NAEPKABHA CJNIYXBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIN OBJIACTI '

npocnekT Banepis Jlobanoscekoro, 51, m. Kuis, 03110, ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €EAPTIOY 37078774

BUCHOBOK
Mpo SIKICTh BBE3€HOI'0 B YKpPaiHy JiKapcbKOro 3acody

27.03.2023 Ne 10929/23/10

EIIPYBIIAH "EBEBE"

(HaliMeHyBaHHs JTiKapchbKOT0 3aco0y 3TiHO 3 peecTpauiifHAM NOCBIAYEHHSM)
KOHLEHTPAT JAs1 PO3YMHY [Js iH]y3iii, 2 mr/mu mo 50 mu (100 mr) y daaxoni; no 1 daaxony

B Kopooumi

(opma Bumycky, no3yBaHHS, BUA MAaKyBaHHS JIKApCEKOTo 3ac06y)
Homep peecrpauiiinoro nocsimuenns UA/4356/01/01 crpox aii peecrpauiiinoro nocsiguenns 01.01.2099
Cepis nikapcekoro 3acody Ne MT7580 KinekicTe BBe3€HOTO Jiikapchkoro 3acoby 510

BrpoGuuxk DPAPEBA Vurepax I'm6X,, ABcTpis

(naiivenyBaHus BUPOGHHUKa JIIKAapCHKOro 3acofy, KpaiHa MOXOIKEHHS )

BpeseHO B YKpaiHy ToBapuctBo 3 0OMeskenor0 BinnosinanbHicTio "Cango3 Yipaina”,
igent. kox: 38419586

(natiMenyBanHs Ta ko 32 €J/IPTIOY ropumiunoi ocobu abo IpI3BHIE, iM'S, 110 6aTEKOBI (i3HuHO]
0codu - mianpuemuy, if Micle NPOXKMUBAHHS Ta peecTpaLiitHMiL HOMEP 00J1IKOBOT KapTKH MIaTHUKA
IMOAATKIB a00 cepisi Ta HOMEP MacropTa)

[Iporoxou BisyansHoro kourpoaio sig 27.03.2023 Ne 0725/2.

3a pesyibTaTaMH JEP)KABHOTO KOHTPOMIO BCTAHOBJIEHO, IO NiKapcekMii  3aci6 BBeseHo B VkpaiHy 3

AOTPHMAHHSIM BHMOT 3aKOHOIABCTBA IOAO 3a0e3NeueHHs AKOCT] JIIKAPCHKUX 3acOBiB.

Ipuna [TAJJAMAP

(ininiam4 Ta npizsuine)




FAREVA

UNTERACH

{formerly owned by Ebewe Pharma Ges.m.b.H. Nfg.KG)

CEPTUDIKAT AHANI3Y

PAPEBA YHTepax I'm6X, MoHasecwTpacce 11, A-4866 YHTepax

[poaykr: Enipy®iunH «EBEEBE», xoHUueHTpaT ans PO3YUHY AnA iHdy3iin, 2 Mr/Mn,
50mn (100 mr), y dbnakoHax Ne1

Ne MaTtepiany: 44027014 Homep cepi: MT7580

KoHTponsHa cepia Ne: 408702955 .

[naH iHCneKLin: AT064306 TepMmiH NproaTHOCTI: 16-ClY4-2025

BupoBHnk: PAPEBA Yurepax T'm6X AaTta BUroToBNeHHs: 16-C14-2023
[Moka3Huk AdonycTtumMmi Hopmu PeiynbraTu

30BHIlMHIA BArNAA; NPO30OPUNA PO3YNH YEPBOHOFO KOMNBOPY BiANoBigac

MexaHiuHi BKNnoveHHs:

- BUOUMI 4aCTKH YacTKW BIACYTHI Bignoeigae

- HeBUOUMI YaCTKMK
Ob’'eM, W0 BUTAracTheA:

3HavyeHHs pH:

ADCONoTHA rycTHUHa:
IneHTudpikauis Enipy6iuuny
riapoxnopuay (BEPX, TLUX):

BmicT Enipy6iunny rigpoxnopuay
(BEPX):

BmicT cynyTHix gomiwok (BEPX):
- AOKCOPYOILKUHY arnikoH

2 10 MkM: He Ginblie 6000 yacT./dnakoH
2 25 MKM: He BinbLie 600 yacT./dnakoH

50,0 mn—55,0 mn

2,5-40

1,002 - 1,008 r/mn

Mae BIANOBISaTY CTaHAAPTHOMY 3Pa3Ky

95,0% - 105,0 % (1,80 — 2,10 mr/mn)

