Hopartok 4

no Ilopsinky npoBeJeHHs K/TiHIUHUX
BUTIPOOYBaHb JIiKapCbKUX 3aco0iB Ta
eKCIepTU3y MarepiasiB K/IiHIYHUX
BUTIPOOYBaHb

(mipgnyHKT 7.1.2 myHKTy 7.1 po3giny VII)

3asBa
PO NPOBeIeHHs K/IIHIYHOT0 BUIIPOOYBaHHS JIIKAPCHKOT0 3aco0y /
MOro/KeHHs KOoMicii 3 nuranb etuku npu JII13 o0 npoBejeHHs
K/IIHIYHOT0 BUTIPOOYBaHHA JTIKAPCHKOro 3aco0y

3ASIBA IIPO TTPOBEJIEHHSI KJITHIYHOT'O BUITPOBYBAHHSA .
JIIKAPCBKOI'O 3ACOBY /10 MIHICTEPCTBA OXOPOHU
3[IOPOB'ST YKPATHH (IIAJII - MO3):

3ASBA OJ11 OAEP)XAHHA IMTOT'O/KEHHSA KOMICII 3 IMTAHB *
ETUKU ITPN JIII3:

A. InenTudikania KJIiHIYHOro BUNPOOyBaHHA

[ToBHa Ha3Ba K/IiHIYHOTO BUMPoOyBaHHS (fasi - KB):

KopoBanuii Homep npotokony KB (rpucBoeHui crioHCOpoM), Bepcid i faTa:

CkopoueHa Ha3Ba BUTIPOOyBaHHsI/abpeBiaTypa — 3a HasBHOCTi:

NopaTkosi igentrdikatopu Bunpobysanus (Hanpukaag BOO3/WHO, kox ISRCTN', kog US
NCT?) 3a HasBHOCTI:

Ilns 6yap-siKoro nepek/any npotokony KB HeobxifHO BKa3yBaTH Ty caMy AiaTy i Bepcito, 1[0 3a3HaueHi B
OpUriHa/bHOMY JOKYMEHTI.

Homep EU-CTR ? (3a HassBHOCTI):

Homep ISRCTN* (3a HasiBHOCTI):

[IpomoBxeHHs fogaTka 4

B. IpenTudikaiyisa cioncopa

B1. Cnoncop
HalimeHyBaHHSI FOpUAUYHOI 0COOM / TIpi3BHUIIle, BIacHe iM’s, 10 6aThKOBI (3a HasBHOCTI) ¢i3uuHOi
ocobwu:

! MixcnapoOHuii cmanHdapm paHOOMI308aHUX KOHMPOAbOBAHUX 8unpofyeanb. CNOHCOpP MoJice 8UKOpUCMOo8yeamu
MidicHapoOHuii cmaHdapm paHOOMi308aHUX KOHMPOALOBAHUX 8unpofyeamb / oas idenmucpikayii KB Ha dodamok 0o
EudraCT/EU-CTR; 0o npuknady sKwo 8unpoOy8aHHs € UaCmuHOK MIHCHAPOOHO20 6a2amoyeHmpogo20 aunpoOy8aHHs.

2 US National Clinical Trial (NCT) Homep € 0608’a3k08um 05 nodaHHa ¢popmu do FDA.

® European Union Clinical Trial Register — €gponelicbka 6a3a danux KB, wjo 3aminuna co6oio EudraCT.

* International Standard Randomised Controlled Trial Number} — MixcHapodwuii cmanoapmHuil Homep paHooMi308aHO20
KOHMpob08aHo20 KB.
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ITpi3Builie, B1acHe iM’sl, TI0 6AaTHKOBI (3a HASIBHOCTi) KOHTAaKTHOI 0COOM:

Micliie3Haxo/pKeHHs FOPUAUYHOI 0c00U / MicClie MPoKUBaHHS (hi3UYHO1 0COOU:

KoHTakTHMiI TenedoH:

Agipeca ejIeKTPOHHOI TTOIITH:

He caM CIIOHCOp)

B2. Od¢iniituuii npe/cTaBHUK CTIOHCOPA B YKPaiHi 3 MeTo10 npoBefieHHs AaHoro KB (skiiio 11e

ocobu:

aliMeHyBaHHA WUIUMYHOL U / Ipi3BU BJIacHe iM’d, 110 0aTHKOBI (3a HasgBHOCTI) di3uuHOI
Haiime I0 o1 ocobu / mpi3 e, cHe iM’q, 110 O OBi (3 oc 3UYHO

I1pi3Buie, BacHe iM’s, TI0 6aTHKOBI (32 HASIBHOCTi) KOHTAaKTHOI 0CO0OU:

Micrie3Haxo/pKeHHsT FOpUAMUHOI 0coO1/Miclie TTpOXXKMBaHHS (i3UUHOI 0CcoOu:

KoHTakTHMI1 TesieoH:

Azipeca e/IeKTPOHHOI MOLUTH:

C. Indopmauis npo 3assBHMKaA (MT03HAUTe BiJNOBiAHY K/IITUHKY)

C1. 3aaBa go MO3

C2. 3asBa A0 KOMicii 3 NMTaHb eTUKHU NPH
JITI3

CnoHcop

CnoHcop

OdiritiHuit IpeicTaBHUK CIIOHCOpA

OdiwifiHMi peICTaBHUK CIIOHCOpa

di3uuHa abo  ropuanuHa ocoba,
YIIOBHOBa)K€Ha CIIOHCOPOM Il IIOJaHHS
JaHoi 3asBU. Y 1[bOMY BUNA/KY BKaXKiTh:

di3uuHa abo IOpHUIUYHA oco0a,
YIIOBHOBa)ke€Ha CIIOHCOPOM [J/Il IIOJaHHS
JlaHOI 3as1BU. Y 1bOMY BUIIQ/IKy BKaXKITh:

HaliMeHyBaHHS FOPUAUYUHOL ocobw,
BKJ/IIOYAKOUM TIpi3BUllle, BjacHe iM’sl, 10
OaTbKOBi (32 HAasBHOCTI) KOHTaKTHOI
ocobmu:

HallMeHYBaHHS FOPUANYUHOL ocobu,
BKJIIOYAKOUM TIpi3BHILe, BJlaCHe iM’d, IO
6aTbKOBI (3a HAasIBHOCTi) KOHTAKTHOI 0COOU:

Trpi3BuIlle, BjlacHe im’sl, 10 6aThKOBi (3a
HasiBHOCTI) (hi3nuHOi ocobu:

Tpi3BHIlle, BacHe iM’s, 1O OaTbKOBi (3a
HasiBHOCTI) (hi3nuHOi ocobu:

KpaiHa /MiCLe3HaxO/)KeHHsI FOPUANYHOL
ocobw/Micrie  TIPOKMBaHHS ¢izuuHoi
ocoou:

KpaiHa/  MiCLIe3HaXOPKEeHHS  FOPUANYHOL
ocobu/Micrie IpoKUBaHHS (i3uHOT 0CcoOu:

KOHTaKTHUH TenedoH:

KOHTaKTHUI TesiedoH:

aZipecy eJIeKTPOHHOI ITOILTH:

aZipecy eJIeKTPOHHOI ITOILITH:

[IpogoBykeHHs pogaTka 4
D. Indopmariis npo nikapcbkuii(i) 3acio(u), 1o BUKOpUCTOBY€eThCsA(I0Thcsa) y KB

Y ubomy po3zini HeobximHO HajgaTH iH(OpPMaLIiio MPo KOXKHUM JTiKapChbKHM 3acib (gami — JI3), 1mo
BUKOpUCTOBYeThCsl 'y KB. Y migpo3pimm D1-D7 BHeciTh iHdopMalito Mpo AocmipKyBaHUM
mikapcekui 3acio(gami - [1J13). Skiqo ripu npoeesenHi KB raHyeThcsi 3aCTOCyBaHHS [JeKiJibKa
[1JI3, BUKOPUCTOBYUTE [OJATKOBI CTOPIHKM Ta HaflaWTe KokHOMY [1J13 mopsiakoBui HOMep. SKIo
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IJI3 € kKoMbiHOBaHMM, HeoOXifHO HajaTH iH(OpMaIlifo MPO KOXKHY aKTUBHY (apMalleBTUUHY
cyOcTaHIjifo (firouy pedoBWHY), III0 BXOAWUTH [0 HOro ckiaamy. Y migpo3zain D8 BHeciTh
indbopMmaillito Tpo IOTOMIKHUHM JIiKapChKUM 3acib/ sikapchKui 3acib cyryTHBOI Teparrii/
PDO3UMHHMK, SIKMA BBO3WTbCS Ha TEpUTOpi0 YKpaiHu Ay BUKopucTaHHA y KB. Y posgini E
roBUHHa OyTH Ha/laHa iHdopMallisi, 110 CTOCYEThCA T1aLeb0 (SKILOo 3aCTOCOBYEThCs) Ao JJI3.

YKaxiTb, 10 3 MepepaxoBaHOr0 OIMMCAHO HIKYeE, MOTIM 3a NMoTpedu MOBTOPiTH iH(OpMariito mpo
KOKHMM MpoHyMepoBaHuii JI3, sikuii Oyje BUKOpHCTOBYBaTHChH y KB (3a3HauaiiTe IOPSIKOBi
HOMEpH, MOYMHaKYu 3 1):

Indopmaunis BigaocHo /I3 3a HoMepom:

JocnipKyBanui tikapcekui 3acio (J713) o
JocipKyBanuii TiKapCbKHi 3aci0, 1110 BAKOPHCTOBYETHCS AK NMpenapar NOpiBHAHHA ©
JonomixHuU JTiKapCcbKUH 3acid '
Jlikapcbkui 3acié cynmyTHbOi Tepamii J

JIikapcbKuM 3aci0 (PO3YMHHHUK), [0 BUKOPHUCTOBYETHCS /JIsi PO3UHHEHHs (PO3Be/leHHSA 4H
BiJHOB/1IeHH#) JI3 °

D.1. Craryc [1/I3 B KB

D.1(a). Yu € pep>xaBHa peectpanis | Tak | Hi | Akmo "Tak", ykaxiTh Taky iHpopMaliito

JJI3: TOpProBejibHa | HallMeHyBaHHSA HOMep
HasBa’ OpPUANYHOI 0co0H/ | Aep)KaBHOI
npi3BHIle, BJjacHe | peecTpanii
iM’a, mo Garbkosi| JJI3°

(3a HasIBHOCTI)
¢dizuunoi ocobu -
B/IACHHUKA
peecTpanii®

* B YKpaiHi * .

* B iHIIIM KpaiHi. * *

Akwo BignosiAp "Tak", BKaxiTh y

SKIH:

[IpopoBykeHHs moaaTka 4

D.1(b). fikmo y KB 0yjge BukopucroByBaTHca sK [/IJI3 3apeecTpoBanmii B YKpaini JI3, ane
3rigHo 3 mporokosiom KB o ioro mouyarky HeMOXX/IMBO TOYHO ifeHTHdiKyBaTn [IJ13,
nepexojbTe A0 3aN0BHEeHHA po3fiay D.2.

Yu Oysu paHimne fo3BosieHi B YKpaini KB
3 BUKOPUCTaHHAM 1boro /1J13 e Tak e Hi

® IIa ingpopmayis € y cmucnili xapakmepucmuyi JI3.




Yu OyB ganuii [{J13, npuzHayeHu J/1s
3aCTOCYBaHHSA 3a JAaHMMH NMOKAa3aHHSAMM, BU3HAYEHHUH K Mpenapar st
JIIKyBaHHA PiIKiCHUX 3aXBOPHOBaHb? e Tak ® Hi

Skmjo "Tak", BKaKiThb HOMep, IPUB/IaCHeHU! HOMY fIK Npenapary A1 JiKyBaHHS
PiAKiCHMX 3aXBOPIOBAHDL":

D.2. Omuc JJ13

Hassa /1J137:
Kop 1/13 (3a HasgBHOCTI)®:

Ha3Ba k0)xHOi aKTHBHOI cy0cTaHLjii (MbKHapo/Ha HelmaTeHTOBaHa Ha3Ba abo
3anponoHOoBaHa Mi>XKHapO/jHa HellaTeHTOBaHA Ha3Ba, AKIIO €, BKAXKiTh, Y4 BOHA
3alpONOHOBAHA, YM 3aTBEP/PKeHA), IKI0 MPOAYKT MiCTUTh K/IITHHHM a00 TKaHUHH, iX
cnerfudiuHe MoXo/PKeHHs, BK/IIOUAKUH BH/| TBAPHH Y BUINAAKaX He/TIO/ACHKOT0
MOXO/KeHHs’:

THIIi HAa3BM KOXKHOI aKTUBHOI cyOcTaHii (Homep 3a CAS-pericrpom’, Kog(u),
npuB/acHeHui(i) cnoHcopoM, iHIIIi onucoBi Ha3BH) (3a HASABHOCTI):

ko /IJI3 mictuTh MeguuHuii(i) BUpio(001) a00 aKTUBHI iMIVIaHTOBaHI MeAMYHI
BHPi0(00M), onKMC X MeJUUHUX BHPOOIB Ta iX KOHKPEeTHE MOX0/KeHHS

ATC-Kop, aKIo BiH odiniiiHo 3apeecTpoBaHmii'':

JlikapcbKa ¢opMa (BUKOPHCTOBYITE 3ara/ibHONPUIHATY TEPMiHOJIOri10):

® BionogioHo 0o Pezicmpy €eponelicbkoz2o Cnismogapucmeda AikapcbKux npenapamie 05 AiKysaHHs piOKiCHUX 3aX80piosaHb abo

iHWo20 MidcHapoOHo20 pezicmpy (3asHayumu 5K020).

7 AKkwjo eidcymHs mopzoeenbHd HA38d, HEOOXIOHO eéKazamu HA3sy, sKy 6UKOpUCmo8ye cnoHcop 04a idewmucpikayii VI3 6

dokymenmayii KB (npomokoni, 6poutypi 00cni0HUKa).

® fkuo eidcymHs mopeosenbHa HA36a, €Ka3amu Ko, NPueadcHeHull CNOHCOPOM, WO BUKOPUCMOBYEMbCS CNOHCOPOM O/

i0denmudpixauyii /1713 6 dokymenmayii 3 KB. I]ell ko0 Modice 3acmocogy8amuch y pasi KombiHayill AikapcbKux 3acobie.

® ¥ sunadky nikapcbKkux 3acobie nepedosoi mepanii 3a3Hauumu HoMep YHIKa/IbHO20 Kody cucmemu idenmucpikayii doHopis.

10 Pezicmp akmueHux cy6cmanyiti AmepukaHcbKoi Ximiumoi cniaku (American Chemical Society).
! 3azHaueHo 6 cmucniii xapakmepucmuyi AikapcbKo20 3acoby.
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Crnoci6 3acTocyBaHHs (BUKOPHCTOBY#TE 3ara/I-HONPUIHSATY TePMiHOJIOTI0):

Cwua fii (BKaXiTh KiIbKicTh K0)kHOI A®I y meBHOMY 00’€Mi NepBUHHOI0 MaKyBaHHS, 10
Oy/Je BUKOPHCTaHa y BUIIPOOyBaHHi):

KoHueHTpajist (uncioBe 3HaUeHHS1):

OJVHULIA KOHLIeHTpaLlii:

BUJI KOHIIeHTpallii (i Kpec/iTh BiAnoBigHe: "TouHe uKrcioBe 3HaueHHs ", "giama3on", "Giblie
HiXK" abo "He Ginbiiie HiXK')

Jocbe /1713 nofaHe y BUTJISA[I:

[ToBHe gocke OJ13 (gani - A1J13/IMPD) Tak Hi

Cnporene J1J13/IMPD Tak e Hi

KopoTka xapakrepucTtrka Ha JI13 Tak  Hi
D.3. Tun AJ13

JIJI3 MiCTUTB aKTHBHY CyOCTaHILil0:
XIMIYHOT'O TIOXO/KEHHS Tak Hi
6io/T0TiYHOT0/610TEXHOIOTIUHOTO TIOXO/PKEeHHS (Bi[MiHHOTO BiI IperapariB

nepenoBoi Teparnii(ATMP) Tax Hi

Hen JJ13 €:

JJ13 IlepepoBoi Tepanii (ATMP) Tak Hi

AKIO «Tak», TO 3aMOBHITh MTyHKTH A-/]

A. V13 KnituHHoi Teparii® Tak Hi

B. IV/13 I'ennoi Tepamii' Tak Hi

B. JI/I3 TkauuuHoi Tepamii'* Tak Hi

I'. IJ/I3 IlepeaoBoi Tepamii mo € kombOiHanjiew ATMP (BkIouHO 3 Tax Hi

MeHYHHUM IIPUCTPOoEM ")

A. Yu Kowmirter 3 mporpecuBHoi Tepamii HajaB Kiacudikarllilo 1boro .
Tak Hi

JJ13?

SIxio, «Tak» OyIb-/1acKa HajlalTe Kiacudikallito Ta MPUCBOEHUI HOMEp:

KombinoBanwmii /IJI3 3 MeJUUHHM NPHUCTPOEM, ajie He KIacu(}iKyeTbcs Tak i

SIK MepeioBa Teparis

[IpogoBxkeHHs fogaTka 4

12 JTodamkoso 3anoeHimb po3din D.4 «/IJI3 mepanis comMamuuHuMu KAimuHamu».

B3 Todamkoeo 3anosnimb po3din D.5 «/IJI3 3 2eHHOI0 Modudikayieio».

14 Todamkoeo 3anosHimb po3din D.6 «/[JI3 pekoHcmpyllo8aHOT MKAHUHU».

15 Todamkoeo 3anosHimb po30in D.7 «JIJI3 3 iHKOpnopoeaHum meouuHuM eupoGom».




PapiopapmaneBTuunuii 1713 Tak Hi
ImyHostoriunui [1J13 (BakijuHu, ajiepreHy, iMyHHa cMpoBaTKa) Tak Hi
JUJI3, ofepxaHuii 3 KpoBi a0 m/ia3Mu KpoBi Tak Hi
ExcrparoBanmii J1J713 Tak Hi
PexkombinanTaui 1713 Tak Hi
JJI3, mo MicTUTh reHeTHYHO Mou(ikoBaHi opraHizMu Tak Hi
JIJ1I3 pOC/IMHHOTr 0 MOXO/)KeHHS Tak Hi
JJ13 roMeonaTUYHOr0 NOXOA)KeHHA Tak Hi
JJ1I3 IHIIOro moxo/KeHHs Tak Hi

SKIO «TaK», HajlaliTe OIUC:
[Mpuniwn gii 1J13(Hadatime onuc'®)

JIJI3 Oyae BUKOPHCTOBYBATHUCS BIiepIIe HA MOMYJIALi JTroei Tak Hi
SIKI[O «TaK», MiATBEPUTD 110 PU3UKH OYJI0 OL[iHeHO, y BiJITIOBiZIHOCTi 0 HACTAHOB
FIH"

