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MIHICTEPCTBO OXOPOHH 3/I0POB’SI YKPAIHHA
(MO3 Ykpaiun)
Byl M. I'pymescekoro, 7, M. Kuis, 01601, ten. (044) 253-61-94, E-mail: moz@moz.gov.ua,
web:http://www.moz.gov.ua, kog €IPTIOY 00012925

Ne

Hep:xaBHa peryJasiTopHa ciay:k6a
Ykpainu

MiHiCTepCTBO OXOpPOHM 3[0pOB’s YKpalHH HaNpaBisi€ Ha ONpAIOBAHHA Ta
IOTOJKEHHs MpoekT Hakasy MO3 Vkpainu «[Ipo BHeceHHA 3MiH JO Hakasy
MinictepcTBa 0XOpoHH 3710poB'st Ykpainu Bix 23 Bepecns 2009 poky Ne 690y, sxuit
pO3po0sIeHO 3 METOI0 YNOCKOHAICHHS CHCTEMM OpraHizauii mpoBeNeHHS KIiHIYHUX
BUIIPOOyBaHb JiKapchKUX 3aco0iB B YKpaiHi.

IIpocMMO MOroauTH MPOEKT HaKa3y B HAWKOPOTILHUIH TEPMiH.
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MIHICTEPCTBO OXOPOHHU 3/I0POB’S1 YKPATHH
HAKA3

Kuis Ne

I1po BHECEHHS 3MiH 10 HaKa3y
MiHicTepcTBa OXOPOHH 3[0POB'S
Vkpainu Bix 23 BepecHs 2009 poky
Ne 690

Biamosixso mo cratei 7, 8 3akony Ykpainu «IIpo JiKapchKi 3aco0m», MyHKTY 8
ITonoxkeHHs Ipo MIiHICTEPCTBO OXOPOHHU 300poB’s YKpainu, 3aTBEPPKEHOTO
nocraosolo Kabinery Minictpis Vkpainm Big 25 GepesHs 2015 poky Ne 267 (y
penakuii mocranosu Kabinery Minictpis Ykpainu Bix 24 ciuns 2020 poxy Ne 90), Ta
3 METOI0 MOJANBIIOro BAOCKOHAICHHA Ta YHOPAAKYBAHHS HPOBOICHH: KITiHIYHUX
BUIIPOGYBaHb JTiKapCHKUX 3aC00iB

HAKA3Y1O:

1. Vuecty 3Minu 10 ITopsaKy NpoBeAeHHs KITiHIYHIX BUNPOOYBaHb JTIKAPCHKIX
3acO0iB Ta €KCIepTU3k Marepianie KIHIYHAX BHIPOOYBaHb, 3aTBEPIDKEHOIO
HakazoM MiHICTEpCTBA OXOpPOHH 310pOB's YKpaiHu Big 23 mepecHsa 2009 poky
Ne 690, 3apeecTpoBanoro 8 MiHicTepcTBi roctunii Ykpainu 29 sxoeTHs 2009 poky 3a
Ne 1010/17026 (y penakuii Hakasy MiHiCTepcTBa OXOPOHU 3mopoB's Ykpainu Bix 12
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mumast 2012 poky Ne 523), BUKITaBIIN #OTO B HOBI penaxiiii, mo JOAAETHCA.

2. VHecTH 3MiHM IO THWIOBOTO IIOJIOXKEHHS MPO KOMICii 3 MATaHb ©TWKA IPU
TiKyBaIBHO-IPOGITaKTHYHKMX 3aKIajiaX, y AKAX MPOBOJATH KIiHiYHI BUPOOyBaHHS,
3aTBepKEHOTO Haka3oM MiHicTepcTBa OXOPOHH 310pOB'A YKpaiHu Big 23 BepecHA
2009 poxy Ne 690, 3apeectpoBaroro B MiHicTepcTsi focTHLii YKpaiHu 29 XOBTHA
2009 poky 3a Ne 1011/17027 (y pemaxuii Hakasy MiHicTepcTBa OXOpPOHHU 3JIOpOB's
Vkpainn Bif 12 mumast 2012 poky Ne 523), pukiaBImy #oro B HOBIif pejaxiii, MO
JOIA€ETHCA.

-

3. dapmanepTiaHOMy  gupextopary (O. Kowmapiza) 3abesmeuntd B
YCTAHOBJICHOMY MOPAAKY HOJAHHA LBOTO Hakasy Ha JCPIKaBHY peecTpaniio 10
MinicTepcTsa FOCTULIT YKpaiHH.

4. KOHTpOINb 32 BHKOHAHHSM I15Or0 HaKa3y 3alMIIalo 3a c0000.

5. Lleit Haka3 Habupae YMHHOCTI 3 AHA Horo odiiiiHoro omy6iKyBaHH.

MimnicTp Maxkcum CTEITAHOB
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HOACHIOBAJIBHA 3AIIUCKA
70 MPoeKTy Hakasy MiHicrepcTBa 0XopoHH 310poB’s Ykpainu «IIpo
BHECEHHs 3MiH J0 HaKa3y MiHicTepcTBa 0XOpOHH 340poB's YKpaiHu
Bia 23 BepecHst 2009 poky Ne 690»

1. Pe3ome

YIOCKOHAJIEHHs CHCTEMH OpraHisallil NpoBeAeHHA KIIHIYHUX BUIPOOYBaHB
JiKapchKuX 3aco0iB B YKpaiHi.

2. IIpoGaema, sixka noTpedye po3B'A3aHHs

Y 3B’A3Ky i3 npudHATTAM €BponelicekuMm Coro3oM HOBOro Permamenty (€C)
Ne 536/2014 €Bpormeticekoro Ilapmamenty Ta Paam Big 16.04.2014 «Illomo
KIIiHIYHUX BUIPOOYBaHb JIIKApCHKUX 3acO0iB IS JIFOJUHH, IO CKAaCOBYE JIUPEKTUBY
2001/20/€C» (mani — Pernmament €C), sikuii Gye CIPUATH yIOCKOHAICHHIO CHCTEMHU
opramizaiii HIpoBe/ileHHA KIHIYHAX BUNpPOOYBaHB JIiKAPCBKHMX 3aco0iB B KpaiHax
€sporeiicekoro Corosy Ta BIOCKOHAICHHIO IIPOBEICHHS KIIHIYHUX BUIPOGYBaHb B
inmux Kpaimax. OCKiNBKH, MPOBEIEHHS MIDKHAPONHMX KIiHIYHHX BUIPOOYBaHB
HOBHMX, IHHOBAI[ifHUX, 34eOUTBINOrO JIKAPCEKMX 3ac00iB  GiOTEXHONOTIYHOrO
IIOXO/DKCHHA 10 €MHAM CYYacHMM IIpaBHiIaM, JO3BOJIATH 3aCTOCOBYBAaTH B
MEIWYHIN NPaKTUIi Taki JiKapchKi 3acCO0M BiKe Ha eTami KITiHIYHHX BUNIPOOYBaHb.
Texwii migxin nosBonuTh 3a0e3MEUUTH HOBITHIME IIpemaparaMH  oci0, sKi
CTpaXXIal0Th Ha THKKI OHKOJIOTiYHI, NCHXIaTPW4Hi, TaCTPOEHTEPOJIOTIUHI Ta iHmIi
3aXBOPIOBaHHS, B TOMY YMCIIi AiTel Pi3HMUX BiKOBUX KaTEropiii.

3. CyTb NPOEKTY aKTa

BHecenHsAM 3MiH 0 HOPMATHBHHX JOKYMEHTIB MIOJO0 HMpPOBEICHHS KIIHIYHHX
BUNPOOYBaHb B YKpaiHi BiOBIAHO 10 MDKHAPOAHUX BAMOT, a caMe 10 PermameHTy
€C T1a pexomenganit ICH GCP, mo cToCyl0ThCs TEXHOIOTIH IPOBEIEHHS KITiHIYHIX
BANPOOYBaHb TNpOLECIB YNPaBMiHHA pPH3MKAMM, MOXIMBICTh BHKOPHCTAHHS
CIIEKTPOHHOIO 3aluCy JaHUX Ta 3BITHOCTI, AKi HeoOXimHi Ama 3abesmedeHHT
BCeOIYHOTO 3aXWCTy JOCHDKYBaHMX Ta HAMIHHOCTI pe3ylbTaTiB  KIiHIYHOTO
BunpoOyBanus, mo Oymu BHeceHi B HacramoBy «Jlikapceki 3aco6u. Hamexna
Kkinidiyna mpaxtuka. CT-H MO3 Vkpainu 42-7.0:2008», 3aTBepmkeHy Hakazom MO3
Ykpaiun Big 16.02.2009 Ne 95 (manmi — HacrasoBa), Ta 3 METOI YIOCKOHAICHHS
CHCTEMHU OpraHizamil NMPOBEACHHA KIiHIYHHX BUMpPOOYBaHb JiKAapCHKMX 3acOGIiB B
Ykpaini, BUHMKIA HEOOXiNHICTP NpHBeAeHHs I[lOpAAKy HPOBENEHHS KIHIYHAX
BUIPOOYBaHb JKapChKMX 3acOGiB  Ta eKCHEepTH3H MaTepialiB  KIiHIYHHX
BUIPOOyBaHb, 3aTBEPIPKEHOr0 HakazoM MO3 VYkpainu Big 23.09.2009 Ne 690,
3apeecTpoBaHoro B MinicTepcTsi roctumii Ykpainu 29.10.2009 3a Ne 1010/17026
(mami — Tlopsmok), Ta THIIOBOTO MONOXEHHS MPO KOMicii 3 NHTaHP eTHKH IIpH
JiKyBaIbHO-TIPO(INMAKTAIHIX 3aKIIa/iaX, Y SKAX HPOBOJATH KIiHigHI BAIPOGYBaHH,
3aTBep/KEHOro HakasoM MO3 Ykpainu Bix 23.09.2009 Ne 690, 3apeecTtposaHoro B
Miunicrepetsi roctunii Ykpainu 29.10.2009 3a Ne 1011/17027 (mani — Twunoge
IIOJIOXKEHHS), Y BiMIOBIHICTS A0 TAKMX 3MiH.

4. BniimB Ha G103KeT

Pearnizaniss mpoekTy akTa He NOTpeGye NOAATKOBHX (iHAHCOBHX BMTpAT 3
HepxaBHoro 6romKeTy Yipainu.



5. Ilo3mnuis 3aiHTepecoBaHNX CTOPIH

Ilpoext akTa moTpebye KOHCYNbTAIlifl i3 3aiHTEPEeCOBaHHMH CTOpOHamu. 3
METOI0 OTPHMAHHS 3BOPOTHOTO 3B'SI3Ky MPOEKT HakKasy NOTpedye ONPUIIOAHEHHS Ha
obimitinomy BeOcaiiti MO3 Vkpalim wWww.moz.gov.ua [Uii TPOMajCBKOro
0OTrOBOPEHHS. :

IlporHos BIUIMBY peati3amii TPOEKTy aKTa Ha KIIOYOBI iHTepecH
32iHTEPECOBAHMX CTOPIH JOAAETHCA.

IIpoekT aKTa He CTOCYeThCs TNHTaHb  (YHKIIOHYBaHHSI  MiCIIEBOTO
CaMOBpAyBaHHs, MpaB Ta IHTEpeCiB TEPUTOPIAIbBHUX TIPOMaj, MiCHEBOIO Ta
perioHaJIbHOTO PO3BUTKY.

IIpo€eKT aKTa He CTOCY€EThCA COLiaTBbHO-TPYHOBOI chepH.

TIpoeKT aKTa CTOCYEThesA cepr HAyKOBOI Ta HAYKOBO-TEXHIUHOI IisIBHOCTI,
TOMy TOTpebye moromukeHHsa 3 HaykoBuM komiteroM HamioHansHOi pagy 3 MHUTaHb
PO3BUTKY HayKH i TEXHOJOTiH.

IIpoekt akta moTpedye moromkeHHA 3 HamioHadpHOIO aKaneMi€lo MEAWIHUX
HayK YKpaiHu.

6. Ilporuo3 BIJINBY

3a mpeAMETOM TIPABOBOTO PETYIIFOBAaHHA peali3allii MPOEKTy aKTa He MaTHMe
BILTUBY Ha:

PO3BHUTOK PETIOHIB, MiJABUIICHHS YH 3HIKEHHS CIPOMOKHOCTI TEPUTOPialbHUX
rpomMaf;

PUHOK TIpalli, piBeHb 3aliHATOCT] HaCeIeHH;

00CAT IPUPOJHEX PECYPCiB, piBeHB 3a0pyIHEHHA aTMOC()EPHOTO IOBITPs, BOJM,
3eMelb, 30KpeMa 3a0pyJHeHH YTBOPEHNMHU BiIXOJaMU;

€KOJIOTiI0 Ta HaBKOJIMIIHE PUPOJHE CEPEJOBHILE.

TIpoeKT aKTa BIUIMBAE HA PUHKOBE CepellOBHIIIE, 3a0e3MeueHHs iHTepeciB i Ipas
rpoMajgsH Ta Cy0’€KTiB TOCIOJApiOBaHHSA, a TaKOK Ha I'POMaZChKE 3J0POB’d,
MOKpAIlleHHs. CTaHy 3IO0POB'ST HACENeHHs, OCKINbKH BIOCKOHAIECHHS IMPOBEACHHA
KIiHIiYEMX BUNpoOyBaHb CcHpHUATAME 3a0e3[edeHHI0O HOBITHIME Mpernaparamu
TAIi€HTIB, IKi CTPaXXJAI0Th Ha TAXKKi 3aXBOPIOBAHH.

7. Ilo3uiisi 3aiHTepecOBAHUX OPraHiB

IIpoekT akta motTpebye MOTOMKeHHS 3 JlepikaBHOIO PEryisaTOpHOIO CIyKO0I0
Ykpainu, AHTHMOHOIOJBHMM KOMITEeTOM YKpaiHu, YIOBHOBaXeHMM BepxoBHOL
Pagu 3 mpaB JIIOAWHHU Ta MiIArae gepkaBHifl peecTpanii B MiHicTepcTsi rocTuiil
VYkpainu.

8. Pusuku Ta o0MekeHHA

V mpoekTi aKTa BIACYTHI IOJOXEHHS, AKi MICTATh O3HaKM JUCKpUMiHALlii, a
TOMY BifICYTHS HEOOXigHICTH TPOBEJSHHS TI'POMAJACHKOI aHTHAWCKPUMIiHAIiMHOI
eKCIePTU3H.

V OpOEKTi aKTa BifICYTHI MMOJOXKEHH, fKi BIUIMBAIOTH Ha 3a0€3NeYeHHs PiBHUX
OpaB Ta MOXIMBOCTEM XIHOK 1 UOJIOBiKiB, & TOMy BiICyTHA HEOOXiJHICTb
MPOBENEHHS OLiHKY MeHIepPHOTO BILIUBY IIPOEKTY aKTa.

VY mpoekTi akTa BiACYyTHi IpaBuia i IPONEAypH, AKi MOXYTh MICTUTH PHU3UKH
BUMHEHHS KOPYMLiHHUX IpaBONOPYIICHb.
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IIpoexT akta He moTpebye HpoBeleHHA LHU(POBOI €KCIEPTHU3U Ta OTPUMAHHA
BHCHOBKY MiHmudpu mpo mpoBeaeHHS NAGPOBOI €KCIIEPTU3H, Y 3B’ A3KY 3 THM, IO
MPOEKT HE CTOCYEThCA IMTaHb iHGOpMaTH3allii, eNeKTPOHHOTO YpPSAAyBaHHA,
(¢opMyBaHHA i BAKOPUCTAHHS HalliOHAIEHUX eNeKTPOHHUX iH(QOpMaIiiHIX pecypciB,
PO3BUTKY iH(OpMAIiiiHOTO CYCHUIBCTBA, €IEKTPOHHOI JEMOKpaTii, HaJaHHI
aZIMiHICTPaTUBHUX NTOCITYT a00 NH(GPOBOTO PO3BHUTKY.

9. IlincraBa po3po6./ieHHs MPOEKTY aKTa

IIpoexT axTa po3pobiieHo BiAmOBigHO o ctareit 7,8 3akony Ykpaimm «IIpo
JiKapchKi 3acobuw», mnonoxeHb Permamenty €C Ta monoxkeHb HacTaHoBH,
JleTanbHOTO KepiBHUNTBA IIOAO 3alHUTy IO KOMIIETEHTHHX OpPraHiB Mpo HaJaHHA
J03BOJly Ha KIliHiYHe BUMPOOYBaHHS NiKapCHKOTO 3aco0y JUIf BHUKOPHCTAHHSA Y
JIO/IMHY, TMOBiIOMIEHHA IPO CYTTEBI TOMpaBKW Ta AEKIapallilo Mpo 3aKiHYeHH:
BunpoOysanas (CT-1) (2010 / C 82/01), Hdupexktusu 2005/28/€C Bix 08.04.2005
«I1{o BCTaHOBIIOE 3acafiy Ta JETAIbHI HACTAHOBY HAIEKHOI KIiHIYHOI MPAKTHUKH, IO
CTOCYETBCA JOCHITHUIBKUX JHKApCHKUX 3ac00iB I BHKOPHCTAHHS JIOJBMH, a
TaKOX BHMOTHM [0 HaJaHHA [O3BOJIy Ha BHIOTOBIIEHHA a0 IMIIOPT TaKuX
npoaykrisy, Jlupexktusu 2003/94/€C Bim 03.02.2003 «3 BHKIaIOM HPHHOMINB i
HOPM HAaJIeXHOi BHPOOHMYOI IPaKTHKHM MIOAO JHKAPCHKHUX 3ac00iB I BXKUBAHHA
JIOABMH Ta JOCTINHUX JIKApCHKUX 3ac00iB [Uig BKMBAaHHSA JTIOABMH» Ta 3 METOIO
YIOCKOHAIEHHS CHCTEMM OpraHisaiii IpOBeAeHHS KIIHIYHUX BHUIPOOYBaHb
JiKapchKUX 3ac00iB B YKpaiHi.

0€

|

Miuictp oxoponn

310pOB’sl YKpainu Maxecum CTEIIAHOB
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peaJiizanii akTa H

NPOI'HO3 BIL/IUBY

1. 36ibIIeHHs KUTBKOCTI KIIIHIYHAX BANPOOyBaHb B YKpaiHi
2. BIuuB Ha KJIFOYOBi iHTEpECH YCiX 3aiHTepecOBaHUX CTOPIH

Homnarok no
[TosicHrOBaIbHOI 3aITUCKU

a KJII0Y0Bi iHTepecH 3aiHTepecoBaHUX CTOPIH

3ainTepecoBana CTOPOHA

KirodoBuii intTepec

OuikyBaHH# (TTO3UTUBHUIN I1
HETaTUBHMI1) BIUIMB Ha KIIOYOBHIA
iHTEepec 13 3a3HaYCHHIM
mepexbadyBaHOl AHHAMIKH 3MiH
OCHOBHHMX ITOKa3HUKIB (Y
YKCIIOBOMY a00 SKiCHOMY BUMIpi)

IoscHenHs (YOMy caMe pealli3allis aKTa IPH3BEIE 10
OYiKYBaHOTO BILJIMBY)

acorianii JOC/iJHIKIB

KOPOTKOCTPO- | CEPEeIHBOCTPO-
KOBHUI BILIUB KOBHIi BIUIUB
(mo poky) (OinbIme poky)

TlamtienTn Binpma mocTynHicTs 10 + + ExoHOMIif JIep)KaBHHX KOIUTiB IO3BOJNHUTH 3aKiagaM OXOPOHHU
{HHOBAIIMHMX JIiKapCHKUX 3MOpOB’S 3aKyIUTH MOCTATHIO KiNBKiCTh JIikapchkux 3aco0iB Ta
3aco0iB 3a0e3neunTH iX OLIbII MUPOKHMIA Ta AKICHUN aCOPTUMEHT.

33 pPaxyHOK CKOPOYEHHS TePMiHIB €KCHEPTH3H Ta, AK HACHi/OK,
36inpmeHHs KinpkocTi KB OTpHMaOTh MOXMUIMBICTE CyYacHOIO
aikyBanas B KB

3asBHUKH 3MeHIIeHH] CTPOKiB + + 1) migBumenss iHBeCTHN|HHOI IPEBaOIMBOCTI YKpainu B rajmysi
po3rILANy MaTeplails KIHIYHMX BAIIPOOYBaHB;

KJIiHI9HUX BUIIPOOYBaHb
JKApPCHKIX 3aC06IB 2) peectparis B YkpaiHi e(peKTHBHOrO Ta Oe€3IEYHOrO
iHHOBaNiAHOTO JIIKAPCHKOTO 3ac00y.

IIpencrapEuKy mpodeciiamx + + Migumenns cBoro mpodeciiiHoro piBHI NIUIAXOM HaBYaHHSI

3aCTOCYBAHHIO B CBOIH MisUIBHOCTi IepeOBHX CBiTOBHX TEXHOJIOTii
JiarHOCTHKH Ta JIIKyBaHHS XBOPOO.




3ATBEPKEHO

Hakaz  MiHicTepcTBa  OXOPOHH
3I0pOB’sl YKpaiHu

Bix 23 BepecHs 2009 poxy Ne 690

(v pemakuii Haka3ly MiHicTepcTBa
OXOPOHM 3I0POB’s YKpaiHu

BiX poky Ne )

Hopagox
NpoBeJeHHs KJIIHITHHX BUNPOOYBaHb JiKapChKHX 32c00iB Ta €KCHEPTH3H
MaTepiajiiB KIiHiYHHX BHNPOOyBaHb

1. 3araanHi NoJIOKeHHS

1. Ileit Tlopsimox po3pobnenuit BinmomimHo xno crater 3, 44 OcHoB
3aKOHOJABCTBA YKpAlHH MPO OXOpOHY 370poB’s, 3akoHy Ykpainu «IIpo mikapchki
3acobm», 3akoHy Ykpainu «[Ipo 3aXHCT NEPCOHATBHHUX HAHWX» 3 ypaxyBaHHAM
sBumor Jlupextus €sponeticekoro Ilapmamenty Ta Pamu 2001/20/€C Bix 04 kBiTHA
2001 poxy, 2001/83/€C Bim 06 mucrtomanma 2001 poxy, Ta OEAKUX IIONOXKEHH
PermamenTty (€C) Ne 536/2014 €pponeticexoro Ilapnamenty ta Pagu Bing 16 kBiTHA
2014 poxy CTOCOBHO KJIiHIYHAX BUIPOOYBaHB JIiKapChKUX 3ac00iB s JIOAWHH, L0
ckacoBye HupexktuBy 2001/20/€C, PermamentiB €Bpomneiicekoro IlapmamenTy Ta
Pagu 1901/2006 Bix 12 rpyzus 2006 poxy Ta 1902/2006 Big 20 rpynna 2006 poky,
ICH GCP, MiXHapoAHHX €THYHHX IPUHOUOIB OiOMEeIWYHNX JOCHKEHb 13
3Iy4YeHHSIM JIOIUHH Ta €THYHOTO KOJIEKCY JiKapsl.

2. Ileit TlopsimoK BCTAHOBIIOE OCHOBHI BHMOTH JO NPOBENCHHS KIIHIYHHX
BHNMPOOYBaHb JIIKApCBKUX 3ac00iB, SAKI MOXYTh IPOBOAMTHACHE 33 YYacCTIO
Hani€HTiB/3M0poBAX  MOOPOBOJIBLIB, y TOMy 4YHCIi A0  BuUOpoOyBaHB
6i000CTyIHOCTI/0i0EKBIBAICHTHOCTI, @ TaKOXK MDKHApOOHUX OaraToIeHTPOBUX
KIHIYHUX BATPOOYBAHb.
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3. Ileit IlopsAmox MONUIMPIOETBCS Ha BCi BUAM KIIHIYHHX BHIPOOYBaHb
NiKapChKUX 3ac00iB, 3a BHHATKOM HEiHTEPBEHLIHHMX AOCHIMIKEHb Ta KIIHIYHMX
IOCTiJKEHB, SKi MPOBOAATHCH 0€3 yuacTi GpapMareBTHIHNX KOMIIaHiH SK COHCODIB.

Ieti Ilopsamox He MOMMPIOETBCS HA BCi BUOW KIiHIYHMX BHOpOOyBaHb
TKAQHHHHMX 1 KIITHHHAX TPaHCIUIAHTATIB, Y TOMY YHCIi CTOBOYPOBHMX KIITHH
XOpIOBOi (IIyIIOBHHHOT) KPOBI.

4. TIpoBeleHHs EKCIIEPTH3M MarepialiB KIIHIYHHX BHUIPOOyBaHb, & TaKOXK
IpPOBEEHHSA KIHIYHOrO AayAuTy KIiHIYHOTO BHUNPOOYBaHHS JIIKApChKHX 3ac00iB
nokianeno Ha JI1 «lepxaBuuii ekcriepTHHH HeHTp MiHiCTepCTBa OXOPOHH 3[J0POB’S
VYkpaiau» (gaii — LenTp).

I1. BusHaueHHs TepMiHiB

1.V upomy Iopsinky TepMiHE BXXHBAIOTHCS Y TAKOMY 3HaYESHHI:

GaraToleHTPOBE KIIiHiYHE BHIPOOYBaHHS (HOCHIMKEHHS) — BUNPOOYBaHHS
JTKapChKOTO 3ac00y BIIOBIIHO [0 €IUHOTO MPOTOKOIY KIiHIYHOT'O BHIPOOYBaHHS,
IO MPOBOAMTHCSA OLIBIN HIXK B OMHOMY MiCIli IPOBEIEHHS OCIiIKEHHS;

6i0OCTYIHICTE — INBHAKICTH Ta CTYIiHb, 3 SAKMMH Jifo4a pevdoBHHA abo ii
aKTUBHUHA KOMIOHEHT abcopOyeThcsl (YCMOKTYETBCS) 3 JKapchKoi (OpMH 1 CTae
JIOCTYITHOIO B MicCIIi Jii;

O10€KBIBAJICHTHICTh — [Ba JIKApPCHKUX 3aCO0H, IMO MIiCTATh OJHAKOBY MiIOUy
PEYOBHHY, BBAXKAIOTHCH OIiOCSKBIBAJCHTHHMH, SKIIO BOHH € (hapMaleBTHIHO
eKBiBaJileHTHUMH a00 (hapMaleBTHYHO ANbTCPHATHBHUMM, a ixHA O10JOCTYMHICTh
(IWBHIKICTh Ta CTYMmiHb abcopOmil) Iciii BBeIEeHHS B ONHAKOBili MOJBIpHiN mO3i
BIIIIOBiZla€ B IONEpPeIHHO BCTAHOBICHHM KpuTepisM mupmitasaTHOCTI. Lli kpurepil
BCTAHOBIIOIOTHCA JUTS 3a0e3MeUeHHs MOPIBHIHHAS XapaKTePUCTUK JIIKapPChbKUX 3ac00iB
in vivo, TOGTO M BCTAaHOBJCHHI MOMIOHOCTI 3 TOYKH 30py Oe3mekd Ta
e(heKTHBHOCTI;

OMM3bKi poamdi — (i3WYHI 0COOH, MPUPOIHUHN 3B'I30K MiXK SKHMH IPYHTYETHCS
Ha TIOXOKEHHI OJIUH BiJl 0gHOro ab0 BijJ CHUIBHHUX MpPelKiB i Ma€ IIpaBoBe 3HAUCHHS
y BUNQJIKaX, MepeadadeHnX 3aKOHOIaBCTBOM;

Opomrypa focuimHuka — pedepaTWBHUN BHUKIA] NOKIIHIYHMX Ta KIHIYHUX
NAaHUX IIPO JOCITIHKyBaHWHM JiKapchbkuii 3aci®, siki MarOTh 3Ha4YeHHS s oro
BUBYEHHS Y JIIOAWHU;

BHPOOHMK JIIKAPCHKOT0 3ac00y — IopuARYHA 0c00a, sKa 3ilCHIOE X04a 6 oauH 3
eTaliB BUPOOHUITBA JIIKapCHKOro 3aco0y, BKIIOUAIOYN TTaKyBaHHS;
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HOCIHKyBanui (Cy0'eKT MOCTIIKEHHS) — IaIli€eHT/370pOBHH I10OpPOBOJIEND,
SKWH BiNIOOBITHO JO UYHMHHOTO 3aKOHOJABCTBA Oepe yd4acTb y KIIHIYHOMY
BHIIPOOYBaHHI Ha mifcTaBi mixmucaHoi HUM hopmu iHhOpPMOBaHOi 3T0/H;

IOCIIIKyBaHH TiKapchKuii 3aci6 — sikapceka popMa akTHBHOI cyGCcTaHIil abo
mwianebo, MO BHBYAETHCS a00 BHKOPHCTOBYETHCS IS HOPIBHAHHS Y KIiHIYHHX
BUIPOOYBaHHSAX, BKIIOYAIOYM TMpENapaTd, Ha SKi BXe BHIAHO peecTpailiiiHe
HOCBiUEHHs, ajle BOHM BHKOPHCTOBYIOThCS a00 BHTOTOBIIOTHCS (CKiIameHi abo
yIIaKOBaHi) B iHIuii cI10ci6 MOPIiBHIHO i3 3apeeCcTPOBAaHOO JIKapChKOI0 (POpMOIO abo
BHKOPHCTOBYIOTHCS 32 HE3apEECTPOBAHUMY ITOKA3aHHAMH, a0 K BUKOPHCTOBYIOTHCSA
IS OTPHMAaHHS JOAATKOBOI iH(opMamii mpo 3apeecTpoBaHy (GOpMY JKapChKOIo
3aco0y;

IOCIiIHAK/CIIIBAOCII HUK — 0coba, sika Mae JocTaTHio npodeciiiiy miaroToBKy
Ta JOCBiJ JIKyBaHHS TAIliEHTIB BiAMOBiZHOTO Mpo(iMo, 3HA€E INpaBUIa HAIEKHOI
KITiHIYHOI TPaKTUKK, BiAMOBIAHI HOPMAaTHBHO-IIPaBOBi aKTH Ta BHKOHYE MOKIAJCHI
Ha Hei 00OB’#3KM y KiiHiYHOMY BHIIpoOyBaHHi. SIKmo KiiHiuHe BHUIpPOOyBaHH:A
IPOBOAUTECSA TPYIOK OCi0 y TMEBHOMY MICli MPOBEIEHHS IOCHiIKEHHS, OAMH 13
JOCIiHUKIB BH3HAYAETHCS BiAMOBIJAIGHAM KEPIBHMUKOM JOCHIJHUIBKOI TpynH 1
MOJXKe Ha3WBATHCS BiANOBIAAIHHUM HOCTiAHUKOM. BinroBimanpHuM JOCHIAHUK Hece
BiIOBIANIBHICTE 33 MPOBEIEHHS KIiHIYHOTO BHIPOOYBaHHS JIIKapCHKOTO 3acoly
TPYIOI0 JOCHJHHMKIB Yy MicHi TpoBeieHHS BHNpoOyBaHHS. BinnoBizanbHui
JOCTiIHUK PO3MOXUISE 3aBJAHHS Ta OOOB’S3KHM cepel TPYMU IOCIiIHUKIB TaKAM
yuHOM, (00 3a0e3meunTH Oe3meKy MOCTIIKYBaHMX (CyO’€KTiB HOCHIIKEHHS), a
TAKOXK HAMIdHICTh Ta MOCTOBIPHICTh [JaHWX, OTPUMaHWX Wi 4Yac IPOBEJCHHS
KIIiHIYHOTO BHIIPOOYBaHHS Yy MiCIli IPOBEICHHS BUIIPOOYBaHHS;

JOCBE JOCTIIKYBAHOTO JHKAapChbKOro 3aco0y — iHopManis HOAO SKOCTi
KOKHOTO JOCITIDKYBAHOTO JIKapchKOro 3aco0y, y TOMy UHCIHL IIpelaparis
MIOPIiBHSHHS Ta IJanebo, a TaKkoX JaHi JOKITIHIYHUX JIOCTI[HKEHb Ta BIIOMOCTI IIPO
moTiepeHi KIIiHIYHI BHIpOOyBaHHS ab0 KiTiHiYHEe 3acCTOCYBaHHSA JOCIIIKYBaHOTO
JiKapchbKOro 3acoly;

eKCIepTH3a MaTepiajiB  KIiHIYHOrO  BUIpoOyBaHHS  (HomepefHA Ta
creriaiizoBana) — MepeBipka, aHali3 Ta eKCllepTH3a MarepialliB KIHIYHOTO
BUIIPOOYBaHHSA JIIKapCHKOro 3ac00y 3 METOIO MiATOTOBKA BMOTHBOBAHHX BHCHOBKIB
MO0 MOJKIJIMBOCTI IIPOBEACHHSA KJHIYHOTO BHUOPOOyBaHHS / IOJO CYTTEBOI
ONPaBKH;

HONEpeHs eKCIepTu3a — MepeBipka Ta aHalli3 BiANOBIAHOCTI HAZAHOTO
KOMIIJIEKTY JOKYMEHTIB 3adBJIEHOTO KJIIHIYHOTO BHIPOOYBAaHHS / CYyTTEBOI IONPAaBKU

-BUMoram 1poro Ilopsaky;

ChelianizoBaHa eKCIepTh3a — aHaji3 Ta EKCIepTH3a MarepialiB KIiHIi9HOTO
BUMPOOYBAHHS JIKAPCHKOrO 3ac00y 3 METOMO MiArOTOBKA BMOTMBOBaHMX BHCHOBKIB
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IOAO MOKJIMBOCTI IIPOBEACHHS KIIHIYHOTO BHIPOOYyBaHHSA / INOXO CYTTEBOI
TIOTIPABKHY;

3aKJIaj]l OXOPOHH 3I0pOB’s (JIiKyBaJbHO-TIpodinakTruHmii 3akian) (zami — JIII3)
— fopunuyHa ocoba Oynp-gKoi (OpMH BIACHOCTI Ta OpraHizalifHO-IpaBoBOl GopMu
abo 11 BiHOKpeMJICHMH NiApO3MdiJ, OCHOBHUMH 3aBHAHHIMH SKHX € 3a0e3lmedeHHS
MEIUYHOI0 OOCIyrOByBaHHS HaceJeHHS Ha OCHOBI BiAMOBImHOI JineH3ii Ta
npogeciitHol HiIBHOCTI MeaquuHUX ((papManeBTHYHNX) IPAalliBHHKIB;

3aKOHHI TNPEINCTAaBHMKHM — OaTbKH, YCHHOBIIOBAYi, OaTbKH-BHXOBATEII,
npuiioMHI OaThKW, OINKYHH, IIKIYBaJbHHUKH, TPEACTaBHUKHA 3aKjiaiB, sKi
BAKOHYIOTb O0OB’SI3KH OIIKYHIB Ta ITiKJIyBaJIbHUKIB,;

3afBHMK KIiHIiYHOTO BHOpOOyBaHHA — (iswuEa abo IOpHAWYHA 0co6a
(HampHKIIa] CIIOHCOP, KOHTPAaKTHA JOCTIAHAIBKA OpraHisalis), sKa MoJac 3asBy Ipo
IIPOBECHHS KIiHIYHOT'O BAIPOOYBaHHS JiKapchKOro 3acoly/ moromikenss Komicii 3
IUTaHb €TUKU M0N0 IPOBEIECHHS KIiHIYHOrO BumpoOysanus (mam — 3assa KB) /
cyTreBoi nonpasku (nani — 3assa CII) no MO3 Vkpaitu, a Marepianu — 10 Lentpy.
3asdBHUK, SKIIO BiH HE € CIIOHCOpOM, Moxe nojaasaty 3agsy KB / 3agsy CII muime 3a
HasBHOCTI JOPYYEHHS, BUIAHOTO CIOHCOPOM, 3 YiTKO BM3HAYEHWMMH JEIErOBAHUMHU
IOBHOBa)XEHHSMH;

3BIT IIpO KIiHiYHE BUIPOOYBaHHSI — HajaHi B IKCHMOBIiM (GopMi pesyisTaTd
KIIiHI9HOTO BUNIPOOYBaHHS Ta iX aHAali3;

ineHTHQIKAIAHI] KO JIOCJTiIPKYBAHOT'O (HampuKIIa,
CKPUHIHTOBHIl/paHfoMi3amiifHuli HOMep) — yHiKaubHuMM igeHTH(DIKaTOp, IO
IPHUCBOIOETECA KOXXKHOMY CyO’€KTy BHIpOOyBaHHS [ 3a0e3ledeHHs HOro
aHOHIMHOCTi Ta BHKOPHCTOBYETBCS 3aMiCTh IpI3BHINA, iM’d, MO OaTEKOBI Yy
Marepiajiax KIiHI9YHOI0 BUIPOOYBAHHS;

innuBigyaneHa peectpamniitaa gopma (mam — IP®) — npykosanuii, €1eKTPOHHMIA
abo ONTUYHUM JOKYMEHT, IPU3HAYCHU JIJIsi BHECEHHS B HBOTO Beiei mepenbadeHol
IPOTOKONIOM ~ KIiHIYHOTrO BHIOpPOOyBaHHA iHGoOpMamii, sKa migusrac mepexadi
CIIOHCODY, IOI0 KOXKXHOIO JOCIiKYBAaHOTO (Cy0’€KTa JOCIIIKEHHS);

inhopMoBaHa 3rofia — pilIeHHS B3STH YYacTh Y KJIiHIYHOMY BHIIPOOYBaHHI, SKe
Mae OyTH CKIIaJIeHO B IHCHMOBilf (GopMi, naroBaHe Ta MiANKMCaHe, NPHIAMAETHCS
J0OpOBINBHO THCHIA HANEKHOrO MOiH(GOPMYBaHHS IIPO XapakTep KIiHIYHOTO
BUNIPOOYBaHHSA, MWOro 3HAYeHHs, BIUIAB T4 pHM3MK, BIONOBIAHAM YHHOM
OOKYMEHTAILHO OQOPMIAETBCS 0CO00I0, fKa CIPOMOXHA JaTH 3rody, abo ii
3aKOHHHUM IPEACTABHUKOM/ OIIM3LKUM podeM/ APYTUM 3 MOAPYIIKS; Y BAHITKOBHX
BHII3JIKax, AKINO BiANOBigHA 0c00a HECIIPOMOXKHA IMCATH/YATATH, BOHA MOXE JaTh
YCHY 3rOLy B IPHCYTHOCTI INOHaiiMEHINe OJHOTO CBifKa, AKWH 3acBiguye 3romy
Cy0’€eKTa JOCHiPKeHHS B MUCHMOBIH dhopMmi indopMoBaHOI 3roH;
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KIiHiYHe BUOpPOOYBaHHS (JOCHIDKEHHS) JIKapChbKOro 3aco0y — HayKoBO-
JOCIiHNIIEKA po0OTa, METOIO SKOI € OyIb-g9Ke JOCIIIKEHHS 33 YJacTIO JIOJMHU K
cy6'exTa MOCIIIKEeHH s, IpA3HadeHe U BUABICHHS a00 MiATBep/UKEHHS KIiHIYHHX,
dapMakokiHeTHIHIX, (apMaKoIUHAMITHUX Ta/ab0 iHMHX eDEKTiB, y TOMY YHCIL s
BUBYEHHS BCMOKTYBAaHHS, pPO3MOIiITy, Meraboni3My Ta BHBEIEHHS ONHOIO abo
KiTBbKOX TKapCBKHMX 3ac0o0iB Ta/abo BHABIEHHS MOOIYHMX peakniifi Ha ofuH abo
JeKinpKa MOCTIKYBaHUX JIKapChKMX 3ac0o0iB 3 MeETOI0 OLiHKHM Horo (ixHboi)
Oe3nexu Ta/abo eQeKTHBHOCTI;

KITIHIYHUE ayIuT KIiHIYHOTO BHIPOOYBaHHS — Hpolenypa odimiliHoi mepeBipku
IleaTpoM MarepianiB (IOKYMEHTIB) KIiHIYHOTO BHIPOOYBaHHS, IPUMIMICHS,
YCTaTKyBaHHA Ta OOJagHAHHS, 3aIlMCiB, CACTEM rapaHTii 6e3IeKd, SKOCTI Ta IHIIHX
pecypciB, fKi MalOTh BiJHOIIEHHS OO KIIHIYHOTO BUMNPOOYBAaHHSA 1 fAKI MOXYTh
Mmictutuca y JIII3, maGoparopisix, HpuUMIlIeHHSX CIOHCOpa ab0 KOHTPaKTHO-
IOCIITHAIIBKO1 OpraHi3allii Tomo;

KoMicis 3 mmTanb ertukd npu JII3 (mami — xowmicis 3 THTaHb €TUKH) —
HE3aJIe)KHUM opraH, o CTBOproeThesa 1 mie mpu JIII3, me mpoBoAsThCS KIiHIYHI
BHIPOOYBaHHA, JO CKIaAy SKOTO BXONATh MeIW4Hi, HayKoBi ¢axiBmi Ta
IPEeNCTaBHUAKY IHINKX CIEmiaJbHOCTEH, i SKUil BigmoBimae 3a 3abesmedeHHs IIpas,
Oesmeku 1 Gnaromoydds cy6’eKTiB BUIIPOOYBaHHS B MeXaX CBOE€I KOMIIETEHIT !, 3a
HaJaHHS CYCIIBCTBY BiJIOBIAHUX TapaHTi, Yy TOMYy YHCII IUIIXOM pPO3rsAy H
CXBaJICHHS/YXBAJICHHS TO3MTUBHOTO pilllEHHS IOOO0 IPOTOKOIY BUIPOOYyBaHHS,
BIAMMOBIZHOCTL BIIITOBITAJIbHUX JIOCIiIHUKIB/ HOCIIiTHUAKIB/CIIiBAOCIII JHHUKIB,
MartepiaabHO-TexXHiuHOro 3abe3neuenHs JII13, a Takok MeTOmIB 1 3ac00iB OTpHUMaHHS
Bil CyO’eKkTiB BHIpOOyBaHHS iH(GOPMOBAaHOI 3rogW Ta 1i JOKYMEHTaJILHOTO
ohOpMIICHHS;

KOMICis 3 MATaHb €THKH Ha IiJACTaBi OMIHKHA €THYHUX Ta MOPaJIbHO-IIPaBOBUX
IPHUHINIIB IIOTODKYE IPOBEAECHHS KIIHIYHOTO BHNpOOyBaHHSI OE3MOCEpeNHbO Y
MicIii #0ro IpOBEEHHS, 10 PO3TAIIOBYeThcs Ha 6asi JIII3, mpu AKOMY CTBOpEHa i
JIi€ I KOMICIS;

KOHTpAaKTHA JOCTiJHUIBKA OpraHizalis — ¢izudna abo opuandHa ocoda, SKa B
pamMKax yromd 3i CIIOHCOPOM BHKOHYE OXHY 4uYm Oinbmme #oro ¢yHKITiH
(IOBHOBaXXEHb) y KIIIHIYHOMY BHITPOOYBaHHI ¥ Jli€ Ha IMiICTaBi JOPYICHHS, BUIAHOTO
CIIOHCOPOM, 3 UiTKO BU3HAYCHUMH JI€JIETOBAaHNMHE ITOBHOBXXECHHSIMH,

Micme TpoBeAeHHS BuNpoOyBaHHs (manmi — MIIB) — micne, e Ge3nocepenHbo
OPOBOAWTHECS OCHOBHA [isSIBHICTh, IIOB’S3aHa 3 KIIHIYHMM BHIPOOYBaHHSIM
(BKITIOUCHHS TAMi€HTIB, JIIKYBaHHS, CIIOCTEpEXKeHHs Tomno), y JII13;

MOHITOp — oco0a, Mpu3HaUYeHa CIIOHCOPOM ab0 KOHTPAKTHOIO JOCIiIHUIBKOIO
opramizaifiero, gka mepepipse mpoBeIeHHS KIIHIYHOro BUMPoOyBaHHS BiIMOBIIHO 10
IIPOTOKOITY KJIIHITHOTO BHIIPOOYBaHHS;
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He3aiHTepecoBaHMi CBIOK — (ismuHa ocoba, HempUYeTHAa IO MPOBEACHHA
KIHI9HOr0 BHIpPOOYBaHHS, HA Ky HE MOXYTh YAHWUTH THCKY YYaCHUKHU KIIIHIYHOI'O
BUIpOOYBaHHSA i 5Ka, y pa3i SKmO cy0’e€KT BHIPOOyBaHHSA 4Yd HMOro 3aKOHHUI
IpPEeICTAaBHAK HE BMIOTh ab0 He MOXYTh UHTATH, IPUCYTHS IiJ 9ac OTPHMaHHS
indopMoBaHoi 3romu if 3auMTye TEKCT (HopMM 3roAM Ta iHNIy iH(popMalito, HafaHy
Cy0’€KTy BUITPOOYBaHHS;

HeiHTepBeHIlifiHe TOCTKEHHS — MOCIIHKEHHS, y SIKOMY JIKapchKi 3acobu
IpU3HAYAIOTECS 3BHYAWHMM CIIOCOOGOM Bi[IOBIHO O 3aTBEpMKEHOI iHCTPYKIIl 3
MEIUYHOTO 3aCTOCYBaHHSI. 3aly4eHHS Malli€eHTa B IPyIy 3 BH3HAYCHUM METOIOM
JMKyBaHHS B MPOTOKOJI KIIHIYHOTO MOCIHiDKEHHS 3a3[alierihb He nependadeHo, a
TIPU3HAYEHHS JIKapChKOTO 3aC00y AMKTYETHCS CYy9acHOIO IMPAKTHKOIO i HE 3aJeXKUTh
BiJl pillleHHS BKIIOYHMTH TallieHTa Y BUNMpoOyBaHHS. He 3acTOCOBYIOTH JHOHNATKOBHX
TiarHOCTHYHHMX a00 MOHITOPHHTOBHX IIPONEAYp INOAO TAIiEHTIB, a I aHali3y
3i0paHUX JaHUX BUKOPUCTOBYIOTH €IIi1eMiONIOTi9HI METOMM;

HenepeadadyBana mobiuHa peakiis — MobiuHa peakinis, XxapakTep abo TSKKICTh
SIKOi HE Y3rOKY€EThCS 3 HAIBHOIO iH(pOpMAIIi€ro Mpo JiKapchkuii 3aci6 (Hampukiaz 3
OpoImIypoI0 IOCTHiTHHMKA JJIT HE3apeECTPOBAHOTO JiKapchkoro 3acoby abo s
iHCTPYKII€I0 3 MEIWYHOTO 3aCTOCYBaHHS/ KOPOTKOIO XapaKTEPUCTUKOKO I
3apeecTPOBAHOrO JIIKAPCHKOTO 3acC00Y);

NEePBUHHI MEIWYHI JOKYMEHTH — OPHUTIHAIBHI HOKYMEHTH, JaHi 1 3allucH Ha
Oyab-sIKOMY HOCIi (HalTpUKIIag MeIWdHi KapTH CTalliOHapHUX XBOPHUX, MEIUYIHI KapTh
aMOyJIaTOpHHX XBOPHX, JlabopaTopHi 3amucH, CIyxOoBi 3allMCKH, INOJACHHUKA
TOCHiDKyBaHUX (CyO’€KTiB HOCHIKEHHS) a00 ONMUTYBAJIBHUKH, KypHalW BHIa4i
JMIKapChKUX TpenapaTiB, pO3APYKIBKH TPHIAIiB, BepudikoBaHi Ta 3acBigdeHi Komil
abo posmmudpoBku ¢GoHOrpaMm, Mikpodimi, doTorpadidni HeraTUBH, MIKPOILTIBKA
abo MarHiTHi HOCIi, peHTreHiBChbKi 3HIMKH, aJIMiHiCTpATHBHI JOKYMEHTH, 3allACH, IO
36epiratoTecsi B anTedi, Jaboparopil Ta Yy BigfiIeHHI iHCTPYMEHTAIbHOI
NIaTHOCTHUKH ), 0Ci0, sIKi 6epyTh y4acTh y KIiHIYHOMY BANPOOYBaHHi, TOIIO;

MepelliKk KIHIYHAX BHMPOOYBaHbL JIKapChKUX 3acobiB — iH(opmamiiaa
elleKTpoHHa 0a3a, mo MicTUTh iHQopMarito mpo Bci KIIiHIYHI BHOPOOYBaHHI,
pilIeHHd PO TIpoBeAeHHS sSKuX npuitasaTe MO3 Vkpainu;

nmoOiuHa peakiis — y MeXax KIHIYHOTO BHIPOOYBAHHS JIIKAPCHKOTO 3aco0y
(opuriHansHOTO/TeHEpUIHOT0) ab0 WOro BHWBYEHHS 3a HOBUM BHKOPHCTAHHSM,
0co0JMBO B pasi, SKIIO0 TePaleBTUYHI JO3H JIIKapChbKOro 3aco0y He BCTaHOBIIEHI, 11O
NoOIYHMX peakHii Ha JKapChKUM 3acid moTpiOHO BIGHOCHTH BCI IIKiJJNWBI Ta
HEHaBMUCHI BIiATOBiI Ha BBEACHHS OyIb-IKOI TO3M JiKapchkoro 3acoly. Tepwmin
«BIJIOBiIb Ha BBEICHHS JIKApCBKOrO 3aco0y» O3HAa4ae, IO iCHye NpUHAWMHI
IPUIIyCTAMa BIPOTiIHICTE NPUYUHHO-HACIIAKOBOTO 3B'S3Ky MDK 3aCTOCYBaHHAM
JKapCchKOTo 3aco0y Ta IOOIYHOI peakIliero, TOOTO B3a€MO3B'I30K HE MOXHA
BHKITFOUUTH.
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IT{o10 3apeecTpOBaHMX JIIKAPCHKUX 3ac00iB Ieil TepMiH O3Hagae BC1 HETaTHBHI
a00 IIKiAIWBI Ta HEHABMHCHI peakxilii, MOB'A3aHI i3 3aCTOCYBaHHSIM JIKapChKOTO
3aco0y y 3BHYAffHMX J03aX 3 METOI MPOQiNaKTHKH, JiarHOCTHKH a00 JiKyBaHHA
3axBOpIOBaHHA a00 Moaudikaril ¢izionorigaol GyHKIIT;

noGiuHe sBHINE — OyOb-AKHM HECIpUATIMBHN MEJUYHHA IpPOSB Y
JOCITiKyBaHoro (Cy0’ekTa HOCTIIKEHHS), KU He OOOB'SI3KOBO Ma€ IPUYMHHUA
3B'SI30K 13 3aCTOCYBaHHAM JIiKapChKoro 3aco0y. [o6iunum sBrmem Moxe OyTu Oynb-
sKa HECHPHATINBA Ta HEHaBMECHA O3HaKa (y TOMy 4YMCIi 3MiHa J1IabOopaTOpHHX
JIAaHWX), CAMIITOM ab0 3aXBOPIOBaHHS, sSIKi 30iraloThcs 3a 9acoM i3 3aCTOCYBaHHIM
(mocmimKyBaHOIO) JIKapChKOro 3aco0y, HE3aJeXHO Bil TOrO, IMOB'A3aHO IEe 3
OpuOMOM (ZIOCITiIPKYBAHOTO) JTIKapChbKOT0 3aco0y UM Hi;

TIOTIpaBKa [0 MPOTOKOJIY KIiHIYHOTO BHMPOOYBaHHS — IMCHMOBHI OIUC 3MiH
a6o popmanbHe PO3'ICHEHHS TEKCTY IPOTOKOIY KIIHIYHOTO BUIPOOyBaHHS;

mpenapaT CymyTHBOI Teparmii/ DOMOMDKHWE (He MOCHiIKyBaHWH) NiKapChKUH
3aci6 — Jikapchkmii 3aci0, SKH BHKOPHCTOBYETHCH i HOTped KIIHIYHOTO
BUNPOOYBaHHS Ta 3aCTOCYBaHHS SKOTO OIMCAHO B IPOTOKONI KJIIHIYHOTO
BUIIPOOYBAHHS, ajie He K JOCIIIKYBAaHOTO JIIKAPCHKOT0 3ac00y;

IIPOTOKOJI KJIIHIYHOTO BHIIPOOYBaHHS — IOKYMEHT, SKHH OIMCYE 3aBIaHHS,
METOJIOJIOTIF0, IPOIEAYPH, CTATACTUYHI AacCHeKTH Ta OpraHizamilo KIiHIYHOrO
BUNPOOYBAHHS, a TAaKOX, AK IPABHUIIO, PaHille OTPUMaHI JaHi MO0 JOCIiHKYBaHOTO
JiKapChKOro 3aco0y Ta 0OIPYHTYBaHHS KIIIHI9IHOTO BUIIPOOYBaHHS;

cepiiosHa 1noOiuHa peakmis abo cepiiosHe NOOIUHE sBUIlE — OYyIb-SIKUit
HECHPHUATIUBANA MeAWYHHN NposSB TMpPH 3aCTOCYBaHHI JIIKapchKOro 3acoly
(He3aneXxXHO Bi JO3yBaHH), SKHH MPH3BOIUTH O CMEPTi; SABJIAE 3arpo3y KHUTTIO,
BAMarae rocmoitamizanii abo IPOHOBXEHHS TEPMiHYy ICHYIOYOi TOCIIiTai3amii;
MPU3BOJUTH JI0 JOBrOTPUBANIOl a00 3HAYHOI HEMpane3gaTHOCTI Y iHBaJiTHOCTI, 0
BPOJDKEHIX aHOMAJTiii Yi BaJ PO3BUTKY;

CIoHCOp — opuauuyHa abo ¢izmuHa ocoba, sKa Hece BiANOBITAIBHICTH 3a
iHimiallif0 Ta OpraHi3allif0 KIIHIYHOTO BUIPOOYBaHHS JiKapcChKOTo 3acoly Ta/abo
Horo ¢iHaHCYBaHHS;

CYIIyTHI MaTepialid — MaTepialld, SKi BHKOPHCTOBYIOTHCS B IIPOIIECi TTPOBEICHHS
KJIIHIYHOTO BUOPOOYBaHHSA, HAZAIOTHCS CIIOHCOPOM IOCIiIKEHHS (FOpHIUIHOI0 abo
¢bizugHOIO 0CO00T0 32 TOPYUEHHSIM CIIOHCOpa) Oe3 mepexoIy MpaBa BIACHOCTI Ha Taki
MaTepianu Ta 6e3 IpaBa MPOAAXY TPETiM 0co0aMH Ta BUKOPHCTOBYIOTHCS 3TiTHO 3
YMOBaMH, BU3HAYEHUMH Y IIPOTOKOJII KJIIIHIYHOTO BUIIPOOYBaHHS;

CYTT€Ba IOIPaBKa JI0 TMPOTOKONY KIiHIYHOTO BHUIPOOYBAaHHS — IOIPaBKa IO
IIPOTOKOJNY KIIHIYHOT'O BHIPOOYBAaHHS BBaXKA€ThCS CYTTEBOIO, SKIO BOHA MOXE
MaTH ICTOTHMH BIUIMB Ha Oesmeky ab0 ¢i3uuHM dYH NCHUXIYHWHA CTaH
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JOCTiIKyBaHoro (cy6’ekTa JOCHKeHH:A), mo 6epe yd4acts y KIIiHIYHOMY
BUNPOOYBaHHi, 860 BIUIMHYTH Ha HAYKOBE 3HAYEHHS JOCITIDKEHHS;

YIOBHOBaXKeHa 0coba 3 sAKOCTi (BHpoGHMKa) — ¢ismuna ocoba, mpu3HadeHa
BHPOOHHUKOM, 5Ka BilNOBi/la€ 33 rapaHTiio TOTO, IO KOXKHA Cepis JIKapCHKOro 3aco0y
BHPOO/ICHa 3 JOTPAMAHHAM OCHOBHMX IPHHIWIIB HAIEXHOI BEPOGHHYO! IIPAKTHKY,
IPOKOHTPONBOBAHA BilNOBiAHO 10 crenudikanii Ha ImpenapaTt 1 Ja€ JO3BlI Ha
peanisaniro abo Ha KIiHIYHI JOCIIPKEHHS KOXHOI cepil TiKapchKoro 3aco0y.

