KIiHIUYHUN ayIUT IPOBOAUTHCS 0€3KOIITOBHO.

[TinroroBKa Ta MPOBEACHHS CHUCTEMHOTO KIIHIYHOTO ayJuTy 3IIHCHIOETHCS
BIJIMOBIHO JI0 I[bOT'O PO3JILITY.

IIpu mpoBeneHH1 KiiHIYHOTO ayauTy lLleHTpom mepeBipill MiAJAralTh:
JTOKYMEHTH, 3alliCy, NPHUMINICHHS, YCTaTKyBaHHS Ta oOJagHaHHS, CHCTeMa
3a0e3neyeHHs IKOCTI Ta 1HII PecypcH, K1 MOKYTh 30epiraTucst Ha MarnepoBUX HOCIS
/ B eneKTpOHHOMY BUIIIsAI Ta 3Haxonutuch y JIII3, Komicisx 3 muTaHb €TUKH,
naboparopisix (y ToMy uucial (papMakOKiHETUYHHMX), B ogicax crmoHcopa Ta/abo
KOHTPAKTHO1 JOCHIIHMIILKOI opraHizamii abo B IHIIMX MICHAX, M0 MAarTh
BIJTHOIIEHHS 10 KJIIHIYHOTO BUMIPOOYBAHHSI TOCIIPKYBaHOTO JIKapCHKOTO 3ac00y.
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2. HloxBapTaJbHUW IUJIaH TPOBENCHHS KIIHIYHUX ayAWTIB Ta iX 3arajbpHi
pe3yIbTaTH OTPUIIIOIHIOIOTECS Ha odiliiHomMy caiiTi LleHTpy 3 ToTpUMaHHSAM BHMOT
110,10 KOHP1AeHIIMHOCTI 1H(OopMaIllii Ta MEPCOHAIBHUX JTAHHX.

CucteMHUH KIIIHIYHUH ayJUT MOXXE IPOBOAUTUCH JIMIIE CTOCOBHO THX
KIIHIYHUX BUIMPOOYyBaHb, sKI OynM 3a3HaueHl i1 UBOTO KIIHIYHOTO ayIuTy Y
[IOKBapTaIbHOMY IIaH1 MPOBEACHHS KIIIHIYHUX ayUTIB.

3. Kniniyauii ayaut BUNpoOyBaHHS TMOYMHAETHCS HE paHilme HDK uepe3 14
KaJICHIApPHUX JHIB IiCJIsA HAJCUJIAHHS MHUCHMOBOTO IOMEPEIHBOTO MOBIJOMIICHHS Ta
y3rOKEHHSI 13 3aiBHUKOM KIIIHIYHOTO BHUIIPOOYBaHHS Ta 3 BIJNOBIAAIBHUM
JOCTITHUKOM/TOCIIITHUKOM TOYaTKy HOTO MPOBEICHHS.

VY pasi skmo LlenTp mae 00'€KTHMBHI MiJCTaBU MPUITYCKATH, IO BUKIAACHI B
3asBi KB / 3asBi CII ymM0oBM He BUKOHYIOThCS, ab0 sikmo LleHTp mae y cBoemy
PO3MOPSIKEHH] JaHi, 1[0 CTaBJIATh IiJI CYMHIB O€3IeKy J0CHIIIKyBaHUX (Cy0’€KTIB
JOCTIIKEHHs1) a00 HAayKOBY OOIPYHTOBAHICTh KJIIHIYHOTO BUNPOOyBaHHS, abo JaHi,
K1 CBiUaTh mpo danbcudikailito, MOXKINBE CKOPOUYEHHSI TEPMIHY MiIX HaJaHHSIM
MONEPEAHHOTO TOBIIOMJICHHS Ta MPOBEICHHSAM KIIHIYHOTO ayJIuTy KIIHIYHOTO
BUIIPOOYBaHHS.

4. KniHIYHUNA ayAuT KIIHIYHOTO BUNPOOyBaHHS 3M1HCHIOTH ¢axiiui Llentpy,
SK1 BOJIOJIFOTh 3HAHHSMHU Ta MAlOTh JIOCBiM 3 MHUTAaHb OpraHizamii Ta MPOBEACHHS
KJIIHIYHUX BUIIPOOYBaHb 1 HE OEPYTh yUyacTi B iX MPOBEACHHI, a TAKOXK HE 3aJIeKaTh
BiJl CHOHCOpA Ta JOCIITHUKIB.

5. 3a motrpebu 10 ydacTi B MPOBEJAEHHI KJIIHIYHOIO ayJUTy KJIIHIYHOTO
BUINIPOOYBaHHS MOXYTh 3alydarucs iHm ¢axiBui (BIAMOBIIHO 10 OCOOJMBOCTEM
IIPOTOKOJIY JOCJIIPKEHHS Ta METU KJIIIHIYHOTO ayAUTy KJIIHIYHOTO BUITPOOYBAaHHS).

6. Ocobu, sAKi TPOBOAATH KIIHIYHUN ayAWUT KIIHIYHOTO BHUIPOOYBaHHS,
30epiraloTh KOH(QIAEHIIMHICT, 1HQOpMAIlli, SKY OJEPXKYIOTh IIiJI dYac HOro
MIPOBEJCHHS, BIATIOBITHO TO BUMOT 3aKOHOJaBCTBA.

7. Ilpu mpoBeAeHH! KJIIHIYHOTO ayJauTy KIIHIYHOTO BHUIIPOOYBaHHS B MICIIi
MPOBEJCHHS BUMPOOYBaHHS 00OB'I3KOBOI0 YMOBOIO € MPUCYTHICTH BIAIOBIAAIBHOTO
JOCTITHUKA/ mociaHuka (a0 ocobu, sika BUKOHYE HMoro (PyHKIIii), a TaKOK MOXKYTh
OyTH NPUCYTHI MPEACTAaBHUKH CIIOHCOPA.

8. [1ix yac mpoBeAeHHS KITHIYHOTO ayJIUTy MOXKYTh OyTH BHUCJIOBJICHI KPUTHYHI,
CyTT€eB1 200 HECYTTEBI 3ayBaKCHHSI.

1) Jlo KpUTHYHHUX HAJIEKaTh 3ayBaXCHHS Yy pa3i BHUABJICHHS IOPYIICHB, IO
HEraTHBHO BIUIMBAIOTh Ha IpaBa, Oe3meKy abo 30poB's JOCTIIKyBaHUX (CyO’ €KTiB
TOCIIDKEHHS1) Ta/ab0 BIUIMBAIOTh Ha SIKICTh Ta IUIICHICTh JaHUX KIITHIYHOTO
nocimimkeHHss. KpuTudHi 3ayBaKeHHS CTOCYIOTHCS: HEBIAMOBITHOCTI JIaHUX,
danbcudikarli JTaHUX, BIICYTHOCTI NEPBUHHUX MEAMYHUX JOKYMEHTIB Ta YMCEIbHUX
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CYTTEBUX 3ayBakeHb. KpUTHUHI 3ayBa)KeHHsI € MIiJCTaBOIO ISl TUMYAcoBOi abo
MOBHOI 3YIUHKW KJIIHIYHOTO BHUIPOOyBaHHS abo okpeMux #oro etamiB. Ilpo
NpUWHATE pINICHHS Ta MPO TMiACTaBH WIOAO THMYAcoBOi ab0 TMOBHOI 3YNMUHKU
KIIHIYHOTO  BUNpoOyBaHHs LleHTp mNUCBPMOBO  MOBiIOMIILE  3asBHUKA  Ta
BIJIMOBIAQIBHOTO JOCTIAHUKA, SKHH TIOBIJIOMJISE KOMICIKO 3 THUTaHb E€THUKHU IIPO
pE3yNbTaTu KIIHIYHOTO ayUTYy.

2) JIo cyTT€BHX HAJIEKATh 3ayBaKCHHS 1100 BUSBJICHHS HEJIOMIKIB, SIKI MOXYTh
HEraTWBHO BIUIMHYTH Ha TpaBa, Oe3MeKy Ta 3I0pOB'S JOCTIIKYBaHHX (CyO’ €KTiB
JOCTIDKEHHS) Ta/ab0 MOXXYTh BIUIMHYTH Ha SIKICTh 1 ITUJTICHICTh JaHUX KJIIHIYHOTO
nociipkeHHsl. CyTTeB1 HEOJIIKM BKJIIOYAOTh y ceOe BIAXWUJIEHHS BiJ MPOTOKOITY
KIIHIYHOTO BHUIPOOYBaHHS Ta/ab0 4YHCENbHI HECYTTeBl 3ayBakeHHA. CyTTeBi
HEIOMIKK MOTPeOyIOTh BYACHOTO iX BHIIPABJICHHS y BCTAHOBJIEHI 3a pe3yjbTaTaMu
KJIIHIYHOTO ayAUTy CTPOKH 3 HaTaHHSIM MTUCHMOBOTO MOBITOMJICHHS TIPO iX YCYHEHHS

no Llentpy.

3) Jlo HecyTTeBUX HajeXaThb 3ayBa)XKCHHS IIOJ0 BUSBICHHS HEIOJIKIB, SKI HE
BIUIMBAIOTh Ha MpaBa, 0€3MeKy Ta 3J0pOB'st JOCIIKYBaHUX (CyO’€KTIB JOCIIKEHHS)
Ta/a00 HE MOXKYTh BIUTMHYTH Ha SKICTh Ta IUTICHICTh JAHUX KIIIHIYHOTO JOCIIIKEHHS
1 MaroTh OyTH BUIPABICHI Ta BpaXxOBaHI B MOaJIbIIii POOOTI.

9. 3a pe3yapTaramMu KIIHIYHOTO AayJUTy KIIHIYHOTO BHUIPOOYBaHHS
CKJIaJIAlOThCA 3BIT Ta aKT, KU MIATBEPUKYE (PaKT MPOBEICHHS KIHIYHOTO ayJIUTY,
JIe 3a3HAYa0ThCS BUCJIOBJIEHI IT1J1 Yac KJIIHIYHOTO ayJIUTY 3ayBaK€HHs (32 HasIBHOCT1)
Ta BCTAHOBIIIOIOTHCSI CTPOKU YCYHEHHSI BUSIBJICHUX MOPYIIEHb (HEOIIKIB). AKT, KUl
MiATBEpKYye (aKT TPOBEACHHS KIIHIYHOTO ayauTy, LleHTp Hajacuiae 3asiBHUKY
Ta/ab0 BIANOBIAATLHOMY JOCHIJHUKY KIIHIYHOTO BHMNpPOOyBaHHS B TepMiH 10 30
KaJICeHJAApHUX JHIB TICJIsS TOBHOTO 3aBEpPLICHHS KIIHIYHOTO ayAUTy KIIHIYHOTO
BUMPOOYBaHHS.

10. V pa3i BUSBICHHMX I/ Yac MPOBEACHHS KIIHIYHOTO ayJauTy KIIHIYHOTO
BUNMPOOYBAHHsS HEOJIKIB, sIKI HE BHMAararoTh TUMYAacOBOi ab0 IMOBHOI 3YyNMUHKH
KJIIHIYHOTO BUMPOOYBaHHS, BIAMNOBIAAIBHOMY JIOCITITHHUKY/TOCTIAHUKY Ta/a0o
CIIOHCOPY HEOOX1AHO iX yCyHYTH y BcTaHOBieHHH IleHTpom cTpok. IHdopmariiro
0JI0 YCYHEHHSI HEOJIIKIB BIAMOBIAANBHUN JOCIITHUK/ TOCTITHUK Ta/ab0 3asBHUK
Hajacunae a0 Llentpy.

S0 BUSIBJICHI HEOMIKU HE Oy yCyHeH (KpiM 3 MOBaXHHUX MPHUYMH Ta Yepe3
He3aJIe)KHI OOCTaBMHHU) y 3a3HAa4eHHUN CTPOK, LIeHTp MoXke MOBHICTIO 3YNMUHUTH
MIPOBEJICHHSI KJIIHIYHOT'O BUITPOOYBaHHSI.

XIV. TumuacoBe a00 MoBHe 3yNIMHEHHSI KJIIHIYHOI0 BUNIPOOYBAHHSA
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1. Kniniune BumpoOyBaHHS MOXe OyTH THUMYacoBO a00 MOBHICTIO 3yNHUHEHE
crioHcopoM, LleHTpom, BIAMOBITAIBHUM JOCIITHUKOM/IOCTITHUKOM a00 KOMICIEIO 3
NUTaHb €TUKU (0e3mocepeIHh0 Y KOHKpeTHOMY MIIB).

2. CrioHCOp MOKe TUMYAcOBO a00 MOBHICTIO 3yTUHUTH KJI1HIYHE BUIIPOOYBaHHS,
PO IO BiH CIIOBIIMIAE BiAMOBIMATBHUX TOCTITHUKIB/ mocaiaaukiB, JII13, komiciro(-i) 3
MUTaHb €TUKU Ta L{eHTp.

[Ipn TuMyacoBOMYy 3yNHMHEHHI 3a pIMIEHHSM CIOHCOpa BIANOBIAANBHUMN
JOCJTITHUK/ TOCTITHUK TIPUIIMHSIE HAO1p HOBUX MAlll€EHTIB/3J0pPOBHUX JTOOPOBOJIBIIIB, a
Ti, IO BXKE 3aJIy4eHl y KJIIHIYHE BUIIPOOYBaHHS, NMEPEXOATh Yy a3y KOHTPOIIO 3a
iXHIM CTAaHOM Ta TOMAJBIIOTO CIIOCTEPEKEHHS 1 y pas3l HEOOXiMHOCTI — HaJdaHHS
CTaHIapTHOI MeAaudHoi momomoru. CHOHCOp TOBWMHEH HAIaTH I1HCTPYKINi MO0
MOJAJIBIIIOTO 3aCTOCYBaHHS JOCIIHPKYBAaHOTO JIKAPCHKOTO 3aco0y Cy0’ ekTammu
nocaikeHHss. CrioHCOop 000B’SI3KOBO MPOTATOM 15 KaleHJapHUX AHIB 3 MOMEHTY
3YNUHEHHS TIOBIIOMJIIE KOMICIFO 3 TUTaHb eTWku Ta LleHTp mnpo mnpuynHH
THMYACOBOTO 3yNMHHEHHS, CTPOK, HA SIKUA NPU3YNUHEHO KIIHIYHE BUIPOOYBaHHS,
3aX0JIM, SIKUX TUIAHYETHCS BXKUTH JJISl YCYHEHHSI MPUYMH THUMYACOBOTO 3YIMUHEHHSI
TOCIIKEHHS, 3aX0/H, KX BXXHUTO IJis 3a0€3MeuUeHHs 3aXHUCTy MpaB, Oe3meKku Ta
Oyaromomydust JOCTIHKyBaHUX (Cy0’ €KTIB gociimpkerHs ). [licns ycyHeHHs mpuynH, 3
SKUX KJIIHIYHE BUMPOOYBaHHS 0yJI0O TAMYACOBO 3yNUHEHE, Ta iHGOPMYyBaHHS KOMICIi
3 NMUTaHb €TUKU Ta L[eHTpy CIOHCOpP MOXE€ TOHOBHTH MPOBEACHHS KIIHIYHOTO
BUMPOOYBaHHS.

3. BignoBiganbHuil TOCIITHUK/JOCTIIHUK Ma€ TUMYACOBO 3YMUHUTH KIIIHIYHE
BUNPOOYBaHHS a00 OKpeMi MOro eTarnu y pasi HiJBUIICHHS PU3UKY JJIA 3I0pPOB's ab0
KUTTS JTOCTIIKYBaHUX (CyO’€KTIB MOCHIKEHHS) Ta OMIMIIHO MOBIIOMUTH TPO TIE
crioHcopa, LleHTp Ta KoMiciro 3 MUTaHb €THUKH.

4. IlenTp MOK€ TUMYACOBO 3yMUHUTH KJIIHIYHE BUMIPOOYBaHHs ab0 OKpemi HOoro
etamu abo 3a mnoromkeHHsM 3 MO3 VkpaiHu 30BCIM 3yNUHUTH KIIHIYHE
BUMPOOYBAHHSI, SKIIO € 00 €KTUBHI TMIJACTaBUM BBa)kKaTH, 110 BUKJIAJIEHI B 3asBi
KB/3asBi CII ymoBM HE BUKOHYIOTHCS, a00 SKIO € AaHi, IO CTAaBJIATH ITiJl CYMHIB
0e3neKy AochiKyBaHUX (CyO0’€KTIB JOCIHIKEHHS) a00 HAyKOBY OOIPYHTOBaHICTh
KIJIIHIYHOTO BUTMIPOOyBaHHA, ab0 maHi, Mo cBig4aTh mpo (danmscudikaiiro. [Ipo cBoe
pIIICHHA Ta PO MPUYMUHU HOTo NpUiHATTA LlenTp noBimomiisie cioncopa (IopuanyHa
abo  ¢izmuna  ocoba  3a  JOpPYyYEHHSM  CIIOHCOpa),  BIAMOBITATBHUX
nocaiaHukiB/nocniaaukie ta JIII3 ta ompunroanioe Horo Ha odimiiHOMy BeOcailTi

Lentpy.

5. Kowmicist 3 muTaHb €TUKH MOXE TUMYACOBO 3YITMHUTH KJIIHIYHE BUMTPOOYBaHHS
abo0 okpemi Horo eramd abo 30BCIM 3YNMUHUTH KiIiHIYHE BUnpoOyBanHs B JIII3
(ckacyBaTW/MPU3YNUHUTHA JIaHE paHillle CXBaJCHHS/TIO3UTUBHE pILIEHHS), Yy pasi
MOPYIIEHHs  MpaB, Oe3mekw, Ojaromojgy4ds  JOCHiKyBaHOro  (cy0’ekra
JTOCIIDKCHHS), €TUYHUX Ta MOpPajJbHO-NIPABOBUX AaCIIEKTIB y MpOIeci MpOBEACHHS
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KJIIHIYHOTO BUOPOOYBAaHHA B JIIKYBaJbHO-MPO(DUIAKTUYHOMY 3aKiaji, Ta SKIO €
00’€KTUBHI JaHi, 10 cBimuarth npo ¢anbscudikamito. [Ipo cBoe pimieHHs Ta Mpo
npuuuHU Horo npuiHATTA Komicis 3 TNWUTaHh €TUKUA TOBIJOMIISE CIIOHCOPA
(ropuauuna abo ¢izmuHa ocoba 3a JOPYYCHHSM CIIOHCOpPA), BIAMOBIAAIBHOTO
nociiaHuka/nocniauukis, JII3 Ta Lentp.

6. BigHOBNIEHHS MPOBENEHHS KIIHIYHOTO BUNPOOYBaHHS, 110 OyJIO TUMYAacOBO
3YINHHEHO, MOKJIMBE y pa3i MOBHOTO YCYHEHHS NMPUYMH, 1110 0OYMOBUJIM TUMYACOBE
3ynuHEHHs, Ta iHGopMmyBaHHS mpo 1e LleHTpy Ta komicii 3 MUTaHb €THUKU IS
OPUAHATTA HUMH BiJIMOBIIHOTO pIlIEHHS, MPO IO MHUCHBMOBO TOBIIOMIISIIOTH
3asBHUKA KJIIHIYHOTO BUMPOOYBaHHS.

7. Y pasi MOBHOrO 3YNMUHEHHS KJIHIYHOTO BUIPOOYBAaHHS HOTO BITHOBJICHHS
MOXKJIUBE 3a HASBHOCTI TOBTOPHOTO mTO3UTHBHOTO pimenHs MO3 VYkpainu Ta
MMOBTOPHOTO TIOTOKEHHS KOMICI€IO(-IM1) 3 TIUTaHb €TUKWA TPH BIAMOBITHOMY(-HX)
JIT3.

I'enepanbHuii AMpPEKTOP
®apMaleBTHYHOIO TUPEKTOPATY O. Komapina
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3ATBEP/IXKEHO

Hakaz  MiHicTepcTBa  OXOpOHU
310pOB’s YKpaiHH

Bix 23 BepecHsa 2009 poky Ne 690

(y pemakuii Hakazy MiHicTepcTBa
OXOPOHHU 3/I0POB’s1 YKpaiHu

BiJI poky Ne )

TUITOBE ITOJIOXKEHHSA
MPO KOMICii 3 NUTaHb €THKH

I. 3arajpHi moJ10KeHHS

1. lle TumoBe moyIOXKEHHA PO3POOJIEHO BIAMOBIAHO 1O crateil 7, 8 3akoHy
VYkpainu «IIpo mikapceki 3acobu», 3akony Ykpainu «IIpo OcHOBHM 3aKOHOJIaBCTBa
VYkpainu npo 0XOpoHY 370poB’s» 3 ypaxyBaHHsAM Bumor Jupextusu 2001/20/€C
€pomneiickkoro Ilapnamenty ta Pagu €C Big 04 kBitHsa 2001 poky (i3 3MiHammu)
«ITpo HaOMMKEHHS 3aKOHIB, IMIJ3aKOHHUX aKTIB Ta aAMIHICTPATUBHUX IOJOXECHb
JIEp’KaB-4JIeHIB CTOCOBHO 3alMpOBAKCHHS HAJIEKHOI KIIHIYHOT TPAKTHUKUA TIPH
MIPOBEJICHHI KJIIIHIYHUX BUIIPOOYBaHb JIIKAPCHKUX 3aCO01B JJIsI BYKMBAHHS JIFOIMHOIO
1 gesikux mosioxkeHb Permamenty (€C) Ne 536/2014 €Bporneiicbkoro mapjiaMeHTy Ta
Pagu €C Big 16 xBiTHA 2014 poky MmOAO0 KIIHIYHUX BHUMNPOOYBaHb JIKAPCHKUX
3aco0iB 11 JroauHM, 10 ckacoBye JlupektuBy 2001/20/€C Ta MixHapOIHUX
E€TUYHUX PEKOMEHIAIN MI0/I0 MOCHTIKEHb, MOB’ SA3aHUX 31 3I0pPOB’SM, 33 Y4acTIO
J0JIeH, 110 po3pobiieHi Pamoro MikKHApOAHMX OpraHizaliid MEAMYHUX HAyK CIJIBHO
31 BcecBiTHROWO opranizaiiieto oxoponu 310poB’st (CIOMS), mpunnumniB Hamexuoi
kiiaigHo1 npaktuku (ICH GCP), MibKHApOAHUX €TUYHHX TPHUHIUIIB OlOMEIMIHUX
JOCIIKEHb 13 3AITyYEHHSIM JIFOJUHU Ta €TUYHOTO KOJEKCY JIKaps.



48

2. Ile TunoBe MOJIOKEHHS BCTAHOBIIFOE OCHOBHI BHMOTH JO OIIHKHM €THYHHX 1
MOPaJIHLHO-TIPABOBUX ACIIEKTIB KJIIHIYHUX BUIPOOYBaHb, sIKI MOXKYTh ITPOBOJIUTHCH 32
y4acTIO JIOCTIKYBaHOTO (CyO’€KTa IOCHIDKEHHS), Ta 3IIMCHEHHS Harjasaay 3a
3a0e3MeyeHHsIM MpaB, Oe3meku, Ojaromojyddst JOCHIKYBaHOro (cy0’ekTa
JTOCIIDKEHHS) MiJ 4Yac ydyacTi y KJIIHIYHUX BHUIPOOYBAHHSAX JIIKAPCHKUX 3ac001B
KOMICISIMU 3 TUTaHb €TUKH MPH JIKYBaIbHO-NPO(PIIAKTUYHUX 3aKIa1aX.

3. Kowmicis 3 nmuTaHb €TUKU OPH JIIKYBaJbHO-TTPOPIIAKTUYHOMY 3aKjasl (Jam —
JIEK) — wHesanexxHuid oOpradH, IO CTBOPIOETHCA 1 Jl€ TpPH  JKYBaJIbHO-
npodIIaKTUIHOMY 3aKjiajii, A€ MPOBOASATHCS KIIHIYHI BUIPOOYBaHHS, O CKJIAay
SIKOTO BXOJATh MEAUYHI HAyKOBI1 (DaxiBIll Ta MPEICTABHUKH 1HIINX CIEHI1AIbHOCTEH 1
KU BIANOBiNae 3a 3a0e3MeuyeHHs MpaB, Oe3neku 1 Omaromonydus cyO’ €KTiB
BUMPOOYBAaHHS B MEXKaX CBO€I KOMIICTEHIII Ta HE3aJekKHO BIJl KEPIBHUIITBA
JIKYyBaJdbHO-MPO(QIIAKTUYHOTO 3aKjiaay; 3a HaJaHHS CYCIUIbCTBY BIANOBIIHUX
rapaHTiii, y TOMYy YHCJI HUIAXOM PO3MIAAY W CXBaJIeHHS/yXBaJeHHS MO3UTHBHOTO
pIIEHHS]  MIOJ0  MPOTOKOJY  BHUMPOOYyBaHHS,  BIAMOBIAHOCTI  JIOCHITHUKIB,
MaTepiaTbHO-TEXHIYHOTO 3a0€3MEUYCHHs] MEIUYHOTO 3aKjaay, a TaKoX METOMdIB 1
3aco0iB OTpUMaHHS BiJl CyO’€KkTiB BUIpoOOyBaHHs iH(OpMOBaHOi 3roau Ta ii
JOKYMEHTAIBHOTO 0(hOPMIICHHS.

4. JIEK moromxyrTh NpOBEACHHS KIIHIYHUX BUMPOOYBaHb JIKapChKUX 3aCO0IB
B VYKpaiHi 3a MicueM iXHbOI MISUTBHOCTI Ta 3/IHCHIOIOTH MOHITOPUHT MIOJ0
JOTPUMAHHS E€THYHHUX Ta MOPAIBHO-TIPABOBUX AaCIMEKTIB MPOBEICHHS KIIHIYHUX
BUMPOOYBaHb Y JIKYBAIHHO-MPODUIAKTUYHUX 3aKJIagax.

