| EPOKJIIKCIIYIKBA YVKPATHT
JEPKABHA CJIY}KEA 3 JJIKAPCHLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCEKIN OBJIACTI

npocnexT Banepisn Jlobanoscskoro, 51, m. Kuis, 03110, ten/thaxc: (044) 363-06- 50
E-mail: dis.ko@dis.gov.ua, Kog Q,HPHOY 37078774

BHCHOBOK
NpOo AKICTH BBe3eHOro B YKpainy AiKapcsKoro 3aco6y

10032023 Ne 8954/23/10

HOKCOPYBIIIUH "EBEBE"

{HaHMBHyBaHHH HIKAPCHKONG 33000y 3TifHO 3 peecTpaniiinm H{}C.BIJ{LE‘&HHHM)
KOHHEeHTPAT AJA PO3UNHY JJIA mc;:;}r’:;m, 2 mr/min o 25 ma (S0 mr)y (iaxoni; no 1 paaxony B
| Kapronuii K{}pﬁﬁm

({}mpa{a B;«mya:ﬁjf, A03yBaHHA; BUA MEKYBAHHI HKAPCRKOTO 33C0 63»'}
Howmep peectpardiftioro mocsimuenas UA/1379/01/01 crpox aii peecrpaniiimoro nocsinvenns 01.01.2099
Cepis nikapcsxoro saceby Noe MT7537 Kinsxicrs seesesioro mixapeskors sacoty 14400

Bupsbuux - _DAPEBA Vurepax I'm6X, Ascrpin

(HalMERYBaHHS BupoOHIKA HKAPCEKOTO 3ac06y, Hpazﬁa Hﬂmﬁmeﬁm}

Baeseno s Vipainy. ToBapucTeo 3 obMexenow rianosigansuicro "Cannos Vipaina”,
Cigenr. wom: 38419586

(uamzanyaamiﬂ raxoi 33 CPHOY opumisrol ocobu abo npizeunie, iM's, 110. 63:1 BKOBL qjlmf-ﬁ—:m
Gcobu - nignpreMi, T MICIE NPOKIBAHHS T2 pecc:'rgsaun—mnm HOMep 0BMIKOBOT KAPTRH NIaTHHKA
NOASTRIB A00 Cepls T4 HOMEp NacHopTa)

iporexon Bisyansmore xonrpome sin 09,03.2023 Ne 0609/1.

3a. pesymbTatamMu IEpRABHOTG KOHIPOMO BCTZHOBNEHO, 110 IKAPCHKIDT 34ci6 pEeseso 8 Vepaiy &

AOTPDHMAHHAM EnMor3aKoH0ABCTRA IO10 33683 NEUSHEA IKOETE JIKaPCLKHX 3acobin.
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Odvopmneno:

FAREVA oo e

e . R UNTERACH T e
{formerly owned by Ebswe Phanma Ges.m.b.H. Nig.KG}H

Ne: 1602230936

A-4866 YHTepax am ATTepsee
ABCTpIst

Ten.: +43 7665 81230
NiueHsin Ha BUPOBHULTBO!
484064

Ceptudikat BinnosigHocTi

Haszsa matepiany:

| TopriBenbHa Ha3Ba
NPoaYKTY:

OOKCOPYEBILWNH EBB 50MI/25MJT 1111BI YKP

HOKCOPYBIUMH «EBEBE», KOHLIEHTPAT 118 PO3UMHY ANSA IHGY3INA,

2 MI/MI, 25 M1 (50 MIN) Y GITIAKOHAX Ne1

Bupobruya ainbHuus:

1 Cuna piifakTuBHICTL: SO0 MM/ 25 MN
Nlikapceka hopma: PO34YYH Y ®NTAKOH]
TUN YNakosKu: OHAKOH
Poamip ynakoBku: T T x.25 MJT |
Ne marepiany: 44026998 Tun Bunycky: CEPTUGIKALIA CEPI
Ne cepil Cangoa: MT7537 |
Hata BUpoSHMuTBa: 04-CIM-2023 Jata BUnycky: 09-JTKOT-2023
Crpok npugaTrHocTi: 04-CIM-2025 Kinekicto: 14400 LUT
BupobHn4a ginsHuus: OAPEBA YHTepax TM6X Homep niueHsii: 484064
MonaszeewTpacce 11
H/A
4866 YHTepax am ATTepace
ABCTPIS
OinbHWLA BUNYCKY: DAPEBA YHTepax mbX Homep ninensiic 484064
MomgaeeuiTpacece 11
H/A
48606 YHTepax am ATTepaec
) ABCTpIA
Kpaina-imnoprep: Homep PeecTpadiinoro MNoceinueHHs:
YKpaiHa UAM379/01/01
KoMnoHeHTu:
Hasea marepiany: HAOKCO OCT bl 50MI 25MI1 AB®
Ne MaTepiany: 110355980 [TpoMiXHWA NpoayKT Cepist Ne: MS1776