2. lumi TepMiHM BXKHBAIOTBCA Yy 3HAYEHHAX, HaBedeHHX B (OCHOBAX
3aKOHONABCTBA YKpAiHA NPO OXOpOHY 310poB’s, 3axoni Vkpaimm «IIpo mikapchki
3aco6m», CiMeliHOMY Komekci YkpaiHu Ta iHIIMX HOPMATHBHO-IIPAaBOBHX AKTAX.

IIl. 3araabHi NpEANANN NPOBeAeHHs KIIHIYHAX BANPOGYBaHD

1. Vei kninivni BHIpoOyBaHHS IpPOBOIATHCS BIAMOBIAHO IO MiKHaPOIHHX
CTHYHUX IPHHININB i3 3a0e3MedeHHsM 3aXHCTy IpaB, 6€3MeKH Ta GIaromoyTus
HOCHIKYBaHUX (CyG’ekTiB  mocmimkenns). Kiimidme BANIpOOYBaHHSI MOXe
IPOBOJUTACE TINBKA B TOMY BHNAJKY, SKIIO OYiKyBaHA KOPHCTh BHIIPABLOBYE
PU3HK.

2. Kuminiuni BANpOOYBaHHSA JHKapCHKMX 3acCOGIB HPOBOIATHCS 3 METOIO
BCTaHOBJEHHS ab0 HigTBep/UKeHHS e()EeKTUBHOCTI Ta HEINKiIIABOCTI TIKapChKOro
3aco0y. Bonn MoxyTs mpoBomutics B JIII3, ski BusHauaroTses MO3 VYkpainu, 3a
HagBHOCTI DillleHHS TIPO NpPOBEeIEHHs KIIHIYHMX BHIpoOyBans MO3 VYkpainu, mo
NpUAMAETBCSA Ha ILACTaBi NMO3MTHBHOIO BHCHOBKY €KCHIEPTH3M MATepialiB MO0
IPOBEACHHS KIiHiYHOIO BHNPOOYBAHHS, SKWH HAJAE€ThCA Ientpom (mami -
BrcHOBOK), Ta mosuTuBHOTO pimenns Komicii 3 mutams etwxu mozo MOTOKEHHS
KJIiHi9HOTO BUNPOOYBaHHS.

3. Yci ocobu, fKi JOTY4alOThCS 10 IPOBEACHHS KIIHITHOTO BUNPOOYBaHHS,
TIOBMHHI MAaTH HaJeXHY OCBITY, mpodeciliHy MmiAroTOBKY # HOCBiA 1T BUKOHAHHS
GynK1i# Ta 060B’A3KiB, OB’ A3aHUX 3 KIIHIYHAM BUNIPOOYBaHHSIM.

4. Bubip nocmimmumkis Ta JIII3 mokmamaerscs Ha crioncopa. Bummoru mo
pociuignukiB Ta JIII3 HaBemeno B poszini V usoro Ilopsiaky.

Cmoncop Moxe nenerysatu 6ynmb-ski aGo Bci cBoi GYHKIIT KOHTpakTHIl
JOCIIAHANUBKiH opraHizamnii. [Ipy UEOMy CHOHCOp 3aJMINAETHCS BiATIOBLIAILHEM 3a
iHiNjaniro Ta HpOBeACHHs KIIHIYHOTO BHIPOGYBAHHS Ta 3a indopmariiro, sika Gyia -
3i6pana B pe3ynbTari KIiHi9HOro BUIIPOGYBAHHSL.

5. Vi kninigAi BUNpOOYBaHHS PO3MOYMHAIOTECS 33 HASBHOCTI pimenns MO3
YKpaiHu, BUTATY 3 mPOTOKONy(-iB) KOMicii(-if) 3 muTans eTwxu, me 6esmocepenHLo
Ma€ NPOBOIUTHCS KIiHiUYHE BHIPOOYBaHHS, IIOJO HOTOMKEHHS IHOI0 KIIHIYHOrO
BUIPOOYBAaHHA Ta TCIL OQOPMIEHHS IOTOBOPY CTpaxyBaHHS BiNIOBIZaILHOCTI
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3asBHEKA IEpel TPeTiMH o0codamMu (moCIiKyBaHMMI/CY0’ €KTaMM  IOCITi/UKEHHS)
1010 HAHECEHHS IIKOAY IX JKATTIO Ta 37[0POB’I0 MiJ Yac MPOBEACHHI KIIiHIYHOTO
BHNIPOGYBAHHS JIIKapChKOTo 3ac00y.

6. 3abesmeueHns KOHQIACHIIHHOCTI JOKYMEHTIB, 10 MOXYTh imenTu(iKyBaTd
ocoby mocmimkyBaHoro (cy6’exra IOCIIKEHHA), € HeOoOXITHOI YMOBOIO A
3aXHUCTY IIPaB JOCTIKYBaHOTO (Cy6’€KTa JOCIiDKEHH).

7. IlnaHyBaHHs, IPOBEICHHS Ta 3BiTHICT YCiX KIIHITHEX BHITPOOYBaHb, Y TOMY
qUCyi JOCTIIKEHb 3 OIHKH GiOeKBiBaIEHTHOCTI, 3MIMCHIOIOTECA 3 JOTPUMAHHIM
suMor Ta npuanunis Hacranosu «Jlikapceki 3aco0u. Hamexna KIIiHiYHA MPaKTHKA.
CT-H MO3 Vkpaiau 42-7.0:2008» (mam — Hanexna XiiHi4Ha IpaKkThKa (GCP)),
satBepmkenol MO3 Ykpainu.

KoxHe KTiH{4HEe BAIPOOYBAaHHS TIKAapChKOro 3aco0y MOBHHHO OyTH BHECEHE JI0
TepelTiKy KIiHIYHMX BUIPOOYBaHb, MO IMyOIKyeThCA Ha odiuiinomy Bebcaiiti MO3
VkpaiHH [0 BKIOYEHHA MEPHIOro AOCHIKYBAaHOTO (cy6’eKkTa MOCILIKEHHS).
BHeceHHS KIHHIYHOTO BEIPOOYBaHHS 0 MeEPENiKy Mae iHpopMalifiHnii XapaKTep Ta
He TIOBUHHO IEPEIIKOIKATH HOro IPOBEACHHIO.

8. SIKImo IOCTimKyBaHui TiKapChKHil 3aci6 HATEKUTH O HAPKOTHIHHX 3ac00iB,
[ICHXOTPOIIHAX PEUOBHH ab0 HPEKyPCOPiB, MPOBENEHHS KIIHITHOTO BHTIPOOYBaHHS
3JTIHCHIOETHCA TAKOXK 3 TOTPUMAHHIM BEMOT 3aKOHOZABCTBA IIPO HAPKOTHYHI 3aC00H,
IICXOTPOITHI PEIOBHHH i IPEKYPCOPH.

9. Jlus 3a0esledeHHS SKOCTI YCIX acmekTiB KIIiHI4HOro BUIPOOYBaHHS
BHKOPHCTOBYETHCS CHCTEMA EBHUX ITPOIIERYD.

10. Peectpaiis, 06pobka i 36epe>KeﬁH;1 OTpMMAHOI TiJ HYac KIiHIYHOrO
punmpobyBagHs  indopmanii MaooTe  3abesledyBaTH  KOPEKTHE  HAjaHHA,
inTepmperamifo i Bepubikauilo JaHWX, HE3AIEKHO BiL THIY HOCif, IO
BUKOPHUCTOBYETHCS.

Ilepernik OCHOBHUX JOKyMEHTIB KIiHIYHOro BUIPOOYBAHHS, SIKi 30epiraroThCs y
JITT3 Ta MicIii IpoBeJeHHs BATIPOOYBaHHs Ta y CIOHCOPA, HABEEHO B JOAATKY 1 J0
usoro Ilopsaky. I1i mokyMeHTH MatoThb 36epiraTucs He MEHII Hix 15 POKIB MicCHA
3aBepIIeHHs KIIHIYHOrO BHUIPOOYBaHHA B apXiBHOMY IpUMillleHHi/apXiBl B
TIaIIepOBOMY/€IEKTPOHHOMY BUTIIAI.

11. BupobGrunTBO Ta 30epexeHHS NOCHiKYBaHOTO IiKapChKOTo 3aco0y, a
TAaKoK TIOBOJKEHHS 3 HHUM 3AiACHIOIOTBCS Yy BCTAaHOBJICHOMY 3aKOHOJIaBCTBOM
HOpAAKy 3 JAoTpumanusM BuMor HamexHoi BHpOOHWYOI IPaKTHKH (GMP) Ta
Hanexnoi xminiunoi mpaktuka (GCP).

OCHOBHi BHMOTH 1O MAapKyBaHHA IOCIi/KyBaHOIO JIKapchKOro 3acoly Ta
TIpenapaTiB CyITyTHHOI Tepallii/JONOMIKHHAX (He AOCIi/PKYBAHIX) TiKapChKUX 3ac00iB
maseneri y posmim VI mporo Ilopsaky. JocmimxyBaHui JiKapChKHH 3acib Ta
IpemapaTd CyIyTHHOT Tepamii/omoMixHi (He JOCIiLKyBaHi) niKapchKi 3acobH
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BHKOPHCTOBYIOTBCS TillbKH BifIIOBIMHO IO 3aTBEPIKEHOTO MPOTOKOIY KITiHI9HOTO
BHTIPOOYyBaHHS.

12. Ha Gymp-sixoMy etami KiiHigsoro BumpoOyBaHHS a0o micias Horo
3aBepuIeHHs LleHTp MOXXe HPOBECTH KIIHIYHHUE aymuT KJIiHIYHOTO BHIIPOOYBaHHSA
moyo moTpuManHs HanexHol KIiHIYHOI MPaKTHKH (GCP) BiamoBifHO [0 pPO3ALIY
XIII nporo Ilopsaaky.

IV. OcHOBHiI BHMOFH [0 3aXHCTY A0CI/KYBaHHX (Cy0’ €KTiB HOCTIIKEHHS)

1. 3arajbHi NOJI0KEHHS PO 3aXHCT JOCHIHKYBaHHX (Cy6’ €KTiB
AOCJTisKEeHHS)

1. 3axmcT MOCHIMKYBaHHX (Cy0 €KTiB HOCHIIKEHHA) 3a0€3MeIy€eThC MILTXOM
OIIHKH CITiBBiHONIEHHS pH3WK/KOPUCTh K Ie€pex MPOBEACHHAM KOXHOTO
KITiHiYHOrO BUIpPOOYBaHHsS, B TOMY YHCII Ha IJCTaBi MONEPEIHIX MPOBENEHHX
JOCHTi/KEHb, TaK i Mif Yac HOro IpOBEAEHHS LUIIXOM Harisay 3 Ooky LleHTpy Ta
KOMiCiif 3 MUTaHb €TUKH.

2. 3abesmedyeThcs OCOONMBHM 3aXVMCT MAIIEHTIB, AKi HECTIPOMOXHI IaTH
iHbOopMOBaHy 3rofy Ha y4acTb y KIiHi9HOMY BHIpPOOyBaHHi. Taki mamieHTH HE
BKJIIOYAIOTHCS B KJIHIYHE MNOCHLIKEHHS, AKIIO MOro MOXKHA IPOBECTH 3a y4acTIO
0cib, AKi cIpoMOXHi 0coOUCTO HagaTH iHGOPMOBaHY 3rOIY.

IMamienTH, AKi HECHPOMOXHiI JaTd 1H(OPMOBaHY 3rOJy, BKIIOYAIOTECA B
KITiHiYHEe BUIPOOYBAaHHS TUIBKH TOAI, KOJIH € IiICTABH OYiKyBaTH, IO 3aCTOCYBaHH
JOCIIIPKyBaHOTo JIKapChKOTrO 3aco0y IpuHece 0e3nocepeHI0 KOPHCTh HAIiEATy 1
BOHa OyJie TIepeBULIyBaTH PU3HUK.

SIKOI0 X0 KIHIYHOTO BUIPOOYBAaHHS 3aly4alOThCS MAIli€HTH, SKi BHACITIIOK
CBOTO KJIIHIYHOTO CTaHy HeCIpOMOXHi ocobucro mizmucatd ¢opmy iHpopMOBaHOI
3roaM, HEOOXiZHO OTpMMaTH 3rooy Ta mifnmucatd ¢opMy iH(GOPMOBaHOI 3rofH Y
3aKOHHOTO TIpe/ICTaBHHKa, a y pasi ioro BimcyrHocti — y Jpyroro 3
TOAPYOKS/6IIM3bKOr0  pomda. Y TPOTOKON KIIHIYHOTO JOCTifuKeHHs abo B
HOMNpaBIi 0 HBOTO ITOBHHHA OyTH ONMHCaHa Mpolefypa OTPUMaHHA indhopMoBaHOi
3rojH TIAIiEATA IMHCHS TOro, SK Y HOTO Oy[e BiAHOBIEHA CIPOMOXHICTH 0COOHCTO
natd iHhOpMOBaHy 3rony.

3. Kuniniuae BUIIpoOyBaHHs MOYKEe MPOBOIUTHCS Y pasi, KOJIK:

1) ouikyBammii pmsuk i He3pydHOCTi OyIH 3BaXeHi CTOCOBHO O4iKyBaHOL
KOPHUCTI JJIs AOCIIKyBaHuX (Cy0’€KTa HOCHTiDKEHHA);

2) mociimkyBanuii (Cy6’€KT HOCTIKEHH:) a0o, KO BiH He 3MaTHHH ocobucTto
migmucatd GopMy iHGOpMOBaHOI 3rofy, HOro 3aKOHHHMA IIPSIICTABHHK, a4 B pasi
BIZICYTHOCTI 3aKOHHOTO TPEICTABHUKA Y IAIi€HTIB, SKi MepedyBatoTh Y KPUTAIHOMY
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T2 HEBIIKIaIHOMY CTaHaX, — APYTHH 3 IOAPYXOKS/OMU3bKUHA POIAY, MaB MOXKIIUBICTE
Ti7 Yac PO3MOBH 3 BilTOBiJANBHUM JOCIITHAKOM/IOCTITHIKOM, BIATIOBIAIbHAM 32
OTPHMaHHS iHMOPMOBAHOI 3TONH, 3PO3YMIiTH METY, MOXIHBI KODHCTh, PH3HKH i
He3py4HOCTi KIHIYHOTO BHMIpOOYBaHHS, a TAKOX YMOBH, 32 SKMX BOHO Oyze
IIPOBOIUTHCS;

3) mpaBa JOCHIIKYBaHOTO (Cy6’€KTa HOCHimKeHHs) Ha GQisuune i IICUXi4HE
GIaromonyyus, TAEMHHUIIO OCOOHCTOrO JKMTTS 1 3aXWCT IEPCOHAIBHMX JaHHUX
3abe3medeHi BiAMOBIIHO JO BUMOT 3aKOHO/IaBCTBA,

4) y BUHATKOBHX BHTIAJIKAX, SKIIO [IOBHOMITHA 0c06a He B 3M03i MACATH/IUTATH,
TO HEl0 MoXke OyTH JaHa yCHA 3rojia B IPHCYTHOCTI OHOTO HE3aiHTepPEeCOBAHOTO
CBilKa, SKWH NIHCEMOBO 3aCBimdye 3rofy IamieHTa  4d HOro 3aKOHHOIO
IIpeCTaBHAKA /IPYTOTO 3 MOAPYXOKs/Gimsskoro pomuda y dopmi  iHdopMoBaHOi
3TOJIH;

5) 3a GakaHHAM OCTIKyBaHHM (CY6’€KT IOCTi/KEeHHs) 200 3aKOHHHH
IIpe/ICTABHUK/APYTHil 3 TOAPYXOKs/ONM3bKAM ponmd, sAKAH mimmucas ¢popMy
iHbopMoBanoi 3romm, y Oymb-skuii yac Moxe Oe3 Oymp-sikoi mKomu It cebe
(mocmimkyBaHoro (cy6’ekTa MOCIIIDKCHHS)) NPUNMHUTH Y9acTh y KIIHIYHOMY
BUNPOOYBaHHI.

4. Tlpn BuHVKHEHH] Gyb-saKoi MOGIYHOI peakxIii, 1o MOoXe PO3LIHIOBATUCS K
CTpaxoBWi BWIAIOK, BiATIOBIIANbLHUM ITOCITiTHUK/IOCIIMHUK Mae HEBIOKIIATHO, aje
He mi3Hille HK HPOTATOM JBOX KaleHIapHWX NHIB 3 JaTd OTPHMaHHA iH(popmamii
PO BUHHKHEHHS M0OiuHO] peakIlil iHnopMyBaTH Ipo Ie CIIOHCOpA.

5. Crorcop npotsiroM 10 kareHIapHUX THIB 3 JaTH, KOIM HOMY IIpo Iie CTalo
BiJIOMO, HAIIpaBJIS€ BiAMOBIHE ITOBITOMICHHS 0 CTPax0OBO1 KOMIIaHil.

6. locnmimxyBaruit (Cy0’ €KT HOCIIHKEHHs) a60 3aKOHHMIL ITPeCTaBHUK/APYTrai
3 MoApyAKa/6Mu3EKi ponuui MOXYTh ¥ iHimiaTHBHO (IO Mae GyTH 3a3HAYCHO B
dopMi iHGOPMOBaHOI 3roay) MPOTArOM IIPOBEAESHHS KIIHIYHOTO BHUIIPOOYBaHHS:
IOBiIOMHTH BilIOBiIHY CTpaxoBy KOMIIaHii0 mpo (HakT HACTaHHA MOGIYHOI peaKilii
JUISI OIIHKY ii SIK CTPaXxOBOT'O BUIAMKY.

2. Hapanns indopmanii nanienTaM (310poBHM J00pPOBOJILIAM) PO
KJIiniYHe BHNPOOYBaHHS Ta OAeP:KaHHA B HHX iH(opMoOBaHOI 3roAH.

1. TamierTH/300pOBi JOOPOBOIIBII, SKUX TUIAHYETHCS 3aNyYHTH A0 KIHIYHOTO
BUIpPOOYBaHHS, MAlOTh OTPUMATH [JOCTATHRO iH(pOpMamii mpo MeTy Ta CyTh
KITiHIYHOTO BHIpoOyBaHHs. Bilmosiganbamil JOCIiTHAK/ TOCIITHHK, BiIMOBIIAIILHUN
3a OTpHMaHHA iHPOPMOBaHOI 3ro/H, iHMOPMYE MallieHTa/300pOBOr0 JOOPOBOIIBIL, @
SKIIO TOW HECIPOMOXKHHM CaMOCTIMHO AaTH iHGOpMOBaHYy 3rofy — MOr0 3aKOHHOIO
TIPe/ICTABHAKA/IPYTOro 3 MOAPYXoKs/ONU3bKOr0 PpOAMYa, INOJAO BCIX aCHeKTiB
KIIHIYHOTO BUIPOOYBaHHS.
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7. PimeHHs TamieHTa/300pOBOTO HOOPOBONBIA 200 HOro 3aKOHHOTO
IpEeICTaBHUKA/IPYroro 3 HOIPYKs/OMM3BKOr0 pojAnda INOAO BIATTA ygacti abo
IIPOJIOBXKEHHS y4acTi B KIiHIIHOMY BunpoOyBaHHi Mae OyTH NpPHAHSATE HUM
CaMOCTIHHO i BUIbHO, 03 Oyab-IKOro THCKY Ha HbOTO.

3. TTuceMOBa Ta ycHa iH(popMailisi Ipo KIiHiYHE BUNPOOYBaHHS He IOBHHHA
MICTATH BHCIIOBIIOBAaHb, IO 3MYLIYIOTh TAIi€HTa/300POBOTO NOOPOBOJIBIA, 8 TAKOXK
fioro 3aKOHHOTO MPEACTABHHKA/IPYTOro 3  MOAPYXOKs/ONM3BKOTO  poJuia
BiIMOBWUTHCH Bifi CBOIX MpaB YM 3BiILHAIOTH JIOCIiIHUKA, CIIOHCOpa KIiHIYHOIO
BANPOOYBAHHA BiJl BIANOBIAaTEHOCTI 32 3aMOALIHY ITKOTY.

4. TTucbMOBi Marepiany Ta ycHa iHdopManis Ipo KIiHiIHe BUIIPOOYBaHHs HE
HOBMHHI MICTHTH  CIeNialbHMX TepMiHiB i MaoTh OyTH  3po3yMim
Al €HTY/300pOBOMY IOGPOBOJEIIO 2060 3aKOHHOMY IpeACTaBHUKY/IPYTOMy 3
HOAPYKIKS/OMA3bKOMY POIHIY.

5. JlocHiZHAK Hajgac MAI€HTY/3T0POBOMY JOOPOBOIBIO a0 3aKOHHOMY
IpeICTABHAKY/APYroMy 3 HOAPYXOKs/ONA36KOMY POIMTY [OCTATHIO KIJIBKICTh 4acy
I NpUMHATTS  piMIeHHS TPO  YJ9acTh ¥y KTiHi9YHOMY  BHUIpOOYBaHHI.
[MauienT/300poBuit  no6poBONes a0  3aKOHHUH OpEeACTaBHUK/APYTUA 3
HOPYHOKA/OMU3bKIN POMY OBUHEH OJCPKATH BHYEPIHI BiAOBi/li Ha BCI MATaHHS
MO0 KJIIHi9HOr0 BUMIPOOYBaHHS.

6. Bumoru mo indopMmoBaHoi 3rogu (mEcbMoBOi Ta ycHOi iHpopwmaii, mo
HaJA€ThCA HaIi€HTy/310pOBOMY ZI0OPOBOMBLIIO abo 3aKOHHOMY

Ipe/ICTABHKKY/IPYTOMy 3 IOAPYXKs/OIH3bKOMY poauiy) HaBeJeHi y Jomatky 2 1o
nporo Ilopsanxky.

IepcoHanpHi AaHi JOCIIIKYBAHOTO (cy6’exTa HOCHIiIKEHHS) 30epiratroTecs B
TaEMHEII T2 OOpOGIIOTBCS B MeXax KIIHiYHOrO BHIPOOYBAHHS (micns  ix
KOJTyBaHHS 33 JIOIIOMOTOKO CKPHHIHTOBOTO/paHIOMi3alliHHOr0 HOMEpa
JociiKyBanoro (cy0’exTa HOCIUKEHHS)) B 3HEOCOOJIEHOMY BHIILAML 3rigHo 3
IIPOTOKOJIOM KJIiHI9HOTO BHIIPOOYBaHHS Ta BiMIIOBINHO 10 YIMHHOTO 3aKOHO/aBCTBA.

7. Jlo modaTKy ydYacTi B KIiH{YHOMY BHNpOOYBaHHI MAami€HT/300pOBUHI
noGpoBoens a6o HOro 3aKOHHHM IpPENCTABHUK/APYTHA 3 HOAPYHOKS/OIA3bKAA
ponud, a TaKOX BiJNOBidaNbHUH JOCITiTHAK/JOCHIJHUK, BiANOBIJAJIBHMN 32
oTprMaHHA iH(GOpPMOBAHOI 3rOfH, MiANUCYIOTh Ta BIACHOPYYHO JAaTylOThb HBa
npuMipEEKE (GopMu  iHQOpPMOBaHOI 3rOAM, OINHMH 3 SKHX SQIHIIAECTHCA
Bi/TOBIZANEHOMY JOCIIIHAKY/IOCITHAKY, & APYTHA HepefacThCs IOCTIiHKyBaHOMY
(cy6’exty pocmimxenns). OGoB'I3K0BO Mae OyTH 3a3HaueHO, IO 3rofa HalaHa
HOCTiKYBaHAM (Cy6’€KTOM IOCIIKEHHS) (3aKOHHHUM IpeJICTaBHUKOM/JIPYTHM 3
HOAPY#oKs /ONMM3BKMM pOmWdeM) NoOpOBUIBHO Ha mificTaBi ofep)kaHOl MOBHOI
indopmanii mpo kIiHiYHES BAIPOOYBAHHS.
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8. Ilpu 3amydeHHi [0 KIIHIYHOTO BHIPOOYBaHH: ocib, Ha ydYacTb SKHX
060B'SI3K0BO IOTPiOHE MMOTOMKCHHS XHIX 6aTHKiB/38KOHHOTO MIPEACTABHUKA/IPYTOro
3 NOAPYXOKS/6IM3bKOro poxuda (HampuKias, MaJioNiTHi a60 HEmOBHOJMITHI,
HemiesmaTHi ocobm), i ocobu iHGOPMYIOTBCS B MeXax IXHBOTO pO3yMiHHH, &
HEIOBHOMITHI BAACHODPYY IIMMCYIOTE i JaTyioTh (opmy iHGOpPMOBAHOI 3rofy, sfka
MiCTHTE AOCTYHOHY Ui PO3YMIHHS HETOBHOJNITHBOIO JHUTHHONO ingopmariro Ipo
KIIiHiYHE BUIPOOYBaHH,.

9. OmuH OpEMIipHEK WiAnucaHoi Ta HaToBaHol hopmMu iHpopMOBaHOI 3roau
36epiracThes y BiflIOBINATIBHOTO HOCITiTHIKA/MOCTiIHAKA (B apXiBHOMY IPUMiITeHHI)
IPOTATOM He MEHII HiX 15 pOKiB MiCis 3aBEpIICHHS BiZMOBiHOTO KIIHIYHOIO
BHIIPOOYBaHH.

10. STkmo maiienT mepebyBac B KpUTUIHOMY a60 HEBLIKIAHOMY CTaHi, 10 HE
Ja€ MOMKJIMBOCTI OTpPEMATH y HBOTO iH(GOpPMOBaHYy 3TroAy Ha y4acTb y KIIiHIYHOMY
BHNIPOOYBaHHI, Taka 3r0fla OTPUMYEThCS Y HOTO 3aKOHHOTO IpeaICTaBHAKA/IPYTOro 3
HOPYOKsL/ GIA3EKOT0 POArYA.

YV pasi HeMOXIHMBOCTI OfiepXKaHHs iH(QOpMOBaHOI 3TOMM Y namieHTa 1
BIZCYTHOCTI #0r0 3aKOHHOT'O IPEICTABHAKA/PYTOTO 3 TOAPYXOKS/OIM36KOT0 poarYa
3aTyUeHHs TAKUX MAIi€HTiB J0 KIIHITHOTO BHIPOOYBaHHS He JOIyCKAEThCSI, IM Ma€e
HaJaBaTHCA MEIWYHA JOIIOMOra y BCTAHOBIEHOMY IOPSIKY.

11. ®opMa iHdOPMOBAHO] 3roJIM Ma€ TAKOXK MICTHTH 3TOTY IalieHTa/300pOBOro
10GpoBOIBIS 260 HOTO 3aKOHHOTO IPEICTABHHUKA/JPYIOro 3 HOAPYXKs1/OIM3BKOI0
poimya Ha 06poOKy HOro nepCoHaNbHUX JaHHUX, a came indopmaIliro mMoxo:

MeTH 00poOKY MepCOHANBHUX HaHUX;

CKJIaJIy Ta 3MICTy IIepCOHATBHUX TaHUX;
BOJIOZLIBIA MEPCOHATBHUX JAaHUX HAIi€HTa,
JOCTYILy /10 IEPCOHAIBHIX JaHUX TPETIX 0Cib.

12. Vea indopmaris B dpopmi iHGOPMOBAHOI 3ro[i BUKIIANAETHCS 3pO3yMLIOI0
namieETy 260 370pOBOMY J0OPOBONBIIO/3aKOHHOMY IIPEACTaBHUKY/APYroMy 3
HOPYXOKS/OIM3bKOMY POIUYY MOBOIO.

13. Tlopsmox Hanmamds indopmamii mnpo  KiiHiuHe BHIIPOOYBaHHS
HAI€HTY/300POBOMY  JOOPOBOJIBII/3aKOHHOMY IPEACTaBHUKY/IPYyroMy 3
HOIPYXOKS /OMU3BKOMY POIHMYY, @ TAKOXK OTPHMAHHS iHopMOBaHOI 3roJM BiJl HBOTO
MOXyTh mHepesipstucs LIeHTpoM, KOMiCi€l0 3 HHTaHb CTHKH Ta CIIOHCOpOM 200
ocobaMu, 1o IifoTh Bif Horo iMeHi, abo MpeNCTaBHUKAMK YIIOBHOBXCHHX OpraHiB
iHnMx Kpaid (iHCHeKIis peryIATOpHOTO OpPTany).

14. JlocmimxyBaruii (Cy6’ €KT TOCTiMKEHHs) 3aKOHHMK HpEeNCTaBHUK/APYTHii 3
IOZIPYKs1/6NM3bKIA poIMY y pasi MOPYIICHHA NpaB mocHimKyBaHoro (cy6’ekra
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JOCHi/KEHHS) IIiJl 9ac MPOBEACHHS KIIIHIYHOTO BHIIPOOYBaHHS MOXKE€ 3BEPHYTHCA JI0
cmorcopa, ILlenTpy, xomicii 3 murass ermku, MO3 Vkpainm abo mo cyay B
YCTAHOBJIEHOMY 3aKOHO/aBCTBOM MOPSIKY.

15. Tatepecu mocmimKkyBaHux (Cy6’eKTiB JOCIIUKEHH:) 3aBXKAM IIEPEBAKAIOTH
HaJl iHTepecaMy HayKH i CyCHiIbCTBA.

3. Kainiuni BANpoGyBaHHs 32 y9acTI0O MAIOIITHIX T2 HEMOBHOJITHIX 0Ci0

1. Kniniumi pumpoGyBamHA 3a ydYacTio MalomiTHIX (g0 14 poxiB) Ta
HenoBHOMITHIX (Bix 14 1o 18 pokiB) ocib MpOBOAATECS 32 YMOBH:

1) oTpuMaHHS NHCHMOBOi iH(pOpMOBaHOI 3rofu 000X OaTBKIB, 32 BHHATKOM
BHIAJIKIB, KOJIK OJUH 3 OAaTbKiB mOMEp, M030aBieHuil 0aTbKiBCHKAX IPaB, BUHAHUM
HEMi€3MaTHUM 49H 3HUKIAMH Oe3BiCTH y TOpPAOKY, BH3HAQYEHOMY YHHHHM
3aKOHOJABCTBOM, 200 y CBiIOITBI PO HApOKEHHS BiJICYTHIM 3amMC IPO OIHOIO 3
0aTbKiB;

2) HajaHHS JOCTYIHOI IJii PO3YMIHHS MANONITHBOIO Ta HEIOBHONITHBOIO
0co000 NHCHMOBOI Ta ycHOI iHdopmarii mpo KIiHIiYHE NOCTIMKEHHS. KO
MAJIONITHIMl CIHPOMOXHHM, BiH YCHO Ja€ CBOIO 3rofy Ha y4acThb Y KIiHiYHOMY
JOCITiPKEHHI.

HenoBHOMNiTHI TalieHT ocoOHCTO MiAmMHECye Ta marye GopMy iHpopMoBaHOI
3T'OJH.

BinmoBimanmpHUE  MOCHIIHUK/IOCHIJHUK, BiANOBIJAIbHWE 32 OTpPMMAaHHS
inbopMOBaHOI 3rofM, ypaxoBye siBHe OaKaHHS MAaJONITHBOI Ta HEMOBHONITHBOI
0co6H B3ATH y9acTh ab0 BiMOBHTHCS Bif yd4acTi B KIiHIYHOMY JOCHiDKEHHI, abo
BHITH 3 HBOTO B OyIb-IKUH dac;

3) BiZCYTHOCTI BHKODHCTAHHS OyIb-SIKHX 3a0XO4eHb ab0 CTHMYIIB, KpiM
KOMITeHcalil y pa3i 3aBJaHHs IIKOIY 3I0POB'I0 M 9ac KIiHIYHOro BUNPOOYBaHH;

4) ManomiTHI Ta HENOBHONITHI OCOOH OfEpXaTh OE€3MOCEPENHIO KOPHCTH BiX
y4acTi y KJIiHIYHOMY BUIIPOOYBaHHI, AKINO:

KIriHiYHe BUIPOOYBaHHA HeoOXinHe IS MiATBEPIKEHHA JaHNX, OTPHMAHUX Mijl
Yac {HIMMX KIiHIYHIX BUIPOOYBaHb, SKi IPOBOJIIIACE 33 YIaCTIO JOPOCIHX, ab0 st
MiATBEepKEHHS JaHUX, OTPUMaHUX 32 JOIOMOTOIO iHIMKX METOMIB JIOCTIKEHHS;

KITiHiYHe BHIpPOOYBaHHS CTOCYETHCS 3aXBOPIOBAaHb, Bifl SKHX CTPaXIAIOTh
MAJIOJIITHI Ta HEMOBHOJIITHI 0CO0H;

KIiHiuHe BANPOOYBAaHHS Ma€ TaKi OCOONHMBOCTI, IO HOro MOXHA IPOBOIUTH
TLIBKA 33 YYaCTIO MANOJITHIX Ta HEHOBHOJMNITHIX 0Ci0;
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5) mnuaHyBaHHA KIiHIYHAX BHUIpOOyBaHb 3AIHCHEHO TaKMM YHHOM, IO
MiHiMizoBaHi 6imp, amckomMdopT, cTpax i pusuk. Ilopir pu3EKy 1 CTyHiHB
nECKoMGOPTY, GO0 YiTKO BU3HAYAIOTHCA 1 OCTIHHO BiCTEXKYIOTHCA.

2. Imbopmanis mpo 3alydeHHs [0 KIHIYHUX BHIPOOYBaHE MAIONITHIX Ta
HEMOBHONITHIX 0Ci0 HamaeTbess B JIOBUIBHINM ¢opmi, aie 3 000B’SI3KOBHM
3a3HaYeHHSIM Mpi3BMINA, iMeHi Ta mo 0aThKOBi, BiKy AWTHHH, OpPi3BHII, IMEH Ta II0
6aTbKOBI OaTHKiB/3aKOHHMX MPEIACTABHUKIB (IPEICTAaBHUKA), MiCLs HPOXHBaHHS
IUTAHYW, HAjIBHOCTI iHdopMoBaHOI 3romu 3 O0O0OB’SI3KOBOIO IIO3HAYKOIO, MIO
inpopmariis, ska Hamaetbes, € koHbimenmikHoro. Ils imdopMalis HampaBIsA€ThCS
BiMOBIAIBHAM JTOCHiTHAKOM/IOCIITHUKOM PEKOMEH/IOBAHIM JIICTOM IO OPraHiB
OMIKK Ta MIKIyBaHHS 33 MICI[eM IOCTIHHOTO IPOXHWBAHHA AWTHHH IPOTATOM JIBOX
po6oUNX [HIB 3 JaTH OTpMMaHHs iH(OPMOBAHOI 3roAyu HA Y4acTh Y KIIHIYHOMY
BUIPOOYBaHHI BiAMOBiAHO M0 MAMYHKTIB 1, 2 myHKTY 1 miel riasu.

3. 3a00pOHSETHCS IPOBECHHS KIIHIYHUX BHIPOOYBaHb JNiKapChKHX 3aC00iB 32
y9acTIO MAJOJiTHROI a00 HEMOBHONITHBOI 0cobH, sika M030aBieHa GaThKiBCHKOIO
TiKJIyBaHHS, YCHHOBIECHOI TUTHHU a60 TATHHU-CHPOTH.

4. InTepecd MaJONITHIX Ta HEMOBHOMNITHIX OCi0 ImepeBa)kaloTh HaJ iHTepecamu
HayKH 1 CyCHiJIbCTBA.

4. KniniuHi BUIpPoOyBaHHS 32 YUaCTIO HEAI€3JaTHAX AOCTIZKYBAHHX
(cy0’exTiB mocaimKeHHs ), AKi HeCIPOMO:KHI camocTiiino 1aTH indopMoBany
3roay

1. Knigiuni BunpoOyBaHHS 3a y4acTIO HeIi€3JaTHAX TAIlieHTiB abo Mali€HTIB,
IIUBiNbHA Ji€3MATHICTh JKUX OOMEXKeHa Yy 3B'A3Ky 3 ICHXIYHMM 3aXBOPIOBAHHSM,
IPOBOJSTECS, SKIIO:

oTpuMaHo iH(opMOBaHy 3roAy 3aKOHHOTO IIPEJICTaBHUKA/IPYroro 3
TOJPYXKKsI/GMHU3bKOT0 pojmya (3rojia Moxxe OyTH B OyIb-KHH MOMEHT BiIKIMKaHA
0e3 HEraTWBHUX IS JOCIIIDKYBaHOTO (Cy0’€KTa JOCTIKEHHS ) HAaCIiAKiB);

Helie3JaTHUM MAaI[ieHTOM OJEPXKaHO iH(popMaIllifo mpo KIIiHiYHe BUIPOOYyBaHHS,
TIOB'sI3aHi 3 HUM PU3HUK i KOPUCTH y GOpMi, JOCTYIHIH AJist HOTO PO3yMiHHS;

BiAIOBIMAJLHUM JOCIIIHHUKOM/IOCIITHAKOM, BiAIOBIIATLHHM 3a OTPUMaHHA
indopMOBaHOI 3rOAM, BpaxOBaHO OakaHHS HEHI€3NaTHOTO IallieHTa y3iTH y4acTb
ab0 BiIMOBHUTHCS Bifi yUacTi B KIIiHIYHOMY BHTIPOOYBaHHi, a00 BUATH 3 HHOTO B OyIb-
SIKAY MOMECHT;

He BUKOPHUCTOBYIOTHCS OyIb-AKi 320X04YeHHS a00 CTHMYIH, KpiM KOMITeHcarii y
pasi 3aBAaHHS MIKOAX 3H0POB'TO JIOCIIMKYBaHOTO (Cy0’eKTa IOCIHIIKEHHS) HiA dac
KIIiHI9HOTO BUTIPOOYBAHHS;
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KIiHiYHEe BHIIPOOYBaHHS Ma€ 3HAYeHHS A [IATBEP/UKCHHS inopmanii,
oTpuMaHOi Iiji dYac iHMUX KIHIYHEX BHNpPoOyBaHb ab0 OTPHMAHOT iHImIAMEI
METOIaMH TOCTiPKEeHHS,

KIiHigHEe BUIpOOYBaHHS Ge3MOCepeflHBO CTOCYEThCS 3aXBOPIOBAHHS, Ha sKe
CTpaXaae AOCIiKyBaHui (Cy0’ eKT JOCIiKEHHS);

KTiHi9Hi BEMpOGYBAHHS CIUIAHOBAaHI TAKHM YHMHOM, 06 MiHIMi3yBaTH O11b,
mackoMbopT, cTpax i pu3EK. Ilopir pUsHKY i CTYHiHb TUCKOMQOPTY, 00110 TOBHHHI1
OyTH 4iTKO BU3HA4EHI i IIOCTIHO BiZICTEXKYBATHCS;

€ TACTaBM 0YiKYBATH, IO 3aCTOCYBAHHS HOCHIIKYBAaHOTO JIKapCHKOro 3acody
TIpHUHece JOCHiHKyBaHOMY (Cy0’ €KTY HOCIiKEHHS) KOPACTD, IO HEPEBUIITYE PH3HK,
a60 He mpu3Bee 10 KOTHOTO PU3HUKY.

2. InTepecw HemiesmaTHOro MOCHIIKyBaHOro (Cy0O’ekTa - IOCITiDKEHHS)
IepEeBAKAIOTH HaJl iHTepecaMy HayKH i CyCIIiIbCTBa.

V. Bumoru g0 gociainaukis Ta JIII3/micust npoBeaeHHs KJIIHIYHOIO
BHIIPOOYBaHHA

1. JIoCTiHUKH, SKi GPaTEMyTh y4acTh y KIiHIHOMY TOCTi/KEHH, TOBHHHI:
MaTH OCBITy, IOCTaTHIO MpodeciliHy MiAroTOBKY;
IOCBiJ NiKyBaHHS NAI€HTIB BiANOBIAHOTO MPodiro (11 IiKapis);

6yTH OGi3HAHAMH 3 MDKHADOJHMMH BHMOTAaMH HANEKHOI KIiHIYHOI HPaKTHKH
Ta HOPMATHBHO-T[PABOBHMHE aKTaMH IIOJO IPOBEJCHHS KIHIYHMX BHUIPOOYBaHb B
VkpaiHi, 30kpeMa GpaTh y4acTs y BiINOBITHAX ceMiHapax, ki mposonuts LieHTp;

npamroBaty B JI[I3, /e mIaHyeThCs IPOBESHHS KIIHIYHOr0 BUMPOOYBaHHs, 460
nepebysary 3 Takum JI[I3 B iHIMMX JOTOBIpHMX BiTHOCHHAX BiIIOBITHO O YMHHOTO
3aKoHOAABCTBa (Y pasi AKINO BiAMOBIAANBHAN NOCHTiTHHK/ JOCHIIHHUK € MPaIiBHAKOM
xad)e[pH 3aKnajy BUIIOT OCBIiTH, HeOOXi/{HA HASBHICTH JOTOBOPY IIPO CHiBIPALO MiX
3aKi1aioM BHINoi oceith Ta JII13);

HOCIIHAKY, Ki OYIyTh 3aTydaThCs A0 MPOBENCHHI KIHIYHUX BHIpPoOyBaHb I
a3y Ta 6i0eKBIBANEHTHOCTI JKAPCHKUX 3aC00iB, KPiM OCHOBHHX HABMYOK, IOBHHHI
MaTH JOCBiI IpOBEIEHHs KIiHIYHUX BHIPOOYBaHb, IO IIATBEPIKYETHCS
inbopMamiero, HaBemeHol B mupodeciiiniii aptobiorpadii mocmimmmka CV
BCTaHOBIICHOI opMH, HaBefeHOI y HomaTKy 3 fo nporo [lopsaxy.

2. JII3 3aiy4gaeThes 10 OPOBEASHHS KIIHIYHOTO JOCIIIKEHHS y Pasi, SKIIO:
npu JII3 cTBOpeHa Ta Jlie KOMICis 3 IMTaHb €THKH,

HadBHA HeoOXimHa Oasa /[id HAJaHHS EKCTpPeHOI MEJMYHOI IOIOMOTH
IoCIimKyBaHMM (Cy6’€KTaM HOCIiIKeHHs) y pa3i BAHUKHEHHA yCKIAIHEHb M Jac
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IpoBeJileHHs.  KIIH{4HOro  BHNPOOYBAaHHS (i1 cTamioHapiB —  HAsABHICIb
peaHiMaIifHOT0 Bijminy abo BimTineHHA/0N0Ka iIHTEHCHBHOL tepamii abo mamat(-
¥)/MiOK IHTeHCUBHOI Tepalrii);

0 ONHOrO KIiHIYHOTO BHIPOOYBAaHHS MOXKYTh 6yTa 3amydeHi omHe abo
mekinbka Bimgiress JIII3 Ta, BiANOBiAHO 1O BHMOT MPOTOKOJY, MOXYyTh OyTu
samyderi daxiBmi pisHOro MPOGiIIo, SKi MPAIIOIOTH B AHOMY JII3;

y migposainax JII3 (;aboparopii, BifTiTeHE] (YHKIiOHAIBHOI iarHOCTUKH),
AKi MOXYTh 3alydaTHCid MO [POBEICHHA KNIiHIYHUX BUMIPOOYBaHb, PETYIIPHO
3[iffCHIOETBCS. METPOJIOTiIHIM KOHTPOIb 32c00iB BUMIpIOBATLHOT TEXHIKH Y CTPOKH i
B IOPSAKY, 10 epenbaveni 3aK0HO[aBCTBOM;

€ yMOBH sl 30epiraHHs NOCIiIKYBaHUX JIKapCHKUX 3aco6iB (BiAMOBiIHO A0
yMOB 30epiraHHs, 3a3Ha9eHUX NIpH MapKyBaHHi JiKapChKHX 3ac00iB 41 Y IIPOTOKOJIL
KITiHIGHOTO [OCTiMKeHHd) Ta MOKyMeHTalii, sKa HaleXKuTh [0 KJIIHIYHOTO
JOCIIKEHHS;

€ MOXJIMBICTH 3allyuaTH HeoOXimHy KITBKiCTb HOCILIKYBaHHX (cy0’exTiB
IOCIiKEHHS) BiAMTOBLAHO J{0 IPOTOKOILY KJIiHIYHOrO MOCIIIKEHHS,

IIepBUHHA MeJWdHa TOKyMEHTallis (MeAMYHa Kapra CTaIlliOHAPHOTO XBOPOro/
aMGyJIaTOPHOTO XBOPOIO) BEJETHCSA BIAMOBIIHO IO BHMOr 33aKOHOJABCTBA Ta €
MOXKJIABOCTI il 30epirants y apXiBHOMY npuMilienHi/apxiBi He MeHII HiX 15 POKIB
TicIisI 3aBepIICHHs KIiH{YHOTO BUTIPOOYBaHHA.

3. JIII3 Moxe 3aiydaTucs OO0 MPOBEACHHS KmiHiugoro mocmimkenns 1 ¢asm Ta
6i0eKBIBATCHTHOCT] JKapchKUX 3acobiB y pasi, sxmo JIII3 BiAmOBigae BHMOTraM,
HaBeIEeHUM Y MyHKTI 2 [bOT0 PO3JLILY, 8 TAaKOXK KOJIH HasABHI:

OKpeMi mamaTé M JOCIIIKYBaHHX (cy6’exTiB IOCIIMKEHHSA) — 3IO0POBHX
1O6POBONBIIB Ta YMOBH, HEOOXimHI I i707060BOTO CITOCTEPEXKEHHS 33 IXHIM
CTaHOM;

oKpeMa MaHimyimifiHa, KiMHaTa-IJanmbHA Ta camirapHa KIMHara UL
IOCTLDKyBaHUX (Cy0’ €KTIB TOCTIDKEHHS);

yMoB: 30epiramHs GioNOriyRMX 3pasKiB  IIpH NpOBENEHH]  KILHIYHAX
BHITPOOYBaHb.

4. JlaGoparopis mns mnpoBefeHHs (apMaKOKiHSTHIHMX IOCIi/PKEHb, IO
3QITy4YaeThCA A0 KIHITHUX BANPOOYBaHb, IIOBHHHA BimmoBigaru Bumoram HanexHol
naboparopuoi npaxtuku (GLP).

5. JII3, sxuii NPOBOAMTH KIIHIYHI JOCII/DKEHHS 010eKBiBAJICHTHOCTI
niKapceKuX 3aco0iB, Hagae no LleHTpy akpemuTAiNHAE cepTudiKaT, BUIaHUHA MO3
Vkpainu (32 HagBHOCTL).
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VI. OcHOBHiI BHMOTH {0 MaPKyBaHH# JOCTI/IKYBaHOIO0 JiKaPCHKOro 3acoly

1. MapKyBaHHS JOCTi/DKyBaHOTO JIKapCHKOTo 3ac00y Ta Tpenapary CYIIyTHBO1
Teparlii/JomoMiXHOTO (He JOCILIKYBAHOTO) JIKapCHKOTO 3acoly Mae OyTH TaKuM,
mo6 ineHTHOIKYBaTH MOCITIIKyBaHHHM JiKapChHKUH 3aci6, mpemapar CyIYTHBOL
Tepamii/qonoMiKHEA  (He JOCTIKYBaHMI) JiKapcekmit 3aci6 Ta KIIiHIYHE
BUIpoOyBaHH.