II. IIpaBa ta 060B’s13xku JIEK

1. OcroBuumu 0008’ s13xkamu JIEK €:

1) 3axuct mpaB, Oe3neku Ta Osaromodaydds AOCHIIKyBaHOro (cy0’ekTa
JOCTIIKEHHS ), 3JTy4eHUX 10 KIIHIYHUX BUMPOOYBaHb JIKaApChKUX 3aCO0IB.

2) 3axucT npaB Ta IHTEPECIB BIAMOBIATBHUX JOCH1THUKIB/JOCITITHUKIB.

3) 3abe3neyeHHS AOTPUMAHHA ETHMYHHX Ta MOPAJIbHO-IPABOBHX IPHUHIIMIIIB
MPOBECHHS KIIHIYHUX BUIPOOYBaHb y JIKYyBaIbHO-IPOPIIAKTUIHOMY 3aKIall.

2. JIEK 3piiicHIOE OIIIHKY €THYHUX Ta MOPAJbHO-IIPABOBHX ACIEKTIB KITHIYHUX
BUNIPOOYBaHb, y TOMY YHCII TpOLUEAYp 3aJIy4eHHS MaIl€HTIB/30pOBUX
TOOpPOBOJIBIIIB 70 BUIMPOOYBaHHA Ta oOJepkaHHS Big HUX (iXHIX 3aKOHHHUX
MPECTaBHUKIB/OMM3BKUX POJIUUIB/ APYTOTO 3 MOJAPYKS ) 1IHPOPMOBAHOT 3TOH.

Oco6muBa yBara JIEK mpuaiinserscs 3ajlydeHHIO 0 KIIHIYHUX BHIPOOYBaHb
MaJIOJITHIX Ta HEMOBHOMITHIX OCI0, HEIl€3MaTHUX OC10, MAIIEHTIB y KPUTHUYHOMY 1
HEBIJIKJIAIHOMY CTaHaX.

JIEK nmoBuHHA ITIEpEKOHATUCH, 110:
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BIJIMOBIIATbHUHN JTOCITITHUK/OCITITHUK(-1)/CIIIBPOOITHUKH, SIKI O€pyTh y4acTh y
BUMPOOYBaHHI, HE YNHWJIM TUCKY Ha Cy0'€KTIB BUIIPOOYBaHHS;

MaIi€HTY/3I0POBOMY JOOPOBOJIBIIO a00 3aKOHHOMY TPE/ICTABHUKY/OIN3HKOMY
poaudy/IpyroMy 3 MOAPYX K HaJIaHO BUYEPIHY 1H(OPMAIIiIO PO CyTh, 3HAYUMICTb,
3HAYEHHS 1 PU3MK KIIHIYHOTO BHUMPOOYBaHHS, Y SKOMY BOHU O€pyTh ydacTh, Ta
JOCTaTHIO KUIBKICTh Yacy JUIsl MPUMHATTSA PIMICHHS HIOJ0 YYacTl y KIIHIYHOMY
BUNPOOYBaHHI;

NalieHT/310pOBUN  1OOpPOBOJEIb, WOr0 3aKOHHUW MPEICTaBHUK/APYTUU 3
MOAPYXKs/OMU3bKUN POJUY OJIEp’KaB BUYEPIHI BIAMOBIAI HAa BCl MUTaHHS IOJ0
KJIIHIYHOT'O BUIIPOOYBaHHS;

0coOM, Ha y4acThb y KIIHIYHUX BUIPOOYBAHHSX SIKUX OOOB'S3KOBO MOTpiOHA
3rojla IiXHbOTO 3aKOHHOTO TMpEACTaBHHKA, MOIH(POPMOBaHI B MeEXax iXHBOTO
PO3YMIHHS TPO KIIHIYHE BHUIPOOYBaHHS, Ta B3SATO JI0 yBaru iXHe Oa)KaHHsS YU
HeOaKaHHS y4acTl B 3alIPOMIOHOBAHOMY KIIIHIYHOMY BUIPOOYBaHHI.

3. Pimenns JIEK odopmitoeTses mporokosom 3acizanHs. [Iporokon JIEK
BKJIIOYA€ yCI MUTAHHS, PO3MVIAHYTI Ha 3aciaHHi, a BuUtar 3 mporokoiy 3acigaHHS
MICTUTh 1H(GOpPMAILII0 CTOCOBHO KOHKPETHOI'O KIIIHIYHOTO BHUIIPOOYBaHHS Ta
MNPUMHSTOTO PIIEHHS 1100 HBOTO:

MOBHY Ha3By Ta 1ICHTUQIKAIII0 MPOTOKOJY KJIIHIYHOTO BUIIPOOYyBaHHS Ta/abo
MOTIPABOK /10 HBOTO;

Nepeik po3rISTHYTUX JTOKYMEHTIB 3 iX ieHTU(]IKaIII€TO;

Ipi3BUIIE, 1M s, IO 0aTbKOBI 0cOOM a00 HaMEHYBaHHS OpraHi3allii, 110 Hajasaa
Matepiaiay KIIHIYHOTO BUIPOOYBaHHS HA PO3TIIS;

Miciie(-s1) TPOBEJAEHHS KIIHIYHOTO BHUIPOOYyBaHHS Ta Tipi3Bule(-a), 1M A
(imeHa), 110 6aTHKOBI BIIITOBITAIBHOTO(-MX ) JOCTITHUKA/ TOCITITHUKA(-1B);

pILIEHHsI TIPO MOTOKEHHSI a00 BMOTHUBOBAHY BiJIMOBY y MPOBEJACHH] KITHIYHOTO
BUIIPOOYBaHHs a00 MOMPaBOK A0 HHOTO;

JaTy IPUWHATTS PIlICHHS;
pexkomenanii ta 3ayBaxxeHHs JIEK (3a motpebn);

cnucok uneHiB JIEK (mpizBume iM’s mo 06aThKoBi), IO Opainu ydacTb y
3aciflaHHI Ta r0JIOCYBaHHI;

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

4. JIEK KOHTpOJIOIOTh MOIH(OOPMOBAHICTh JOCHIIXKYyBaHOTO (Cy0’eKTa
JOCTIKEHHS) TIPO CyTh, 3HAYCHHSI 1 PU3HMKU JJISl HHOTO Y 3B’SI3Ky 3 HOTO Y4acTiO y
KJIIHIYHOMY BUIPOOYBaHHI.
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5. JIEK nepeBipstoTh yCci METOAH 1HPOPMYBaHHS Ta 3aIy4€HHS JOCI1IKYBaHOTO
(cy0’ekTa MOCHIIKEHHS]) 10 KJIIHIYHMX BHUIOPOOYBaHb JIIKAPCHKUX 3aco0iB Yy
JKYBaJbHO-NIPO(PIIAKTUUHOMY 3aKjaji Ta HaJAalTh 1H(OpPMAIIiO 100 BHUSBICHHUX
nopyuens 10 Llentpy.

6. JIEK 30epiratoTb JOKYMEHTHM Ha TMalepoOBHX HOCISX, IO CTOCYIOThHCS
MPOBEJCHHS KIIHIYHOTO BHUIPOOYBaHHS, IO 3aBEpIICHHS HOro y CBiTi, a MOTIM
nepearoTh B apXiBHE MPUMIIIEHHS JIIKYBaJIbHO-TPO(DIIAKTUYHOTO 3aKIady /1€ BOHU
30epiraloTbCcs MPOTSATOM IT'ATH POKIB, 1 Haga€ iX HAa BUMOTY PETYJIATOPHOTO(-HX)
YIOBHOBXKEHOTO(-1X) OpraHy(-iB) BIAMOBITHO O YHHHOT'O 3aKOHO/IaBCTBA Y KpaiHHU.

3aumenas gokymeHtiB  JIEK micns  3akiHueHHs TepMmiHy 30epiraHHsS
B1J10yBa€ThCS BIJIMOBIAHO JI0 YUHHOTO 3aKOHOaBCTRA.

7. JIEK nagatots Ha odiuiiiHi 3anutu komito [TonoxkeHHs, a Takox 1H(OpMAaIiio
1010 CKJIaJy Ta CTaHIAPTHUX OMEPaIliifHUX MPOLEaYD.

8. JIEK maroTh npasno:

1) 3anuTyBath y BIANOBIJAIBHOTO JIOCIITHUKA/JOCTIAHUKA BIAMOBIAHO [0
JIeJIETOBaHUX TMOBHOBAXXEHb JOJATKOBI MaTepiajii 100 KJIIHIYHOTO BUIIPOOYBaHHS
(3a moTpedn).

2) 3amuTyBaTH y BIANOBIIAJIBHOTO JIOCTIAHUKA/JOCHIIHUKA BIAMOBIAHO 0O
JIeJIETOBAHUX TOBHOBAXKEHb 1H(OpMAII0 TPO BCl JOMOBHEHHS Ta 3MiHM, IO
BHOCSITBCA J0 MarepiajiB KJIIHIYHOTO BUIPOOYBaHHS, BIIXWJICHHS Ta YCKJIQJHCHHS,
KOH(IIKTHI CHTYyarlli, MOB'A3aHl 3 MOPYIIEHHAM TMpaB, Oe€3MeKu, OJaromnoxyyds
nocimimKyBaHoro (cy0’ekTa JOCHIDKEHHS), €THYHHUX Ta MOPAJTbHO-TIPABOBUX
aCIieKTIB y Tpolleci MPOBEJACHHS KIIHIYHOTO BUINPOOYBaHHS B JIIKYyBaJbHO-
npoUIaKTUYHOMY 3aKJIalil.

3) OTpumyBaTH 3BITH PO CTaH MPOBEJAEHHS KITHIYHOTO BUITPOOYBaHHS.

4) TumyacoBo a00 MOBHICTIO 3YMUHATH KJIIHIYHE BUIIPOOYBAHHS JIIKAPCHKOTO
3aco0y B JIIKYBaJbHO-TIPO(IIAKTUYHOMY 3aKJiaJil a00 MoJAaBaTH MUChMOBI MPOIO3UITT
1o LleHTpy mpo MOXJIHMBICTh PO3IIISY MUTAHHS HIOJ0 THUMYAacOBOTO ab0 MOBHOTO
3YNMUHEHHS KJIIHIYHOrO BHUMIPOOYBaHHS JiKapchKoro 3aco0y B YkpaiHi y pa3si
NOpyIIeHHsT  MpaB, Oe3mekd, Oiaromonydus  JOCHIKyBaHOTO  (cyO’exTa
JOCTIKEHHS), €TUYHUX Ta MOPAJIbHO-IPABOBUX AaCIEKTIB y MPOLECl MPOBEIACHHS
KJIIIHIYHOTO BHUIPOOYBaHHSA B JIIKYBaJbHO-NPO(PIIAKTUUHOMY 3aKkjiafi, Ta SKIO €
00’ €KTHUBHI JaHi, O CBIAYATH MPO (anbCcudiKarlito.

3 mi€i xx npuunau JIEK Moke 3BepHYTHCH MHUCBMOBO 10 croHcopa (y pasi
HEOOX1THOCTI).
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5) bpatu y4actb y mpoBeaeHHI KOH(EpPEHLINH, CUMIO31yMiB, CEMIHAPIB, MIKLI
CTOCOBHO €THMYHHUX Ta MOPAIbHO-IIPABOBUX AaCHEKTIB MPOBEACHHS KIIHIYHUX
BUNPOOYBaHb.

6) Po3pobnsatu Ta mogaBatu no Llentpy tTa MO3 VYkpainu mpomo3uilii 1o/10
yaockoHaneHHs aisbHoCTi JIEK.

III. Cxanag Ta mopsinok poooru JIEK

1. Mo cxnany JIEK BxoauTh He MeHIIE I’ATU 0ci0 (y TOMy YHUCII HE MEHIE
OJIHi€T 0cOOM, OCHOBHA cdepa IHTEpeciB SAKOI HE € MEIUYHOI0 abo HAyKOBOO, HE
MEHIIIe OJAHI€T ocoOu, 1o He € criBpoOiTHUKOM JIII3, ne mpoBOAMTBCS KIIIHIYHE
BUIIPOOYBaHHS).

JIEK moBMHHI BKJIIOYATH JIOCTATHIO KIJBKICTh 0Ci0, IIIO BOJIOJIFOTH HEOOXITHUM
CyMapHHUM JOCBIZIOM 1 KBamidiKari€ewo s 3MIMCHEHHS HArjasgy 3a JOTPUMAaHHSIM
npaB, Oe3neKu, 0Jaromnoayyqus I0CTiHKyBaHUX (Cy0’ €KTIB JOCTIKEHHS ), ETUYHUX Ta
MOpaJbHO-IIPABOBUX MPUHIUIIB y MPOLIECI MPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS.

Jo cknany JIEK MaroTh BXOAUTH 1 YOJIOBIKH, 1 XKIHKH.

2. Ilepconanbuuit ckian uineHiB JIEK npu ii cTBOpeHH1 3aTBEepKye KEPIBHUK
JIKYyBaJbHO-NPO(DIIAKTUYHOTO 3akinamy. Pimenns mpo 3miny ckmany JIEK
npuiiMaeTbes Ha 3acinanHl JIEK BIZKpUTHM TONOCYBaHHSIM MPOCTOIO OLIBIIICTIO
r'0JIOCIB MPUCYTHIX.

3. JIEK ououmroe I'osoBa.

['onoBa, #oro 3acTymHMK Ta BIJIOBIIAJbHUN CEKpeTap OOUpaIOThCS Ha
NEepIIoMY 3aciJJaHHI BIIKPUTHM TOJOCYBAaHHSM MPOCTOO OUIBIIICTIO TOJIOCIB.

3a moTpebu 3MiHA TOJIOBM, WOTO 3aCTyIMHHKA Ta BIAMOBIIAIBHOTO CEKpeTaps
B1I0YBa€ThCS HA 3acCiflaHHI BIJKPUTUM TOJIOCYBaHHSIM IPOCTOIO OUIBIIICTIO TOJIOCIB
HPUCYTHIX.

4. JIEK nitoTe BIAMOBIIHO 1O 3aKOHONABCTBA, [l0IOKEHHS Ta CTaHIAPTHHUX
oTepaliifHuX MPOIEITyp, IO 3aTBEPKYI0ThCs Ha 3acigandi JIEK.
5. CranpapTHi oneparitiini npouenypu JIEK BkItouaroTh:

nopsiIoK BUu3HaueHHs ckiany JIEK;

MOPSAJIOK TUTaHyBaHHS Ta MPOBEACHHA 3aciianb, iHGopmyBanHs wieHiB JIEK mpo
3aciZlaHHs, BUMOTH JI0 KBOPYMY;

MOPSZIOK  MOHITOPUHTY OO 3a0e3MedeHHs 3aXUcTy MpaB, Oe3MeKw,
Oyaromosyydsi JOCHKyBaHUX (CyO0’€KTIB JTOCHIIKEHHS), €TUYHUX Ta MOpPaJIbHO-
MPABOBHUX AacCMEKTIB y MpoLecl MPOBEJACHHS KIIHIYHOTO BHUMPOOYBaHHS B JaHOMY
JKYBaJbHO-TIPOPIIaKTUUHOMY 3aKJIa/Il;
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nopsAa0K MOXHBOI B3aemoxii 3 JIEK.

6. @opmorw pobotu JIEK € 3acimanna. 3acimaHHs NPOBOJATHCS 3
MEePIOIUYHICTIO, IO BU3HAYAETHCS CTAHAAPTHOIO ONIEPAIIIITHOIO TIPOIIEYPOIO.

7. 3aciiaHHs € TMPaBOYMHHUM, SKIIO HAa HbOMY IPHUCYTHI OUIBIIE MOJOBUHU
yneniB JIEK.

8. Pimenns JIEK nmpuitmaeTbest BIIKPUTUM TOJIOCYBAHHSM MPOCTOIO OLIBIIICTIO
rojiociB wieHiB JIEK, npucyTtHix Ha 3acimanui. [lpu piBHIN KIIBKOCTI TOJIOCIB TOJIOC
["os0BHU € BUpilIATbLHUM.

Unenn JIEK, ski moBioMWIM TpO KOH(MIIKT IHTEPECIB B MOPSAIKY,
nepea0aueHoMy 3aKOHOJJABCTBOM, HE OEPYTh y4acTi y pO3TJIs/il Ta FOJIOCYBaHHI.

Pimennss JIEK odopmisieTbess MPOTOKOJIOM, SKWUW MIANUCYIOTh ['ojoBa Ta
BIJIMOBIIAJILHUM CEKpeTap.

9. Oprani3zaiiitHo-TeXHIYHE Ta MaTepialibHe 3a0e3nedyeHHs aisuibHoCTi JIEK Ta ii
YJIEHIB 31HCHIOETHCS JIKYyBaJIbHO-MPOPUIAKTUUHUM 3aKJIaZloM, IPHU SKOMY BOHA
CTBOpPEHA Ta i€, 3 ypaXyBaHHSAM OCOOJMBOCTEH ii MISUIBHOCTI Ta BIAMOBIAHO [0
YUHHOI'0 3aKOHOJABCTBA.

I'enepanbHuii AMpEKTOP
dapMaleBTHYHOIO TUPEKTOPATY O. Komapina
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HEPEJIIK

Honartoxk 1

1o [Mopsaky nmpoBeneHHs KITIHIYHUX
BHITPOOYBAHb JIIKAPCHKUX 3aC00iB
Ta EKCIIEPTU3U MaTepiaiiB KIIHIYHHX

BUNIPOOyBaHb

(ab3am apyrwuii, mynkry 10, po3airy I11)

OCHOBHHX IOKYMEHTIB KJIIHiYHOr0 BUIIPOOyBaHHS, fAKi 30epirarorbes y JIII3 Ta micui mpoBenenns
BHUIIPOOYBAHHS Ta y CIIOHCOPA

Ha3Ba noxymenra

3BEPITAETHCS B APXIBI (®AJI)

nmociimauka/JITT3 CITOHCOpA
1. JIo moyaTKy KJIiHIYHOT0 JOCTiIKEeHHSA
Opolrypa AOoCTiAHNKA X X
MiANMCaHUN CTIOHCOPOM Ta AOCIIiTHUKOM ITPOTOKOJI X X
KJIIHIYHOTO BUNPOOYBaHHS ¥ TIOMPABKH JI0 HHOTO (SKITIO
Taxi €)
3pa30K iHAMBIAyanbHOI peecTpauiiHoi GopmMu X X
MaTepiaiy, 110 HaJaloThCs TOCTIKYBaHOMY (Cy0’eKTy
TTOCITIJIKEHHS);
dhopma iHPOPMOBaHOI 3roau (BKIIOUAIOYN HEOOX1THI X X
TepEeKIIaan)
1HIIIa MUChMOBA iH(GOPMAITiS IS TOCIiPKYBAHOTO X X
(cy0’exTa TOCHIKEHHS);
OTOJIOIICHHS TIPo HAOip JOCTIHKYBaHHUX (SKIITO X
BUKOPHCTOBYIOTHCS)
iHpopMaLis moa0 (piHAHCOBUX MUTAHB KITIHIYHOTO X X
BHITPOOYBaHHS
JOTOBIp CTpaxyBaHHS (cepTUdIKAT IO TOTOBOPY) X X
(xomis ceprudikara g0 (morogip
JOTOBOPY CTpaxyBaHHS) CTpaxyBaHHs)
i ITUCAHUIN JIOTOBIP Mi>K CTOPOHAMH:
nocigaukomM/JITI3 1 cioHcopoM X X
JIII3, cioncopoM (KOHTpaKTHA TOCIITHATIEKA OpTaHi3allis X X
3a JOpYYEHHSIM CIIOHCOPa) Ta HaAyKOBO-JOCIiTHOIO
YCTaHOBOIO a00 3aKJIaJIOM BHIIOi OCBITH
nocaiaaukoM/JIT13 1 KOHTPAKTHOO AOCI IHUIIBKOIO X X
oprasizai€ero (six1II0 TOTPIOHO)
CIOHCOPOM Ta KOHTPAKTHOIO TOCHIIHUIBKOIO X
oprasizaiieio
JaTOBaHe 1 JOKYMEHTAIBHO 0(hopMIIeHE TTOTOKEHHS X X

KOMIicii 3 TUTaHb €THUKW MaTepialliB KIIIHIIHOTO
BunpoOyBanHs (BUTSAT 3 mpoTOKOTY 3acifaHHA)
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JTOKYMEHT 00 CKIaAy KOMicii 3 TUTaHb CTHKH

X
(sK1I10 TIOTPIOHO)

BucHoBok LlenTpy momo npoBeaeHHs KIIiHIYHOTO
BunpoOysanHs / Pimenns MO3 Ykpainu

X

npodeciiini apTobiorpadii qocaiaaukie CV ta/abo i
JTIOKYMEHTH, IO I ITBEPDKYIOTH IXHIO KBaTi(hiKaIliio

X

HOpMaJIbHI 3HAYeHHS /TPaHHLi HOPM ISt
KIIIHIYHMX/Ta00paTOPHUX/ IHCTPYMEHTAJIbHUX TECTiB/
TOCITIIKEHB, TIepe0adeHNuX MPOTOKOJIOM KITIHITHOTO
BUNPOOYBaHHS

KJIiHIYH1/1abopaTopHi/ IHCTpPYMEHTAaIbHI
TECTH/MOCIIJHKCHHS: cepTudikaiis abo akpenuTaris, abo
BHYTPIIIHI# 1/a00 30BHINTHIN KOHTPOJH STKOCTI
nabopaTopHOro 00JIaAHAHHS, 1HIIT MeTOIU BepHrdikamii

3pa30K eTHKETKH Ha YITAKOBI[ JOCTI[KYBAHOTO
JIIKapChKOT0 3ac00y

THCTPYKIIiST TIIOZI0 TTOBOKECHHS 3 TOCIIKyBaHUM
JKapChKUM 3acO000M Ta HEOOXiTHUMHU BUTPATHUMU
MaTepianamu (SIKIIO HE BKJIIOYEHA JI0 IPOTOKOITY
KJIIHIYHOTO BUNIPOOYBaHHS a00 OPOITYpH JTOCTITHHUKA)

JOKYMEHTAIIiS TIO0 ITOCTavYaHHs JOCIIKYBaHOTO
JKapChKOro 3aco0y Ta HEOOXiTHUX BUTPATHUX MaTepiasiB

ceptudikar cepii T0CHiKyBaHOTO JIKaPCHKOT0 3ac00y

MPOLEAYPa PO3KPHUTTS PaHAOMI3ANIHHOTO KOy TIPH
MIPOBEICHHI KITIHIYHOTO BUIPOOYBAHHS «CITIITHM
METOAOM

paHIoMi3aIliiHII CITUCOK

3BIT MOHITOpA MO MOMEPEaHIl Bi3UT

=

3BIT MOHITOpA PO TOYATKOBUH (CTAPTOBHU) BI3HUT

2. ITix yac mpoBeeHHs KJIiHIYHOI0 T0CTiIKEHHS 101aI0ThCS:

HOBI PEHAKITii:

OpoIIypH JTOCITITHUKA,;

MPOTOKOJTY KIHIYHOTO BUIIPOOYBAaHHS Ta MOMPABOK 10
HBOTO (SIKIIO TaKi €);

1HAMBIAYyaIbHOI peecTpauiiHoi popMu;

(hopmu iHPOPMOBAHOT 3roAM Ta MUCEMOBOI iH(OpMAITiT AJIs
MAIEHTIB (3I0POBUX JO0OPOBOJIBIIIRB);

OTOJIOIICHB PO Habip AOCTIIKYBaHUX (SIKITIO
BUKOPHCTOBYIOTHCS)

JIATOBaHE 1 IOKyMEHTAIBHO 0()OPMIICHE TTOTO[KCHHS
KOMicii 3 TuTaHb eTUKH (BUTAT 3 IpOTOKOITY 3acigaHH:):
MTOTIPABKH(-0K) IO TIPOTOKOJY KIIHITHOTO BUIIPOOYBAHHS;
HOBOI(-uX) penakuii(-i):

dhopmu iHPOPMOBAHOT 3r0IM Ta MICHMOBOI iH(GOpPMAITiT AT
MAIEHTIB (3M0POBUX JOOPOBOJIBIIIRB);

OTOJIOIIEHB PO HAOIP AOCHTIKYBaHUX (SKIIO
BUKOPHUCTOBYIOTHCS);

pe3yIAbTaTIB MEPIOTUIHOTO MEPETIIATY TOKyMEHTAITIT 3
KIIIHIYHOT'O BUIPOOYBaHHS
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Pimrerrst MO3 Ykpainu o0 CyTTEBUX ITOIIPABOK 10 X X