He 6inbwe 1.0 %

- ROKCOPYOIiLH
- HeBIOOMI, OKpewmi
- HEeBiZOMI pa3om

CrepunbHicThb:

BakrepiantHi eHgoTokcuHy (JIAN):

He 6inbwe 1,0 %
He 6inbwe 0,5 %

He Ginbwe 2,0 (i
-
- Q
CTepunsHUn R o :
~
1.0

He Binblue 1, A%

20 vyacr./conakoH
0 vyacT./dnakon

52.0 mn

3,3

1,005 r/mn

Bignoeigae

102,0 % (2,04 mr/mn)

0,09 %
0,23 %
< 0,05 %
< 0,05 %

CTEPUNBHUIA

< 1.2 MO/mn -

i . . ‘;.\.' M () .",-'
Bci pesynbTaty Bignosiga \\ A

HOoKYMeHT cchopmMneHo:

HOKYMEHT 3aTBEepaAXeHo BKA:

Peter Michaela

fEnekTpoHaui nignuc/
28.02.2023 07:50:51 +01°00'

Hupf Eva Maria

/ENeKTpoHHWE nignne/
28.02.2023 08:04:24 +01°00°

AOoKYMeHT 3aTBepaXeHO eneKTPOHHMM MiANUCcoMm

CrtopiHka 1 3 1

Volovodiuk
Viktor

Dighally signed by Yolovadiyk Yiklar
OH: doweam. d=novarts, bu=paopha.
ounTO, dorid Mumbars] 908218,

=t olavodiul wikiar

Reastn’ | am approving thls docurment
Crala: 2073.0323 18.40:29 « 0200




FAREVA

LUNTERACH
{formerly owned by Ebewe Pharma Ges.m.b.H. Nfg.KG)

Ne: 0303230953

OdropmneHo:

PAPEBA YHTepax 'mbX
MongaseewTtpacce 11

A-4866 YHTepax a. ATrepaee
ABCTpIA

Ten.: +43 7665 8123 - 0
JliyeHsia Ha BUPOBHULTBO:
484064

CepTudikar BignosigHocrTi

HasBa matepiany:
Toprosa HaaBa:

Cwuna piifakTUBHICTb:
Ilikapceka ¢hopma:

ENIPYBILIWH EBB 100MI750MI 111BI YKP

EMIPYBILUWH «EBEBE», KOHLIEHTPAT 1A PO3YMHY ANS [HOY3II, 2
MI/MA, 50MI (100 MIN) Y ®AAKOHAX Ne1

100 MI" / 50 MNT
PO34YMH Y ®NTAKOHI

THn ynakoBKu: OIIAKOH
Po3mip ynakosku: 1 WT x 50 M
Ne Matepiany: 44027014 Tun Bunycky: CEPTU®IKALLIA CEPII
N2 cepii Canpgoa: MT7580
lata BupobHuurea: 16-CI4-2023 [laTta BuUnycky: 27-J1K0T-2023
Tepmid npuaaTHocTi: 16-CIM-2025 KinbkicTb: 210 YI1
Bupobuuyva ginbHnuys; OAPEBA YHTepax M'mEX Homep niuensii: 484064
MongseewTpacce 11
H/A
4866 YHTepax am ATTepaee
ABCTpIin
OinbHYUA BUNYCKY: OAPEBA YHTepax [M6X Homep niueHsii: 484064
MoHz3eewTpacce 11
H/A
4866 YHTepax am ATrepsee
ABCTpist
KpalHa-imnoprep: Howmep peecTpauitHoro nocBigueHHs:
YKpaiHa UA/4356/01/01
KoMnoHeHTH:
Hasea maTtepiany: EMNACT 100MI 50MI1 Ab®
Ne Marepiany: 11035570 [pOMIXHWIA NpORYKT Cepin Ne: MS6814

BupobHuya ginbHuus:

DAPEBA YHrepax MTM6X
MoHgsecwTpacce 11
H/A

4866 YHTepax am ATTepaee
ABCTpIA

Homep niyeHsii: 484064




FAREVA

UNTERACH
fformerly owned by Ebewe Pharma Ges.m.b.H. Ny KG}

Ne: 0303230953

OdopmMneHo:;