2. Heobxinna iHpopMallis BHKIANAETLCA JEPKABHOIO MOBOIO, 8 TaKOX MOXC
ny6IroBaTHCs iHIIMMHA MOBaMU.

Ha eTwkeTKax TOBAHHA OyTH 3a3HAdYeHa Taka iHGopMaris:

1) HaiiMeHyBaHHsI FOPHANYHOI 0cOOW/ BIaCHe iM’s1 Ta TIpizBHINE (Qi3HIHOI 0COOH
— CIIOHCOpA, MiCI[e3HAXOKEHH/MICIle IPOXKUBAHHS TAa HOMEp TeaedoHy CIIOHCOPA,
KOHTPaKTHOL JIOCHITHHATIBKO1L opranizamii abo BiZIIOBIIATLHOTO
nocigEKa/mocHiauKka (iHdopManis PO KOHTAKTHY 0COO0y Mif TEpMiHOBOI'O
PO3KOIyBaHHS JTiKapchKoro 3aco0y);

2) mikapchka $opMa, LULIX BBENEHHS, KibKiCTb TO30BAHMX ONMHHIb (y pasi
BIIKPUTHX KITiHITHEX BUIPOOYBaHE — Ha3Ba/ imenTHOiKaTOp Ta CHIa Ail/aKTHBHICTB);

3) HOMep cepii Ta/a6o Koz 1y ineHTHiKaIil BMIiCTy Ta ollepalliif 3 IaKyBaHHS;

4) HoMep (kom) KiiHiuHOro BHMPOOYBAaHHS, IMO Na€ 3MOTY imenTH(iKyBaTH
BHANpPOOGYBaHHs, Micile IPOBEJEHHS KIIHIYHOIrO BUIPOOYBaHHS, BiANOBiIANBHOTO
JOCIITHAKA/TOCTIIHAKA Ta CIIOHCOopa (SKLIO Iie He 3a3HAYEHO B IHIIOMY MicCIIi);

5) inenTrdikamiiaui HOMEP JocimKyBaHoro (cyo’exTa IOCIIDKEHHS) /HOMED
IpU3HAYEHOro JiKyBaHHA Cy0 €KTa KIiHITHOTO BUNPOOYBaHHs Ta, y pasi MOTpebH
HOMED Bi3HUTY;

¢

6) BiacHe iM’g Ta IIPI3BHUINE BiIMOBIMABHOTO JOCTIMHUKA/IOCIIIHAKA, SKIIO
BOHH He 3a3HaveHi B indopMaii, Bu3naveHil nigmyakramu 1 abo 4 1boro myHKTY;

7) iHcTpykuii i3 3acTocyBaHH:A (MOXe OyTH HaBe[leHE NMOCHJIAHHS Ha JUCTOK-
BKIAKY, IHCTPYKIIO I MEAMYHOrO 3aCTOCYBaHHA 200 iHIIMH JOKYMEHT, SIKAH
NpU3HAYeHnH s HoCHimKyBaHoro (cy6’exra nociimpkeHHs) abo ocobu, fAka Oyne
BBOAUTH JOCIIKyBaHu# TiKapChKu# 3acif);

8) MO3HAUEHHS «TINBKA Ui KIHIYHEX BUIPOOYBaHB abo aHanoridHe
(hopMyIIIOBaHHS,

9) ymoBH 30epiraHus;

10) mepion BUKOpHCTaHHA («BHKOPHCTaTH XO», CTPOK OpUAATHOCTI, Jara

IIOBTOPHOTO KOHTPOIIO, IO yXBalleHa), BU3HAYCHHUH Yy dopmaTti «MicAUB/pik» Ta y
cmoci6, 0 BUKIIIOUAE HEOMHO3HAYHICTh TPAKTyBaHH;
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11) mo3HadueHHs «306epiraTi y HEAOCTYITHOMY I miTed Mici» (3a BUHATKOM
BAIAKIB, KON JOCTIIKYBaHAA JNikapcekuit 3acid Ipu3HAYSHUN JJIA 3aCTOCYBaHH: B
K/NHIYHAX BUIPOOYBaHHAX, Yy SAKHX mocHimKyBaHi (cy6’ekTH IOCHiKEHHS) HE
GepyTh Ipenapar J0IoMy).

MicIIe3Hax0MKeHHS Ta HoMep Tele(poHy OCHOBHOI KOHTPaKTHOI 0co0Hd st
inpopmariii mojo0 mpemnapary, CIHIYHOrO BHIpOOYBaHHS Ta TEpPMiHOBOTO
PO3KOTYBaHHS MOXYTh HE MICTHTHCS Ha eTHKeTIN, K0 Cy6 €KTy BHIPOOYBaHHS
HajaHi JTACTOK-BKJIamka abo KapTka, 1e BKa3aHi i AaHi, 3 MONepeIKEHHAM TPUMATH
ix mpu co0i1 yBech Yac.

V pasi BimCyTHOCTI 30BHIIHBOi YNAKOBKH YCA HeobximHa indopmaris
3a3HA9AETHCS Ha BHYTPIIIHIN yIaKOBIIi.

3. SKmo DOCITiIKyBaHHH JTiKapchKuit 3aci6 Oyae HanaBaTACh IOCHIIKYBaHOMY
(cy6’exTy mocmimxenHs) abo 0coGi, sKa HOTo 3aCTOCOBYE, y HEpBUHHIM yIaKoBIL
pa3oM i3 30BHIIHBOIO YIAKOBKOIO (BoHH MaroTh 306epirarucs pasoM), Ha 30BHIIIHIH
YHAaKOBIli Ma€ MICTHTHCS irdopManist Bi/IIOBIAHO 10 MYHKTY 2 IBOTO po3IiIy.

MapKyBaHHs BHYTPIilIHBO! YIIAKOBKH (a60 Gymp-siKOi TEPBMHHOI YIaKOBKA
3aKyIOPEHOTO J03yBalIbHOTO IPUCTPOIO) BKIFOYAE TAKy indopmartito:

1) HaliMeHyBaHHs! IOPHIMIHOI OCOGH/BIACHS im’st Ta mpizBHImE (isuaHOI 0COOH
—  croHcopa/BHpOOHWKa/BIacHE  iM'1  Ta Npi3BHIE  BiIOBiIANBHOIO
TOCTiTHAKA/MOCTI THAKA,

2) mikapceKy (opMy, IULIX BBEACHHS (MOJKHA He 3a3HAYaTd A TBEPAUX
TiKapchKux GOpM JJis MepOoPanbHOro 3aCTOCYBAHHS), KibKiCTh OAUHUID NO3YBaHHA
Ta y pasi BiAKPATHX BEIPOOYBaHb — Ha3BY/iZeHTUGIKATOD Ta CUILY Iii/aKTHBHICTb;,

3) cepito abo KOHOBHA HOMED JOCITi/UKYBAaHOTO IIKapChKOTo 3acody i
imenTrdikanii ckiagy Ta onepaiii 3 NaKyBaHH,

4) mocunaHHs Ha KON KIIHIYHOTO BUOpOOYBaHHSA, IO Ja€e 3MOTy
imenTudikysary #oro, Miclle MPOBEACHH KTiHIYHOTO JOCIiIKEHHS, JOCIiIHUKA Ta
CIIOHCOPA, SKIIO 1€ He 3a3HAY€H0 B IHIIOMY MicIi;

5) imenTudikanidiHui KOJI TocHimKyBaHoro (cy0’exra JOCTIHKEHHS )/ HOMEP
IPHU3HAYEHOTO JTiKyBaHHS Ta Y Bi/TOBI[HAX BUIIAKaX HOMEP Bi3WTY.

4. SIximo BHYTpilIHs yriakoBKa Mae hopmy 6icTepiB abo € HEBEIUKOTO PO3MIpY
(HaIIpHKJIa, aMIIyJd TOIIO), A€ HEMOXKIHMBO po3MicTHTH iH(bOpMAllio, 3a3HAYCHY B
IyHKTI 2 I[BOTO PO3ZLTY, JOCIiKYBaHWH JiKapchkuii 3aci6 3a0e3ImeqyeThC
30BHIMHBOI0 YIIAKOBKOIO, Ha sfKif MICTHTBCH IOBHA inpopmaris. Ilpu upoMy
BHYTPIIIHS YIIaKOBKa MA€ MICTUTH TaKy CKOPOICHY ingopmaliito:

1) HaliMeHyBaHHS OPUIMIHOI 0COCH/BIACcHE iM’st Ta mpizBEme GismdHol 0co6H
— CTIOHCOpA/3asSBHEKa/BIIACHE iM’ 4 Ta TPI3BUIIE JOCIIiTHAKA,
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2) cnoci6 yBemeHHs (MOXHA He 3a3HAYaTH JJIA TBEPAUX NiKapcbKUX GOpM AT
IIEpOPAEHOTO 3aCTOCYBAHH) Ta CHILY Iii/aKTHBHICTB;

3) cepito a6o KomoBHil HOMEp JOCHI/DKyBAHOTO IiKapChKOTO 3aco0y Mt
inenTrdikauii ckiaxy Ta omepaiiil 3 HaKyBaHH,

4) IOCHIIAHHES HA KOJ KIiHiYHOTO BHIPOOYBaHH, IO A€ 3Oy imeHTHIKyBaTH
BHIIPOOYBaHHA, MicIe IPOBEECHHS BANIPOOYBaHHS, Bi/INIOBIIAJIEHOTO
JOCIiTHAKA/ TOCILIHAKA Ta CIIOHCOPA, SIKIIO Iie He 3a3Ha9€HO B IHIOMY MicIi;

5) imenTHQiKanifHUA KOX JOCIIIDKYBaHOTO (cy6’exTa JOCHiIKEHHS)/KOX
IPU3HAYEHOTO JIiKyBaHHS Ta Y BifMOBIAHAX BUITA/IKaX HOMEP BI3UTY.

5. TIpx MapKyBaHHi MOXXYTh BUKOPHCTOBYBAaTHCh CHMBOIH Ta HiKTOTPaM# ISt
yTOUHEHHs BHINe3a3HadeHol inpopmanii. MoXIMBE BKIFOYCHHS TaKOXK JTOJIaTKOBOI
indopMarii, 3acTepexeHHs Ta/abo iHCTPYKLUII 100 TOBODKEHHS 3 IIPETIapaTOM.

6. JlomycKaeThCA CIpOLIeHe MapKyBaHHS HOCIiDKYBAHUX nikapchKuX 3aco0is
Ta TpemapariB CyMyTHBOI Tepamii/fonoMiKHUX (He JOCII/KYBaHHX) JKapCBKUX
3ac06iB y pasi, AKIIO BOHM IpHU3HAYEHi MIA KIiHIYHAX BUIpOOyBaHb 3 TaKHMHU
XapaKTepUCTUKAMM:

IUIaHYBaHHS KIHIYHOTO BEIPOOYBaHHS He moTpeOye 3AiHCHEHHS CrHemiaIbHAX
TpolieciB BUPOOHUIITBA 200 IaKyBaHHS;

KTiHiYHe BUNPOOYBAaHHA TPOBOAMTHCA 3 JIKAPCHKHMHE —3aco0aMy, K1
3apeecTpoBaHi B YKpaiHi B yCTAHOBJIEHOMY 3aKOHOJJABCTBOM MOPSIKY:;

XapaKTepMCTUKA  JOCIDKYBaHHX  JHKapChKHX 3aco0iB  BiANOBIZAIOTH
TOKA3aHHAM JJIs 3aCTOCYBAaHHSA, 3TMHO 3 AKUM JIKApChKMM 3aci0d 3apeecTPOBAHO B
VYxpaiHi.

V npoMy BHNAAKy MapKyBaHHS OpPHTIHAIBHOI YHaKOBKH JIONOBHIOETBCH

iHbopMariero, Mo He [OBHHHA 3aKPWBAaTH OpUTiHANTbHE MApKyBaHHsd, ale HE €
€TaroM BHPOOHHUIITBA!

1) HaliMeHyBaHHS IOPUIMIHOI 0cO6K/ BIACHE iM’si Ta HPi3BHUIIE ¢bisuuHOI 0CcOOH
—  crmoHcopa/BmpoOHMKa/  BlacHe iM’a Ta  IPI3BHINE BiJIIIOB1IaIBHOTO
IOCITiTHAKA/ HOCTITHIKA;

2) ToCHNaHHS Ha KO& KIiHiYHOro BHNpPOOYBaHHA, IO Ja€ 3MOry
inenTH(ikyBaTH BEMPOOYBAaHHS, Miclie NPOBEAEHHs KIIHIYHOrO BHNPOOYBaHHS,
JOCIiTHUKA Ta CIIOHCOpA.

7.V pasi g0 HeoGXiJHO 3MIHATH JaTy «BHKOPHCTATH 0», Ha yIIakOBKY MOXKE
6yTH IpHKpIleHa JOJATKOBA €THKETKA i3 3a3HAYEHHSIM HOBOI NaTH «BHKOPHCTATH
JI0» Ta HOMepa cepii. [i MoXHa HaKIACTH HA CTapy JaTy «BHKOPHCTAaTH [0», ajle HE
Ha opuriHanpHuil HoMep cepii. Il mponexypa 3a HeoOXiAHOCTI MOXX€e TIPOBOIUTHCH
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JOCTIIHAKOM Tif KOHTPONEM OCOGH, SKa MPOBOJUTH MOHITOPHHI KIHI4HOTO
BANPOGYBAHHS Ta MPOMIILIA CIeNiabHy IiIrOTOBKY, alle He € €TaloM BHPOOHHMIITBA.
JlomaTKoBe MAapKyBaHHS BIANOBIIHAM YHHOM 3a3HAYa€THCA B JOKyMeHTamii
KJiHIYHOTr 0 BHIPOOYBaHHS.

8. MapkyBaHHS  IpemapaTiB  CyIyTHBOI  Tepamii/AOMOMDKHHX (me
JOCHiIKyBaHHX) JIKapCPKUX 3aco0iB, INO 3aCTOCOBYBATHMYTBCA Y KIIIHIYHOMY
BHTIPOOYBaHHi, Mae JOMOBHIOBATHUCS iHGOPMAIIi€l0, 3a3HAYCHOIO Y migmyskTax 1 ta 2
nyHkTy 6 posnimy VI mporo Ilopsanky, ska He DOBHHHA 3aKpHBATH OpHTiHAJIbHE
MapKyBaHHS.

VIIL ExcrnepTn3a MaTepiaJiB Moo NpoBefeHHs KIiHIYHOro BANPOOyBaHHS
JiKapchKOro 3acody

1. JIis npoBe/ieHHs KIHIYHAX BUIPOOYBaHb JiKapChKuX 3ac001B 3asiBHYK MOAAE
Ha 6ymb-akoMy Hocii mo MO3 Vkpainm HOKyMeHTH (marepianm) KIIIHI9HOTO
BUOPOGYBaHHS, 3a3HadYeHi B HimmyHKTax 1 Ta 2 IBOro myHKTY, a Ho LleHTpy -
3a3HadeHi y MAMyHKTax 3-21 MBOro MyHKTY BKIIOYHO, B TPHOX NMPHMipHHKax (3a
HeoOximHoCTi 1IeHTp MOXKE 3aIPOCHTH TOJATKOBUH(-1) IpEMipHUK(-1)). HOKyMeHTH
(MaTepianm) KIiHIYHOIO BUIIPOOYBaHHS BKIIFOYAIOTh:

1) Cymposiaamii mact 3a $OpMOI0, HaBeAEHOIO y OAaTKy 4 10 boro Iopsanxy.

2) 3asa KB 3a dopmoio, HaBefieHO B JogaTky 5 jgo uporo Ilopsanmky, B
eJIEKTPOHHOMY BHIJISIZ Ta Ha ITallepoBOMY HOCi.

3) ITpoTOKON KIiHiYHOrO BUIPOOYBaHHS JiKapchKoro 3acoby 3 yciMa HasBHAMH
IONpaBKaMH 70 HEOTO, IO MOBHHEH MICTUTH iH(pOpManito, HapeleHy y po3zuti 6
Hanexnoi kniniunoi npaktuxu (GCP).

4) KopoTkuii BUKJIaJ 3MiCTy (CHHOIICHC) IPOTOKOIY JePKaBHOIO MOBOIO.

5) InmusimyambHy peectpamiiny ¢opMy (KpiM MDKHAapOTHWX KIiHITHHX
BUIIPOOYBaHb).

6) Bpomypy nocmigHwka, mo [OBHHHA MICTHTH iH(OpMaiiio, HaBeIeHY Y
poszaini 7 Hanexwnoi kriniuaoi npaktuku (GCP).

7) Jocke HOCTimKyBaHOTO JKapChKOTro 3aco0y.

TToBHE IOCHE NOCTIAKyBAaHOTO JIKApCHKOTO 3aco0y HajaeThea 3a (HOpMOIO,
HaBEIECHOIO Y HOAATKY 6 10 1mporo ITopsyKy, SKINO TOCHi/DKyBaHH# Tikapchkui 3acio
B YKpaiHi He 3apecCTpOBaHUH.

CrpolieHe 0Che JOCIIKYBaHOTO JIIKapChKOro 3ac00y HamaeThesl, AKIIO IOBHE
JOChE AHOTO JOCIIIKYBAHOI'O JIIKapCHKOro 3acoby yxke Hanasajiocs 1o LleHTpy num
3agBHMKOM pazoM i3 3assoro KB/3assoro CIL
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KopoTKa XapakTepuCTHKa Ha JiKapchKui 3acid HamaeThca SK JOCHE Ha
JOCITiUKyBaHuH JKapChKmA 3aci6, SKIo TikapchKuit 3aci6 yxe 3apeecTpoBaHHE B
YxpaiHi.

Jlns mpemapaTiB NODIiBHSAHHS Ta IUIAle6O HANAETECS CIpPOLIEHE JOChE abo
KOPOTKa XapaKTepUCTHKA JIIKapChKOro 3aco0y.

8) CeprudikaT cepii OCHIIKYBAaHOTO JiKapchKOro 3acoly, IO Oyzne
BUKOPHCTaHMH i KiiRidHOro BHIpoOyBamHA. Cepruikar cepii (cepTrdikat
aHami3y, cepTHGIKAT AKOCTi) AOCIHIKYBaHOTO JKapCHKOrO 3aco0y — MOKYMEHT, IO
BUIAETHCS BUPOGHUKOM i CYMpOBOUKY€E KOXKHY Cepilo JKapChKOro 3aco0y 3 METOHO
TiATBEepIKEHHS HOoro sKocTi (3a crenudikamiero).

Ceprmdikar cepii TpemapaTy CyHyTHBOI  Teparlii/momoMikHOro  (He
JOCIiIKyBaHOro) JiKapchkoro 3acoGy, W0 BBO3UThCA B VYKpaimy Ta Oyze
BUKOPHCTOBYBATHUCS JIs KIiHITHOTO BUIPOOYBaHHS.

V pasi mpoBemeHHS IOCIIKECHL 3 6iomocTymHOCTi 260 6i0eKBiBaJIEHTHOCTI
3aABHUK MOXe HajaTd cepTudikar cepii (ceprudikar aHalizy, cepTHOIKaT AKOCTI)
IOCIIUKYBAHHX JIKapCHKHX 3ac06iB, 3aTBEpIDKEHHEl YIOBHOBAXKEHOK 0CO0OH0 3
AKOCTi BUpOOHUKA.

SIkmo mig uYac KIiHi9HOrO BHUOPOOYBaHHS Oyae BHKOPHCTaHA iHIIA Cepifd
HOCIIiKYBaHOTO JIKApCBKOro 3aco0y, AKUH BBOMTBCS B YKpaiHy, TO 3adBHHK
KJIiHI9HOTO0 BMIPOOYBaHHS IOBHHEH B CTPOK A0 10 xameHTapHHX NHIB IICIA
3aBepIICHHS METHOTO O(OPMIIEHHS JOCIIKYBaHOTO NiKapChKOTo 3aco0y HajaTh B
Ientp ceprubikar qanoi cepii pa3oM i3 CyIpOBIAHAM JIACTOM.

9) Tlpu mHpoBefeHHI KIiHIYHMX BANpPOOYBaHb JiKapCBKAX 3ac00iB JHIIe B
Vkpaini (3 MeToro ix mojanmbimol peecTpamii B YkpaiHi) IOma€ThCS BHCHOBOK
aKpeIuToBaHOi TabopaTopii dapmauneBTHuHOrO aHamisy LleHTpy mozmo skocTi Ha
KOXKHy Cepilo, fka OyJe BHKOPHCTaHa [ KIHIYHEX JociimkeHb. Y pasi
IIPOBE/ICHHS JOCTi/KEHD JIs TeHEPUIHOT0/TIGPHIHOTO JiKapChKOro 3ac00y 3asBHUK
Moxe HajaTh ceprudikar cepii (ceprudikar aHamizy, cepTHdIKaT AKOCTI)
IOCIIIKYBaHHMX JHKAPCHKMX 3acobiB, 3aTBEP/KEHMI YIOBHOBAKEHOK OCO0OK 3
SKOCTI BUPOOHMKA.

V pasi 06’€KTHBHOI HEMOMUIMBOCTI IPOBEICHHS HEBHMX JOCIIDKEHb B Wil
11aGopaTopii — BECHOBOK iHINOY, [ie € Taka MOXIIMBICTh, aKpeIUTOBAHOI 1abopaTopii,
su3HadyeHoi Llentpom, Ta 32 HanpaBieHHIM LleHTpy.

Jna anpo6amii MeTofiB aHaiizy mo jrabopaTopii MaioTh OyTH HajaHi 3pasKu
NKapChKOTo 3ac00y B KiIBKOCTi, HEOOXiAHIHN /UL HOro IMPOBEACHHS.

10) PesynsTaté momepemHix excmepTu3 Ta/abo Bucmoskis llemtpy Ta/aGo
pimers MO3 Vkpaim, IO CTOCYIOThCS HOKIIHIYHOrO BHMBYEHHsS Ta KIHHIYHOIO
BUNPOGYBaHHS JIIKapCHKOTo 3aco0y (32 HasABHOCTI).
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11) Tlepenix yIOBHOBa)XEHWX KOMIIETEHTHHMX OPTaHiB iHINMX KpaiH, JO SKHX
TAKOK IIOJABAIHCh 3aSBKY MO0 KIiHI9HOTO BAIPOOYBaHHS, 1 AeTalbHa iHpopMAaIlis
TIpO IPUHHSATI HAMH PilIeHHS (32 HasBHOCTL).

12) JlopydYeHHsi, BAJaHEe CIIOHCOPOM, 3 YiTKO BU3HAYCHHMH IENErOBaHHMH
ITOBHOBKCHHSMH, SKIIO 3asBHUK KIIIHIYHOTO BUIIPOOYBAaHHS HE € CIIOHCOPOM.

13) IIpoext ¢opmm iHbopMOBaHOi 3rofW Ta iHIIA HHCEMOBa iHGOpMALif
[ePKABHOIO Ta iHIIAMH MOBaMH, SKy IUIAHYEThCS HaJaBaTH MNAIli€HTY/3[0pPOBOMY
no6poBonbmio. IIpoextoM Mae OyTH mepenbadeHa 3roja Talli€HTa/3[0POBOTO
OOpOBONBIS Ha BHKODHCTAaHHS MHOTO IIEPCOHANBHUX JaHHX Misd 06poOKH
pe3yJIbTATIB JOCTiIKEHHS. -

V pasi MiXKHApOAHMX KIiHIYHUX BHIPOOYBaHb GopMma iHPOPMOBAHOI 3roAU Ta
iHma nmchMoBa iHGOpMaIlis, SKy IUIAHYeThCS HaJaBaTH Malli€HTY/310pPOBOMY
JT0GPOBOJIBITIO, TAKOX HATAETHCS aHTIIIHCHKOI0 MOBOIO.

14) KopoTki BimomocTi mpo Bci moTouHi KIHIYHI BHIpPOOYBaHHS, AKi
IIPOBOJIATECS i3 3aCTOCYBaHHSM IaHOTO JOCIIUKYBaHOTO IiKapchkoro 3acoly (3a
HAsIBHOCTI).

15) Pamime HajaHy eKCOEpPTHY ONIHKY KIiHi9HOTO BHIpPOOyBaHHA (34
HasIBHOCTI).

16) 3asBy BiANOBITANBHOTO HOCHiHUKA 3a GOPMOIO, HABEAEHOIO Y MOAATKY 7
1o poro Ilopsnxy.

17) Indopmaniro npo JIIT3 Ta Micie HpoBeAEHHS KIiHIYHOTO BUNPOOYBaHHA 32
dbopmoro, HaseneHoO y momatky 8 mo mporo Ilopsamky, craHoM Ha Yac IIOJaHHS
JOKYMEHTIB (MaTepialiB).

18) TIlpodeciitna asrobiorpadis mocmigruka CV 3a (Gopmoro, HaBENSHOIO y
nomatky 3 mo mporo Ilopsaxky, sika moBHHHA MicTHTH Taki Bimomocri: ILLB, ocsity,
Mice poGotm B 3asBneHomy JIII3 aGo y 3akmani BuIoi ocBiTH, 3 akuM y JII3
yKIIaJeHHH JOroBip Hpo CIHiBIpalfo, MOCBiA JiKyBaHHS MAI[i€HTiB BiATIOBiZHOIrO
npodimo KiIiHiYHOro BHIpPOOYBaHHS, IOCamy, CTaX POOOTH, HAayKOBHH CTYIiHB,
HayKOBI Ipalli, JOCBiJ y4YacTi B KIIHIYHHX BHIPOOYBaHHAX (i3 3a3HAYECHHAM, SKHX
came).

IIpodeciiiny aBToGiorpadito mocmimamka CV dlleHiB JOCHIIHHUIBKOI TPYIIH,
indopMmanis moao AKWx 3a3HaveHa y ¢opMi 3rigao 3 goxatkoM 8 mporo Ilopanxy,
NOTPiOHO HaJaBaTH, SKIIO KO KIHHIYHOTO BHIPOOYBaHHA HEOOXiTHO 3aiydard
JiKapiB pi3HUX CHEHiaATbHOCTEH.

19) Ha pmocmimxysanmit Jikapchbkuii 3aci6 HamaeTbCs MiATBEPIKEHHS, IO
po0OTH Ha BUPOOHMYIM MiNsAHII abo Ha 00’€KTi, e BEPOOIAIOTh JaHUN TiKapCHKUU
3aci6, MPOBOAATECA 3 JOTPHMAHHSIM IIPUHIWIIB HANEXKHOI BEPOOHMYOI MPAKTHKY 3
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majanHsM ceprudikara GMP abo mHCEMOBOT odimiliHoi 3as1BH YIIOBHOBaXEHOT
0cobu 3 AKoCTi (BEpoGHHUKA), a00 Korii JOKyMEHTa, BUJaHOTO TlepaBHOIO CIIyx00t0
VKpaiHH 3 JKapchKAX 3acO0iB Ta KOHTPOK 33 HApKOTHKAMH, IIO HiATBEPIKYE
Bi/MOBIMHICTS yMOB BHpOOHHMLTBa BUMoram HamexHoi BUPOOHMYOI IPAKTHKU
(GMP) (mnst BITUA3HSHHUX BAPOOHHMKIB — KOIisl YMHHOI NineHsii Ha BAPOOHMIITBO
JiKapChKUX 3ac00iB).

Skimo BuUIle3asHavYeHi JOKYMEHTH BHECEHO IO 6a3u mapux EudraGMP, 3asBHUK
Haja€ MOCHIaHHA Ha o 6a3y Jaaux. [Tpu nboMy KOIIIO JOKYMEHTa 3 JOJaTKaMH (3a
HasgBHOCTI ) 3aCBiiYy€ 3adBHHK.

20) 3pa3sok MapKyBaHHS IOCIIUKYBaHOTO JNikapchKoro 3acoly HepkaBHOKO
MOBOIO, KW MOXe€ [IyOIFOBaTHCS iHITUMYI MOBaMH BiIOBIJIHO O 3aKOHO/JIaBCTBA.

21) JomarkoBy iHbopMaIilo IIOAO JIOCIIPKYBAHOTO JiKapchKoro 3acoly (3a
HOTpeOH): TOCIIKEHHS 3 BipyCHOI O€3IIEeKH, BIJIITOBiIHI JOKYMEHTH Ha IMPOBEICHHS
JoCHiuKeHb a0 Ha IpenapaTd 3 0COOIMBUMY BIACTABOCTIMHU (3a HAasBHOCTI), 3asBY
IIPO BiMOBiHICTH BHPOOHALTBA JiFOUOT ionoriunoi peuonny BuMoram HanexHol
BrpobHAY0i npaxTuky (GMP).

2. 3a pesymsTatamu posriuamy 3assu KB MO3 Vkpalad OPOTATOM TPBOX
KaleHIapHAX JHIB Haacumae 10 LIeHTpy IHCT-HApaBIeHHA pasoM i3 miero 3asABOIO,
IIPO IO MOBINOMIISE 3asBHUKA.

licis HamxomkeHHs o llemTpy mucra-Hanpasienns MO3 Vkpainy L1010
TIpOBE/ICHHS EKCIIePTH3M MaTepiaiiB KJIiHIYHOTO BHIPOOYBaHHs 3afBHUK IIONAE 1O
L{eHTpy TOKyMeHTH (MaTepiaiy) KIIiHI9HOro BUNPOOYBAHHS, 3a3HavYeH] B MiIMYHKTaX
3—21 myHKTY 1 BOTO PO3JLIY.

3. Mix Il{enTpomM Ta 3aSBHEKOM Ma€ OyTH yKJIaIeHHi JOTOBip PO MPOBEICHHS
eKcIepTHHX poGit. Excieprnsa Martepiaiis KITIHIYHOTO BHOPOOYBaHHS IIJUIATae
omari (6e3 ypaxyBaHHs KiTbKOCTi MICL(b IIPOBEJCHHS IOCIIKEHHS Ta IOMPaBOK 10
IIPOTOKOJY, IO CYIPOBOLKYIOTH 3asBy KB).

4. TlomepenHs eKCIepTH3a MaTepialliB KIIHIYHOrO BANPOOYBaHHS JTiKapCHKOTO
3ac00y IOYMHAETHCS 3 MaTH OTpuMaHHs ILleHTpoM MarepiaiiB KIiHIYHOTO
Bunpo6ysanHs. CTPOK IPOBEICHHS MONEPeHE0] eKCIepTH3H LlenTpoM — He GBI
HiX 7 KaleHIapHUX JHiB.

[Tin 4ac mpoBeIeHHS IONMEPEIHBOI EKCIePTH3H 3MifiCHIOEThCA TepeBipKa Ta
aHaJIi3 BiAMOBITHOCTI HAJAHWX JOKYMEHTIB Bi/IMOBIHOTO KIiHIYHOrO BUIPOOYBaHHS
BMMOTAM, 3a3Ha4€HAM Y IbOMY PO3JLIL.

ITix yac TomepenHbOi ekcepTHsd LIeHTp MOXe OJHOPa3’0BO HafaTH 3aiBHUKY
3ayBaKEHHS B NMCHMOBiH (opmi moxo KOMILIEKTHOCTI Ta TOBHOTH 3allOBHEHHA
IIOfaHWX MaTepianiB KiiHigHOro BuIpoOyBamms. Ilicis OTpHMAHHS BifmoBini Ha
3ayBaKeHHsA, I[eHTp NpPOTATOM TpBOX [HIB HOBiZloMIII€ 3asBHUKA MpPO Te, 49U
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Bijmosinae Hamana 3assa KB Ta marepiamu Bumoram nporo ITopsaxy Ta 94 MOXYTh
BOHH 6yTH HalpaBieHi Ha CIICIiali30BaHy eKCIePTHU3Y.

Uac, moTpiGHHMI i BiANOBiNi HAa 3ayBaKeHHS, HE BXOIHUTH JO CTPOKY
IIPOBECHHS ITONEPEHbOI EKCISPTH3H.

Sxmo 3asBHEK mpoTaroM 10 KaleHJAapHAX [HIB HE HaJac BiMOBiAl Ha
3ayBa)KEHHs OO0 KOMIUIEKTHOCTi abo He Haae Marepianis o LleHTpy, MaTepianu
KIHIYHOro BHIPOOYBaHHsS 3HIMAIOTBCA 3 PO3MILAdy, Tpo MO HHCHMOBO
moBimoMiseThes 3asBHUK Ta MO3 Vkpainm. Taki martepiaiu, M0 HafaBamucs 10
LleHTpy, HOBEPTAIOTHCS 3aIBHHKY.

IIpy HasBHOCTI yCix MaTepialiB KIiHITHOTO BUIpOOYBaHHS IependaIeHux
nigmysktamp 3-21 myHKTY 1 IBOro pO3AiTy Ta CIUIATH paxyHKy BapTOCTI
eKCIIepTHAX POGIT B MOBHOMY 00Cs31 pPO3IOIMHAETHCS crelfianizoBaHa eKCIepTh3a B
IlenTpi 3 0OOB’S3KOBMM BpaxyBaHHAM ETHYHHMX Ta MOPAIbHO-TPaBOBHX acIIeKTiB
wrigiggoro Bumpo6yBaHHa. CTPOK IpPOBEGHHS CIeIani30BaHOl EKCIEePTH3H
I{eHTpoM — He GUTbII HiXK 35 KaleHIapHUX /IHIB.

CTpOK IPOBENEHHS eKCIEPTH3H MOXe GyTu moobxeHuii Ha 20 kanenlapHuX
mHiB, y pasi SKmO PpO3IIMAIOTBCA —Marepiaid KIiHI9HOTO BHUIPOOYBaHHI
JOCII/PKYBAHOTO JKapChKOro 3aco0y 6iOTEXHOIOTIYHOTO MOXOJUKEHHS HH UL
IIpOBEJIEHHS KIiHIYHOr0 BANPOOYBaHHs Oy /e 3aCTOCOBAHMH aaNTHBHUM Iu3aiH abo
3aCTOCOBYBATHCH JIKapchKUil 3aci6 mepenoBoi Teparmii, HpoO IO IlenTp MHUCHEMOBO
TIOBiOMIISAE 32IBHUKA.

Marepiany KIHIYHOro BUIPOOYBaHHS, 3a3Ha4eH] B MiAIyHKTaX 1-21 myskty 1
IHOTO PO3/Iily, PO3TIAIOTECA Y BiIIOBIAHUX CTPYKTYPHHX migposainax LeHTpy.

Marepians KIiHi9HOTO BAUNPOOYBAHHS, 3a3HadYeHi B MiyHKTaX 1-15 Ta 19-21
IYHKTY | IBOTO PO3ALLY, PO3TIANAIOTECA 13 3allyIeHHAM I03aINTaTHHIX eKCTIEepPTiB.

5. IleATp Wi d9ac NpPOBEAECHHA CIEIIalli30BaHOI eKCIEPTHU3H MaTepialiB
KITiHi9HOrO BUIPOOYBAHHS HA TIICTaBi 3ayBakeHb Ta KOMEHTapiB eKCIIEPTIB MOXeE
OIHODAa30BO HAJATH 3aMBHHKY 3ayBaKCHH: B TTMCEMOBiH hopmi.

TTicisi OTpHMaHHS BiANOBiAl Ha 3ayBaxkeHHs LIeHTp HPOTATOM 5 KaJCHAAPHHX
JHIB TIOBiZOMJISE 3asSBHHKA IPO Te, IO BilNOBiNb OTPHMAHO y IIOBHOMY oGcs3i abo
3amUTye yTOUHIOBaNBHY iH(opMamito (y pasi HEOOXiJHOCTI) IMOAO0 HaJXaHWX
BiNMOBiZElM Ha 3amUTaHHA OO MarepialiB KIiHIYHOTO BAIPOOYBaHHS, TEPMiH
PO3LIIAAY AKAX He TIEPEBHIIY€ 5 KaNeHapHUX JHIB.

Yac, noTpiOHuMA Ui MiATOTOBKH BiAMOBIiZl Ha 3ayBaK€HHs, HE BXOIWUTH IO
CTPOKY IIPOBEACHHS eKCIepTH3H. SKIIo 3agBHAK IPOTArOM 30 xameHJapHUX OHIB HE
majae IleHTpy 3amMTyBaHi NOJATKOBi Martepiamu abo JHCTa 3 OOTpyHTYBaHHAM
CTPOKiB BiATepMiHyBaHHS Bi/moBii ofHOpa30Bo He Ginbile HiX Ha 20 KaleHAAPHAX
IHIB, MaTepiald KIIHIYHOTO BUIIPOOYBaHHS 3HIMAIOTECS 3 POSTILALY.
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IIpo pimreHHs WOAO BiMOBH Yy IPOBENEHH| KIIHIYHOTO punpoOyBanHsa LleHTp
IIECBMOBO IIPOTATOM TPHOX KaleHJapHUX JHIB MOBIJOMILIE 3aBHAKA i3 3a3HaYEHHSIM
oGIpyHTOBaHWMX MifcTaB I HPHMHATTA Takoro pimerHs. Ilpu mpomy BapTICTh
TIpOBE/ICHHS €KCIIEPTHHX POBIT 3aSBHUKOBI HE MOBEPTAETHCH. Hamani 3a 6axaHHIM
sagpuuk Moxke noaaty 3agsy KB mo MO3 VYkpainu B yCTaHOBICHOMY MOPSAKY.

6. 3a pesynpTaTamm IpoBefieHOi ekcrepTusu LleHTp Hajmae MO3 Vxkpainu
BrCHOBOK: O3UTHBHEI, Heratusauil. Ha mincrasi Bucuosky Ileatpy MO3 Yipainu
npuiiMae pilleHHs UPO IPOBETEHHS KIiHIYHHX BUIpPOOYBaHb abo IPO BiIMOBY B
IpoBeeHHI KIiHi9HUX BHUIPOOyBaHb. CTPOK HMPHAHATTS pimenas MO3 Vkpainu —
He OLIBII HiX 7 KaJleHJapHAX JHIB.

BHCHOBOK OO IPOBEIEHHA KIHIYHOTO BHUIPOOYBAaHHS TpPH JOTPUMAHHI
TIEBHAX yMOB OGMEXyeThCH YMOBaMH, fKi 3a CBOIM XapaKTepoM HE MOXYTh OyTH
BHKOHAHI Ha MOMEHT Ha/aHHS BHCHOBKY, Ta MOXe MiCTUTH BHMOTY HaJaHHI TaKol
indopmanii (3BiTH 3 Gesmeku, MPOMDKHI 3BiTH, mNepioAWdIHI 3BiTH TIPO CTaH
KIiHIYHOTO BUIIPOOYBAHHS TOIIO).

ITicisa npuitaaroro pimenas MO3 Vkpaian nepeiik 3aTBePIKEHAX KJIIHIYHAX
BANpPOGYBaHb Mae GyTu omy6GnikoBauuii Ha odiniiinomy Bebeaiiti MO3 Ykpainu, mo
Hajlae MOYKJIUBICT PO3IOYATH KIIiHIYHE BUTIPOOYBaHHS.

PilreHHsIM TIpO HpOBEIEHHS KIIHIYHOTO BANPOOYBaHHS 3aTBEPIUKYIOTECA HA3BA
KIIHIYHOTO BUMPOOYBAaHHS, KOI JOCIIKEHH, BEPCiA Ta [JaTa MPOTOKOIY, CIIOHCOD,
3asBHUK Ta/abo fopmamdHa abo ¢ismuHa ocoba, MO i€ 3a JOPYHUCHHAM, AKE HajaB
CIIOHCOp UM 3afBHHK, H4 BBE3SHHA JOCHDKyBaHMX (3apeeCTPOBAHMX abo
He3apeecTpOBaHAX) JiKapChKHX 3aco0iB Ta CYMyTHIX Marepiaiis / mpemnapartiB
CYIyTHBOI Tepamii, BigmoBimampHmit mocmigmuk, JIII3 Ta Micoe IPOBEACHHA
JOCIIUKEHH S, TIePelliK JOCHiKyBaH!NX JIKapChKUX 3ac0o0iB, TpeNapaTy IOPIBHIHHA
Ta CYIyTHi MaTepianu / mpenapary CyIyTHBOI Tepartil.

7. V pasi Besromu 3 pimennsM MO3 Vkpainm mpo BiAMOBY Y MPOBEACHHI
KTiHI9HUX BANPOOYBaHb 3aSBHAK MA€ MpaBo MpoTaroM 30 KaleHAapHHUX IHIB MiCis
OTPHMaHHS [BOTO pilleHHs 3BepHyTHCA 10 MO3 VkpaiHu i3 3asBOIO PO MEPETIL
TAKOrO pillleHHs 3 TOJAHHAM JOJATKOBHX MarepialliB, MO OGIPYHTOBYIOTh TaKHi
meperisi. 3a3HadeHa 3asBa PO3TIAAAcThes He Oimbm HDK 30 KaleHTapHHX IHIB 3
maty il ofep)KaHHS [0 BHHECEHHs OCTaTo4HOro pimenHs. OcraTodHe pimieHHs 3
Bi/MOBiHUM OGIPYHTYBAaHHIM HA/ICANAETHCS 3aBHUKY B MMCBMOBiH GOpMI. ‘

3asBHEK Ma€ @paBO 3BEPHYTHCS 3a 3axXHCTOM CBOiX HpaB [0 Cyny B
YCTAHOBJICHOMY 3aKOHOZABCTBOM TTOPSIKY.
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VIII. Oninka eTHYHHX T2 MOPAJLHO-NPABOBHUX aCHEKTIB KIIHIYHOIO
BHIPOOYBaHHSA

1. O1iHKa eTHYHHX Ta MOPATBHO-TIPABOBHUX ACIEKTiB KIIHIYHOIO BUNIPOOyBaHHS
3MiHCHIOETHCA KOMICIIMM 3 IIMTaHb €THKH, Jie IIPOBOAITHCS KIIiHIYHI BUIIPOOYBaHHSI.

2. Tlo3uTHBHA OLiHKA KOMicCii 3 MHTaHb €THKH O(QOPMIFOETHCS BiINOBIIHUM
IIPOTOKOJIOM ii 3aCiHaHHs Ta € MOTOKEHHAM [IPOBEIeHHS KIIiHIYHOTO BUIPOOYBaHHSA
B koHkpeTHomy JIII3, me 6e3nocepe1[HLo posrtamoBane(-i) Micre(-s1) IpOBEAECHHS
BUTIPOOYBaHHS.

3. Kowmicii 3 muTaHp €THKHA TaKOX 3a0e3MedyloTh JOTPUMAaHHA €TUYHHMX HOPM
ITiJ] Yac MPOBEJeHHs KIiHIYHINX BUIPoOyBaHb y KoHKpeTHOMY JIII3.

4, Jlns opmepXaHHS OI[HKM €THYHMX aclleKTiB KIHIYHOTO BHIPOOyBaHHI
3asSBHHK ITO/Ia€ Ha OyAb-IKOMY HOCIT 10 KOMICii 3 TUTaHb €TUKH TaKi JOKYMEHTH:

1) CynpoBsinauit et 3a GopMoI0, HaBeIeHOK y noaatky 4 no usoro Iopsnky.
2) 3asBy KB 32 ¢hopmoro, HaBeieHOI0 y foaatky S5 mo mporo Ilopsaaxy.

3) IIpoToKoJ KIiHIYHOTO BUIPOOYBaHHS JIIKAPCHKOTO 3ac00y 3 yciMa HasBHUMHU
TIONPaBKaMHu JI0 HHOTO, IO MOBHHEH MICTUTH iH(pOpMaliio, HaBeJleHy B PO3ALL 6
Hamexnmoi knminiunoi mpaktuku (GCP), BukiageHuil aHrIiiicbKOI0O MOBOIO — IJIf
MI)KHaPOJ_'[HI/IX KIIHIYHAX Bnnpo6yBaHL Ta JIEPKAHOIO MOBOKO — IS BITUM3HIHUX
KIiHIYHAX BUIOPOOYBaHb, Ta KOPOTKHN BHUKJIAI 3MICTy (CHHOIICHC) IPOTOKOIY
JIepKaBHOIO MOBOIO.

4) bpomrypy mOCHigHWKa, IMO MOBHHHA MICTHTH iHQOpMamlito, HaBeleHy Yy
po3xini 7 Hanexwnoi kniniunoi npaktuku (GCP).

5 ) I[OpyquH}I, BHJaHEC CHOHCOpPOM, 3 Y9iTKO BH3HAYEHHUMH ACIICTOBaHNMHA
ITIOBHOBQOXCHHAMHY, AKIIIO 3aABHHK KJIiHI9HOrO BI/IHp06YBaHH}I HE € CIIOHCOPOM.

6) Ilpoext popmu iHdpopMOBaHOI 3roAM Ta iHITY TUCHMOBY iH(OpPMAIilO, SIKY
IUTAaHY€THCS HaJaBaTH Malli€HTY/3I0pOBOMY JOOPOBOJBHIO (IEP>KAaBHOKI Ta iHITUMHU
MOBaMH ).

7) Imdbopmamiro momo 3axomiB 3 HabOpy HOCHIKYBaHUX (Marepianu
iHpopManiiHOrO Ta pPEeKIIAMHOIO0 XapakTepy, SKi BHKOPHUCTOBYBATHMYTBCH MIJIS
3aJTy4eHHs JOCTiKYBaHUX A0 KITHIYHOTO BUTIPOOYBaHHSA (32 HAIBHOCTI)).

8) Koporki BimomocTi mpo BCi INOTOYHI KIiHIYHI BHOPOOYBaHHS, IO
IPOBOASTHCA 13 3aCTOCYBaHHSAM J@HOTO IOCIIIKYBaHOTO IiKapchKoro 3acoly (3a
HasiBHOCT).

9) 3asgBy BiIIOBiAAIFHOTO AOCHIAHUKA 33 (POPMOIO, HABEIEHOIO ¥ AOJIATKY 7 JO
nporo Iopsaxy.

10) Indopmaniro npo JII3 Ta micne mpoBeAeHHs KIIHIYHOTO BUIIPOOYBaHHS 3a
(opmor0, HaBeIeHOIO y K0AaTKy 8 1o 1poro Ilopsaky, Ha Yac MOJaHHS JOKYMEHTIB
(MatepianiB).
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11) TIpodecilina asroGiorpadis mociigauka CV 3a $opmoro, HaBEIEHOW y
noxarky 3 mo mporo Ilopsanaky.

Tpodeciitny apTobiorpadito gocmimamka CV uieHiB AOCTHIAHMIBKOI TPYNH,
iH(opMaris momo AKWX 3a3HadeHa y dopmi 3rimHo 3 KoxaTKoM & IMBOTO Iopsaky,
noTpi6HO HajaBaTH, SKMO IO KIIHIYHOrO BHNPOOYBaHHA HEOOXINHO 3ailyvdaTH
NiKapiB pi3HUX CHEIiaIbHOCTEH.

12) Indopmaitiiro, o0 BA3HAYAE€ YMOBH CIUIATH BHHArOPOJH a00 KOMIeHcarl
IOCIIIKyBaHMM (Cy6’ €KTaM MOCIIIKEHHS) 32 y4acTh y KIIHIIHOMY BHIIPOOYBaHHI
(Xmo me Tepen0adeHO MPOTOKOJIOM KIHIYHOrO BHIOPOOYBAaHHS), fAKa MOXKE
MICTHTHCS Y CYIIPOBiTHOMY JIKCTi 3 TOCHIaHHAM Ha BiOBIAHAN JOKYMEHT, SKUM L€
nependavaeThes.

13) IHcTpyKIito CIIOHCOpa/3asRHUKA TUTsL BiJMTOBiJaJIEHOIO
JOCTiMHAKA/MOCTIIHAKA OO0 Jii y pa3si BUHHMKHEHHs HOZii, Io Moxe OyTH
TpaKTOBaHA K CTPAXOBHil BHNANOK IIiJ 9ac MPOBEACHHS KIHITHOTO BHITPOOYBaHHS
BiTHOCHO 3aBHaHHS MOXUIABOI IIKOJHM JKMTTIO Ta 3HOPOB’I0 JOCIIDKYBaHHUX
(cy6’€KTiB JOCTITXEHHS).

14) Komito ceprudikaTa 10 DOroBopy PO CIpaxyBaHHS BilMOBiNaIbHOCTI
3asBHHKA TIepef TpeTiMH ocobamu (HOCILDKYBaHHMH/CY6 €KTaMHU ITOCILDKECHHS)
IOJ0 HAHECEHHS MNIKOAM iXHBOMY JKATTIO Ta 3I0POB’I0 MiJ 4YaC MpPOBEACHHA
KJIiHIYHOTO BUIPOOYBaHHS JTiKapChKOTo 3aco0y.

5. Marepianu KIiHIYHOr0 BUNPOGYBaHHS IIOAIOTECS 10 KOMICIi 3 IMTaHb STUKH
B OHOMY HpuMipHHKY. 3asBa KB y moBHOMy o6cssi 3a ()OopMOIO, HaBEASHOIO y
monaTKy 5 1o mporo Iopsaky, monacTscs Ha Oyab-aKoMy HOCII.

6. Kowmicis 3 nWTaHp eTMKH Hicis OTPMMAHHS Ha pO3IIAA JOKYMEHTIB
nepenbaveHnX MiAmyEKTamM# 1-14° myHKTYy 4 IIbOTO DPO3ITy 3OIHCHIOE OLIHKY
MOPAITbHO-E€THYHNX Ta MPaBOBAX ACIEKTiB MaTepialiB KIiHIYHOTO MOCII/DKCHHS, 3a
pesyiIbTaTaMH  fKOi TOTOKye IPOBEACHHA KIIHIYHOTO BUIPOOYBaHHS B
xoHkperHoMy JITI3 abo HaJjae BMOTHBOBAHY BiJIMOBY.

7. Tlig 4ac 3milicHeHHS OLIHKM MOpAILHO-€THYHMX Ta IIPABOBHX AacCHEKTiB
MaTepiaiiB KIHIYHUX BHIPOOYBaHb KOMICis 3 MHTaHb E€THKH OJHOPA30BO MOXE
3aIMTaTH B MICHMOBIiH (GopMi y 3asdBHMKA TOJATKOBI MaTepiany Ta/abo 3ampoCHTH Ha
3acimaHHs KoMicii IpencTaBHHMKa 3asBHMKA JJI1 HaJaHHS TOHATKOBUX ITOSICHCHB.
CTpoK Uil HaJaHHs TOJATKOBHX MaTepialliB/IOACHEHb He MOBHHEH IIePEBHINYBATH
30 xaneHIapHUX JHIB.

CTpoK [ ONHKH €THYHWX T4 MOPAIBHO-TPABOBAX AaCIEKTIB HE IOBHHCH
mepeBHINyBaTH 30 KaJeHIapHHX IHIB 3 JaTd OTpHMaHHS Kowmiciero 3assu KB (Ge3
ypaxyBaHHs dYacy, HeOOXimHOro Juii MiATOTOBKA 3aMUTAHWX JOAATKOBHX
MaTepianiB/MosSCHEHS).

[
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8. Komicis 3 mATaHb €TUKY HAJAE 3aABHHAKY BUTAT 3 IPOTOKOIY IPO MPHHHATE
pillleHHs MO0 MaTepiaB KIiHITHAX TOCIIiKEHb.

9. V pasi meratBHO{ OIIIHKM €THYHHX Ta MOPaIbHO-TIPABOBUX aCITeKTiB
KiiHigHoro BumpoOysanHsa KoMicieo 3 TIHMTaHb THKM 3aiBHHUK HPOTAIOM 30
KaJeHJAPHAX IHIB TCIA ONEpXKAaHHS BUTATY 3 HPOTOKONY 3aciNaHH: Kowmicii 3
OWTAaHb ETHKH MOXE HAIaTH MOJATKOBI MaTepiand Ta BifNOBi[b Ha 3ayBaXEHHA 3
apryMeHTaIli€lo X meperisajy, IO MaoTh OyTH PO3ISHYTI B CTPOK JO 30
KANICHIAPHUX [HiB 3 BWHECEHHAM OCTATOYHOI OLIHKM eTHYHMX Ta MOPAIBHO-
TIIPAaBOBHX ACTIEKTIB {OT0 KIiHIYHOTO BANMPOOYBaHHS.

10. V pasi meraTuBHOI OLIHKM ETHYHHMX Ta MOPAIbHO-IIPABOBHX aCIIeKTiB
KiHiuHOro BHIpOOyBaHHES KoMiciero 3 HHTaHh eTHKH 3asiBHHK iH(popmye LIeHTp
NpoTsaroM 15 KaleHAapHAX JHIB HiCJs OAEpKaHHSA BUTATY 3 IIPOTOKOILY 3aciiaHHs
KowMicii 3 TATaHb €THKY 3 OCTATOYHUM DIlICHHSM.