MPOTOKOJTY KIIHIYHOTO BUIIPOOYBaHHS

3MiHH HOPMAJIBHUX 3HAYEHB/TPAHHIIb HOPM JITIS X X

KIIIHIYHUX/Ta00paTOPHUX/IHCTPYMEHTATBHIX

TECTIB/IOCIIIKEHB, Tepe0adeHIX MPOTOKOIOM

KIJIIHIYHOTO JTOCIi IKCHHS

npodeciiini aBrobiorpagii nocuignuka CV X X

HOBOTO BiJINOBIJIAILHOTO JIOCHITHUKA / JOCIiAHUKA /

CHIBIOCITITHUKA

3MiHH B IIpoLeypax KIiHIYHUX/TabopaTopHux/ X X

IHCTpYMEHTAIBHUX TECTiB/ HOCITiIKeHb: cepThdikamis abo

akpemuTariisi, abo BHyTpIITHIH 1/a00 30BHINIHIH KOHTPOIH

SIKOCTI, 1HIII METOAM BepHrbiKarii

JIOKYMEHTAIIisI II0JI0 TOCTaYaHHs JOCTIKYBaHOTO X X

JIKapChKOTO 3ac00Y 1 MOTPIOHUX BUTPATHUX MaTepiajiB

ceptu(ikaTh HOBUX CEpiil TOCIIIKyBAHOTO JTIKAPCHKOIO X

3aco0y

3BITH MOHITODIB X

iH(OopMaAIlis TIIOJ0 TIEPETOBOPIB/IUCTYBaHHS, IO MOB'sI3aH1 X X

3 KJIIHIYHUM BHITPOOYBaHHSIM

nignucani GopMu iHPOPMOBAHOT 3rou X

MIePBUHHI METUYIHI TOKYMEHTH X

3aloBHEHI, JaTOBaHI Ta MiANICAaHI 1HANBI yaIbHI X X

peecTpalliiiai GopMu AOCHTIIKYBaHUX (xortis) (opurinan)

peecTparlis BUIIPaBJICHb B IHANBILYyaJbHUX PEECTpaliiHuX X X

dhopmax (xoris) (opurinai)

MTOB1IOMJICHHS AOCIITHUKIB, 10 Ha/IaHi CTIOHCOPY, TIPO X X

cepiio3Hi MOOIYHI SBUIIA T BiAMOBIIHI 3BITH

MOBiTOMJICHHS PO cepiio3Hi HenepeadadyBaHi MoOiUH1 X X

peakiii, siki Hagae crioHcop a0 LlenTpy

MIPOMIXKHI a00 pivyHi 3BITH MPO CTaH KIIIHITHOTO X X

BUNpoOyBaHHs, 10 HagaroThes LIeHTpy Ta KoMicii 3 (sx1o moTpiOHO)

MUTaHb CTUKH

MTOB1IOMJICHHS, 110 HAJa€ CIIOHCOP AOCIHITHUKY PO HOBY X X

iHpOpMaITito 3 OE3MeKH TOCTiHKYBAHOTO 3ac00y

KYpHaJ CKPUHIHTY JOCHIDKYBaHHX X X
(sIK1I10 TIOTPIOHO)

CITUCOK 1AeHTU(IKAMTHNX KOIB JOCIIHKYBaHIX X

JKypHAJI peecTpariii 3a1ydeHuX 10 BUIPOOyBaHb X

JIOCTT DKy BaHUX

00JIIK JTOCITIKYBaHOTO JIKapChKOIro 3aco0y y Micti X X

MPOBEJICHHSI KIIIHIYHOTO BUIIPOOYBaHHS

JIUCT 3pa3KiB MiMUCIB BiAMTOBITATHHOTO X X

JOCTITHUKA/ mociAHuKa(-1B)/criiBaocmiaHuKa(-1B) Ta

PO3MOiTY IX TTOBHOBa)KCHB

KypHaII 00Ky 3pa3KiB 0i0JIOTIYHUX PiUH/TKaHVH, X X
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3QIAIIEHUX Ha 30epeKeHHS (SIKIIO0 BUKOPHCTOBYETHCS)

3. Ilicsis 3aBeplIeHHs KJIiHIYHOTO JOCTiAKeHHS 10AaI0ThCSI:

00JTiK JJOCIIHKYBaHOTO JIKapChbKOTro 3aco0y y micui X X
MPOBENEHHSI KJIIHIYHOTO BUIIPOOYBaHHS
aKT IOJI0 3HUIIEHHS HEBUKOPUCTAHOTO JOCIIKYBaHOTO X X
JIIKapChKOTO 3ac00y (Y pasi AKII0 3HHAIIEHO Y
MICIIi IPOBEICHHS
KJIIHIYHOTO
BHUITPOOYBaHHS)
MiICYMKOBUH CITUCOK 1ACHTH(IKAMIHIX KOIIB X
JOCTIKYyBaHUX (CyO’€KTIB JOCIIKCHHS)
JIOKYMEHT, [0 TMATBEPIKYE (DaKT ay TUTOPCHKOL X
TIepEeBipKHA (SKIIIO €)
3BIT MOHITOpPA PO 3aKIIFOYHUN BI3UT X
iH(hOopMaIlis PO MPU3HAYEHE JIIKYBAHHS 1 PO3KPUTTS KOJIB X
3BIT NP0 KJIiHIYHE BUMIPOOYBaHHS X X

(sIK1I10 TIOTPIOHO)
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Honatok 2
1o [opsiaky mpoBeieHHs KITIHIYHIX
BHITPOOYBaHb JIIKAPCHKUX 3aC00iB
Ta EKCIEePTU3U MaTepiaiiB KIIHIYHIX
BUNIPOOYBaHb
(myHKT 6, TT1aBH 2, po3airy IV)
BUMOI'H
no ingopmoBaHnoi 3roam*
(mucrMOBOI Ta yCHOI 1H(OpMaIlii, 1110 HaTa€ThCS MAIEHTY/310POBOMY TOOPOBOJIBITIO 200
3aKOHHOMY IPEJICTABHUKY/APYTOMY 3 TIOAPYOKs/ONMU3BKOMY POIUYY )

®dopma iHpopMoBaHOi 3roau (iHbopMaris IS MarieHTa/310poBOro T0O0pOBOJIBI Ta Ghopma
iH(hOpMOBaHOI 3ron) — MOKYMEHT, 3a JOMIOMOTOI O3HAMOMIICHHS, PO3’SICHEHHS, MiJIMUCAHHS 1
JaTyBaHHS KOT0 oopMisieThest iHPopMOBaHa 3roja.

Y muceMOBi Ta ycHii iH(OpMaIii, M0 HATAETHCS MAMIEHTY/30POBOMY JOOPOBOIBIIO 200
3aKOHHOMY TPEJACTaBHUKY/OMM3bKOMY POIUYY/IPYroMy 3 TOAPYXOKS, 3a3HAYAEThCS 1H(POpPMAIIis
100!

JOCITITHAIIPKOTO XapaKTepy KIIHIYHOTO BUIIPOOYBAaHHS;

3aBJaHb KJIIHIYHOTO BUIIPOOYBaHHS;

JOCITIKYBAHOTO JIIKapChKOTO 3ac00y, B TOMY YHCJII CTOCOBHO BIpOT1AHOCTI MOOIYHUX peaKIlii
Ta MOXJIUBOCTI 3aJIy4€HHS J10 O/IHI€T 3 TPYI KJIIHIYHOTO BUMPOOYBaHHS;

MPOIIeAYP MPOBEICHHS KIIIHIYHOTO BUIPOOYBaHHS;

mpaB Ta 000B'S3KIB JOCIIKYBAHOTO (Cy0’€KTa TOCIIKEHHS);

HE3PYYHOCTEH IS TOCHIKYBAaHOTO (Cy0’€KTa TOCHIKEHHS ), @ TAKOXK OYIKYyBaHOT'O PU3HKY Ta
OYiKyBaHOT KOPHUCTI;

KJIIHIYHOTO BUMIPOOYBaHHS, SIKE HE Ma€ JIIKYBAJIbHOTO XapakTepy;

IHIIMX BUIB MEIUKAMEHTO3HOTO ab0 HEMEIWKaMEHTO3HOTO JIIKYBaHHsS, IO MOXYThb OyTH
MPU3HAYCHI TOCTIKYBAaHOMY (CyO’ €KTY JTOCIIIPKSHHS ),

KOMIeHcalii Ta/abo JiKyBaHHsS, Ha fAKI JOCHIDKYBaHMHA (CyO’€KT IOCHIIKEHHS) MOXKe
pO3paxoByBaTH y pa3l 3aBAaHHS IIKOAW WOTO 3J0POB'T0 TiJ Yac KIIHIYHOTO BUIPOOYBaHHS,
BKJIIOYAIOUM 1H(POpMAIIiI0 TPO JIOTOBIp CTpaxyBaHHS BiANOBIAAIBLHOCTI CIIOHCOPA/3asiBHUKA TIEpeN
TpeTiMu ocobaMu (AOCTIHKYBAaHUMU/CYO’ €KTaMU JTOCTIIKEHHS) 1010 HAHECEHHS KON IXHBOMY
KUTTIO Ta 3[0POB'I0 TiJ Yac MPOBEIEHHS KIIHIYHOTO BUIPOOYBAHHS JIKApChKOTO 3acoly i3
3a3HAYCHHSM HallMEHYBaHHS Ta MICIIE3HAaXO/DKCHHSI CTPAaxoBOl KOMIIaHii, HOMepa Ta JaTu
YKJIaJ€HHS JOTOBOpY **;

pPO3Mipy Ta YMOB BHIUIAT JOCHIDKyBaHOMY (CyO’€KTY MOCHIDKEHHS), SKIIO Taki mependadeHi
(OKpiM CTpaxoBHUX);

BHUTpAT JOCIIHKYBAaHOTO (Cy0’€KTa TOCHIKEHHS ), SKIIO TaKi OYIKYIOThCS, MOB'SA3aHUX 3 HOTO
Y4YacTio B KJIIHIYHOMY BUIIPOOYBaHHi;

IOOpPOBUIBHOT y4acTi y KIiHIYHOMY BHUIIPOOYBaHHI 1 MOKJIMBOCTI JOCIHIDKYBaHOTO (Cy0’€KTa
JTOCITIJKEHHS) BIIMOBUTHUCS BiJl Hei B OyIb-SKHiI MOMEHT O€3 MOSICHEHb, 0€3 OyIb-IKUX CaHKIIii
ab0 oOMexeHb Horo mpas;

nmpaB npeacTaBHUKIB LleHTpy, Komicii 3 TIMTaHb €THUKM Ta CIIOHCOpa CTOCOBHO
0e3nocepeTHbOTrO AOCTYIy A0 iH(popMalii y MepBUHHIA MEAUYHIA JOKYMEHTAIl JOCTIKYBaHOTO
(cy0’exTa ITOCHIIKEHHS ) IJIs IEPEBIPKHU MPOIIEAYp Ta/ad0 MaHWX KITHIYHOTO BUMIPOOYBaHHS Ta/abo
il 00poOKH, 63 MOpyIIEHHS MPHU LIbOMY aHOHIMHOCTI JOCHIIKYBaHOTO (Cy0’€KTa TOCIiIKEHHS);

CBOEYACHOCTI O3HAHOMJICHHS JTOCHIIJDKYBAHOTO (Cy0’€KTa JOCIHIKEHHs) a0 HOro 3aKOHHOTO
MpeICTaBHUKA 3 HOBOIO iH(OpMAIIi€lo, 0 MOKE BIUTMHYTH Ha Oa)kaHHS TOCIIHKYBaHOTO (Cy0’ €KTa
JOCITIJKEHHS ) TTPOJIOBKUTH y4acTh Yy KIIHIYHOMY BUIIPOOYBaHHI;
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BUKOPUCTAHHS TEPCOHANBHUX JAaHUX JOCHDKyBaHOro (Cy0’€KTa JOCHIDKCHHS) IS
MPOBEACHHS I[LOTO KJIIHIYHOTO BHUIMPOOYBaHHS BiAMOBIAHO 10 3akoHy Ykpainu «IIpo 3axuct
NEPCOHATBHUX JaHUX», a caMe: METH OOpOOKM NEepCOHAJbHMX MAaHUX, CKIAAYy Ta 3MICTY
MEPCOHAIBHUX JIaHWX, BOJIOJAUIBISI TEPCOHATBHUX JAHWUX TAIlI€HTa/3JJ0POBOTO JTOOPOBOJIBIIA,
JOCTYIy IO IEPCOHAIBHUX JAaHUX TPETIX 0cCi0;

0ci0, 10 AKX MOJYKHA 3BEPHYTHCS I OJCp’KaHHS IOAaTKOBOI iH(opmarlii mpo KIiHidHE
BUNIPOOYBaHHs 1 IpaBa JAOCHIIKYBaHOTO (Cy0’€KTa MOCTIIKEHHS), a TaKkoX (i3u4HuX Ta/abo
IOpUJIMYHUX 0Ci0, 3 SKUMH JOCTIIKYBaHHHM (CyO’€KT IOCHTI/DKEHHs) MOXKeE 3B's3aTuCi y pasi
3aBJaHHs IIKOJU HOT0 370pOB'T0 MiJ Yac KIIHIYHOTO BUIIPOOYBaHHS;

oOcTtaBuH Ta/ab0 MPUYWH, Yepe3 sIKI ydacThb JOCHIIKYBaHOTO (Cy0’€KTa ITOCIHIKEHHS) Y
KJIIHIYHOMY BUIIPOOYBaHHI MOXe OyTH MPHUITMHEHA,;

TPUBAJIOCTI YUYaCTi JOCIIHKYBaHOTO (Cy0’€KTa JOCTIHKEHHS) Y KIIIHIYHOMY BUTIPOOYBaHHI,

npUOIN3HOT KUTBKOCTI JOCTIIKYBaHUX (CyO’ €KTIB NOCTIKEHHS), II0 OpaTUMYTh Y4acTh y
KJIIHIYHOMY BUIIPOOYBaHHI.

Bimomocti mpo pmocnipkyBaHoro (Cy0’€KTa IOCHTIJDKeHHs) 30epiraroTbcs B TAEMHUIN Ta
00pOOJIAIOTECS B MEXKaxX KITHIYHOTO BUIIPOOYBAaHHS Y 3HEOCOOJICHOMY BUTJISIII.

MOXJIUBICT U AOCHIDKYBAHOTO (Cy0’€KTa JOCIHIIKEHHS) MOTOJUTHCH/BIIMOBUTUCH IIOA0
iH(OpMyBaHHS CIMEWHOTO JIiKapsi MPO HOTo y4acTh y KITHIYHOMY BHIPOOYBaHHI (3a IOTpeOn).

dopma iHPOPMOBAHOI 3roau, KpiM TOro, MOBHHHA OyTH WiAMHCAaHA IOCTITHUKOM, SKHUU
OTpUMYyBaB 1H(OpPMOBaHYy 3roay, Ta IOCTIKYBaHUM (CyO’€KTOM IOCHIDKEHHS)***, a 3a ydacri
HEeJIE3JaTHUX JOCTIKyBaHUX (CyO’€KTiB MOCHIDKCHHS), SKI HECIPOMOXHI CaMOCTIMHO JaTH
iH(opMOBaHy 3roty, — 3aKOHHUM TPEICTABHIUKOM / OJIM3BbKUM POJAMYEM/IPYTUM 3 TIOJIPYKIKS.

* B iHTepecax mociimKyBaHoro (cy0’ekTa HOCipKeHHs) iHGopMOBaHa 3rofa Mae OyTH JAOIOBHEHA 1HIIIOO
MPOTOKOJI-criequ(piuHOI0 iHPOpMAaLIi€O.

** Tndopmanis OO0 JOrOBOPY CTpaxyBaHHS Ta CTPaxoBOi KOMIaHii (HaliMeHyBaHHs, aJpeca, KOHTAKTHA
ocoba, TenedoH/pakc, €JICKTPOHHA IIOMITA TOIIO) 3alOBHIOETHCS UWICHOM JIOCTIAHHUIBKOI KOMaHIU
oe3nocepenuso B JIII3 npu mianucanxi GopMu iHGOPMOBAHOI 3r0IM MAIIEHTOM/3J0POBHM JT00POBOJIBLIEM
Ha MiJCTaBi BiANOBIAHOT iHpOpMAaIii BiJl 3aBHUKA KJIIHIYHOTO BUNIPOOYBaHHS.

**% Y pasi yuacTi y KIIHIYHOMY BHIIPoOyBaHHI MajofiTHIX (0 14 pokiB) Ta HemoBHOMITHIX (Big 14 mo 18
POKiB) 0ci0 HEOOXigHO OTpUMyBaTH 1H(GOPMOBaHY 3roay 000X OaThbkiB. MalodiTHIM Ta HEMOBHOJITHIM
oco0aM HaJaeTbCs IOCTYNHA Uil iXHBOTO PO3YMiHHS NHChMOBa Ta YCHa iHGoOpMaLis Npo KIIiHIUHE
BUIIPOOYBaHHs. HemoBHOMNITHIN TaIllieHT OCOOMCTO mmignmucye Ta narye (opmy iHpopMoOBaHOi 3roju.
Iadopmaris momo 3aTydeHHS MaJONITHIX Ta HEMMOBHOJITHIX MITEH HANpPaBIAE€THCA B JOBUTbHIA dopMi 10
OpTaHiB OMiKH Ta MKJIyBaHHS 3a MICLIEM NOCTIMHOTO MPOKUBaHHSA AUTHHH.

VY pasi 3amydyeHHs1 HEAi€34aTHUX JOCHIKYBaHUX (CyO’€KTiB AOCHIIKEHHS), SIKi HECTIPOMOXHI CaMOCTiifHO
naTty iHGOpPMOBaHY 3TOy, BIAMOBIMHO 0 crienmudiky ToCiKeHHs iHpopMoBaHa 3rojia Mae OyTH OTpUMaHa
y WOro 3aKOHHOTO IIPEICTABHHUKA/ONM3BKOTO PpOAWYA/IPYroro 3 TMOAPYAOKSI. 3a HEOOXIMHOCTI B
iH(pOpMOBaHIii 3Ol CTABUTHCS MiJIHC CBiIKa.
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Homatok 3

1o Tlopsiaky mpoBeaeHHS KIIiHITHUX
BHUIPOOYBaHb JIIKAPCHKUX 3aC00IB Ta
EKCIEepPTH3H MaTepiajiB KIIiHIYHUX
BHITPOOYBaHb

(ab3ar i’ stiTwid, myHKTY 1, po3niny V)
(mignyskt 18, myskTy 1, po3niny VII)
(migmyskT 11, myskty 4, pozainy VIII)

IIpodeciiina aBrodiorpadist qocainnuka CV”

[IpizBute, imM’s1, MO-6aTHKOBI:

Ocairta (3a3HaYUTH HA3BY 3aKJaJy BHINOI OCBITH, J1aTa OTPUMAaHHS JUTLIOMA):

CrerianpHICTB (3a3HAUTE, 32 KOO CIEIIaTbHICTIO OTPUMaHa OCBITa):

[TicnamunmomHa ocBiTa (IHTepHATypa, OpAMHATYpa, AacHipaHTypa, KypCH ITiIBHIICHHS

KkBaidikaii, TeMaTU4IHI YIOCKOHAJICHHS TOIIIO):

Kareropis (ko €, 3a3Ha4Te 3a KO CIEIIaIbHICTIO):

6. HayxkoBwuii cTymiHb Ta BU€HE 3BaHHS (SKIIIO €):

7. Micue pob6oTH Ta mocaja (3akiiaj MOBHICTIO, ITOCaja MOBHICTIO):
OCHOBHA!
32 CYMICHHIITBOM:
[IUBLIHHO-TIPABOBI JJOTOBIPHI BITHOCHHU:

8. Crax po0OTH 3a CHEIiaTbHICTIO:

9. Hayxkogi mparii, aBTOPChKi CBiI0ITBa (TIEpeTik OCHOBHUX MOHOTpadiid, craTeil, METOAMIHUX
pexoMeHaaLii 3a mpodiseM 3arIaHoBaHOTO KIIHIYHOTO BUITPOOYBaHHS, SKIIO TaKi €):

10. HasiBHICTh JOCBiy Y NMPOBEJCHHI KIIHIYHUX BHIPOOYBaHB JIIKApCHKHUX 3ac00iB (3a3HauTe
KOJIM KJIIHIYHUX BUIIPOOYBaHb, B IKUX OpajH y4acTb):

11. Slxy poOoTy BUKOHYBaB MiJ Yac KIIHIYHUX BHUIPOOYBaHb JIKAapChKUX 3aco0iB
(BiOMOBIABHUHN JOCIITHUK, CITIBJIOCTITHHK):

12. Yyactp y KoH]pepeHisx, ceMinapax, 3’ i31ax:

13. HasBricts ceprudikariB (GCP, HaBuaHHS 3a CHEMiaNbHICTIO, CeMiHAapH, KOHQepeHIi,
TEMaTUYHE yIOCKOHAJIEHHS Ta TOLIO):

14. KontakTHi naHi (MICIE3HAXO/HKEHHS Ta ajpeca Micis poOOTH, KOHTaKTHI TenedoHH, e-

mail):

e

Jlara IMignuc

*TIpodeciiina arobiorpadis rocmignuka CV 3al0BHIOETHCS JIEPKABHOK MOBOIO.
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Jomarok 4

1o Tlopsiaky mpoBeAeHHS KIIHIYHUX
BUIIPOOYBaHb JIKapPCHKHUX 3ac00iB

Ta eKCTIEPTU3U MaTepiamiB KITHIYHUX
BUIIPOOYBaHb

(mianyskT 1, myskty 1, po3ainy VII)
(mignyHkT 1, myHKTY 4, po3ainy VIII)

CYIIPOBIJIHUU JIUCT
710 3as1BU PO MPOBEICHHS KIIHIYHOTO BUIPOOYBaHHS JIKapChKOT0 3ac00y 110 0
MO3 Vkpainu:
[0 3as1BU U1 OACPKaHHS IMMOT'O/[KCHHSA KOMICil 3 TUTaHb ETUKHU oa0 MpoOBCACHHA ]

KJIIHIYHOTO BHIPOOYBaHHS JIIKAPCHKOTO 3aco0y:

(3a56HUK)

HaJIa€ Ha EKCMEPTU3Y/OIIHKY MOPAJIbHO-ETUYHHUX Ta IIPABOBUX ACITICKTIB
(Heobxione niokpecaumu)

Marepiaial KJIiHIYHOTO BUIIPOOYBaHHS 3 METOIO CKJIAJaHHsI BUCHOBKY/TIOTOPKEHHS 111010
MIPOBE/ICHHS KIIIHIYHOTO BUMPOOyBaHHA B YKpaiHi:
(HeobxiOHe niokpeciumu)

(moBHa Ha3Ba KIIIHIYHOTO BUIIPOOYBaHHS)

KopoBanuii HoMep MpOTOKOITY KIIHIYHOTO BUIPOOYBAHHS:

JlocmimxyBaHu# TiKapchKuii 3aci0 (Ha3Ba):

Cnoncop:

[Hma BaxmBa iH(OpMaIliS, SKIO0 € BIAMIYAIOTHCS OCOOJHMBOCTI KJIIHIYHOTO BHIPOOYBaHHS,
HAMPHUKIIA]] TIEpIie BBEJCHHS HOBOI J[iF0U01 pEYOBHHHU JIIOJWHI, HE3BUYAIHI TOCIIKYBaHI JTIKapChKi
npenaparv, OCOOJMBI TPYNH JOCTIDKYBAaHHX (Cy0’€KTiB IOCIIDKCHHs), HE3BUYAWHWUN TIIaH
MPOBEJICHHS KIIIHIYHOTO JOCHI/DKEHHS, YMOBHM BHIUIATH a00 KOMIICHCAIlll JOCIHiIKYBaHUM
(cy0’ekTam OCITIKEHHS) 32 YIaCTh Y KIIIHIYHOMY BUTIPOOYBaHHI.

3asgBHUK

(mpi3Buiie, imM’s, 0 0ATHKOBI (nara) (mimmmc)
(IpyxoBaHMMU JIiTEpPaMH))



61

JlomaTok 5

1o Tlopsiaky mpoBeieHHS KIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta eKCTIEPTU3U MaTepiamiB KITHIYHUX
BUIIPOOYBaHb

(miamyskT 2, myHKTY 1, po3ainy VII)
(mignyHKT 2, myHKTY 4, po3ainy VII)
(myHkTy 5, pozairy VIII)

3ASIBA
MPO NPOBeJeHHs KJIIHIYHOI0 BUNPOOYBAHHS JIKAPCHLKOT0 32c00Y / MO O1KEHHSA
KOMicii 3 NMTaHb €TUKHU I[0/I0 MPOBEJAECHHS KJIIHIYHOr0 BUIIPOOYBAHHSA
JIIKAPCHKOI0 32c00y

3ASIBA TIPO TTIPOBEJIEHH S KJITHIYHOT'O BUTTPOBYBAHHS 0
JIIKAPCBKOT'O 3ACOBY JIO MO3 YKPATHU:

3ASIBA JUTSI OMEPYKAHHS TTOTOJDKEHHST KOMICII 3 TMTAHB 0
ETUKU:

A. JIEHTUPIKAIIA KJITHIYHOI'O BUIITPOBYBAHHA

IToBHa Ha3Ba KIIIHIYHOTO BUIPOOYBAHHS:

KomoBanuii HoMep MpoOTOKOJTY KIIIHIYHOTO BUNTPOOYBaHHS (MPUBIIACHEHUH CIIOHCOPOM), BEPCis 1 1aTa:

Jlist Oyap-sKOTO TepeKyaly MPOTOKOY KIIHIYHOTO BHITpOOyBaHHS HEOOXiJHO BKa3yBaTH Ty caMmy Jary i Bepciio, IO
3a3HauCHi B OPUTIHAIEHOMY JIOKYMEHTI.

Homep EudraCT! (3a HasiBHOCTI):

HasBa a0o ckopodeHa Ha3Ba KJIIHIYHOTO BUNPOOYBAaHHS (SKIO 3aCTOCOBYETHCSI):

Homep ISRCTN? (3a HasiBHOCTI):

! EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bpomeiicbka 06a3a gaHUX KITIHIYHUX
BUIIPOOYBaHb.

