Hopatok 11

no ITopsigKy npoBeieHHS K/TIHIYHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB
Ta eKCIepTU3u MaTepiasiB
K/IiHIUHUX BUTIPOOYBaHb

(myHKT 1.4 rnaBu 1 po3giny X)

3ASIBA
MPO CYTTEBY MOMPABKY/MOr0/KeHHA KOMici€ro 3 muTaHb eTUKH npu JITI3 cyTTeBoi
MOnpaBKHU

A. IIa dopma € 3arasbHOIO /ISl 3asBH, MOAAHOI /10 IEHTPAa/IbHOT0 OpPraHy BUKOHAaBY0i BJIafu (fasti
—MO3) i noro/pkeHHs1 Komici€ro 3 nuTaHb eTuku npu JII13.

YKaxiTb BiJTIOBi/JHY METYy B K/IITAHL]I HWXKYe.

3ASABA ITPO CYTTEBY IIOIIPABKY:

3ASIBA JJ151 OJEPKAHHS ITOT'O/IP)KEHHSA KOMICIi 3 INTAHb ETUKU ITPU
JIII3:

TOBIJJOMJ/IEHHSA 3 METOIO TI/ILKU IHOGOPMYBAHHSI:
LIEHTPY
KOMICIi 3 TUTAHb ETUKU ITPY JITT3

Al. ITEHTUPIKANIIA K/ITHIYHOI'O BUITPOBYBAHHS (siKio cyTT€eBa nonpaBKa CTOCY€ThCSA
OiIbIIe HDK 0/JHOr0 MPOTOKO/Y K/IHIYHOro BUNPOOYBaHHS [/IA KOHKPETHOrO AOC/Ii)KyBaHOIO
JIIKapChKOro 3aco0y, CIOHCOP K/IHIYHOIO BHUNPOOyBaHHA MO)Ke 3pPOOMTH Yy3arajibHeHe
noBijomieHHs1 LleHTpy Ta Kowmicii 3 nmuTanb eruku npu JII13 3a yMOBH, 1110 B CyIIPOBiJHOMY JIMCTi Ta
3asBi 3a3HaYeHO MepeiiK yCiX MPOTOKOJIiB K/IiHIYHUX BUNIPOOYBaHb, AIKMX CTOCYETHCsl MOMPaBKa)

IToBHa Ha3Ba K/TiHIYUHOTO BUMIPOOYBaHHSI:

KozoBaHuii HOMep TIPOTOKOJTY KJ/IiIHIYHOTO BUITPOOYBaHHSI, TPUBJ/IACHEHUH CITOHCOPOM KJTiHIYHOTO
BUNIPOOYBaHHs, Bepcis i faTa:

Homep EudraCT" (3a iioro HasiBHOCTI):

EudraCT (European Union Drug Regulating Authorities Clinical Trials) — €Bpomnelicbka 6a3a JaHUX
K/TiHIYHUX BUTIPOOYBaHb.

A2. ITEHTUPIKAIIIA TTIOITPABKUA

[ToripaBKY 1O TIPOTOKOJTY SIK1110 BiJj3HaueHO 1jeli MyHKT,
KJTiHIYHOTO BUITPOOYBaHHS BKa3aTu KO/IOBaHU HOMep
TIOTIPABKU, TIPUB/IaCHEeHUN
CTIOHCOPOM KJIIHIYUHOT'O
BUTIPOOYBaHHSI, BEpCio i Aaty

[TonpaBKM [10 TOYATKOBOI 3asiBU SAK1o Bifj3HaYeHO JaHWK MyHKT, TO
TIPO OJlep>KaHHs BKa3aTH KO/IOBaHUI HOMeD
BHUCHOBKY/TIOTO/[)KEHHSI TMOTPaBKH, NIPUBJIACHEHUI

CIIOHCOPOM KJIIHIYHOT'O
BUIIPOOYBaHHS, BepCito i aty




B. IJEHTUDIKAILIA CIIOHCOPA

K/ITHIYHOI'O BUITPOBYBAHHH], 1110

TIOJIAE JAHY 3ASIBY

B1. CrioHCOp K/IiHIYHOT0 BUIIPOOYBaHHS

HatimeHnyBanHs1 ropunuHoi ocobu/I1. I. B. dizuuHoi ocobu:

I1. I. b. KOHTAKTHOI 0CO0OU;

Micrie3HaXo/pKeHHsT FOpUANUHOI 0coOM/Miclie TpOXKUBaHHS (Hi3uuHOT 0cobu:

KoHTakTHHI TenedoH:

daxc:

AJipeca e/IeKTPOHHOI MOLITH:

B2. OdiniitHuii MpeCTaBHYUK CIIOHCOPA K/TiIHIYHOr0 BUNIPOOYBaHHA B YKpaiHi 3 MeTOI0 NPOBeJAeHHSI

AQHOr0 K/TiHIYHOr0 BUNPOOYBaHHs (SKITIO 11e He CaM CTIOHCOP KJTiHIYHOTO BUITPOOYBaHHS)

HatimenyBanHs opuauuHoi ocobu/Tl. 1. b. di3znuHoi ocobu:

IT. I. B. KOHTAKTHOI 0CO0OU;

Micliie3Haxo/pKeHHs FOpUANYHOI 0cobu/Miciie mpoxkuBaHHsS (hi3uuHOi 0coOu:

KoHTakTHMI TesieoH:

dakc:

Apnpeca eJIeKTPOHHOI TIOIITH:

C. IHOOPMAILISA ITPO 3AABHUKA (no3naure BignoBigHy KJIiTHHKY)

C1. 3asBa o IOBB

C2. 3asiBa /10 KoMicii 3 NHTaHb eTHKH
npu JII13

CrioHCOp K/TiHiYHOTO BUTIPOOYBaHHS
OdiwitiHuit IpeicTaBHUK CIIOHCOpA
K/TiHIYHOT'O BUITPOOYBaHHS
Ocoba abo oprani3ariisi, yIlOBHOBa)kKeHa
CTIOHCOPOM KJ/IiHiUHOTO BUNIPOOYBaHHS
[U1s1 IOZlaHHA [aHoi 3asiBU. Y LIbOMY
BUIAJKY BKaKITB:

HallMeHyBaHH$ 10PUJUUHOL
ocobu/I1. 1. B. iznuHoi ocobu:

I1. I. b. KoHTaKTHOI OCOOMU:

MiCL|e3HaXO/)KeHHS FOPUAUYHOL
ocobu/Micrie po>kuBaHHS (hi3uyHOT
ocobu;

KOHTaKTHUH TesedoH:

takc:

aZipecy eyleKTPOHHOI MOILTH:

CrioHCop K/TiHIYHOTO BUTIPOOYBaHHS
OdiwitiHuil peICTaBHUK CITIOHCOpa
KJTiHIUHOT'O BUTIPOOYBaHHS
Ocoba abo oprani3ariisi, yIlOBHOBaXKeHa
CITIOHCOPOM KJ/TiHIYHOTO BUTIPOOYBaHHS
[JJ151 IOZlaHHs [JaHO1 3asiBU. Y L{bOMY
BUIAJKY BKaXKITh:
HaliMeHYBaHHs IOpPUUYHOT
ocobu/I1. 1. B. ¢di3nuHOi ocobu:
I1. I. b. KOHTaKTHOI 0COOU:
MiCL{e3Hax0yKeHHs FOpUAUYHOT
ocobu/Micrie po>kuBaHHS (hi3uyHOT
ocobu:
KOHTaKTHUH TeseoH:
dbakc:
azipecy eeKTPOHHOI MOIITH:




D. TUII IIOITPABOK (mo3Haure BignoBigHy KJIITUHKY)

Li monpaBKX HajieXaTh MepeBakHO 10 BXXe MPUMHATUX TePMIHOBUX 3aX0[iB /s Tak Hi
3abe3neueHHsT Oe3rmeKu
[IpruviHA BHECeHHS TOTpaBKU:

TIOTIPABKH, TOB'si3aHi 3 6e3mekoro abo GsaromomyqusivM cy6’ekta Tak Hi
JIOCJTiIDKEHHS
3MiHU B iHTepripeTariii HayKOBOI J0KyMeHTallii/3HaueHHsI BUTTPOOyBaHHS Tak Hi
3MiHM B CKJIa/li AOC/TiKyBaHOTo(MX) JlikapchbKoro(ux) 3aco0y(iB) Tak Hi
3MiHM B oOprasizaijii mpoBefieHHs ab0 KepiBHHUIITBI K/IiHIYHOTO Tak Hi
BUTIPOOYBaHHS
3MiHa ab0 BK/IFOUEHHS ZI0ZJaTKOBOT'O MiCLisl TTIPOBeIeHHS K/TiHIUHOTO
BUTNIPOOYBaHHsI/Bi/IMOBijanbHOTO(MX) AocmigHUKa(iB), JOC/TiAHAKA- Tak Hi
KOOpZHHATOpa
3MiHa CTIOHCOpA KJTiHIYHOTO BUMPOOYBaHHSs, HOro ogililiHOro Tak Hi
Tpe/iCTaBHUKA, 3asiIBHHUKA
3MiHU B PO3MOZi/li OCHOBHUX OOOB'SI3KiB M/ YaC TPOBeIeHHS K/IiHIYHOTO Tak Hi
BUTTPOOYBaHHS
SIKIIIO «TaK», YTOUHITh:
iHIIa 3MiHa Tak Hi
SIKILIO «TaK», YTOUHITh:
iHIIIMI BUTTAI0K Tak Hi