IX. poBenenns KJIiHIYHOro BHIPOOYBaHHS

1. Knigiuae BUIpoOYBaHHS MOXE PO3IOYHMHATHCA B KOXHOMY KOHKDETHOMY
MIIB 3a massHOCTI mosutuBHOro pimeHHs MO3 VYkpaind, TO3UTHBHOTO BUTALY 3
IPOTOKOIY KOMicii 3 IMTaHb €THKH IIOXO IOTOKEHHS IIBOTO KIHIYHOTO
BAIpOOYBaHHS i 32 yMOBH OQODMICHHS MOTOBIPHMX BillHOCHH MK ycima
IOPUIVYHAME Ta (Qi3MYHEME oco6aMu, fKi 3aTydeHi OO IPOBEACHHS KIIIHI9HOTO
BUNPOOYBaHHA, Ta Iiciosd OGOPMIEHHS IOTOBOPY CTpaxyBaHHS BiITOBiHAJILHOCTI
3aABHUKA Iepel TPeTiMH ocobamu (IOCIiIKyBAHHMHU/CYyO’ €KTaMK TOCHiDKEHHS)
[IOZO HAHEeCeHHS IIKOAW IXHBOMY JKHTTIO Ta 3JOPOB’I0 HiJl 9ac TPOBEACHHS
KIIiHIYHOr0 BUIIPOOYBaHHS JTiKapChKOIo 3aco0y.

Croncop (fopumana a6o disudaa ocoba 3a TOpyIeHHAM CIIOHCOPa) YKIajae i3
JIII3 noroBip IIOAO IPOBENEHHS KIIHIYHMX BHIOPOOYBaHH JIKAPCHKHX 3ac00iB
BIJIIOBITHO IO BUMOT 3aKOHO/IaBCTBA.

SIkmo B KIiHiuHOMY BHIpoOyBaHHI Gepe y4acTh HayKOBO-JOCHIHA YCTaHOBA
ab0 3aKiiaJ BWINOI OCBiTH, Y TaKOMy BHOaKy Mae OyTH Iepen6aveHo IiANUMCaHHS
6araToCTOPOHHEOTO JIOTOBOPY MiXK CIIOHCOPOM (IOpPHAMYHO0 ab0 (izHuHOI0 0006010
3a JOPYYEHHAM cmoHcopa) Ta JIII3 i HayKkoBO-TOCHIZHOIO YCTAHOBOK abo 3aKiafoM
Bumoi ocsitu III-TV piBHIB akpeanTamii.

Omiara HOJATKOBO BHKOHAHOI pOOGOTH/HAJAHWX IOCIYT BiJIOBiTANbHMX
JOCITiAHHAKIB/ TOCTITHYKIB, IO HE IIOB'A3aHi i3 BUKOHAHHSAM HMMH CBOiX IIOCAJOBHX
06oB's3kiB y JIIT3 a60 HayKkoBO-TOCTiAHIN ycraHoBi, abo 3akmaii umoi ocsita III-
IV piBHiB akpenuTalii, 3mifiCHIOETHCS CIOHCOPOM (IOPUIMYHOK a00 (i3UHOIO
0co6OI0 3a JOpYYeHHsAM CIOOHCOpa) Ha IJCTaBi OKpeMoro JOroBopy, IO
VKIAJAeThCA 3 BiANOBIAAIGHAM JOCIIXHAKOM/IOCHITHAKOM (3a motpebm — i3
CIIBIOCIIiTHMKAMH ) BiIOBIAHO SO BUMOT 3aKOHOJaBCTBA.
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ITuM norosopoM Mae OyTH mependadeHo JiTke posmexysanus ¢ynkuiit JIII3 Ta
BiIIOB1TAILHOTO IOCTiTHAKA/ HOCIIJHUKA/CITiBXOCIi THAKA, 10 IIOBUHHI
BHKOHYBATHCS HUM y CBilf HepoGodmil Yac Ta IIOB'A3aHi, K IPaBHIO, 3 BAKOHAHHIM
iHTeNeKTyanbHoi - poboTH (aHATITHYHOI, inbopMmaiitHoi, eKCIIepTHO-
KOHCYJIBTATHRHOI, CKIAJAHHS 3BITiB KIiHIYHOrO BunpobysagHs ToINO). AKIIO Mix
gac BUKOHAHHSA po6om/ﬁ;dﬁaHHﬂ nocﬂyr BiIOBiHATBEHAN
OCITLTHIK/TOC THAK/CIIBIOCTIHAK BUKOPACTOBYIOTH MaTepianbHO-TeXHIHY Gasy
JIII3, Bigmosizmi BmTpatu JII3 Mmatore OyrH Bigmkoposami JII3 croHCOpOM
(fopunmaHOI0 260 (Bi3MYHOK 0COGOI0 33 JOPYYEHHSM CIOHCOpa) BiITOBIAHO [0
YKIaJeHOro HuM joroBopy 3 JIII3, sikuif, 30kpema, MOBUHEH MIiCTHTH OKpeMe
TIOOMKEHHS PO Taxe 3000B'A3aHHs croHcopa (topuauaHoi abo GismamHoi ocobn 3a
TOpYyYEeHHSIM CIOHCOpa), abo Bi/IIOBiTJIGHUM JTOCITI THUKOM
/HOCITiTHIKOM/CIIBIOCIIIHUKOM 33 OKPEMHM [OTOBOPOM, YKIaJE€HAM MDK HUM Ta
JII3.

BreseHHs JOCIPKYBAHAX JIKapChKUX 3ac00iB, IpelapaTiB CyIyTHBOI Tepartii /
JOTMOMDKHUX (He JOCHIIKYBaHHX) IKapChKUX 3ac00iB Ta CYITyTHIX MaTepiaiiB Moxe
3 CHIOBATHCS CIIOHCOPOM, 3asSBHHKOM Ta/ab0 I0pUANIHOI0 abo hismiHOI0 0c060!0,
sKa Ji€ 3a HOPYYEeHHAM CIOHCOpa abo 3asBHHKAa Ha BBE3CHHS JOCII/DKYBaHHX Ta
JOMOMDKHMX (He JOCIiZ)KYBaHHX) JIKapCBKMX 3aco0iB  (3apeecTpoBaHHX 260
He3apeecTPOBAHNX) JKapCHKUX 3ac00iB Ta CYIyTHIX MaTepiallis (MeIWIHUX BEPOOIB,
MEIWYHOTO Ta JIaGopaTOpHOTO OONaiHAHHS TOWIO), INO MpU3HAYEHI It
BUKOPHCTAHHSA B MEXAX IPOBEAECHHS IOT0 KIIHIYHOro BUIIPOOYBAHHSL.

2. Beesenns/BuBe3eHHS Ha/3 Teputopito(-i) Vkpaium, o6iik, 36epiranHs Ta
3HUIIEHHS JOCIKYBAaHOTO JIKApChKOTO 3aco0y Ta CYIyTHIX MaTepialis,
IpU3HAYEHUX JJI MPOBEICHHS KIiHIIHOro BUMpPOGYBaHH:, 6i0NOriYHMX 3pasKiB Ayt
nabopaTOpHUX aHANI3iIB 3iHCHIOIOTECA Y HOPAAKY, BASHAYCHOMY 3aKOHOJaBCTBOM.

SIKIIO JOCTiMKYBaHHHN JKApPChKMM 3aCi0 HANEXWUTh IO HApPKOTHYHHX 3acO0iB,
IICHXOTPOIHNX PEYOBHH i MPEKYPCOPIB, 3MifCHEHHS eKCIOPTHO-iMIOPTHUX ONleparii
MOXJIMBE MiCIIsI OTPMMaHHS BiamoBigHoro mos3poxy JlepixaBHOI ciyxbu YkpaiHu 3
NiKapChKUX 3aC00iB Ta KOHTPOIIO 32 HAPKOTUKAMH.

3. TIlicnta movaTKy KiiHigynoro BUNpoOyBaHHsA (IIONHCAHHSA IEPIIAM
IOCIIDKyBaHEM (Cy0’ €KTOM HoCiimkenHs) GopMu iHPOPMOBaHOT 3TO/H) BiANOBILHO
710 IPOTOKOIY KJIiHI9HOro BEMPOGYBaHHS CrOHCOp (FopuaudHa abo (izrdna ocoba 3a
IOpydeHHsAM CrioHcopa) Haacunae po LlenTpy y cTpok mo 10 xameHnapHHX TTHIB
MOBIZOMIIEHHS NP0 IOYATOK KIiHiYHOro BHIpoOyBaHHA B VYKpaimi / Micmi
IpOBeIeHHS TOCTiIKeH s 32 (OpMOI0, HaBeIeHOIO B ToAaTKy 9 1o nporo ITopsanky.

V BuIaAKy BHKIIOUEHHsS CIOHCOPOM  JOCTiZHWKA/MIiClle MPOBEICHHS
mociimkenns, 3arsepmkenoro MO3 Ykpailn / MOrOIKEHOIO KOMiCi€lo 3 IHTaHb
eTHKH, CIOHCOp (fopuimdHa abo @isudma ocoba 3a HOpPYUEHHAM CIOHCOpA)
indgopmye IleHTp Ta KOMicilo 3 NUTAHb STHKH JIACTOM JOBiNBHOI (opME IpO TaKe
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pilICHHS Ta HPHYNHY HOro IpUHHATTI He misHime 30 KaJICHIapHUX OHIB 3 JHSI HOTO
NPUWHATTSL.

4. IlpotaroM KIiHi9HOrO BUNPOGYBAaHHS Ta WICHS WOrO 3aKiHUSHHS y pasi
morpebu Ilentp Ta KOMici® 3 IUHMTaHL eTMKM MOXYTh 3aNMTATH B
AOCIi THAKa/CTIOHCOPa JONATKOBI MaTepiald CTOCOBHO KIHHIYHOTO BHIIPOOYBaHHS.

5. BinmoBimanpHUM JOCHIJHUK/IOCIIIHAK IOBHHEH IPOBOANTH KJIIHIYHE
BANMPOOYBAaHHSA  BiINOBIZHO [0 MPOTOKONYy  KIIHI4HOTO BUNPOOYBaHHS.
BingmoBinameuuii  JOCHIZHUK/MOCIHIIHMK  MOXKe BIIXWJIUTHCA BiZ POTOKOIY
KIIHIYHOTO BHIIPOOYBAaHHS JWINEe y pasi HEOOXiXHOCT YCYHEHHs HeOe3lleKH, IO
GesnocepennHBO  3arpoXye  IOCIIIKYBaHHM (cy6’ektaM  mocnmimkeHH:S), 6e3
nonepenuporo 3arBepkeHHs MO3 Vkpalum Ta HDOromkeHHS KOMIcii 3 OWTaHb
eTukH. Take BiIXUIIEHHS BiZ NPOTOKONY KIiHIIHOIO BUNPOOYBAHHS JOCIiTHUK
3000B’13aHU# 3aJOKyMEHTYBATH Ta HOBIZOMHTH KOMICiI0 3 IHTAHD eTHKA. OIc
JMOIYINEHOTO BiAXWJIEHHS, IOro OpUYAHKA Ta (32 NOTpeOH) MPOIO3ULil HIOmo
BHECCHHA IOIIPABOK A0 MPOTOKOJLY KIIHIYHOrO BUIIPOGYBaHHS MOBUHHI 6YTH HajaHi
CIIOHCODY.

IHImi BifXWIIEHHS Bl IPOTOKOIY MOJAIOTHCS 0 KOMICIT 3 TTHTAHD €THKH pas3om 3
II€PIOMYHIM 3BiTOM IIPO CTAH HPOBEAEHHS KIiHIIHOTO BUNPOOYBaHHA y YKpaini.

6. Cooncop (ropummuna a6o dismuna ocoba 3a JOPY4YEHHSM CIIOHCODA)
inpopmye LleHTp Ta KOMICiIO 3 THTAHD ETHKM JIECTOM y IOBLIBHIM popMi He mizHimE
30 poboumx mHiB 3 1HS, KOIA HOMy cTajlo BiIOMO, TIPO BCi BUIAIKH BiIXHJICHD BiX
BCTAQHOBJICHOTO IMOPSAKY MPOBEACHHs KIHIYHMX BHIPOOYBaHb, IO CTABJIATH i
CYMHIB 0Oe3neky JOCIIKyBaHUX (Cy6’€eKTiB IOCHIKeHHsT) a6o JOCTOBIPHICTE
Pe3yIbTaTiB KIiHIYHOTO BUIPOOYBaHHS.

7. Ilpo IIOYaTOK KIIiHI9HOTO BUNIPOOYBaHHS BIJITIOBiZIaBHUH
ROCHIAHUK/AOCTITHAK iHQOpPMye KOMICiFO 3 IHTAHD ETHKH nporaroMm 10
KaJCHNApPHUX [HIB HOBiZOMICHHAM HPO II0YATOK KIHIIHOTO BUIIPOOYBaHHS B
Vkpaini / Micii npoBeneHHS TOCTimKEHHS 3a (opmoro, HaBeIeHO B A0AATKY 9 10
neoro Ilopsaxy.

Kowmicis 3 nutanp erwku 3miiicHioe Harmsn 3a JOTPHUMAaHHAM IIpaB, Oe3lexw,
Giaronomywds mocmimkysanoro (cy6’exra AOCIDKEHHS), eTUYHHX Ta MOPAIHHO-
NIPaBOBHX IPUHIMIIB MPOBEIEHHA KIIHIYHAX BUPOOYBAHb.

8. SIxmo mixm 4Yac mpoBemeHHS KIIHIYHOTO BUNPOOYBaHHS BiIIOBiAaNbHUH
JOCIITHAK 32 HeOOXiAHOCTI OHATKOBO 3ay4ae JOCIiIHUKA, TO BiH Mae BiamoBigaTH
BUMOraM NyHKTY 1 posaimy V mporo ITopsinky. CrioHcop (ropmmmdna a6o Giznuna
ocoba 3a JOPYYeHHAM -CHOHCOpA) IIOBiTOMIISE Ileutp mpo Taki 3MmiEm y
TIepioAMIHOMY 3BiTi IIPO CTaH MPOBEEHHS KIiHITHOTO BUIIPOOYBAaHHS B YKpaiHi.
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X. 3MiHH TA 10NOBHEHHS, 10 BHOCAThLCS HiJl 9ac nNpoBeAeHHs KJIiHIYHOro
BHIPOOYBaHHA

1. BHecennsi nonpaBok miJ 9ac NpoBedeHHs KIiHITHOI0 BHIIPOOYBaHHS

1. Ilpm npoBemeHHI KIiHIYHOTO BHIPOGYBaHHS MO MaTepialiB KIiHi4HOTO
BUIPOOYBaHHS MOXYTh OYyTH BHeceHi 3MiHM Ta JONMOBHeHHS. Taki 3MiHE Ta
AOLOBHCHHS POSITIANAIOTECA K IONPABKM, AKi MOXYTh OYTH CYTTEBAMH a60
HECYTTEBHMH.

2. IlonpaBxu 0 MaTepiatiB KIiHI9HOTO BUIIPOOYBaHHS BBKAIOTLCS CyTTEBHMH,
SKIIO BOHU MOXKYTh BINIMHYTH: Ha Ge3rexy abo (izumune um ncuxiume Onaromosyyus
JOCTI/KYBaHOTO (Cy0’€KTa AOCHiIKeHHs), Ha HAyKOBY IiHHICTH KIIIHIYHOTO
BUNIPOOYBaHHS; Ha IPOBEICHHS KJHIYHOIO BHIPOOYBaHHS a0 KEPiBHUIITBO HAM; Ha
SIKICTh 260 GesneKy MOCIiIKYBaHOTo JIKaPCBKOTO 3ac00y, LIO 3aCTOCOBYETHCS y
KIIHITHOMY BHUIPOOYBaHHI, a TAKOXK SKIIO IIPOIIOHYIOTE 3MiHY BiJIIOBiZAIEHOTO
JOCTiNHAKA ab0 [ONATKOBO 3alydYdTH [0 KIiHIYHOTO BUIIPOOYBaHHS HOBOIO
BiATIOBIJAIBHOTO OCIiMTHUKA 360 HOBE MicIle IpOBEIEHHS HOCIiIKEHES B VYkpaini
BilIMOBiNHO 10 meperniKy acmeKTiB KIiHidHOro BUIPOOYBaHHSA, MO0 SKUX CHOHCOP
Ma€ BHECTH CYTT€B] IONPABKH, HABEACHOTO Y JOJATKY 10 10 IBOro Iopsinxy.

3. SIKIIo MOUPaBKH MAalOTh CYTTEBHMH XapaKkTep, CIIOHCOp moBimoMise Llentp i
KOMICifo(-1) 3 TMTaHb €THKY PO TIPHYUHH i 3MiCT IIONPABOK.

4. Jlmst 3aTBepIKEHHS CYTTEBOI IONIpaBKK 3asgBHUK momae g0 MO3 Vkpaiuu
CYNpOBiZHU JIUCT 32 GOPMOIO, HABETEHOIO y nopatky 11 mo mporo ITopsiaky, 3asBy
CII 3a dopmoto, HaBeseHOIO y oHaTKy 12 0 IBOTo Iopsanky, a no Llentpy mosmae
MaTepiajii CyTTE€BOi NONPABKY, BHUTITH 3 JIOKYMEHTIB, IO MiCTITh CTapy i HOBY
Pelakmilo TekcTy, a60 HOBY Bepcilo 3MiHeHHX JOKYMEHTIB, $Ky MOXHA
imenTHGiKyBaTH 3a ii HOBHM HOMEpPOM 1 JIaTorO; JMOJIATKOBY iH(MOpMaIlifo, 10
BKIIOYAE pestoMe NaHKMX (32 HASBHOCTI), OHOBIEHY 3araibHy OLiHKY PH3HUKY i
KOPHCTI (32 HAafBHOCTI), MOXIHMBI HACTIAKEA IS JOCIIKyBaHUX (Cy6’€KTiB
HOCIDKEHHS), M0 BKIFOYEHI B KJIiHigHE BHOPOOYBaHHS, MOXJIMBI HACTIAKA I
OLIHKM Pe3ybTaTiB KIIHIYHOro BUIIPOOYBaHHS.

5. JIKmo cyTTeBa MONpaBKAa CTOCYETHCS OIMBIN HiK OZTHOTO IIPOTOKOILY
KIHIYHOTO BHIpPOOYBaHHS s JOCIIDKYBAHOTO  JHKapCBKOTO  3ac0Gy (oxpim
3aly9€HHS JOJATKOBHX MICIh TPOBEHNEHHS KIHHIYHOTO JOCIDKEHHS), CHOHCOP
MOX€ 3DOOUTH ysaraibHeHe HOfaHHA 10 L{eHTpy Ta koMicii 3 MHTAHD eTHKH 3a
YMOBH, IO B CyNPOBiAHOMY JHCTi Ta 3assi CII 3a3HaueHo IEPEITiK yCiX MPOTOKOIB
KJIiHIYHAX BEIPOGYBaHB, IKMX CTOCYETBCS I HOIpaBKa.

6. SIKIIO IIONpaBKH HECYTTEBi (RampuKiIam, 3MiHAa KOHTAKTHOIO Tesnedony,
HalIMEHYBaHHA 3asiBHHKA ab0 JOCIIHMKA y Oyne-ski#t kpaini, kpiM YkpaiHu, HOBa
BEpCist OPONLypH JOCIIAHAKS, B SAKil He 3MIHIOETBCS OLliHKA CIiBBiIHOIMEHHS PHU3UK /
KOPHCTB, 3MiHA4 MJIAHOBAHOI KLTBKOCTI 3allydeHmX JOCIKyBaHuX (Cy6’€eKTiB
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ROCTI/KEHHSA) B YKpaiHi, 0 He BINIMBaTHME HA CTATHCTHYHMI aHayi3, TOIIO)
BiZIIOBIHO 110 TepeNiKy acHeKTiB KIiHiTHOrO BUNPOGYBAHHS, MO0 SKUX CIIOHCOD
Ma€ BHECTH CYTTEBI IOIPABKM, 3a3Ha9eHHX y Aogatky 10 mo mporo Ilopsaxy, Ta
AKIIO BOHM HE MAalOTh IPSIMOrO BiJHOINEHHS 10 MPOBENEHHS KIIHIYHOIO
BUTIPOOYBAaHHA B YKpaiHi, Taki 3MiHH He NiISraloTh eKCIEPTH3i B IlenTpi Ta ominmi
KOMICii 3 TUTaHb eTHKH. VY IbOMY BUNAAKY 3aSBHHK IHCHMOBO TIOBiIOMIISIE Llentp Ta
KOMICil0 3 IIAT2Hb THKH IPO BHECEHHS HECYTTEBHX IOIPABOK y ZTOKYMEHTAIIIIO
KIHIYHOTO BUNPOGYBaHHS.

7. locnifHAK OpOBONUTE KIHIYHE BUIPOGYBAHHS BiAMOBiIHO 10 BHECEHOI(-HX)
CYTT€BOI(-HX) ONPaBKH(-0K) JI0 IPOTOKONY KIiHiTHOr0 BAIPOGYBAHHS TiTbKH B pasi
IpUHHATTA pimennas MO3 Vkpainu momo cyTTeBoi(-mx) IOIPAaBKHU(-0K) Ta SKIIO
HeMae 3allepeyeHb 3 OOKy KOMiCii 3 IHTaHb eTHKH (CTOCYeThCs KOHKPETHOTO MIiCIls
NPOBEICHHS KILHIYHOTO BUIPOOYBAHH:).

3a pesynsratamu posrisny 3assu CII MO3 YKpainu poTAroM 3 KaleHIapHuX
JHIB Hajicunae o LIeHTpy JmcT-HanpaBIeHHs pa3oM i3 MarepialaMu, 3a3HaYeHAMH B
MyHKTi 4 IHOTO PO3iNy.

8. SIkmo B mepiox IIpOBez[eHH;I KIIHIYHOTO BUIIPOOYBaHHS BifOYBa€THCS OIS,
MOB'A3aHAa 3 MPOBENEHHSIM  KIHIYHOIO BUNPOOYBaHHS 860  po3pobKoro
AOCIIUKYBaHOTO JHKapchKoro 3acoby, ska 37qaTHA BIUIMHYTH Ha 6e3neKy
AOCILIKYBaHHX (CY6’€KTIB MOCTimKeHHs), CIIOHCOpP Ta/ab0 MOCIiIHUK BXXWBAIOTH
HEBIIKITANHUX 3aXOHiB Uis 3a6e3medeHHS Geslmexn JOCIiDKyBaHUX (CY6’ €KTiB
nocmimkenas). CooHCop HeraifHo croBimae Ientp i xomiciro(-1) 3 IUTaHE ETHKH TIPO
IOJ1if0, WO BinOyacs, i 3aX0/1y MO0 YCyHEHHs.

2. IIpoeenenns excneprusn (momepexns Ta cmeniajiizoBaHa) CyTTEBHX
nonpasok y Ilenrpi

1. MO3 Vkpainu npuiimMae pirieHHs momo CYTTEBHX IIOIPABOK Ha IiJICTaBi iX
eKcrepTusH B LlenTpi.

2. IlenTp mpOBOAWTH eKCIepTH3y (IIOHmEpexHs Ta creriaizoBaHa) HaJaHUX
MarepianiB 3 MeTOI CKIAJaHHA OGIPYHTOBAHOIO BucHOBKYy moz0 MoxkmuBOCTI
NPOBE/ICHHS KIHIYHOrO BUNPOOYBAaHHA BiNIIOBIMHO HO BHECEHHX IIOIIPaBOK 10
MaTepialiB KIHI{YHOTO BUIPOGYBaHHS.

Ilicns magxomuenns xo Ientpy mcTa-HanpasieHHs MO3 Vkpainu 3asBHAKOM
nonatothes 1o LleHTpy foKymeHTH (MaTepianm) CyTTEBOI MOIpPABKA Yy TpBOX
npuMipHUKax (32 HeoOXximmocTi IleHTp MOXe 3aIPOCHTH  JOAATKOBHIA(-1)
IPUMIpHUK(-1)). '

Mix IleHTpoM Ta 3adBHHMKOM VKIaIacThCs JOTOBIp TPO IPOBEACHHS
EKCIIePTHUX POOIT Moo cyrreBoi mompapku. OmiaTi mimirae €KCIepTr3a 3MiH,
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BUKIQ[ICHAX y TMONpaBKaX JO MaTepialiB KIiHIYHOTO BHIPOOYBAHHS, IO
CynpoBOKyIOTs 3asasy CII.

Tlonepenss excmepTusa MaTepiaiB CyTT€BOi HONPaBKH HOYHHAETHCS 3 ATH
OTpuMaHHA LIeHTpOM NOBHOTO KOMILIEKTy JOKyMeHTiB (Mmatepiani). CTpok
IPOBEJCHHA MONepeAHboi ekcneptusu llenTpom — He Oimpln Hixk 5 KaJIeHTapHUX
ITHIB.

Ilin uac mpoBeneHHs IOmEpPeAHHOT SKCIIEPTH3M 3A1HCHIOEThCS IIEepeBipKa
BiJIOBIAHOCTI HATAHOTO KOMILIIEKTY JIOKYMEHTIB BUMOTaM Iboro Ilopsaky.

Ilin vac monepenHpoi excreprusu LleHTp MoXke OIHOPA30BO HANATH 3asIBHUKY
3ayBaKEHHA B IIACHMOBiH (HopMi IOJI0 KOMILTIEKTHOCT] MOJAHAX MATEPialliB CYyTTEBOL
nonpapkH. Ilicis oTpuMaHHs BiNmoBiAed Ha 3ayBakeHHS Y MOBHOMY 06Cs3i HenTp
IIPOTATOM 3 KaJleHapHAX [IHiB NOBiTOMIIE 3as(BHUKA NPO Hepeaady Marepiaiis Ha
CIenialli3oBaHy eKCIePTH3Y.

Yac, moTpibmmii mms BimmoBimi Ha 3ayBa)XCHHS, HE BXOAHTH JO CTPOKY
IIPOBEIEHHS IIONIEPENHBOI eKCIEPTH3H.

JAxmo 3agBEEK mpoTrarom 10 KaJICHJapHUX JHIB He Hajuac BiAmoBimi Ha
3ayBaXKCHHS M0N0 KOMIIEKTHOCTI Ta/abo He HaJae KOMILIEKT MaTepialiB o
IenTpy, MaTepiany CyTT€BOI HONpPaBKH 3HIMAIOTHCS 3 PO3IMIIsIAY, OPO IO HHUCEMOBO
NOBiAOMIISETECA 3asgBHUK Ta MO3 Vkpaiau. Taxi Marepianu, mo HamaBaucs 10
IlenTpy, HOBEPTAIOTECA 3a5ABHUKY.

1Ipy HasBHOCTI HOBHOrO KOMIUIEKTY MaTepialliB CyTTEBOI IIOIIPaBKU Ta CILIATH
PaxyHKY BapTOCTi eKCIIEPTHUX poOiT pO3MOYMHAETHCS CHEIiaTi30BaHa eKcIIepTi3a B
Hentpi. CTpok mpoBeneHH: cnemamsoBaHm excreptusu LleaTpom — He OinmpIn Hik
15 xamengapuux nHiB.

3. Ilig gac IIPOBEZICHHS CHEN1ai30BaHO1 CKCIepTu3H mompasBok llentp Ha
HiZCTaBi 3ayBakeHb Ta KOMEHTApIB EKCIIEPTiB MOXe OQHOPA30BO 3aIlUTATH B
IHCBMOBIH (OpMi y 3asBHMKA TOTATKOBI MaTepiaii, BpaxOBYIOUH 3ayBaKEHHS.

Ctpok, moTpi6Humit st iX MiATOTOBKH, He BXOIUTE 0O CTPOKY IIPOBEJCHHS
eKCIepTusd. SKmo 3asBHEMK nporiroM 30 KaleHJApPHAX AHIB He Haaac LlenTpy
3allATAHUX JIONATKOBHX MarepianiB abo ImcTa 3 OOGTPYHTYBaHHAM CTDOKIB
BiATePMiHyBaHHS BiINOBiAi OHOPa30BO He GLIBI Hik 20 KaJIeHAapHUX IHIB, TO
Marepiald CyTTEBOI MONPABKH 3HIMAIOTHCH 3 posriany. Ilpo mpuiihste pimeHHs
Ilentp mnMCEMOBO TOBifOMIsE 3asBHMKA. Ilpw IOMY BapTICTh HPOBEHCHHS
EKCHEPTHHX POOIT 3aBHUKOB] He moBepTacThes. Hamani 3a 6akaHnaM 3asSBHUK MOKe
noxaty 3asBy CIT no MO3 Vkpainu B ycraHOBIEHOMY MOPSIKY.

4. 3a pesynbTaTaMH IPOBENEHOI EKCIEPTH3H Hentp mHamae MO3 Vkpainu
BrcHOBOK mon0 CyTTEBOi moOmpaBKE (IO3WTHBHWIA, HeratuBHUM). Ha mincrasi
Bucnosky MO3 Vkpaiuu npuiimae pileHHs IIpo 3aTBEPIKEHHS CYyTT€BOI MOMPABKA
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abo Ipo BiZIMOBY B 3aTBEpIKEHHI CyTTEBOT nonpaBkd. CTpOK NPHHHATTA pillleHHS
MO3 Vxkpaiuu — He 6insnr ik 7 KaJIeHIapHUX JHIB.

PimernsaM mpo BHecemHs cyTTeBoOi IONPAaBKY [0 KIHIYHOrO BHNPOGYBAHHS
3aTBePIKYETECS  iMeHTH(DIKANiS KIiHIYHOro BUNPOOyBaHHA Ta igeHTH]IKAIis
HONpaBKH, IIO 3a3HAYAIOTHCS 3TiMHO 3 JOAATKOM 12 10 IBOro Ilopsnxy Ta
myOniKyroThcs Ha odimiliHoMy BeG caiiti MO3 VKpaiHy, mMo Hagae MOXIHBICTD
TPOBOJUTH KIliHiYHE BUIPOOYBAaHHS BiAIOBIAHO 10 CYTT€BOI OMPABKH.

5.V pasi Hesromu 3 pimennsmM MO3 YKpaiHu o010 BiAMOBH y 3aTBepIKeHH]
CYTTEBOI TIOMPABKH O IPOTOKOIY KIiHITHOTrO BUIPOOYBaHHS 3a4BHAK MOXKE ITOATH
apryMenToBany 3asBy no MO3 Vkpainn. Hanexuum umrOM oOIpyHTOBaHa 3asBa
HONAETBCA  3aiBHMKOM @poTAroM 30 KajeHJapHUX MAHIB Iicis OJlep>KaHHs
BIIOBIHOTO pimenns. 3adBa [l BAHECEHHS OCTATOYHOIO PillIeHHS PO3IIIANAETHCS
He 6inbm Hix 30 xanenaapHUX AHIB 3 MOMEHTY 1i ofepxaHHs. OcTaTo4He pillleHHS 3
BiJOBiTHUM OGIPYHTYBaHHSM HaJCHIAETHCS 3a4BHUKY B IIMCbMOBiH (opmi. Sxmo
3aiBHUK BBRXKA€, IO HOTO IIpaBa LOPYMIEHi, BiH Mae NpaBo 3BEPHYTHCS [0 Cyny B
YCTaHOBJICHOMY 3aKOHOIABCTBOM HOPSIKY.

3. Oninka cyTTeBHX NONPAaBOK KOMICI€I0 3 TATAHE eTHKH

1. BignosinansHuif TOCIITHUAK/ OCTiAHUK HOBIZOMIISE KOMICIFO 3 IATAHE €THKH
PO IPUYUHH i 3MIiCT CYTTEBHX MOIPABOK.

2. Kowmicieto 3 nuTans etnku HOTOJKYIOTBCS JIUINE Ti CYTTEBi IONMpPAaBKH, IO
CTOCYIOTECSL  6e3lOCepeqHE0 KOHKpeTHOro(nx) MIIB Ta Bi/IIOBiganbHOrO(MX)
RociigauKa(iB) koukperHoro JIII3, IIpH IKOMy QYHKIIOHYE I KOMiCisL.

3. Jlns TpoBemeHHS MOTOMKEHHS CYTT€BMX IIONPABOK BiJMOBiNAILHHI
AOCIIHYK TIONA€ JO KOMICii 3 MHTaHb eTHKH 3aasy CII Ta indopmanito srigao 3
BUMOTaMH MyHKTY 4 raBu 1 posainy X nporo ITopsinky.

Komicia 3 mmTane eruxu posrisgae CYyTTE€Bi MONPaBKM OpPOTATOM 15
KaJleHNapHUX JHIB 3 JaTH OTPHMAHHS [OBHOTO IIaKeTa AokyMmeHTiB. IIpo mpwmitasre
PilleHHS KOMICis 3 NWTaHb eTHKH IHCHMOBO HOBIZIOMIISIE  BiANIOBiaNBHOrO
JOCIiTHUKA.

4. 'V pasi Hesromm 3 pillleHHsIM KoMicii 3 NHTaHb eTHKH BiJITIOBiAaIbHIH
AOCIITHAK/TOCIIAHAK MOXe IOAaTH apryMeHTOBaHy 3asBy. HaleXHUM uMHOM
OOIDYHTOBaHA 3asBa  IOHAETHCS BiIIOBinansHEM JOCIT THUKOM/OCITi THHKOM
nporsroM 10 xaneHmapHEX IHIB Wicis ofepKaHHS BilOBiHOro pilleHHS Ta Mae
OyTu posrisHyTa KoMmicieo y CTpOK He Ginmbmr Hix 10 xameHmapHUX IHIB 3 HaTH ii
OTPUMAaHHA Xyl BHHECCHHS OCTAaTOYHOrO pimeHHs. (OcTaTouHe pilieHHs 3
BIATIOBIHAM OOI'PYHTYBaHHSIM HaJCHJIAETHCS BiIIOBiNaIEHOMY
JOCII THHKY/OCI THUKY B IACHMOBIH dopmi.
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XI. 3aBepmenns KIiHiYHOr0 BUOPOGYBaHHA

1. Cooncop (topummuna abo dismana ocoba 3a AOPYYEHHSM CIIOHCODA)
Hazcunae LlenTpy Ta Kowmicii(-aM) 3 IMTaHb €TVKH MOBiNOMIEHHS IIPO 3aBepIICHHS
KIIiHiYHOr0 BHIPOOYBaHHA (]aTa OCTAHHHOIO BI3UTY OCTaHHBOT'O AOCIHIKYBAaHOTO
(cy6’exta mocmimkenHs)) B Ykpaimi mpoTsrom 90 KaJeHIapHuX IHIB 3 JHSA Horo
3aBEpIICHH: 3a HOPMOIO, HABEEHOIO B AOAATKY 13 10 nporo Iopsinky.

2.V pasi npoBeneHnas MDKHapOJHAX OaraToneHTPOBUX KIiHIYHAX BHIIPOOYBaHb
CoHCop (fopumwyHa abo dismuHa ocoba 3a HOpYdYeHHSM CIOHCOpA) ZOHAaTKOBO
npotsarom 90 kanennapaux nuiB inpopmye LenTp i KOMICito(-i) 3 MUTaHb €THKHA MpPo
TIOBHE 3aBEPIICHHS KILHIYHOTO BUIPOGYBaHHSA B iHIIAX KpalHax.

3. Y pasi JOCTPOKOBOTrO 3aBepLIECHHS KIiHIYHOTO BUNPOOYBAaHHS CIIOHCOD
(fopunuana abo disudna 0coba 3a JOPYUEHHSIM CcIoHcopa) inpopmye mpo ue Llentp i
KoMicito(-I) 3 MUTaHb eTUKH TpoTsroM 15 KaJlleHJapHUX [HIB 3 JaTW 3aBEpPIICHHS i3
3a3HAYCHHAM [PUIUH JOCTPOKOBOTO 3aBEPIICHHS KIIiH{4HOTO BUIIPOGYBAHHS.

4. Cmorcop (ropuamuna abo ¢iswuna ocoba 3a JAOPYYEHHSM CIOHCOpa)
nepiofuyHo (He pifire 0AHOro pasy Ha pik micis N0YaTKy KIiHI9HOTO BUIPOOYBaHHS
abo Ha BUMOTrY yacrime) Ta y pasi 3aBepIICHHS KITIHI9HOTO JOCIiIKEHHS HAICHIIAE
Hentpy mnepiogudnumii 3Bit mpo cram OPOBEJICHHS. KJIIHIYHOro BHUNPOOYBaHHA B
YKpaiHi / micHi IpoBedeHHS MOCTIIKEHHS BiNmOBIZHO o dopmu, HaBeneHoOi B
Aonatky 14 mo meoro Iopsaky.

Bimnosinansauit mocmiqHIK/ K0CTiTHAK IIepioauyHo (He piAure OmHOro pasy Ha
PIK MiCIS MOYATKy KITiHIYHOTO BANPOOYBaHHsA 260 Ha BEMOTY 4YacTimie) Ta y pasi
3aBEPIICHHS KILIHIYHOIO BUIPOOYBAaHHS IHCHMOBO inbopMye Komicio 3 mHTaHb
CTUKH HPO CTaH NMPOBENCHHS KIHIYHOIO BUIPOOYBAHHS Y BIIIOBITHOMY MicITi
MIPOBEAECHHS NOCIIKEHHS 3a Ti€I0 CAMOIO b opmoro.

5. He Buxopucrani mix gac xminignoro BUNPOOYBaHHS TOCIIIKYBaHi KapCchKi
3aco0u / mpemapaTu CymyTHROT Tepamii / mOmOMiXHI (He mocmimkysani) mikapchKi
3aC00M 3SHUINYIOTHCS BIANOBIAHO IO BHMOT 3aKOHONABCTBA 260 IIOBEPTAIOTHCS
CIIOHCODY.

6. CooHcop TmOBHHEH 3abesneunTu MiITOTOBKY 3aKOYHOTO 3BiTY mpoO
IPOBENCHES KIliHIYHE BUIIPOOYBAHHS JIKAPCHKOTO 3aco0y BilOBIAHO IO CTPYKTYpH,
HaBENICHOI B 1ofaTKy 15 no mporo IMopsaky.

He misuime 1 poky micis moBHOro 3aBepIneHHs KITHIYHOTO BUIPOOyBaHHS (pH
IPOBEICHH] MDKHAPOIHIX KIIHIYHEX BEIIPOGYBAHb — MiCHs 3aBEPIICHHS KIIHIYHOro
BUIIPOOYBaHHA y BCiX KpaiHax) CIOHCOp (ropuarana a6o ¢izmuna ocoba 3a
JOPYHCHHAM CMOHCOpa) HaJlae CTUCIy iHdopmartiro npo KiiHiuHe BHIIPOOYBaHHS 10
Ifentpy.
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He miznime 1 poky miciis HOBHOTO 3aBepIIeHHs KIIHIYHOTO BUIPOGYBAHHS (mpu
IIPOBECHHI MDKHAPOAHHEX KIiHITHAX BUIPOOYBaHb — IIC/Is 3aBEpIICHHS KIIHIYHOTO
BUIPOOYBAHHA y BCIX KpaiHaX) BiNOBiTaNbHUA TOCHIAHAK/TOCTITHUK Hajae CTHCITY
ingopMartiro mpo KiiHiuHe BUNPOOYBaHHA 0 KOMICii 3 INTaHb ETHKH.

7. Kiiniuge BUNpoOyBaHHS BB@KAETHCA 3aBEPINEHMM, SKIIO BOHO HE
PO3MOYaNoCh NPOTAroM 1 poky Imicisd #Horo 3arBepikeHHs (KpiM BHIIAJKiB, KOJIH
OyIo Ha/[aHO OOIPYHTYBaHHS BiATepMiHyBaHHS).

8 Cmorcop (ropmauuEa abo ¢ismuHa ocoba 3a JOpYdEeHHSM CIIOHCODA)
nosigomimsie Llentp mnpo 3amnamosani Ha Teputopii Vkpaimm GCP  imcmexmii
KIIHIYHOrO BUTIPOOYBaHHS iKapChbKOTO 3ac00y yIOBHOBRKEHUMH OPraHAMH IHIIAX
KpaiH.

XII. IoBinomiennst npo moGivHi ABAIIA Ta peaxuii

1. IloBinomienns, siki Haja€ BIANOBIAAIbLHMI JOCHITHAK/ JOCTITHHAK

1. Ilin wac mpoBedeHHS KIIHI9HOTO BANPOOYBaHHSA BiANOBimampHMIA
JOCTiTHUK/TOCTIIHAK HEralHo, ajle He Mi3Hillle HiX NpOTATOM 24 TOIWH, KOJIH Iie
CTallo HOMY BiflOMO, HOBiZIOMIISE CIIOHCOpPA PO BCi Cepiio3Hi MO6idHi ABMIIA, KpiM
THX, sKi y mporokom abo Gpourypi OcHiZHMKA BH3HAdYeHi SK Taki, Mo He
IOTPeOYIOTh HEraHOrO MOBiNOMIICHHS. Y TEPBUHHHAX i HACTYIIHUX MOBiIOMIIEHHIX
ROCII/UKyBaHi (Cy0’€KTH MOCTIDKEHHS) ifeHTH(IKYIOTECS 3a ineHTHdiKaIifiaIM
KOZIOM [OCII/DKYBaHOro (Cy6’eKTa HOCTI/DKEHHS), Mo iM GyB IIPHCBOEHHH TIij 4ac
JOCTIiKEHHSI.

2. BignmosinaneHuit  JOCTITHAK/NOCHIHEK — peecTpye, JOKyMEHTYE Ta
IIOBIIOMIISi€ CTIOHCOPA TAaKOX IPO Bei MOGIUHi SBHMINA Ta/abo BiXHIEHHS Bif HOpPMH
1ab0paTOPHUX IIOKAa3HHUKIB, BU3HAYEHNX y IPOTOKONI KIiHIYHOTO BUNIPOOYBaHHA SIK
KPUTHYHI, JUIS OLIHKA Oe3leKd BifMTOBINHO 1O BHMOTr Ta B CTPOKH, 3a3HaydeHi
CIIOHCOPOM y IPOTOKOJI KIiHIYHOTO BUIIPOOYBAHHS.

3. Hapamnsg BianoBimanbHEM XOCTIMHAKOM/ NOCHIZHUKOM TOBIIOMJIEHD 3
Gesmexu (3BiTHHE IePiof) A0 CIOHCOPA Ta KOMICIi 3 MHTAHb €THKH TIOUHHAETHCS 3
AaTA TOYATKy KIHIYHOrO BMNPOOYBaHHS y gaHoMy MIIB (mimmmcaHHsA mepmimm
AOCII/KyBaHAM (Cy0’€KTOM HOCITIIKEHHA) iHGOPMOBaHOI 3rOfiK) Ta 3aBEPINYEThCS
i3 3aKiHYEHHAM KIiHIYHOTO BHIIPOGyBanHs y naHomy MIIB (aTa OCTaHHBOTO Bi3UTY
OCTaHHBOT'O JIOCIIKYBAHOTO (Cy0’€KTa JOCHIZIKEHH)), SKIIO iHMIe He epenbadeHo
IIPOTOKOJIOM KJIiHIYHOTO BUIPOOYBaHHS.

4. BignosinaneHuit JOCHITHUK/NOCTINHAK HeraifHO peectpye i npotsarom 7
KaJleHIapHUX OHIB 3 JaTd, KONH L¢ CTAlo HOMy BiZoMo, IOBIZOMIISE KOMiCiio 3
IUTaHb €TUKH NPO BCi MiNO3pIOBaHi HemepenOadyBaHi cepiiosmi IMoGiYHI peaxmii
(mani — ITHCIIP), mo cramics y manomy MIIB Ta npusseny 1o cMepTi abo BN
3arpo3y JJII XKUTTS JOCIIKYBAHOrO (Cy6’ €KTa JOCIiIKEeHH ).
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Honarkosa indopmanisa moxo sunanky [THCIIP, skuii craBcs y nanomy MIIB
Ta NPHU3BIB [0 CMepTi abo ABIAB 3arpo3y I KHTTS AOCHIKYBaHOTo (Cy6’eKTa
JOCIIPKEHHS ), HAJAeThCsl BiAMOBIJAIBHAM JOCTIIHUKOM/JOCTiAHUKOM 10 KOMicii 3
OMTaHb €TUKU IPOTArOM HACTYIHUX 8 KaJeHJapHUX [HIB Bill JaTH NEpIIOro
noBinomiieHHs mpo el Bumagok ITHCIIP, HafaHOTO MOCTIiMHHKOM IO KOMICii 3
MUTAHb €THKH.

Hosinomnenns npo ITHCIIP momaroTsest 4o KOMicii 3 NATaHL €THKH Ha Gyab-
AKOMy Hocii abo Ha eleKTPOHHY afpecy KOMiCii 3 IUTaHL eTUKH, HifCHY HA MOMEHT
3BITyBaHHA.

BumMoru 10 cknafaHHS HOBIIOMIIEHHS HpO Hi03pIOBaHy HemepenbadyBaHy
Cepiio3Hy OOIYHY peakio, HaBe#eHo B JOAaTKy 16 no msoro Iopsaxy.

5. He misHimme 15 kaneHmapHux AHIB 3 JaTW, KOJH I[€ CTAJIO oMy BimoMo,
BIITIOBiHaBHUHN JOCIIIHAK/TOCTiAHAK MOBIIOMISE KOMICIIO 3 THTAHD €THKH po BCi
immi ITHCTIP, mo cranucsa y Tanomy MIIB.

6. V pasi cmepti mocmimxyBaHoro (cy6’exTa JOCTiIKEHHS) BiANOBiNANLHUI
AOCIIAHAK/JOCTITHUK Hamae CHOHCOPYy, LleHTpy i Komicii 3 mMTaHB e€THKM BCIO
BATPeOYBaHy HMMHM JIONATKOBY iH(OPMAIi0 CTOCOBHO IIEOTO BHMANKY, LIO CTABCS y
Jaromy MIIB.

7. BignoBinabHAHM JOCIITHMK/TOCTIJHAK TAKOXK IIOBiLIOMIISE KOMICIIO 3 ITUTAHE
€TUKH y JOBUIbHIA (opMi Hpo BCi BUmAagku cMepTi Ta 3arposdm sl KHETTA
MOCII/DKYBaHOro (Cy6’eKTa NOCIHIIDKEHHS), SKi CTamucs y Janomy MIIB mpu
IIPOBEZICHHI KIIHI{YHOTO BUNPOOYBAHHS Ta He BiMOBifaroTh Kputepism [THCIIP. Is
iH(opMallis HamaeTbCS HeTalHO, aje He Mmi3Hime 7 KaJICHIapHUX AHIB 3 JaTH, KOIH
e CTaJIo HOMY BiIOMO.-

2. IloBinomJienns, ki Hagae CIIOHCOP 0 KOMICii 3 MHTAaHb €THKH TA
BiInoBinanbLHOMY AOCTITHAKY/NOCTITHHKY

1. HamamHs cmoHCOpoM 10 Komicil 3 IHTaHb eTWKA Ta BiZIMIOBiAaIEHOMY
JOCTiTHAKY/ TOCIIAHUKY TIOBimoMIIeHb mpo Bumanku ITHCIIP, axi crammcs mif, gac
KIIHIYHOrO BHUOPOOGYBAaHHs, 3aTBEPIKEHOTO B Vkpaini (3BiTHHME mepion),
IIOYMHAETBCA 3 JAaTH IIOYATKy KIIHIYHOro BHIpPOOyBaHHsS y BimmosimHomy MIIB
(WinmUCaHHS IEPIIAM NaNiCHTOM/3TOPOBAM TOGPOBOIBIIEM iHbopMoBaHOi 3roam) Ta
3aBEPIIYETECS i3 3aKiHYEHHAM KITiHIYHOrO BHIpPOGYBamHS y BigmoBimzomy MIIB
AOCII/UKEHHES (IaTa OCTaHHBOTO Bi3UTYy OCTAHHBOTO JOCIiIXKyBaHOTO (Cy6’exTa
JOCIi/DKEHHS)).

IoBimomnenns mpo Bumagku ITHCIIP momaioTses CIIOHCOPOM 10 KOMicii 3
IIUTaHb €THKH Ha Oy/b-skoMy Hocil abo Ha eleKTPOHHY ajpecy KOMICii, IificHy Ha
MOMEHT 3BITYBaHHS.
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2. CnoHcop HeraiiHo, ane He Mi3Hillle HiX HPOTArOM 7 KaJIeHJapHUX OHIB 3
JaTH, KOMH I CTajl0 WOMY BiJOMO, IIOBIZOMIISE KOMICII0 3 IIHMTAHL CTWKA Ta
BIJITOBITAIBHOTO JTOCIAHUKA/ TOCITi THEKA npo Bci Bunagku [THCIIP, sxi npussemu
IO cMepTi abo SBJIAME 3arpo3y ML XKHUTTA JOCIiIKyBaHOTo (Cy6’eKTa JTOCITIKEHHS)
Ta CTallUCA y KIiHiYHOMy BHIpoOyBaHHI B VKpaini. JlonaTkoBa iHdopMaris momo
OuX BHNAJKIB HAjaeTbcs KoMicii 3 mOHTaHe eTukw Ta BiAHOBiZaTbHOMY
JOCIAHUKY/IOCTITHAKY MPOTSrOM HACTYITHAX 8 KalleHJapHUX JHIB.

3. He misnime 15 xaneHHapHHMX OHIB 3 JATH, KOJM II€ CTAlO oMy BiZoMO,
CIIOHCOpP  MOBiJOMJIZE KOMICil0 3 IHTaHb €THKA Ta BiANOBiIAIBHOTO
AOCHiIHUKa/AOCHiJHEKA TIpo Bei immni sunmagxu ITHCIIP, siki cramdcs y KIiHIYHOMY
BUIpOOYyBaHHI B YKpaiHi.

4. Bei inmi ITHCIIP, sxi cramics He B YKpaili Ta SKi MOXYTb BIUIMHYTH Ha
Oesmexy nocmimkyBaHEX (Cy0’€KTiB MOCHiMKEHHS), CIIOHCOp HAanae Ho KOMicii 3
IIUTaHb €THKHU Ta BIANOBITATEHOMY JOCIIHAKY/AOCTIZHUKY Y BUIJIALI HEPiOHIHOTO
IepertiKy. ¥ pasi IpoBeAeHHS KIIHIYHOrO BHIIPOGYBAHHS «3aCiiMIEHOro IU3aliHy»
Ili IEPENiKA MOBUHHI HAJaBaTHCA Y «PO3CIIIICHOMY» UM «3aCHIIIIEHOMY>» BHIJISLII
IUIsL KOMICii 3 IMTaHb €THKH Ta Y «3aCIIIUIEHOMY» BHIIIAI — JJIS BiIMOBINAIBHOTO
AociinauKa/gocninauka. IlepiognyaHicTs HamaHHS conoHcopoMm nepenikiz [THCITP
00yMOBIIeHa OCOONMBOCTAMH KIHIYHOTO BHIIPOGYBAaHHS Ta OGCATOM OTpUMAaHUX
CIIOHCOPOM MOBizioMIeRb po Bumaaky [THCIIP, are e pigme 1 pasy na niBpoky. I1i
TIIePeIliKY NOBHHHI CYNPOBOMKYBATHCS CTHCIOR iH(GOPMALIEK INOAO0 BHSBJIEHOTO
IpoGinio Ge3neKy TOCTiHKYBAHOTO JKapCHKOTo 3ac00y.

5. CooHcop 36epirae NOKyMeHTaliro Ipo BCi MOGIUHi sBHMIA, Opo sKi oMy
TIOBiTOMIIAIOTh BiAIOBINAIBH] JOCIITHUKH/ TOCTi IHHAKY.