GAPEBA YHTepax T'm6X
MoHpgseecluTpacee 11

H/A

4866 YHTepax am AtTtepsec
ABCTPIA

‘HoMmep nidensii: 484064




: OdcdopMneHo;
F A R E v A PAPEBA YHTepax TM6X
| - MoHaseewTpacce 11
e et UNTERACH o . A-4866 YHTepax am AtTepsee
Hormerdy owned by Ebewe Pharma Ges.m.b.H. Nig.KG) 'ABCTD I

Ten.: +43 7665 8123 - 0
Niuensin Ha BupoBHULTBO:
484064

| Ne: 1602230938

_Ceptudikat BignosigHocti

| Hasea marepiany: [NOKCOPYEILUMH EEB 50MI/25MN 171IB] YKP |
TopriBenuHa Ha3Ba HOKCOPYBIUMH «EBEBE», KOHLUEHTPAT NS PO34YUHY ansa IHoy3In, |
NpPoAyKTYy: . 2 MI/MIN, 25 MIT (50 MI) Y ®NTAKOHAX Ne1
Ne maTepiany: 44026998 Cepis Canpos:  MT7537
KoMnoHeHTH:
Hasga marepiany: AOKCO ACT BN 2MIi/MN AHC
Ne Matepiany: _. 11038915 [TpOMIXHWIA NpoayKT Cepifa Ne: MR0198
BupoGHuya ginLHuus: PAPEBA YuTepax MmbX Homep nidensii: 484064
‘Mongseewtpacce 11
H/A
4866 YuTepax.am ATTepaee
CABCTPIA
KOMnNoHeHTH:
Hasea marepiany: [OKCOPYBILUH-XCI MEPCIAN
Ne Martepiany: 11050690 [TPOMDKHUIA NpoaYKT Cepina Ne: | B654567

BupobHuya ginbHuys: Mikpobiodapm Anowist Ko., N1a
| 3-1 CaHpaky-yo
Artcywmpo
8660017 Arcywmpo-wi, KymamoTo
Anoxia
| Cepisi BupoBHukar  DX-321

[TonoxeHHA Npo cepTudikauio

Linm nigTBepaxy AOCTOBIPHICTL | TOYHICTL BUleHaBeaeHo! Hbopmauil. OaHa cepis npenapaty 6yna
BUPOGNEHa, BKMOUYHO 3 NaKyBaHHSAM/MaPKYBaHHAM Ta KOHTPONEM SIKOCTi, Ha BNIEBKa3aHin BUPOBHNYIN
AINBHULI(AX) ¥ nOBHIN BignosigHocTi 3 eumoramu GMP MICUEBUX AePXKaBHWX OpraHiB, a TaKkoX 3i
cneundikauiamu, WO BKasaHi vy PeectpauifHomy [ocke Kpainw imnopTepa. fani NPC BUrOTOBNEHHHA,
ynakosKy Ta aHanisu cepii 6ynu nepesipeHi i nigTBepmKeHa ix BIAMNOBIARICTL ymoBam GMP.

KomeHTapi:

Cepis sunyuiena anst YKPATHW (UAY).

CTopiHka:.2/3 *3aBipeHo ereKTPOHHIM RiGHNCOM Yy BIANOBIAHOCTI [0 CTaHOapTIB &Nty N>




Odropmneno:
F‘ A R E V A GAPEBA YHTepax Fm6X
- ' - MoHgseewTpacce 11
L UNTEEACH - s = 1 e o A_4866 yHTepaxaM ATTED3E€
(formerly owned by Ebawe Pharma Ges;rmbH, Nig.KG) AB CTpi 5

Ten.. +43 76658123 -0
JTiueHsia Ha BupoBHULTBO:;
484064

Ne: 1602230938

Ceptudikat BignosigHocTi

Hazsa maTepiany: OOKCOPYBILWH EBB 50MI/25M1 171IBI YKP

TopriBenbHa Ha3Ra AOKCOPYBIUWMH «EBEBE», KOHUEHTPAT ONS PO3YUMHY ONA IHOY3IN,
NPOAYKTY: 2 MITMJ1,25 MIT {50 MIN) Y ©NTAKOHAX Ne1