AKIIO «TaK», YTOUHITh:

3MICT MOTIpaBKU:

3MiHHU 0 iHdopMmallii, 3a3HaueHo] y 3asBi Tak Hi
TIOTIPABKH /10 TIPOTOKOJTY K/TiHIYHOTO BUTIPOOYBaHHS Tak Hi
3MiHH |0 1HIIMX JOKYMEHTIB Tak Hi
SKILO «TaK», YTOUYHITb:
IHILIMIM BUTA/I0K Tak Hi

SIKIIO «TaK», YTOUHITh:

E. IPUYNMHN BHECEHHSI ITOITPABOK (3a3HauMTH B CKOpOYeHii (opmi)

F. KOPOTKUH OIIVC ITOITPABOK

G. IIEPEJIIK JOKYMEHTIB, ITPUK/TAJJTEHUX 10 3AfIBA

HapaliTe JOKyMeHTH, 1110 CTOCYIOTHCS 1Ii€l 3asiBU, Ta/abo (y BiAIOBiAHMX BUMAKax) UiTKi MOCHIaHHS Ha

iHIII IOKyMeHTH, 110 BxKe Oysiu HazaHi. HajjaliTe TOuHi mocuiaHHs Ha BCi 3MiHM B HyMmepaLlii oKpeMHuX
CTOpPiHOK, cTapuii i HOBUM BapiaHTH TeKcTiB. [To3HauTe BiAnoBigHy(i) KMTUHKY(K).

CynpoBiJHHH JIUCT, Y AKOMY 3a3HAa4Y€HO THII MONPaBKH i npuunHy(H) ii (ix) yHeceHHsA

KopoTkuii BUK/Iaj CyTi BHECEHOI MONpPaBKH

ITepestik 3MiHeHHX JOKyMeHTIB (ifeHTH(iKawis, Bepcis, gaTa)

CTOpiHKM 3i cTapuM i HOBUM (hOpMY/THOBAHHAMH (32 MOXK/TMBOCTi)

JdoparkoBa iHdopmaris

Hosa Bepcis ¢aiina y popmati Word i konis nepBUHHOI 3asBH 3 BiJj3HaUeHUMH 3MiHEeHUMH
JaHUMH (32 MOXK/IUBOCTI)




HIAIINC TA IM’S 3BAABHUKA

51, wo mignucaBcs(ack) HIWKYe, UM MTiATBEPKYHO (Bif iMeHi CcrioHcopa K/TiHIYHOTO BUTIPOOYBaHHS),
110 (HeroTpibHe 3aKpecIUTH):

HaBe/ieHa B L1iii 3asBLi iHdopMallisi € JOCTOBiIpHOLO;

K/IiHiuHe BUIPOOyBaHHs Oy/e TIPOBOJUTUCS BiJIOBIHO [0 MPOTOKO/Y KJIiHIYHOTO BUMPOOYBaHHS,
3aKOHO/IaBCTBaA i npuHLMIIiB HanexxHoi kiiniuHoi npaktuku (GCP);

BBa)Kalo, 1110 € MiZICTaBM /IJis1 BOPOBA/KeHHs 3alPONTOHOBAHUX 3MiH

3AABHUK, 1o nopae 1o 3assy go LIOBB SAABHUK/OOCIJIIJHUK, 1o nopae 0o 3asBy 0
KOMicii 3 nuTaHb eTuku nipu JIT13:

[Hara: [Hara:
[Tigmmc: [Tigmmc:
IT. I. b. (IpyKoBaHKMMHU JliTepamMu): I1. I. b. (IpyKOBaHHMMHU JliTepamm):

{Jooamok e pedakuyii Haka3zie Minicmepcmea oxopoHu 300poe's Ne 523 @i 12.07.2012, Ne 966 gid
18.12.2014}
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