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JIEPKJIIKCIIVKBA YKPAIHU
NEPKABHA CIIYXBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMHM Y KHIBCBKIA OBJIACTI

npocuekt Banepia Jlobanoscekoro, 51, m. Kuis, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €/IPITOY 37078774

BUCHOBOK
PO AIKICTh BBE3EHOI0 B YKPAaiHy JIIKapCHLKOIo 3ac00y

02.03.2023 Ne 4733/23/10

JTOIETAKCEJ "EBEBE"

(HafiMEHYBaHHA NIKapCbKOro 3acofy 3rifHO 3 peecTpaliifHuM OCBITYEHHAM)
KOHIEHTPAT /19 PO34YUHY Ans iHDy3in, 10 mr/mir; nmo 8 mu (80 mr) y duraxoni; mo 1

(p1akony B KopoOui

(popma BuIycKy, 103yBaHHS, BH NAKyBaHHSI JIIKapCHKOTO 32C06Y)

Howmep peectpauifinoro nocsinuenns UA/11091/01/01 crpox aii peccrpauiitioro nocrizzenas 01.01.2099

Cepis nixapcskoro 3aco6y Ne MIS5976 KinpkicTh BBe3€HOTO Jiikapchkoro 3acoby 3500

Bupo6HuK DPAPEBA YHrepax I'mM6X, ABcTpis

(HaliMCHYBaHHA BUPOOHHKA NiKapChKOro 3acoby, KpaiHa OXOKeHHS)

Beezeno B Ypainy ToBapucrso 3 00mexenoro BinnoinansHicTio "Cangos Yipaina',
inenr. xox: 38419586

(naiimenyBanna Ta ko 3a €J/IPTIOY ropuanynoi ocobu abo npizsHie, iM'A, 110 6ATHKOBI
(h13maHOT 0cobU - mignpueMILt, 1i MicIe IPOXHUBAHHA Ta PEECTpallifiHHil HoMep 06J1iKOBOI
KapTKH MJIaTHHKA NMoJaTKiB abo cepist Ta HOMep nacnopra)

IIpoTokoa Bisyansnoro xonrpoJio Bix 02.03.2023 Ne 0318/2.

3a pesynpTaTamMy JEpKABHOTO KOHTPONIO BCTAHOBIEHO, INO JIKAPCBKMH 3aci6 BBE3EHO B YKkpaiHy 3

AOTPHUMAHHAM eumor SHKDHO,IIEIBCTBEI 110210 3a0e3NeUeHHS AKOCTI NIKapChLKUX 3aC00iB.

,___,...mm..

RS SR

i A
B. 3.0. rfﬁqmmﬁgf yEOH P [pHHd I‘EAJMMAP
{BOCRIoBA 0C0f ﬂ[?. ? maﬁﬁﬁm h[ﬂimlllm’ﬂ ﬂl,.{mtl,.j [iﬂnnmm Ta Ilp]ﬁti—iiﬂﬁj




X

FAREVA

e = | JNTER A H
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Ne: 2001230751

OdropmMmneHo:

OAPEBA YHTepax T'moX
MoHaaeewTpacce 11

A-4866 YHTepax am ATTepsee
ABCTpIs

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

CepTtudikar BignosigHocTi

Hassa marepiany:

Toprosa Ha3Ba NPOOYKTY:

Cuna git/akTUBHICTB:!
Nikapcbka hopma:
TUN yNakoBKuU:
Po3mip ynakoBku:

Ne Martepiany:

Ne cepii CaHpozs:
fdata BupobHUYTBA:
TepMiH npuparTHocTi:

BupoSHu4a ginbHuus:

HinsHuUA BUANYCKY:

AOUETAKCEN EBB 10MI'/MT 8 MIT 111IBI YKP

OOLIETAKCEN «EBEBE», KOHLIEHTPAT ANA PO3YUHY ANA
IHOY3IW, 10 MIT/MI1, 8 MIT (80 MIT} Y ©®NTAKOHAX Ne1

80 MI' /8 MN
POSYNH Y OJTAKOHI

PJIAKOH

1T x 8 M

44032335 Tun Bunycky: CEPTU®IKALLIA CEPII
MS5976

14-NNNC-2022 Jata Bunycky: 20-Cl4-2023

14-JINC-2024 KineKicTb: 3500 YT1
GAPEBA YHTepax Tm6X Homep niyeHsii: 484064
MoHasecwTtpacce 11

H/A

4866 YHTepax am ATTepaee
ABCTDIA

PAPEBA YHTepax T'mbX
MoHAa3eewTpacce 11

Homep niueHsii:. 484064

H/A

4866 YHTepax am ATtepaee

ABcTpiA
Kpaiva-imnoprep: Homep peecTtpaudindoro noceigyeHHs:
YkpaiHa UA/11091/01/01
KOMNOHeHT!:

Haspa maTepiany:
Ne Marepiany:

BupobHuya ginbHuua:

AOUE C ACT 80MI" 8MIN AB®
11036027 [TpomMi>KHUIA NpoAYKT Cepina Ne: MN&190
GAPEBA YHTepax 'mbX Homep nigeHnsiic: 484064

MonaseewTpacce 11

H/A

4866 YHTepax am ATTepsaee
ABCTDIA




OdhopmneHo:
PAPEBA YHrepax Tm6X

FAREVA A4506 Yicrapa A Aviafisha

S UNTERACH — o — ABCTpIA
flormerty owned by Chews Pharma Ges.m b H. Nig KG) Ten.: +43 7665 8123 -0
Jliuensia Ha BUpoBHULUTBO;
484064

Ne: 2001230751

CeptudikaT BignosiaHocTi

Hasea maTepiany: LOOUETAKCEI EBEB 10MI/MIN 8 M 111IB1 YKP
ToproBa Ha3Ba NpoAYKTY: HOUETAKCEN «EGEBE», KOHLEHTPAT O5TA PO3YMHY [N
IHOY3IWA, 10 MIT/MJ1, 8 MIT (80 MI) Y ®JIAKOHAX Ne1
Ne Matepiany: 44032335 Homep cepil Cangos: MS5976
KOMMOHEeHTH:
Hasea marepiany: AOUE K ACT 10MF/MINT AHC
Ne Marepiany: 11038253 [MpOMDKHWUM NpOAYKT Cepist Ne; MN8077
BupobHuua ainbHULA: DAPEBA YHTepax m6X Homep niueHsii: 484064
MoHgseewTpacee 11
H/A
4866 YHTepax am ATTepsec
ABCTpIA
KOMNOHEHTH:
HaaBa matepiany: AOKETAKCEIT AXOP CIKO NB C EY |
Ne Matepiany: 11050722 [MpoMiKHUIA NpoayKT Cepia Ne: B653563
Bupo6Huua ginbHuys: Cikop ae Mexiko C.A. ge C.B.

Nepma [e Binbapa

Byn. CaHPadaene 35

52000 IngycTpianshni napk Nepma
Mekcuka

40360001223

Cepia BUpoBHUKa:

MonoxeHHA npo cepTudpikallilo

LM nigTsepmxyeMo OOCTOBIPHICTE | TOYHICTL BULLEBKA3AHOT iHopmauii. [Jana cepis npenapary 6yna
BUrOTOBNEHA, BKITHOYAOuM  YNakoBKY/MapKyBaHHA | KOHTPOMb SKOCTI, Ha BULLEBKA3aHI BUPOGHWYINA
AlNbHULI B NOBHIM BiANosigHocTi 3 BUMoramu GMP MicLeBMX JepKaBHUX YNOBHOBANKESHUX OpraHis KpaiHu
NpU3HaueHHs, BKasaHUMW B Yroai 3 Axocti / [oaaTtky A0 3azHayveHoro npoaykTy, Ta cneundikalii B
Peectpauintomy [ocke kpaiHu-imnoprepa, w0 nepeasadeHa NnocTavanbHUKoM.

HaHi Wopo BUroToBneHHs, ynakoBKM Ta aHanisis cepii Bynu nepesipeHi | MAOTBEPXKAESHO X BiANOBIARICTE
ymoam GMP,

KomeHTapi:

B npoueci BupoSHnuTBa He Bynu BUSIBNEHI BIAXMNEHHS], SIKi MOXYTb MATW BNMB HA BUTTYCK NPOOYKTY.

Ceptngpikas cepii / Bunyck ana Ykpainu

CTopikka: 2/3 *3aBipeHO eNEeKTROHHUM NIANMCOM Y BiANCBIAHOCTI A0 CTaxAapTiB
CaHgoa




OdhopMneHo:
PAPEBA YHTepax TmbX
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- UNTERAGCH e o - ABCTpIn |
fermicny cwned by Ebewe Pharmiz Ges.mlb 4. Nig K Ten.: +43 7665 8123 -0
NiueHsia Ha BUPOBHULTBO:
484064

Ne: 2001230751

CepTudikat BignosigHocTi

Ha3lea martepiany: HOUETAKCEN EBB 10MI/MIT 8 MIT 171BI YKP

ToproBa HasBa NPOAYKTY: AOLIETAKCE/1 «EBEBE», KOHLEHTPAT ANA PO34YKMHY ANA
IHOY3IW, 10 MI/MI1, 8 MIT (80 MIN) Y ®NNAKOHAX Nef