3. lloBinomaenns, siki Hagae cuoncop o Ienrpy

1. Hapanns cnoncopoM mo Llertpy nosizomiens npo ITHCIIP, siki cramcs mix
Yac KIIHIYHOTO BHUMPOOYBAaHHS, 3aTBEPIKEHOro B VYKpaiHi (3BiTHHIT Tepiox),
IIOIMHAETHCS 3 IATH OMyOniKyBaHHs Ha odinilinoMy caliti MO3 Vkpainu pimeHss
PO MPOBENCHHS KIIHIYHOTO BHIIPOOYBaHHS Ta 3aBEPIIYETHCS i3 3aKIHUEHHAM
KIiHI9HOTO BUIpPOOYBaHHS B Vkpaimi. SIkmo mami mpo JiKyBaHHS, MPHU3HAYCHE
JIOCIIDKYBaHOMY (Cy6’€KTy JOCIIIKEHHS) Y «CIIOMY» KIIHIYHOMY BHOpPOOYBaHHI,
Oy/| PO3KpHUTI, TO CIIOHCOP Hanae Mo iHGOPMALIIIO Y TOBiHOMIICHH] npo ITHCIIP.

Ilosigomnenns npo ITHCIIP noparotses no Llertpy Ha OyIp-sKoMy Hocii a6o
Ha eNEeKTPOHHY anpecy LleHTpy, AificHy Ha MOMEHT 3BiTYBaHHS.

2. Cooncop HeraiiHo, ae He Mi3HIME HiX HPOTITOM 7 KaJICHNApHUX OHIB 3
AaTd, KOJHM I€ CTano Homy Bimomo, nomimommse Llemtp mpo Bci ITHCIIP, sixi
IPHU3BEIN A0 CMEPTi ab0 SABIUIH 3arpo3y O KUTTA HOCIiKYyBaHOTO (Cy0’€eKTa
JOCIKEHHS) Ta CTAIMCS y KIIHIYHOMY BHIPOOYBaHH, 3aTBEPKEHOMY B YKpaiHi.
Honatkosa iHdopManis MO0 NIBOro BHINAAKY HANAETHCS Hentpy mnpotsrom
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HACTyIHUX § KaJleHAapHUX JHIB Bif JAaTH IEpIIOro MOBiJOMICHHS IIPO el BUIAJ0K
ITHCIIP, maganoro crorcopom 1o Llentpy.

BuMorn 1m0 CKIagaHHS TOBiIOMIIEHHS PO MiJo3pIOBaHI HemepenbadyBaHi
Cepiio3Hi o6I4HI peakii, HaBeneHO B HOAATKY 16 10 1BOrO Ilopsnxy.

3. He misnime 15 xanenmapHmx IHIB 3 maTh, KOIM IIe CTalo oMy Bigomo,
cnoncop mosimomise Ilentp mpo Bci immi ITHCIIP, sxi crammes Yy KITIHIYHOMY
BUNPOOYBaHHI 3aTBEpIKEHOMY B YKpaiHi.

Crooncop MiXHapOZHHX GaraTOIMEHTPOBHX KITIHIYHHX BHIPOOYBaHb 3a Y4acTIO
IOHAaKMeHITe ofiHiel 3 Kpain €Bponeiickkoro Cow3y B eleKTPOHHIN dopMi TaKkok
Hajiae inpopmanito mpo Bumanxu ITHCIIP o eBpomeiicskoi 6a3y NaHHX MOGIUHHX
peakuit «EudraVigilance».

Tmmy ingopmaniro 3 Ge3mexn JOCTIHKYBaHOTO JTiKapChKOTO 3aco0y, sKa crana
BifjloMa crioHCOpY (moBizomienHs mpo Bumaxku ITHCTIP, mo CHOCTepirajmcsa B
MeXaX IHINMX KIiHIYHMX BHIPOGYBaHb, AKi IPOBOIUTH JAHMI CIOHCOD YM iHIIMH
CIIOHCOP 3 MM CaMHM JOCIIUKYBaHHM JIKapChKHM 3ac060M), He HOTPiGHO HamaBaTH

1o Lentpy.

Y pasi BUKOPHCTaHHS B KIiHIYHOMY BHIIPOGYBaHHI 3apEECTPOBAHOrO B YKpaini
JIKapChKOro 3acoly, imdopMaris mpo mobidmi peaknii HalaeThCa BiANOBIZHO 0
Topsinky 3nilicHeHHS (apMaKoHarIsy.

4. 1lpu mpoBesieHHI HOBrOCTPOKOBUX KIIHIUHMX BUIIPOOYBaHb CIIOHCOpP Hajae
mo Llentpy mepiogmdnmii 3BiT 3 Gesmeky MKapchKHX 3acobiB, IO nepedyBaloTh y
CTajil po3poOKW, He pigmie OmHOro pasy Ha pik i He misHime Hix duepe3 60
KaleHJapHUX  [HiB ICIII OCTAaHHBOI JAaTH BKIIOYEHHS JaHHX y 3BiT (mara
ONOKyBaHHS HaHWX). Bumorum 1o CTPYKTypH OHOBIIIOBAHOTO 3BIiTYy 3 Oe3leku
AOCHIIPKYyBaHOTO JIIKapCHKOTO 3ac06y, M0 nepebyBae y crafii po3po6KH HAaBEIEHO B
monatky 17 mo uporo Iopsanxy. Hamaums crmoHcopoM no entpy 3BiTY 3 Ge3mexu
JIKapCHKAX 3aC06iB, W0 TMepebyBaloTh y CTaii PO3pOOKH, y MamepoBOMY BHUIIISA
3hilicHIOETBC  Gesnmocepenuso no Ilemtpy, y CIEKTPOHHOMY BHINIALI — Ha
CICKTPOHHY anpecy LleHTpy, HilicHy Ha MOMEHT HOJaHHS 3BiTYy.

Ilpn migrotoBmi 3BiTy CHOHCOpP Mae 3BepHYTH yBary Ha Taki NYHKTH:
3ANIEXHICTh IOGIYHOI peakmii Bim mo3m IOCTIIKYBaHOTO JIIKApCHKOTo 3aco0y,
TPUBAJIOCTI  JiKyBaHHS,  BifHOBIECHHA CTaHy JocmiKyBaHoro  (cy6’exTa
HOCIKEHHS) WiCs BiIMiHM 9 THMYacOBOTO NPHUIWHEHHS JiKyBaHHS, JOKa3d
TON€PETHBOT TOKCHYHOCTI AOCI/[KYBAHOr'O JKapPCHKOT0 3aC00y UIs IOCIIIKYBaHUX
(cy0’exTiB  mOCTimKeHHS), IiABMINEHA  YacTOTA BHIAAKIB  TOKCHYHOCTI
ROCIIKYBaHOTO JIIKapChKOTo 3acoby; IIEPEIO3yBaHHS JTOCTIHKYBaHOTO JIKAPCHKOTO
3aco0y i HOro HACHiAKH, Momalbime JIKyBaHHS, B3a€MOid HiKapCchKHX 3aco0iB Ta
iHmi NOB'M3aHi 3 UMM puswKY; cHenm(idHi 3MiHW 6Ge3MEKH CTOCOBHO OCOGIMBOL
nomyJsii mocmimkyBanux (cy6’exTiB JociixerHs) (0CoOH JITHHOrO BIKY, IiTH,




41

iHINi TPyNM PU3MKY); MO3UTHBHI YK HETaTHBHI JaHi 33CTOCYBaHHS y BariTHAX Ta Iif
Yac JIAKTallii; 37MOBXHBaHHI NPUHOMOM IOCTIIKYBAHOIO JHKAapCLKOro 3acoby (3a
HasBHOCTI); pU3UKY, BHHUKHEHHS SKHUX MOB's3aHe 3 JOCIIIHYMH Ta NiaTHOCTHIHUMHU
IpoLeaypaMH; PHU3UKH, IO MOXYTh OyTH IOB'd3aHi 3 HEJOCTATHLOIO SAKICTIO
JOCTIIKYBaHOTO JIKapChKoro 3aco0y; HaHi 3 Oesmekd Ta  e(eKTHBHOCTI
JOCIIiIKYBaHOTO JIIKapCHKOTO 3ac00Y, OTPHMAaHI 3 HEKIIHIYHAX JOCIIIKEHb.

Ilpu obrpynTOBaHi# Mimo3pi MONO WiOBHUINEHHS PU3MKY IUIA MOCIHKYBaHHX
(cy6’exTiB mocmimxenHs) Ilentp Moxe 30060B’s13aTH CIIOHCOpA HAJABaTH 3BiT IOZO
Oesnmeky TiKapChKHX 3aco0iB abo geranbHy iHdopmaiio mogo mpodimo Gesmexkn
JOCIIIKyBaHUX JiKapChbKUX 3aco0iB dHacTiiie ( HANPHKIAN, OAMH Pa3 B KBapTal

TOIIIO).

5. YV pasi npoBeneHHS MAEKUTBKOX KIIHIYHMX BHOpPOOYBaHb 3 TUM CaMUM
AOCHIIDKYBAaHAM JIiKapCHKMM 3ac000M CIOHCOP MOXe€ HamaBaTH 10 lLleHTpy
y3araibHEeHHH 3BiT o0 Gesnekn. Pa3oM 3i 3BiTOM CIOHCOp Yy CYNpPOBiHOMY JHCTI
3a3Havac Mepeltk ycix KIiHIiYHAX BUIPOOYBaHb, IO MPOBOAATECA B YKpaiHi a6o 3a
Y4acTIO YKpaiHu, SKUX CTOCYEThCS JaHMH 3BIT.

Ctpox QopmyBaHHA Ta HaJaHHS MHEPiOJMYHOrO 3BiTY B IBOMY BHIIAJKY
IIOYAHAETECA 3 JaTH OTPUMAHHA CIIOHCOPOM IEPINOTrO JO3BOJY HA HpPOBEACHHS
KIIHI9HOrO BENIPOGYBaHHS 3 [UM JOCILDKYBAHAM JIKAPCHKHAM 3aC000M B OyIb-sKilt
KpaiHi CBiTy (MiXKHapoIHa 1aTa MOYaTKy PO3POOKH).

4. Peecrpaniisi Ta anai3 noBigoMeHb Npo nixo3proBani HenepeadadyBani
cepiio3ni no6iuni peaknii Henrpom.

1. Hentp peectpye Bci Bumamku ITHCIIP, mo cTOCYROThCS yCiX KITiHIYHHX
BUIIPOOYBaHb, IO IPOBOAATECS B YKpaiHi, sKki cTaiu HoMy BifioMi, Ta IIPOBOJHTE iX
aHami3.

2. llenTp TpPOBOJMTEL aHANI3 KOPHCTH/PH3UK KIIHIYHMX BHIIPOOYBaHB, IO
HPOBOAATECS B YKpaini. Ilpu mifospi Ha MigBUINEHHS PH3WKY IJIS JOCIHIIKyBaHHX
(cy6’exTiB mocmimxenus) IleHTp Ta KOMicisi 3 ITHTaHh €THKH MOXKE 3aIHMTATH y
CIIOHCOpa NOAATKOBY iH(oOpMamio momo Oes3MeKH mifo3pIOBaHOro JKAapCHKOTro
3aco0y, siKa mMae OyTH HaJaHa OPOTArOM 7 KaleHAAPHEX IHIB 3 [HA OTPHMAHHS
3aIuTYy.

SIKINO CIOHCOP MPOTATOM LIBOTO CTPOKY HE Hajae Takoi iHpopManii abo mumcra 3
OOIPYHTYBaHHAM CTPOKIB, HeOOXimuux s ii mixrotoskw, LIeHTp Moxe IpHAHATH
pillieHHs mpo TEMYacoBe abo MOBHE 3yNUHEHHS JAHOTO KIIHIYHOrO BHIPOGYBAHHS,
IIPO IO IIMCHEMOBO MOBIIOMIISIE CITOHCOPA Ta JOCIIIHUKIB.
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XIIL Ilposeaenns KIiHIYHOrO ayANTY KJIIHIYHOro BUNPOGYBAHHS JIKAPCHKOIO0
3aco0y

1. IfeHTp MOXEe IPOBOAWTH KIiHiYHI ayAWTH KIHIYHAX BUIPOOYBaHE
JiKapChKUX 3aco0iB Ta CHCTEMHI KIiHiYHI ayAWTH 3 METOIO MEePEBipKH OpraHisarlii
IPOBENEHHS KIiHIYHUX BUNPoOyBans. KiTiHiuHMit ayuT MPOBOAUTECS GE3KOIITOBHO.

IlinroToBKa Ta IPOBENEHHS CHCTEMHOTO KIIHIYHOIO AayAHTy 3HiHCHIOCTBCS
BIJIIIOBITHO A0 I[OT'O PO3JLIY.

Ilpu mnpoBemeHHi KiiHIYHOTO ayauTy LleHTpoM mepeBipmi mMmiAIAraloOTH:
JOKYMEHTH, 3alMCH, HNPHUMIMOICHHS, YCTaTKyBaHHS Ta oOONagHaHHs], CHCTEMA
3abe3neveHHs SKOCTi Ta iHINI pecypeH, sSKi MOXYThb 30epiraThcs Ta 3HAXOOWTHCH Y
JII3, Komicisx 3 MATaHb €THKH, J1a00paTopisx (y ToMy dmciti GpapMaKOKiHETHIHHX),
B o¢icax cHoHcopa Ta/abo KOHTPaKTHOI JOCHIAHHIELKOI Opragizamii abo B iHIIMX
MICIIIX, IO MAIOTh BiJHOINEHHS IO KIIHIYHOTO BUIIPOOYBaHHS JOCITIIKYBaHOT'O
JIKapCchKOTO 3ac00y.

2. IloxBapTaJbHA{ IUIAH IPOBEICHHS KIIHIYHAX AyOUTIB Ta iX Pe3ylbTaTH
ONPHUIIONHIOIOTECA Ha odinifiHomy caiiti LleHTpy.

3. Krninignu# aymuT BHOpOOYBaHHS MOYMHAETHCS HE paHime Hix depes 14
KaJICHIAPHUX [HIB MiCJIA HAJCHIAHHI THCHMOBOIO IONEPEAHBOTO ITOBIOMICHHS Ta
Y3TOMKEHHS i3 3asgBHUKOM KIIHIYHOTO BHIpPOOYBaHHA Ta 3 BiAMOBiZAIEHMM
JOCTI JHAKOM/OCIiAHIUKOM II0YaTKy HOro IpOBECHH.

V pasi sxmo IlenTp Mae 00'€KTHBHI MiACTABH MPUIYCKATH, IO BHKIAJEHI B
3assi KB / 3assi CII ymoBH He BHKOHYIOThCH, aGo sxmo IleHTp Mae y cBOeMmy
PO3NOPSALKEHH] aHi, O CTaBIATh i CyMHIB 0e3leKy A0oCTimKyBaHuX (cy6’eKTiB
AOCIipKeHHA) ab0 HayKoBY OGIPYHTOBAHICTH KIHIYHOTO BHNpPOOyBaHHS, abo maHi,
AKi CcBimgaTh mpo ¢ambcrndikaniio, MOXKIUBE CKOPOUEHHS TepMiHy MK HaJaHHSIM
HONEPeHbOr0 IMOBINOMICHHS Ta IPOBSIECHHSAM KIHIYHOrO ayaMTy KIiHi4HOTO
BHNPOOYBaHHS.

4. Kninivuuii aynut KiliHi9HOTO BHIpOOYBaHHA 3AilicHIOIOTE daxisni IlerTpy,
SKi BOJIOJIIFOTh 3HAHHAMY Ta MAlOTh JOCBiA 3 NWTaHb OpraHi3amil Ta IpPOBEJEHHI
KIIiHIYAMX BUNPOOYBaHb i He GepyTh y4acTi B iX IpOBeJeHHI, a TaK0X He 3aJIeKaTh
BiJ] CITOHCOpA Ta JOCTiJHHKIB.

5. 3a morpebu 10 ydacTi B HpOBefeHHI KIIHIYHOIO ayAMTy KIiHiYHOTO
BUNPOOYBaHHSA MOXYTh 3aiydarucs iHmi ¢axisumi (BiZDOBiAHO mO ocoGimBOCTEl
IPOTOKOJY JOCILPKEHHS Ta METH KIIIHIYHOTO ayIUTy KIIHiYHOro BUIPOOYBaHHS:).

6. Ocobu, sKi OpPOBOAATH KIIHIYHWM ayauT KIIHI9HOrO BHIPOOYBAaHHS,
30epiraoTe KOHQiNeHUikHiCTs iHpoOpMamii, fKy OJepPKYIOTH Mg dYac HOro
IPOBEIEHHS, BiAOBIIHO JO BEUMOT 3aKOHOAABCTHA.
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7. 1lpu mpoBefeHHI KIiHIYHOTO ayIWTy KIiHIYHOTO BUMPOOYBAaHHS B MicIii
IPOBEACHH: BUNPOOYBaHHS 00OB'SI3KOBOI0 YMOBOIO € MPUCYTHICTh BiAlIOBiHAIBHOTO
JOCTiTHAKa/ToCniHUKa (200 0cobH, sIKa BHKOHYE HOT0 (QYHKIIIT), 8 TAKOXK MOXKYTh
OyTu HPHUCYTHI MPEeICTaBHUKH CIIOHCOPA.

8. ITix 9ac mpoBe/ieHHs KITiHI9HOTO ayAUTy MOXYTh OyTH BHCIIOBIIEHI KPUTHYHI,
CYTT€BI1 a00 HECYTTEBI 3ayBaOKEHHS.

1) Jlo KpHTHYHWX Hajle)XaTh 3ayBaKeHHS y pasi BHUSABJIEHHS IOPYLIECHB, IO
HETAaTHBHO BILIMBAIOTh Ha IIpaBa, OesmeKky abo 370poB'S JOCIiMKyBaHUX (CY0’€KTiB
NOCIIKEHHSA) Ta/ab0 BIIMBAIOTh HA SAKiCTh Ta HUICHICTh AAHUX KJIIHIYHOTO
AocimimxeHHs. KpuTHYHI 3ayBaKeHHS CTOCYIOTHCS: HEBiANOBIMHOCTI JaHHX,
danscudixanii naHuX, BiACYTHOCTI IEPBUHHANX MEANYHHX JOKYMEHTIB T4 YHCEIbHNX
CYTTEBHX 3ayBakeHb. KpHTHWuHI 3ayBakeHHSA € MiJACTABOIO [JII THUMYAcOBOi abo
IOBHOI 3YNHHKM KIiHiYHOro BHIpoOyBaHHS abo okpemux #Horo erami. IIpo
IPUAHATE DillleHHS Ta PO MiACTaBH IIOZ0 THMYAcoBOi aG0 MOBHOI 3yNHHKH
KIiHiYHOro  BHMIpOOyBanHS IleHTp NHMCEMOBO IOBifOMISE€ 3asfBHAKA Ta
BIJIIIOBIJAJIGHOTO JOCIIIHUKA, SKWM IOBiTOMIISE KOMICil0O 3 IIHMTAHL ETHUKH po
pe3ynabTaTé KIiHIYHOTO ayIauTy.

2) Ilo cyTTeBHX HANEXKATh 3ayBaXKCHHS II[O/I0 BUABJIECHHS HEMOIIKIB, IKi MOXYTh
HeTaTWBHO BIUIMHYTH Ha IIpaBa, Oe3leKy Ta 370pOB'S AOCTIKyBaHHX (Cy0’€KTiB
JIOCITiKEHHs) Ta/ab0 MOXYTh BIUIMHYTH Ha SKIiCTh i I[UTICHICTh HAHWUX KIIIHIYHOTO
mociikeHns. CyTTeBi HeNONIKM BKIIOYAIOTH y cebe BiIXWIIEHHS Bif| IPOTOKOIY
KIIHiYHOTO BHIPOOYBaHHA Ta/ab0 wHCeNnbHi HeCyTTeBi 3ayBakeHHS. CyTTeBi
HEJIOJIKA IOTpeOyIOTh BYACHOTO X BHIPABIECHHS y BCTAHOBJICHI 33 Pe3yJIbTaTaMH
KIiHIYHOTO ay[IMTy CTPOKH 3 HaJlaHHSM IIHCHMOBOTO MOBIIOMIIEHHS IPO iX YCyHEHH

Io Hentpy.

3) Jlo HeCYyTTE€BHX HaleXaTh 3ayBaKEHHS INOJO BUIBICHHS HENOIIKIB, SKi HeE
BIUIMBAIOTH HA TIpaBa, 6e3meKy Ta 370pOB'sS JOCTIIKyBaHUX (Cy0 €KTiB HOCIIIKeHHS)
Ta/ab0 He MOXXYTh BIUTMHYTH Ha AKiCTh T4 IUTICHICTh JaHUX KIIHIYHOTO NOCIiIKEHHS
i MaroTh GyTH BHIpaBIeH] Ta BpaXxoBaHi B MOAANbIiH pOOOTi.

9. 3a pesynpTaTaMd KIIHI9HOIO ayAWTy KIIHIYHOTO BHIPOOYBaHHS
CKJIa[Ial0ThCA 3BIT Ta aKT, AKHi MiATBEpIKye (HaKT IpOBEIEHHS KIIHIYHOTO ayauTy,
e 3a3Ha4al0ThCA BUCIIOBIICHI I1iJ] 9ac KIiHIYHOTO ayIuTy 3ayBasKeHH: (33 HAABHOCTI)
Ta BCTaHOBIIIOIOTHCS CTPOKH YCYHEHHS BUSBICHUX OPYIIEHb (HEMOMIKIB). AKT, KU
HiATBEPIDKYE (GaKT IPOBEAeHHS KIiHIYHOro aymury, lleHTp HaJCHIac 3agBHHKY
Ta/abo BiANOBINATPHOMY NOCHINHHKY KIiHIYHOTO BHIPOOYBaHHS B TepMiH 1o 30
KaJICHJAPHUX JHIB IICII IOBHOTO 3aBEePIICHHS KIHHIYHOrO ayguTy KIiHi9HOTO
BUIIPOCYBaHHA.

10. V pa3si BusBneHMX Hif Wac HPOBENECHHS KIHIYHOTO ayJuTy KIiHIYHOTO
BANPOOYBaHHA HEJONIKiB, SKi He BHMAralOTh THMYAacoBOi ab0 IIOBHOI 3yIMHKH
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KIIHIYHOTO BHUIPOOYBaHHS, BiANOBiJAIPHOMY MOCIIIHHKY/MOCHIHUKY Ta/abo
CIIOHCOPY HeoOXifmHO iX ycyHyTH y BeraHoBieHuit llemtpom crpok. Inpopmariiro
010 YCYHEHHS HEJOJIKIB BiANOBIMANBHMM HOCIiIHUK/TOCIHIAHUK Ta/ab0 3asBHHK
Hazgcunae 1o Llentpy.

SIKImo BHABIICHI HENOMIKA He Oyny yCyHeHi (KpiM 3 MOBa)KHUX MIPHYMH Ta Yepes
He3aleXkHi OOCTaBHHHU) y 3a3HaueHW#l CTpOK, LIeHTp MoOKe MOBHICTIO 3yIHHHTH
IIPOBEACHHA KIIiHIYHOT'O BUIPOOYBaHHS.

XIV. Tum4yacoBe a60 noOBHe 3yNNHHEHHA KJIIHIYHOr0 BUNIPOOYBaHHA

1. Kniniyge BHNpoOGYyBaHHS MOXKe OyTH THMYacOBO ab0 IIOBHICTIO 3yIIHHEHE
crioHcopoM, LleHTpoM, BiAIIOBIMANEHAM HOCIIAHAKOM/IOCTIAHUKOM a00 KOMICi€io 3
IIMTaHb eTHKH (6e3mocepeqHbo y KoHKpeTHOMY MIIB).

2. CoHCop MOKe THMYacoBO 200 ITOBHICTIO 3yNMHUTH KIIiHiYHE BUIPOOYBaHHS,
TIPO IO BiH CHOOBiINA€ BiOBIANBHAX AOCIIAHMKIB/moCHiauuKiB, JITI3, komicito(-1) 3
HOUTaHb eTuKH Ta LlenTp.

Ilpy TMMYacoBOMy 3YNHHEHHi 3a pillleHHAM CHOHCOpa BiANOBiganNbHMI
ROCTIAHUK/IOCTITHAK IPpUNNHSAE Habip HOBUX MALi€HTIB/3M0POBHX JOGPOBOIBIIB, a
Ti, IO BXKE 3alydeHi y KIiHiYHe BANPOGYBaHH:, MEPEXONATh y (a3y KOHTPOIIO 3a
iXHIM CTaHOM Ta HOJAIBIIOTO CHOCTEPEXEHHS i y pasi HeoOXimHOCTI — HamaHHS
CTaHMapTHOI Memau4Hoi momomoru. CIOHCOp IIOBHHEH HAJATH IHCTPYKIi OO
IIO/IaJIBIIOTO  3aCTOCYBaHHS JOCIIKYBaHOTO JKapChKOTO 3aco0y Cy6’eKTaMu
mociikenns. Croncop 060B’13K0BO OBIZOMILSIE KOMICit0 3 MATaHb eTuKy Ta LlerTp
PO INPUYMHA THMYACOBOIO 3YNHMHEHHS, CTPOK, Ha SKHU TPHU3YIMHEHO KIiHiYHE
BANPOOYBaHHS, 3aXOfH, HKHX IUIAHYEThCS BXHTH I YCYHEHHS IIPHUMH
THMYACOBOTO 3YNMHEHHs TOCHIDKCHHS, 3aXOMd, SKHUX BXHUTO I 3abe3leucHHS
3aXHUCTY IIpaB, Ge3nekn Ta GIaronoiydds ZOCHiIKyBaHuX (Cy6’eKTiB JOCITiPKEeHHS).
Ilicns ycyHeHHS NpWYWH, 3 SKUX KIiHiYHE BHIPOGYBaHHA 6YIO THMYACOBO
3ynuHeHe, Ta iHdopMyBaHHsS Komicil 3 muTaHb etHkm Ta LIeHTpY CIIOHCOpP MOXe
IIOHOBHUTH IIPOBEACHHS KIIiHIYHOTO BHITPOOYBAHHS.

3. BignoBinansHuM HOCTiTHWK/TOCTITHMK Mae THMYacOBO 3yNIUHUTA KITiHIYHE
BUNIPOOYBaHHs ab0 OKpeMi HoTo eTanu y pasi miIBWINEHHS PH3MKY I 300POB'S a60
KHTTA HOCTIKyBaHUX (Cy0’eKTiB mocrmimxeHHs) Ta odimiino mOBioMMTH mpo me
crioHcopa, LlenTp Ta KoMicito 3 MHTaHb ETHKH.

4. IlenTp MOXeE THMYACOBO 3yIUHUTH KIliHiYHe BUMPOOYBaHHAS 260 OKpeMi Horo
etamu abo 3a mnoromkemam 3 MO3 Vipaiau 30Bcim 3YIUHUATH KIiHIYHE
BUNPOOYBaHHA, SKIMO € 00 €KTUBHI MiJCTAaBM BBAXATH, IO BHUKIANEHI B 3asBi
KB/3assi CII ymMm0oBE He BHKOHYIOThCS, a0 SKINO € JaHi, MO CTABIATh HiX CYMHIB
Gesnexy mocmimxyBaHHX (Cy6 €KTiB HOCTIIKEHH:) a60 HAYKOBY OOGIPYHTOBAaHICTH
KIiHIYHOro BANpoOyBaHHs, abo AaHi, mo cBixyath mpo danscudixamito. [Ipo croe
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pillleHHsl Ta PO MPHYHHY Horo NpuiHATTI IleHTp moBizoMIIsie crioHCopa (FopHIHdHA
abo  ¢ismuEa ocoba 32  HOpPyYEeHHSIM  CIOHCOpa),  BiJNOBiHAILHHUX
mocmigauKie/mocninaukis ta JIII3 Ta ompumoxnmtoe #oro Ha odimiliHoMy BeGcaiiTi

IenTpy.

5. BiTHOBICHHS IIPOBEAEHHS KITiHIYHOrO BHIPOOYBaHHS, IO OYJIO THMYACOBO
3YNMIUHEHO, MOXJIMBE y Pa3i IOBHOTO YCYHEHHS NPHYHH, IO OOYMOBHIH THMYACOBE
3yIMHEHHs, Ta iH(QopMyBanHA 1po Iie IleHTpy Ta KoMmicil 3 IHTaHb €TUKU s
OPUAHATTS HHAMH BiATIOBITHOTO pilllEHHS, IPO INO IKMCHMOBO IIOBiLIOMIITIOTH
3asBHMKA KIIIHIYHOTO BUIIPOOYBaHHS.

6. YV pasi MOBHOTO 3yIHHEHHS KIHIYHOTO BUIPOOYBaHHS HOro BiJHOBICHHI
MOXJIMBE 32 HAjgBHOCTI IOBTOPHOTO HO3WTHBHOrO pimenas MO3 Vkpaigu T1a

HOBTOPHOTO MOTOMXEHHS KOMICi€o(-IMH) 3 IHTaHb €TUKHU NPH BiIIOBiAHOMY(-HX)
JII3.

I'enepanbHuii AupexkTOp )
®apManeBTHYHOTO JHPEKTOPATY / O. Komapipa




IHEPEJIIK

Honarok 1

1o Topsaaky npoBeneHHs KIiHIYHIX
BUNPOOYBaHb JTiKapchKUX 3ac06iB
Ta KCIEPTH3H MaTePialiB KIIHIYHIX

BHIIPOOYBaHb

(ab3ar gpyruit, myskry 10, posmimy I1I)

OCHOBHHX X0KYMEHTIB KiliHi9HOro BunNpoGyBanns, ski 36epiraorsca y JIII3 Ta micni npoBexenns
BHNPOOYBaHHSA Ta y CHOHCOpA

3BEPITAETHCSI B APXIBI (®AILI)

T .
Hasea noxymenta Jociigauka/JII13 CTIOHCOPa
1. lo nouaTky KJIiHiYHOIO JocTaigKeHHN
Opomnrypa gocainHuKa X X
HifilACaHuH CHOHCOPOM Ta TOCIIi THUKOM TIPOTOKOI A X X
KIIHIYHOTO BUNPOGYBaHHS i MIONPABKHM /10 HBOTO (KO
TaKi €)
3pa3oK iHAMBiAyanbHOI peecTpaniiinoi popMu X X
MarTepiajiy, 1Mo HadalThCS AOC JKyBaHOMY (Cy0’ exTy
JOCIiKEHHS);
iH(popMoBaHa 3rofia (BKIIOYaK09M HeoOXiTHI mepeKiaz) X X
inma nuceMoBa iHbopMaltis [T JOCHIIKYBAHOTO X X
(cy6’exta ocmimKenns);
OTOJIOIIEHHS PO Habip JOCIiHKyBaHUX (KO X
BHUKOPHCTOBYIOTHCA)
inopMaris o0 GiHAHCOBMX MUTaHB KIIHIYHOTO X X
BUIIPOOYBaHHS
IOTOBip cTpaxyBaHHs (cepTudikar 10 TOTOBOPY) X X
(xomis ceptudikara go (morogip
JIOrOBOPY CTPaxyBaHHA) CTpaxyBaHHA)
HiANHCAHME JOTOBIP MiX CTOPOHAMU:
nocigaakoM/JII3 i cioHcOpoM X X
JIII3, cioHcopoM (KOHTpaKTHA OCIi THUITBKA OpraHi3allis X X
3a IOPYYCHHAM CIIOHCOPA) Ta HAYKOBO-NOCIIIAHOIO
YCTaHOBOKO a0 3aKIaJOM BHIIOI OCBITH
nocmiaukoM/JIIT3 i KOHTPAKTHOO JOCITiTHHIBKOIO X X
OpraHizaIficro (s:xmo moTPiGHe)
CIIOHCOPOM Ta KOHTPAKTHOIO JOCIITHHUIEKOIO Gpragisamicio X
AaTOBaHE i JOKYMEHTaIBHO O(OPMIICHE TTOTOKSHHA X X
KOMIcii 3 INTaHb €THKU MaTepianiB KIiHIYHOTO
BUNpoOyBanns (BUTAr 3 npoToxoiy 3acinanms)
JOKYMEHT IOJ0 CKIIaJy KOMIcil 3 MUTAHb €THKY X X
(sixmo noTpibHO)
BucnoBok LeHTpy mon0 nposenerns kiibiunoro X X
BUnpoOysanns / Pimenns MO3 Vkpainm
aBro6iorpadii gocrinunkis (CV) Ta/a6o irmi goxymenTy, X X
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IO MATBEPKYIOTH IXHIO KBaTidiKamiio

HOpMaibHi 3HAYEHHS /TPaHuL HOPM IS
KIIHIYHEX/1a60paTOpHUX/ IHCTPYMEHTATEHHAX TECTiB/
JOCHIKEHb, HepeAGaYEeHIX TPOTOKOIOM KIiHITHOTO
BHIIPOOYBaHHA

KIiHiYHi/1aGopatopHi/ iHcTpyMeHTATbHI

TECTH/ KOCI{KeHHs: ceprudikanis abo akpeawTamis, a6o
BHYTpillHi# /260 30BHimHIl KOHTPOIE AKOCTI
1a60paTopHOro o0NaIHaHHS, iHII MeToau BepHbiKariii

3Pa30K €THKCTKH Ha YIAKOBII IOCIiIKyBaHOTO
NKapCHKOro 3acoby

IHCTPYKIis MO0 NOBOXEHHS 3 JOCIIKYBaHAM
JIKAPCEKUM 3aC060M Ta HeoGXinuuMu BHTPaTHUMH
MaTepianaMu (IKIIO He BKIIOYEHA 10 MPOTOKOJIY
KIIIHIYHOTO BUNPOGYBaHHS a60 Opomypu KocninHuka)

,I[OKyMeHTaIII}I IIOJI0 MOCTAYaHHA OCIIKYBaHOTO
JKAPCEKOTO 3ac00y Ta HeoGXigHIX BUTPATHHUX MaTepianis

cepTudikar cepii JocmipKyBanoro Tikapcskoro 3aco0y

P

TIpoLEenypa PO3KPUTTS PaHOMI3aLiHOTO Koy IpH
TIPOBENICHH] KIiHiYHOTO BANPOGYBAHHS CIIIIMM» METOIOM

paH,HOMISaI.IlPIHI/II/I CITHCOK

>

3BIT MOHITOpA PO TOTEPEHIN BizHT

o

3BIiT MOHITOpA IIPO MOYATKOBHIA (craproBwmit) BisuT

2. ITix 9ac mpoBegenns KIiHI9HOro KOCTiTKEHHS AONAIOTHCH:

HOBI peJiakuii:

Opomiypu nocminHuka;

IPOTOKOJTY KIIHIYHOTO BUIPOGYBAHHS Ta IOIPABOK 0
HBOT0 (KIIO TaKi €);

IHIWBiy alIbHOT peecTpariuoT thopmuy;

indopMoBaHoT 3roH Ta MUCEMOBOT in(opmauii mis
TAL€HTIB (370POBHX JO6POBOBIIIB);

OroJiomeHs Npo Habip AOCTiIKYBaHIX (KO
BHKOPUCTOBYIOTHCS)

JaTOBAHE i TOKYMEHTaNBHO O(POPMIICHE TIOTOKESHHS
KOMicii 3 mutans etvky (Burrsr 3 TIpOTOKOITY 3acifiaHHsg):
HOIPABKHU(-0K) IO MPOTOKOMY KIiHi9HOrO BUIIPOOYBAHHS;
HOBOI(-MX) pemaxuii(-i1):

in(opMOBaHOT 3ro/1H Ta MHCEMOBOT in(opManii s
nalieHTiB (30poBUX I{OGpOBOJH:IIIB)

OTOJIOMIEHE NP0 HAGIP AOCHIHKYBAHMX (IKIIO
BUKOPHCTOBYIOTECS);

Pe3yJIBTaTiB HePiOINIHOTO NEPETIIA/TY JOKYMEHTANIT 3
KIiHIYHOTO BUIPOGYBaHHs

Pimenns MO3 Vkpaiau mozmo CYTTEBHX ITONPABOK JI0
TPOTOKOJTY KJIiHiIHOTO BHIPOOYBaHHS

3MIHH HOPMAITBHIX 3HAYECHE/TPAHNLE HOPM st
KJIlHl‘IHI/D(/JIa60paTOpHI/IX/IHCTp)’MeHTaJIBHI/D(
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TeCTiB/OCII/KEHD, Iepei0a9eHUX IPOTOKOIOM KIHIYHOTO
JOCIiIKESHHS

aprob6iorpadii (CV) osoro BigmoBigansHOro X X

JOCHiAHHUKa/ TOCTTi HAKA/CIIBIOCIIiTHIKA

3MiHH B TIpolieiypax KIIHIYHHX/1a6opaTopHux/ X X

IHCTPYMEHTATBHIX TECTIiB/ JOCHipkenb: cepTHbikamis aGo

aKpeauTanid, abo BHyTpinmHil i/aGo 30BHimHil KOHTPOIE

AKOCTI, iHII MeToau Bepubikartii

AOKYMEHTAL(isl MIO/I0 OCTa4aHHs JOCiIKYBAHOTO X X

JLKapCHKOro 3aco6y i moTpiGHuX BUTpaTHUX MaTepiais

cepTH(iKaTH HOBHX Cepiit OCHIKYBAHOTO JTiKapChKOro X

3aco0y

3BITH MOHITODIB X

iH(opMaIlis MO0 IePerOBOPiB/TUCTYBAHHS, IO MOB'I3aHi X X

3 KIIHIYHAM BUNPOOYBaHHAM

mignucani indopmoBaHi 3romwm X

TIEPBUHHI MEJIUYHI JOKyMEHTH X

3aII0BHEHI, AaTOBAHi Ta mimicaHi iHAMBIAYANBH] X X

peectpaniiini GopMu gocimKyBaHIX (xomis) (opurinan)

PEECTpALLisl BUTIPABIICHb B IHAMBIyaAIbHEX peecTpaiiHuX X X

dopmax (xomis) (opuriuan)

TIOBiOMIIEHHS IOCIIiTHHUKIB, 0 Haaui CIIOHCODY, PO X X

ceplio3Hi Mo6ivHi sBUIA Ta BiAMOBIAHI 3BiTH

TIOBiIOMJIEHHS TIPO Cepiio3Hi HemepeaGadyBaHi mo6iumi X X

peakutii, sxi Hagae ciorcop xo Ilentpy

npoMixHi a60 pivri 3BiTH Ipo cTaH KIiHiYHOTO X X

BUIPOOYBaHHS, 0 HanatoThes LlenTpy Ta komicii 3 muTans (sax1o noTpiGHO)

STHKH

TIOBiIOMJICHHS, IO Ha/a€ CIIOHCOP AOCIIIHHKY [IPO HOBY X X

inpopmaiio 3 Gesmekn TOCTKYBaHOTO 3acoly

KYPHAJI CKPMHIHTY HOCTIIDKYBaHHX X X
(axmo moTpiGHo)

CIHCOK ieHTH(iKaiHHIX KOIB AOCITIIKYBAHUX X

XYPHaJ peECTpalii 3aly4eHuX JI0 BUNPOGYBaHE X

JOCIIKYBAHIX

OGJIiK JIOCITiIKYBaHOTO JTiKAPCHKOTO 3acoly y MicIi X X

TIPOBEAEHHA KJIIHIYHOTO BHIIPOGYBaHHS

JICT 3pa3KiB MiANKCIB BiANOBiKaIEHOTO X X

I.[OCJ'Ii,I(HI/IKa/IIOCJIi,Z[HI/IKa(—iB)/CHiBIIOCJ'IiIlHI/IKa(-iB) Ta

PO3MOALTY IXHX MNOBHOBAXKEHB

XKypHan 06Ky 3pa3kiB GioIOri9HMX pigpH/TKaHMH, X X

SQIMIICHAX Ha 366PeKeHH (IKIO BUKOPHCTORYETHCS)

3. IMicas 3aBepmenns kiainignoro AGCTIIKeHHs T0IAI0THCH:




IIponomxenns Jloxgarky 1

00JIiK TOCTiMKyBaHOTr0 JIIKapchKOro 3aco0y y Mici X X
TIPOBEIEHHS KJIiHITHOTO BUIIPOOYyBaHHI
aKT MO0 3HUIIECHHS HEBUKOPHUCTAHOTO JOCTIKYBAHOTO X X
TKapCEKOTO 3300y (y pasi AKIo 3HUITIEHO Y
MICIIi IPOBEACHHS
KIIIHIYHOTO
BHTTPOOYBaHHS)
MACYMKOBUI CITUCOK ileHTH(IKAIiHIX KOIiB X
JOCHiHKYBaHUX (Cy0’€KTIiB JOCTIIKEHHS)
JOKYMEHT, IO MiATBEPIHKYE (aKT ay AUTOPCHKOI IepeBipKU X
(KMo €)
3BiT MOHITOpA NP0 3aKJTFOYHEHN Bi3UT X
indopmanis npo npr3HaYEHE JIIKYBaHHS i PO3KPUTTS KOIIB X
3BiT PO KJIiH{YHE BUNPOOYBAHHS X X

(sx1mo moTPiOHO)




Honarok 2

70 Ilopaaky npoBeAeHHs KIiHIYHIX
BUNPOOYBaHE JIiKapCEKUX 3aC00iB

Ta eKCIEPTHU3H MaTepialiB KIiHi9HHX
BUNPOOYBaHb

(myHKT 6, rMaBH 2, posaity IV)

BUMOI'A
Ao ingopmoBaHoi 3rogu*
(mucpMOBOI Ta ycHOT iH(pOpMaIIii, MO HAJAETHCS Halli€HTy/30pOBOMY JOGPOBOJIBIIO ab0
3aKOHHOMY IIPEJICTABHUKY/APYTOMY 3 IOJPYAOKS/GIU3bKOMY POHUY)

®opma iHhopMoBaroi srou (iHbopMalis 1 mamienTa/3M0pOBOrO I0OPOBOJIBIIA
Ta (Qopma iH(QOpMOBaHOI 3roaM) — NOKYMEHT, 3a IOIIOMOTOIO 03HalOMJICHHS,
PO3’SICHEHHS, i ANUCAHHS i AaTyBaHHS SKOTO OpOPMIIIETHCS iH(popMOBaHa 3roja.

Y nmuceMOBiH Ta ycHi imdopmarii, mo HamaeThcs Hali€HTy/300POBOMY
Ho0poBoIBIIO  a60  3aKOHHOMY NPEACTaBHUKY/OMM3BKOMY pOAHYY/IpPYyroMy 3
IOJPYXOKs, 3a3HAYAEThCA iH(pOopMaIiid IO0:

JOCIiHALBKOTO XapaKTepy KIiHIYHOTO BHIPOGYBAHHS,

3aBIaHb KJIiHIYHOTO BUIIPOOYBAHHS;

JOCII/DKYBAHOTO IKapchKOro 3acofy, B TOMY H9HCIi CTOCOBHO BiporimHocTi
IOOIYHMX peaKnii Ta MOXIMBOCTI 3amydeHHSA 10O ONHie 3 TPyl KIiHI9YHOTO
BUNPOOYBaHHS;

NPONEAYp NPOBEACHHS KIiHIYHOTO BUIPOOYBAHHS;

npas Ta 060B'SI3KIB JOCIIKYBAHOTO (cy6’exTa mocmimkenns);

HE3PYYHOCTeH I JOCHKyBaHOrO (Cy0’eKTa [OCTIMKEHHS), a4 TaKok
OYiKYBaHOTO PH3HKY Ta OYiKyBaHO] KOPHCT;

KIiHIYHOr0o BUIIPOOYBaHH, SIKE He MA€E JTiKYBaIbHOTO XapakTepy;

IHIMX BUJIB MEAMKaMEHTO3HOTO ab0 HeMeITMKAMEHTO3HOTO JiKyBaHHSA, IO
MOXyTb OyTH MpH3HaYeH] HOCIiHKyBaHOMY (cy6’exTy mocmimKeHHs);

KoMIIeHCalii Ta/abo IiKyBaHH:, Ha SKi JOCITiMKyBaHMi (cy6’exTa mocmimxeHHs)
MOX® PO3paxOBYBaTH y pa3si 3aBJaHHA IIKOAHW HOTo 3JOPOB'0 I Yac KIiHIYHOTO
BANPOOYBaHHs, BKIIOYAI0YX iHYOPMAIIiIO IIpo JOroBip CTpaXyBaHHs BifIOBifaNIBEHOCTI
3ajiBHUKA IepeA TPETiMu 0CcobaMu (IOCTiMKyBaHHM/CY6’€KTiB JOCTiIKEHHS) MIOHO
HAHECCHHS INKOAM IXHBOMY JKHTTIO T4 3[OPOB'I0 Wi Yac IPOBEACHHS KIiHIIHOTrO
BUNPOOYBAaHHSA  JIKapCBKOTO  3acoby i3 3a3HAYCHHAM HallMEHyBaHHA Ta
MICIIe3HaXOIKEHHs CTPax0BOi KOMITaHii, HOMepa Ta JaTh YKIIaJIEHHS IOTOBOPY ™ *;

PO3MIpY Ta yMOB BHILIAT JOCIiIKYBaHOMY (Cy0’exTy mOCHimKeHHS), SKIO Taki
nepenbadeni (OKpiM CTpaxoBux);

BATPAT JIOCIIIKYBaHOTO (Cy6’€KTa MOCITiMKEHHS), AKIO TakKi OYIKYIOTBCS,
TOB'SI3aHUX 3 HOT0 y9acTio B KIiHIYHOMY BHIIPOOYBaHHI;

JOOPOBLIBHOT yUacTi y KiIiHiYHOMY BHIPOGYBAHHI i MOKIHBOCTI JOCTiIKYBaHOTO
(cy6’exTa moCHimKeHHs) BiAMOBHUTHCS Bif Hel B OyAb-SIKUif MOMEeHT Ge3 MOsACHEeHb, 663
OyAb-SKMX CaHKILi# a60 06MeKeHb HOro 1paB;

TIpaB IpeACcTaBHUKIB LleHTpy, KOMICii 3 IHTaHb €TWKHM Ta CIIOHCOpAa CTOCOBHO
6e3nocepesHLOr0 AOCTynmy 10 iH(pOpMamii y IepBUHHIM Memuumii JTOKyMEeHTAIIi{
JOCIIIKYBaHOTO (Cy0’€KTa NOCIiMKEHH) st HepeBipKU mpouenyp Ta/abo maHmx
KIIHIYHOTO BHOpOOYBaHHS Ta/a6o  ii 00po6km, 6e3 IOPYLWICHHS IIPH LBOMY
AHOHIMHOCTI IOCIiIKyBaHOTO (Cy6 eKTa JOCITiDKEHHS);

CBOE€YACHOCTI O3HAKOMIIEHHS JOCILIDKYBaHOTO (Cy6’eKTa JOCIiIKeH ) abo Horo
SAKOHHOr'o IIPC/ICTaBHHKA 3 HOBOIO iH(popMaIi€lo, IO MOXKe BILIMHYTH Ha OaKaHHS
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JOCTIIKyBaHoOro (Cy6’eKTa MOCTI/DKeHHS) HPOJOBXKHTH Y4acTh y KIIHIYHOMY
BUAIIPOOYBaHHI;

BUKOPHCTaHHS IIEPCOHANBHUX JAHUX IOCIiMKYBaHOTO (Cy0’e€KTa HOCIIKEHHS)
II1 TPOBENEHHS INhOT0 KIIHIYHOTO BHOPOOYBaHHS BiANOBIZHO /10 3aKOHY
VYkpainu «IIpo 3axucT mepcoHaNbHUX AaHUX», a caMe: METH OOpPOOKH MepCOHATBHUX
JaHuX, CKIamy Ta 3MICTy II€pCOHAIBHUX HAaHWX, BOJIOIUIBIYI IEPCOHANIBHHX NAHHX
HaIi€HTa/30pOBOr0O JOOPOBOIBLS, JOCTYITY IO IIEPCOHAIBHIX JAHUX TPETIX 0Ci0;

0Ci0, [0 SKAX MOXKHA 3BEPHYTHCS U OJESPIKAHHS MOMATKOBOI iH(popMamii mpo
KJIiHI9HE BUNPOOyBaHHS 1 IpaBa MOCTIIKYBAHOTO (Cy0’€KTa JOCIIIKEHHS), 4 TaKOXK
GizpyHEX Ta/ab0 IOPUANYHUX OCI0, 3 SIKUMH JOCHIKYBaHMH (Cy0’€KT JOCIiIKEHHS)
MOX€ 3B'A3aTHCA y pa3i 3aBIaHHSA INIKOAW MHOTO 3M0pPOB'I0 IiJ Yac KIiHIYHOIO
BHATIPOOYBaHHS;

00CTaBMH Ta/abo IPUYMH, 4Uepe3 sKi y4acTh JOCHIKYBaHOro (cy6’ekTa
AOCII/DKEHHS) Y KIiHIYHOMY BHIPOOYBaHHI MOKe OyTH NPUIIMHEHA;

TPUBAJIOCTI y4acTi JOCHIDKyBaHOro (Cy0’eKTa MOCHIKEHHSA) Y KIHIYHOMY
BUNIPOOYBaHHi;

IPHUOIU3HOT KiBKOCTI JOCHiKYBaHAX (Cy0’€KTiB HOCIIIKEHHS), 10 GpaTuMyTh
y4acTb y KIiHIYHOMY BHIIPOOYBAHHI.

Bimomocti mpo pmocmimxyBaHOTO (Cy0’eKTa MOCHIIKEHHS) 30€piraloThesi B
TAEMHHII Ta 0OpOOIAIOTECA B MeKaxX KIHIYHOTO BHIPOOYBAaHHS Y 3HEOCOOIEHOMY
BUTJISIIL.

MoxmmBicTh TSt JOCITIIKYyBaHOT'0 (cy0’exta TOCITiIDKEHHS)
IOrOAUTHCH/BIIMOBATHACE IO/I0 iHGOPMYBATH CIMEMHOro JiKaps Opo HOTo y4acTh y
KIIiHIYHOMY BHIIpoOYBaHHi (3a moTpesn).

®opma 1HPOPMOBAHOI 3rod, KPiM TOTO, MOBUHHA OyTH miamHcaHa JOCTITHHAKOM,
AKHA  OTpUMyBaB  iH(OpPMOBaHY 3roLy, Ta MHOCIHKYBaHHM  (Cy6’€KTOM
JOCHIDKEHHA)***, a2 33 yuacTi HemiesmaTHWX JOCTIMKYBaHMX (CyO’€KTiB
JOCT/DKEHHs), SIKi HECIPOMOXHI CaMOCTIHHO AaTh iHpOpPMOBaHy 3rOIy, — 3aKOHHAM
IPENCTABHUKOM / OJIU3BKUM POAUIEM/APYTHM 3 IOIPYXIKS.

* B iHTepecax MOCTimKyBaHOTO (Cy6’ekTa AOCTIKEHHS) iHGOPMOBAHA 3rO/a Ma€c OyTH IONOBHEHA iHIIOIO
IIPOTOKOJ-CTIeTM(igHOI0 iHpOpMAITicro.

** Iaopmanis MO0 JOTOBOPY CIpaxyBaHHA Ta CTPaXOBOi KOMIaHIi (HaliMeHyBaHHJ, agpeca, KOHTaKTHA
ocoba, Tenedor/dakc, €NEKTPOHHA IMONITA TONIO) 3aMOBHIOETHCS WIGHOM JOCHIIHMIBKOT KOMAHIH
Gesnocepenspo B JII3 mpm migmucamni iHGOPMOBaHOI 3rofd IAIIEHTOM/3[0POBHM JIOOPOBONEBIIEM Ha
HificTaBi BiMOBi/HOT indopMaii Bil 3as5BHUKA KITIHIYHOTO BUIIPOOYBAHHSL.