2 ISRCTN (International Standard Randomised Controlled Trial Number) — MixHapogHWI CTaHTAPTHUNH HOMED
PaHIOMi30BaHOTO KOHTPOJIHOBAHOTO KIHIYHOTO BUITPOOYBaHHS.
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B. IEHTU®IKALISA CIIOHCOPA

B1. Cnoncop

HaiimenyBanns ropuanaaoi ocodbu / I1. 1. b. ¢iznunoi ocodwu:

I1 I.b. koHTaKTHOI OCOOU:

Miclie3Haxo/DKEHHS OPUINIHOT 0c00H / MicIie MpoKUBaHHS (Pi3MIHOT 0COOU:

KonTtakTHu# TenedoH:

®daxc:

AJipeca eJIeKTPOHHOT OIITH:

B2. Od¢inilinnii npeacTaBHUK CIOHCOPAa B YKpaiHi 3 MeTOI0 NMPOBeJeHHsI AAHOI0 KJIHIYHOIO
BUINIPOOYBaHHSI (SIKIIO 1€ HE CaM CTIIOHCOP)

HaiimenyBanns ropunununoi ocodu / I1. 1. b. di3ununoi ocodu:

I1. I. b. xo"TakTHOI OCOOU:

MicIie3Haxo/[KeHHsI FOPUIUIHOT 0coOm/Miciie MpoXuBaHHS (i3udHOi 0co0u:

KonTtakTHu# TenedoH:

®daxc:

Anpeca eneKTpOHHOI MOIITH:

C. [HOOPMALIA ITPO 3AAABHUKA (no3HauTe BiANOBiAHY KIITHHKY)

C1. 3aaBa 1o MO3 Ykpainu O C2. 3asgBa 0 koMmicii 3 nuTaHb | [
€THKHU
Cnoncop [
Odiniitauii mpeacTaBHUK CIIOHCOPA O
Oco6a abo oprauizaiis, 0 Cnioncop [
YIOBHOBa)KEHA CIIOHCOPOM JIISI OdoiuiliHuii TpeIcTaBHUK CIIOHCOPa 0
MOJIaHHS JJAHOI 3asiBH. Y I[bOMY Ocoba abo opranizariis, [l
BUIAJIKy BKaXITh: YHIOBHOBa)KE€HA CIIOHCOPOM JIISI
HalMEHYBAaHHS IOPUAUYHOL MIOAAHHSA AAHOI 3asBU. Y LbOMY
ocob6u / I1. I. b. ¢i3uunoi ocodu; BHITQ/IKy BKaXITh:
I1. I. b. kKoHTaKTHOI 0CcO0WH; HalMEHYBAaHHS IOPUAUYHOL
MICII€3HAXO/KEHHS FOPUIUIHOT ocobu / I1. I. b. ¢izuunoi ocobwu;
ocoOwu/miciie MpokuBaHHs (Hi3UIHOT I1. I. b. koHTaKTHOT OCOOU;
ocoou; MICII€3HAXOKEHHS FOPUTAYHOT
KOHTaKTHUH TenedoH; 0co0u/MicIie MPOKUBaHHS
daxc; ¢bi3u4HOT 0c00H;
aJIpeCy €JIEKTPOHHOI MOLITH KOHTaKTHUH TenedoH,;
bakc;
aJIpeCy €JIEKTPOHHOI MMOLITH
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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 TEPAIII /TONOMI)KHUM (HEJOCJIIIKYBAHUM)
JIKAPCHKHM 3ACIB

Y 1upoMy po3nuti HEOOXITHO Tepel IMOYAaTKOM MPOBEIACHHS MPOIEeAyp, SKI crenudiaHo
NOB’s3aHI 3 KIIHIYHUM BHUNPOOyBaHHAM (Ipoueaypu Juist 3abe3neudeHHs '"ciimoro" MeTomy
JOCITIJDKEHHS, TTaKyBaHHA Ta MAapKyBaHHS JIOCIIKYBAHOTO Tperapary, CHeliaJbHO po3po0eHi s
KJIIHIYHOTO [JOCHIJDKeHHS), HajgaTh iHpopMalilo mpo KoXHUK "Hepo3dacoBanuii mpemnapat”
HE3aJIeXKHO BiJl TOTO, YU € TAaHWH Mperapar TUM, IO JOCTIKYETHCS, Y € MPerapaToM MOpiBHIHHS. Y
po3aini E nmoBuHHa OyTH HagaHa iHopMaIlis, M0 CTOCYEThCS MIANE00 (SKIIO e BaXIUBO). SKI0
MIPU MPOBEJIEHHI KIIIHIYHOTO BUIPOOYBaHHS IIAHYETHCS 3aCTOCYBAHHS JEKITBKOX TOCHIKYBaHUX
JiKapchbKUX 3aco0iB, MperapariB MOPIBHSHHS, IpernapariB CyMyTHbOI Tepamii / JTOMOMDKHUX
(HemocipKyBaHUX) JIKAPChKUX 3aC001B BUKOPUCTOBYHTE J0JATKOBI CTOPIHKHM Ta HAJAAWTEe KOKHOMY
JOCIIKYBaHOMY JIIKapChbKOMY 3aco0y, Tpemnapary IOpIBHSHHS, INpernapary CyImyTHbOI Tepamii /
JOTIOMIXKHOMY (HEIOCTIPKYBAaHOMY) JIIKAPCHKOMY 3ac00y MOpsAKOBUM HOMep. [Hopmarliis moBuHHA
OyTH HajaHa MPO KOXHHUH JOCHIPKYBaHMU JIIKapChbKHM 3aci0; mpemapaTr MOpIBHSHHS, Mpernapar
CYyMyTHBOI Tepamii / JOTOMDKHUM (HETOCIHIKyBAaHUN) JIKAPChKHUKM 3aci0O BIAMOBITHO, SKIO BOHU €
KOMOIHOBaHMMH, HEOOXITHO HamaTH iH(QOpMaIiI TPO KOXKHY AaKTUBHY CyOcTaHIlilo (mitody
PEUOBHHY), 11O BXOJUTH JI0 iX CKIIAY.

YkaxiTh, MO 3 MEPEPaxoBaHOIO OINMHUCAHO HIDKYE, MOTIM 3a MOTPeOH MOBTOPITH 1HPOPMAIIIIO PO
KO)KHUH TMPOHYMEPOBAaHHUM MOCHIIKyBaHUN JIIKapChKUK 3aci0, sSkuil OyJe BUKOPUCTOBYBATUCH Yy
KJIIHIYHOMY JOCJIPKeHH1 (Ha1aBaiiTe MOpsIKOBI HOMEPH, MOYWHAauH 3 1):

Indopmanist BITHOCHO T0CJIIIKYBAHOI0 JIIKAPCHKOI'0 3aC00Yy 32 HOMEPOM:
Jlikapcbkuii 3aci0, o 0yae pocaigxyBaTucs O
JlikapcbKuii 3aci0, 1110 BUKOPUCTOBYEThCS SIK NPenapaTt NnopiBHAHHS (]

JlikapcbKuii 3aci0 CynyTHbOI Tepanmii / JONOMIzKHOT0 (HeI0CIi/IKyBaAHOTI0) JIKAPCHhKOI0 3aC00y

D.1. CTATYC JOCJIIIKYBAHOT O JIIKAPCBKOTI'O 3ACOBY B KJIITHIYHOMY

BUITPOBYBAHHI
D.1(a). Yu € peecTpauiiine Tak | Hi Ao «TaK», yKaKiTh Taky iHgopmaunio
NMOCBiAYEHHS HA J0C/IIKYBaHUI TOProBeJib- | HAliMEeHYBaHHS HOMep
JiKapcbKuii 3acio: Ha Ha3Ba! HOPUINYHOL peecTpauiiiHo-
ocoom / II. 1. . ro
¢izuunoi noceiguenns’
ocoom —
BJIACHUKA
peecTpaniiiHo-
ro
nocBinueHns!
* B YkpaiHi 0 0
* B iHIIN KpaiHi. SKII0 BiAMOBIIL O 0

!' s indopmarist € y KOpoTKiif XapakTEpUCTHIL JIIKAPCHKOTO 3ac00Y.




64

«TaK», BKAXITh Y SKIii: | | | ‘ ‘ |

D.1(b). flkmo y kiaiHiYyHOMY BUNpPOOyBaHHI OyJAe BHKOPHCTOBYBATHCH SIK IOCJIIKYyBAaHMI
JikapcbKuil 3aci0 3apeecTpoBaHuii B YKpaiHi JikapcbKuii 3aci0, ajge 3riiHO 3 NPOTOKOJOM
KJIHIYHOTO BHNIPOOYBaHHSI 0 HOro MmO4YaTKy HEMOKJMBO TOYHO ixeHTH(iIKyBaTn
AOCJIIIZKYBAaHMH JIKapCbKUii 3aci0, mepexoabTe 10 3aNI0BHeHHA po3ainy D.2.

Yu Oy.1u paHinie 103Bos1eHi B YKpaiHi KIiHiYHI BUIPOOyBaHHS 3 1Tax [J Hi
BHKOPHCTAHHSAM I[bOT0 JIKAPCHKOIro 3ac00y?
Yu OyB qaHMiil J0CTiKYBaHMI JiKapCcbKUi 3aci0, NPU3HAYeHU IS 1 Tak [J Hi

3aCTOCYBAHHA 32 JAaHMMH N0KAa3aMH, BU3HAYCHUI SIK Mpenapar 1Jis
JIKYBaHHSI PiAKICHMX 3aXBOPIOBaHb ?

Sxkmo «rak», BKaKiThb HOMepP, NPUBJIACHEHUH HOMY fIK Mpenapary JAJs JiKyBaHHS PiAKiCHMX
3aXBOPIOBaHB':

D.2. OIINC JOCJIILIKYBAHOI'O JIKAPCBKOI'O 3ACOBY

Hasga JikapcbKoro 3acody?:

Kon sikapcbkoro 3aco0y (3a HasgBHOCTI)’:

Ha3Ba k0kHOI aKTHMBHOI CyOCTaHUil (Mi’KHAPOJIHA HeMaTeHTOBAHA Ha3Ba a00 3aNpPONOHOBaHA
Mi’KHAPOJAHA HENMATEHTOBAHA HAa3Ba, SIKIIO €, BKaXiTh, YM BOHA 3alpPONOHOBAHA YH

3aTBEPAKEHA):

Inmi Ha3BH KOKHOI aKTHBHOI cyOcTanmii (nomep 3a CAS-pericrpom?, koa(-u), npuBiacHenmii(-i)
CIIOHCOPOM, iHIIi ONMCOBI HA3BH):

ATC-kox, sK1I0 BiH ogiuiiiHo 3apeccTpoBanmii’:

Jlikapcbka popMa (BUKOPUCTOBYITE 3arajibHONPUITHATY TEPMIHOJIOTII0):
Croci6 3acTocyBaHHsl (BHKOPUCTOBYNTE 3araJIbHONPUIHATY TEPMIiHOJIOTiI0):
Cuuia nii (BKaxiTh KOKHY CHILY Ail, 110 Oye BHKOPUCTAHA Y BUNIPOOYBaHHi):
Konnenrparrist (tmcnope 3HAYCHHS):

OJIMHULSI KOHLICHTpALI:

BHJI KOHIIEHTpaIIii (IiIKpeCIiTh BiJIMOBIIHE: «TOUYHE YUCIIOBE 3HAUCHHS», «I1ara3oHy, «OLIbIIe HIXO
a00 «He OUIBIIE HIXK)

Tun JgikapcbKoro 3acody |

JocaizkyBaHuii JikapcbKkuii 3a¢i0 MiCTUTh aKTHBHY CYOCTaHIiIO:

! Biznosigro 10 Perictpy €Bponeiicbkoro CriiBTOBapHCTBa JTIKAPCHKHUX IPENAPATiB IS JIIKYBaHHS PiAKICHAX
3aXBOPIOBaHb 200 1HIIOTO MIKHAPOIHOTO PETiCTPy (3a3HAYUTH SIKOTO).

2 SIkmo BifICYTHSA TOProBeIbHA Ha3Ba, HEOOXITHO BKA3aTH HA3BY, IKY BAKOPHCTOBYE CIIOHCOP A1 ineHTUdiKawii
JOCITiPKYBAHOTO JIIKAPCHKOTO 3ac00y B IOKYMEHTAIII] KIIHIYHOTO BUIPOOYBaHHS (TIPOTOKOJi, OpPOIIypi TOCTITHUKA).

3 SIKII0 BiJICYTHS TOPrOBENbHA HAa3Ba, BKA3aTH KOJI, IPHBJIACHEHHUH CIIOHCOPOM, 1110 BUKOPHUCTOBYETHCS CIIOHCOPOM JUISt
inenTHdiKamii JOCIiIKyBaHOTO JIKapchbKOro 3aco0y B JOKyMEHTAIlil 3 KIiHIYHOTO HociiukeHHs. Lleit kox Moxe
3aCTOCOBYBATHCH y pa3i KOMOiHaIii JiKapcbKHUX 3aC001B.

4 CAS-perictp akTHBHUX cyOcTaHIIii AMEpPUKaHCBKOI Crinky 3 XiMii (American Chemical Society).

5 3a3Ha4€eHO B KOPOTKUI XapaKTEPUCTHIII TIKAPCHKOTO 3ac00y.
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XIMIYHOTO TTOXOKEHHS 1 Tak 1 Hi1
6i070r 4HOr0/6i0TEXHOIOTIYHOTO TTOXOIKEHHS ] Tak "1 Hi
Ieii nikapcbkmii 3acid €:

1) nikapchKUM 3ac060M, MPU3HAYEHNM JUTS TEHHOI Tepartii' " Tak T Hi
2) panioapManeBTHYHUM JIKapChKUM 3aC000M ] Tak 1 Hi
3) iMyHonorquHM JNiKapchKuM 3ac000M! 7 Tax T Hi
4) nikapcbKuMm 3a0069M POCIIMHHOTO ITOXOKEHHS 0 Tax Hi
5) TOMEOTATHIHUM JIKAPCHKUM 3acoboMm  Tak THI
6) 1HIIIMM THUIIOM JIIKapCHKOTO 3ac00y I Tak L

SIKIIIO «TaK», YTOUHITH SIKUM:

! 3anoBHiTH Takoxk posaian D.3 Ta D.4.

D.3. JOCIILAXKYBAHI JIIKAPCBKI 3ACOBH BIOJIOTTYHOI'O ABO BIOTEXHOJIOT'TYHOI'O

HOXOKEHHSA
Tun JgikapcbKoro 3acody
EKCTPaKT ] Tax T Hi
pEeKOMOIHAHTHUN ] Tax T Hi
npenapar KpoBi abo mia3Mu KpoBi ] Tak [JHi
1HIIT ] Tax T Hi

SIKIIO 1HII, TO BKAXKITh:

D.4. JOCJIIXKYBAHI JIKAPCHKI 3ACOBM, TPU3HAYEHI JIJISI TEHHOI TEPAIIIT

3anisnnii(-i) ren(-n):

I'enna Tepanis in vivo: [ I'enna Tepamnis ex vivo: [
Tun JikapcbKoro 3acoy, 1110 BAKOPUCTOBYEThCS [IJIsl IEPEHECEHHS IeHa
HyxkneinoBa kucnora (Hanmpukiaz miasmizaa): ] Tak 1 Hi1
SIKII0 «TaK», yTOYHITH:
4HCcTa . [ Tak 1 Hi
y KOMILIEKCI ] Tak T Hi
Bipychuit MePEHOCHHK: ' . " Tax 1 Hi
Sxmio «TaKy, yTOUHITE THIL aJCHOBIPYC, PETPOBIpYC, 0 Tak 1 Hi
aJieHoacoliioBaHuM Bipyc:
PR ] Tax I Hi

K0 «iHIIY», YTOYHITH SIKi:
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E 1. IHOOPMALISA BIJHOCHO IVIALHEBO (K110 3acTOCOBYETHCS OiJibIIIe
0JIHOT'0, TOBTOPIOBATH iH(OopMAaLIiI0 AJIs1 KOKHOIO0)

Uu BUKOPHCTOBYETHCS MI1anedo: ] Tak "1 Hi

Indopmanist moao nianedo mijg HoMepom:

YKaxiTh HOMEpP JOCII[KYBaHOTO JIIKapChKOT0 3ac00y 3 po3auny D, mo gocmiKyeThes 3
BUKOPUCTaHHSIM
iane6o
Jlikapcpka opma:
Cnoci6 3acTocyBaHHS:
Cknan, 6e3 ypaxyBaHHS aKTUBHOI(-1X) cyOcTaHIii(-i):
IICHTUYHUHN TOCIIIKYyBaHOMY JIIKApCHKOMY 3ac00y 1 Tak 1Hi

SIKITO «H1», BKKITh OCHOBHI IHTPEIIEHTH:

E 2. IHOOPMALIA HIOAO CYITYTHIX MATEPIAJIIB (SIKII0 32CTOCOBY€ETHCS)

U BUKOPUCTOBYIOTHCS CYNIYTHI MaTepiajiu: ] Tak (1 Hi

Indopmanis moao cynyTHix marepiaJnisb:

F. BLIOMOCTI [IPO BUPOBHUYY JLISIHKY, BIAIIOBIIAJIBHY 3A
BUITYCK JOCJLI)KYBAHOI'O JIIKAPCHKOI'O 3ACOBY TA IIPENAPATY
CYIYTHBLOI TEPANII /TONOMIKHOTI'O (HEJOCJI)KYBAHOTI'O)
JIKAPCBKOI'O 3ACOBY

Leit po3nin CTOCYeThCS AOCHIHKYBAHOTO JIIKapCHKOrO 3aco0y, IMperapary MOpIBHSHHS Ta
mpenapariB CynmyTHBOI Teparii/gomoMiKHUX (HEAOCTIHKYBaHUX) JIIKAPChKUX 3ac00iB, CIEiaIbHO
MiATOTOBJIEHUX JUIsI BUKOPUCTAHHS B KIIHIYHOMY BHIIPOOYBaHHI (BHUTOTOBIIEHI, pPaHIOMi30BaHi,
yIakoBaHi, MapkipoBaHi). 3a HAasSBHOCTI JCKUIBKOX BHPOOHWYMX JIUISHOK a00 JEKIIbKOX
JOCIIKYBAaHUX JIIKAPCHKUX 3aC00iB BUKOPHCTOBYHTE JOJATKOBI CTOPIHKM 1 BKaXITh JUISI KOXKHOTO
JOCITIDKYBAHOTO JIIKApChKOTO 3aco0y HoMep, HaBelaeHud y posnimi D abo B po3mimi E 1 (mis
1ane6o), 1 3a3HauTe, SIKKUM JOCTIKYBaHUH JTIKapChKUA 3aci0 BUITYCKA€THCS HAa KOXKHIHN 3 TIJISTHOK.

BianosinajabHuii 32 BUILYCK IOTOBOI0 10 KJIIHIYHOT0 BUNIPOOYBAHHSA J0CJIi/IZKyBAHOT 0
JiKapchbKoro 3aco0y (3a3HauTe HeoOXiHe):

BupoOHunya aijisiHKa BiINOBiIa€ 32 BUIIYCK TAKOT0 JOCJIIKYBAHOI0 JIIKAPCHKOI0 3aC00y
(Yka:xxiTh HOMep(-u), HaBeAeHHii(-i) y po3aiai D, 1is 10caiIKyBaHoro JikapcbKoro 3aco0y i B
po3aiji E 1 — nuis niiane6o):

Bupo6uux 0
Imnoprep H
BupoOHuk i imnoprep 0
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HaiimenyBanHs opranizaiii:
Micue3HaxoKEHHS:

Cepis Ta HOMeD JlilIeH31i BUpOOHMKA 200 iMIopTepa:
SIKIIO BiACYTHS JILIEH31M, YKaXITh IPHUUHY:

daxkT nMpoBeACHHS 1HCIIEKITT JaHOT BUPOOHUYOT IJISTHKH YITOBHOBKEHUMHU [ Tax [0 Hi
OpraHamu

SKIIo «Taky, yKaXiTh KMM Ta JIaTy OCTaHHBOI 1HCTICKITIi:

G. 3ATAJIBHA THOOPMALISA HTOAO KJITHIYHOT'O BUITPOBYBAHHSA

JocaixxyBaHnil NaToJI0TiYHUH CTaH a00 3aXBOPIOBAHHS

XapaKkTeprCcTUKa NAaTOJIOTIYHOTO cTaHy (y AOBUIBbHIN (opMmi):
Kon BinmosinHo 10 MixkHapoaHoi kiacudikaiiii XBopoo (MKX-IO)I:

Kon BinmosinHo 10 knacudikarii MedDRA':
PinkicHe 3aXBOprOBaHHS [ Tax [0 Hi

Tadopmanis signosigHo 1o knacudikaniit MKX-10 i MedDRA (Medical Dictionary for Regulatory Activities —
MenuaHui CIOBHUK ISl YIIOBHOBAKEHUX PETYIATOPHHUX OPTaHiB) yKa3yeThes Ha BUOIp. SIKIIO € Kou 000X
kiacudikamiid, BApTO BKA3aTH TIJIHKU OJWH 3 HUX; Y TAKOMY BUIIAJIKy PEKOMEHIYEThCA BKa3yBaTH KOJ 32
knacugikamiero MedDRA.

Mema eunpooyeanns

OcHoBHA MeTa:
Bropunni mii:

OcHoOBHi KpuTepii BK/IIOYEeHH (YKaXITh HAWBaXIIMBIIII)

OcHoBHi kpuTepii HeBKJIKYeHHs (YKAXKITh HAWBAKIIUBIIII)

IlepBunHa(-i) kinueBa(-i) Touka(-u):

JliarazoH BunpoOyBaHHs (3a3HaUTe BCe HEOOXiIHE)

JliarHocTHKa

[TpodinakTuka

Tepamis

besneunicts

EdexTuBHICTD
dapMaKOKIHETHKA
dapmakoguHaMIKa
BioekBiBaJICHTHICTh
3aIeKHICTh €PEKTY BiJ 03U

o A e s I e o R
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dapmakoreHOMiKa
dapMakoeKOHOMIKA
THie

SKII0 BU3HAYCHO MYHKT «I1HIIEY», YTOYHITH:

O

| dapmaKoJIoTiuHe TOCITiIKEHHS 3a " IlomykoBe " IlinTBepaHe ) locmimpKeHHs
yJacTio roauHu (daza 1) TEepareBTUYHE | TEPAlEeBTHYHE | TEPANEBTUYHOTO
Yu € 1ociKeHHS: BUNIPOOYBaHHS | BUIIPOOYBaHHS | 3aCTOCYBAaHHS
[ mepIImM yBEIEHHIM JliKapchkoro 3aco0y | (dasa II) (paza III) JKapChbKOTO
JIFOIUHI 3aco0y
[] mociimKeHHsIM 010€KBIBaJIEHTHOCTI (paza IV)
" mOpiBHSUIBHUM
(hapMakoIMHAMIYHUM JTOCITIJDKSHHSIM
"I IlopiBHsUIbHE KJTiHIYHE BUITPOOYBaHHS (T€HEPUYHHX MperapaTiB)
"] Inmme: yKaxiTh sIKe:
JAmn3aiin BUNpoOyBaHHs
PannomizoBane: [ Tak [ Hi
KontponeoBane: [ Tak [JHi Ko «Tak», yTO4HITE:
Binkpure: [JTaxk [1Hi
[Ipocte«cnine»: [1Tak [ Hi Ilogsiiine
«criney: [JTak [1Hi
3 Ilepexpecne: [JTak [ Hi
napanenbHuMu [ Tak [ Hi
rpymnamMu:
[H1mE: [JTak [1Hi SIKIo «Ttak», yTOYHIT:
VYKaxiTh penapat NOpiBHIHHS:
iHmMiA(-1) mikapepkuii(-1) 3aci6(-00m) [JTax [ Hi
iane6o [JTak [ Hi
iHIIIe [JTak [ Hi
SIKITO «1HIIEY», YTOYHITh:
OIHOLEHTPOBE
(muB. Takox po3min I): [ Tak [ Hi
bararouenTpose
(muB. Takox po3min I): [ Tak [ Hi
MixHapoHe KIIiHIYHe
BUIIPOOYBaHHS: [JTax [JHi

MaxkcuMaJjibHA TPUBATICTD JIKYBAHHSA J0CTIZKYBAHOTI0 (cy6’eKTa K0CTiI)KeHHs) BIANOBIAHO 10

MPOTOKOJY KJIIHIYHOT0 BUNIPOOYBAHHSA:

MaxkcuMaJibHO 10IyCTHMA 1032 JOCTIIKYBAHOI0 JiKapChKOro 3aco0y (YTO4HITH: Ha 100y a00

CYMapHa /1032 3a 4ac yCbOro BUNPOOYBaHHSI):

Bu3HayeHHs1 MOMEHTY 3aBepLICHHS KJIIHIYHOI0 BUNIPOOYBAHHS Ta 00IPYHTYBAHHS Y BUIIA/IKY,

SIKIIO 1€ HEe € OCTAHHIN BI3UT OCTAHHBOIO JOCTIIKYBAHOT0 (Cy0’€KTA J0CTiKEeHH), 110 Oepe

y4acTh y KJIiHiYHOMY BUNIPOOyBaHHi':
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1}IKLuo HE 3a3HaY€HO B MPOTOKOJI KJIIIHITHOTO BUIPOOYBaHHS.

TlepBHHHA OI[IHKA TPHBAJIOCTI KJIIHIYHOro BUNPoOyBaHHs (POKH i micsimi)':
B YKpaiHi pOKH MicsIi

y BCIX KpaiHax, Jie MPOBOJIUTHCS KITHIYHE BUTPOOYBAHHS pPOKH MICSIIT

13 MOMEHTY BKIIFOUEHHS EPIIOTo JOCTiIKYBaHOro (Cy0’€KTa JOCHiIKEHHs) 1O OCTAHHLOIO Bi3HTy OCTAHHLOTO
JIOCITIPKYBaHOTO (Cy0’€KTa JOCITIIHKEHHS).