Ne Marepiany: 44032335 Homep cepil CanHgos: MS5976

Bunyck cepii / CepTudikallis BukoHaHa: Gunther Berliz, YnosHosaxeHa ocoba

Bunyck cepii / Ceptudikauis Qara/Yac: 20-CIM-2023 1 06:51:46 BKY

Aata/Mac ocdhopmnenHs cepTudikary: 20-CIMH-2023 / 06:51:47 BKY

*3aBipeHo enekTpoHHUM NiANUMCOM Y BignoBiaHoCT Ao CTaHgapTiB eNeKTPORHUX NOANUCIB KOMMARI|
CTopiHka: 3/3 CaHaos —




FAREVA

“ UNTERACH ———r—wn

{lormerny gwned by Ebewe Pharmma Ses.m.b.H. Nig KG)

CEPTU®DIKAT AHANI3Y

®APEBA YHrtepax I'MEX, MoHgseewTpacce 11, 4866 YHTepax

[TpoaYKT: HoueTtakcen «EBEBE», koHLeHTpaT ANA po34YMHY ans iHdpy3sin, 10 mr/mn, 8
Mn (80 mr), Bo chnakoHe Ned

Ne MaTtepiany: 44032335 Homep cepit: M3S5376
KoHTponbHa napTis Ne: 408670112
[1naH iHCnekyi: AT063911 TepMIiH npuoaTHOCTI: 14-MNC-2024
BUpobHUK: GAPEBA YHTepax 'm6X Hara BupobHuuTRA: 14-NMNC-2022
lNokasHuk Honyctumi Hopmu PesyrnbTaTn
3OBHIWHIKN BArNAA: MNpozopurin, 6e3bapBHUin aBo CBITNO-KORTUI BiANCRIQaE

PO3YUH
- IPO30picTL < HDK Y PO3YMHY NOPIBHSAHHA | BigNoBigae
- KONbLOPOBICTL < HK ¥ PO3YMHY NOPIBHSAHHA Y5 BiaANoBigae
= BUOUMI YacTKW 0e3 BUAMMMKX HacTokK BiANOBigace
- HeBUAMUMI YacTKH = 10 MKM: He Binblue 6000 YyacTok/driakoH 10 yacTok/dpnakoH

Z 25 MKM: He binbie 600 vyacTok/nakoH 0 yacTtkw/dbnakoH
O06'eM, WO BUTAracTbLCA! = 8,00 Mn 8,20 Mmn
(BiANoBiaAHO Ao sumor €ep.®.)
pH: 3,0 = 4,5 3:3
(BiznosigHo o BuMor €a8p.P.)
FycTuHa: 1,014 — 1,027 r/em3 1,022 rlem?
BwmicT eTaHony: 90,0 % - 110,0 % 101,7 %
laeHTuchikauis (TLLX, BEPX): Mae BignoBsigart ctargapry Bignosiaae
- goueTtakcen
KinbkicHun Bmict (BEPX):
- AoueTaKkcen 95,0 % - 105,0 % (9,50 — 10,50 mr/mn) 101,8 % (10,18 mr/mn)
XpomatorpadiuHa YyncToTa:
- 7-eni-poueTaxcen =0,3% 0,10 %
- 10-okcogouyeTaxcen =0,3% <0,10 %
- HeBigOMi AOMIWIKKU, OKpeMo <0,2 % < 0,10 %
- AOMILWKK, cyMa <1,0% 0,24 %
CTepMnbHiCTL:! Mae BYTN CTEPUNbHUM CTePUNBHO
(BignosigHo Ao smor Epp.d.)
bakTepianbHi eHOAOTOKCHUHN: He Binbwe 19,0 MO/mn < 5,0 MO/Mn
{(BiAnoBigHo Ao sumor €sp.@.)

Bci pesynbratit Bignoeinaote cneyudikaulif

HoxkymeHT othopmreHo:

LlokyMenT 3aTBeppxkeHo BKH:

Peter Michacela

/EnexmporruG nidnue:
20.01.2023 12:08:47 +01°007/

Hupf Eva Maria

/Enexmpornutl nionuc:
23.01.2023 06:20:17 +01°007/

[lOKYMeHT 3aTBep/KeHO eNeKTPOHHUM nignucom

CTopiHka 1 3 1

Digitalty signed by Fedochenis Teliana

F ed DC h e n ko DH. ge=com, do=novarts, su=pedphe,

el =T, serialMumbera2 116816,
cn=Fedochanka Teliana

Tetiana D Rossor s et oo

Date: 2023.01.23 16:51:52 +02'04