*#% Y pasi yuacri y wiiniuHOMy BUNpoGyBaHHi ManomiTHIX (mo 14 pokiB) T2 HemOBHOMITHIX (Big 14 go 18
pOKiB) oci6 HeobximHO oTpuMyBaTH iH(OpMOBaHY 3rozty 000x OaThkiB. MaomiTHIM Ta HENOBHOMITHIM
0co0aM HaJaeTbCA MOCTYNMHA IS iXHBOTO PO3yMiHHY NWCBMOBA Ta YCHa imdopMamis mpo KIiHigHe
BunpoGyBanHs. HenoBHOMITHIM naieHT 0coGuCTO MiANHUCye Ta AaTye indopMoBaHy sroxy. Indopmaris mozmo
3a/lyqeHHs MANOJITHIX Ta HENOBHOMITHIX JiTel HANPaBILeThCA B AOBiNBHiM (opMi 10 opramis omiku Ta
HiKTyBaHHA 3a MiCIeM MOCTIHHOTO MPOXUBAHHS JUTHHA.

Y pasi sany4eHHs Heli€3JaTHHX MOCIIDKyBaHUX (Cy6’eKTiB NOCIIIKEHHs), SKi HECTIPOMOXKHI CaMOCTiMHO
HaTH iHdopMOBaHy 3rofly, Bi/IOBIXHO 10 criemuiky KociikenHs indopMoBana 3rofia Mae GyTH OTpEMaHa y
Horo 3akOHHOTO Hpe,I[CTaBHI/IKa/6J'II/ISBKOI‘0 poauua/Apyroro 3 monpyxoxs. 3a HeobGxigHOCTi B iHhopMOBaHii
3roJi CTaBUTHCS IINC CBiAKa.
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7o Ilopsanky npoBeneHHs KIIiHIYHHAX
BUNPOOYBaHb JTiKapChKUX 3ac00iB Ta
€KCIIEPTH3HU MaTepialliB KIHHIYHUX
BHIPOOYBaHB

(ab3am " saTuld, mysKTy 1, posniny V)
(migmynkr 18, myskTy 1, posainy VII)
(mignyskr 11, myskry 4, pozainy VIII)

Ilpodeciiina aBroGiorpadis gocaigauxa CV’

IlpisBume, iM’s1, m0-6aTHKOBI:

OcBiTa (3a3Ha4nTH HA3BY 3aKIajly BHUINO] OCBITH, 1aTa OTPHMAaHHS AUILIOMA):
CreniansricTs (3a3Haure, 3a KOO CIIENiaNbHICTIO):

IlicnsnunnomMEa  oceita (iHTepHATYpa, OpIMHATypa, AacHipaHTypa, KypcH
i BUIIEHHs KBawidikanii, TeMaTiuni ynockonameHns TOMIO):

Kareropis (sxmo €, 3a3H349Te 33 KOO CHEIiaIbHICTIO):

Buena cryninp Ta 3BaHHs (IKIIO €):

Micue po6ora Ta mocana (3axmaj MOBHICTIO, TOcana HOBHICTIO):

OCHOBHA:

3a CyMiCHHUIITBOM: 4

LUBiILHO-IIPABOBi HOTOBipHi BiHOCHHN:

Crax poboTH 3a cremialbpHiCTIO:

- Hayxosi nparii, aBTopcski cBinonrsa (mepertix 0CHOBHEX MOHOrpadiii, crarei,

MCTOOUYHMX pEKOMEHZaIliii 3a mpo(ileM 3alIaHOBAHOIO  KINHIYHOI'O
BHIIPOOYBaHHS, SIKIIO TaKi €):

10.HasBHicTh KOCBiMY y MpoBemeHHI KIHIYHEX BUNPOOYBaHb JIIKApPCHKUX 3aCO0iB

(3a3sHauTe KOAM KIiHIYHAX BUNPOGYBAHb, B AKHX OpaJi y4acTs):

11.5Ixy po6GoTy BUKOHYBaB mmin wac KIiHIUHHX BUNPOOYBaHb JIKAPCHKUX 3ac00iB

(BiAMOBimANKHMY JOCTITHHUK, CIIIBIOCIIiIHHK):

12.Y9acts y xoHbepenuisx, ceminapax, 3’i3nax:
13. HasBricTs ceprudikarie (GCP, napuamms 3a CHEIaNbHICTIO, ceMiHapy,

KOH(epeHil, TeMaTHIHe yIOCKOHATICHHS T2 TOIIO):

14.KonTakTHi mami (Micume 3HAXOMKEHHS Ta azpeca Micus poOOTH, KOHTaKTHi

Tenedorn, e-mail):

[ara IMiamwmc

* ™ . . .
IIpodeciiina aToGiorpadis mocminumka (CV) 3an0BHIOETECS AEPKABHOIO MOBOIO.
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1o Ilopsaxy nposeneHHs KITiHIUHEX

- BHNIPOOYBaHB JIKAPCHKHUX 3ac0biB
Ta eKCIIEPTU3H MaTepiamiB KITHIYHHX
BHIPOOYBaHb
(mimmysxT 1, myExty 1, posginy VII)
(mizmyskr 1, mysxry 4, posziny VIII)

CYITIPOBIIHU JINCT
710 3a5BU PO NPOBEICHHS KIIHITHOTO BUNPOGYBAHHS JIKapCEKOro 3aco0y j0 MO3 O
Vkpainu:
A0 3aiBM JULSL OZICpXKaHHS IIOTO/DKEHHST KOMICil 3 ITITaHb €TUKH 100 IPOBEACHHS O

KIIHIYHOTO BUIPOGYBAHHA JTiKapCEKOTO 3aco0y:

(3as6HuK)

HAJla€ Ha EKCIEePTA3Y/OLIHKY MOPAIbHO-eTHIHEX T4 IPABOBHX ACIEKTIR
(Heobxione niokpecnumu)

MaTepiay KIiHI{IHOTO BUIPOGYBAHHS 3 METOMO CKIIAIaHHS BHCHOBKY/IIOTO/I’KEHHS IOIO0
IPOBE/ICHHS KILIHITHOTO BUIIPOOYBaHHs B Ykpaisi:
(neobxione niokpecnumu)

(ToBHa Ha3Ba KIIIHIYHOrO BUNPOGYBAHHS)

Kozoanuit Homep npotokoty xiiniugoro BHIIPOOYBaHHSL:

HocmimxyBanuit Tikapcrkuit 3aci6 (nazBa):

Cnoncop:

Inma paxmmBa ingopmanis, skmo e BimMigaroTBCH 0COGIIMBOCTI KIHIYHOTO BHIPOGYBaHHSL,
HallPHKJIA)] IICPIIe BBEJICHHS HOBOI Jif0Y01 PEYOBMHY JIO[MHI, HE3BHUAiHi JOCIKyBaHi JTiKapehKi
OpenapaTd, OCOONMBI IPYmH  AOCIIMKyBaHHX (cy6’extiB  mocmimkenns), HE3BHYAHHMM InIaH
IPOBE/ICHHS KIIIHIYHOTO JOCIi/PKEHHS, YMOBH BHILIATH a60 KOMIIeHCAIli] NOCHiUKYBaHEM (cy6’exTam
AOCII/DKEHHS) 38 YIaCTh Y KIHHIIHOMY BHIIpOOYBaHH].

3agBHAK

(mpisBuE, M’ IO GaTHKOBI (nmara) (migmac)
(mpyxoBaHmMY niTepam))
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| 1o Hopsaxy npoBeneHHS KNIHIYHAX
BUIPOOYBaHb JKAPCHKUX 3aC001B
Ta EKCHEPTU3H MaTepiajiB KIIiHITHHX
BHIIPOOYBaHB
(mipmyHKT 2, myskTy 1, posginy VII)
(mimoyHKT 2, myHKTY 4, posainy VIII)

3ASIBA
PO NPoBeeHHsI KIIHIYHOr0 BUNIPOOyBaHHS JiKapChKOro 3aco0y / Horo KeHHs
Komicil 3 NMTaHb eTHKM MI0/10 POBEJEHHS KIIHIYHOro BUNpPoGyBaHHS JiKapChKOro

3acoly
3ASBA ITPO ITPOBEJEHH S KJITHIYHOI'O BUIIPOBYBAHHS O
JIIKAPCBKOI'O 3ACOBY JIO MO3 YKPATHU: )
3ASIBA IS OJEPYKAHHS ITOT'O/DKEHHSA KOMICII 3 ITMTAHD O
ETHUKWU:

A. TNEHTUPIKAIIA KJITHIYMHOI'O BUTIPOBYBAHHSA

IToBHa Ha3Ba KIiHIYHOTO BANPOGYBaHHS:

Konosanwii HOMep IPOTOKOIY KIiHIYHOTO BUIPOGYBaHHS (npuBnacHEeHHMH CIIOHCOPOM), Bepcid 1 Jara:

Jit Oyn5-51K0T0 MepekIafy NPOTOKONY KIHIYHOTG BUIPOGYBAaHHA HEOGXimHO BKasyBaTH Ty caMy HaTy i Bepciio, mo
3a3Ha4eHi B opImHam,HOMy JIOKYMEHTI.

Homep EudraCT' (3a HAgBHOCTI):

Hasga abo cxopoqua Ha3Ba KIIHIYHOTO BUIIPOGYBAHHS (SKINO 3aCTOCOBYETHC):

Homep ISRCTN® (3a HAasgBHOCTI):

! BudracT (Buropean Union Drug Regulating Authorities Clinical Trials) — €mponeiicbka Gaza maHMX KIHITHIX
BHIPOGYBaHb.

2 ISRCTN (International Standard Randomised Controlled Trial Number) — Mixsapoqsuii CTaHZApTHHI HOMep

paH,ZIOM13OBaHOI‘0 KOHTPOJIBOBAHOT O KITIHITHOTO BHHpOGYBaHH}I
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B. JIIEHTU®IKAILISI CHOHCOPA

B1. Cnioncop

HaiimenyBarns ropuanasoi oco6u / I1. I B. dismaroi ocobu:

I1 I.b. xorTakTHOI 0OCOOH:

MicnesnaxopKeH S I0pUIMIHOT 0c06H / MicIie IpOXKUBaHHS Pi3HIHOT 0cobH:

KonraxTauii renedon:

Daxkc:

Azipeca eneKTPOHHO]T MOIIITH:

B2. Odiniiiamii npexcraBauk croncopa B YxpaiHi 3 MeT0I0 TPOBeAEHHS XAHOTO KIIHIYHOrO
BHNPOGYBaHHS (JKIIO I HE caM CIIOHCOD)

Haiivenysanns ropuuaroi oco6u / I1. I. B. dizuumoi ocobu:

II. I. B. xoBTaKTHOL 0CO6H:

MiciiesnaxoiKeHHs IOpUAMIHOT 0coGu/MicIe IPOXMUBAHHSA (hi3HuHOi 0co6H:

Konrakramii tenedon:

®daxc:

AJnlpeca eleKTPOHHOT ITomTH:

C. IHOOPMAILISA ITPO 3ASIBHUKA (mosHayTe BigHOBiNHY KIITHHKY)

C1. 3asBa 1o MO3 Yxpaiuu 0 C2. 3asBa 10 Komicii 3 mmTame | [
€THKH
Cooncop N
O¢iniiiamit npefcTaBHUK cHOHCOpa 0
Ocoba a6o opranizamnis, 0 Croncop O
YTIOBHOBa)KEHA CIIOHCOPOM J{I Odiuitinmit npencTaBHuUK CIOHCOpa O
HOJAHHS JaHOi 3a4BH. Y IBOMY Ocoba abo opramizarmis, O
BHIIAJIKY BKAXKITh: YIOBHOBXXEHA CIOHCOPOM JIJIs
HaliMEHYBaHHS FOPHIMIHOL NOAAHHS IaHOI 3asiBH. Y IbOMY
ocobm / I I. B. disuuroi ocobu; BHIIQJIKY BKaXKiTh:
II. I. B. xorTakTHOI 0cO6H; Ha¥MEHYBaHHS IOPHUAMYIHO]
MICIIe3HAX OJPKEHHS FOPHIUIHOL ocobu / I1. I. B. dizmanoi ocobu;
ocobu/MicIe MPoKUBaHHES bi3HIHOT IL. I. b. xoHTaKTHOI OCOOH;
oco0Om; MiCII€3HAXO/KEHHS FOPHAXTIHON
KOHTaKTHUH TeneoH; ocobu/Miciie mpoKUBAHHS
baxc; bismunOl 0co6H;
apecy eNeKTPOHHOI IIOIITH KOHTaKTHHH TenedoH;
axc;
aJIpeCy CIEKTPOHHOI IIOINTH
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D. IHOOPMALIA ITPO JOCJILIXXYBAHNUM JIKAPCHKUII 3ACIB
(JITIKAPCBKI 3ACOBH), IO BUKOPHUCTOBY ETHCA(IOTHCS) Y
BUITPOBYBAHHI: JJIKAPCBKHIA 3ACIB JOCAUIKYETHCS ABO
BUKOPUCTOBYETHCS SK ITPEITAPAT IIOPIBHSHHS TA ITPEIIAPAT
CYIIYTHBOI TEPATII /TONIOMDKHUI (HE JOCJIIKYBAHMIN)

JIKAPCHKHM 3ACIB ‘

Y mnsoMy poszini HeOOXifHO Tepel IOYATKOM IPOBEAEHHS MpONENYp, fKi crenubiuHo
TOB’f3aHi 3 KIIHIYAEM BHIPOOYBaHHAM (IIpOLEAYpH IS 3abesmedeHHs CImoro” METOoIy
JOCI/KeHHS, TAKyBaHHS Ta MapKyBaHHs JOCII/DKYBAHOTO IIPENapary, CIEeMialbHO po3poObiieHi It
KIHHIYHOTO JOCTi/UKCHHT), HajaTd iH(OpMAII0 HPO KOXHHH "Hepo3dacopanmii Tmpemapar”
HE3aJIEKHO BiJf TOTO, YH € JaHHH Hpenapar TAM, IO JOCIIDKYEThCS, YH € IPEHapaToM MOpiBHAHHA. Y
posaimi E noennHa 6yTw HamaHa iHpopMauis, mo cTocyeThes mIane6o (Ko me BaXXIHBO). SIKImo
NPy MPOBE/CHHI KIIHITHOTO BHIPOOYBAaHHS IUIAHYETHCA 3aCTOCYBAHHA JEKLTBKOX JOCTIKYBaHUX
JIKApCHKUX 3aco0iB, IpemapariB NMOPIBHAHHSA, IIPENapaTiB CYHyTHHOI Tepamnii / JONMOMiKHEX (He
JOCIi/DKYBaHUX) JTIKapCHKUX 3acOGiB BHKOPHCTOBYHTE NOIATKOBI CTOPiHKM Ta HaJalTe KOXKHOMY
HOCTiIDKyBaHOMY JKapchKOMy 3acoly, Npemapary MODIBHSHHS, mpenapaTy CyIyTHBOI Tepamii /
JOIOMDKHOMY (HE JOCIIIXyBaHOMY) JIKapChKOMY 3ac00y IOPSAKOBHIL HOMep. Indopmariis mosuHEA
OyTu HajaHa NpO KOXKHHM HOCIIDKYBAaHHH JiKapchKuii 3acif; mpemapar IOpiBHAHHS, Ipemapar
CYNyTHBOI Teparil / JonoMixuuil (He HOCIiKyBaHMIt) JKapchKHif 3aci6 BiAMOBITHO, SKIIO BOHH €
KOMOIHOBaHHMY, HeoOXifHO HajaTd iHGOPMAII0 IPO KOKHY aKTHBHY CyOCTaHIiI0 (mirouy
PEYOBHHY), IO BXOMHUTH JI0 1X CKIIay.

VKaxiTs, MO 3 IepepaxOBaHOTO OMHCAHO HEKYE, MOTIM 32 notpebu HOBTOPITH iHGOpManito mpo
KOXXHHY IPOHYMEPOBAHM MOCII/DKYBaHUM IHKApCHKUI 3aci6, sKumii OyZe BUKOPHCTOBYBATHCH Y
KIiHIYHOMY JI0CHIi/KeHHi (HaJaBaiiTe OPSIKOBI HOMEPH, IIOUMHAOYH 3 1):

Indopmania BizHoCHO JAOCIKYBAaHOTO JTIKAPCHKOI0 3aco0y 3a HOMepoMm:
Jlikapcrkuii 3aci6, mo Gyae gocaigKkyBaTHcs O

Jlikapcbkuii 3aci6, 10 BAKOPHCTOBY€EThCH K npenapar nopisHaIHHA 0

Jlikapcpkmii 3aci6 cymyTHBOI Tepamii / nonomixHoro (He AOCTIIXKyBAHOI'0) JHIKAPCHKOI0 3ac00y

D.1. CTATYC JOCIIZKYBAHOI'O JIKAPCBKOI'O 3ACOBY B KJIIHIYHOMY

BHUITPOBYBAHHI
D.1(a). Yn € peecrpamniiine Tax | Hi Axmio «Tak», yKaxith Taky indopmaniio
HOCBIIYeHHA HA TOCHiKyBaHMi TOProBe/lb- | HAMEHYBAHHS HOMep
JiKapchKHii 3a¢i6: Ha Ha3Ba' IOpHANYHOT peecrpaniiino-
ocoou /11 L. . ro
pizmanoi noceingenns’
ocodu —
BJIACHHKA

peecTpaniiino-
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To

l'lOCBi}I‘IeHHfll

O
|

* B YKpaiHi

[

* B iHMIi# Kpaini. SIkimo BigmoBins 0
«TaK», BKAXKITh Y AKiii:

D.1(b). SIxmo y xmimiamomy BunpoGyBanHi OyZe BHKOPHCTOBYBATHCS SIK JOCTIIKYyBaHHI
JiKapchKHH 3aci0 3apeecTpoBaHmMii B YKpaini Jikapchkumii 3acif, ajge 3riqHo 3 mpoTokosoM
KIiHIYHOTO BHOPOOYBaHHS 0 HOro MOYATKY HEMOXJIMBO TOYHO imeATH(IKyBaTH
AoCTLKyBaHHi JikapesKuii 3acif, nepexopbTe 10 3anoBHeHHs po3diay D.2.

Yu Oynu panime 103BoJieHi B YKpaini kiinigni Bunpoysannsg 3 OTax O Hi
BHKOPHCTAHHAM I5OI0 JiKapChKOro 3aco0y?
Yu OyB nanmii JoCTiMKyBaHMI JiKapcLKMii 3a¢i6, npusHAYenHii 1is 0 Tak 0O Hi

3aCTOCYBAaHHY 32 AaHUMH N0KA3aM¥, BA3HAYEHHN AK Npenapar ajia
JIKyBaHHS PiIKiCHHX 3aXBOPIOBAHL?

SIkmo «rak», BKAKITL HOMEp, NPUBIACHEHHI| HOMy Sk IpeNapaTy ist JIKyBaHHS PiAKiCHEX
3aXBOPIOBAHD

D.2. OIIMC JOC/IIKYBAHOI'O JIIKAPCBKOI'O 3ACOBY

Hasga sikapcbkoro 3acoby :
. wd
Kog gikapebkoro 3aco0y (3a HasisHOCTI) :
Ha3pa xoxkHol akTHBHOI cyGcrannii (MikHapoJHa HemaTeHTOBAaHA HA3Ba 260 3alpONoHOBaHA
MUIKHADOJH2 HENATEHTOBAHA HA3Ba, #KMO €, BKAXKITh, YH BOHA 3aNPONOHOBAHA 4H

3aTBepKeHA):

Tami Ha3sBH KOKHOT aKTHBHOT cy6cTanmil (momep 3a CAS-pericrpom’, koa(-u), NpHUBJIACHeHUN(-i)
CIOHCOPOM, IHIi ONMCOBI HAZBH):

ATC-kog, axmo Bin odiniiino 3apeGCTpOBaHui»i6:
Jikapcbka ¢opma (BUKOPHCTOBYITE 3araIbHONPUIHATY TEPMiHOIOTII0):
Crroci6 3acTocyBanns (BHKOPHCTOBYiTe 3araabHONPHHHATY TepMiHOJIOTiI0):

Cuna fiil (BraiTe KoxHy cuuty Aii, o Gyae Bukopacrana y BHIIpOOYBaHHi):

KonnenTpanis (drciose 3Ha4eHHs):

i inopmanis € y KOPOTKili XapaKTEPHCTHII TiKAPCHKOTO 3aco0y.

Binnosizgso o Perictpy €sponeiicbkoro CriBToBapHCTBA JKAPCHKAX Tipenapartis Ut NiKyBaHHA PiOKICHAX
3aXBOPIOBaHb 260 iHIIOT0 MiXKHAPOXHOTO PETiCTPY (3a3HAYKMTH SKOTO).
? Sxmo BiACYTHSs TOpToBeJbHA Ha3Ba, HEOOXIAHO BKa3aTH HA3BY, AKY BHKOPHCTOBYE CIIOHCOP Iy imerrmdikanii
HOCIIIKYBaHOTO JIKapChKOro 3acofy B JOKyMEHTAL{l KIiHITHOrO BUTIPOOYBaHHA (IPOTOKOIM, 6pOLIypi JOCII HIKS).
* Sxmo BigcyTHSI TOPTroBEIbHA HA3Ba, BKA3aTH KOJ, IPHBIACHEHMH CIIOHCOPOM, IO BUKOPUCTOBYETHCS CIOHCOPOM JULL
inenTrdixanii A0CITiTKyBaHOTO TiKapCHKOTO 3ac06y B JOKYMEHTAL(] 3 KIIHITHOTO JOCITKCHHS. Ileit xom Moxe
3aCTOCOBYBATHCh y pa3i koMOiHaIIii JIikapChKuX 3ac06iB.
> CAS-pericTp akTHBHEX CyGeTaHmilh AMepuKaHChKOT CIUIKH 3 Ximii (American Chemical Society).

3a3HaYEeHO B KOPOTKMI XapaKTEPHCTHL] TIKAPCHKOTO 3ac00y.
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OZIVHHUIIA KOHI[EHTPAITii:
BHJI KOHIIEHTpaIii (HiIKPeCTiTh BiAMOBIHE: «TOUHE YHMCIIOBE 3HAYCHHS», «Jllana3oH», «OLIbIIe HiX>
abo «He OLibIIe HiX»)

Tun JgikapcbKoro 3acody l |

MocnikyBanuii JikapchKuii 3aci6 MiCTHTL aKTHBHY cyGcTaHIi0:

XiMI9HOTO ITOXOKECHHS 0 Tax O Hi
6i070ri9HOr0/6i0TEXHONTOTIUHOTO TIOXOMKEHHS 0 Tax 0 Hi
Ieii gixapcenkmii 3aci6 e:

1) nmikapcekuM 3ac060M, IIPH3HAYEHAM 1St T€HHOI TepaItii- [ Tak 0 Hi
2) paniodapManeBTHIHHM JHKAPCHKUM 33C000M 0] Tax 0 Hi
3) iMyHOMOTi9HEM TTiKapCHKEM 3aC060M. 0 Tak O Hi
4) nikapchKuM 3aC000M POCITMHHOTO ITOXODKEHHS 0 Tax O Hi

5) TOMEOaTHYHAM JHKAPCEKAM 3ac000M
6) iHIMM THIIOM JiKapChKOro 3acoby
SIkmo «rak», yTOUHITE SKUM:

O Tak OHi
O Tax OHi

! 3anoBHiTH TAKOXK poszimz D.3 taD 4.

D.3. TOCIIKYBAHI JJIKAPCBKI 3ACOBHY BIOJIOTTYHOI'O ABO BIOTEXHOJIOTTYHOTO

MOXO/UKEHHS
Tun gikapcbkoro 3acoby
EKCTPaKT 0 Tax O Hi
pexoMOiHaHTHuMIA O Tax O Hi
Ipenapar Kposi abo IDia3Mu KpoBi 0 Tax O Hi
1HTIi O Tax O Hi
SIxmo inmi, To BKaXiTh:

D.4. TOC/HIAKYBAHI JIIKAPCBKI 3ACOEH, IIPU3HAYEHI JiISI TEHHOI TEPAIIIT

3anisauii(-i) ren(-n):
I'enna Tepamis in vivo: 0 I'enna Tepamis ex vivo: [
Tun JikapceKoro 3acofy, Mo BHKOPACTOBYEThCS LISl HEPEHECEHHs TeHa
Hyxneinopa kucnora (Hampuxiaj mwiasmiaa): O Tak OHi
SIxmo «rakx», yTO4HiTS:
qmcTa O Tax O Hi
y KOMILIEKCI N Tax [Hi
Bipychmit TIEPEROCHHK: . . [] Tak OHi
SIKmo «raK», yTOYHITH THIL: aleHOBipyC, PETPOBIpYC, [ Tax 0Hi
aJieHoacoNifoBanmii Bipyc:
iHmmi: .
.. . . O Tax O Hi
SIKINO «iHIMi», YTOYHITH SKi:
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E 1. IHOOPMAIISA BITHOCHO IVIAITEBO (sIKmo 3acTocoBy€eThes Giibie
OZTHOT'0, IIOBTOPIOBATH iH(pOpMaLio AJIs1 KOKHOIO)

Yn BuKOpHCTOBYETECS ITane6o; [J Tax O Hi

Tnopmania mone mnane6o mizx Homepom:

YKaxiTe HOMEp JOCIi/UKYBAHOTO TiKapChKOTo 3acoby 3 posziny D, mo mocmimkyeTses 3
BHKOPUCTAHHSIM
mnane6o
Jlikapceka opMa:
Crocib 3acTocysanms:
Cxran, 6e3 ypaxyBauHs akTHBHOI(-HX) cybcranmii(-if):
ineHTHYHMI JOCTIHKYBAHOMY TiKApCHKOMY 3ac00y O Tax O Hi

AKIIO «Hi», BKAXKITh OCHOBHI iHrpemienTn:

E 2. IHOOPMALIA IIIOAO CYIIYTHIX MATEPIAJIIB (SIKIIIO 32CTOCOBYETHCS)

Yu BHKOPHCTOBYIOTHCSH cynmyTHI MarTepiajim: 0 Tax O Hi

Inopmanis mono cyuyrrix Marepiais;

F. BITOMOCTI INPO BUPOBHUYY JLISHKY, BIJHOBITAJIBHY 3A
BHUITYCK JOCI/IZKYBAHOT'O JIKAPCHKOT' O 3ACOBY TA IIPELAPATY
CYIIYTHBOI TEPAIII /AOMIOMIXHOT'O (HE JOCIKYBAHOTO)

JIKAPCBKOI'O 3ACOBY | |

Heit posmin crocyetses mocmimKyBaHOTO JKapchKoro 3acoly, mpemapary MOPiBHAHHS Ta
IpenapariB CyIyTHBOI Tepamii/qonoMiKHEIX (He mocnimKyBaHWX) HMiKApCBKHX 3acoGiB, CIEIiatbHO
HiITOTOBNCHUX /(I BHKOPHCTAHHS B KIiHI9HOMY BHIpPOGYBAaHHI (BHTOTOBJIEHI, pasIIOMi30BaHi,
yUIaKOBaHi, MapKipoBai). 3a HAjIBHOCTI JEKITBKOX BHPOOHMYMX JiNMHOK ab0 JeKiIbKOX
JOCTIIKYBaHHX JHKAPCHKHX 3acO6iB BAKOPHCTOBYHTE NOJATKOBI CTOPIHKH i BKAXiTh IUIS KOXHOTO
JOCTIKYBaHOTO JHKApPCHKOTO 3aco0y HOMep, HaBelemmii y po3aim D a6o B posmimi E 1 (mmm
mane6o), i 3a3HavTe, KU TOCITiKyBaHMH MiKapChKHH 3aCi6 BAyCKAEThCS Ha KOXKHIM 3 TLTSHOK.

Bignosigaabnmii 3a BHITyCK FOTOBOI0 10 KJIiHIYHOro BUNpoGyBaHH AOCJIHKYBAHOT O
JIKapCHKOro 3aco0y (3a3mauTe HeoOXxiane):

Bupoonuua ginauxa BilOBigac 3a BUIycK Takoro AOCIIKYBAHOT'0 JIKAPCHKOro 3aco0y
(yxaxiTe HOMep(-n), HaBelennii(-i) y posaini D, g nocnigxysanoro Jikapcbkoro 3acofy i B
| posaini E 1 — pya nurane6o):

Bupobunx | 0




IIponomxenns Jomatky 5

Immoptep 0
Bupo6ruxk i iMmoprep O
HaiiMenyBanHs opranizarii:

Micne3naxo KeHHS:

Cepis Ta HOMeD Jinten3ii BupoGHuKa a6o iMimoprepa:
SIKIO BiAICYTHA JiIEH3is, YKaXITh IPUUHHY:

®akT IpOBEAEHHS {HCTIEKIil AaHOI BUPOGHHUYOI MUISHKY yroBHOBaxkeHUMH ) Tak O Hi
opraHamu

JIKImo «Tak», YKaXiTh KAM Ta JaTy OCTAHHBOI iHCIIEKIIii:

G. 3ATAJIBHA THOOPMAIIA IIOAO KJITHIYHOI'O BUIIPOBYBAHHS

Hocninzysanmii naTosoriunumii cran a6o 3aXBOpIOBaHHSA

XapaKkTepHCTHKA IIATONOTTYHOro cTany (y ZOBiMbHIN dopmi):
Kon simmosimro xo Mixaapoauoi kiacudixanii xsopo6 (MKX-10)':

Koz sixmosizno fo xmacudikarmii MedDRA:
Pigkicue 3axBOproBanus 0 Tax OHi

Tadopmartis BimoBifHO 10 knacudixamiii MKX-10 i MedDRA (Medical Dictionary for Regulatory Activities —
Meraamii CITOBHUK /IS yIOBHOBaKEHHX PETYILITOPHIX OPIaHiB) YKa3yeThes Ha BHOIp. SIKIIO € Koau 060X
Knacubikalill, BApTO BKa3aTH TUILKY OHH 3 HEX; Y TAKOMY BUNAJKy PEKOMEHIYEThCA BKA3yBaTH KO 32
knacudikaniero MedDRA.

Mema sunpobysanna

OcHoBHa MeTa:
BropuHHi mimni:

OcHoBHi KpuTepii BR/II0OYeHHs (YKaXKITh HalBaXkIHMBiIi)

OcnoBHi kpuTepil HeBKMOUeHHH (YKAXITh HABAKIMBIII])

Hepsnnna(-i) kinnesa(-i) Touxa(-n):

Jliana3zon BUNIpoOyBaHHS (3a3Ha4Te Bee HEOOXiHe)

Hiarnoctuka
ITpodinakrrka
Tepamis
besneunicts

O I
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EQexTuBHICTH 0
dapMaroKiHEeTHKA O
(DapMaKonnHaMiKa 0
BioeKBiBaICHTHICTD 0
BaIeKHICTE eEKTy Bijl 103K 0
dapMaKOTeHOMIKa O
®apMaKoeKOHOMiKa U
Tame O
SIKIO BU3HAYCHO MYHKT «IHIIE», yTOUHITH:

[0 ®apMaKOoJIOTIvIHE OCIIKEHHS 32 O ITomykoBe O IigrBepaHe 0 JTocmipKeH s
yaactro monua ((pasa I) TepameBTHYHE | TePANCBTATIHC TepareBTHIHOTO
Yu € JOCIIHKEHHS: BANpoOyBaHHS | BATIPOOYBAHHA 3aCTOCYBaHHSI

0 mepImuM yBEACHHAM niKapchKOTO 3ac00y (dasa II) (haza I1I) JKApCHKOTO
TFOAWHI 3aco0y

[ TOCITiIKEHHAM GioeKBIBAJICHTHOCTI (paza V)

(] mopiBHANEHAM
(bapMaI(O,D;I/IHaMi‘IHI/IM JTOCTIKEHHAM

[ IopiBHsIBHE KIiHiYHE BUIIPOOyBaHHS (TCHCPUIHHX npenaparis)

[ TumIe: YKaxITh gKe:

JTu3aiin BUNPOGYBAHHA
Pammomizopame: [1Tak OHi
KonTpomsoBare: [ Tax OHi Ko «TaK», yTOUHIT:
Biaxpure: OTak O Hi
IIpocte«cmime»: [1Taxk OHI Toagiiiae
7 «CITTe»: OTaxk OHi
3 Iepexpecue: [Tak DOHi
napanempEuMz 0 Tax O Hi
TpynaMu:
Tame: [Tax O Hi Sxmo «Taky, YTOYHITH!
VKaXiTh Ipenapar IOpiBHAHHS:
imrmmii(-i) mixapeskmii(-i) 3aci6(-00m) O0Tak OHi
wiane6o OTaxk OHi
inmme OTak OHi
SKIIO «IHIIeY, YTOYHITh:
O/HOIIEHTPOBE
(zus. Takox posminI): [0 Tax O Hi
BaratoneHTpoBe

(ruB. Taxox pozain): OTax O Hi
MixXHapoHe KILHIYHe
BHIIPOOYBAHHS: OTax OHIi

MakcHMAJIbHA TPUBATICTE JIKyBaHHSA AOCJIIKYBAaHOrO (cy6’exra JocTipKeHAs) BiIMOBIAHO 10
TIPOTOKOIY KIIHIYHOTO BHIPOOYBAHHA:

MaKcHMAJbHO JOIYCTHMA 1032 JOCTI/LKYBAHOIO JiKapchKOro 3acody (YTOIHITE: HA a00y a0o
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fcyMapHa 032 32 9aC yChOro BUIPOOyBaHHA): ’ J

BusHAYeHHS MOMEHTY 3aBepIIeHAs KIiHIYHOro BUNPOSyBaHHS Ta 00IpyHTYBaHHH y BUNA/IKY,
SIKIIO Ie He € 0CTAHHIl Bi3UT 0CTAHHBLOIO TOCTIKYBaHOro (cy0’ekTa HocaimKenns), mo oepe
y4acTh y KJIiHIiTHOMY BmlpoﬁyBaHHil:

SIKINO He 3a3HAYEHO B MPOTOKOJ KIIHITHOTO BUNPOOYBAHHSA.
. . s e o . N
HeanHHa OLIIHKA TPHUBAJIOCT1 KJIIHIYHOI'0 Bunpoﬁysanuﬂ (pOKH 1 MlCﬂIIl) .

B YKpaiHi POKH Micsi

y BCiX Kpaifax, Jie IPOBOAUTHCS KIiHiqHEe BANPOOYBaHHS POKH Micsi
13 MOMEHTY BKIIIOUEHHS [IEPLIOr0 JOCHKyBaHOro (Cy6’exTa AOCTiPKEHHS) JI0 OCTAaHHBOTO Bi3UTY OCTAHHBOTO
mocnimKyBaHoro (Cy6’ €KTa JOCTiKECHH). |

H. TPYIIH JOCIKYBAHUX (CYE’€KTIB JJOCJIKEHH)

BikoBwuii giana3oH:
0 Bixom 71018 pokiB 00 JTopocai 00 JIiTHBOTO BiKY
SIxmo "TaK", yTOUHiTS: (18-65 poxiB) | (monan 65 POKiB)

0 BHyTpimHEBOYTpOOHUHA

[0 HemoHonieHi HeMoBIATA (IO HAPOAMIIMCA HA
TepMiHi BariTHOCTI He Oibme 37 THKHIB)

0 Hosorapokei (10 27-r0 JIHS JKHUTTA)

[ Hemonmsata (3 28-r0 mHS XUTTI — 24 MicC.)

0 Mitu (2 poxs — 11 pokiB)

O Mamomitai (12 — 14 pokiB)

00 Hemosromithi (14 — 18 pokiB)

Cratb:

0 XKinoua [ Yonosiga
I'pynu docnidscyeanux (cyb *exmie docnidNcenna)
3n0poei 106pOBOIBITL O Tak O Hi
ManieaTa [ Tax O Hi
OcoGIMBO BPa3IHBi TPYIIH JOCII/PKYBAHHX (CY0’ EKTIB JIOCIIKCHET): :
KIHKY PEIpOIYyKTHBHOTO BiKy ' 0 Tak OHi |
BariTHI [0 Tax O Hi
SKi TOYIOTH TPYAIIO [ Tax O Hi
mociipKyBaHi (Cy6’€KTH HOCIi/PKEHHs) B KpHTHIHOMY cTaHi [ Tak O Hi
JOCIiKyBaHi (Cy6’€KTH JOCIDKEHHS), SKi He B 3M03i 0COOHCTO JaTH
indopMOBaHy 3rojy Ha y4acTh y JOCIiKEHH] 00 Tak O Hi

SIKIIO «TaK», YTOUHITE!

iHTm 00 Tak OHi

SIKImo «TaK», yTOUHITE:
3amianoBaHa KiIbKicThL JociimkyBannx (cyd’ ekTiB AOCTKEHHS) 1S BRJIIOYEHHS Y KIiHiYHe
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BHNPOOYBaHHSA:

B YKpaiHi:
JUTS MJKHAPOJTHOTO KIHITHOTO BHIPOOYBaHHS:
JUIsi BCHOTO KJIIHIYHOTO BEIIPOOYBAHHS:

3amapoBaHe JiKyBaHHf a0o HarIax 3a pocaiKysanuMe  (cy0’exraMu HOCHIIKEeHHS), IO
3aBEPIIIIH YIACTh Y KIiHITHOMY BHHpOﬁYBaHHil (AKII0 BOHO BiIPi3HACTHCH Bi mepeadaIyBaHOro
CTAHZAPTHOIO JiKyBaHH# IPH JaHOMY NATOJIOTiTHOMY CTaHi):

VTOUHITE:

! Jxmo panime He 3a3HAYEHO B HpOTOKONI KIiHITHOTO BUOPOOYBAHHS.

1. BAIIPOITIOHOBAHI JOCJIITHAUKHA TA MICIA I[l:OBEIlEHHﬂ
KJIIHITYHOT'O BUIIPOBYBAHHS B YKPAIHI

1.1. Micns npoBeieHHs KJIiHIYHOro BUNPo0yBaHHA T2 BiTIOBIAAJbLHI JOCTITHHKH:

1.1.1. Hazsa JII13 Ta Micid IIpOBEICHHAS Binmopimansauii JOCITIJHAK

KITiHI9HOTO BUIPOOYBaHHA: II. L b. Ksamidikaris

1.1.2. Micue3Haxo KeHHI:

1.2. NocaifHAK-KOOPANHATOD, AKINO €:

Ksanidikanis
IL.1B5.

1.3. IlenTpanizoBani TexHi9Hi IpuUMimeHH:, IO OyMyTh BHKODHCTOBYBATHCH [UIfl HPOBCICHHSH
KaigigHore BUIpOGyBanHa (d1abopaTopis abo ipmi TexHivHI NpAMiNIeHAN), Y AKHX IEHTPATI30BAHO
GynyTs BUMipIoBaTHCH 200 OLIHIOBATHCH OCHOBHi KpHTepii OIiBKA (AKIIO opramizaniii JexiibKa, TO
IOBTOPHO 3aI0BHITH JJIs BCIX)

Oprasnizanis:

I1. 1. B. KOHTaKTHOI 0COOH:
MicIie3HaXOKECHHS:
Tenedon:

OG60B'13KH, 0 BUKOHYIOTHCS 32 CYyOKOHTPaKTOM:

1.4. Opranisauii, skuM cHoHcop abo #oro odiniiianii MpeCTABHAK [eJIEryBas ¢BOI 000B’H3KH Ta

dynxuii, MoB’A3aHi 3 NPOBEICHHAM KJiHiYHOre BANpPOGYBAaHHS (AKINO opraHizamii AeKiIbKa, TO
MOBTOPHO 3AIOBHITH JIfi BCIX)

JleneryBanms cItoECOpoM abo #oro oGiuiiHuM IPEACTAaBHUKOM IEBHUX 00608’ s13KiB 1 QyHKITIH,
ITOB’ SI3AHEX 3 MPOBEJICHHSIM KIIHIIHOTO BEIPOOYBAHHS, irmiii opranizarii abo TpeTi# CTOpOHi

0 Taxk OHi

SIKINO «TaKy, yTOUHITh:

HaiiMeHyBaHHS IOpUIAIHOI 0CO0H:
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I1. I. B. KOHTAKTHOI OCOOH:
MicIie3Hax o KECHH:
KonTakTHmit TenedoH:

O608'sr3x1/(hyHKII, IO BAKOHYIOTHCH 32 CyOIi ApsIOM:

J. MO3 Ykpainu /KoMicisi 3 TMTAHb eTHKH

Sximo nana 3assa agpecosara MO3 Ykpainu, Bifi3HaUTe KiTHEKY «KoMicid 3 THTaHb STHKID) 1 BKaXITh
indopmaltilo, IO CTOCYETHCA KOMiCii 3 THTaHb €THKY, 1 HABIAaKA

MO3 Vkpainu O
Komicig 3 THTaHb €THKHA 0

HaiiMeHyBanHS ii MiCIIe3HAXO/KCHHA:

JlaTa moa4l JOKYMEHTIB!

BrcHOBOK/TIOTOKCHHS: [ y mpoxeci posrisity Oy/ie 3aAuTyBaTHCA
[l BUAQHO
Sxmo BECHOBOK/TIOTOJUKEHHS Tlaty BACHOBKY/TIOTOJUKEHHS:

BHIaHO, BKAKITh:
[] m03BOJIEHO/IIOTOJKEHO
[ He JTO3BOJICHO/HE TIOTOIKEHO
SIKIO He I03BOJICHO/HE IOTOUKEHO, TO BKAXKITh:
MIPALIVHI
MOJKITEBY JIaTy OBTOPHOI MOsia4i 3as1BH

K. KOHTPOJILHMII MEPEJIK IH®@OPMAIIL, IO TOJKAETHCS JO 3ASBU

Iadopmanis, HeoOximma ayu LleHTpy Ta At KoMicii 3 MATaHb €TMKH BiNOBiIHO A0 HMyHKTY 1

posginy VII nnoro Ilopaaxy Ta yHKTY 4 posaiy VIII nporo Iopsaxy
1

Kowicia Lentp
3 Hassa qoKyMeHTa

mnuTaHb

CTHUKH
O 0 CympoBiiHHH JIUCT
0 0 3asgBa BCTAHOBJICHOI'O 3pa3ka
0 0 ITrceMOBe MATBEPIKECHHS OICPKAHHA HOMEPA EudraCT (3a #ioro HasBHOCTI)
[ O TIpOTOKOI KIiH{YHOTO BAIPOOYBaHH 3 yciMa monpaBKamMu
0 0 Bpoimypa FocIigHAKA
[ 0 Tloche TOCTIIKYBaHOTO JKapCHKOro 3ac00y
0 0 CKopOUeHe JOChe JOCT/KYBAHOTO JIKAPCHKOTO 3aco0y
0 0 KopoTka XapaKTepucTaKa JOCIiPKyBaHOTO TiKapCHKOTro 3aco0y
0 0 TuMBixyanbHa peectpaniiHa Gopma (KpiM MDKHAPOJHAX KIiHIYHUX BAIIPOCYBAHb)
0 0 Komist moropKeHHs KOMICii 3 TUTaHb ETHKH (32 HABHOCTI)
0 a JlopyHdeHHs, BUaHe CIIOHCOPOM 3 9iTKO JIeNCTOBAHMMH IIOBHOBKCHHAMU

(y BUIAIKY AKOIO 3agBHAUKOM HE € CaM CHOHCOp)

TadopManis A1 OCIULKYBAHAX (Cy0’eKTA ,I[OCJIi}DI(eHHﬂ)l ,

0 | 0 l JIzer mpo iEbopMyBaHHS JOCIIKYBAHOTO (cy6’ exTa OCTiDKEHHS) Ta inpopMoBaHa
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3rojia
0 0 THIma mUchMOBa iHGOPMAITLS ISt TOCILKYBAHOTO (Cy0 €KTiB JIOCIIIKCHHS)
(IOIeHHAK, ONMUTYBAIBHUKHE, KapTKA I TOCTIKYBaHUX, TePETiTiTh BI/ITOBi/THE)
0 0 3ax0/1H IMO00 HAGOPY JOCHiHKyBaHuX (Cy0’€KTIB TOCII/PKCHH)
TudopManis mMo0 HPOTOKOJTY KJIiHITHOrO Blmpoﬁyl;amm1
0 O CrHcHii BUKIIAM MPOTOKOITY KIIHIYHOTO BUIIPOOYBaHHS
0 O EKCIIepTHA OIiHKa KIiHIYHOr0 BUIPOOYBaHHA (SKIIO €)
0 (] ETiqHa OIiHKa KIHIYHOTO BHIPOGYBAHHS, POBE/ICHA Bi/IOBiIalbHIM
JTOCITi THAKOM/ AOCITi THUKOM-KOOPAHHATOPOM
0 0 TTimmacani Ta natosani mpodeciiini aBrobiorpadii BimoBIRATEHEX JIOCIITHHAKIB Y
KOKHOMY MiCI[i IIPOBECHHS KIIHIYHOTO JOCI1KCHHS
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Tndopmaist OO JOCTITKYBAHOTO JKapCHKOro 3acofy

3pa3oK eTUKETKH 3 iH(pOpMAIL€Io PO Ipeniapar YKpaiHCBKOIO MOBOTO

Bignosiani 10380MH, IO HOIMHAPIOIOTECA Ha KiiHigHe BEIpoOyBaHHS abo IpenapaTH,
IT0 MAIOTh OCOOIMBI XapaK TePUCTHKH (SKIIO €), HAPAKIAN pagiodapManeBTHIHI
mpenapaTy

TSE-cepTubikar (xio HeoOXiIHo)

Ceprrbikat cepii AOCITiIKyBaHOTO JIKapCHKOTO 3aco0y

[IMCHMOBE MiATBEPKEHHS, IO BUPOOHMIITBO 3/(CHIOETECA HA BUpOOHUUiH abo
MOCTiMHIN JimaHI 3 ,I[O’I'ipI/IMaHHﬂM samMor Hacranopu «Jlikapeeki 3acobu. Hamexna
Bupobumya npakrrka. CT-H MO3Y 42-4.0:2008», 3aTBepIKeHO] Hakazom MO3
Vxpainu Bia 16 motoro 2009 poky Ne 95, 3 HalaHHIM ceprudixara GMP a6o
mECcEMOBOT odiLiiHOT 3358 Y IOBHOBaKEHOT 0COOH 3 gKocTi (BEpOOHUKA)
Kcepokomis ninensii Ha BAPOGHHUIITBO, BU/IaHA YIOBHOBaXCHIAM OpraHOM
KpaiHu-BEPOOHHUKA

BizoMocTi MOA0 MicIisi BUTOTOBICHHS JOCHiKYBAHOTO JIKApCHKOr0O 3aco0y
BizoMocTi Ipo TEXHOIOTIIO BUTOTOBICHHS (BHpOGHHTITBA) JIKAapCHKOTO 3ac00y Ta
JOKYMEHTAITis, 32 KOO 3MCHIOBABCA KOHTPOJIb BUTOTOBIEHHS Ta SIKOCTI
JiKapceKOTO 3aco6y

JIoKyMeHTH, o XxapakTepn3yloth JIII3, JOCIITHHEKIB Ta MicIie HPOBeXeHHNA KIIHIYHOr0
nocninmennﬂl

O O 3asBa BiIIOBiAAILHOIO JTOCIiTHAKA

. q Iadopmartis mpo JIII3 Ta micie TpOBEICHHS KIIHIYHOTO BUIIPOOYBaHHS
Ilizmucani Ta naToBasi mpodecitiai aBToGiorpadii mocimHuKiB

il t

Indgopmania moxo (l)iHaH(:yBaHHﬂl

M 0 J[OKyMEHTH, TI0 BCTARHOBIIOIOTEH PO3MIp Ta YMOBH BHIIAT (kpiM CTPaxoBHX)

0 0 [ammmi foKyMEeHTH

T s = . . . . . TS
Bizsmaure Bei BIATOBIAHI KIITHHKE I TOTO, 06 BkasaTy inopmaniio, sika Gyae IPeICTaBICHa 10 Ifentpy Ta KOMicCii 3 THTaHb CTUKY.
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L. IIIINAC 3AABHUKA

S, mo mifmMcaBca(iIach) HIKYE, MM T ATBEPIKYIO (Bix iMeRi criorCOpa), MO (HEMOTPibHE 3aKpECIIUTH):
HaBezeHa B il 3as811i iHdopMallid € IPaBHIBHOIO;

KiiHigHe BUNPoOyBaHHA Oy/ie MPOBOJUTHC BiZIIOBI/THO Z10 HPOTOKONTY KIIHIYHOro BEIPOGYBaHHL,
HAI[IOHAIFHOTO 3aKoHOaBcTBa 1 HacTaHoBH "JlikapchKi 3aco6u. Hanexxna KIiHiIHA HPAKTHKA. CT-H
MO3Y 42-4.0:2008", 3arBepmkenoi HakasoM MO3 Ykpainu Bix 16 ;motoro 2009 poky Ne 95;

BBaJKAIO, IO € MiJCTaBy ML IIPOBE/ICHHS KJIHI9HOTO BHIIPOOYBaHHS,

3060B's3y0ca moBifoMuTy LIeHTp Ta KOMICito 3 IUTaHE ETUKH IIPO axTraHy ATy HO9ATKY KIiHITHOIO
BI/IIIPOGYBaHHﬂl (Bimpa3y micis TOTO, 1K BOHA CTaHE BijiOMa);

He TIH3HIITE OJHOTO POKY Micis 3aKiHUeHHs KIIHIYHOTO BumpoOyBaHHs (y BCiX KpaiHax OpH IpOBEICHHI
MiKHApOIHEX KIiHIYHIX BANPOOYBAHB) 5 30008’ A3YIOCH MOAATH CTHCITHIA 3BIiT 3a 1M KITiHi9HHM
BHIpo6yBarHSM 10 LIeHTpY i KOMICil 3 THTaHb CTHKY

BasBHUK, IO Hozac 3asBy 10 MO3 Ykpainu 3asBHUK, IO ITOZA€ 328y IO KOMICii 3 NHTaHb CTHKH
Jara:

Hara:

Iligmuc: TTimmuac:

I1. I. 5. qpyXOBaHUMH ILiTepamMu: I1. I. B. ipyKOBaHHMH JiTEpaMH:

T .. . .
BrioueHHA y KiiHi9He BHIPOOYBAHHS TICPIIOro TAL€HTa/3I0POBOr0 T0OPOROIBLLA B YKPaiHl (HOYaTKOM BKIIIOUCHHS
BRAKACTHCA MOMEHT, KOJIH HaIieHT/310poBHii J06POBOIELH CTABHTH miammc B iHgopMoBaHik 3roi).
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1o Hopsaky npoBefeHHS KIiHIYHAX
BUIPOOYBaHb JMKapCHKAX 3ac001B

Ta eKCIEPTU3N MaTepianiB

KIIHIYHAX BAMPOOYBaHb

(ab3an mpyrTHii, M IyHKTY 7, DyHKTY 1,
posziny IIV)

INOBHE 1OCb€
JOCTIIIKYBAHOTO JiKapchbKOro 3acody
TIoBHE [OCHE HA TOCTLHKYBaHH TiKapchKuii 3aci6 MicTUTH iHMOPMANiio 3a TAKAMHE PO3JIIaMHA:

1. JIikapchka pevoBHHA (M7 JIKapCHKWX HPELapartiB, IO MiCTATh Giibile OHi€l JIKapChKOL
PEdOBHHH, iHpOPMAIlis HATAETECS B TOBHOMY 00CS3i MO0 KOKHOT 3 HUX):

3arajibHa iHpopMaris;

BHPOOHHUIITRO;

XapaKTePUCTHUKA;

KOHTPOJIH JTiIKapCHKOI peHOBHHH;
CTaHAAPTHI 3pa3ku a0 PEUOBHHUY;
CHCTEMA YIIaKOBKH/3aKyIIOPKH;
cTabiTBHICTE.

2. JlixapcpKuii Iipenapar:

OITKC 1 CKJIaJ JKapCHKOTO IIpenapary;
(apManeBTHIHA PO3POOKa;

BUPOOHMIITRO;

KOHTPOJIb HOIOMIKHHAX PEUOBUH;
KOHTPOJIb JIIKAPCHKOTO MPETapary;
CTaHJIAPTHI 3pa3Ky 1 PEUOBHHH;

CHCTEMA YIAaKOBKH/3aKyTIOPKH;
CTaOLIBHICTS.