H. TPYIIM JOCJALKYBAHUX (CYB’EKTIB JOCJIKEHHS)

BixoBuii 1iana3ou:

1 Bikom 1018 pokiB ] Jopocmi "] JlitHBOTO BIKY
Skmo "Tax", yTOYHITS! (18—65 pokiB) (moHax 65 pokiB)

'] BHyTpimIHBOYTpOOHUI

'] HemoHomieHi HeMOBIIsATa (1110 HAPOAUIIUCS HA
TEPMiHI BariTHOCTI He OibIne 37 THXKHIB)

'] HoBonapoxeHi (10 27-r0 AHSI )KUTTS)

'] Hemonunsra (3 28-10 AHS XKUTTS — 24 Mic.)

[l Hitu (2 poxu — 11 pokiB)

'] Mamnomitsi (12 — 14 pokiB)

'] HenosnomiTHi (14 — 18 pokiB)

Cratsb:

L XKinoua | Yonosiua
T'pynu 0ocnidacysanux (cyd’ckmis docnidycenns)
310poBi JOOPOBOIIBII " Tak T Hi
[MamieaTn [ Tax [ Hi
Oco065mBO Bpa3IMBi rpynH JOCTIKYBaHUX (Cy0’ €KTIB TOCITIIKEHHS):
JKIHKH PETPOAYKTHBHOTO BIKY ] Tak [T Hi
BariTHI ] Tak 1 Hi1
SIK1 TOAYIOTh TPYAJIIO [1 Tax [1 Hi
JOCTiKyBaHi (Cy0’€KTH JOCTIKEHHsT) B KpuTHuHOMY cTaHi [ Tak T Hi
JOCITIKYBaH1 (Cy0’€KTH JOCIIKEHHS), SIKI HE B 3M031 OCOOMCTO 1aTH
iH(OpMOBaHy 3rojly Ha Y4acTh Y AOCIHIKEHH1 "1 Tax “1Hi

SIKIIO «TaK», yTOYHITH:

1HIIT ] Tak T Hi

SIKII0 «TaKk», yTOUYHITH:

3amiaHoBaHa KUIbKICTH J0CHIKYBAHUX (CY0’€KTIB HOCIIKEeHH) /151 BKJIIOYEHHS Y KJIIHIYHe
BUIIPOOYBaHHS:

B YKpaiHi:
JUTSE MDDKHAPOTHOTO KIIIHIYHOTO BUMIPOOYBaHHS:
JUTIsl BChOTO KJIIHIYHOTO BUIPOOYBaHHS:

3amiaHoBaHe JIiKyBaHHA a00 Harasa 3a JA0CHIKYBaHMMH (Cy0’€KTaMH [OCHIIKEHHS), 10
3aBepPUIMJIA Yy4ACTh Y KJIiHiYHOMY BHNPoOOyBaHHi! (IKLIO BOHO BiApi3HSIETHCS Bil mependauyBaHoro
CTAHJAAPTHOIO JIIKYBAaHHS NPHU JAHOMY NAaTOJOTIYHOMY CTaHi):

VY TOUYHITE:

!Ikuto panile He 3a3HAYEHO B IIPOTOKOJI KJIHIYHOTO BUMPOOYBaHHS.
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I. 3BATTIPONIOHOBAHI JOCJIHUKHA TA MICLSI TPOBEJEHHS
KJIHIYHOT'O BUIIPOBYBAHHS B YKPATHI

I.1. Micusi npoBeeHHs KJIiHIYHOT0 BUIIPOOYBAHHS TA BiINOBIIAJbHI JOCTiTHUKH:

1.1.1. Hazsa JII13 Ta Miciist mpoBeeHHS BiamosimansHMI TOCHITHUK

KJIIHIYHOTO BUIIPOOYBAHHS: IL. I. b. Kaanigikaris

1.1.2. Micue3HaxomKeHH:

1.2. JloCJaiIHUK-KOOPAUHATOP, IKIIO €:

Kgamidikarris
I1. 1. B.

I.3. LenTpanizoBaHi TexHiYHi NMpPUMillleHHs, O OyaAyTh BHUKOPHCTOBYBATHCH JJIf1 TPOBEIEHHS
KJIiHIYHOTr0 BUNIpoOyBaHHs (J1adopaTopist 200 iHIIi TeXHiYHI NPUMIllIeHHs1), Y AKUX LEeHTPaJi30BaHO
OyayTh BUMIpIOBATHCH 200 OLIHIOBATUCH OCHOBHI KpHUTEPil OLIHKY (SIKIIO OpraHizauii 1ekijibka, To
NMOBTOPHO 3aMOBHITH /ISl BCiX)

Oprani3aris:

I1. I. b. xoHTaKTHOI OCOOU:

Miclie3HaxoKEHHS:

Tenedon:

OO0O0B's13KH, IO BUKOHYIOTHCS 32 CYOKOHTPAKTOM:

I.4. Opranizauii, AKUM crnoHcop a0do0 ¥oro odiuiiHN NpeaCTABHUK JejieryBaB CBOI 000B’SI3KM Ta
¢yHkuii, noB’s13aHi 3 NPoOBeJeHHAM KJIIHIYHOr0 BUINPOOYBAHHSA (AIKIIO OpraHi3amiil JekijbKka, TO
NMOBTOPHO 3aMOBHITH /ISl BCiX)

JleneryBaHHsI CIOHCOPOM a00 HOro O(iiitHUM ITPEICTABHUKOM TIEBHUX 000B’s3KIB 1 QyHKIIIH,
NIOB’sI3aHUX 3 MPOBEACHHAM KJIIHIYHOTO BUMPOOYBaHHs, HIIII opraHizaiii abo TpeTiii cTopoHi

(0 Tak [ Hi

SIKIIO «TaK», yTOYHITH:

HaiimenyBaHHS 10pHANYHOT OCOOU:

I1. I. b. koHTaKTHOT OCOOM:

Micre3HaxoIKEeHHS:

KonTtakTHuit Tenedon:

O060B's13k1/PyHKILIT, 110 BUKOHYIOTHCS 32 CyOIipsIoM:

J. MO3 Ykpainu /koMicisl 3 TUTAHb €TUKHA

Sxmro nana 3asBa aapecopana MO3 Ykpainu, BigzHaute KIITUHKY «KoMicist 3 MATaHb €TUKW» 1 BKAXKITh
1H(opMaIlio, Mo CTOCYETHCS KOMICIT 3 TUTaHb €THKH, 1 HABMAKH

MO3 Vkpainu M
Kowmicis 3 mutadp eTUKU [

HajimeHyBaHH# i Micle3HAXOJKeHHSI:

JlaTa mojayi JOKYMEHTIB:
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BucHOBOK/TIOTOIKEHHSI: 'y mporieci po3risiay Oyae 3anuTyBaTHCs
[] BUIaHo
SIkito BUCHOBOK/IIOTOKEHHS Jaty BucHOBKY/IOTOI)KEHHS

BHIAHO, BKAXKITh:
[J 103BOJIEHO/TIOTOIKEHO
[ He T03BOJIEHO/HE IIOTOHKEHO
SIKIII0 HE TO3BOJIEHO/HE MOTOKEHO, TO BKAXKITh:
MPUYHHU
MOJKJIMBY JIaTy MOBTOPHOI MMO/Ia4i 3asBH

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

Indopmanis, HeoOxinna aas LleHTpy Ta A5l KOMIcCii 3 MUTAHb €TUKH BiINMOBIAHO 10 MYHKTY 1
posaiay VII nsoro Hopsiaky Ta nyHkrty 4 po3ainy VIII nsoro IHopsiaky

Kowmicis Llentp'
3 Ha3Ba noxymeHnra

IUTaHb

CTHKH
0 0 CynpoBinnuii muct
0 0 3asiBa BCTAaHOBJICHOT'O 3pa3ka
0 0 [MuceMoBe miaTBepmkeHHs oaepkanus Homepa EudraCT (3a fioro HasiBHOCTI)
O O [IpoTokom KIiHIYHOTO BUMIPOOYBAaHHS 3 yciMa MOMpaBKaMu
0 0 Bpomrypa nocminnuka
n n Jloche MOCTIIKYBaHOTO JTIKapChKOTO 3aC00y
0 0 CkopoueHe I0ChE TOCIIHKYBaHOTO JIIKApChKOT0 3ac00y
0 0 KopoTtka xapakTepucTuka A0CiHKYBAaHOTO JIIKAPCHKOTO 3aC00y
0 0 IH,I[I/I.Bi,I[yaJ'IBHa peCCTpagiI?IHa dbopma (kpiM MDKHApOIHUX KITTHIYHUX BUIIPOOYBaHb)
0 0 Kormis noromxeHust komicii 3 HI/ITaHP €THKU (3a HAasIBHOCT!I)
0 0 JlopyueHHs, BUIaHe CHOHCOPOM 3 YIiTKO JI€JIETOBAaHUMH MTOBHOBAKEHHSIMU

(y BUmaaKy SKIIo 3asBHAKOM HE € caM CIIOHCOP)

Indopmanis 11st JOCHIIKYBAHUX (Y0’ €KTa J0CTiIKeHHs)!

0 0 JIuct npo iHGOpMyBaHHSA AOCIIHKYBAHOTO (Cy0’€KTa JOCHIHKEHHS) Ta popma
iH(popMOBaHO1 3roan

M M [ama nmuckmMoBa iH(opMarIis s JOCTIHKYBAHOTO (Cy0’ €KTiB TOCIIIKSHHSI)
(IIOACHHUK, OMUTYBAIBHUKU, KAPTKH JIJIS1 JOCIIHKYBAaHUX, TIEPETIYiTh BiAOBIIHE)

N N 3axoau 110710 Habopy JOCHTIKYBaHUX (Cy0’ €KTIB TOCIIIKEHHS)

Tudopmaltist 1010 NPOTOKOJY KJIiHIYHOr0 BUNPOOyBaHHs'

0 0 Crucnuii BUKJIa] MPOTOKOJTY KIIHIYHOTO BUIIPOOYBaHHS

O 0 ExcrniepTHa oIiHKa KJIHIYHOTO BUITPOOYBaHHS (SIKIIO €)

[] 0 ETnyna omiHka KJIiHIYHOTO BUIIPOOYBaHHS, MPOBE/ICHA BiIMOBIIaIbHUM
JOCITI THUKOM/ TOCIT THUKOM-KOOPAMHATOPOM

0 n [Tinmucani Ta naToBaHi mpodeciitni aBrodiorpadii BiAMoBiAAIBHUX J0CTiTHUKIB CV

y KO’)KHOMY MICIII TPOBEACHHS KIIHIYHOTO JOCITIIKEHHS
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TndopManis 1010 AOCTIIKYBAHOI0 JIKAPCHKOro 3aco0y!

3pa3ok €TUKETKH 3 IHPOopMaIli€r0 PO mpernapaT yKpaiHCbKOK MOBOIO

BinnosinHi 103B0JH, 110 TOUIMPIOIOTHCS HA KIIIHIUHE BUNPOOYBaHHs abo mpenaparu,
10 MAaIOTh OCOOJIMBI XapaKTEPUCTHKH (SKIIIO €), HAITPUKJIIA] paiodhapMalieBTHIHI
npernaparu

TSE-cepTudikar (xmo HeoOXiTHO)

Ceprudikar cepii JOCTIHKYBaHOTO JIIKAPCHKOTO 3aC00y

[TucsmMoBe MiATBEPKEHHS, 110 BUPOOHULITBO 3/1IHCHIOETHCS HA BUPOOHUYiH abo
JIOCJIIJTHIM IIJISTHIN 3 foTpuMaHHsIM BuMor Hactanosu «Jlikapceki 3acobu. Hanexna
BupoOHnya nmpaktuka. CT-H MO3YV 42-4.0:2008», 3arBepaxenoi Hakazom MO3
VYkpainu Big 16 mrotoro 2009 poxy Ne 95, 3 Hananusm ceptudikara GMP abo
MUCHEMOBOT OQiIiiHOT 3asBM YTIOBHOBaXXEHOI 0COOM 3 SIKOCTi (BUPOOHUKA)
Kcepoxkoris minien3ii Ha BApOOHUIITBO, BUJIaHA YIIOBHOBAXEHUM OPTaHOM
KpaiHU-BUPOOHUKA

BigoMocTi 1110/10 MicIisi BUTOTOBJICHHS TOCTIKYBaHOTO JIIKAPCHKOTO 3aC00Y
BigoMocTi po TEXHOIOTiI0 BUTOTOBJICHHS (BUPOOHHIITBA) JTIKAPCHKOTO 3aC00y Ta
JIOKYMEHTAITiS, 32 SIKOIO 3IICHIOBABCSI KOHTPOJIb BUTOTOBJICHHS Ta SIKOCT1
JIKapChKOTo 3aco0y

JdoxymenTtu, mo xapakrepusyothb JIII3, nocainaukiB Ta Micie npoBeaeHHs KJIIHIYHOTO

pocaikeHHs!
0 O 3asBa BIAIIOBIJAJILHOTO IOCHITHAKA
. . [ndopmartis mpo JIII3 Ta micie mpoBeACHHS KIIHIYHOTO BUIPOOYBaHHS
[lignucani Ta garoBani mpodeciini aBrodiorpadii qocmigaukize CV
U U
Tndopmanis mono dpinancysanns’
O O JIoKyMeHTH, 1110 BCTAHOBJIIOIOTH PO3MIp Ta YMOBH BHUILIAT (KPIM CTPaXOBUX)
0 0 [H111 JOKYMEHTH

! BigzHaure Bei BiAMOBIIHI KJIITHHKY IS TOTO, 06 BKa3aTH iHpopMaliio, ska Oyze npeacrasieHa 1o LleHTpy Ta Komicii 3 MUTaHb €TUKH.
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L. IITAITNC 3AAABHUKA

A, mo mignucascs(Jiack) HIDKYE, UM MIATBEPKYIO (BiJl iMEHI CIOHCOpA), 10 (HEMOTPIOHE 3aKPECTUTH ):
HaBeJIeHa B I11i 3asBII1 iHGOpPMAIIis € MPAaBIIHHOI;

KJIiHIYHE BUNPOOYBaHHs Oy/1e IPOBOJUTHCS BIIOBIIHO 10 MPOTOKOIY KIIHIYHOTO BUIPOOYBaHHS,
HalllOHAJBLHOTO 3aKoHOaBcTBA 1 HactanoBu "Jlikapcehki 3acoou. Hanexxna kiminiuna npaktuka. CT-H
MO3YV 42-4.0:2008", 3aTBepmxenoi HakazoM MO3 Ykpainu Big 16 mororo 2009 poky Ne 95;

BBaXKAro, 1110 € MiACTaBH JJI MPOBEJACHHS KIIIHIYHOTO BUIPOOYBaHHS;

3000B's3y10Cs TOBIJOMUTH L[eHTp Ta KOMICitO 3 MUTaHb €TUKHU MPO (HAKTUUHY JaTy MOYATKY KIIHIYHOTO
BUTIpoOYBaHHs' (Bimpasy micis Toro, sk BOHA CTaHE BimoMa);

HE Mi3HIIIe OAHOTO POKY IicCis 3aKIHYEeHHS KIIHIYHOTO BUMPoOyBaHHs (y BCiX KpaiHax MMpH MpOBEACHH1
MDKHApPOJIHHUX KJIIHIYHUX BUTIPOOYBaHb) 1 3000B’A3YIOCS TIOJIaTH CTUCITUH 3BIT 3a IIUM KJIIHIYHUM
BUNIPOoOyBaHHsIM 0 LIeHTpy 1 KOMicii 3 TUTaHb €TUKU

3asBHUK, 1110 TTogae 3as1By 10 MO3 Ykpainu 3asBHUK, 1110 TIO/IA€ 3asBY /10 KOMICIi 3 TUTaHb €THKH
Mara:

Jara:

IMignuc: ITignuc:

I1. I. b. npyKOBaHUMHU JIiTEpaMHU: I1. I. b. npyKoBaHUMHU JliTEpaMH:

IBrmouenns y KJIiHIYHE BHIPOOYBAHHS IEPUIOTO IMAaIli€HTa/3I0pOBOrO JI0OPOBOJBIS B YKpaiHi (II0YaTKOM BKJIIOYEHHS
BBKAETHCS MOMEHT, KOJIM TAIIEHT/3I0pOBUN JOOPOBOJICIh CTABUTH MANKC B (opMi iHHOPMOBAHOT 3T0/TH).
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Honatok 6

1o Iopsiaky npoBeneHHs KIIIHIYHUX
BUINPOOYBaHb JIIKAPCHKHUX 3aCO01B

Ta eKCIIePTU3HM MaTepiaiiB

KJIIHIYHUX BUTIPOOYBaHb

(ab3ary Ipyruid, miInyHKTYy 7, MyHKTY 1,
po3ainy VII)

IOBHE J10Cb€
AOCJIIIKYBAHOT0 JIKapPCbKOI0 3aC00y

[loBHe noChe Ha MOCHIKYBaHWN JiKapcbkui 3aci®0 MICTUTH iHGOpMaLil0 32 TaKUMHU
po3aiiamu:

1. Jlikapcbka pedoBUHA (U1 JIIKAPCHKUX IpenapariB, M0 MICTATh OiIbIIE OJHIET JTIKApChKOI
pedoBUHH, iHPOpPMAITisS HAAAETHCS B TOBHOMY 00CS31 1100 KOYKHOT 3 HUX):

3arajgbHa iH(popMaIlis;

BUPOOHMUILITBO;

XapaKTepUCTHKA;

KOHTPOJTb JIIKAPCHKOI PEYOBUHU;
CTaHAApPTHI 3pa3ku a00 pEeYOBUHU;
crcTeMa YIaKOBKH/3aKyTIOPKH;
CTaOITBHICTB.

2. Jlikapcbkuii mpenapar:

OTIHC 1 CKJIaJ JIIKApChKOTO TIpernapary;
(dapmaiieBTHUHA pO3pOOKa;

BUPOOHMUILITBO;

KOHTPOJTb TIOTIOMIKHUX PEUOBHH;
KOHTPOJTh JIIKAPCHKOTO TIpernapary;
CTaHJApTHI 3pa3KH i PEYOBUHU;

crcTeMa YIaKOBKH/3aKyTIOPKH;
CTaOlIBHICTb.

3. JIonoBHEHHS:

TEXHIYHI 3ac00U i yCTaTKyBaHHS;

OLlIHKa 0E3MEeYHOCTI II0JI0 CTOPOHHIX MIKPOOPIaHi3MiB;
HOBI JIOTIOMDKHI pEYOBUHU;

PO3YMHM TS BiTHOBJICHHS Ta PO3UNHHHKH.
4. NoxiiHiIuHI (papMaKoJIOTi4HI Ta TOKCHUKOJIOTIYHI IaHi:

(dapmakouHaAMIKA;
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(bapMakoKiHETHKa,

TOKCHKOJIOTSI.

5. aHi 0/10 KJIiHIYHOTO BUBYEHHS (SIKIIIO MTPOBOIUIIOCH):
KJIiHIYHA (apMaKoJIoris;

KJIiHIYHA (papMaKOKiHETHKa;

BIUTMB Ha JIIOJIMHY;

OIliHKa KOPHUCTI Ta PU3HUKY.

6. SIKIo OKpemi YaCTHHHU JAOKyMEHTAIlil He BKJIIOYEHO JI0 MaTepialiB, y BIAMOBIAHOMY MicCIIi
CJII/T 3a3HAYUTH IPUYHMHY BIICYTHOCTI 1H(GOpMAIIii i BiIMOBITHAM 3ar0JIOBKOM.

7. dns mikapchKUX IpenapariB TBAPHHHOTO MOXOPKEHHS Mae OyTH HaJaHa Taka J0JaTKOBa
iHpopMaris:

JaH1 010 BUY, BIKY, pallioHy TBapHH, Bil SKUX OTPUMaHa CHPOBUHA;

JaHl PO XapakTep (KaTeropiro) TKaHWHHU, 3 SKOI OJEP)KYETHCS CHPOBHHA i BUPOOHMIITBA
JKapCchKOro 3aco0y, 3 TOUKH 30py ii HeOe3MeKH U100 BMICTY NPiOHIB;

TEXHOJIOTIYHA CcXeMa OOpOOKM CHPOBWHHU 13 3a3HAUEHHSM EKCTPareHTIB, TEMIEPaTypHOTO
pexuMy;

METOAM KOHTPOJIO BUXITHOI CHPOBHUHH, BKJIIOYAIOYM METO/AU BHUSIBIICHHS MPIOHIB y KIHIEBOMY
MPOAYKTI (32 MOTPEOH).
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Jonatox 7

1o Iopsinky mpoBeaeHHs! KIiHIYHUX
BHITPOOYBaHb JIIKAPCHKUX 3aC0O0iB Ta
eKCTIePTH3H MaTepiaiiB KIHITHIX
BUNIPOOyBaHb

(mipnyskT 16, myHkTy 1, po3niny VII)
(mipnyskT 9, myHKTY 4, posainy VIII)

3ASIBA

BiIMOBIAAJILHOI0 JOCTITHUKA

A, ,
(npizsuwe ,im’s, no 6amvKosi)

[0 TPAIFOFO ,
(3azHayumu micye pobomu ma nocaoy)

IPOIIY JO3BOJIUTH MEHI B3SITH y4acTh y KIIIHIYHOMY BUIIPOOYBaHHI:

(3a3Hauumu Ha38y KAHIYHO20 GUNPOOYBAHHS MA KOOOBAHUL HOMED HPOMOKOJY KIIHIYHO20 GUNPOOYBAHHS)

A o3naiiomsieHnit (-a) 3 yMOBaMH MPOTOKOJIY KJIIHIYHOTO BUIPOOYBaHHS Ta MAar0 BiATOBIAHUI
npodeciiiHuii piBeHb, MOKJIMBICTh 3ayyaTH KBasli()iKOBaHUX CIIBPOOITHUKIB Ta/a00 iHIIMX (haxiBIIiB
(3a meoOximHocTi). KpiM TOro, Mam MOXJIMBICTh BUKOPHCTOBYBATH HEOOXiAHI TPHUMIIICHHS Ta
YCTaTKyBaHHS MPOTATOM YChOTO KJIIHIYHOTO BUMPOOYBAHHS JJIsl IPOBEICHHS HOTO HAJIEKHUM YHHOM.

51 o3HaiiomyieHn# (-a) 3 YUHHUMU HOPMATUBHO-TIPABOBUMH aKTaMU 11010 MPOBEACHHS KIIIHIYHUX
BUINPOOYBaHb, 3 BUMoramu Hanexxnoi kiiniunoi nmpaktuku (GCP).

Sl migTBepIKyr0, IO KIiHIYHE BHUIPOOYBaHHS OyJe pO3MOYaTo TINBKH 3a YMOBH HAasBHOCTI
JIOTOBIPHO-TIPABOBUX BIAHOCHH MK YyCiMa IOPUAMYHUMH Ta (i3MUHUMH O0CO0aMH, 3aTy4YeHUMH 10

IPOBEICHHS KJIIHIYHOTO BUMPOOYBAHHS, BIAMOBIIHO JO BUMOT 3aKOHOJABCTBA™ .

51 3000B's13yroch HalaTH BCIO HEOOXigHY iH(OpMAIlilo MIOAO0 KIIHIYHOTO BUMPOOYBaHHS [0
KOMICii 3 MUTaHb €THUKH.

A He maro KOHQUTIKTY 1HTEpPECIB.
Sl Hamaro 3rofly Ha BUKOPHCTAHHS MOIX TEPCOHATBHUX JNaHUX (Mpi3BHIIE, iM’s, MO OATHKOBI,
mocaja, BYCHHH CTyMiHb, Miciie poooTn) npeactaBaukamMu MO3 Ykpaiau ta L{eHTpy, 110 MOXYTh OyTH

po3MilieHi Ha iXHiX oQiiiiHux BeOcaifTax.

BigmoBinansHUN JOCHITHUK:

(IL.LB.) (miarmc) (mara)

* Tlpu 1ubOMy CKIAJOBUMH KONITOPHCY TAaKHX KJIiHIYHMX BHIIPOOYBaHb mependavaroThcsi BUTPATH HA yTPUMAHHS
MIPUMIIIEHD 1 aMOPTHU3aIlito 00JaHaHHS, Ha TPUI0AHHI BUTPATHUX MaTepialliB, Ha OIUIATY Mparli BCix (axiBIliB, siKi OepyTh
y4acTh y KJIiHIYHOMY BHITPOOYBaHHI, TOIIIO.
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Bi3u morom:xenHs:

1. Kepisauk JII3 (3anosuoemucs 0606'13x060)

(mocana kepiBHUKa Ta HaliMenyBaHH: JIT13) (migmuc)

2. KepiBHuk 3akmnamy BUIIOI OCBITH / HAyKOBOI YCTaHOBHU
3a1y4YeHts)

(mocaja KepiBHUKA Ta HAHMEHYBaHHS ) (rirmmc)

3BOpOTHHUI OiK

(mpi3BHIIe, iM’51, IO (mara)
0aTbHKOBI)

(3anoenoemuvcs 6 pasi

(npizBuIe, iM’51, 1O (mara)
6aTbHKOBI)
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HonaTox 8

1o Iopsinky mpoBeaeHHs! KIiHIYHUX
BHITPOOYBAHb JIIKAPCHKHUX 3aC0O0iB Ta
eKCTIEPTH3H MaTepiaiiB KIHITHIX
BUNIPOOyBaHb

(mipnynkt 17, myskty 1, pozainy VII)
(mignyskT 18, myskry 1, pozmiry VII)
(mipmynkt 10, myskTy 4, posainy VIII)
(mipnynkr 11, myskTy 4, po3niny VIII)

THOOPMALIA
npo JIII3 Ta micue npoBeieHHs KJIiHIYHOI0 BUIIPOOYBAHHS

KomoBanuii HoMep poTOKOITy KIiHIgHOro BUIpoOyBanHs (naixi — KB):

1. 3aranena indgopmanist npo JIII3 ta micue nposenenns KB:

1. JIII3, ne uranyeThes mpoBeneHHs KB:

2. Micuesnaxomkenns JII13:

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

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

5. I1.1B. 3aBimyro4oro BiaaijeHHSIM/BiIIiIOM, KOHTaKTHHH TenedoH, dakc, e-mail:

6. BKaxxiTh HOMED J1i1040i Ha JaTy HajaaHHs inpopmari rinensii JIT13 Ha MeaUUHY MPAKTHKY:

7. BkaxiTh HOMEp JiI0Y0ro Ha JaTy HagaHHs iH(opmaii akpeaurtamniinoro ceprudikata MO3 Ykpainu s
JIIT3 (xcepoxomist omaeThes)’ abo JoAaiTe KOIiK iHIIOro JOKyMEHTa, IO MiATBEpKye npoxomkenns JIII3
akpenurtanii (y Bumaaky sikumio JIII3, B sikoMy € Miclie MpPOBEJCHHS KIiHIYHOTO BHUIPOOYBaHHS, MPOMILIO
MIPOIIEAYPY aKpeauTallii, ajie me He OTPUMAJIO BIATIOBIMHUN akpemuTariidnuuii ceprudikar MO3 Ykpainu s
JITT3):

'BkasaTu NoBHY Ha3BY BiJIIEHHS, BUIiTY.
2 3HasBHiCTH 060B’A3KOBA.