PAPEBA YHrtepax Tmo6X
MoHgseewwitpacce 11

A-4866 YHTepax a. ATTepaee
ABCTPIA

CepTtudikar BignosigHocTi

Ten.: +43 7665 8123 -0
NiueHsis Ha BUPOBHULTEO:
484064

HasBa marepiany:
Toproea Ha3Ba:

Ne MaTepiany:

EMIPYBILUMH EEB 100MI/50MN 111BI YKP

EMIPYBILUWH «EBEBE», KOHLEHTPAT AN PO3YUHY ANSA IHOY3IT, 2
MI/MI, 50MJT (100 MM Y ®JIAKOHAX Nef

44027014 Cepina Canpo3z: MT7580

KOMNOHEeHTHU:

Haipa martepiany:
Ne Marepiany:

BupobHuua ainsHuus:

EMACT 2MIi/Mn AHC
11038988 [pOMDKHUIA NPOAYKT
QAPEBA YHTepax Tm6X

Monaseewwtpacce 11

H/A

4866 YHTepax am ATTepsec
ABCTpIA

Cepisa No: MS6808
Homep niyensiic 484064

KoMnoHeHTH:

Haasa maTepiany:
Ne Marepiany:

BupobHuua ginbHuys:

Cepis Bupo6HUKa:

EMPYBILUH XCITH CIKO NB C EC
40006951 AKTUBHUI dapm. IHrpegieHT Cepis Ne:
ITAJINCBKA KOMIMAHIS SICOR

TEHYTA C AIECCAHAPO

13048 CAHTIA
ITanis

8514A001221

B633633

[Monoxennn npo ceprudikayi

Lum nigTsepakyemo HOCTOBIPHICTb | TOYHICT BULLIEBKa3aHO! IHpopmallil. JaHa cepia npenapaty 6yna
BWOTOBITEHA, BKNOYAI04K YNaKOBKY/MapKYBaHHSA | KOHTPOb SIKOCTI, Ha BULLEBKa3aHiii BMPOBHMYIN ginbHWU]
B NOBHIW BIAMOBIAHOCTI 3 BUMOramu GMP micuesmx PEryNATOpHUX OpradiB, AKWO 3acTOCOBHO, - YMOBM,
onucaHi B florosopi npo sKicte / [ogaTky Ao KOHKDETHOTO NPOoAYKTY, | cneuudikalil, Wo BkasaHi B
PeecTpauiiHomy [locke kpaiHu-imnoprepa, sik Le nepeabayeHo NOCTaYanbHUKOM KOHTPAaKTY.

[laHi 1WoA0 BUFOTOBREHHS, YNAKOBKW Ta aHarizis cepil Oynu nepesipeHi i nigTBepmKkeHo X BignoBiaHicTs
ymoeam GMP.

KoMeHTapi:

CepTudikauin cepii / Cepito BURywWeHo ans Ykpainum (UA).

Cropinka: 2/3 *3aBIPEHO eNeKTPOHHUM NIANUCOM Y BIATOBIAHOCTI 40 CTAHAAPTIE ene




OdropMneHo:
GAPEBA YHTepax T'm6X

MoHnaszecwTpacce 11
I: A R E V A A-4866 YHTepax a. ATTepaee
ABCTDIS
UNTERACH

{formery owned by Ebewe Phama Ges.m.b.H. Niz. KG) T?ﬂ.: +,43 76658123 -0
NiueHsin Ha BUPOBHULTRO:

484064

Ne: 0303230853

CepTudikar BignosigHocTi

Hazsa maTepiany: EMPYBIUAH EBB 100MI/50MIN 1NIB! YKP

Topropa Ha3Ba: ENIPYBILINH «<EBEBE», KOHLEEHTPAT ANA PO3UYNHY ANS IHOY3IT, 2
MI/MIN, 50MN (100 MIM Y $NTAKOHAX Ne1

Ne MaTepiany: 44027014 Cepisa Canpo3: MT7580

Bunyck cepii / Ceptudikauis BUKoHaHa: Thomas Wimmer, YnosHosaxeHa ocoba

Bunyck cepii / CepTudbikayis Jara/Yac: 27-JIK0T-2023 7 13:18:13 BKY

Hara/Mac odropmnenna ceptudikara: 03-BEP-2023 / 08:53:51 BKY

CropiHka: 3/3 “3aBipeHo eneKTPOHHUM MIANMCOM Y BIANOBIAHOCTI 40 CTAHAAPTIB @MEeKTPOHHNX NOANUCIE