Ne maTtepiany: o 44026998 Cepisi Canpgoa:  MT7537

Bunyck cepii / Ceprudikauin Bukonana: Thomas Wimmer, YnoBHosaxkeHa Ocoba
Bunyck cepii / Ceptudikadis Jata/Mac:  09-JII0T-2023 / 13:29:20 BKY
Hata/lac othopmrieHHs cepTudikary: 16-J1tOT-2023 / 08:38:39 BKY

‘CTopinka: 3/3 - *38BIPEHO €NIEKTPOHHUM NIATACOM Y BIANOBIAHOCTI HO CTAHAADTIE SreKTPOHHIX ToanHGS




FAREVA

e PNTERALH s -

Formerty owned by Ebawe Pharma Ges.m.b.H. NfgKG

CEPTUGIKAT AHATI3Y (IKOCTI)

PAPEBA YHtepax 'meX, MongieewTpacce 11, A-4866 YHTepax

MNpoaykt: dokcopy6iunH «EBEBE», KOHUEHTpAT A8 PO3IUYUHY ;qnﬁ*i'ndjys'iﬁ‘,:z MF/MnN,
25 mn (50 mr), y hnakoHax Ne1
Ne Martepiany: 44026998 Homep cepii: MT7537
Ne cepii, WWo nepesipsieTsca: 408702647 o
TInaH iHCneku,T: AT064082 CTpOK NpuaaTHOCTI: 04-C14-2025
BUpobHuUK: OAPEBA Yutepax 'M6X. Hata supobHuUTBRaE: 04-C14-2023
NokasHuk Hopmu PesynbTtaru
30BHilLHIN BUrnAQ: NPO30PUN PO3YNH KPUBABO-YEPBOHOIO BiANoOBIAAae
KONbopy
MexaHi4Hi BKNIOYeHHS:;
1 ~ BUOUMI HacTKuH NPaKTU4HO NOBUHHI By TN BiACYTHIMY BifinoBigae
- HeBUAUMI HaCTKH 2 10 MKM: He Binblie, Hix 6000 Y vacr./drnakoH
qYacT./dnakoH 1 vacT./chnakoH
2 25 MKM: He Dinblie, HiX 600 vyacT./dnakoH
QB’eM, SIKKN OTPUMYETLCA; 25,00 mn-27.,50 mn 26,00 mn
3JHayeHue pH: 2.5-4,0 3,3
{ WinbHicTe: 1,003 - 1,007 i/cm? 1,005 t/cm?
laenTudbikalis gokcopyBiunHy NOBMHEH. BIANOBIASTH Bignosigae
riapoxsiopua: | o - .
1 KinbkicHe BUW3HaveHHst 1,90 - 2,10 mr/mn (95,0 % ~ 105,0 %) 2,00 Mr/mMn (99,8 %)

AOKCOPYOBiUMHY rigpoxnopua:

BmicT cynyTHiX peuyoBuUH:.

- AOKCOPYOILMHY arnikow He Ginsiue, vk 1,0 % < 0,10 %

- AOKCOPYBiunHy Anmep He Ginblue, HiX.1,0 % 0,50 %

- HeipeHTUdiKOBaHI, okpemi He 6inbwe, Hix 0,5 % <0,10%

- HeigeHTUthiKoBaHi, 3aranbLHuu He Ginblue, Hix 1,0 % <0,10 %
BMICT | |

- 3aranbHUA BMIiCT AOMILLOK | He binblue,; Hx 1,5 % 0,50 %
CTepunLHICTDb; CTEPUIbHMIA t:Tepman'mﬁ
BakTepiansHi eHAOTOKCHUHW: He binblue, HiX 1,2 ME/mm < 0.6 ME/mni

Bci pesynbraty BianosigawTe cneuudikauji

LOKyMeHT ohopMneHo: [okymeHT 3aTRepakeHo BKA:

/EnekTponuui nignuc/

{EnexTpoHHui nignne/
10.02.2023 11:15:52 +01'00r | HUPf Eva Marta 13.02.2023 10:14:37 +01'00"

AOKYMEHT 3aTBepAKEHO eNeKTPOHHMM Nifgnucom

Cropinka 13 1
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