Hrxwgo 0o nposedenns KB 3anyuaemocs kagedpa 3axnady suwoi ocgimu, 3anoenims nosuyii 8—13

8. 3akyaj BUIIOI OCBITH a00 HAYKOBA YCTAHOBA:

9. MicLe3HaxoKEHH:

10. ILLb. xepiBHUKa, KOHTAaKTHHUH TenedoH, dake, e-mail:

11. Kadenpa / migposzmin:

12. IL.Lb. xepiBHuKa Kadeapu / miapo3niny, KOHTaKTHUH TenedoH, ¢akc, e-mail:

13. HasiBHiCTB IOTOBOPY TIPO CHIBIPAIIKO MiX 3aKJIaI0M BHILOI OCBiTH 200 HAYKOBOKO YCTaHOBOO Ta JITI34,
Jie po3TaioBana kadeapa, Ta CTpoK Horo Jii:
Orak, [JHI; CTpOK Jii:

4Jlonaiire.

2. JlocaigHuubKa rpyma:
1. BignoBimanpHuit nociigauk’

| [Ipi3Bumie Ta iM’st
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3aliMaHa mmocaja:

KonTaktHuii TenedoHn:

®dakc:

E-mail:

! Nomaiite npodeciiiny aBrodiorpadiro gociauuka CV.

2. YUneHu AOCII THAIEKOT MPYIIH, SKUX IUIAHYEThCS 3)Ty9aTy 111 BUKOHAHHS BaXIMBHX QyHKIin KB 3

I1.1.G. OcHoBHI 11aHoBaHi 0008B's13ku mix 9ac KB

*Jlonaiite npodeciiini aBrodiorpadii nocmiguukis CV, ski 6yayTs 3anyuarucs 10 KB.
3 Jlomaiite JOrOBip Mpo CIBIPAIO MiXk 3aK/Ia0M BULIOi OcBiTH Ta JI[13, AKIIO YieH JOCIi JHUIBKOT TPYIIH €
MIpaIliBHUKOM KadepH 3aKIaay BUIIOI OCBITH

3. Xapakrepuctuka JII3, y axomy mianyerscst nposeaends KB:

1. JlixyBanns y JIII3 marieHTiB i3 3aXBOPIOBAHHAM, SIKE BiamoBigae mporokony KB:
0 Tak; 0 ui;
Axuo 8i0nosiob «maxy, 3a3Haume:

MO>KJIMBICTb CTalliOHAPHOTO JIIKYBaHHS MALIEHTIB 13 3aXBOPIOBAHHAM, SIKE BIJIIIOBia€ MPOTOKOIY KIiHIYHOTO
BUNPOOYBaHHS:
Orak; [ Hi [ iH1me:

podiTh MaIi€HTIB:

MO>KJIMBICTh aMOYJIaATOPHOTO JTiKyBaHHS,
HAasIBHICTh IOJIIKJIIHIKH: [J Tak; [ ui; (] iHmIe:

MOXJIMBICTh ~ JIIKyBaHHS  TAI[lEHTIB B yMOBaXx  JIGHHOTO  CTalioOHApy (3@  HeoOXiOHOcmi):
Orak; [ mi; [ ixme:

MOXIMBICTh HaIaHHS HEBIAKJIATHOT JTOTTOMOTH (IIJIs CTAIliOHapiB —HASBHICTH peaHIMaIlifHOTO BIIAUICHHS a00
BIJLIiIEHH/0JIOKY IHTEHCHBHOI Teparrii ado majaat(1)/IiXKoK IHTEHCUBHOT Tepalii):
Orak; [ mi; [ idme:

SIKIIo BiATIOBIAB «HI» Y BUIE3a3HAYCHHUX ITyHKTaX, 3a3HAYTE, SIKMM YMHOM Oy7e BiTOyBaTHCS CITOCTEPEIKEHHS
3a ManieHTaMy Ha Bech TEPMiH, Iepen0adyeHnii MPOTOKOIOM KIIiHIYHOTO BUMPOOYBaHHS:
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2. 3a3naure HasBHicTh y JII13:

MicIst 30epiranHs MaTepialliB KIIHITHOTO JOCiKeH S min 9ac KB:
[ rak; [ Hi; [ iHIe:

MicIst 30epirans gociimkyBanoro JI3:
[ rtak; [ Hi [ iHIe:

Micisl apxiByBaHHS MaTepianiB KB micis fioro 3aBepiieHHS:
[ rtak; [ Hi [ iHIe:

4. Tndopmauisi po npoBeaeHHs KIiHiYHUX BUNPoOyBanb y JIII3 Ha MOMEHT 3an0BHEHH':

Koa (momep) [Ipodins Cran (eran) KB (mianyetses, | JlaTa Ta HOMep MpOTOKOIY 3aciTaHHs
nporokony KB Ta TIAIli€HTIB TpPHUBAE, 3aBEPIICHE), Hentpy / Pimenns MO3 Ykpainu,
daza 3aIUTAHOBaHI TEPMiHU KoJu 3aTBepkeHo KB
MPOBEICHHS

'BkaszyBarty TifIbKM aKTHBHI Ha JaHWI MOMEHT KIIiHIYHI BUIIPOOYBaHHS.

5. JlaGopaTopHo-iHCTpPYMeHTAJIbHE 3a0e31eYeHHSA

1. 3a3Haure, siKi 1aboparopii OyayTs 3anmyyarucs 1o gasoro KB:

Ne 3/n HatiMenyBanHs abopaTopii

2. Slke IHCTpYMEHTAJILHO-TIarHOCTUYHE OONagHaHHS OyJe BUKOPUCTOBYBATHCS mpu mpoBedcHHI KB
BiAMOBITHO 10 ipoTokoy KB:

y JII3:

B iHIUX ycTaHOBax':

! SIkI1o nmanyeThcs BAKOPUCTOBYBATH iHCTPYMEHTAILHO-1iarHOCTHYHE O0JIaIHAHHS B iHIIMX YCTaHOBAX, 0
rovyarky KB He0oOXiqHO YKIIacTH TOTOBIp 3 1HIIOI YCTAHOBOIO Ta 30epiratu Horo y (aiiii gJoCigHIKa.

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

7. Ini BitomocTi npo gisasHicTs JIII3:
1 To3abanancoBuil 00K TOCTIIKYBaHHUX JIIKAPCHKUX 3ac00iB, IpenapariB CyMyTHBOI Teparii, MeTUuIHUX
Bupo6iB: [JTak;, [ Hi; [ iHme:
2 Inme:

BinnoBigaabHUN TOCTIIHUK

(pi3BHIIIE TA 1M’5T) (mata, migmuc)

KepiBauxk JII13

(mara, mmimamuc) (Tipi3BHIIIE TA 1M’ST)
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Jonatox 9

1o Topsaky mpoBeaeHHS KIHITHIX
BHITPOOYBaHb JIIKAPCHKUX 3aC0O0iB Ta
EKCIePTH3H MaTepialiB KIIHIYHUX
BUNIPpOOyBaHb

(a63ar mepmuif, MyHKTY 3, po3aity 1X)
(mynkT 7, pozainy 1X)

HOBIJOMJIEHHA

MPOo MOYATOK KJIHIYHOTro BUNIPOOYBaHHS B YKpaiHi / Micui nmpoBeaeHHsI

JOCJIZKEHHSA

[HNEHTUDIKALLA KJITHIYHOI'O BUITPOBYBAHHA

KomoBanuii HoMep MPOTOKOJY KJATHIYHOTO BUTIPOOYBaHHSI, MPUBJIACHEHUN CITOHCOPOM:

Homep EudraCT! (3a #ioro nasBHOCTI):

[ToBHa Ha3Ba KIIIHIYHOTO BUMIPOOYBAHHS:

Bucnosok Lentpy / Pimenns MO3 Ykpainu Ha1aHO:
Hama --/--/---- (1 J/MM/PPPP)

Bursr 3 nporokoity 3acizanas Komicii 3 mUTaHb €TUKH HAJIAHO:

Jlama --/--/-—- (JJUMM/PPPP)

IJEHTU®IKALIA 3AABHUKA (BinmiTbTe BiANOBiIHI MyHKTH)

IHoBinoMJIEHHS PO MOYATOK KJIIHIYHOTO O | [oBiZOMJIEHHSI TPO MOYATOK KJIHIYHOrO
BunpoOysanus 10 LenTpy BUNIPOOYBaHHS /10 KOMICII 3 NTUTaHb €THKH
Cnoncop ]| Cnoncop O
Odirmifinuii mpeACTaBHUK CIIOHCOPA [ | OdiniifHu MpeacTaBHUK CIIOHCOpa 0
Oco0a abo opranizaiisi, ymoBHOBa)KE€HA '] | Ocoba abo opranizailis, yHoOBHOBaK€Ha 0

CTIIOHCOPOM JIJISI TIOIaHHS IAHOTO
MOBIIOMJICHHS. Y IIbOMY BHUIIQJIKy BKaXITh:
HaiiMeHnyBaHH 0puauaHoi ocoou/I1.1b.
¢bi3u4HOI 0c00H;

I1.I.6. KoHTaKTHOI 0CO0OM;
MICIIe3HaXO/KEHHS FOPUIHIHOT
ocobu/Miciie nmpoxuBaHHA (i3UYHOT 0cO0H;
KOHTaKTHUH Tese]oH;

daxc;

CIIOHCOPOM JIJIsl TIOJTAHHS TAHOTO
MIOBITIOMJICHHSL. Y [IbOMY BHITaJIKy

BKQXITh:

HaliMeHyBaHHS 0puAndHOi ocoou/I1.1.b.
¢iznynHOi 0co0H;

I1.I.B. KOHTAKTHOI 0CO0OH;
MICII€3HAXO/[KSHHSI FOPUIUIHOT 0coOm/Miciie
pokuBaHHs (Hi3UIHOT 0cOo0H;

KOHTAKTHUH Tene]oH;

! EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €sponeiichka 6a3a JaHUX KIIIHI9HHX

BUIIPOOYBaHb.
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daxc;

aJipecy eJIeKTPOHHOI MOIITH aJipecy eJIEKTPOHHOI MOIITH

IMouaTok KIiHIYHOTr0 BUNIPOOYBaHHA B YKpaiHi / Miclli MpoBeIeHHS NOCTiIKEeHHSA

(JIJ/MM/PPPP)

/laTta BKIFOUEHHS TIEPIIIOTO JOCHTIHKEHOTO B YKpaiHi / MicIli TPOBEIACHHS JOCIIKCHHS

.

ITOCITI JKEHHS):

Ha3Ba:

MicIie3HaX O KEHHS:

BigmoBinabHUNA TOCITIAHUK:

BraxkiTh MiCLi€ IIPOBENECHHS KIIIHIYHOIO JOCIIKEHHS, 1€ OYB BKIIOYEHUN NEPIINI JOCTIHKYBaHUM (Cy0’ eKT
e 1p il bt i\ ) y P pi JUKY Y

iH(opMaIis € J0CTOBIPHOIO

S, mo HKYe mignucaBcs(-1ach), UM MIATBEPKYIO (Bi 0coOM CIIOHCOPA), 110 HAaJJaHA BUIIE

JiTepamu):

3ASBHUK, 1o momae moBiIOMICHHS IIPO 3AABHUK / JOCJIIIJHUK, mo mogae
MOYaTOK KJIIHIYHOTO BUTIPOOYBaHHs 10 LleHTpy: MOBITOMJICHHS TIPO

NOYaTOK KJIIHIYHOTO BUMIPOOYBaHHS 710 KOMICIi 3
Mara: NUTaHb €TUKU:
IMignuc:
[Ipi3Buiue, imM’s1, Mo 6ATHKOBI (APYKOBAHUMHU Mara:
JiTepamu): [Tigmuc:

[Ipi3Buiue, imM’s1, Mo 6aTHKOBI (APYKOBAHUMHU
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Honatox 10

1o [opsinky npoBeieHHs! KITIHIYHIX
BHUIPOOYBaHb JIIKAPCHKUX 3aC00IB Ta
EKCIIEPTU3H MaTepiaiB KIIHITHIX
BUNIPOOYBaHb

(myHKT 2, TnaBu 1, po3giny X)
(myHKT 6, Ti1aBu 1, pozainy X)

HEPEJIIK
ACNEKTIB KJIiHIYHOI0 BUNIPOOYBaHHS, L1010 IKHX CIIOHCOP MAa€ BHECTH CYTTEBI
NONPABKH

1. [TonpaBku, NOB's3aHI 3 MPOTOKOJIOM KJIIHIYHOT0 BUNIPOOYBAHHSA:

MeTa JTOCITIHKCHHST,

TU3aiH TOCIIIKCHHST,

KOJIOBAaHUM HOMED 1 BEPCisl MPOTOKOIY KITHIYHOTO BUMPOOYBaHHS;

iH(OopMOBaHa 3roja;

1HIIa TUCHMOBa I1H(OpPMAIli, IO IUIAHYETHCS HATABATHCS JOCIIIKYBaHUM
(cy0’ekTaM JOCIIIKCHHS);

IpoIieAypa Habopy MaIliEHTIB;

MOKa3HUKU €(DEKTUBHOCTI;

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

JIOTIOBHEHHsI 400 BUKJIIOUCHHS TECTIB 200 MOKA3HUKIB;

BIKOBUH Jl1aa30H JOCII1KYBaHUX (CyO’ €KTIB JOCIIIKEHHS ),

KpUTEpii BKIIIOUCHHS;

KpUTEPii BUKITIOUYCHHS;

MOHITOPHUHT O€3IeKH;

TPUBATICTh BIUIUBY JIOCTIIKYBaHOTO(-UX) JIIKapChKOro(-1x) 3aco0y(-iB);

MOTNPaBKH J03yBaHHSI TOCIIKYBaHOTO(-HX ) JIIKAPChKOTO(-1X) 3ac00y(-1B);

3MiHa JIIKaPChKOTO Mpenapary NOPiBHSIHHS;

CTATUCTUYHHM aHAII3.

2. IlonpaBku, NOB'sA3aHi 3 OpraHizanico KJIiHIYHOro BUNIPOOYBAHHS:

3MiHa BIJITOBITAJIBHOTO JOCHTIAHUKA a00 3alydeHHS HOBOT'O BIJIIOBITAIIBHOTO
JOCIITHUKA/MICIIS TTPOBEACHHS KJIIHIYHOTO BUTIPOOYBaHHS;

3MiHa MiCLi pO3TalllyBaHHs, Ha3BH Ta (hopmu BracHocti JIII3 / 3asBHuUKa;

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

3MiHa JOCIITHUKA-KOOPIUHATOPA;

3MiHa CcIoHcopa abo o(iIiHHOTO MpeICTaBHUKA CIIOHCOPA;

3MiHAa KOHTPAKTHOI JOCTIAHUIIBKOI OpraHisailii, BIJMOBIJIaJIbHOI 3a BHUKOHAHHS
BOKJIMBUX 3aBJIaHb Y paMKax KJIIHIYHOT'O BUIIPOOYyBaHHS;

3MiHa BU3HAYCHHSI MO0 3aBEPIICHHS KIIHIYHOTO BUIIPOOYBaHHS.
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3. IlonpaBku, NOB'AA3aHi 3 10CTIIKYBAHUM JIKAPCbKUAM 32C000M

ITorpaBky JaHHUX IOJO SKOCTI JOCIHIIKYBAHOTO JIIKAPCHKOrO IIpemapary, IIo
CTOCYIOThCSI:

ITOIIPaBKHU Ha3BU a00 KOAY JOCIIHKYBAHOTO JIKapChKOTro 3ac00y;

MaTepialy MepBUHHOTO MMaKyBaHHA™;

BUpPOOHUKA(1B) A110UOT pEHOBUHU;

BUPOOHUYOTO TIPOIIECY JIIF0YO0T pEUOBUHU ™,

crienudikaii 11104901 pe4oOBUHU™;

BUPOOHUIITBA JIIKAPCHKOTO 3aCO0y*;

crienudikalii JikapchbKoro 3acooy™;

crienudikaiii T0MOMIKHUX PEYOBUH Y TUX BUIAJKAX, KOJU MOXKIMBUN BIUIUB Ha
JI0 JIIKAPCHKOTO 3aco0y™;

TepMiHy 30epiraHfs, YKIIOYarodu 30€peKeHHS TICIS TEepIIoro PO3KPUTTS 1
PO3BEACHHS™;

CYTTEBUX 3MIH CKJIaJTy JOCIIKYBAHOTO JIIKAPCHKOTO 3aco0y™;

YMOB 30epiranas™;

METOJIMK JOCIIKEHb JIIF0Y01 pEUOBHHHU ¥,

METOJMK JOCIIHKEHB JIIKAPCHKOTO 3aC00y™;

METOUK JTOCTIKEHb HeapMaKOIMeHHUX TOTMTOMDKHUX PEYOBUH™;

3MIHU MapKyBaHHsI IOCII1)KYBaHOTO JIIKAPCHKOTO 3aCO0y ™.

4. TlonpaBkM JaHUX AOKJIHIYHUX (PAPMAKOJOTIYHUX i TOKCHKOJOTIYHHX
AOCJTIIPKEHb Y BHMIIAJKAX, 0 CTOCYHTbHCA NMOTOYHUX KJIIHIYHMX BHNPOOYBAHb
(TO0TO 3MiHA OWIHKM CHiBBI/ITHOILIEHHSI PU3HK/KOPHUCTD).

Harmpuxian, mono:

pe3yJIbTaTiB HOBHUX (DApMaKOJIOTIYHUX JOCIIIKCHB;

HOBOT 1HTEpIpeTalii iICHyounx (hapMaKkoJIOTIYHUX JTOCIIKEHb;

Pe3yJIbTaTiB HOBUX TOKCHKOJIOTIYHUX AOCIIIKCHD,

HOBOI IHTEpIIpeTaIii ICHYIOUYHX TOKCUKOJIOTTYHHUX JOCIIKCHb;

pe3yJbTaTiB HOBUX JOCIIKCHB JIIKAPCHKUX B3aEMOIIM.

5. IlompaBku B KJIIHIYHOMY BHIPOOYBaHHi, a TaKO0X [aHUX, IO
BiI00OpaxkaTh J0CBiJ 3aCTOCYBAHHS Npenapary JIOAUHOK, 0 € BAKJIMBUMM
JMJISE MOTOYHUX KJIIHIYHMX BUNPOOYBaHb (TOOTO 3MiHA OUIHKMW CIiBBIIHOIIECHHS
PU3HK/KOPHUCTD).

Harmpuxian, mono:

Oe3MeKu, MOoB'A3aH01 3 KIIHIYHUM BUMIPOOYBaHHSAM ab0 JOCBIIOM 3aCTOCYBaHHS
JOCTIKYBAHOTO JIIKAPCHKOTO Tpernapary;

pe3yJIbTaTiB HOBUX KIIIHIYHUX/(hapMaKOJIOTIYHUX JOCIIIKEHb;

HOBOI1 1HTEpHpeTalii ICHYIOUNUX KIHIYHUX/(apMaKOJIOTIYHUX TOCIIIKEHb;

HOBUX JIaHHX 3 JIOCBIY 3aCTOCYBAHHSI TOCHIKYBaHOTO JIIKApCHKOTO 3aco0y;

HOBOi IHTepIpeTamii ICHYIOUHMX JaHUX IMOJ0 JOCBiAy  3acTOCYyBaHHS
JOCITIDKYBAHOTO JIIKApCHKOTO 3ac00Y.

* BinmoBiTHI ONPaBKY HAIAlOTHCS TUTBKH 710 LleHTpy.
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Jomarox 11

1o Tlopsiaky mpoBeieHHS KIIHIYHUX
BUIIPOOYBaHb JIKaPCHKHUX 3aC00iB

Ta eKCTIEPTU3U MaTepiamiB KITHIYHUX
BUIIPOOYBaHb

(myHKT 4, Ti1aBu 1, pozainy X)

CYIPOBIJHUMA JINCT
10 3asiBu 10 MO3 Ykpainu mo0 CyTTEBUX MOMPABOK: O
710 3as1BH JIJIS1 OJIEp KaHHS TTOTOKEHHS KOMICIT 3 MUTaHb €TUKHU 11010 CYTTEBHX O
MOMPaBOK:
(3as1BHUK)

HaJIa€ CYTTEBY MOMPABKY Ha €KCIIEPTU3Y/OIIHKY MOPAIBHO-€TUIHUX Ta MMPABOBUX aCIEKTIB
(Heobxione niokpecaumu)

(TOoBHA Ha3Ba KJIIHIYHOTO BUIIPOOYBaHH)

KopoBanuii HoMep MpOTOKOIIY KITIHIYHOTO BUMPOOYBAHHS:
JocnimkyBaHuii Tikapchkuii 3aci0 (Ha3Ba):

Cnoncop:

[TixcTaBu A7st BU3HAYEHHS MOMIPABOK K CYTTEBUX:

[Hmmra BaxkiuBa iHGopMariis (SKIIO €):

3asgBHUK/OCITI THUK

(pi3BHIE, iM’51, IO OATHKOBI (mara) (migmuc)
(IpyKOBaHHMMH JiTEPAMH))
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Jomarox 12

1o Tlopsiaky mpoBeAeHHS KIIHIYHUX
BUIIPOOYBaHb JIIKAPCHKHUX 3aC001B
Ta eKCTIEPTU3U MaTepiatiB
KJIIHIYHUX BUIIPOOYBaHb

(myHKT 4, Ti1aBu 2, po3ainy X)

3ASABA
PO CYTTEBY MONMPABKY/MOT0/I>KEHHS KOMICI€I0 3 MUTAHb €TUKH CYTTEBOI MONPABKH

A. Il popma € 3araabHOI0 AJ1s 3a81BU, noaaHoi 10 MO3 Ykpainu i noroakeHHs1 KoMiciero 3
NUTAHb ETHKHU.

YKaxiTh BIAIOBIIHY METY B KJIITHHII HIDKYE.