3. lonoBHEHHS:

TEXHIYHi 3ac00M i yCTaTKyBaHHS;

ominka 6e3MeYHOCTI MOI0 CTOPOHHIX MiKpPOOPraHi3MiB;
HOBI JIOTIOMiXHi PEIOBHHHY;

PO3Y¥HH AJIS BITHOBIICHHS T2 PO3UNHHUKH.
4. NoxiHigHi GapMaKoIOTiuHi Ta TOKCHKOJIOTIH] JaHi:
bapMaxkouHaMIKa;

(bapMaKOKiHETHKa;
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TOKCHKOIOTiA.

5. JTani mo0 KIHIMHOTO BHUBYCHHS (KO MPOBOAMIOCH):
KiriHigHa HapMaKoJIoris;

KiIiHiuHa PapMaKOKiHETAKA,

BIUIMB Ha JIFO/IAHY;

OITiHKA KOPHCTi Ta PU3MKY.

6. SIKIMo OKpeMi JaCTHHU IlOKyMCHTaI.III He BKJOYEHO JIO MaTepialliB, y BiAOBiHOMY Mmicri
CITiJ 333HAYMTH IPHUHMHY BificyTHOCTI indopmMaii TIiJ] BiAIMOBiIHUM 3arOJIOBKOM.

7. Jinst MiKapcBKHX IPENapaTiB TBAPHHHOTO MOXOJDKCHHA MAe OyTd HajlaHa TaKa J0/laTKOBa
indopmaris:

JaHi IO/I0 BUY, BiKY, PALliOHY TBapHH, Bijl SIKMX OTpAMaHa CHpOBHHE,

HaHi mpo xapaktep (KaTeropilo) TKaHUHH, 3 siKOT OZIEPXKYETHCS CHPOBUHA JULA BUpPOOHHUIITBA
MIKapCHKOTO 3200y, 3 TOUKH 30Dy il HeOe3meKn IO/0 BMICTY TIPIOHIB;

TeXHOJIOTiYHA cxeMa OGpOOKM CHPOBHHH i3 3a3HAUEHHAM eKCTpareHTiB, TEMIIEPATypHOIO
peXuMY;

METOJH KOHTPOMIO BHXi(HOI CHPOBHHH, BKIIFOYAIOYH METO/M BUABJICHHT OpiOHIB y KIHIIEBOMY
IpoAyKTi (3a HoTpetn).
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1o TMopsaaky MpoBeicHH KIIIHIYHIX

BUIPOGYBaHb JIIKAapCHKUX 3ac00iB T2
" EKCIIEPTH3M MaTepialliB KIHIYHUX

puIpoOyBaHb

(migmyskr 16, myskty 1, pozniny VII)

(migmysKkr 9, yHkry 4, posainy VIID

3ASABA
BiAmoBizaabHOTO JOCTIAHUKA

A, 5
(npizeuye ,im s, no 6amvKrosi)

IO TPAIFOI0 )
(3a3Hauumu micye pobomu ma nocaoy)

TIPOLTY JO3BOJIATH MEHI B3STH Y4acThb y KIHITHOMY BHIPOOYBaHHI:

(3a3HauUmMY HA36Y KNIHIYHO20 6UNPOOYBAHH MA KOO0GAHUI] HOMED MPOMOKONY KNiHIYHO20 6UNPOBYEAHHS)

o o3maifOMICHHN 3 YMOBAMH TPOTOKOJY KIIHIYHOTO BMIPOOYBAHHS Ta MAO BiIOBITHAH
npodeciiiamii piBeHb, MOXIMBICTE 3a)y9aTd KBaidikoBaHAX criBpoGiTHEKIE Ta/a00 iHMHUX (haxiBIiB
(3a Heobximmocti). KpiM TOTO, Ma0 MOXIIMBICTH BHKOPHCTOBYBATH HeoOXifgHI NPUMIINCHHA Ta
YCTATKyBaHHS IPOTSTOM yChOTO KILHIYHOTO BANPOOYBAHHS [l IPOBE/CHES #0ro HaJIe)KHUM YHHOM.

4 o3HadioMIICHHM 3 YAHHUMH HOPMATHBHO-IIPABOBHMM aKTaMH INOAC MNPOBEICHHS KIIHIYHAX
BUMPOOYBaHb, 3 BUMoramu HanesxHol KIiHIYHOT IPaKTHKHA (GCP).

Sl mipTBepIpKYyIO, Mo KiiHiuHe BHIpOOyBamHs Oyze poO3MOYaTo TIIGKE 32 YMOBH HasgBHOCTI
JOTOBIpHO-IIPABOBHX BiTHOCHH MDK yciMa IOpHIMYHEME Ta (i3HIHEME ocobaMH, 3ATyYCHHMH IO

HOpOBEEeHHS KIiHIIHOTO BHIPOOYBaHHS, BiJIIOBiHO IO BUMOT 3aKOHOIaBCTBA™ .

SI 3060B'13yI0ch HanaTH BCIO HEoOXimHy iH(opMainiio mojo KJIIHIYHOro BHIPOOYBaHHS JIO
KOMicil 3 TATaHb €THKH.

51 me Maro KOHQUIKTY iHTEpeCiB.
51 Hajaro 3rOAY HA BHKOPHCTAHHS MOIX NEPCOHANBHAX JaHUX (LPi3BHINE, iM’s1, mo 6aTHKOBI,
nocajia, BUSHHH CTYMiHb, Mictie poGotr) mpeacrasarkamu MO3 Yipainu Ta Llentpy, WO MOXYTH OyTH

posMimieHi Ha IXHiX oQilifHKX caiTax.

BinmosigansHui OCHTITHAK:

(ILLB) (mimmmc) (nara)

* Ilpu IHOMY CKIAHOBAMH KOIITOPHCY TAKMX KJIiHITHEX BANpoOyBaHs mepeA0agaloThCd BUIPATH Ha YTPHMAHHI
HPEMIINEHs i aMOPTH3aLiI0 06IafHAHKS, Ha MPHAOaHHA BUTPATHAX MaTepiaimiB, Ha omaTy npani Beix daxisuis, sAki 6epyTs
yuacTh y KIiHiZHOMY BHNpOOYBAaHHI, Ha BHJATKH TOB’s3aHi 3 JiSGHICTIO KOMicii 3 IHTaHb €THKH, B TOMy 9HCHi Ha
BHMHAropoy 3a poGOTy i KOMIIEHCANII0 BUTPAT, II0B’ I3aHMX 3 poGoToro B KOMicii 3 nuTaHk eTHKY, TOIIO.
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3BopoTHuii 6ik

Bizu noromxeHHA:

1. Kepisruk JITI3 (3anosuioemucs 0606 13K060)

(mocasia kepiBHyKa Ta HaliMeHyBanH: JII13) (ninmic) (upisemme, iM’4, 10 (mara)
6aThKOB1)
2. KepiBauKk 3aKiajy BHIIOI OCBITH (3aN06HIOEMBCA 6 PA3i 3ATYHEHNS)
(mocana KepiBHUKA Ta HallMEHyBaHHST) (miammc) (mpizeumme, iM’4, TI0 (nmara)

GaTHKOBI)
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10 ITopsxy poBeISHHS KITiHITHUX
BUIIPOGYBaHb JTiKapChKHX 3ac00iB Ta
eKCIIePTH3M MaTepialiB KIiHiYHAX
BHUTIPOOyBaHb

(mimmyskr 17, nyBkTy 1, posainy VII)
(migmyskT 10, myskry 4, posainy VIII)

THOOPMAIIA
npo JIII3 Ta miciie NpoBeeHHA KJIHIYHOIO BHNIPOOYBaHHSA

Konosauuii HoMep IPOTOKONY KIiH{THOro BUNPOOYBaHHA (mani — KB):

1. 3arajapna indopmania npo JIII3 Ta Micne npoBeAeHHA KB:

1. JII13, me nnanyetbes npopenenns KB:

2. Micnesnaxomxenssa JII3:

3. ILLB. xepipHuka JII13, koHTaKTHUI TeneoH, daxkc, e-mail:

4. Micrie nposenenss KB (Hanpykiaj BiifiieHHs, BiAIT):

5. TLLB. 3aBifyro4oro. BifyIiIeHHAM/BiIiIOM, KOHTaKTHAH tenedoH, hake, e-mail:

6. BasiTh HOMep Jil040i Ha 1aTy HajaHes {BpopManii MileHsil JITI3 Ha Meau4Hy npaKTmcyZ:

7. BrakiTs HOMep JiI0UO0TO HA NaTy HajaHHd iHhopmarii akpeuTaniiHoro cepradikara MO3 VYkpainu i
JIII3 (xcepokois nonaeTses)’ abo JojaifTe Koo iHIIOro JOKYMEHTa, MO MiATBEPKY€E TPOXOJUKEHHA JuI3
akpeautanii (y umanky sxmo JIII3, B sKoMy € MicIle IIPOBENEHHS KIiHIYHOTO BHIPOOYBaHHS, IPOMIILIO
HpPOLEAYPY aKpeAWTAIli, ae Iie He OTPUMANO Bi/JIOBiHUHA akpeuTaniiamii ceprudixar MO3 Vipainu s
JII3):

1 - . . N
Bxkasar OBHY Ha3BY BiJUTUICHHS, BIALLY.
2 .
- SHagsHicTH 060B’ I3K0BA.

Srwo do nposedenns KB sanyuaemoca kagpedpa 3axnady suugol ocsimu, 3anoenime nosuyii 8—13

8. 3akiaA BULIOL OCBITH:

9. Micie3naxoKeHHs 3aKiiajly BUNIOi OCBIiTH:

10. ILLB. pexTopa, KoHTaKTHHI TenedoH, hakce, e-mail:

11. Kadenpa 3axiaay BANIOL OCBITH:

12. TLLB. zaBigyiogoro xadenporo, KoHTakTHuM TenedoH, daxc, e-mail:

13. HasBHicTH JOTOBOPY PO CHHBIPAIO MDK 3aKJIaJioM BUMIO] OCBITH T2 JII13°, ne posTamoBaHa kadenpa, Ta
CTPOK ¥oro Aii:
Orax; [0 Hi; CTPOK Aii:

4I[o,uai7rre.

2. JocaigrAanbLKa rpyna:
1. BijmoBifabHAi JOCTIHAK

Ilpiseuie Ta iM’g

3aiiMasa nocaja:

KonrakTHuii TenedoH:

daxkc:

E-mail:




ITpomorxkerHs JlomaTky 8

! Momaiire CV BiAmMOBiNAIBHOrO HOCIIIHUKA.

. . ou 2,3.
2. UneHH HOCTiAHMIBKOL IPYIIH, SKUX TUIAHY€ETBCA 321y 4aTH [l BUKOHAHHS BaxmBux Qynkuiii KB™™:

ILLE. QOcHoBHI mTaHoBaHi o6os's13ku 1ig yac KB

*“Tomaiire CV uileHiB AOCIiHULBKOI IPYIIH, Ki Oy ayTh 3amydaTucs 1o KB.
3 IoxaiiTe TOTOBIp MPO CIIBIIPAITO MiX 3aKIaioM BHIOI ocBiTa Ta JIII3, KO WIEH AOCTI/HUIBKOL TPYIIH €
npaiiBHEKOM KadepH 3aKiay BUINOI OCBITH

3. Xapakrepncraka JIII3, y axoMy mianyerbces nposenenns KB:
1. Jlixypauna y JITI3 manieHTiB i3 3aXBOPIOBaHHAM, iK€ Bianosigae npotokoiy KB:
0 TakK; O Hi;
Ao 8I0Nnosidb «max», 3a3naume:

MOXTUBICTh CTAIL[IOHAPHOTO JTiKYBAHHS MAIEHTIB i3 3aXBOPIOBAHHAM, AKE BilNOBi/lac IPOTOKONY KIiHITHOTO
BHNPOOYBaHHA:
Orax; 0O Hi; 0 immue:

mpod LIk HaIi€HTIB:

MOJIHBICTh aMOYJIATOPHOTO JIIKyBaHHI,
HasBHICTH TOTIKIIHIKY: 0 Tak; O i, O igmie:

MOMCIHBICTP  JIIKyBaHHA  TAllicHTIB B yMOBaX  [EHHOTO  CTalioHapy (3a  HeobxiOnocmi):
Ortax, O m;, O igme:

MOKITHBICT HaJ[aHHS HEBiKIATHOI JOIOMOTH (IJIsi CTAIliOHapiB —HAsBHICTH peaHiMallifiHoOro BitineH s abo
BifyTinenss/6oKy inTeHCHBHOT Tepanii abo manaT(u)/ 1ok iHTeHCHBHOI Tepartii):
Orax; O mi; O imme:

SIKIMo BiATIOBIJE «Hi» y BAIMME3a3HAYEHNX IYHKTAX, 3a3HAYTe, IKUM YUHOM Oy/ie BiaOyBaTucs CIOCTEpeKSHH
3a MalicHTaMM Ha BECh TEPMiH, epeabadeH il IPOTOKOIOM KIiHIYHOTO BANIPOOYBAHHS:




Ipomos:xenns Jlomarky 8

2. 3asHaute HasBHicTH y JIII3:

Miciyt 36epiragsa MaTepiais KiiHigHOro HocmitkeHns mix yac KB:
OTax; OmHi; 0 iamre:
micIis 36epiragns nociimKysasoro JI3:
OT1ak, UHi O ixme:
Miciig apxiByBanss Matepianis KB micis #oro 3aBepuieHHA:
Ortax, OHi O imme:
4. Tndropmanis npo NpoBefeHAs KAIHITHAX BUOPOOyBaHb y JITI3 Ha MOMEHT 3AHOBHCHHS :
Kox (Homep) IIpodins Cran (etan) KB (wiaHyerses, | Jlata Ta HOMEp HPOTOKOIY 3aciTaHHg
mpotokony KB ta TIATTiIEHTIB TPHUBAE, 3aBEPIIECHE), Jlep»aBHOTO EKCIIEPTHOTO LIEHTPY
daza 3aIlIaHOBaHI TePMiHU MO3 Vkpaiun / Pimenns MO3
MpOBEACHHA Vpainn, Kojiu 3aTBepikeno KB

'BkasypaTy TiIbKH aKTHBHI Ha JJAHWH MOMEHT KJTiHi1Hi BHITIPOOYBaHH.

5. JIaGopaTOpHO-iHCTPYMEHTAILHE 3a0e3meuen
1. 3asmawre, SKi 1a6opaTopii GyAyTH 3alydaTrcs A0 naHoro KB:
Ne 3/m HaiimenyBauns abopatopii

2. SIke iHCTPYMEHTANLHO-NiarHOCTHYHE OOnanHaHHid Oyde BUKOPHCTOBYBATHCSA IPH npoeefenHi KB
BigmosigHo 10 npoTtokoay KB:
y JIII3:

B IHIHAX YCTaHOBaxll

T KMo TIAHY€EThCS BHKOPHCTOBYBATH iHCTPYMEHTAIBHO-iarHOCTHYHE 00Na{HaHHs B IHITMX yCTaHOBAX, 1O
nogarky KB Heo6XiHO yK/IacTH OroBip 3 iHINOI0 YCTaHOBOKW Ta 36Gepiraty ioro y Gaitni gocnigHUKA.

6. HagBHicTHL KoMicil 3 THTaHL eTHKH (IATA CTBOPEHHSN, HOMED HaKa3y):

7. Tami Bigomocri npo gisabaicTs JIII3:
1 Tlo3abanaHCOBHMi OGMIK HOCTI/PKYBAHAX JKApChKUX 3ac0GiB, Ipemapatis CyMyTHBOI Tepamii, MeIHIHIX
pupo6iB: O Tak; [ Hi; 0 iHme:
2 Tame:

BignoBinansHuii JOCIIAHHAK

(ipizBuIe Ta iM’5) (mara, migmmc)

Kepieank JII13

(nara, mimic) (npizBume Ta imM’5)




Jomarok 9

1o Topsaky npoBeIeHHS KIiHITHUX
BUTIPOOYBaHb JTiKapchKHX 3ac06iB Ta
eKCIIepTH3M MaTepialiB KIHIYHIX
BUMpoOyBaHb

(ab3an nepuimi, myHKTY 3, posainy IX)
(myHkt 7, po3ainy IX)

IMOBITOMJIEHHSA
Ipo Mo4aTOK KJIIHIYHOro BUNPOOYBaHHA B Ykpaini / micui poBeJieHHA
AOCTiIKEHHS

IMEHTHA®IKALIS KJITHIYHOI'O BUITPOBYBAHHA

KonoBaHuii HoMep IPOTOKONY KIIH{YHOTO BHTIPOOYBaHH, IPUBJIACHEHUH CIIOHCOPOM:

Howmep EudraCT’ (3a fioro HasBHOCTI):

TMoBHa Ha3Ba KIIHIYHOTO BHIIPOOYBaHH:

BucaoBok Jlep:xaBHoro ekcreprroro rneatpy MO3 Ykpainu / Pimenns MO3 Vkpaian HaJlaHO:

Jama -/--/---- (JJ/MM/PPPP)

Bursr 3 mpoTokouny 3acinanss KoMicii 3 uTaHb eTHKH Ha/IaHO!

Nama --/--/---- (AJ/MM/PPPP)

INEHTU®IKALIA 3ASIBHUKA (BigmiteTe BiINOBiHI MYHKTH)

TloBizomiIeHHS HPO NOYATOK KJIIHITHOIO O
paNpoOyBaHHd 10 /lep:KaBHOr0 €KCHEPTHOro
nenrpy MO3 Ykpainn

IoBizoM/IeHAS NP0 HOYATOK KJIIHIYHOIO
BHNPoOYBaHHS 10 KOMICIi 3 IHTaHb eTHKH

Cmoncop

Odirritiamii TpeACTaBHUK CTIOHCOPA

Oco6a abo oprauizanis, ymOBHOBaKCHA
CIIOHCOPOM JULSL IIOJaHHS JAHOTO
HOBiZOMIICHHS. Y IIbOMY BHIIAKY BKaXiTh:
HatiMeHyBanH: 0piraHOI ocobw/ILLb.
dizuanoi ocobu;

I1.LB. xorTaxTHOI 0CO0H;
MiCIIe3HAXOIKEHHS IOPHIAIHOL
ocobu/Micnie mpoxkuBanus GizHIHOI 0co0H;
KOHTAaKTHHH TeJIe(OH;

axc;

oog

Croncop O
Oginifiauit npeICTaBHUK CIIOHCOpa O
Ocoba abo oprafizailis, yIOBHOBaXCHA O

CIIOHCOPOM IS IIOAAHHA JAHOTO
TOBiIOMAEHHS. Y I{bOMY BHIIAKY

BKaXiTh:

HaliMeHyBaHHs 0puaraHoi ocobr/ILLB.
¢izmuHOI 0CcO6H;

I1.1.5. KOHTaKTHOI 0CcO0H;
MiCIIE3HAX0DKEHHA IOPHANIHOI ocobu/Micie
npoxusanHs QizraHOi 0c00H;

KOHTaKTHH#H TeaedoH;

dbaxc;

a[ipecy eNeKTPOHHOI IOINTH

aIpeCy eIEeKTPOHHO] HONITH

! BudraCT (European Union Drug Regulating Authorities Clinical Trials) — €porneiicbka 6a3a JaHUX KIIHITHIX

BHIPOOYBaHb.
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]

TouaTok KAiRIYAOro BHNpoOyBands B YKpaini / micui mpoBexeHas JOCTIKCHAN

(JIJUMM/PPPP)

JTaTa BKIIOYEHHS ISPIIOTO JOCIILKESHOTO B VipaiHi / MicIi IPOBEIEHHS JOCILDKCHHS

VA

ITOCITiKEHHS):

HasBa:

Miciie3HaX O/ KEHHA:

BinmorinansHMii JOCTiTHAK:

BkaskiTh MiCIle IPOBE/ICHES KIIHIYHOTO JOCTiHKEHH S, e OyB BKJTIOYEHHH TepIIuii IOCIi Ky Ban#i (Cy0’ eKT

inopMaitis € ZJOCTOBIPHOKO

51, mo HEDKIe miArmcaBcs(-Tack), M IHATBEPIKYIO (Bif 0co0H CIIOHCOPA), IO HaJlaHa BHIIE

[09ATOK KIIHIYHOTO BUIPOOYBaHHA 10 TIOBiJIOMJICHHS IIPO

IIuTaHb CTUKU:

JTiTepaMu):

3ASBHUK, 1mo mojae MOBIOMICHHS IIPO 3AABHUK / JOCIIIHUK, mo noxae

JepxaBHoro excnepraoro meHTpy MO3 Ykpaiau: | IOYaTOK KIIHI{YHOTO BATIPOOYBAHHS 10 KOMICIi 3

Jlara:

TTigmuc: Hara:

TIpizBuine, imM’s1, 10 6aTHKOBI (APyKOBaHUMH ITligmuc:

JTiTEpaMu): IIpisBumie, iM’s1, 1O 6aTEKOBI (IPYKOBaHHMH
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1o Hopsaaky npoBeAeHHS KIiHIYHHX
BUNpOGYBaHb JIiKapChKHUX 3ac00iB Ta
eKCIEPTU3M MaTepialiB KIiHIYHHX
puIpoOyBaHb

(myHKT 2, r1aeu 1, posainy X)

(tiyHKT 6, TnaBu 1, po3ainy X)

IEPEJIIK
ACIeKTiB KIIHi9HOro BUIPOGYBAHHS, 00 AKHUX CIIOHCOP MA€ BHECTH CYTTEBI
MONMPaBKH

1. IlonpaBKH, N0B'A32Hi 3 NPOTOKOJIOM KJIHIYHOro BUNPOOyBaHHS:

MeTa JOCTIKEHHS;

n3aiiH JOCIIKEeHHS;

KO/IOBAHMI HOMEP i BepCist IPOTOKOILY KIHIYHOTO BUIPOOYBaHHS,

indopMoBaHa 3rona;

inma mEcpMoBa iHGOpMAllif, MO IUIAHYETHCS HANABATHCA MOCIIUKYBaHAM
(cy6’€exTaM JOCTIPKEHHSN);

Ipoleaypa Habopy HallieHTiB;

NOKa3HHKH e(eKTHBHOCTI;

rpadik mo60py mpob (Giomoriunux 3pasKiB) AL Ta6OPAaTOPHUX TECTIB;

JOITOBHEHHS 200 BUKIIIOYEHHS TECTIB a00 IOKA3HUKIB;

BiKOBHIA Jiaria30H JOCTiIKYBaHUX (CYO’ €KTIB TOCIIKEHHS);

KpUTEPil BKIIOYECHHS,

KpUTepil BUKIIOYEHHS,

MOHITOPHHT OE3IEKH;

TPHUBANICTh BILIABY JOCIIKYBaHOTO(-HX) JikapchKoro(-ux) 3aco0y(-is);

TIOIIPaBKH JO3yBaHHS HOCIiHKyBaHOro(-ix) ikapchkoro(-ux) 3aco0y-(is);

3MiHa JiKapChKOTO MpenapaTy NOPiBHAHHS;

CTAaTHCTUYHUYM aHaNi3.

2. IlonpaBkH, NOB'A3aHi 3 opraHi3anicio KIiHIYAOr0 BHIPOOYBaHHS:

3MiHA BiIIOBIZAJBEHOrO MOCTIJHWKA a00 3aly4eHHs HOBOTO BiIIIOBIAAIBHOTO
IOCTiJHAKA/MiCII IIPOBEICHHS KIIIHI9HOTO BUIPOOYBaHHS,

3MiHa Miclg po3TainyBaHHs1, Ha3By Ta Gopmu racHocTi JIIT3 / sasBHuKa;

3MiHa KiTBKOCTI HOCHimKyBaHHX (Cy0’€KTiB NOCHUKeHHSA) B YKpaidi (Kpim
BHITA[KIB, KOJH 3aralbHa KiIBKiCTh JOCTIMKyBaHHX (CyO’€KTiB IOCTHI/KEHHA) ¥
KITiHI9HOMY BHIIPOOYBaHHI B yChOMY CBiTi He 3MiHIOETHCH);

3MiHa JOCIiJHIKA-KOOPANHATOPA;

3MiHa cHoHcopa a6o odinifHOro IpeICTaBHUKA CIIOHCOPa;

3MiHa KOHTDAKTHOI MOCIHIZHAIBKOI OpraHisamii, BiJNOBiJANbHOI 32 BHKOHAHHA
BaXXIIFBUX 3aBJaHb Y PaMKaX KIIHIYHOTO BUIIPOOYBaHHS;

3MiHa BU3HAUEHHS OO0 3aBEPINEHHS KIIIHIYHOTO BUIPOOYBaHHS.
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3. IlonpaBKH, MOB'f3aHi 3 I0CTILKYBAaHAM JiKapCchbKAM 3ac000M

[lompaBKy AAHAX INONO SKOCTI JOCIIKyBaHOro IKapchKOro Iipemapary, II0
CTOCYIOTBCS:

IOIPaBKHU Ha3BH 200 KOy JOCIiKYBAHOTO nikapcekoro 3aco0y;

MaTepially TepBUHHOTO MAKyBaHHS";

Brpo6HAKA(iB) AiF0Y0i pEeUOBHHE™;

BHPOGHAYOTO NPOLECY AiF0I01 pPEYOBHHH™;

crierudixaniit i0901 peIOBHHA™;

BUPOOGHMITBA TIKapPCEKOT0 3aC00y*;

crerrdikarii Tikapcbkoro 3aco0y™;

crrenmikaniii JOMOMIKHHX PEYOBHH Yy THX BHUIAJKaX, KOJH MOJKJIMBYH BIUIMB Ha
nito TiKapceKoro 3aco0y™;

TepMiHy 30epiraHHs, YKIFOYalouH 30epeXeHHs MiCIs IEpIIOro PO3KPHUTTA i
pO3BEICHHA™;

CYTTEBHX 3MiH CKIIay TOCIi/LKYBAHOTO JTiKapchKOTo 3ac00y™;

yMOB 36epiranHsa™;

METOJIVK JOCIIIKEHD JIII0Y01 pEYOBUHE ™

METO/HK AOCILIKEHb JTiKapChKOro 3aco0y™;

METOIHAK HOCIiDKeHb He(apMaKomefHIX JOMOMDKHIX pEUYOBUH™;

3MiHF MapKyBaHH:] IOCIIIKYBaHOTO JIiKapChKOTo 3aco0y™.

4. HonpaBkA AaHHMX JOKJIiHIYHHX dapmaxoaoriynmx i TOKCHKOJIOTTIHHX
AOCHIUKeHbh Y BHIAJKaX, 0 CTOCYIOTHCA HOTOTHHX KJIiHiYHHX BHOPOOYBaHb
(To6T0 3MiHA OLiHKH CHIBBI{HOMICHHS pHu3HK/KOpHCTh). Hanpukias, momo:

pe3yILTATIB HOBHX (apMaKONOTTIHIX JOCIIiKEHB;

HOBOT iHTEpIIPETAIlil ICHYIOUHX (papMaKONOTiHIX JOCIiKEHb;

pe3yIbTaTiB HOBAX TOKCHKOJNOTTIHUX JIOCIIIJIKEHB;

HOBOT {HTepIIpeTallii iCHyIOYHX TOKCHKOJOTTIHAX JOCTIiKEHb,

pE3yIIbTATiB HOBHX JOCITiKEeHb IKAPCHKUX B3a€MOMIH.

5. IlompaBkm B KIiHIiYHOMY BHNpPOOYyBaHHI, a TaKoX [JaHMX, IO
Bi[06pazkaloTh [0CBiA 3aCTOCYBAHHA HpeNapaTy JIOAMHOIO, IO € BANIUBHMH
ISl OTOYHHX KJIiHIYHMX BHNpPoOyBaHb (To6TO 3MiHA OLIHKH cuiBBIIHOINCHHS
PHU3HK/KOPHCTD)

Hanpuxiazn, mozo:

Gesmexy, MOB'A3aHOI 3 KIHIYHEM BALPOOYBaHHM a0o IOCBiJIOM 3aCTOCYBaHHS
JOCIIIKYBAHOTO JIIKapChKOT'C Mpernapary,

pe3ynbTaTiB HOBUX KIIiHigHUX/ (apMaKoIOTiYHAX JOCIIIKEHb;

HOBOT IHTepIpeTanii ICHyI0UNX KIiHi9HuX/ dapMaKoIOTidHIX HOCIIKEHB;

HOBHX TAHFX 3 JOCBiZy 3aCTOCYBAHHsA JOCII/PKYBaHOrO JIiKapChKOro 3aco0y;

HOBOi  iHTepmpeTamii iCHylOUMX JaHUX  IIOJO JOCBifly  3acTOCYBaHHS
JOCTiKyBAHOTO JKapChKOTO 3ac00y.

* BimmoBiTHi MONPaBKA HAJAIOTECA TUTBKH 0 JepKaBHOTO SKCIICPTHOTO IEHTIPY MO3 Vkpaiau.
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1o Iopsaxy IpoBe/IeHHS KIIIHIYHAX
BHNPOOYBaHb JIKapChKHUX 3acobiB

T2 eKCTICPTH3H MaTepialliB KIHHITHAX
BUIIPOOYBaHb

(myHKT 4, T7iaBH 1, po3ziiy X)

CYNPOBITHUHA JIUCT
10 3as84 10 MO3 Vkpaian mozo CyTTEBUX IONpPaBoK. 0
10 3asIBH JUIS OJCPIKAHHS MOTOJUKEHHS KoMicii 3 IWTaHb €TUKH IMOJ0 CYyTTEBUX O
TIOTIPABOK:

(3a9BHMK)

Hanae CyTIEBY MOMPABKY Ha CKCIEPTH3Y/ OIIHKY MOPAaJIbHO-ETUYHHX Ta MPABOBUX ACTIeKTIB
(Heobxione nidkpecnumu)

(moBHa Ha3Ba KIIHIYHOTO BHIPOOYBAHHA)

KojioBanuii HOMep IIPOTOKONY KIiHIYHOTO BHUIPOOYBaHHS:
TocmipKyBaHHiH TKapChKAA 3aci0 (Ha3Ba):

Cmoncop:

[TigcTaBy s BU3HAYESHHS IOMPABOK K CYTTEBHX:

Iama BasxuBa iHdopMatis (KO €):

3asBHUK/ HOCII THIK

(mpizsyme, iM’4, 110 GaTbKOBL (nata) (migmmc)

(EpYKOBAHMMH JIiTCPAMHE))
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no Topsaky mpoBeneHHs KITiHIYHIX
BHNPOGYBAHB JIKapCHKHX 3ac00iB
Ta eKCIIEPTH3H MaTepialib
KJiHiYHMX BANIPOOYBaHb

(ab3ar apyruit, MyHKTY 4, IaBH 2,
posainy X)

3ASIBA
IO CYTTEBY NONPABKY/TIOT0KEHH s KOMIcCi€Io 3 NUTAHb €TUKH CYTTEBOI IONIPABKH

A. Ilg dopma € 3aransHOI0 JJIs 3asiBH, OAAHOI 10 MO3 Vkpaisn i moromkennst Komicieo 3
OHUTAHb ETHKH.

VKaxiTh BIIOBIIHY METY B KIHTHHII HIKYC.

3ASBA ITPO CYTTEBY IIOIIPABKY: O
3ASIBA UL OJAEPKAHHS IIOT'O/UKEHHA KOMICII 3 TUTAHb ETUKN: g
TMMOBLIOMJIEHHS 3 METOIO TUIbKH IH®OPMYBAHHAI:
LIEHTPY 0
KOMICI] 3 IINTAHb ETUKHA 0

Al. DIEHTA®IKALIIA KITHIYHOT'O BHINIPOBYBAHHS (sxkmo cyrTeBa mnonpaBKa
CTOCy€Thesl Ginbmie HDK OJHOrO NMPOTOKOJY KJiHiYHOr0 BHIPOOYBAaHHH /sl KOHKPETHOIO
AOCHIKYBAHOTO JHKAPCHKOro 3acofy, CIOHCOP MOKe 3pobuTH y3arajJbHeHe HOBiXOMICHHS
IenTpy Ta KoMmicii 3 NUTaHL €THKH 32 YMOBH, IO B CynpoBigHoMy JHCTI Ta 3adBi 32a3HAYEHO
pepeik ycix IpoToKeIiB KIiHIYHAX BUNPOOyBaHb, IKAX CTOCYETHCS MONPABKA)

TToBHA Ha3Ba KIIHIYHOTO BUIIPOOYBAHHS:

KoioBanmi HOMep IPOTOKOIy KIIHIYHOTO BUIPOGYBaHHS, IPHUBJIACHEHHH CIIOHCOPOM KJIiHITHOTO
BUIPOOYBaHH, Bepcid i aaTa:

Howmep EudraCT' (3a #foro HasBHOCTL):

TEudraCT (European Union Drug Regulating Authorities Clinical Trials) — €sponelicbka 6asa JaHMX
KIiHIYHUX BUIIPOOYBaHb.

A2. JIEHTU®IKAIIA ITONMPABKU

TTompaBku A0 MPOTOKOIY O SIkimo Bij3HAYEHO IEH MyHKT,
KJIiHi4HOTO BHIIPOOYBaHH:I BKa3aTH KOJIOBAHUH HOMEP
HOMPABKH, IPABIACHCHHM
CIIOHCOPOM, Bepcilo i fary

IMompaBk# A0 MOYATKOBOI 3a4BH il , Slximo Bijg3HAYEHO JaHUU
TIPO OJICPKAHHS IyHKT, TO BKa3aTH KOJOBAHHUMH
BHCHOBKY/IIOTOKECHHA HOMED IOIIPABKH,

[IPUBJIACHEHHH CIIOHCOPOM,
BepCifo 1 AaTy
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B. LIEHTH®IKANIA CIIOHCOPA, IITO HOJA€ TAHY 3AABY

B1. Concop

Haiimenypauns ropumaanoi ocoow/IL I B. dizmumoi ocobu:

I1. I. B. KOHTaxTHOI 0CO0H:

MicIesHaxo/UKeHHES IOpHIATHOT ocobu/Micne mpoxuBanHs QisHIHOL ocobu:

KonTakTHHI TeNedoH:

daxkc:

Azipeca eNeKTPOHHOI HOIITH:

B2. Odinjiianii mpegcTaBHAK CHOHCOPA B YKpaiHi 1JIst HPOBE/ICHHS 1aHOI0 KJIHIYHOr0 BUNPOOYBAHHS
(sIKIImo 11€ He caM CIIOHCOD)

HaiimenyBanss ropumuaaoi ocoGw/IL. L. B. disuamoi ocobu:

I1. I. B. KOHTaKTHOI OCOOH:

MicIe3HaxopKEH s IOPUIHIHOT ocobm/Micie mpokuBanHs dismanoi ocodu:

KonTakTauil TenedoH:

®dakc:

Anpeca eleKTPOHHOI HOIINTH

C. ITHOOPMAIIS ITPO 3ASIBHUKA (mo3HauTe BiINOBiHY KIIITHHKY)

C1. 3asiBa ;o MO3 Ykpaian | O C2. 3asBa 0 KoMicii 3 NHTAHL €THKH | O
Cuoncop O Cuoncop O
Jocmigauk O

Odiniumii IpeACcTaBHEK CIIOHCOpa O Odimiiiamii IpeCTaBHUK CIIOHCOpa O
Ocoba abo opranizarnis, yIIOBHOBaKCHA 0 Ocob6a abo opramizanis, yHOBHOBaXeHa [
CIIOHCOPOM JijIsl IO/TAHH AHOT 3a9BH. Y CITIOHCOPOM IS IIOAAHHS JaHOI 3asBH. vy
IBOMY BHIQJIKY BKAXKITH: I(bOMY BHIIQKY BKaXKITh:

Ha¥MEHYBaHHS IOpPAAUTHOL HaMEHYBaHHS I0PUIHTIHOL
oco6u/II. L. B. dizmunoi ocobu: ocobw/IL. L. B. ¢izmanoi ocobn:

II. I. B. KoHTaKTHOI 0CcO0H: I1. 1. Bb. xouTaKTHOI OCOOH:

MiCI[e3HaXOKEHHS IOPUAHIHOL MiCII€3HAXOIKCHHS FOPUANIHOL
ocobu/Miciie mpokuBanHs (Hi3HIHOL ocobu/MicIie mpoKuBaHHS (i3HIHOL
ocobu; ocobu:

KOHTaKTHHH TenedoH: KOHTaKTHU TenedoH:

(axc: (axc:

afpecy eNEeKTPOHHO]I MOIITH: aJipecy eIEeKTPOHHOI IOIITH:
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D. TAII IIOI'[PAB;OK (mo3HavTe BiAmOBIIHY KIITHHKY)

[Iponosxenss Joxatky 12

11i mompaBKy HANEXKATH MEPEBaXKHO JI0 BHKS BKUTUX TEPMIHOBHX 3aXOJiB JUIs O Tax 0 Hi
3abesnedcHHs Oe3MEKN
ITpuunsy BHECCHHS [OPABKH:
TIOTPaBKH, [IOB's13aHi 3 6e3eKoro 260 GIArONOIYYUSM JOCIIKYBAHOTO
(cy6lexs OTax O Hi
3MiHK B iHTepIperarii HayKoBOI JIOKYMEHTAIli1/3HaueHAs BATPOOYBaHHA O Tax 0 Hi
aMiHH B CKJIAI] JOCTIDKYBaHOTO(-¥X) JTiKapChKOTO(-HX) 3ac006y(-iB) O Tax 0 Hi
sMinm B Opramisamii IpoBeieHHA  ab0 xepiBEmNTBI  KiiHigHOro [ Tak 0 Hi
BHMIPOOYBaHHA
sMiHa 260 BKIIOUESHHS JOJATKOBOTO MiCI[s IPOBESACHHS KJIiHI9HOT'O
BHHp06YBaHHH/BiI[HOBiJIaJILHOFO(-I/IX) mociauKa(-iB), AOCIiTHAKA- O Tax O Hi
KOOpauHATOpa
3MiHa CIOHCOPA, Horo odiniiHOro MpeACTaBHAKa, 3aIBHAKA 0 Tax O Hi
3MiHW B DOBIONINI OCHOBHMX OGOB'S3KIB ILJl 9ac NPOBEJCHHA grigiunoro [ Tax 0 Hi
BHIIPOOYBaHHS
SIKIIIO «TaK», YTOUHITH!
imma 3MiHa [l Tax 0 Hi
SKINO «TaKy», YTOUHITH:
1HIOHE BATIAZIOK O Tak O Hi
SKIIO «TaKy, YTOUHITb:
3MicT HOIIPaBKH:
3MiEH 10 iHbopMartii, 3a3Hadeno]l y a8l 0 Tax 0 Hi
OIIPABKH 0 POTOKOIY KIHHIYHOTO BHIIPOOYBaHHS O Tax O Hi
3MiHM [0 iHIMX JOKYMEHTIB O Tax 0 Hi
SKIIO «TaK», YTOIHITE:
iHrmmiA BUIIAIOK 0 Tax 0 Hi

SKIO «TaK», YTO‘IHiTB:

E. IPUYNHU BHECEHHS IIOIIPABOK (3azHa4uTH B cxopoueHiii popmi)
F. KOPOTKHH OIUC MOIIPABOK

G. IEPEJIIK JOKYMEHTIB, IPUKJIAJEHUX 10 3ASBHA

Hapaiite JOKYMEHTH, IO CTOCYIOTHCS Li€] 3a5BH, T2/a60 (Y BiIOBiHAX BHIA/KAX) YiTKi TOCHIAHHA

Ha i OKyMeHTH, mo Bxe Oymu Hajmani. Hamaiite TOYHI TOCHIAHHS HA BCi 3MiHM B HyMepamii
OKPEMHX CTOPIHOK, CTapwii i HOBHH BapianTy TeKcTiB. Ilo3HadTe BimoBifHY(-) KITHHEKY(-1).

KopoTkuii BEKJIAJL CYTi BHECEHOI ONPABKH

Cynposigaunii JTACT, y IKOMY 323HAYEHO THII HONPABKU i npaaany(-n) i (<ix) yHeceHHS

Tepenik 3MiHeHHUX TOKYMEHTIB (inemTudikauis, Bepcis, 1aTa)

Cropinku 3i crapuM i HoBEM GopMyTIOBAHHAMH (32 MOKJIMBOCTI)

JlonaTkoBa iHopManin

[ T )

3MiHEHHMH JAHHMH (32 MOKIHBOCTI)

Hoea Bepcim ¢daiina y dopmari Word i womis nepBHHEHOI 3asiBH 3 BiI3HaYeHHUMH
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TIIIIUAC TA IM’S1 3ASIBHUKA

S, mo migmucaBca(iiack) HIDKIE, LM miaTBepKyro (Bim imeHi CIIOHCOpa), WO (HEmoTpiGHE

3aKPECIHATH):

HaBeeHa B Il 3asBI iHQOpPMAITLSL € JOCTOBIPHOIO;
Krimiune BAOpoOyBaHHA Gyae IPOBOMUTUCH BLTTOBI/IHO JI0 TPOTOKOIY KIIHIYHOIO BUITPOOYBAHHS,
3aKOHOABCTBA 1 mprHNKIiB HanexHol xminiunoi npaktuxd (GCP);

BBaXaro, 1o € HiI[CTa.BI/I IJisl BUPOBAUKCHHS 3all

NOIIOHOBAHHX 3MiH

3ASIBHVIK, mo Tiojiae IFo 3asBY 20 MO3

TTigmuc:

TIpizeume Ta iM’ g (ApyKOBAHAMK miTepamu):

3AIBHUK/IOCHITHHK, mo nofae 1o 3adBy 10
KOMICii 3 TATaHb €TUKH:

Hara:

Higmuc:

Tpispuine Ta iM’s1 (APyKOBAHUMY JiTepaMu):

3
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1o Topsaaky MpoBeeHHS KIHIIHUX
BUNPOGYBaHb JTiKapChKUX 3ac00iB Ta
eKCIepTH3M MarepialiB KIiHiYHUX
BUMpoOyBaHb !
(mynkr 1, po3niny XI)

HOBITOMJIEHHAA
Tpo 3aBepUIeHHs KJIiHiYHOro BUIPOGYBaHHS

ImenTudikamis KIHIYHOTO BANPOGYBaHHS

KoaoBaruii HOMEP IPOTOKONY KIIHIYHOT0 BUIPOOYBAHHS, MPHUBIACHCHUH CIIOHCOPOM:

Homep EudraCT' (3a #ioro HasBHOCTI):

IoBHa Ha3Ba KIIHIYHOrO BUIIPOOYBAHHS:

ITEHTU®IKALIA 3ASIBHUKA (BigmiTeTe BiInoBiTHI MyHKTH)

TTosizoMiieHHS PO 3aBEPIMCHHN O
KIiHi9HOro BHNpoOyBanns a0 Jlep:xaBHoro
excnepraoro nearpy MO3 Ykpainu

IoBigoMiieHHS PO 3aBePIICHHS O
KJIiHiYHOr0 BHIPOOYBaHHS 10 KOMIicil 3 MHTaHb
€THKH

CrnoHrcop O
Odimitinuit peJICTABHAK CIIOHCOPA O
Oco6a abo opraHisaliis, yIIOBHOBOKEHA O

CIIOHCOPOM JUIS TTOJJAHHS JAHOTO
HOBiOMIIeHHS. Y I[bOMY BHIIaJKY BKaXKiTh:
HaliMeHyBaHHs IOPUAUIHOI 0co0H/ Mpi3BHUIIE Ta
iM’a

Gbizmaroi 0cobu:

TpisBuIe Ta iM’sI KOHTaKTHOI 0c00H;
MiCIIe3HAXOMKEHHST FOPHANIHO] 0co0m/
MicIe npoxuBanis Gizugaoi ocobn;
KOHTAaKTHHH TenedoH;

axc;

ajipecy eJICKTPOHHO] IOIITH

Cmoncop 0
Odiniiiamii IpeACTaBHUK CIIOHCOPa 0
Oco6a abo opraizaiis, ymoBHOBaXeHa 0

CIIOHCOPOM IS IOAAHHS IAHOTO
HOBiOMIICHHSL. Y IIbOMY BHIAIKY BKaXITh:
HaliMeHYBaHHs IOPUIAIHOL 0CO0K/ MPi3BHINE Ta
iM’s

¢izuuroi ocobu:

TIpi3BHINE Ta iM’sI KOHTAKTHOI 0COOH:
MiCIIe3HAXOKEHHS FOPHANIHOI oco0m/

Micre mpoxxuBanEs ¢GisuaHOi 0co0H;
KOHTaKTHHH TenedoH;

daxc;

aJipecy eJeKTPOHHOI IONITH;

JTOCTIiTHMKA, BiTIOBIIAIGHOTO 32 IONaHHI
JIAHOTO IOBIIOMJICHHS;

JOCITi IHAKA-KOOpaiHATOpa (L
6araToLEHTPOBOTO KIIiHIHOTO

BUIPOOYBaAHHS 32 HasIBHOCTI); N

BiITOBIIANBHOTO JOCIITHAKA (UL O
OHOIICHTPOBOT'O KIIIHIYHOI'O

BHIIPOOYBaHH).

SKII0 MOBiIOMIIEHHS TI0AAE TOCTiTHUK,
YKaXITh:

IIpi3BHIIE Ta iM 5;

! BudraCT (Buropean Union Drug Regulating Authorities Clinical Trials) -€spone#icbka Gasa aHuX KIHHITHUX

BHIIPOOYBaHb.
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MicCIle IPOKIBAHHS,
KOHTaKTHHH Tele(OH;
axc;

aJIpecy eIeKTPOHHOI ITONITH

3aBepmeHHs KIiHITHOr0 BHIIPOOYBaHHA JlaTta 3aBepIneHHS
KIIIHI9HOTO

BHIIPOOYBaHHS
(JJJI/MM/PPPP)

3aBepmieHHA KIIHIYHOTO BAMPOOYBaHHS TUIBKY B YKpaiHi OTax | OHi

3aBepIIeHHs BCHOTO KIIHIYHOro BUIPOOYBaHHS y BCiX KpaiHax, OTax | OHi

Jic BOHO HPOBOMNOCS

3aBepIIeHHs KIIHIYHOTO BAPOOYBAHHS TilbKY B MiCIli OTak | CHi

MTPOBEICHHS TOCIIJUKEHHS

3aBepinenHs KIIHIYHOIO BUITPOOYBAHHA € JOCTPOKOBUM OTax | OHi

SIKIo «TaK», 3aIlOBHITE BiAIOBIIHI MO

SIxa(-i) mprrauHa(-K) JOCTPOKOBOTO 3aBEPIICHHS KIIIHIYHOTO

BHIPOOYBaHHS:

0e3nedHiCTh OTak | OHi
HU3bKa eEeKTHBHICTh OTax | OHi
KIiHIYHE BANPOOYBaHHS HE NIOYATIOCH OTak | OHi
iHTIIe OTax | OHi

SIKINO «TaK», YTOYHITH!

YycIIo HarieHTiB, SKi MPoOTOBXYIOTH OTPAMYBATH TEPAIi0 IO MOMEHTY JIOCTPOKOBOTO 3aBEPLICHH]
KJIiHi9HOro BUMPOOYyBaHHs B YKpaiHi:

CTHcio onMIIiTE y AOAATKY (Y IOBiLNBHIHA dhopMi):

O6GIPYHTYBaHHS JIOCTPOKOBOTO 3aBePIICHHS KIIHIYHOrO BUIIPOOYBaHHS;

nepebadeHe CIIOCTEPEKEHHS 3a MAIIEHTaMH, IO OTPHMYIOTE TEPAIII0 B MOMEHT THMYacOBOTO
HpHU3YIUHEHH KIIHIYHOTO BUPOOYBaHHA a60 HOT0 JOCTPOKOBOIO 3aBEPIICHH;

BIUIMB JOCTPOKOBOTO 3aBEpIIeHHs KIiHITHOrO BANPOOYBaHHs Ha OLIHKY pe3yJbTaTiB KIiHi9HOrO
BHIIPOGYBAHHS Ta 3aralbHy OIiHKY PH3HKIB Ta OUiKyBaHOI KOPHCTi Bijl 3aCTOCYBAHHS JOCIIXKYBAHOTO
JIKapCchKOro 3acoby

S, mo HEKYe mimucascs(-1ack), UM HiITBEPIPKYIO, IO HajlaHa BUIE iHGOpMallis € JOCTOBiPHOIO

3agpuuk / Jlocmigank

(upizemme Ta iM’ s (APyKOBaHUMH (nata) (migmic)
JiiTepaMu, TIOBHICTIO))
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z0 Hopsaxy mpoBeeHHs KIiHIYHAX
BUMNpPOGYBaHb JTiKapChKHUX 3ac00iB T2
eKCIIEPTH3HU MaTepialiB KIiHIYHAX
pUNpoOyBaHb

(a63am mepiuwii, myHKTY 4, posainy XI)

IEPIOAVWYIHUM 3BIT
NpPO CTaH NMPOBeIeHHs KJIiHIYHOro BUNPOOYBaHHS B Ykpaini / micli npoBeeHHA
JOCTiGKEeHHSA

Hanpasnsaemuvcs 00:
JepxasHoro ekcreptHoro nenrpy MO3 Vkpainn O
Kowmicii 3 miTaHs eTHKH O

1. Indopmanis mpo kniniyae Bunpodysanas (na1i — KB)

Konosanuii Homep npotokoiy KB, npuBIacHeHuI CIIOHCOPOM:

®aza KB:

TTosna HazBa KB:

Croncop KB:

OoiniitHuii NpecTaBHKK CIIOHCOpa B YkpaiHi 1y nposesieHHs faHoro KB
(HaiimeryBaHHs roprmuuHOi 0c06w/ILLE. disuunoi ocobm, I1.1.B. korTakTHOL 0co0H, KOHTaKTHHIA Te1e(oH,
dbaxc, aapeca eIeKTPOHHOI HOINTH)

BucHOBOK Jlep:xaBHOro excnepTHOro uentpy MO3 Vipainu / Pimenns MO3 Ykpalau HalaHo (mata
(mm/mm/pppp) Ta HOMeEP):

BuTAr 3 IPOTOKOJY 3acinaHms KoMicii 3 mirask eTky o koxxxomy JITT3 HazaHo (faTa (mn/MM/pppp) Ta HOMEp):

Sxmo B KB BHOCWINCS CyTTEBI IOTPaBKH, Hafakite indopMallito [0 KoXHiif 3 HEX (HoMep, nata, —PileHHs
MO3 Ykpailu T2 IOromKxeHss KOMIcil 3 THTaHb eTUKH)

2. lata movaTky Ta 3apepmenaa KB

Uy novanocs BUNpoOyeaHus B YKpaini O TAK 0 HI

Sxmo «HI», TO 3 AKUX NPUYHH:

Sxmo « TAK», T0:

JlaTa BKIIOYEHHS TIEPIIOTO JOCTIDKyBaHOTO (Cy6’exTa pociimkenns) B Ykpaini (00/mm/pppp)

JlaTa BKJIFOYEHHS OCTAHHBOTO HOCHI/DKYBAHOTO (cy0’ekra nocimxenns) B Ykpaini (00/mm/pppp)

JlaTa 3aBeplIeHHs KiIiHigHOTO BUNpoGyBanss B YKpaiHi (00/mm/pppp)

3. IndopManis npo Micis NpoBeAeHHs KIIHITHOr0 BUNPOGYBaHAA, 3aABIeH] /I NPOBEACHHN 1aHOT0
KB B Ykpaini / npc micne npoBefieHHs JOCTiREHHA:

Howmep Micig IpOBEACHHS InenTudikanis micug | Cratyc:
KJIHIYHOTO BATIOPOOYBaHH, TPOBEACHHSA (1) iminifoBane Ta HaGpanuii Xo4a 6 OIUH MAIiCHT;

TIPUBNACHCHUH CIIOHCOPOM KITIHIYHOTO (2) ininifioBane, ajne He HAOPaHO >KOJHOTO IAIEHTA;

BUTIPOOYBaHH (3) y pesepi/uekac iHimiarii;
(uasBa, (4) BwyueHo/BubyI0/3aKpHTO O€3 iHiliantii;
Micue3HaxomKeHHs, | (5) BUIydeHo/BHOYII0/3aKpUTO ITicH inimiarii
BiJIOBIJATTbHAN
JTOCJTi THUK)
4. Indopmanis npo gocaimxkysannx (cy6’ekriB pocxisxenns) B Ykpaini / micni npoBeieRHa NOCTKEHH:

1 . . . .