D.4 1V/I3 comaTnuHoi KJIITUHHOI Tepamii

IToxo/pKeHHs K/IITHH:

AyToJoriune Tak * Hi
AoreHHe Tak e Hi
Kcenorenne Tak e Hi

AKIWO «Tak», ONUILITE ONUC JKepeJsia MTOXOKeHHS K/TITUH:

Tun Knitun
CToBOypoBi K/IiTHHI Tak * Hi
JudepenniiioBani KIiTHHI Tak * Hi
fkio  «Tak», HajakTe onuc (HanpuKIaZ, KepaTMHOLMTH, ¢ibpobmacty,
XOHJPOLUTH, abo iHIIIe):

THimi: Tak e Hi
Axmio iHwi, HajanTe ONucC:

D.5 /IVI3 reHHoi Teparii

Omnuc rediB Ta moaudikamii

1. In vivo reHHa Tepamis: Tak Hi

2. Ex vivo reHHa teparis: Tak Hi
Tun npoAyKTy reHHoi mogudikariii

1. HykneiHoBi kucioTH (M1asmign): Tak Hi

[IpogoBxkeHHs fgogaTka 4

AKmo «Tak», ONUILITE:
A. Yucti/ T'oni: Tak Hi

16 Mexarism 0ii mae kopomko onucysamu Ximiuri, Gioximiumi, imyHon02iuni a6o 6iono2iuni npoyecu, 3a AONOMO20K0 AKUX
JI3 yuHumsb cgotro papmakonoeiuHy diro.
7 Hacmanosa wjodo cmpamezitl o0yiHKu ma 3meHweHHs pusukie 011 KB nepuwo20 3acmocyeanHst Ha MOOUH.



b. KommniekcHi Tak Hi
2. BekTop Bipycy: Tak Hi
Ao «rak», onuiiTe TUI: AzneHoBipyc, PetpoBipyc, AAV, JleHTUBIpYyC,
abo iHre:
3. IHimi: Tak Hi
SIKIII0 «TaK», HajlalTe OIUC:
I'eHeTnuHo MogH(iKOBaHI COMaTHYHI K/ITiTHHH: Tak Hi
SKIIO «Tak», BKaXiTh [)Kepeso KIiTUH:
AyTooriune: Tak Hi
Asorenne: Tak Hi
Kcenorenne: Tak Hi
SIKIII0 «TaK», HaflaiTe OIMKC Ta OPTaHi3M ITOXO/KeHHS KJTiTHH:
OnuiIiTh THI KJIITHH (reMonoeTHYHi, CTOBOYpOBi K/IiTHHH, a00 Tak Hi
iHIIIe):

D.6 I/I3 TkaHuHHOI iH)XKeHepii

IToxopKeHHA K/IiTUH PeKOHCTPYHOBAaHMX TKAHHMH:

AyToJioriune Tak |® Hi
A/loreHHe Tak e Hi
Kcenorensne Tak e Hi

SIKIII0 «TaK», HaZlalTe OIKC Ta OPraHi3M MMOXO/KeHHS K/TiTHH
Tun Knitun:

CToBGypOBi K1iTHHH Tak | ©®Hi
JudepennjiiioBani KIiTHHH Tak |®HIi
SIKII0 «TaK», HaJalTe OIMKC Ta TUM KJITHH (KepaTUHOLWMTH, (ibpobracTy,

XOH/IPOLIUTH):

Inmme: Tax | ® HI

SIKIO «TaK», OTMUIIITh:

D.7 KombinoBaHuii /I3 nepesoBoi Teparii

Hapaiite KopoTkmii onuc /IJ13 3 MeguuauM BUpoOOM:
Ha3Ba MeuuHOr0 BUp0o0y?

Un HasiBHA MOXX/IMBICTh iMIIJITAHTAILLii? Tak | e Hi
Yu /IJI3 3 MeAMUHUM BUPOOOM Ma€ B HasIBHOCTi:
Yu mae mepauuauii Bupi6 CE mapkyBaHHA? Tak | Hi

D.8 Jonombxuuu JI3/ JI3 cynyTHBOI Tepamnii/ po3uMHHUK

[IpomoByxeHHs fomaTka 4

| ToprosenbHa Ha3Ba J13'/ Ha3Ba JI3 (/11 He3apeecTpoBaHux J13):




HailiMeHyBaHHsI IOPU/JUYHOI 0CO0H/ MPi3BUILE, BJIacHe iM’s1, M0 0aTHKOBI (32 HAsIBHOCTI)
(dizuuHoi 0co0H — BIacHHKa peecTparii/KpaiHa:

Howmep gepxaBHoi peectpauii J13:

ATC-KoJj, Ko BiH odiLiiiHO 3apeecTpoOBaHUIM:

JIikapcbka ¢opma (BUKOPHCTOBYIiTe 3ara/ilbHOPUMHATY TePMiHOJIOriI0):
Cmnoci6 3acTocyBaHHsI (BUKOPHCTOBYITE 3ara/ilbHONPUHHATY TePMiHOJIOTiI0):

Cwua pii (BKaxiTh KilbKicTh K0)KHOI ADI y meBHOMY 00’€Mi NepBUHHOI0 NMaKyBaHHS, 1110
Oy/ie BUKOPHCTaHA Y BUNIPOOYBaHHi):

KoHueHTpajist (uncioBe 3HaUeHHS):

OIMHULISI KOHL|eHTpaLlii:

BUJI KOHIIeHTpallii (T gKpec/1iTh BiAmoBigHe: "TouHe urc/ioBe 3HaueHHs ", "giama3oH", "Giblie
HiK" abo "He GisbIie HiXK")

SIkmo JI3 mictuth MeuuHmii(i) BUPio(001) a0 aKTHBHI iMIUIaHTOBaHI MeUYHI BHPi6(00n),
OMHUC LIMX MeJMYHUX BUPOOIB Ta iX KOHKPeTHe MOXO0/)KEeHHS:

Jocbe JI3 nofgaHe y BUIJISAL:

[ToBHe gocke JI3 (Mopysb 3 «Skicte» CTD) Tak Hi
Conporiene gocee J13 Tak * Hi
KopoTka xapakrepucTtrka Ha JI13 Tak * Hi

E. Indopmanis BigHOCHO mu1anedo (SKII0 3aCTOCOBYETHCA OiibIe 0/JHOTO,
MOBTOPHOBATH iH(OpMaLiIo /I/IA KOXKHOI'0)

Uu BUKOPHCTOBYETHCS T/1anedo: ® Tak * Hi

Indopmaniis o0 nyianedo mij HoMepom:

'8 ITa inhopmayin € y cmucniii xapakmepucmuyi J13.
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Ykaxits HoMep [1J13 3 po3giny D, 110 0C/iIKy€eThCsI 3 BUKOPUCTaHHSM Tu1are6o
Jlikapceka dopma:
Criocib 3acTocyBaHHS:
Ckiag, 6e3 ypaxyBaHHsI akKTUBHOI(MX) cyOcTaHLii(i):
inenTrunum J1J13 * Tak e Hi

AKIO "Hi", BKAXKITb OCHOBHI iHIpe/liEHTH:

F. BigoMocTi npo BUpoOHNUY JJ/IAHKY, BiANIOBifa/IbHY 32 BUMYCK i BUpoOHUITBO [IJ13

Ler po3min crocyerbcs [JI3, crewliasbHO TiATOTOBAEHOrO MAJisi BUKOpUcTaHHS B KB
(BUTOTOBJIEHI, paH/IOMi30BaHi, yrakoBaHi, MapKOBaHi). 3a HasBHOCTi /EKiJbKOX BUPOOHUUMX
JSTHOK abo fekinbkox 1713 BUKOPUCTOBYHTE ZI0ZATKOBI CTOPIHKY i BKaXiThb [yt KoykHoro [J13
HOMep, HaBefieHWH y po3zaini D abo B po3gini E (ans mmanebo), i Bkaxith, skuit [1J13
BUITYCKAEThC Ha KOXHiN 3 finbHuib. [leli po3fin Takok Moxke OyTH 3aCTOCOBAHUN 10
MOM(DiKOBAaHUX MOTIOMIDKHHX JIiKapCBKMX 3aco0iB, BUPOOHWYI MAi/MBHUIL[I SKUX 3aayuyeHi A0
rpoiiecy BUpoOHHUIITBA B MeXax KB Ta He oxoI/ieHi peecTpalliiHUM TOCBiTUeHHSIM.

BignoBifansauii 3a Bunyck rorosoro Ao KB /I/13 (3a3HauTe HeoOxifHe HIDKYe):
Bupo6HHua JiTbHULA BignoBifae 3a BunycKk Takoro [/IJI3 (yKaxite Homep(u), HaBegeHM¥(i)
y po3aini D aas V13, i y po3aini E — ansa niiane6o):

Bupo6HUK |
BupoO6HUK Ta iMmopTep o

HalimenyBaHHs opranisariii Ta KpaiHa:
MicnesHaxoKeHHs:

Cepist Ta HOMep ireH3il BUPOOHUKa:
AKI0 BiAICYTHS JliLleH3is, YKaXKiTb IPUUMHY:

@akT MpoBe/ieHHs iHCITeKI]ii JaHO0T BUPOOHUUOT ® Tak e Hi
JITbHULIL YIIOBHOBa)KeHUMU OpraHaMu

Axuo "tak", yKaxKiTe KWUM Ta JaTy OCTaHHbOI IHCITeKLil:

G. 3aranbHa indgopmarnis moao KB

JocipKyBaHuii MAaTO/IOTiYHUI CTaH a00 3aXBOPHOBaHHSA
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[IpogoBxeHHs fopaTka 4

XapakTeprCTHKa MaTo/oriyHoro ctaHy (y AoBiibHiN dhopwMi):

Kog Bianosizno 10 MixkaapogHoi knacudikariii xeopoo (MKX-10)":

Koz BignosigHo g0 knacudikarnii MedDRA™:

PizKicHe 3aXBOprOBaHHS ® Tak e Hi
Merta KB

OcHoOBHa MeTa:

BropunHi 1jimi:

OcHoBHI KpuTepii BKItoUeHHs (YKaXKiTh HalBa)K/TUBILLIi )

OcHOBHI KpuTepii HeBK/ItOUeHHs (YKaXKiTh HaliBa)K/TUBIlLLIi )
[TepBunHa(i) KiHieBa(i) Touka(u):

Miaria30H BUNpoOyBaHHS - 3a3HauTe BCe HeoOXiHe

[HiarHocTuka

[TpodinakTrka

Tepamnis

besmneka

EdekTrBHICTb

dapMakKoKiHeTHKa

®dapmakoAuHaMika

bioekBiBa/leHTHICTb

3anexHicTb edeKTy Bif 103U

dapMakoreHoMika

®apMakoeKOHOMiKa

IHie

SAKII[0 BU3HAUEHO MYHKT "iHIlle", yTOUHITh:

® apMakosIoriuHe ¢ [TomrykoBe e [TinTBepaHe e Ilicng- KB:

JOCJII/PKEeHHS 3a TepaneBTUYHE  TepaleBTUUHE  peecTpaliiHe @ JOC/IiKeHHs

y4acTHO JIFOAVHU BUNIPOOYBaHHS BUIPOOYBaHHsS iHTepBeHIjiliHe 6i0eKBiBa/IeHTHOCTI

(dazal) (daza II) (daza III) BUTIPOOYBaHHS  ® 3 OL[iHKU

* Uu € gocsimpKeHHs (daza IV) TeparneBTUYHOI

[epLIuM yBeJeHHAM eKBiBaJIeHTHOCTI

JI3 mopuHi ® [IOpiBHSI/TbHE
bapmakoiiHaMiuHe
JIOCJTiIKeHHS
® (hapMakoKiHeTHUHe
JOC/TiKeHHS

* MasnoinrepBeniiiiHe KB

® [Hile: yKaxiTh sKe:
[IpozoBxeHHs fogaTKa 4
| Muzaiin KB |

9 Incpopmayia €ionoeiono do kaacucpikayiti MKX-10 i MedDRA (Medical Dictionary for Regulatory Activities - MeduuHuii
C/I0BHUK O/151 YNOBHOBANCEHUX pe2yAsIMOPHUX Ope2dHie) ykazyembcsi Ha eubip. SIkujo € koou obox kaacucpikayili, eapmo
8Kasamu minbKu 0OUH 3 HUX; Y MaKkomy eunaoky peKomeHOyembcs ekasysamu Koo 3a kaacucpikayiero MedDRA.
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Pangomi- e Tak e Hi

30BaHe:

Kontpo- e Tak ®Hi  Axuio "Tak", yTOUHiTb:

JIbOBaHe:
Bigkpure: eTak e Hi
[Ipocre "cmimne™: eTak e Hi IloasiiiHe

"cimne": eTak e Hi
3 napanejbHUMU ITepexpecne e Tak e Hi
rpyrnamu: eTak eHi :
Inire: eTak e Hi ko "TaK", yTOUHITh:
YkaxiTp npernapar MopiBHSHHS:
inmmn(i) JI3 eTak e Hi
rare6o e Tak e Hi
iHILIe eTak e Hi
SKIO "iHIIe", YTOUHITh:
OpHoLeHTpOBe

(muB. Takox po3zin I): e Tak e Hi

bararouenTpose
(muB. Takox po3zin I): e Tak e Hi

MixunapogHe KB: e Tak e Hi

Uu npucyTHiM B oMy KB He3zanexuuit KomiteT
3 MOHITOPUHI'Y K/IIHIYHUX [JaHUX: e Tak e Hi

MakcumMasibHa TPUBAJTICTD JIIKYBaHHSI Cy0’€KTa JOC/Ti/PKeHHS BiIMOBIAHO 10 TIPOTOKOJTY
KB:

MakcumasibHO JjonycTuMa jo3a /IJI3 (yrouHiTh: Ha 00y abo cymapHa /j03a 3a 4ac yChoro
BUNPOOYBaHHS):

Bu3sHaueHHs1 MOMeHTY 3aBepiueHHss KB Ta 00TpyHTYBaHHS y BUMIAJKY, SIKIL[O 1ie He € OCTaHHil
Bi3UT OCTAHHLOTO Cy0’€KTY JOCTiPKeHHS, KUl Gepe yuacts y KB?:

[TepBuHHa O1fiHKa TpuBanocti KB (poku i micsii)*':

B YKpaiHi pOKHU MicsLi

y BCiX KpaiHax, /e npoBoauThcsi KB POKU MicsL

H. I'pynu cy6’eKTiB J0C/Ti/pKeHHS

[IpogoBkeHHs fogaTka 4

BikoBuii fgiana3oH:

® MoJiope 18 pokiB e Jlopocii ¢ JIiTHBOTO BIKY
SIkiio "TaK", yTOUHITh: (18 — 65 pokiB) (ctapui 65 pokiB)

» fkwjo He 3a3HaueHo 8 npomokoni KB.
1 3 momeHmy-nidnucanHs iHpopmosaHoi 3200u nepwum cy6’ekmom docaidceHHa 00 damu 0CMaHHbLO20 Gi3umy
OCMAHHBLO20 Cy6’eKMa AOCAIONHCEHHSI.
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¢ BHyTpimHBEOYTPOOHMI
* HepoHomieHi HeMOB/ATa (1110 HAPOAWU/IUCS Ha

TepMiHi BariTHOCTi He Oisbiie 37 THXKHIB)
¢ HoBoHapomyKeHi (0 27-T0 [AHS )KUTT5)

g

® Tak

® HemosnsiTa (3 28-ro AHs XXUTTH - 24 MicC.)

e Jlitu (2 poku - 11 pokiB)

® ManoniTHi (12 - 14 pokiB)

¢ HenoBHovtiTHI (14 - 18 pokiB)
Crarb:

* )KiHoua * YosoBiva

I'pynu cy0’€eKTiB AOCTiHKeHHA
3/70poBi 06pPOBOBILI * Tak * Hi
INawienTn * Tak * Hi
Bpaznugi rpynu cy6’eKTiB AOCTiIpKeHHS:
JKIHKM JITOPOJIHOIO BiKy * Tak e Hi
BariTHi ® Tak e Hi
JKIHKM y T1epiof jlaKkTariii * Tak e Hi
Cy0’€KTH OC/TiKYBaHHS B KDUTUUHOMY CTaHi ® Tak e Hi
Cy0’€eKTH IOC/Ti/PKYBaHHS, sIKi He B3MO3i 0COOMCTO 1aTh
indopmoBaHy 3rogy Ha yuyacTth y KB ® Tak e Hi

Axuo "Tak", yTOUHITh:

e Hi

Axuo "Tak", yTOUHITE:

B YKpaiHi:
AJ1s1 BCboro MbkHapoaHoro KB:

JAAQHOMY MATOJIOTiYHOMY CTaHi):
YTOUHITB:

3amiaHOBaHA Ki/IbKICTh Cy0’€KTiB A0C/TiHKeHHA /i BKIoueHHs y KB:

3aniaHoBaHe JIIKyBaHHs a00 HarJisAyj 3a Cy0’eKTaMu JOC/TiPKeHHs, 1110 3aBePIIN/IH y4acTh
y KB* (K110 BOHO Bifipi3HAE€TLCA Bij nepesdauyBaHOro CTaHAAPTHOIO JIKYBaHHA MPU

I. 3anponoHoBaHi JoC/TIAHUKH Ta Micis mpoBejeHHA KB B YkpaiHi

I.1. Micue npoBeenssi KB (gasi - MIIB) Ta BignoBiganbauii(i) gocaigauk(u) /

AOCTiTHUK(H):

2 Slkwjo pawiwie He 3asHaueHo 6 npomokosi KB.




13

[IpogoBkeHHs fogaTKa 4

1.1.1. Hasga JIII3 ta MIIB: BiamnosigansHM ZOCTIIHUK / TOCTi THUK
[1pi3Bue, BacHe iM’si, TI0 6aTHKOBI (3a
1.1.2. Micue3Haxo/)KeHHs: HasIBHOCT!I)

I.2. [loc/1iHMK-KOOPAMHATOP B YKpaAiHi, AKIIO €:

[pi3BuiLie, BacHe imM’s, TI0 6aTHKOBI (3a HAsIBHOCTI)

I.3. IlenTpaJii3oBaHi TeXHiYHi MPUMIllleHHS, 1[0 0yAyTh BUKOPHCTOBYBAaTHCh JIJISI
npoBeaeHHs: KB (;1aboparopis (0ioaHasiiTuuHa /1abopaTopist) ado iHmIi TexHiuHi
NPUMILLIeHHS), Y IKHX [{eHTPa/Ii30BaHo0 0yAyTh BUMIPIOBAaTHCA a00 OL[iHIOBATHCSI OCHOBHI
KpHUTepii OLiHKY (SKII0 opraHi3aliil JeKibKa, TO IOBTOPHO 3aMOBHITH /IJIs1 BCiX)

Oprani3arjis:

[Tpi3Buire, B1acHe imM’s1, 110 6AaTHKOBI (3a HASIBHOCTI) KOHTAaKTHOI 0cO0M (Bi/[roBiambHOI 0cobm):
MicuesHaxo KeHHs:

TenedoH:

OO0O0B'sI3KH, 1110 BUKOHYIOTBCS 3a [IOTOBOPOM:

I.4. Oprasi3sariii, AKUM crioHCOp a0 ¥oro oQiniifHUIA NPe/CTABHUK /ie/ieryBaB CBOI
000B's3KH Ta (PyHKLii, MoB’s13aHi 3 opranizanieio npoesenns KB (akio opraxizamnii
JAeKiIbKa, TO MOBTOPHO 3all0OBHITh /ISl BCiX)

[eneryBaHHsI CrioHCOpPOM abo #ioro odiliiHUM NpeCTaBHUKOM MeBHUX 000B’SI3KiB i QPyHKIIiM,
OB’ s13aHUX 3 TpoBeieHHsIM KB, iHIIIil opranizariii abo TpeTiit cTopoHi

e Tak * Hi

Akio "Tak", yTOUHiTh:

HaliMeHyBaHHS FOPHIUYHOI 0COOH:

[Tpi3BuiIie, BacHe imM’s, TI0 6aTHKOBI (3a HASIBHOCTi) KOHTAaKTHOI 0CO0M:
MicuesHaxoKeHHs:

KoHTakTHMII TesieoH:

O00B's13kM/(DYHKIi1, 1110 BUKOHYIOTBCS 3a CyOmigpsimom:

J. MO3/Kowmicis 3 nutanb eTuku npu JII13

Axuo faHa 3asBa agpecoBaHa MO3, Bif3HauTe KIiTUHKY «Kowmicis 3 nurans etvku npu JIII3» i
BKa)KiThb iH(OpMaliito, 1[0 CTOCYEThCSI KOMICii 3 muTaHb eTUKH 1ipu JIT13, i HaBMmaku

MO3 o
Kowmicist 3 nutanb etuku ripu JIT13 .

HaiimeHyBaHHS 1 MicLie3HaX0/)KeHHA:

ara 1riofjaui JOKyMeHTiB:
BucHOBOK/TIOrO[)KeHHS: ® y mpotieci po3rysiay Oy/e 3anuTyBaTUCS
® BH/IAHO
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[IpogoBkeHHs fojaTka 4

Ao BucHoBok/morogykeHHss  [Jaty BUCHOBKY/TIOroyKeHHs:
BU/IAHO, BKaXITh:
® 103BOJIEHO/TIOT O/IP)KEHO
® He /103B0JIEHO/He TTOr0yKeHO
Ao He 103BOJIEHO/HE TTOTOPKEHO, TO BKaXKITh:
MIPUYKHU
MOXKJIMBY [JaTy MOBTOPHOI MOJayi 3asBU

K. KoHTpo/IbHUH NepesTiK JOKYMEeHTIB, 1110 A0/al0ThCA /10 3aABH

Indopmaris, HeoOxigHa pis LleHTpy Ta /1A KoMicii 3 nutans ernku npu JIII3 BignoBigHo
a0 nyHKTy 7.1 po3ainy VII nboro ITopsiaky Ta nyHkTy 8.4 po3ainy VIII iiboro ITopsgky

Komicis
3 IIMTAHb

€HT] . .

eTUKH 1;1 P [Tepenik JOKymMeHTIB
py
JITI3

CyrnipoBifiHUM TUCT
o o 3asBa BCTaHOBJ/IEHOT'O 3pa3Ka
o . Konist ;okyMeHTy npo 0oTpyMaHy HayKOBY KOHCY/IbTaL{it0 3 Kjaacudikariii
* ¢ JiKapChKOTOo 3aco0y mepeioBOi Teparlii CTPOroro peryJisiTOpHOTro opraHy (3a

HasIBHOCTI)
* ¢ [T1cbMoBe migTBepKeHHs ogepxaHHsa Homepa EUCTR (3a fioro HassBHOCTI)
* * Bpotiypa gocsigHuka
* ¢ IHaMBifyanbHa peectpariifiHa dopma (Kpim MikHapoaHux KB)

OMlisi BACHOBKY KOMICii 3 MUTaHb €TUKU TIPU 3a HasIBHOCTI

* * K JIII3
[ ] L]

JOoBipeHiCTh CIIOHCOPa 3 YiTKO e/1erOBaHUMU TTOBHOBa)KEHHIMU
(Y BUIIAZKY, SIKILO 3asiIBHUKOM He € CIIOHCOP)
TudopManis 010 MPOTOKO/Ty K/IIHIYHOr0 BUNPoOyBaHHA>

* * TTpotokon KB 3 ycima nonpaekamu (3a HassBHOCTI)
[ ] [ ]
CuHoricuc ripotokony KB
[ ] [ ] . P
. . EKcriepTHa OLliHKa K/IiHIYHOTO BUMIPOOYBAHHS (SIKIIO €)

[Tignucani Ta gatoBani CV BiANOBiganbHUX AOCTIAHUKIB/JOCTIJHUKIB Y
KO>KHOMY MiCLli TIPOBe/IeHHsI KJIIHiIYHOTO BUITPOOYBaHHS

Indopmaria mopgo 1713

° * Ormic 3MiCTy MapKyBaHHS ZIeP)KaBHOI0 MOBOIO

BignoBigHi 103B0/H, 1110 MOMMPIOIOTECS Ha KB abo mpenapaty, 110 MaroTh
0C00/IMBi XapaKTePUCTUKH (SKILIO €), HApHK/Iaj pafsiodapmarieBTUUHi
nipernapaTH (SKIo HeoOXiZHO)

# Bidsnaume eci 6i0nogioHi kaimuxku 04 moz2o, wjob exkasamu iHgopmayito, aka 6yde npedcmasnena 0o Llenmpy ma
KOMICIi 3 numaHb emuku npu JII13.