3ASBA ITPO CYTTEBY ITOIIPABKY:

3ASABA JUISI OJAEPKAHHS OT'OJI)KEHHS KOMICII 3 MIMTAHb ETUKU:

MOBIIOMJIEHHSA 3 METOIO TIJIbKU IHOOPMYBAHHS:
LHEHTPY
KOMICII 3 IMTAHb ETUKU

Al. THEHTU®IKALIIA KJIIHIYHOT'O BHUITPOBYBAHHS (axkmo cyTrreBa mnomnmpaBKa
CTOCY€EThCSI OlIbIIE HIXK OJHOr0 MPOTOKOJY KJIIHIYHOr0 BHUIPOOYBAHHSI JJISi KOHKPETHOIO
AOCJIIIZKYBAHOT'0 JIIKAPCHKOI0 3ac00y, CIIOHCOP MOXKe 3pO0MTH y3arajibHeHe INOBiJIOMJICHHSA
IenTpy Ta KOMicii 3 MUTAHb €TUKHU 32 YMOBH, 110 B CYNPOBiIHOMY JIUCTI Ta 3asBi 3a3HAYEHO
nepeJiiK yciX NpOTOKOJIiB KJIiHIYHUX BUNIPOOYBaHb, AIKHX CTOCYEThHCS NONPaBKa)

IToBHA Ha3Ba KJIIHIYHOTO BUNPOOYBAHHS:

KopmoBanwuii HoMep MpOTOKOIY KITIHIYHOTO BUMPOOYBAHHS, IPUBIACHEHUH CTIOHCOPOM KJTIHIYHOTO
BHMPOOYBaHHS, BEPCis 1 AaTa:

Homep EudraCT! (3a iforo HasBHOCTI):

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

A2. IIEHTUDIKAIISA ITOIIPABKU

[TonpaBku 10 MPOTOKOITY [ SIK11o BiI3HAYEHO 1eH MYyHKT,
KJIIHIYHOT'O BUIIPOOYBaHHS BKa3aTH KOJIOBAHUI HOMEP
[IOIIPABKH, TPUBJIACHEHUN
CIIOHCOPOM, BEPCIIO 1 AaTy

[TorpaBku 10 MTOYaTKOBOI 3aBU 0 SIKI10 Big3HAYEHO JaHUI
PO OJICp>KAHHS MyHKT, TO BKa3aTH KOJAOBaHUI
BHUCHOBKY/TIOTO/IPKEHHS HOMEp IOIPAaBKH,

MPUBJIACHEHU CIIOHCOPOM,
BepCilo i 1ary
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B. IIEHTH®IKALIISA CIIOHCOPA, 1O ITIOJA€ JAHY 3ASAABY

B1. Cnoncop

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

I1. I. . xo"TakTHOI OCOOU:

MicIie3Haxo/[KeHHsI FOPUIUIHOT 0coOM/Miciie MPoKUBaHHS (Pi3UIHOI 0CO0H:

KonTtakTHu#t TenedoH:

®daxc:

Anpeca elneKTpOHHOI MOIITH:

B2. Oginiiinmii npeACTAaBHUK CIIOHCOPa B YKPAaiHi JIsl IPOBeIeHHs! JAHOT0 KJIIHIYHOT0 BUNIPOOYBaHHS
(SIKIIIO 11€ HE caM CTIIOHCOD)

HaiimenyBanus ropuandaaoi ocoou/I1. 1. b. dbiznunoi ocodu:

I1. I. . konTakTHOI OCOOU:

Micue3HaxoDKEHHS PUIMYHOT 0coOn/Miciie poKUBaHHS (hi3UYHOI 0COOH:

KonTakTHuii TenedoH:

®daxc:

AJipeca eJIeKTPOHHOI MOIITH:

C. IH®OPMALIA ITPO 3ASIBHUKA (mo3HayTe BiANOBiHY KJIITHHKY)

C1. 3aaBa 1o MO3 Ykpaiau IR C2. 3asiBa 10 KoMicii 3 nuTanb eTnkn | [
Cnoncop H Cnoncop ]
JlocmigHuk 0

OdoiniliHuii TpeaCcTaBHUK CIIOHCOPa 0 OdoiniliHuii TpeICTaBHUK CIIOHCOPa 0
Oco6a abo opranizailisi, yTOBHOBaX€HA 0 Oco0a abo opranizarlisi, ymoBHOBaX€Ha [ |
CIIOHCOPOM JUJIs TIOJJaHHS IaHOI 3asBU. Y CIIOHCOPOM JUJIs TIOJJaHHS 1aHO1 3as1BU. Y
[[OMY BHITQJIKy BKaXKITh: [[OMY BHITQJIKy BKaXKITh:

HallMEHYBaHHS IOPUIUYHOT HallMEHYBaHHS IOPUIUYHOT
ocoow/I1. 1. b. ¢izuunoi 0cobu: ocoow/I1. I. b. ¢izuunoi ocobu:

I1. I. b. xoHTaKTHOT OCOOM: I1. I. b. xoHTaKTHOT OCOOM:

MICIIE3HAXOKEHHS FOPUIUTHOT MICIIE3HAXOKEHHS FOPUIUTHOT
ocoOu/miciie mpoxuBaHHsA (Pi3UUHOT ocoOu/miciie mpoxkuBaHHS (Pi3UUHOT
ocoowu; ocoou:

KOHTaKTHUH TenedoH: KOHTaKTHUH TenedoH:

dbakc: dbakc:

aJIpecy eIEeKTPOHHOT MOIITH: aJipecy eIEeKTPOHHOI MTOIITH:
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D. TUII IOITPABOK (nmo3HauTe BiANOBiAHY KIITHHKY)

L1i mompaBK¥ HaNEKaTh MEPEBAXKHO JI0 BIKE BKUTUX TEPMIHOBHUX 3aXOIB AJIs [l Tak [1 Hi
3a0e3neueHHs Oe3neKu
[TprurHU BHECEHHS MOIPABKU:
MOTIPABKH, TTOB'sA3aH1 3 0€31MeK0I0 a00 0IaroMmoIyYdsiM TOCTIKYBaHOTO
(cy0’exTa qOCITIIKEHHS) ] Tak [ Hi
3MIHU B 1HTEpHpETallii HAyKOBOi IOKyMEHTallii/3HaueHHsI BUIIPOOYBaHHS ] Tax [ Hi
3MIHM B CKJIaJII JOCIIKYBAaHOTO(-HX) JIIKapChKOTro(-1X) 3aco0y(-iB) ] Tax "1 Hi
3MIHM B Opradizamii mpoBeleHHS a00  KepiBHUITBI  KimiHIYHOTO [ Tak [ Hi
BUIIPOOYBaHHS
3MiHa 200 BKIIFOYSHHS JOJATKOBOT'O MICIIsl IPOBEICHHS KIIIHIYHOTO
BUITPOOYBaHHS/BINOBIIaTbHOTO(-MX) AOCITITHUKA(-1B), TOCIIiTHUKA- [l Tak [1 Hi
KOOpAWHATOPA
3MiHa CIIOHCOpa, HOTO O(DIMIIHOTO IPEICTABHUKA, 3assBHUKA ] Tax "1 Hi
3MIHH B PO3MOJIUII OCHOBHHUX OOOB'SI3KIB i 9Yac MpoBeACeHHsS KiiHigHOTO [ Tak [0 Hi
BUIIPOOYBaHHS
SKIIO «TaK», YTOYHITB:
1HIIIA 3MiHa ] Tak [ Hi
SKIIO «TaK», YTOYHITH:
IHIIIAI BUITAJ0K [l Tak [1 Hi
SIKIIO «TAK», YTOYHITB:
3MiCT HOMPABKH:
3MiHU 70 iH(opMaIlii, 3a3HaYeHOT Y 3as1Bi ] Tax [ Hi
MIOTIPABKH JI0 MTPOTOKOJTY KJIIHIYHOTO BUMPOOYBaHHS | Tak "1 Hi
3MIHU JI0 IHIIUX TOKYMEHTIB [ Tax [0 Hi
SIKIIO «TaK», YTOYHITh:
IHIIUNA BUITAIOK [ Tak [0 Hi

SKILO «TAK», YTOUYHITb:

E. IPUYUHU BHECEHHS ITOITPABOK (3a3HauuTH B cKOpo4eHiil ¢gopmi)
F. KOPOTKMI1 ONUC MOMPABOK

G. IEPEJIIK JOKYMEHTIB, IIPUKJIAJJEHUX 10 3A5IBU

Hapaiite nokyMeHTH, IO CTOCYIOThCS Ii€i 3asBu, Ta/abo (y BIAMOBIAHMX BUMAAKAX) YITKi
MTOCWJIAaHHS Ha 1HII JOKYMEHTH, 10 Bke Oynu Hamani. Hamalite TO4HI MOCHIIaHHS HA BCl 3MIHH B
HyMepalii OKpeMHX CTOPIHOK, CTapuii i HOBUI BapianTu TekcTiB. [lo3Haure BinmoBimHy(-1)

KIITHHKY(-H).

CynpoBiaHuii JJUCT, y AKOMY 3a3HAYEHO TUI NONPABKH i NPUYUHY(-H) 1i (-IX) YHeCEHHS

KopoTtkuii BUKJIaJ CyTi BHECEHOI NONPABKH

Ilepeiik 3MiHeHUX TOKYMeHTIB (ileHTHdikanis, Bepcis, 1aTa)

CTOopiHKH 3i cTapuM | HOBUM (DOPMYJIIOBAHHAMH (32 MOKJIMBOCTI)

HJonaTkosa ingopmanis

IR R IR A I

3MiHEHUMH JaHUMH (32 MOKJIMBOCTI)

HoBa Bepcia ¢aiiia y ¢opmari Word i komisi nmepBUHHOI 3asiBU 3 BiJ3HA4YeHHMMHU
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HIAIUC TA IM’A 3AABHUKA

S, mo mnianucaBcs(nack) HUXKYE, UM MIATBEP/UKYI0 (Bi IMEHI CHOHCOpa), 1o (HEemoTpiOHe

3aKPECIIUTH):

HaBeJICHA B I1iii 3asBIli iHPOpMAILis € TOCTOBIPHOLO;
KIJIIHIYHE BHUMPOOYBaHHS Oyje MPOBOAWTHCS BIAMOBIAHO O MPOTOKOJY KIIHIYHOTO BHUIIPOOYBaHHS,
3akoHOJaBCcTBa 1 mpuHIMMIiB HanexHoi kininiunoi npakruku (GCP);

BBa)KAIO, 1110 € MiACTaBH JJI BIPOBADKEHHS 3a1l

DOITIOHOBAHUX 3MIH

3AABHUK, mo nonae 1o 3asBy 10 MO3
VYkpainu

Mara:
ITignuc:

[IpizButmie Ta iM’s1 (IPYKOBAaHUMU JTITEPAMH ):

3ASABHUK/ONOCIIAHUK, mo noaae 1o 3asBy 110
KOMIicCIi 3 IUTaHb ETHUKU:

MHara:
ITignuc:

[IpizBuiie Ta iM’st (IPYKOBAaHUMU JITEPAMM ):
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Jonatoxk 13

1o Iopsinky mpoBeaeHHs! KIiHIYHUX
BHITPOOYBaHb JIIKAPCHKUX 3aC0O0iB Ta
eKCTIePTH3H MaTepiaiiB KIHITHIX
BUNIPOOyBaHb

(mynkT 1, pozainy XI)

IOBIJOMJIEHHSA
NPO 3aBEPUICHHS KJIIHIYHOIO BUNIPOOYBAHHSA

InenTHdikaris KIIHIYHOTO BUNPOOYBAHHS

KomoBanuii HoMep MpOTOKOJTY KJITHIYHOTO BUNIPOOYBAHHS, PUBJIACHEHUI CTIOHCOPOM:

Homep EudraCT! (3a iforo HasBHOCTI):

[ToBHa Ha3Ba KJIIHIYHOTO BUIPOOYBaHHSL:

IJEHTU®IKALIA 3AABHUKA (BinmiThbTe BiANOBIiIHI MyHKTH)

IMoBigoMJIeHHs PO 3aBepIIEHHS ad
KJIiHIYHOrO0 BUNpoOyBanHs 10 LleHTpy

IHoBinoMJIeHHS PO 3aBeplIEHHS O
KJIiHIYHOT0 BUNIPOOYBAHHSA 10 KOMicii 3 NNTaHb
eTHKH

Cnoncop 0
Odimiitauit mpecTaBHUK CITIOHCOPA O
Oco6a abo opranizaiisi, ymoBHOBa)KE€Ha O

CTIOHCOPOM JIJIsl TIOJTAaHHS TAHOTO
MOBIIOMJICHHS. Y IIbOMY BHUITaJIKy BKaXITh:
HallMeHyBaHHS IOPUIMYHOT 0COOH/ MPI3BUILIE Ta
M’

¢izuyHOi 0coOu:

MPI3BUIIIE Ta 1M’ I KOHTAKTHOT 0COOH;
MICIIE3HAXOKEHHSI FOPUIUIHOT 0coOm/

Miciie pokuBaHHs (Pi3udHOT 0cO0H;
KOHTAKTHUH Tene(oH;

dakc;

aZpecy €JEKTPOHHOI MOIITH

Cnouncop 0
Odirifinuii mpeaCTaBHUK CIIOHCOPA 0
Oco6a abo opranizairisi, ymoBHOBa)KE€Ha 0

CIIOHCOPOM JIJIsl TIOJTAaHHS TAHOTO
MOBIIOMJICHHS. Y IIbOMY BHUIIQJIKy BKaXITh:
HallMeHyBaHHS IOPUIUYHOI 0COOH/ MPI3BUILE Ta
M5

¢iznyHo1 0cobu:

MPI3BUINE Ta M’ I KOHTAKTHOT OCOOU:
MICII€3HAXOJ[KEHHSI FOPUTUIHOT 0cOOH/
Miclie MpoKuBaHHA (Pi3UIHOT 0COOH;
KOHTAaKTHUH Tene]oH;

bakc;

aJpecy €JIIEKTPOHHOI MTOIITH;

JIOCHIIHUKA, BIAMOBIAAILHOIO 3a IMOJaHH
IaHOTO MMOBIIOMJIEHHS,;

JIOCJTI THUKA-KOOpAuHATOpa (1715
0araToleHTPOBOTO KJIIHIYHOTO
BUIIPOOYBAaHHS 32 HASIBHOCTI);

OJ

BIJIMOB1TAJTLHOTO JOCIIITHUKA (17151 O
OJTHOIICHTPOBOTO KIIIHIYHOTO

BUNPOOYBaHHS).

SIKIIIO TOBIIOMIIEHHS IIONA€ HOCIITHUK,
YKaXKITh:

IPi3BHUIIE TA IM’S;

"'BudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponeiicbka 6a3a JaHHX KIIHIYHHX

BUIIPOOYBaHb
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MiCIIe TIPOKUBAHHS,

daxc;

KOHTaKTHUH Tese]oH;

aJipecy eJIEKTPOHHOI MOIITH

3aBepuieHHA KJIIHIYHOr0 BUNIPOOYBAaHHS

JlaTta 3aBepieHHs

KJIIHI9HOTO

BUIIPOOYBaHHS
(JJ/MM/PPPP)

3aBepiIeHHs KIiHIYHOTO BUMIPOOYBAaHHS TUIBKK B YKpaiHi [JTak | [1Hi

3aBepIIeHHs BChOTO KIIIHIYHOTO BUMPOOYBaHHS y BCiX KpaiHax, ] Tak T Hi

JIe BOHO IPOBOIUIIOCS

3aBepiIeHHS KIIHIYHOTO BUMIPOOYBAaHHS TUIBKH B MICII [JTak | [ Hi

MIPOBEICHHS IOCIPKEHHS

3aBepIiIeHHs KIIHIYHOTO BUITPOOYBAHHS € JOCTPOKOBUM O Tak | [ Hi

SIKIITO «TaK», 3alOBHITH BIAMIOBIIHI ITOJIS:

SAxa(-1) npuunHa(-1) TOCTPOKOBOTO 3aBEPIICHHS KIIHIYHOTO

BUNIPOOYBaHHSL:

0e3MneYHICTh 1 Tax | [1Hi

HU3bKa €(PEKTUBHICTh [ Tak | [1Hi

KJIIHIYHE BUIIPOOYBaHHS HE MTOYATIOCS CTaxk | [1Hi

1HIIIE I Tak | [1Hi

SIKII0 «TaKk», yTOUHITH:

UYwmco martieHTiB, SKi TPOIOBKYIOTh OTPUMYBATH TEPAIIiIO 10 MOMEHTY JIOCTPOKOBOT'O 3aBEPIICHHS

KJIIIHIYHOTO BUIIPOOYBaHHs B YKpaiHi:

Crucno onuuIiTe y 1onaTky (y AOBUIBbHIN (opmi):
OOTpyHTYBaHHS JOCTPOKOBOTO 3aBEPIIEHHS KIIHIYHOTO BUITPOOYBaHHS;

nepeadaveHe COCTEPEKECHHsI 3a MaIllEHTaMHU, 10 OTPUMYIOTh TEPaIlii0 B MOMEHT TUMYaCOBOTO
MPU3YIUHEHHS KIIHIYHOTO BUIPOOYBaHHS 200 HOro T0CTPOKOBOTO 3aBEPILICHHS;
BIUTMB JIOCTPOKOBOTO 3aBEPIICHHS KJIIHIYHOTO BUMIPOOYBAHHS HA OLIHKY Pe3yJIbTaTIB KIIHIYHOTO

BUNIPOOYBaHHSI Ta 3arajbHy OLIHKY PH3UKIB Ta 04iKyBaHOI KOPUCTI BiJl 3aCTOCYBaHHS JOCIKYBAaHOTO

JIIKapChKOTO 3aC00Y

A, mo HuXxKYe mianucaBcs(-J1ack), UM TiATBEPIKYI0, IO Ha/TaHa BHIIE 1HPOpMAIIisl € TOCTOBIPHOIO

3asBHUK / JOCIII THUK

(Ipi3BHIIE Ta iM’s (IPYKOBaHUMH
JiTepaMH, MOBHICTIO))

(mata)

(mimrmuc)
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Honarok 14

1o [Mopsaky nmpoBeneHHs KITIHIYHUX
BHITPOOYBaHb JIIKAPCHKUX 3aC0O0iB Ta
eKCTIePTH3H MaTepiaiiB KIHITHIX
BUNIPOOyBaHb

(abzan mepumii, myHKTY 4, po3niny XI)

MNEPIOJJUYHUM 3BIT
IPO CTAH NPOBEACHHS KJIIHIYHOr0 BUNIPOOYBaHHSA B YKpaiHi / Micui NpoBeeHHA
AOCTiKEeHHS

Hanpasnsaemocs 0o:

HenTpy O
Kowmicii 3 nurade eTuKn 0

1. Indopmanis npo kiainiune BunpodyBanus (naji — KB)

KopnoBanuii HoMmep npotokosry KB, mpuBiacHeHU CHOHCOPOM:

®daza KB:

IToBua na3zsa KB:

Cnoncop KB:

O¢iuidHui npeacTaBHUK CIIOHCOpa B YKpaiHi Aj1s IpoBeaeHHs ganoro KB
(natimenyBanns opuauaHoi ocoou/I1.LB. ¢iznunoi ocodwu, I[1.I.b. koHTaKTHOT 0OCOOH, KOHTAaKTHUH TenedoH,
(akc, agpeca eneKTPOHHOT MTOLITH)

Bucnosok Ilentpy / Pimenast MO3 Vkpaiuu HagaHo (mara (m/MmM/pppp) Ta HOMED):

Butsr 3 mpoTokoJTy 3acigaHHs KOMICil 3 MUTaHb eTHKU 110 KoskHoMY JII13 HamaHo (marta (au/MM/pppp) Ta HOMED):

Slxmo B KB BHOCHIINCS CYyTTEBI MONIpaBKH, HagaiTe iHGOpMAaIIiro o KOXHIN 3 HUX (HOMep, naTta, —PimenHs
MO3 VYkpainu Ta noropKeHHs KOMIcii 3 MUTaHb €THKH)

2. latu moyaTky Ta 3aBepimienHs KB

Yu novasnocst BunpoOyBaHHs B YKpaiHi [ TAK 00 HI

Sxmo «HI», To 3 IKMX NPUYUH:

SIxmo «TAK», To:

Jlata BKJTIOUEHHS MEPIIOTO A0CIIHKYBAHOTO (Cy0’€KTa T0CIiKEHHS)!
0 B Ykpai#i (00/mm/pppp)
O B MICIll IPOBEACHHS TOCIIKECHHS (00/MM/pppp)

JlaTa BKIIIOUEHHS OCTAHHBOTO JOCIIKYBaHOTO (Cy0’€KTa JOCIiIKEHHs )|
0 B Ykpai#i (00/mm/pppp)
0 B MiCIli MPOBEACHHS JOCTIKEHHS (00/MM/pppp)

0 JlaTa 3aBepiueHHs> KJIiHI9HOTO BUIIPOOYBaHHs B YKpaiHi (00/mm/pppp)
0 JlaTa 3aBepIIeHHs’ KIiHIYHOTO BUIIPOOYBaHHs B YKpaiHi (00/mm/pppp)

3. Indopmanis npo Micus npoBeaeHHsI KJIiHIYHOT0 BUNIPOOYBaHHSI, 3asAiBJIEH] /151 MPOBeIeHHsI JaHOT0
KB B Ykpaini / mpo Miciie mnpoBeIeHHs T0CTiAKeHHS:

Homep micnst mpoBeneHHs Inentudikauis micus | Craryc:
KIIIHIYHOT'O BUMIOPOOYBaHHS, MIPOBECHHS (1) iniuifioBaHe Ta HaOpaHUK Xo4ya O OAMH MALIEHT;
MIPUBJIACHEHUH CTIOHCOPOM KJIIHITHOTO (2) inimiioBaHe, ane He HAOPAaHO KOTHOTO TAITIEHTA;
BHIIPOOYBaHHS (3) y pe3epBi/uekae iHimianmii;
(na3Ba, (4) Bunyueno/Budyno/3akpuro Oe3 iHimiarmii;

!Tlara mignucanns Horo Gpopmu iHGOPMOBaHOT 3T0IH.

2 JlaTa 3aBepINEHHS KITiHIYHOTO BUIPOOYBaHHs ab0 IJIaHOBAHOTO 3aBEPLIEHHS JJIs TOTOYHUX KJIiHIYHUX BUMPOOYBaHb,
SIKIIO 1151 1aTa 3MiHUJIacsl 3 MOMEHTY I1o/1aui 3asiBH.

3 JlaTa 3aBepIIEHHs KITiHIYHOTO BUIPOOYBaHHs ab0 IJIAaHOBAHOTO 3aBEPLIEHHS JJIs IOTOYHUX KJIiHIYHUX BUMPOOYBaHb,
SIKIIO 151 1aTa 3MiHUJIacs 3 MOMEHTY ITo1aui 3asiBH.
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MiCLIE3HAXOKEHH,
BIIITOBIJAJIBHUNA
JTOCJTi THUK)

(5) Buy4eHo/BuOYII0/3aKpUTO TiCIHS iHIITAIIT

4. Indopmanisa mpo aocimxkyBaHux (cy0’ekTiB J0CaiTKeHHsT) B YKpaiHi / Micui mpoBeaeHHsI JOCTiTIIKEHH:

Homep micris KinpkicTh qocmipkyBanux (Cy0’ €KTiB JOCIIHKCHHS)

MIPOBEICHHS B MicCIli IPOBEIEHHSI KIIHIYHOTO BUIIPOOYBaHHS:

KITIiHIYHOT'O CKpHUHOBAaHO paHIOMi30BaHO MIPOAOBKYIOThH 3aBEpIININ Bu6yio!
TOCIIKEHHS, y4acTh y y4acTb y
TIPUBJIACHEHUI KIIIHIYHOMY KIIIHIYHOMY

CIIOHCOPOM BunpoOyBaHHI | BHIPOOYBaHHI

! Ilns mocnigxyBaHux (cy6’ €KTiB JOCIIKEHHS), IO BUOYIIH, BKaXiTh mpuduHy: (1) —BiaKInKaHHA iHGOPMOBAHOI 3101

JOCIIKYBaHUM (Cy0’ekToM fociipkeHHs); (2) — Oe3neka; (3) — Hu3bKa e()eKTHUBHICTD; (4) — 1HIII IPUYUHH.

5. Indopmanisi Mmoo MiTO3pIOBAHNX CEPHO3HUX HellepeAOavyBaAHHUX MOOIYHUX peakuii B Ykpaini / micoi
NPOBeIeHHS TOCTi/UKeHHS :

Homep miciis mpoBeneHHs
KIJIIHIYHOTO BUIIPOOYBAHHS,
MIPUBIIACHEHUH CITOHCOPOM

ITizo3proBani cepiio3Hi HemepeadauyBaHi modiuHi peakuii
(inghopmayis nosunna micmumu wonavmeHue Koo 00CaI0NCYBAH020
(cyb ’ekma 0ocniodxncenHs), KOO 8UNAOKY, 0amu HOYAMK)Y Md 3A8ePUICHHS,

0ia2H03, HACAIOKU):

6. Indopmauist 1010 CYTTEBUX BiAXuiIeHb' Bil NpoToKo/Iy KiIiHIYHOr0 BUNPOOyBaHHs B YKpaiHi /
Micli mMpoBeIeHHsI 0CTiIUKeHHSI:

Howmep micris
MIPOBEICHHS
KIIIHIYHOTO
BHIIPOOYBaHHS,
MPUBIIACHEHU I
CIIOHCOPOM

CyTTeBi BiTXuIeHHS Bil MPOTOKOJY KJIIHIiYHOr0 BUNIPOOYBaHHS
(inpopmayin nOGUHHA MiCMUMU WOHAUMEHUIE KOPOMKULL ONUC CYyMi 8i0XUNEHHS, 0amy, KOO
00Cni02ICY8aH020 (CYO €KMa 00CAIOINCEHHS), HACTIOKU/BXHCUMI 3aX00U):

! OGOB'13KOBMMH /17151 3BITYBaHHS € BCI CyTTEBI BIIXMJIEHHS, AKi CTOCYIOTLCS OE3IEKH JTOCIIKYBaHHUX (Cy0’ €KTIB

JIOCITIKEHHS ).

