AEP)KABHA CJIVIKBA 3 JIIKAPCHKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHKAMM Y KUTBCHKII OBJACTI

npocnexT Banepia Jlo6anoscrkoro, 51, M. Kuis, 03110, Ten/¢axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Ko €JIPTIOV 37078774

BUCHOBOK

IpO SIKICTH BBE3eHOr0 B YKpaiHy JIKAPCHLKOro 32¢06y
14.06.2023

OKCAJIILTATHH "EBEBE"

(HaliMenyBaHHs

Ne 27387/23/10

MKapcebkoro 3acoly 3rifHo 3 peecTpariiimm MOCBITHEHHSM )

KOHUECHTPAT AJIS1 PO3YHHY st iHdY3iil, 5 Mr/ma mo 20 Mo (100 mr), y duaxoni; no 1 ¢praxony

‘B KAPTOHHI Kopo6ui

(bopma BuMyCKy, H03yBaHHS, BUT TAKYBAHHS JKapcLKOTo 3ac06y)

Howmep peectpaniiinoro nocsinuenns UA/6314/02/01 crpoxk nii peecTpauiiinoro noceiguenns 01.01.2099
‘Cepis riikapcskoro 3aco6y Ne MIX 8883 Kinekicrs Beesenoro nikapeskoro 3aco6y 2500
Bupobuux

_PAPEBA Vrtepax I'm6X, ABCTPi-H.

(naliMeHyBaHHS BUPOGHUKA NIK&pChKOTo 3acofy, kpaiua ITOXOKEHHSA )
BeeseHo B Ykpainy

_inenr. xox: 38419586

(HaiiMeHyBaHHs Ta koA 3a €JIPIIOY opuuIHOl 0coOH alo npizpHine, iM's,
ocobu - mianpremusg,

ToBapucTpo 3 06mexenoro BianoBinanbHicTIO "Cangos Ykpaina",

1o 6aTbKOBi (Pi3uTHOT
Il MiCIle OPOXKHBAHHA TA peeCTPALIHHMI HOMep 00/IIKOBOT KAPTKH INATHHKA
MOAATKIR aGo cepis Ta HOMEp TacHopTa)

IIporokon Bisyaisuore kourpomo sin 13.06.2023 Ne 1792/4.

34 pesynsTaTaMu  J€PKABHOIO KOHTPOJNK) BCTAHOBIIGHO, 1O JIKAPCHKMH  3acib

BBE3cHO B YKpainy 3
HOTPHMAHHAM BHUMOT 3aK0HORABCTRBA 100 3adesneyeHns -mcoc*ri-ﬂiKapcbmxiaacoﬁiB.-

__IpmaIAJIAMAP

(iniuiang Ta npissute)




FAREVA

UNTERACH
fformenly owned by Ebewe Pharma Ges.rivb.H. Nig.KG)

OdopmMmneno:

OAPEBA YHtepax T'moX
MonaseewTpacce 11

A-4866 YHTepax am ATTepaee
ABCTpis

Ne: 2305231131

Ten.: +43 7665 8123 -0
NiueHsia Ha BUPOOHWLTBO:
484064

Ceprudikar BignosigHocrTi

| Haaea marepiany:
TopriBenbHa Ha3lBa:

OKCAJTINAATUH EBB 100MI/20MA 11IBI N YKP

OKCANMNATUH «EBEBE», KOHUEHTPAT ANA PO3YUHY AN IHOY3IN,

5 MI/MIT, 20 M (100 MIN) Y ®NAKOHAX Ne1

BupobHuya ginbHuus:

QAPEBA YHtepax T'm6X

Cuna giilakTuBHiCTE: 100 MIM/ 20 MN
Nikapcbka hopma: PO34YMH Y ONAKOHI
TUnN yrnakoBKu: ONAKOH
Po3mip ynakoBku:. 1 WT x 20 MN
Ne Matepiany: 44059898 Tun Bunycky: CEPTUSGIKALIA CEPIT
Ne cepii CaHpos: MX8883
BaTta BupoBuuurea: 23-BEP-2023 Harta eunycky: 23-BEP-2023
Tepmid npnaaTHocCTi: 23-bEP-2025 KinbKicTs: 2500 Y11
BupoBuuya ginbHuus: ®APEBA YHTepax ['m6X. Homep ninensii: 484064
MoHAzecw Tpacce 11
H/A
4866 YHTepax am AtTepsee
ABCTDIA
AinbHUUA BANYCKY: PAPEBA YHTepax I'm6X Homep niitenziic 484064
Mongseewtpacce 11
H/A
4866 -YHTepax am ATTepsee
ABCTPRIs
KpaiHa-imnoprep: Homep peccTpauinHoOro noceigueHts:
YKpaiHa UA/6314/02/01
KomMnoHeHTH:
Hassa marepiany: OKCANI ACT 100MI" 20MIN AB®
N2 Marepiany: 41002702 TTpoMixKHWIA npogykT Cepisa Ne: MW4473