Jlata miamucanns #oro iHpopMOBaHOT 3TOIH.
2 JlaTa 3apeplIeHHs KIIHITHOTO BUMPOOYBAHAA 200 MIAHOBAHOIO 3aBEPIICHH A IIOTOTHHX KIIiHI9HEX BAOPOOYBaHs,
SKITO TS AaTa 3MIHIIacs 3 MOMEHTY ToJaqi 3asiBH.
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Homep Micng KUIbKIiCT OCIIDKYBaHUX (Cy6’ €KTIB HOCTI/KESHHSA)

MPOBECHHA B MicL{ HpOBE/IEHHS KITiHIYHOTO BUNPOOYBaHHS:

KJTiHIYHOTO CKPMHOBAHO PaHIoMi30BaHO IIPOJIOBXKYIOTE 3aBepIIIN Bubyio'
JOCIIiDKEeHH, y4acThb y y4acTb Yy
TIpHBJIaCHEHHI KTiHITHOMY KIHITHOMY

CTIOHCOPOM punpoOyBanHi | BHIpoOyBaHHi

! Mg mocnimkyBanux (cy6’ekTiB JOCIIDKEHHS), 0 BUOY/IY, BKaXITh IPHIIHA: (1) —BigKJINKAHHS
indopMoBaHOi 3ro/IH JOCHI/UKYBAHIM (cy6’exTom mociipkerns); (2) — 6esneka; (3) — AM3bKa edeKTHBHICTE; (4)
— iHOTl TIPUYUHHA,

5. IndopManis MO0 MiTO3PIOBAHAX CePHOIHEX genependauyBannx mOGITHHX peakmiii B Ykpaini / micni
IPOBEICHHA TOCTIZKCHHS !

Homep MicIid POBEACHHL IMinosprosani cepiiosni menepenéadysani noGiuni peakuii
KJIiHI9HOro BHMPOOYBaHH s, (inghopmayis. NOBUHHA MICTHUMU wonaiiMenume K00 O0CIIONCYBAHOZO
IPHUBJIaCHCHHMI] CIIOHCOPOM (cy6’exma docniddicenns), ko0 8UNaodKy, Oamu NOYAMKY Ma 306EPULEHHS,

Oiazno3, HACTIOKY):

6. Inpopmanis mMoA0 CyTTEBHX BiIXHJIeHD BiJ HPOTOKOIIY KIHITHOrO punpobyBanns B YKpaini / micmi
npoBeeHHS NOCTKeHHS

Homep Mmicus CyTTeBi BigxniieHHS Bi{ HPOTOKOIY wiigigaoro BANpoOyBaHH
MPOBEACHHA (ingpopmayis. NOBUHHA MICHUMU woHalMeHue KOPOMKUI ONUC CYmi gioxunenns, 0amy, Koo
KIIHIYHOTO docnidcysanozo (cy6’'ekma OOCIIONHCEHH), Hacioku/eocumi 3aX00U):

BUNPOOyBaHH,
TIPUBIACHEHUH
CHOHCOPOM

T O60B' T3KORMMH JUTS 3BITYBAHHS € BCi CYTTEB] BiTXWICHH, SKi CTOCYIOTHCS 6e3neKy JOCTIHKYBaHUX
(cy6’€KTiB HOCIIKEHHS).

7. Inma BaxaABa indopmanis (32 HAABHOCTI)

8. Inopmanis Hpo ocoly, IO NOJAE 3BIT (TLLB., micue po6oTH Ta 3aiiMaHa mocana, KOHTaKTHHM TeeoH):
9. JlaTa cKJIaiaHHsA 3BiTy, HignHAC:
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1o IMopsxy MpoBeIeHHA KITiHIYHAX
BHNpPoGyBaHb TiKapCHKUX 3aC00IB

Ta eKCIIepPTH3M MaTepialiB

KTiHIYHMX BAMIPOOYBaHb

(a63a1] mepmmit, myHKTY 6, posainy XI)

CTPYKTYPA
3aKJII0YHOTO 3BiTy PO NpOoBeJieHe KIliHiuHe BUNPOGyBaHHs JiKapChKOro 3acoly

CrpyKTypa 3aKIOYHOTO 3BiTy MPO IPOBEIICHS KilinigHe BEOpOOYBAaHHS € y3araJbHEHOIO I
omucy KiiHI9HOro BHIPOOYBaHHS Oy[B-KOTO  TEPAICBTHIHOIO, npoginakragaoro  abo
JArHOCTHYHOTO 3acoGy, TPOBEIEHOTO Ha JOCIIUKYBAHWX (cy6’exTax MOCHDKEHHs), Y AKOMY
3i6paHo KITiHIYHWH Ta CTATHCTHYIHHN OIMCH, QA3 JAHAX, SKi CYIPOBOMKYIOTECS TabIMILIME i
PHCYHKaMF B OCHOBHOMY TEKCTi aG0 IIic/is HBOTO. KpiM Toro, y ZoJaTKax HaJaloThCA BiZOMOCTI PO
HOCTipKyBaHEX (Cy0’€KTiB JOCTDKCHHS) Ta [eTalbHa CIATACTAYTHA inpopmartis. OCHOBHi
IPUHIMIHN CKIafaHHs 3BiTy Ta HOro CIPYKTYpy MOXKHA BHKOPHCTOBYBATH JUIs Pi3HMX BUIIB
KTHI9HAX BHMpPOOyBaHb (HAIPHUKIIAM, KITiHiKO-(hapMaKooriyni BEIpo6yBants). PexoMeH0BAHO 10
CTPYKTYpH 3BiTy BKIFOUATH TaKi TIO3HTIIT:

1. TUTYNBHY CTODIHKY, 5Ka HOBUHHA MiCTHTH:

Ha3By 3BiTy; Ha3By JOCHi/KyBaHOIO mikapcbkoro 3acoly; imeRTHikaiio KIIiHI9IHOTO
BUIpOOYBAHHS; SKIIO HE 3a3HAYCHO B HA3Bi, CTHCTHI ONMC IUIAHY, TOPIBHSIHHS, TPUBAJiCTH
BUNPOOYBAaHHS, JO3yBAaHHA IKapChKOIro 3aco0y i KOHTHHIEHT JOCIi/KyBaHHX (cy0®’exTiB

JOCTIIKEHHsT); HaliMeHyBaHHs/ IPi3BHINE Ta iM’si CIIOHCOPA; ineHTHGIKAIIIO IPOTOKONY KIIIHITHOTO
BUIPOOyBaHHS; BUA/(asy; faTy HOYaTKy, JaTy 3aKiHYeHHs KJIHITHOrO BHIPOOYBaHHS, MIO3HAYCHHA
pimmopimaocTi GCP  (sxmmo BHKOHYBAJIOCH); ATy 3BiTy, Npi3BHOE Ta iM’s BiIITOBIZAJIBHOIO
JocTiHAKa 260 OCTiTHIKA-KOOP/IMHATOPA, 00 IPECTaBHAKA CIIOHCODA.

2. PestoMe (cTHcTEH onmmc KIiHiYHOTO BANpPOOYBaHHSA 3 UHCIOBAMHU JAHMME UL imocTparnii
pe3yJIbTaTiB).

3. 3Mict 3BiTy (YKIOYar0d9M MEPENiK i PO3TallyBaHHS NONATKIB, TaOIUIb iHIWBIIyalnbHOL
peecrpaitiiinoi Gopmu).

4. Tlepenik CKOpOUeHb i BE3HAYCHHS TEPMIHIB.
5. EruyHi IMTaHH.

6. JlocmimHukiB Ta aIMIHICTPaTHBHY CTPYKTYpPY Kminiugoro BUNpoOGyBaHHA (Ha3BY,
MiCIIe3HAX0DKEHHS, KOHTAKTHAM TelIe(oH).

7. Berym.
8. Mety BumpoOyBaHH:L.
9. Tlnan BUIPOOYBaHH:

1) 3arasauii WiaH (H3aiiH) 1 WIaH-OMHC KIHIYHOTO BANPOOYBAHHS; CXCMATHIHE 300paKeHH
eTaIriB i mpomeyp KIiHI9HOTO BHIIPOOYBAHHS.

2) OG6rpyHTyBapHS IUlaHy (TM3aHHY) KTiHi9HOro BHIpOOYBAaHHS, y TOMY dHCHi BHOIp
KOHTPOJIGHUX TPYIL.

3) Bubip moIry i, o BUBIAETHCA:
KpHTEPii BKITOUYCHHS,

KpUTepii HEBKIDHOUECHHS,
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BHKJTFOUCHHS OCTIIKyBaHux (Cy0’€KTiB JOCTIPKCHES) 3 BUIPOGyBaHb abo aHaJIi3iB.

4) JlikyBaHHS:

Npu3HAYCHE JIIKYBaHHT;

imenTHdikamnis IKapCEKAX 3ac00iB, MO JOCTI/LKYIOTHCH;

METOJIH PO3TOALTY HOCIi/UKYBaHHAX (cy6’€KTiB HOCTi/KEHHS) 38 TPylaMu (panmomizantis);
BHOIp 703 JUld BUBICHHI,

BuGip 103 1 dacy upuHAOMY JiKapcHKOTo 3aco0y VI KOXKHOTO jociimkyBatoro (cy6’exra
JIOCII IPKCHHS);

«CTiITHl» METOJ (SIKIIO BUKOPUCTOBYETHCSH);
TIOTEPEIHS i CYIIyTHS TEPallis;
JOTpUMAHHS JIOCII/DKYBAaHAM (cy6’ €KTOM JOCIiJUKEHHS) PEXUMY JiKyBaHHA.

5) [Mami mono edexkTHBHOCTI Ta OC3MCKH (ominka # Tpadix BH3HAICHHT TIOKA3HMKIB
e(eKTHBHOCTI 1 HE3NEKH).

6) Jlami moys0 rapaHTii AKOCTi (MOKYMEHT, IO migreepmkye $aKT ayIUTOPCHKOL HEPEeBiPKH,
SIKTIIO npOBo,uHJI:ftCﬂ).

7) 3aruIaHOBaHi B IPOTOKO KIiHIYHOTO BAMPOOYBaHHS CTATHCTHYIHI METO/IH.

8) 3MiHH [0 3IUIAHOBAHOTO MPOBE/ICHH KITiHIIHOrO BANPOOYyBaHHs abo aHAI3Y.
10. Indopmanito MO0 JOCILKYBAHAX (cy6’ eKTiB JOCIIDKEHHS):

1) Poznozin JIOCIIKYBaHUX (cy6’exTiB JTOCTIDKEHHS).

2) BigxuienHs Bifl IPOTOKOIY KIiHIIHOTO BHIPOOYBAHHS.

11. OniHKy eeKTHBHOCTI.

1) Psyu faHuX, SKi aHATi3yIOTHCS.

2) Memorpadiuni Ta/wm immti BUXiJ{HI XapaKTEPUCTHUKH.

3) TloxasHHKH INOAO AOTPYMAHHI JOCHiIKyBaHAME (CyO’ eKTaMu NOCHIJUKEHHST) DPEXUMY
JTiKyBaHHI.

4) PesymbTaTH OLIHKH e()eKTHBHOCTI Ta CKIQIaHHs TabIunpe J[JaHMX HA KOXKHOTO
mocnimKysanoro (cy6’ekra JOCIIKEHHS):

aHaNi3 ePEKTUBHOCTI;
CTAaTUCTUYHI/aHATITHYH] THTAHHT;

HaJaHHd [HAABIAyaJIbHUX JIaHHX peakmii JOCHiDKYBaHHAX (cy6’eKTiB JOCHi/UKCHHA) HA
TKyBaHHA y TaOJMIIX;

71033, KOHIIEHTpAIisd JOCHiHKYBAHOTO nikapceKoro 3acofy Ta ix B3AE€MO3B'S30K 3 PEaKINIErO
JocIimKyBaHoro (Cy0’eKTa JOCIi/KEHH) Ha el TiKapChKui 3aci0;

B33EMOJTIA: JKK — JIKH, JIKH — XBOpo0a (AKIIO BHBYAJIACH);

BHCHOBKH INOJI0 €)EKTHBHOCTI.
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12. BusHaueHHs GE3IEKH.

1) Mo6iuni seuma:

CTHCIIE PE3IOME MO0 HOOTYHUX SBHII;
HaaHes iEpopMarii moso NoOIYHAX IBHIN;
aHaJTi3 MOOIYHAX SBUIN;

mepenik MOGIYHEX SBHI, SKI CIIOCTEpITaich y KOXHOTO JOCIHI/UKYBaHOTO (cy6’exta

TTOCTIIKEHHS).

2) Bunagku CMEpTi.
3) Irmi cepifo3Hi MoGiyHi ABHINA, & TAKOXK cepitosni moGidHI peakuil.
4) Oninka KIiHiK0-1a60paTOpHIEX IOKA3HUKIB:

HepeniK iHAuBiAyaTbHAX Tab0paTOPHIX [IOKA3HHKIB IOCTi/PKYBAHAX (Cy6’ €KTiB JOCIiDKEHHS) i

3HAYCHHI KOXHOI'O TIATOJNIOTIYHO 3MiHEHOTO J1a6opaTopHoro TIOKa3HHUKA,;

OIiHKA KOKHOTO IIOKA3HAKA Tab0OPaTOPHIX JOCIIKCHE;

aGopaTopHi 3HAYCHHS 33 BECh NEPiof| JIOCITiJ[)KEHHS;

iHEBigyaNbH] 3MiHH OKA3HAKIB Y XBOPHX;

iHIuBiAyaibHI KAIHIYHO 3HAUVIMI TATONOTIUHI BiXUICHHS TOKa3HUKIB.

5) MapameTpH KXHTTEBO BAXKIHUBHX dyHKIiN opraHi3My, HaHi 00'€KTHBHOTO JIOCIi/KCHHS Ta

inma indopMairis 00CTEKEHH, IKa CTOCYEThCA NATaHb Oe3neKu.

6) BucHOBKY OO GE3IEeKH.

13. O6roBopeHHs Ta y3arajlbHEH] BUCHOBKH.

14. Tabmumi, pucysKw, rpabike, Ha SKi € TOCHIAHHS, alle sKi HE BBIHIITH IO TEKCTY.
1) Jlemorpacdisi fani (3Be/1eH] PACYHKH, TabmwI).

2) ani mono eheKTHBHOCT] (3BesieH] PECYHKH, TAOMIHILL).

3) Jlani mogpo Ge3neku (3BeeHI PACYHKH, Tabmumi):

HaJaHHI JaHuX [po MobiuHi SBAIMA;

mepeNiK BAMAJKIB CCpHO3HMX TOOTIHYX SBHUII;

OITHC BUMAIKIB CEpHO3HMX MOOGIYHUX SBHIIL;

HepeliKk [aToNOIiYHO 3MiHCHHX IOKAa3HUKIB JIA0OPATOPHHX JAOCIHI/UKEHb (Ha KOXHOTO

JOCILKYBAHOTO (Cy6’€KTa JOCIiKEHHS)).

15. Crncok BUKOPHUCTaHUX JIKEPEIL.

16. loparku:

1) Inopmarist 00 KIIHIYHOTO BATIPOOYBAHHS:

IIPOTOKOII T2 HOIPABKH JI0 IIPOTOKONY KIiHIIHOTO BHIIPOOYBAHH,

3pa30K iH/MBIAyaNBHOI peecTpaliiinoi GopMu;
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&

CTODIiHKE i3 3a3HAYCHHSIM CTHIHHX MOMEHTIB Ta IOTO/DKEHHS KOMICiH 3 IWTaHb CTHKH,
IMCHMOBa iH(OpMAIis I HaLli€HTiB/300POBHX no6poBoIBIIB Ta iHdGopMOBaHa 3T0A2;

TlepeJiiK Ta XapaKTePUCTHKY JIOCTIAHAKIB T2 iHIIMX BiANOBiATBHUX 0Ci0;

mimmcH  BiNOBifaNBHOTO  JOCHiHEKA 200 JOCITi/IHUKA-KOOPJMHATOpa  KIIHITHOTO
BANPOOYBaHHST;

AHANITAYHA JOKyMEHTAIlis — cepTrikaTy cepii JHKAPCHKOTo 3ac00y, IO MOCIIKYETECS;

cxeMa paHzoMizalii Ta KOAM (inenTudikaliis JOCIIIKyBaHUX (cy6’€KTiB JOCTLKEHHS) Ta
npH3HaYeHe TiKyBaHH:);

JTOKYMEHTH, IO HiATBEPIDKYIOTh daxT ayquTOPCHKO1 [EPEBIPKH (AKINO IPOBOJMIIAC);
JOKYMEHTAIlis MO0 CTaTUCTHIHHX METOIB;

JOKYMEHTAIlisl o0 TabopaTopHOl cTaHAapTU3allii METOAIB i 3a0e3neUeHHs AKOCTi IPOLENYD,
SKINO ITPOBOJIMNIOCE;

nyGmiKarii, mo 6a3yioThCs Ha KIIHITHOMY BUIPOOYBaHHI;

BaCIMBI IyOiKallii, Ha SKi € IIOCHIAHHS Y IaHOMY 3BiTi.

2) Tlepenik JaHMX MO0 JOCILDKYBAHAX (cy6’€KTiB OCIIDKEHH):

focyimKyBaHi (Cy6’€XTH TOCTIKEHH:), SKi BHOYIH 3 KJIHIYHOTO BUTIPOOyBaHHS,
BiIXWJIEHHS BiJ IPOTOKONTY KIiHIYHOTO BAUIPOOYBaHH;

NocimpKyBaHi (Cy6’ €KTH TOCTiUKEHHS), IKUX BHKIIIOYCHO 3 aHami3y e()eKTUBHOCTI;
neMorpadiyni JaHi;

JOTPUMAHHS PEXUMY JTiKyBaHHST Ta/ab0 faHi 3 KOHIICHTpAIIi JTiKapchKoro 3acofy (SKIIO €);
iHIMBiAyaTbH] AaHi MOI0 e()eKTHBHOCTI;

nepenik moOiYHIX ABUIN (Ha KOXKHOTO 3 IocrimKyBanux (cy0’exTiB JOCTIJDKEHHS));

TepeliK iHMBiAyatbHEX MOKA3HAKIB 11ab0paTOPHAX JIOCTI/DKeHb Y JOCHTiIKYBaHHX (Cy0’€KTiB
JoCiuKeHH) (32 HeOOXiqHOCTI).

3) InmBigyanbHi peecTpaiiiini popmu:

iHmBiyanbHi peecTpauiiiai popMu Ha BUNAIKYA CMEpTi, iHIMX cepio3HuX MOOITHNX SBMIN Ta
BEIIAJKY BUBEJICHHS 3 IOCII/DKEHHS ¥ 3B'3KY 3 PO3BHTKOM Cepio3HEX HOGIYHUX SBUIL

inmi impEBimyaneHi peectpauiifai dopmm, mo Oyiu mojaHi Ha posrian 1o JiepikaBHOTO
excreprHOro nearpy MO3 Vkpainu.

4) Tepenik HaHAX IO KOXKHOMY JOCIIIXYBAHOMY (cy6’€KTy IOCIiIKECHH).
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1o TTopsiKy TipoBe/ICHHs KIiHIYHHX
BUIIPOOYBaHb JTiKapChKHX 3ac00iB

Ta eKCIIePTH3H MaTepiallib

KIIiHI9HKX BUIPOOYBaHb

(a63ar geTBepTHI, yHKTY 4, TViaBH 1,
po3ziny XI)

(a63am apyTwii, MyHKTY 2, TIIaBHU 3, pO3ALTY
X1I)

BUMOI'A
10 CKJIAIaHHS HOBiIOMJICHHS NPO MMi103pI0BaHy HenepenGauysaHy cepio3Hy
noGiyHy peakiiiro

1. InenTadikanis KIHIYHOTO BHNPOOYBaHHHA

Inentrdikaris KIHIYHOTO  BHIPOOYBAHHI (komoBaHM#t HOMEp MPOTOKONYy  KIIHIYHOTO
BHNpPOOYBaHHS, IPHBIACHEHOIO CIIOHCOPOM, 32 massHOCTI — HOMep EudraCT?).

2. Indopmanis npo rocmimkysanoro (cy6’exra AOCTIKEeHHS):

1).inenTudixaniitauii HoMep JOCIKYBaHOTO (cy6’€exTa JOCHiKCHHS);

2) iminiand;

3) crars;

4) Bik Ta/ab0 faTa HAPOJKECHHS;

5) Bara;

6) 3picT;

3. InopmMamnis 1po Hix03pIOBaHMH JiKapChKHi 3acio:
1) Ha3Ba JOCIL/PKYBAHOTO JIKAPCHKOTO 3ac00y (abo ToproeeisHa Ha3Ba);
2) MixHapoHA HEIATCHTOBAHA HA3Ba,

3) momep cepii;

4) moka3aHHs [ IPH3HA9eHHs a00 BUBICHHT,

5) nikapceka popma, JO3yBaHH;

6) no6oBa 1032 Ta POKAM NPU3HAICHHS,

7) cnoci6 npr3HAYECHHS;

8) mara Ta Jac MOYATKY JKyBaHHS;

9) faTa Ta Yac MPUIUHEHHS JIKyBaHHI 200 TPUBAILCTh JIiKyBaHHS;
10) po3KoyBaHHS: TaK/Hi/HE 3aCTOCOBYBAIOCH, PE3YIBTATH:
OLHKA IPHYHHHO-HACIIKOBOTO 3B’ 3Ky, IO HaJlaHa TOCIIXHIKOM;
OIiHKa IPMYHHHO-HACIIZIKOBOTO 3B’ 3Ky, 10 Ha/laHa CIIOHCOPOM;

KOMeHTapi (axiBIis, SKmo HEeOOXiIHO (HANUpUKIa[, SKIIO OLIHKA CHOHCOpPa OO 3B’S3Ky 3
HiI03PIOBAHOI0 HEMEpebadyBaHOI0 CEPHO3HOI HOGIYHOIO peakmicto He 30iracThes 3 OIHKOIO
JOCHifHKKA, IiZ03pa, IO CYyMyTHi Jiikapchki 3aco0H BimirpaloTe pONB Y PO3BHIKY peaxmii
6e3mocepeIHbpO a00 BHACIITOK B3aEMOJIil).

‘EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €spome#icbka Ga3a JaHuX KIHHYHUX
BAOPOOYBaHb.
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4. CynmyTHE JIKyBaHHSA

Jlns  CymyTHiX JKapchKEX 3acobiB (Y T4 Oe3penenTypHuX JIiKapCLKHX 3acobiB) Ta
HeMeqUKaMEHTO3HUX 3ac00iB JTIKyBaHHSA HagacTbCs Ta CaMa imdopmartis, o 1 714 JOCIIKYBaHOTO
JKApCHKOTO 3ac00y, 30KpeMa MO0 BUPOOHHKA, SKIIIO BIJIOMO.

5. IndopManis npo Hixo3poBaHy HemepeadaTyBaHy cepiio3Hy moGiuHy peaxiliio:

1) moBHHIA OIMC peaKmil;

2) nara Ta Yac MOYaTKy pPeakmii;

3) mara Ta yac IPUIHHEHHS a60 TPHBALCTE peaKxiiii;

4) inopmartist IPo BiMiHY T IIOBTOPHE NPHA3HAYCHHS Ii{03PIOBAHOTO JHKAPCHKOTO 3aC00Y;
5) MicIie po3BHTKY peaxiii (KiiHika, HONIKJIiHIKa, BAOMA);

6) Hacmigox: indopManis mpo BEAyKaHHS aGo 6ynb-siKi HACTiTKH, Gy/p-sKi IpoBeNeHi crerpdiumi
TecTH Ta/abo JiKyBaHHS Ta IX pe3yIbTaTH;

V pasi cMmepTi — i mpHYMHA Ta KOMEHTapi MO0 MOXIHBOIO IpUMMHHO-HACIKOBOTO 3B°53KY 3
I1i/J03PIOBAHAM JIOCIIUKYBAHEM JIKApCHKAM 3aC000M.

7) OGymp-sixa iHma iH(opMaltii, IO MOXKE OyTH KOpWCHA JUIi OIIHKH 111 103PIOBAHOL
HenepeaGauyBanoi cepito3noi moGiunol peaxuii (CyILyTHI 3aXBOPIOBAHHS, aJIeproJIOTiYHAN aHAMHE3,
AJIKOTOJILHA 3AJICIKHICTB).

6. Taui npo gocaiiHNKa, 010 HAJaB NEPBUHHY indopmaniro:
" 1) mpizBuime Ta iM’5;

2) Micnie TPOBEACHHS OCTIKESHHS;

3) KOHTaKTHHIT HOMep TelneOHy;

4) 3afiMaHa TOCaNa,

7. Indopmantisi Ipo cHoHCOpa/3aABHAKA TA agMiHicTpaTHBHI JamHi:

1) nata gaHOTO MOBiJOMIICHHS;

2) jokepeno indopmarii;

3) iaTa OTPHAMAHHS IOBIIOMICHES CIOHCOPOM/3as BHAKOM;

4) xpaina, e BHHUKJIA PEAKIIid;

5) Tun moBiKoOMIeHHS (IIEPBUHHE, JIONATKOBE);

6) HaliMeHyRaHHS IOPHIWYHOI OCOOH/HpisBuINe Ta iM’s. (isHIHOI ocobu; MicHe3HaXOKEHHS
FOpHIMIHOT ocobu/Micue npoxuBaHHA (isuaHOl 0co0H;

7) nplsBHme Ta iM’4, 3aliMaHa IocaJia, KOHTAKTHAM! HOMED tenedony Ta (haxc KOHTAKTHOI OCOOH,
BiNMOBiHANBHOI 32 HojaHHs iHgopMaii npo mobiusi peaxmii;

8) HOMep BHIIaAKy HelepeadaTyBaHol cepitozHOi mo6iuHOT peaKii, HaJaHui CHOHCOpOM/3aSIBHI/II(OM
(HoMep Mae OyTH €IWHMM JUIS NEPBHHHOIO Ta HACTYIHHX TOBiAOMJICHE IIPO OAWH i TOH caMMi
BHUIIAIOK).
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J0 TopsiaKy mMpoBeAeHHS KIIiHI9HAX
BUINPOOYBaAHb JTiKAPCHKUX 3aC06iB
Ta EKCIIEPTH3H MaTepialiiB
KIIiHi9HHIX BHNPOOyBaHb

(ab3an mepvii, MyHKTY 4, I71aBy 3,
poszzaimy XII)

BAMOI'A
J10 CTPYKTYPH OHOBJIIOBAHOIO 3BiTy 3 Ge3MeKH J0CIiKYBAHOI0 JiKapChKOro 3aco0y,
1o nepedyBac y craiii po3po6kn (aaai — DSUR)
(DSUR - Development Safety Update Report)
3mict DSUR cknagaerses 3 20 po3ainiB:
1. Berym.
2. Mixkmapoauuii fineH3iiaumii /peecTpaliiHuil CTaTyc.
3. 3axo0/M, SIKUX BXKHTO 3 IPUYHMH O€3MCKHU B 3BiTHUH IEPiof.
4. 3minm y pepepenTriii indopmartii 3 Ge3meKH.
5. Tlepenik KIiHiYHAX BUIPOOYBAHb, SIKi IIPOBOJATHCS UM 3aBEPIICH] Y 3BiTHUIA mepion.
6. OmiAKa KyMyJIATHBHO] €KCIIO3UILi] (3araibHOTO BILIUBY):
1) KyMyJIATHBHA €KCIIO3HIIif Y IIpOrpaMi po3poOKH;
2) eKCIO3MIIis TanicHTa (BIUMB Ha MAI[i€HTa) Ha OCHOBI MapKETHHIOBOTO JOCBI/Y;
7. JlaHi B mepertikax Ta 3Be/ICHUX TaOIMIAIX:
1) pedepenrra indopmanis;
2) neperiKy Cepio3HUX MOOGIYHIX peaKIili 3a 3BITHHMN IEPIOf;
3) KyMyIATHBHI/3araipHi 3Be/IeH] TabNuIi cepHo3HIX NOOTIHMX SBHLL.
8. BaknuBi pe3ynbTaTy KIiHIYHIX BUIPOOYBaHb 32 3BITHHM Iepiox:
1) 3aBepIueHi KIIiHiTHi BUIPOOYBAHHI,
2) kiHivHI BUNPOOYBaHHSA, SKi IPOBOAATECS,
3) IOBrOCTPOKOBHUIL KOHTPOIB (CIIOCTEPEKECHHA);
4) inIlie TepaneBTHYHE BUKOPHUCTAHHS JOCIKYBAHOTO JTIIKApChKoro 3acoly;
5) HOBi j1ami 3 Ge3neKw, OB’ 13aHi 3 KOMOIHOBAHMME METOJaMH JIKYBAHHS;
9. JTani 3 Ge3leKH, OTPUMAHI T1ij 9ac HeiHTepBeHIIHHAX BUIPOOYBaHb.
10. Inma indopMartis 3 Ge3nekr y KOHTEKCT] KIHIYHAX BEIPOOYBaHb.
11. Jlani 3 Ge3meKkd HAa OCHOBI MAPKETUHIOBOTO AOCBiLY.
12. HexuimiuHi JaHi.
13. Jlitepatypa.
14. Ismi DSURs.

15. BifcyTHicTh €)eKTHBHOCTI.




16. InbopMmaris, coenudidaa Ui perioHy.
17. Tnpopmartis, 1xa HamifIIIIa Mi3HIIIE.
18. CymapHa ominka 6e3IeKu:

1) ominka pU3HKiB;

2) NWTaHHS CIIiBBiTHOMEHH KOPUCTi-PH3HKY.

19. Pe3toMe BaXXIIMBUX PH3HKIB.

20. BucHOBKH.

IIponorxenus Hogatky 17
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3ATBEP][2KEHO

Haxas MiHicTepcTBa OXOPOHU
3710pOB’s YKpaiHu

Bix 23 Bepecus 2009 poxy Ne 690

(y penmakiii Haxasy MinicrepcTBa
OXOPOHH 3/10POB’sl YKpaiHK

Bifg poky Ne )

TUMOBE NMOJIOKEHH S
npo KoMmicii 3 NTUTaHb eTHKHA

L. 3arajbHi MOJOKECHHA

1. Ile Tumose IOJOXKEHHS po3po6IIeHo BiIHOBIHO O crareir 7, 8 3akoHy
- Vkpainu «IIpo mixapcbki 3acobm», 3axkoHy Ykpainu «IIpo OCHOBH 3aKOHOIABCTBA
Vkpaiau PO OXOPOHY 370pOB’S» 3 ypaxyBaHHAM BHMOT JTupexrusr 2001/20/€C
€sponeiicpkoro ITapramenTy Ta Paju €C Bix 04 xsitas 2001 poky (i3 3minamu) «IIpo
HAGOKEHHS. 3aKOHiB, NiI3aKOHHAX aKTiB T2 aIMIHICTPATABHAX MOJIOMKEHE JIepKaB-
YTeHiB CTOCOBHO 3alPOBA/DKEHHS HANEKHOI KIiHIYHOI MPAKTHKH MpH IpOBeIeHH1
KTiHiYHAX BUIpPOOYBaHb JKApCHKUX 3aco6iB sl BKHUBAHHS JIOIWHOIO» 1 JEAKHX
nonoxens Permamerty (€C) Ne 536/2014 €BponeiiCbKOro mapiamMmenty Ta Pamu €C
Bix 16 ksitHa 2014 POKy IIOMO KIIHIYHUX BHNPOOYBaHb JIKapChKUX 3ac00iB IS
MOAMHW, W0 CKacoBye JIMpeKTHBY 2001/20/€C Ta MixHaApOAHHX CTUIHHX
peKOMeH Al MO0 TOCIiIKEHb, [HOB’SI3aHKX 31 3[0pOB’AM, 33 YJacTIO JIEOICH, IO
pospobneni Pazgoro MDKXHapOTHMX opramizanifi MeIMYHUX HAYK CHiNbHO 31
BCecBITHBOK OpraHi3alliel0 OXOPOHH 3/(0POB’S (CIOMS), mpummumis Hanexsol
xrminiunoi npaxtaku (ICH GCP), MbKHapOTHHX CTHIHHX OpUHOVINB 6loMeIUIHAX
JOCITLDKEHb i3 3aIyYeHHAM JIIOIHHY Ta CTUIHOTO KOACKCY JTiKaps.

2. Ile TumoBe MONOXEHHS BCTAHOBIIOE OCHOBHI BAMOTH IO OIiHKM ETHYHHX i
MOPaJTHHO-TPABOBUX ACTIEKTIiB KTiHIYHUK BUIPOOYBaHb, IKi MOXYTh IPOBOJUTHCEH 34
y4acTiO JOCHIKyBaHOTO (cy6’exTa MOCIIKEHHS), T2 3mificHEHHS Harjamy 3a
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3abe3MMeueHHAM [paB, Oe3lNeKH, ONaromoyTds mociimkysasoro (cy6’exra
JOCIIDKEHHSA)III 9ac ydYacTi y KIHIYHHX BHIPOOYBAaHHAX JIKapCHKHX 3ac00iB
KOMICisIMM 3 HUTAHb €TUKY IIPH JIKYBaIbHO-TIPOMITaKTHYHNX 3aKIa/ax.

3. KoMicis 3 OHTaHb €THKM IPH JIiKyBalbHO-IPOGITaKTHIHOMY 3akmani (mam —
JIEK) — He3aJe;KHRN OpraH, IO CTBOPIOETHCA 1 i€ IIpH NiKyBaJIbHO-TIPOIIaKTHIHOMY
3aKnai, Ae IPOBOAATECS KIiHIUHI BANPOOYBaHHS, 0 CKIIaRY AKOr0 BXOATH MEIUIHL
HaykoBi (axiBui Ta NMpPeICTABHWKM IHIIHAX cremianpHOCTell 1 sAKmMil BiAnoBimae 3a
3a6e3MeueH s IpaB, OesnekH i GnaronomyTus cy6’exTis BUNIPOOYBaHHS B MEXaxX CBOET
KOMIIETEHIIIT Ta He3aeKHO BiJ KepiBHANTBA JiKyBalTbHO-NPOGLIAKTAIHOTO 3aKany;
3a HAEAHHS CYCIIIBCTBY BiINOBINHMX rapaHTii, y TOMY qUCHi IUITXOM PO3risany i
CXBANCHH/YXBAI€HHs IIO3HTHBHOrO pIilICHHA MO0 HPOTOKOIY BUIIPOOYBaHHH,
BiITOBiAHOCTI TOCIIiIHUKIB, MarepiadbHO-TeXHIYHOTO 330e3MeUYcHHs] MEJIUYHOTO
3aKiafy, a TaKoX MeTofiB i 3acobiB OTpHMaHHA Bi cy0’exTiB BHUIPOOYBaHHS
indopMoBaHOT 370K Ta i JOKYMEHTATBHOTO OQOPMICHHS.

4. JIEK moro[KyioTs IIpOBeleH s KIIHITHNX BUMPOOyBaHb JMKapCHKAX 3ac00iB B
Vkpaini 3a MicIieM IXHbOI NisUTHHOCTI T4 3MiACHIOIOTH MOHITOPHHTI IOJI0 JOTPHMAHHS
eTHYHEX T2 MOpPAIBHO-TPABOBAX ACHEKTiB MPOBENEHH: KIHIYHAX BUIIPOOYBaHb Y
NiKyBaJbHO-IIPO(LIAKTHIHHUX 3aKIafax.

I1. IIpaBa T2 o6oB’s3ku JIEK

1. OcroBunmu 0608’ s3xkamu JIEK e:

1) 3Baxmcr mupas, Oesmeku Ta Oiaromoxyads nociimKyBanoro (cy6’exra
JOCIiIKEHHS), 3AyIeHnX 0 KIiHIYHNX BUMPOOYBaHb JIKapChKUX 3ac00iB.

2) 3axuUCT paB Ta IHTepeciB BiIMOBiZaTbHUX JOCIIIHMKIB/MOCTiTHUKIB.

3) 3abesmevueHHs MOTPUMAHHA ETHYHUX Ta MOPAlbHO-TPABOBUX MPAHIUIIB
TIPOBE/ICHHS KIIiHIYHNX BUIPOOyBaHb y JiKyBaITbHO-PO(ITaKTHIHOMY 3aKIa/i.

2. JIEK 3pificHIOE OLIHKY €THYHHX T2 MOPAIGHO-IPABOBHX aCIEKTiB KIiHIYHMX
BUIPOOYBaHb, y TOMY YHCHi IPOIEAYp 3allydeHH HAIi€HTIB/3H0POBUX TOOPOBOIIBIIIB
10 BUIPOOYBAaHHS Ta OfEPIKAHHS Bifi HEX (IXHiX 3aKOHHHX IPeICTABHUKIB/OIM3bKIX
POMIiB/ APYTOTO 3 HOAPYXKs) iHPOPMOBAHOI 3TOMIH.

Oco6muBa yeara JIEK npuminserscs 3aiydeHHIO 1O KIIHIYHHX BHIIPOOYBaHb
MAJIOMITHIX Ta HEMOBHOMITHIX 0ci0, HeJie3JaTHHX OCi6, MAali€HTiB y KPHTHYHOMY i
HEBIIKJIAHOMY CTaHaX.

JIEK noBuHHA TTEpEKOHATHUCH, 10!

BiNMOBiIANEHAN JOCIIHAK/ TOCTiMHAK(-K)/cliBpOGITHIKH, SKi 6epyTh yJacTh y
BUTPOOYBAHHI, He IMHAIIM THCKY Ha CY0'eKTiB BUIPOOYBaHHS;
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MAIi€HTY/30POBOMY OOPOBONBIIO 200 3aKOHHOMY npeCTaBHUKY/OI3bKOMY
poaudy/apyroMy 3 HOAPYIOKS HalaHO BUIEPIHY indopmallito mpo CyTh, 3HAYUMICTS,
3HAYeHHS i PU3UK KIiH{YHOTO BHIIPOOYBAHHS, y SKOMY BOHH OepyTh y4acTh, Ta
JOCTATHIO KUIBKICTh 4acy i HPUHHATTS PIlICHHSA INOJO yuacTi y KIiHIYHOMY
BUNPOOYBaHHI;

NaieHT/300poBHH  M0GpoBONeNb, HOro 3aKOHHHH HpeICTaBHUK/ApYTuii 3
HOAPYXOKS/ONUA3BKAK POAUY OZIEpXKaB BUYEpIHi BiAMOBiNI Ha BCI NWTaHHA IIONO
KJIiHIYHOT'O BHIIPOOYBaHHT,

0c06H, Ha Y9acTh Y KIiHIYHIX BAIPOOYBaHHIX SKHX 000B'S3KOBO moTpiOHa 3rofa
IXHBOTO 3aKOHHOTO NPEJCTaBHKKA, MOiH(OPMOBaHi B Mexkax IXHBOTO PO3yMiHHS IIPO
KJTiHi9HEe BAMPOOYBAHHS, T2 B3ATO JO YBard ixHE OakaHHA TH HeOaKaHHs ydJacTi B
3aIIPOIOHOBAHOMY KIIiHI4HOMY BHIIPOOYBaHHI.

3. Pimerms JIEK odopMmmoeTscs NPOTOKONOM 3acifanHs. IIporokon JEK
BKIIOYAE yCi THTaHHA, PO3MVIAHYTI Ha 3acinmadHi, a Burar 3 MPOTOKOIY 3acilagHs
MiCTHTh iH(OpMaIil0 CTOCOBHO KOHKPETHOIO KJIIHIYHOTO BHIOPOOYBaHHS Ta
IPUHUHSTOTO PillIeHHS MO0 HHOTO!

IIOBHY Ha3By Ta iTeHTH}IKallilo POTOKOIY KiigigHoro BMOpPOOYBaHHS Ta/abo
IIOIIPABOK JI0 HBOTO;

IepetiK PO3rNSHYTHX TOKYMEHTIB 3 X ifienTudikariero;

mpi3BuUIIE, iM’s, 0 6aTbKOBi 0coOHM ab0 HaliMeHyBaHHS opramizanii, [0 Hagana
MaTepiain KIiHIiYHOTO BUIIPOOYBaHHS Ha PO3TILAL;

micme(-51) TpoBeIeHHs KIiHI{YHOTO BEIIPOOYBaHHS Ta npizsumie(-a), iM’s (iMeHa),
110 6aTHKOBI BIANOBIqANEHOr0(-MX) AOCIIAHAKA/IOCTi THIKA(-1B);

pillleHHS TIPO MOTOKEHHS 60 BMOTHBOBAHY BiMOBY Y HpOBE/ICHH] KIIHIYHOIO
BUNPOOYBaHHS a00 MONIPABOK IO HHOTO;

IaTy MPUHHSITTS PIICHHST,
pexoMeralii Ta 3aypaxenns JIEK (3a morpebn);

crmcok wienis JIEK (mpissume iM’s1 o 6aThKOBi), Mo Gpanu yJacThb y 3acilaHH1
Ta TOJIOCYBaHHI;

mary Ta Bisy lomoBu JIEK abo iHmOi yMOBHOB&XEHOI HHEM ocobu Ta
BifmoBimansHOro ceKperaps. ‘

4. JIEK KOHTpOMIOIOTH MOiHGOPMOBAHICTE  MOCIIKYBaHOTO (cy0’exTa
JOCTLDKEHHS) TIPO CyTh, 3HAYEHHS 1 PU3UKH IS HBOTO y 3B’S3KY 3 HOro y4acTio y
KIiHiYHOMY BUIIpOOyBaHHi.
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5. JIEK mepesipsoTh yci MeTomu iHGOpMYyBaHHS Ta 3allydCHHA IOCITIHKYBaHOTO
(cy6’exTa HOCHILKEHHS) [0 KIiHIYHAX BANpPOOYBaHbL IIKApCHKUX 3ac00iB Yy
JNiKYBaIBHO-TIPOMITaKTHIHOMY 3aKai TA HaJaloTh iH(OpPMAIilo MOI0 BHABICHUX

nopymeHs 10 LleHTpy.

6. JIEK 36epiraioTb JOKyMEHTH Ha IalepoOBHX HOCifIX, IO CTOCYIOTHCA
IpOBEJIeHHs KIIHIJHOTO BHIPOOYBaHHS, NO 3aBCPIICHHS fioro y cBiri, a HOTIM
epefaloTh B apXiBHE NPUMILEHHS NiKyBaIBHO-TIPO(ITAKTHIHOTO 3aKiamy AS BOHH
36epiraloThcs MPOTATOM II'SITH POKIB, i Hamae iX HAa BHMOTY pETYJSITOPHOTrO(-MX)
YIOBHOB2)XEHOTO(-UX) opraHy(-iB) BLITOBIIHO KO YMHHOTO 32KOHOAABCTBA Vkpainu.

3aymenns gokymerTis JIEK micis 3aKiH9eHHA TepMiHy 36epiraas BifOyBa€eThCA
BiJIITOBiAHO JO YMHHOI'O 3aKOHOJABCTBA.

7. JIEK mamaroth Ha odimilini 3amuTy Komito IIonoxenHs, a Takox indopmaiito
II0I0 CKJIAAY T CTAHAAPTHUX ONEPAiiHIX HPOHENYP-

8. JIEK MaroT1h NpaBo:

1) 3anutyBatH Yy BiZIIIOBITAILHOTO IOCTITHAKA/TOCITi THAKA BiIIOBLAHO MO
JeJIerOBAHNX MOBHOBAKEHD JONATKOBI MaTepiany o0 KIIHI4HOTO BHIIPOOYyBaHHS
(3a moTpebn).

2) 3amutyBatd y BiIIIOBINANBHOTO  JOCIITHUKA/IOCTiIHAKA BiJIIOBIAHO [0
JIeIIETOBAHAX IIOBHOBAXKEHH iH(OpPMAIil0 Npo BCi JOMOBHEHHS Ta 3MiHH, W10
BHOCSTBHCS IO MarepialiB KIiHIIHOTO BHIPOOYBAHHS, BIIXUJIEHHS Ta YCKIAIHEHHI,
KOHQUIKTHI cuTyanil, MOB'a3aHi 3 TOPYIICHHSM IPaB, OesmeKu, ONaromoIyIds
JOCHiKyBaHoro (Cy6’€KTa TOCITIHKEHHS), STHIHAX T2 MOPaJIbHO-TIPaBOBUX aCTeKTiB
y TpoIleci IpoBeJeHHs KIHIYHOTO BUIPOOYBAHHSA B JIKyBaIGHO-TPOQLIAKTHIHOMY
3aKyai.

3) OTpuMyBaTy 3BiTH OPO CTaH IPOBEACHHS KJIiHI9HOTO BHMIPOOYBaHHI.

4) TomasaTu mmcbMOBi mpomosuuii g0 LleHTpy mpo MOXKJIMBICTh PO3LIIAAY
NETAHHS IMOJO TAMYACOBOTO 260 MOBHOTO 3YHHHEHHS KILHIYHOTO BHIIPOOYBaHHS
MiKapchKOro 3acofy B IiKyBalbHO-IPO(iTaKTHIHOMY 3aKIaAl y pasi MOpYIIeHHS
mpas, 6e3neKy, GIarononyTus AOCIiKYBaHOTO (cy6’exTa MOCIIKEHH ), CTHYHHUX Ta
MOPabHO-TIPABOBAX ACIEKTiB y MPOLeci IPOBENCHHS KJIIHIYHOTO BMIIPOOYBaHHS B
JKYBaTGHO-NMPOQITaKTHIHOMY 3aKIaAi.

3 uiei x mpuumau JIEK Moxe 3BepHYTHCH IHCbMOBO JO CIIOHCOpa (y pasi
HEOOXiTHOCTI).

5) Bpatr yd4acTh y TpOBeieHHi KOH(epeHIiH, CUMIIO3iyMiB, ceMiHapiB, IIKil
CTOCOBHO €TWYHAX Ta MOpAJbHO-IPaBOBUX AaCHEKTiB IPOBEICHHI KJIIHI9HAX
BUIPOOYBaHb.
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6) Pospo6stu Ta monasatd no Llentpy Ta MO3 Vkpainy HpONO3HIii mOA0
yIOCKOHAEHHS JisANbHOCTI JIEK.

II1. Cxoiap Ta MOpsiAOK podoTH JEK

1. To ckmany JIEK BXoauTh HE MEHINC st oci6 (y ToMy 4YHCIi He MCHINE
ommiei ocoOu, ocHOBHa chepa iHTEpeCiB sKOI HE € MCIAUIHONO a060 HayKOBOIO, HE
MeHIIe onHiei ocobu, mo He € cmiBpobiraukom JIII3, ne MPOBOAUTECA KIIiHI9HE
BUIIPOOYBAHH).

JIEK TIOBWHHI BKIIOYATH JOCTATHIO KilBKiCTh 0ci6, Mo BONOIIOTH HEOOXIMHUM
CyMapHEM JOCBiZIOM i kBasibikariero 1 3ificHeHHS HArJSIay 33 JOTPUMaHHAM IIpaB,
Ges3leKn, ONAromoayyds JOCHIIKYBaHHX (cy0’exTiB MOCIIIDKEHHS), €THYHHX Ta
MOPANEHO-IPABOBUX MPHHIAIIB Y npoIieci MpoBeAeHHs KIiHIYHOT0 BUITPOOYBaHHS.

To cxiany JIEK MaioTh BXOIUTH i YOJIOBIKY, 1 KIHKH.

2. Tepconanpauii cxiap wienis JIEK mpu i CTBOPEHHi 3aTBEP/KYE KEPiBHUK
JTIKyBaJIbHO-TIPOQINIAKTHIHOIO  3aKJay. Pimerns mpo 3miny cxmany JIEK
npuitmaethes Ha 3acizaddi JIEK BiIKpHTHM TOJIOCYBaHHAM IPOCTOIO OLTBINICTIO
FOJIOCIB IPUCYTHIX.

3. JIEK ouoiroe I'onosa.

TooBa, #oro 3aCTyIHHUK Ta BiNOBidAILHANA CEKPETap 0OUpPAIOTHCS Ha MEPIIOMY
3acifaHHi BiIKPHTUM roNOCYBaHHSM IIPOCTOIO GiIBIIICTIO TOIOCIB.

3a moTpe6H 3MiHa TOJIOBH, WOTO 3acCTyNHWKA Ta Bi/IOBIIAIBHOTO CEKpeTaps
BiGyBaeThCA Ha 3aciaHHI BIAKPATHM TOJIOCYBAHHIM IPOCTOIO OLIBLIICTIO TOJOCIB
HOPUCYTHIX.

4. JIEK piroTh BimmoBimEo M0 3akoHOMaBCcTBa, IIonoiKeHHS Ta CTaHAAPTHUX
oIepaifHuX IPoLeAyP, IO 3aTBEPIKYIOTHCS Ha sacimanni JIEK.

5. CraupaprHi onepauiitai mponenypu JIEK BKIFOYaIOTh:
mopsoK BusHadeHHs cknany JIEK;

MOPSLIOK IUIAHYBAHHSL Ta IIPOBEJICHHs 3aCi/lanb, indopmysanns unenis JIEK npo
3acifjaHHsi, BUMOTH JI0 KBOpYMY;

[OpSIOK MOHITODHHTY IIOAO 3abesledeHHs 3aXucTy Mpas, Oe3IeKH,
GraromoNyyds AOCTIIKYBaHUX (Cy0’€KTiB NOCTIKEHHs), €THYHUX Ta MOPAIbHO-
IIPaBOBHX ACIEKTIB y NPOUEC MPOBEJICHHS KJIiHI9HOro BUIPOOYBaHHSA B HAHOMY
JKYBaTBHO-TPOQLIAKTHIHOMY 32KIaN1;

nopsnox MoxiuBoi B3aemonii 3 JIEK.
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6. ®opmoro poGotr JIEK € 3acifaHHs. 3aciflaHHs IPOBOIATHCS 3 IEPiOIUYHICTIO,
10 BU3HAYAETHCA CTAHIAPTHOIO ONEPAifHOIO MPOLELYPOIO.

'
S

7. 3acigaHHs € IpaBOYMHHUM, SKINO Ha HBOMY OpuCyTHiI Oinbllle MOTOBHHM
uneriB JIEK.

8. Pimenns JIEK mpuiiMaeTscs BiIKDMTAM TONOCYBAaHHIM HPOCTOO OLNIBITICTIO
ronocie wienis JIEK, mpucyTHix Ha 3acimansi. IIpn piBHiM KiTBKOCTi rOJIOCIB TOJIOC
TonoBY € BEPIIAIBHAM.

Unenn JIEK, sKi TOBioMANM TPO KOHQIIKT igTepecie B IOPSAKY,
nepeabadeHOMY 3aKOHOIaBCTBOM, HE GepyTh y4acTi y posriii ta TOJIOCYBAaHHI.

Pimenns JIEK odopMiI€TbCa HMPOTOKOIOM, KWl MaoucytoTh loioBa Ta
BiIMOBIMaIbHUMN CEKPETAp.

9. OpranizaniiHo-TeXHiYHE T2 MaTepialbHe 3a6esneuenns piibHocTi JIEK Ta it
qTTeHiB 3MIHCHIOETBCS JIKyBaNbHO-IPOGITAKTHYHAM 3aKNanoM, [pH AKOMy BOHA
CTBOpEHa Ta Ji€, 3 ypaxXyBaHHAM ocoGmuBoCTel ii MIBHOCTI Ta BiNOBIAHO MO
YUHHOT'O 3aKOHOAABCTBA.

I'enepajibHUH JTHPEKTOP
®apManeBTHYHOrO JHPEKTOPATY O. Komapina