7. Inma BaxknuBa iHdpopManis (3a HaAsIBHOCTI)

8. Indopmanis mpo ocody, mo momae 3BiT (IL.Lb., Micme poGorn Ta 3aiimMaHa mocama, KOHTAKTHHUMH

TenedoH):

9. laTa ckjaagaHHs 3BiTy, mignmuc:
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Jonatoxk 15

1o Tlopsaky mpoBeaeHHS KIiHITHIX
BHITPOOYBAHb JIIKAPCHKHUX 3aC0O0IB

Ta eKCIEPTU3U MaTepiaiiB

KIIIHIYHAX BUIIPOOYBaHb

(a63ar mepmuif, MyHKTY 6, po3ainy XI)

CTPYKTYPA
3aKJIIOYHOI0 3BIiTY NP0 NPOBeJAeHe KIiHiYHe BUNIPOOYBaHHA JIKAPCbKOI0 3ac00y

CTpyKkTypa 3aKJIIOYHOTO 3BITY MPO MPOBEACHE KIIIHIYHE BUIPOOYBAHHS € y3arallbHEHOIO JUIS
OMHUCY KIIHIYHOTO BHMPOOYBaHHS OYIb-IKOTO TEPaneBTUYHOTO, NPODUIAKTHIHOTO abo
J1arHOCTHYHOTO 3aco0y, MPOBEJCHOTO Ha JOCTIKYBaHUX (CyO’€KTax MOCTIKEHHS), Y SKOMY
310paHO KJIIHIYHUN Ta CTAaTUCTHMYHUN OMHCH, aHAJI3 JaHMUX, SKI CYNPOBOUKYIOTHCS TAOJHUISIMU 1
pPUCYHKaMH B OCHOBHOMY TEKCTi abo miciisi Hporo. KpiM Toro, y JomaTtkax HagalOThCs BiJIOMOCTI
po AOCTiKyBaHUX (CyO’€KTIB MOCHIKEHHS) Ta JAeTaJibHa CTaTUCTHYHA i1H(opMmaris. OCHOBHI
NPUHIMIKA CKJIQJaHHs 3BITY Ta MOrO CTPYKTYpPYy MOKHA BHKOPHUCTOBYBATH HJIsi PI3HUX BHIIB
KJIIHIYHUX BUNPOOYBaHb (HANpUKIIAJ, KIi1HIKO-PapMaKoJIOTi4HI BUMPOOYyBaHHS). PekoMeHI0BaHO
710 CTPYKTYPH 3BITY BKJIIOYATH TaKi MO3MIIIi:

1. TutynpHy CTOPIHKY, SIKA IOBUHHA MICTHTH:

Ha3By 3BITy, Ha3By JOCIIDKYBaHOTO JIIKApChKOTO 3acoly; i1IeHTH(IKAII0 KIIHIYHOTO
BUNPOOYBaHHS; SKIIO HE 3a3HAUYEHO B Ha3Bl, CTUCIMH ONHUC IUIaHY, TMOPIBHSHHS, TPUBATICTH
BUMPOOYBaHHS, JO3YBaHHS JIKAPCHKOTO 3aco0y 1 KOHTHHIEHT JOCTIKYBaHUX (CyO’€KTiB
JOCHIJUKeHHS); HallMeHyBaHHs/ TMIpi3BUINE Ta IM’s CIIOHCOPA; 1MEHTH(]IKAILiI0 MPOTOKOIY
KJIIHIYHOTO BUNIPOOYBaHHS; BUA/(a3y; AaTy MOYaTKy, AaTy 3aKIHUCHHS KJIIHIYHOTO BUIPOOYBaHHS;
no3HaueHHs BigmoBigHOcTi GCP (KMo BHKOHYBajOCh); Jary 3BiTYy, Mpi3BUIIE Ta iM’d
BIJIMOBITAJILHOTO JIOCITITHHAKA 200 JOCIITHUKA-KOOpAMHATOpa, a00 IIpeIcTaBHUKA CIIOHCOPA.

2. Pe3tome (cTHCIMIA OMKC KIIIHIYHOTO BUIPOOYBAaHHS 3 YHCJIOBHUMH JAHUMH IS UTFOCTpArlii
pe3yJbTariB).

3. 3Mict 3BiTy (YKJIIOYAIOYM TIEPENiK 1 pOo3TallyBaHHS JOJATKIB, TaOJHIb 1HAWBITYaIBHOI
peectpariitnoi popmu).

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

6. JlocmimHUKIB Ta aaMIHICTPATUBHY CTPYKTYpPy KIIHIYHOTO BHUIPOOyBaHHS (Ha3BYy,
MICIIE3HAXOKECHHS, KOHTAaKTHUHN Tenedon).

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

1) 3aranpHuii TUIaH (OU3aiiH) 1 MJIAH-OMMC KITIHIYHOTO BUMNPOOYBAaHHS; CXEMaTU4He
300pa)keHHS €TaliB 1 MPOIeaAyp KIITHIYHOTO BUTIPOOYBaHHS.

2) OOrpynTyBaHHS IUIaHy (Iu3aiiHy) KIIHIYHOTO BUMNPOOYBaHHA, y TOMY 4YHCIi BHUOIp
KOHTPOJIHUX TPYII.

3) Bubip nmomysiiii, 1110 BUBYAETHCS:
KpUTEpil BKIIOUEHHS;

KpUTepii HEBKIIOUEHHS,
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BUKITFOUEHHS JOCTIKYBaHUX (CyO’ €KTIB TOCIIIKSHHS) 3 BUIPOOyBaHb a00 aHaMi3iB.

4) JlikyBaHHS:

MIpU3HAYCHE JTIKyBaHHSI;

imeHTH}IKAIliS TIKAaPCHKUX 3aC001B, MO TOCTIHKYIOThCS;

METOJI PO3MOALTY TOCIIHPKYBaHUX (Cy0’€KTIB JOCTIIKEHHs) 3a TpymaMu (paHaoMi3altis);
BHOIp 7103 1JI1 BUBUCHHS;

BHOIp 703 1 Yacy MpUHOMY JIIKapChKOTO 3aco0y i KOXKHOTO JOCIiKyBaHOTO (Cy0’€kTa
JOCITIJKEHHS );

«CIIIMHN» METOJ (K0 BUKOPUCTOBYETHCS);
MOTNIEPETHSI 1 CYITyTHS Teparis;
JOTPUMAHHS TOCTIKYBaHUM (Cy0’€KTOM TOCIIIKEHHS) PeXKUMY JIIKYBaHHS.

5) Hani moao edekTtuBHOCTI Ta Oe3meku (omiHKa ¥ rpadik BU3HAUEHHS IOKAa3HUKIB
e(heKTUBHOCTI ¥ O€3MeKH).

6) [Jlani mono rapaHTii SKOCTI (JIOKYMEHT, 110 HiATBEPIKYEe (PaKT ayaUTOPCHKOI MEpPEBipKH,
SIKITIO TIPOBOJIHIIACS).

7) 3artaHoBaHi B TPOTOKOJI KJIIHIYHOTO BUTIPOOYBAaHHS CTATUCTUYHI METOH.

8) 3MiHM 110/10 3aIUTAHOBAHOTO MPOBECHHSA KIIHIYHOTO BUITPOOYBaHHS a00 aHATI3y.
10. Tndopmarriro mom0 AOCTIHKYBaHHUX (CYO’ €KTIB TOCIHIIKEHHS ):

1) Po3nonin gocmimpkyBaHux (Cy0’ €KTIB JOCITIHKEHHS).

2) BigxuiieHHs BiJi MPOTOKOJTY KJIIHIYHOTO BUIIPOOYBaHHSI.

11. Ouinky epeKTUBHOCTI.

1) Psanu manux, siki aHaITi3yIOThCS.

2) lemorpadiuni Ta/um iHIIII BUXIIHI XapaKTEPUCTHUKH.

3) Iloka3HWKHM OO0 MOTPUMAHHS JOCTIIHKYBAaHUMHU (CyO’€KTaMU IOCIHIJDKEHHS) PEXUMY
JKyBaHHS.

4) Pesynbratm OIliHKH €(QEKTUBHOCTI Ta CKJIQJaHHS TaOJIWIb JaHUX Ha KOXXKHOTO
JOCTIIKYBAHOTO (Cy0’€KTa TOCIHIIKEHHS ):

aHayi3 e(peKTUBHOCTI,
CTaTUCTHYHI/aHAJIITUYHI TUTAHH,

HaJaHHSA IHIWBIAyaJdbHUX J@HUX PEaKIli JOCHiTKyBaHUX (CyO’€KTIB JOCHIIKEHHS) Ha
JKyBaHHA y TaOIUIIIX;

7103a, KOHIICHTpAIlisl JOCIIHKYBAaHOTO JIKApChKOro 3aco0y Ta iX B3a€MO3B'SI30K 3 PEAKIIIEI0
JOCTiKYyBaHOTO (Cy0’€KTa TOCIHIIKEHHS ) Ha TIeH JIIKapChKHii 3aci0;

B3A€EMOIIS: JIIKK — JIIKH, JIIKK — XBOpO0a (SIKIO0 BUBYAIACH);
BHCHOBKH 11010 €()eKTHUBHOCTI.
12. Bu3HaueHHs O€3MeKH.

1) [To6iuHi sBUIIA:
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CTHCIIE Pe3IOME 11010 TOOIYHHX SBHIIL;
HaJaHHA 1HPOpMAIIii o0 MOOITYHHUX SBHIII,
aHaJIi3 NOOIYHUX SBHIII;

NepetiK MOOIYHUX SBHIL, $KI CHOCTEPIraluch y KOXHOTO JOCHiIKyBaHOTO (cy0’ekTa
JTOCITIPKEHHS ).

2) Bunagku cMmepTi.
3) IuHmri cepiio3Hi MOOIYHI SBUIIA, & TAKOXK CEPHO3HI MOOIUHI peaKIlii.
4) OmniHka KJIiHIKO-Ta00paTOPHUX MOKA3HUKIB!

MepeTiK 1HIUBITyaTbHUX JIA0OPATOPHUX IMOKA3HUKIB JOCIIKYBAHUX (CYO’€KTIB TOCTIIKCHHS)
1 3HAYECHHSI KOYKHOTO MATOJIOTIYHO 3MIHEHOT0 1a00paTOPHOTO MOKA3HUKA;

OLIIHKA KO’KHOTO MTOKa3HUKA JTJAOOPaTOPHHUX JOCIIIKEHb;

nabopaTopHi 3HAYEHHS 332 BECh MEPI0] TOCTIIKCHHS;

1HIMBIIyaIbHI1 3MIHH MTOKa3HUKIB Y XBOPHUX;

IHAVBIAYaTbHI KIIHIYHO 3HAYMMI MTATOJIOTIYHI BIAXUIICHHS MOKA3HUKIB.

5) apameTpu >KUTTEBO BaXJMBUX (YHKIIH OpraHizMy, JaHi 00'€KTUBHOTO JTOCITIKEHHS Ta
iHIIa 1H(OpMaIlis 00CTEKEHHS, IKa CTOCYEThCS MUTaHb OC3TEKHU.

6) BucHoBKH 11010 O€3IEKH.

13. O6roBopeHHs Ta y3arajbHeHi BUCHOBKH.

14. Tabnuii, pucyHkd, Tpadiku, Ha K1 € IOCUTIAHHS, ajie SIK1 He BBIAIIUIA IO TEKCTY.
1) Hemorpadiuni naHi (3BeI€HI pUCYHKH, TAOIHIII).

2) Hani mo10 epeKTUBHOCTI (3BeIeHI PUCYHKH, TAOIHIII).

3) Hani moao Ge3rneku (3BeieHi pUCYHKH, TaOIHII):

HaJlaHHS JaHUX PO MOOIYHI SBHIIA;

TIePETiK BUIMAIKIB CEPHO3HUX MOOIYHUX SIBUIIL;

OIHC BUIIAJIKIB CEPHO3HUX MOOIYHUX SIBHIIL;

NepeTiK TaTOoJIOTIYHO 3MIHEHMX IOKAa3HHMKIB JIaOOpaTOPHUX JOCTIKEHb (Ha KOXHOTO
JOCITIKYBAHOTO (Cy0’€KTa JOCIIIKEHHS)).

15. Cniucox BUKOPUCTAHUX JKEPE.

16. lonaTku:

1) Tndopmartist mo10 KIAIHIYHOTO BUTTPOOYBaHHS:

MIPOTOKOJI Ta TIOMPABKH J0 MPOTOKOIY KIIHIYHOTO BUIIPOOYBaHHS;
3pa30K iHIUBIAYaIbHOI peecTpariitHoi hopmu;

CTOPIHKH 13 3a3HAYeHHSM ETUYHUX MOMEHTIB Ta TIOTOJPKEHHS KOMICI 3 TUTaHb ETHKH,
MUChbMOBA 1H(OPMALis IS MALI€HTIB/3A0POBUX JOOPOBOIIBIIIB Ta iHPOPMOBaHA 3r0/1a;

MEPeNTiK Ta XapaKTePUCTUKH JOCITITHUKIB Ta IHIIMX BIANOBIAAIBHUX OCi0;

MIIMACA  BIAMOBIJATBHOTO  JOCHITHUKA abo  JOCHiTHUKA-KOOpAMHATOpA  KJIIHIYHOTO
BUIIPOOYBaHHS,
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aHaJITHYHA JOKYMEHTallisl — CepTU(IKaTH cepiil JIKapChKOTOo 3ac00y, 110 AOCHIHKYEThCS;

cxema paHmomizamii Ta koau (imeHTudikamis IOCTiKyBaHUX (CyO’€KTIB IOCHTIKCHHS) Ta
NpU3HAYCHE JTIKYBaHH);

JOKYMEHTH, 110 MIATBEPAXKYIOTh (PaKT ayAUTOPCHKOI MEePEeBIpKU (SIKIIO MPOBOAMIHC);
JOKYMEHTAITIS 010 CTATUCTUYHUX METO/IB;

JOKYMEHTAITIS 11010 JTa0OpaTOpHOi CTaHAapTHU3AIlii METOIB 1 3a0€3MeUeHHs SKOCT1 MPOoILeayp,
SIKIO IIPOBOJINIIOCE;

myOuTikartii, mo 6a3yrThCs Ha KIIHIYHOMY BUIIPOOYBaHHI;

BKJIMBI IMTyOITiKallii, Ha K1 € TOCUJIAaHHS y TaHOMY 3BiTi.

2) Ilepenik JaHMUX MO0 JOCTIKYBAaHUX (CyO’ €KTIB HOCIHIHKEHHS):

JOCHIKyBaHi (Cy0’€KTH JOCHIHKEHHS), IKi BUOYJIH 3 KIIIHIYHOTO BUIIPOOYBaHHS;
BIIXWJICHHS B1Jl TPOTOKOIY KJIIHIYHOTO BUIIPOOYBaHHS;

JOCITIKYBaH1 (Cy0’€KTH JTOCIIKEHHS ), IKMX BHKITIOYEHO 3 aHaM3y e()eKTUBHOCTI;
nemorpadiuHi gaHi;

JOTPUMaHHS PEKUMY JIKYBaHHS Ta/a00 AaHi 3 KOHLIEHTpALii JIIKapChbKOTro 3aco0y (SIKIIO €);
1HIUBIIyaIbHI JaH1 040 €(EeKTUBHOCTI;

MepetiK MOOIYHMX SBHII (HA KOKHOTO 3 JOCTIKYyBaHUX (Cy0’ €KTIB JOCIIIKEHH));

NepetiK 1HAWBITyaTbHUX TOKa3HUKIB JIAOOPATOPHUX JOCTIKEHb Y JOCIIKYBaHUX (Cy0’ €KTIB
JOCITIJDKEHHS) (32 HEOOXITHOCTI).

3) ImguBimyanbHi peectpaltiiiai popmu:

1HIMBITyaJIbHI peecTpaniiHi (GOpMHU Ha BHIIAJKU CMEPTI, IHIINX CEpHO3HUX MOOIYHUX SIBHIL Ta
BUIIAJIKU BUBEACHHS 3 TOCHII/PKEHHS Y 3B'3KY 3 PO3BHUTKOM CEPHO3HUX MOOIYHNX SBUIIL;

HII 1HIUBITyaTbHI peecTpaliiiai popmu, mo Oysau moaani Ha po3rsia 1o LienTpy.

4) Ilepenik JaHUX 1O KOKHOMY JTOCTIIKYBaHOMY (CyO’€KTY TOCIiIKEHHS).
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Jonatoxk 16

1o Tlopsaky mpoBeaeHHS KIHITHIX
BHITPOOYBAHb JIIKAPCHKHUX 3aC0O0iB

Ta eKCIEPTU3U MaTepiaiiB

KIIIHIYHUX BUIIPOOYBaHb

(a063a11 4yeTBepTUH, MYHKTY 4, TJ1aBH 1,
pozainy XII)

(abzarn mpyru#l, MyHKTY 2, TAaBH 3, PO3ALTY
XID)

BUMOI'
A0 CKJIAJAHHSA MOBIIOMJICHHS PO MiZA03PHOBaHy HenepeadauyyBaHy Cepilo3Hy
NMO0IYHY peaxkuiro

1. InenTugikanis KJIiHIYHOro BUNPOOYBAHHA

InenTudikamiss  kIiHIYHOrO  BHNPOOYBaHHS (KOJOBAaHMH HOMEpP MPOTOKONIY  KIIIHIYHOTO
BUNIPOOYBaHHS, IPUBIACHEHOTO CIIOHCOPOM, 3a HasiBHOCTI — HoMep EudraCT?).

2. Inopmantist mpo gocaiaKyBaHoro (cy0’ekra J0C/iIKeHHs):

1) imeHTHdiKamiifHII HOMEp AOCIIKYBAaHOTO (Cy0’€KTa JOCIIHKEHHS);

2) iHimianm;

3) crats;

4) Bik Ta/ab0 aTa HAPOHKEHHS;

5) Bara;

6) 3picT;

3. Indpopmanis npo nmigo3proBanmii JikapcbKuii 3acio:

1) Ha3Ba JOCIIHKYBaHOTO JIIKAPCHKOTO 3ac00y (a00 TOProBesibHA Ha3Ba);

2) MibKHapOJHa HeTIaTeHTOBaHA Ha3Ba,

3) Homep cepii;

4) moka3aHHs ISl TpU3HAYEHHST a00 BUBYCHHS;

5) nmikapcbka ¢opma, 103yBaHHS,

6) 10060Ba 103a Ta PEKUM IIPU3HAUCHHS;

7) crioci® mpu3HaYEeHHS;

8) maTa Ta yac rmoyaTKy JiKyBaHHS;

9) nata Ta yac MPUMMHEHHS JIIKyBaHHS a00 TPUBAIICTH JIIKYBaHHS,

10) po3koayBaHHS: Tak/Hi/HE 3aCTOCOBYBAJIOCH, PE3YJIbTATH:

OIliHKA MPUIMHHO-HACIIIKOBOTO 3B’ SI3KY, 110 Ha/IaHa JTOCIIITHUKOM;

OLlIHKa MPUYMHHO-HACITIIKOBOTO 3B’5I3KY, 1[0 Ha/IaHa CITOHCOPOM;

KOMEHTapi (axiBIliB, SKIIO HEOOXiMHO (HAMPHUKIAJ, SKIIO OIliIHKA CIIOHCOpA IOJ0 3B 53Ky 3
Mi03pIOBAHOI0 Hemepen0auyBaHOK CEPHO3HOI0 MOOIYHOI0 PEakiielo He 30iraeThCsl 3 OLIHKOIO
JOCHITHUKA, MiJ03pa, M0 CYMYyTHI JIKapchki 3aco0M BiAITpalOTh poOJb y PO3BUTKY peaKii
6e3nocepeIHbO 200 BHACIIIOK B3a€MO/IIT).

'EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bponeiicbka 6a3a JaHHX KJITHIYHHX
BUIIPOOYBaHb.
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4. CynyTHe JIiKyBaHHS

Jnst  cynyTHIX JIiKapchkuxX 3aco0iB  (y T.4. Oe3pernenTypHUX JIKApChbKUX 3aco0iB) Ta
HEMEIMKaMEHTO3HUX 3aco0iB JIIKyBaHHS HAJA€ThCAd Ta cama iHpopMaiis, o 1 st
JOCITIKYBAHOTO JIIKAPCHKOTO 3aco0y, 30KpeMa 11010 BUPOOHHUKA, SKITIO B1JIOMO.

5. Indopmanis npo nmio3proBaHy HenependauyBaHy cepio3Hy NOOiYHY peakuiro:

1) moBHMI onuc peakiiii;

2) marta Ta 4ac rmovyaTKy peaxirii;

3) nata Ta yac MpUNHHEHHS a00 TPUBAJICTh PEaKIIii;

4) iHdopmallis Ipo BiIMIHY Ta TOBTOPHE NMPU3HAYEHHS IT1103PIOBAHOTO JIIKAPCHKOTO 3ac00y;
5) Miciie pO3BHUTKY peakilii (KiiHika, MOJIiKIIiHIKa, BAOMA);

6) HacnigoK: iHpOpMaLlis PO BUILYX aHHA a00 Oyb-sIKi HACTIAKHU, Oyab-sKi MPOBEeHI crienudivHi
TecTH Ta/abo JIKyBaHHA Ta iX pe3yIbTaTH;

VY pasi cMmepti — ii mpuYMHA Ta KOMEHTapi MO0 MOXKJIWBOTO NMPHUYMHHO-HACITIIKOBOTO 3B’S3KY 3
IT1T03PIOBAaHUM JOCIIHKYBAaHUM JIIKAPCHKUM 3aCO00M.

7) Oynp-sika iHma iHQOpMaLis, OO MOXe OyTHM KOpUCHA s OLIHKH IiJ03pIOBaHOl
Hernepen0adyBaHoi cepiio3HOi MOO0iuHOi peakiii (CyNmyTHI 3axXBOPIOBAHHS, aJeproJIOTIYHUNA
aHaMHe3, aJIKOTOJIbHA 3AJICIKHICTD ).

6. lani npo pocaigHuka, 1o HaJAaB NePpBUHHY iHpopMauiro:
1) mpi3BuIIe Ta iM’s;

2) MicIie POBEICHHS TOCITIIPKCHHSI;

3) KOHTaKTHUI HOMEp TenedoHy;

4) 3aiiMaHa 1mocaa;

7. InopMmaitisi npo cnoHcopa/3asiBHUKA Ta AJAAMIiHICTPATHUBHI JaHi:
1) maTa 1aHOTO MOBIIOMJICHHST,;

2) mxepeno iHbopmarii;

3) naTa OTpUMaHHSI MIOBIIOMJICHHS CITOHCOPOM/3asIBHUKOM;

4) kpaiHa, Ie BUHUKIIA PEaKIIis;

5) TUT TOBiIOMJICHHS (TIEPBUHHE, TOJATKOBE);

6) HaliMEHyBaHHS IOPHAMYHOI OCOOHW/TIpi3BHUINE Ta M . (Di3UYHOI 0COOM; MiCIIE3HAXOKEHHS
IOPUINYHOT 0coOH/Miciie poKkuBaHHs (Pi3MuHOT 0co0H;

7) mpi3BHUIIlEe Ta iM s, 3aiiMaHa TMocaja, KOHTAaKTHUN HOMep TenedoHy Ta (akc KOHTAaKTHOI 0coOu,
BIJIMOBITAJIbHOI 32 MoaHHs iH(opMaIlii mpo modiyHi peakirii;

8) Homep  BWMAmKy  HemepeadadyBaHOi  cepiio3HOi  MOOIUYHOT  peakiii,  HaJaHWUH
CTIOHCOPOM/3asIBHUKOM (HOMEp Ma€ OyTH €JMHUM JJIsl IEPBUHHOTO Ta HACTYITHUX MOBIIOMJICHB PO
OJIMH 1 TOH caMUil BHUITAJIOK).



100

Honatok 17

1o Tlopsaky mpoBeaeHHS KIHITHIX
BHITPOOYBAHb JIIKAPCHKHUX 3aC0O0iB
Ta eKCIEPTU3U MaTepiaiiB
KIIIHIYHUX BUIIPOOYBaHb

(ab63ar1 mepmuif, MyHKTY 4, TJIaBH 3,
pozainy XII)

BUMOI'
J10 CTPYKTYPH OHOBJIIOBAHOTO 3BITY 3 0e3MeKHu JO0CTiIKYBAHOTO JIKAPCHKOT0
3aco0y, mo nepedyBae y crauii po3pooxu (aaai — DSUR)
(DSUR - Development Safety Update Report)
3mict DSUR ckiagaersest 3 20 po3ainiB:
1. Berym.
2. MixkHapoaHU# JTIIEH31HHAN /peecTpalliiHuii cTaTyc.
3. 3axoau, IKMX BXKUATO 3 TPUYHMH O€3MEKH B 3BITHUU MEPIOJI.
4. 3miHn y pedepentHiit inpopmartii 3 6e3meKu.
5. Ilepenik KJIIHIYHUX BUIIPOOYBaHb, K1 MPOBOAATHCS UM 3aBEPLICHI y 3BITHUN MEpio.
6. O1iHKa KyMyJISITUBHOI €KCITO3HITIT (3aralbHOTO BIUTHBY):
1) KyMyJsTHBHA €KCIIO3UIIIS Y TTPOTpaMi po3poOKH;
2) eKcro3ullis MaiieHTa (BILUTUB Ha MAaIli€HTa) Ha OCHOBI MAPKETUHTOBOTO JIOCBIAY;
7. JlaHi B mepelnikax Ta 3BeJCHUX TaOIUIIAX:
1) pebepenTtHa indopmarris;
2) meperiku cepio3HUX MOOIYHUX PEaKiliid 3a 3BITHHM MepioJ;
3) KyMyJISITUBHI/3araibHi 3BeJCHI TaOIHII CePHO3HUX OOIYHHX SBUIII.
8. BaxxnuBi pe3ynpTaTy KIiHIYHUX BUIIPOOYBaHb 32 3BITHUH Mepiof:
1) 3aBepiieHi KIiHIYHI BUTTPOOYBaHHS;
2) kiHIYHI BUTTPOOYBaHHS, SIK1 TPOBOIATHCS;
3) 1OBroCcTpOKOBUN KOHTPOJIb (CIIOCTEPEKEHHS);
4) iH11Ie TepaneBTUYHE BUKOPUCTAHHS JOCIIIHKYBAHOTO JIIKAPCHKOTO 3aC00Y;
5) HOBI JaH1 3 Oe3mneKu, OB’ I3aH1 3 KOMOIHOBAaHUMH METOaMU JIIKyBaHHS,
9. ani 3 Ge3neku, OTpUMaHI ITi/1 Yac HEIHTEPBEHIIIMHUX BUIPOOYBaHb.
10. Tnma iHpopmaris 3 6e3MeKH y KOHTEKCTI KIIIHIYHUX BHIIPOOYBaHb.
11. Jlani 3 Ge3reku Ha OCHOBI MApPKETHHTOBOTO JIOCBITY.
12. HexitiniuHi maHi.
13. Jliteparypa.
14. Tami DSURs.

15. BiacyTtHicTh e(peKTUBHOCTI.
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16. Inpopmanis, cnenndivaa 11 perioHy.

17. Indopmariis, sika HaXIAIIIA TI3HIIIE.

18. CymapHa or11iHka 0e3MeKu:

1) owiHKa PU3HKIB;

2) NIUTaHHS CIIBBIIHOIEHHS KOPUCTI-PU3HUKY.
19. Pe3toMe BaXKJIMBHX PU3HKIB.

20. BucHoBku.