Homep niuensiic: 484064

MoHgseewtpacce 11

H/A

4866 YHTepax am ATTepaec
ABCTpPIA

*3acBigueHo erekTPOHHUM MiANMCOM BiANOBIAHO A0 CTaHaapTis nianueie.




- OchopmMneHo:
F A R E V A OAPEBA YHTepax T'm6X

| . | ' MoHazecluTpacce 11

‘ UNTERACH | A-4866 YHTepax am ATTepsec
{tormeny owned by Ebewe Pharmna Ges.m.b.H. Nig.KG} AECTP is

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

Ne: 2305231131

CepTudikat BianosigHocTi

Ha3sa matepiany: OKCAJINMNATIAH EBB 100MI720MN 1111BI N YKP
TopriBenbHa HazBa: OKCANMNATUH «EBEBE», KOHLEHTPAT ANA PO34YYHY ANA IHOYS3IA,
5 MII/MN, 20 MIT(100 MIN) Y ®NAKOHAX Net
Ne Martepiany: - 44059898 ~ Ne cepii Cangtoa: MX8883
KoMnoHeHTkH:
Hasesa marepiany: OKCAJII ACT 5MI/MIN AHC
Ne Marepiany: 41062700 [TpOoMiDKHMIA NpoAYKT Cepia Ne: MW2123
Buvpobuuya ginbHuus: OAPEBA YHTepax Mm6X Homep niueHsii: 484064
MoHAa3sewTpacce 11
H/A
4866 YHTepax am ATtepaec
ABCTpIA
KoMnoHeHTH:
Hazea matepiany: OKCAJTIMMATUH XEPAYC 1
Ne Marepiany: 11050614  AxtusnHwiA ®apm. IHrpegieHT Cepina Ne: B678512
BupobHuva ginsnuuyn: Xepei Ooktuneng TMOX ta Ko
XEPEWUCTPACCE 12-14
.63450 XAHAY
HimeuyunHa
| Cepin BUpOGHUKa: 609220040

[TonoxeHHAa npo cepTudikauiro

Livm nigTBepmxyeMo AOCTOBIPHICTb i TOMHICT BULLEBKAZAHOI IHpopmauii. llaHa cepis npenapaty 6yna
BUIOTOBIIEHA, BKITIOHAOYN YNaKOBKY/MapKyBaHHA | KOHTPOSb RKOCTI, HAa BULLEBKA3aHIN BUPOOHWUYIA AiNbHWLY
B MOBHIA BIAMNOBIAHOCTI 3 BUMoramv GMP MicueBux JepxaBHWX YTOBHOB2XXEHUX OpraHis KpaiHu
NPU3HaveHHs, BrasaHUMW B Yroai 3 HAxocTi / [logaTky A0 3a3HAMEHOTO MPOAYKTY, Ta cneundgikauii B

| PeectpauinHomy [locbe kpaiHU-imnopTepa, Wo nepeabayeHa NocTavanbHUKOM. '
| HaHi Loao BUTOTOBNEHHS, YNAKOBKM Ta. aHanisia cepii Gynu nepesipeHi i NigTBEPAKEHO iX TOMHICTb, NOBHICTDL
{ Ta BignoBigHicTs BuMmoram GMP.

KomeHTapi:
B npoueci BupoGHALTBA He BynW BUSBNEHI BIAXUNeHHs, ki MOXYTb MaTyl BNAVB Ha BUMYCK NPOAYKTY.

Ceptudikan cepii / Bunyck ana YkpaiHu.