15

[IpogoBxkeHHs fogaTka 4

TSE-ceptudikat (Ko HeobxifHO)

Ceptudikat cepii /BignoBigHocti JJ13

[TucbMOBe MiITBep/PKEeHHS, 1110 BUPOOHUIITBO 3/[IICHIOETHCSI Ha BUPOOHWYIH
abo mocmiAHiN AifsHII 3 JOTPUMaHHIM BUMOT Ha/leXkKHOI BUPOOHUYOT
TMIPaKTHKH, 3 HaJaHHAM Korii ceptrdikara GMP abo nrcemMoBoi odirjifiHo1
3asBM YTIOBHOBaKeHOI 0co0u 3 siKoCTi (BUpOOHMKA), 1110 BU/jaHa
YTIOBHOBa’K€HUM OPraHOM KpaiHu BUPOOHMKA, Ta KOs JTilleH3il Ha
BUPOOHUIITBO (/17151 BITYUM3HSIHUX BUPOOHUKIB)

[Tosre [J1J13/IMPD

Cnpougene J1J13/IMPD

Kopotka xapakrepucrtuyka JI3

Indopmaniisa o0 JONMOMKHOTO0 JTIKAPCHKOro 3aco0y/ TiKapChbKOro 3aco0y CynmyTHbOI
/pO3UMHHHUKA

Teparnii/

Ornuc 3MiCTy MapKyBaHHS [jepXKaBHOK MOBOO

Ceprudikar cepii /Bianosigxocri JI3

[TucbMOBe MiITBEP/KEHHS, 1[0 BUPOOHULITBO 3/[iCHIOETHCSI HAa BUPOOHW Ui
abo JoC/TiAHIN AUISHIT 3 JOTPUMAaHHIM BUMOT Ha/IeXKHOT BUPOOHUUOT
TMPAKTHKH, 3 HaflaHHsAM Korlii ceptrdikata GMP abo ricsMoBoi odititiHoi
3asiBM YTIOBHOBa)XEHOI 0CO0OM 3 SIKOCTi (BUPOOHMKA), 1[0 BU/laHa
YIIOBHOBa)KEHUM OPTraHOM KpaiHW BUPOOHMKA) Ta KOTITis JiiljeH3il Ha
BUPOOHUIITBO (/17151 BITUM3HSIHUX BUPOOHUKIB)

IToBHe nocke JI3

Cnporyene gocbe JI3

KopoTka xapakrepuctuka J13

Tudopmanis A cy6’ekTiB J0C/TiKeHHA >

dopwma iHpopmoBaHOI 3roau
In11a ceMoBa iHdopMatist Asis cy6’ekTa JOCTipKeHHs (L0AEeHHYK,
OTUTYBaJIbHUKH, KaPTKU Jyisi Cy0’ €KTIB AOCITiPKEeHHS], TTepesTiviTh BiAmoBigHe).

JIOKyMeHTH, 1[0 XapakTepu3yThb JITI3, BifnoBizansHOro 4oc/igH1uKa/qocijH1uka Ta MITB?
[ ] [ ]

3asiBa Bi/ITIOBi/JaTbHOTO AOC/TiAHUKA/JOC/TiTHAKA)
Indopmatiist mpo JII13 Ta MIIB
ITigrvcana ta garoBaHa CV BiANOBiAAIbHOTO AOC/IiIAHAKA/OC/TITHUKA

Tudopmanisa wopo pinancysanua™

ToKyMeHTH, 1110 BCTAHOBJ/IFOIOTh PO3Mip Ta YMOBM BUIUIAT (KPiM CTPaxoBUX)
(a0 HeOOXiTHO)
Inmi fokymeHTH

L. ITigmuc 3aaBHUKA

A, mo mnignucaBcs(/iack) HWKYe, LUM MiATBeppKyto (BiJ iMeHi CrHoHCOpa KJ/IiHIUHOTO
BUTIPOOYBaHHs), 1110 (HeroTpibHe 3aKpecnTH):

HaBe/leHa B 11iii 3asiBi iH(popMaliisi € MpaBUIBHOIO;
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[IpogoBxeHHs fogaTka 4

K/TiHiuHe BUMPOOyBaHHS Oy/ie TIPOBOJUTUCS Bi/ITIOBiZIHO /10 MPOTOKO/TY K/IiHIUHOTO BUITPOOYBaHHS,
HaI[iOHa/TIbHOT'O 3aKOHO/aBcTBa i HacraHoBu «JIikapchKi 3acob6u. Hame)kHa KiTiHiUHa MpakKTHKA.
CT-H MO3Y 42-4.0:2008», 3atBepzkeHol HakasoM MO3 Ykpainu Bij 16 mororo 2009 poky Ne
95; «IlopsinKy TpOBefieHHs KIiHIUHUX BHUMPOOyBaHb JIiKAapChKUX 3acobiB Ta eKCrepTH3u
MarepianiB K/IiHIYHMX BUTPOOYyBaHb», 3aTBep/pKeHOro HakazomM MO3 Ykpainu 23 BepecHs 2009
poky Ne 690.

BBa)kalo, 110 € MiZicTaBy /i/Is IPOBe/ieHHs K/TiHIiUHOT0 BUMIPOOYBaHHS;

3000B's3ytocs moBizomuT LleHTp Ta Kowmicito 3 murtanb etviku nipu JIII3 mpo dakTuuHy aarty
ToYaTKy K/IiHiuHOTO BUTIpoOyBaHHs (Bifpa3y mic/is TOro, sik BOHA CTaHe Bizioma);

He TIi3Hillle OJHOTO POKY TIiC/Is 3aKiHuUeHHsl K/iHiuHoro BUMpoOyBaHHs (y BCiX KpaiHax TIipH
TIPOBe/IeHHI MDKHApOAHUX K/TiHIYHUX BUTIPOOYBaHb) 51 3000B’SI3y0CS 1TO/IaTH CTUC/IWH 3BiT 3a UM
K/TiHIYHMM BUNpOOyBaHHSAM /10 LIeHTpy i KoMicii 3 muTaHb eTWKHU npu JIT13

3asBHUK, L0 nojae 3asaBy 10 MO3 3asiBHUK, L0 TO/A€ 3asBy [0 KOMICIi 3 TMTaHb €TUKU
ripu JII13

Hara: Jara:

[Tigmmc: [Tignmc:

I[Ipi3Buirie, BacHe imM’s1, 110 6aTHKOBI (3a I[IpisBuilie, BacHe imM’s, 110 6aTHKOBI (32 HATBHOCTI)

HasIBHOCTI) APYKOBAHUMHU JIiTEPaMU: JPYKOBaHUMHU JliTepaMH:

{/looamok e pedakyii Haka3y Minicmepcmea oxopoHu 30opog'ss Ne 523 gio 12.07.2012; i3
3MiHaMu, eHeceHUMU 32i0HO 3 Haka3om Minicmepcmea oxopoHu 300pog's Ne 304 gio 06.05.2014; &
peoakyii Hakazie MiHicmepcmea oxopoHu 300pog'ss Ne 966 gi0 18.12.2014, Ne 302 gio 10.03.2026}
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