Al

GHH
"

*3aceifueHo enekTPOHHYUM NiANUCoM BIANOBIGHOC A0 CTAHAAPTIE NigMWGciD,




| OdopmneHo:
F A R E v A ®APEBA YHTepax MmBX
| MonaseewTpacce 11
| UNTERACH | A-4866 YHTepax am ATTep3ec.
- {formerly cvwited by Ebews Pharma Ges.mub.H. Nig.KG} AECTpiH

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

Ne: 2305231131

CepTudikar BignosigHocTi

Hassa marepiany: OKCANIMNATWUH EBB 100MI/20MIN 11IBI Nd YKP
- TopriBensHa Ha3Ba: OKCANIMNATUH «EBEBE», KOHUEHTPAT ANA PO3YUHY ANS IHOY 31N,
| 5.MIN/MA, 20 MIT (100 MIN) Y ®JTAKOHAX Ne1
Ne Martepiany: 44059898 Ne cepii Canpos: MX8883
Bunyck cepii/ Ceprudikauis BukoHaHa: Alexander Raninger, YrnosHosakeHa ocoba
Bunyck cepii/ Ceprudpikauin flata/Yac: 23-TPA-2023 / 09:31:06 BKY
Jfara/Mac ochopmneHHn cepTudikaTy: 23-TPA-2023/09:31:07 BKY

Cropirika: 3/3 *3aCBIAUEHO ENTEKTPORHINM NIANACOM BIANOBIAHO A0 CTAHAAPTIS NigNKGE.




FAREVA

UMIERACH ~

Formerly owned by Ebewe Pharma Ges.m.b.H: Nfg.KG

CEPTUDIKAT AHANI3Y
®APEBA Yurepax M'M6X, MoHasecwTpacce 11, A-4866 Yurepax
[TpoaykT: Okcaninnatud «<EBEBE», KOHLEHTPAT AN PO3UNHY Anst iHdy3iiA, 5 Mrimn,
20 mn (100 mr) vy hnakoHax Ne1

Ne Marepiany: 44059898 Homep cepit: MX8883

KoHTponbeHa cepis Ne: 408770405 Hata sateeppkerHa KA:  09-TPA-2023

MnaH iHcnekuin: AT066382 CTpoK npuaaTHOCTI: 23-BEP-2025

BupobHuk: ®APEBA Yutepax MmM6X DaTa BUroTOBNEHHS: 23-BEP-2023
TecT Cneuundpikauis PesynbTarH

30BHIiWHIIK BUTNAA; nposopvn, Bia beskonipHOro 4o CBiTNO-XOBTOrO | Bignoeizae

PO34MH

30BHilLHIA BUTNAQ PO3YMHY:

- Npo30opICThL <. @TanoHHOT cycnensii | | Bianosigae

- Konip Y7 BiANosifae

~ BUOAUMI BKINIOMeHHA NpakTrnaio 6e3 BUANMUX YacTOoR: Bignosinae

~ HEBWOUMI BKNIOUYEHHS 2 10 Mkm: He Binbue Hix 6000 vacT./driakon. 7 yacT./tbnakoH

2 25 MkM: He Binblue Hik 600 yacT./chnakoH 1 vacT./chnakoH

O6'em, WO BUTSIracTLECA! He MeHle AeKNapoBaHoro oG'emy 21 mn

pH: 45-6,5 56

WirnbHicTL: 1,000 — 1,003 r/fcm? 1,001 ricm?®

laenTudpikauis (Yo, BEPX):

- oKcaninnaruH Mae BianosiaaTu cranaapTy BignoBinae

BwmicT:

- KINBKICHE BU3HAYEHHA OKCANUNNaTURHY 950 % —105,0 % 99,7 %

Yucrora:

- WaBenesa KUCNoTa ([oMilka A) 20,30 %. 0,12 %

- AMaKkBouuknorekcad-1,2-giamiHnnarudy | < 0,40 % 0,23 %

{(Aomiwxa B)

- UMKNorekcaH-1,2-niamiH-eTangiaTto- < 0,20 % <0,10%

Avrigpokcunnatudy (nomiwka C) o

- HeBIAOM] AOMILLIKK, OKpeMi £02% <0,10 %

- HeBiAOMi AOMIIKK, cyMa < 0,7 % <0,10%

- CYyMa BCiX foMiwok (BKIMUHO 3 A, B, C) {<1,2% 0,34 %

CTepUnLHicTL: CTEPUNLHO' CTEpUibHO

BakrepianbHi eHOOTOKCHUHM: | 22,87 MO/Mr < 0,80 MO/mr

Bci pesyrnbTaty BighosigawTe cneundikadii |

HOoKymMmeHT ochopmneHo: AoxymeHT 3aTBepaxeHo BKA:

FENEeKTPOHHUA nignnc/ . fENeKTpoHHWI nigmac/
10.05.2023 07:14:51 +ozo¢ | HUPf Eva Maria 10.05.2023 09:54:02 +02°00"

AOKYMeHT 3aTBepAXEHD eNEeKTPOHHUM NiaNUComM

Peter Michaela

CropiHka 13 1
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