JEPKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJTIO 3A
HAPKOTHUKAMHA Y KHIBCHKIU OBJIACTI
apocrrext Banepis Jlobanoscrroro; 51, m. Kuis, 063110, ten/akc: (044) 363-06-50
E~mail: dis.ko@dls.gov.ua, Kox €APIIOY 37078774

BHCHOBOK
PO AKICTH BBe3¢HOro B YKpalHy JikapcsKoro 3acoby

07.08.2023 No 37682/23/10

______ S-®TOPYPAIIILI "EBEBE"

(HHHME‘;H} BaHY HKEPCEKOTE 3aC00Y IrigHo 3 peecrpauiiunnm anmmeaﬁﬂm)
KOHUEHTPAT A PO3UHHY s indy3ii, 50 mr/vox mo 10 »ut (500 mr) v daaxoniy no 1 daakony
B Kt}pi}ﬁm

((bﬁ;ma Buﬂyﬁxy, ﬁdayﬁaﬁﬂﬂ BUIA TIAKYBAHHE AKAPCHKOTO. 3ac36y)
Homep peccrpauiiinoro noceinaenns UA/6058/01/01 erpok ali peecrpauisinoro nocsimmenus 01.01.2099
Cepis aikapcskoro 3acoby Ne NCS5591 Kinsxicts Beesenoro nikapcskore 3acoby 24350

Bupouiik. _PAPEBA Vurepax I'm6X, ABcrpis

{naliMeuyBagHs BHPpOOHIKA AIKAPCHKOre 3ac00y, Kz}auza 1“1{}*;{},{{3{{&1{}151}

Beeseno 8 Vipainy ToBapuerso 3 o6Mexenor0 Bignosinansuicto "Cangos Vipaina',
inenr. kox: 38419586

{HaHMcHyBaHHﬂ Ta.KOHA .34 EI,[[PH{}Y I{}pﬁzﬁﬁﬂﬂl ocoBE abo ﬂpﬁﬁﬁﬂle 1m'g, o -GaTexoBi qllmqimz
OCOOU ~ THAIPIEMUS, T MICUE IPOKHBAHES Ta peecTpaniianii roMep 00NIKOBOL KaPTRI IIATHIKA.
NosATKiB abo cepis ra HoMED TracniopTa)

Iiporoxon sisyansuore Korrpenio six 3.08.2023 N 2377/1.

34, pe3ynETATAMM. HEPIKABHOTO KOHIPONIO  BCTAHOBNEHO, IO 7iKAPCRKHE 3acib BBe3eHo B Vxpalny 3

AOTPUMAHHAM B¥MOr 3aKOHOJABCTBE IIONC sabesnene i IKOcTi JHKapeREUX 3acodin.

'{'ﬁp'isaﬂ.ﬁze T iniiianE)




FAREVA

e INTERACH -

L TEY SR Sy

(frmerly owned by Ebews Pharma Ges.m.b K. NfQ.KG}

CEPTUDIKAT AHATI3Y

GAPEBA Yutepax Mm6X, Monaseewrpacee 11, 4866 Yrtepax

TlpoaykT:

Ne Marepiany:
KoHTponbHa napTist Ne:
[naH iHchekyii:
BupoBHuk

5-dropypaunn «<EBEBE», kOHIjeHTpaT ANsA po3uniy ans |chy3m 50 Mrimn,

10 mn (500 mr) y cpnal{onax Ne1

44026986 Homep-cepil: NC5591
408798629 Hata satBepaxerHHsa KA. 21-YEP-2023
AT064673 TepmiH npuaaTHOCTI: 15-6EP-2025

DAPEBA Yutepax TmMoX

JHara enpobHuurea:

15-6EP-2023

~ HEBMOAWMI YACTHHKMK

| O6'eMm, WO BUTATAETLCH:

pH:

AGCONIOTHA IycTUHA!

loenTudikauia (TWX, BEPX):

- pTopypauun
KinskicHuir BmicT (BEPX):
- pTopypauvn

CynyTHi pevosuHK (TLLUX):
- CeYOBMHA

CynyThi peuoBuHn (BEPX):
- rigpokcuypauun

- OKpeMi HeBigoMi AOMILLKK
- BCLOFO HeBIiAOMUX AOMILOK

CrepunbHIcTL:

BakrepiankHi eHAOTOKCUHU (TAN):

2 10 Mkm: He Ginblue 6000 yacTok/dnakoH
‘2 25 MKM: He Binblue 600 YyacTok/tbnakoH

10,00 mn - 11,00 mn
8,5-95
1,029~ 1.033 r/icm3

[osuHeH sinnosigaTh craHfapTy
{985,0 %~ 105,0 % (47,50~ 52,50 mr/mn)
He Binbwe 4.0.%

He Ginbwe 0,25 %
He Binblie 0,25 %
He Binbwe 1,00 %

CTEPUNBHUIA

He Binbwe, Hix 1,2 MO/Mn

[Moka3Hnk Hopmu PeaynwratH
3oBHiWHIK BUrNAA; nposopuin,6ezbapBHNn PO3YNH Bifnosigae
Mpo3opicTb.i cTYNiHL MYTHOCTI: He IHTEHCKBHILLE, HK Yy eTanoHa | Bignosipae
KonipHicTe: HE IHTEHCKBHILLE, HDK Y €TanoHHOID BiAnoBigac
PO34YNHY B7
1 MexaHiyHi BKNKYeHHA:
- BUOMMI YaCTUHKM 0e3 BuauMux YacTokK. BignosBigae

5 YacTku/pnakoH
0 vyacTok/cbnakoH

10,50 Mn

9,3

1 1,032 ricm’

Bignosipae

1 101,2 % (50,62 mr/iin)

<0,3%

<010 %
<0,10 %

<0,10%

CTEPUNBHO

< 0.6 MO/mn

Bci pesyneratv BignosigatoTs cneuwcbucaun

HokyMeHT odhopMneHo:

HokymeHT 3aTBepaxeHo BKA:

/ENeKTpoHHWA nignuc/

22.06.2023 09:40:03 +02'00 | HUPT Eva Maria

/ENeKTpOHHMA nignuc/
22.06.2023 09:51:59 +02'00'

LoxyMeHT 3aTBepXeHO €NEKTPOHHAM Nianucom

Cropinka 13 1

Fedochenko
Tetiana

en=Fedochenko Tetisng

Cig alfy digred by Fadochanka Tatiana
OM: domcam, dewnovarly, o
=G, senaHumbar2 1194816,

Reason: Sandez Ukralng QF an mport ©
Date: HRZIOTAS 111725 + '




Ne: 2206230949

OdropmMneHo:

F A R E V A OAPEBA YHTepax T'moX |
MoHgaseelTpacce 11
= UNTERACH  rorrmmeninee A-4868 YHtepax am ATTepsec
Hormerly owned by Ebewe Phamma Ges.m.b.H. Nig. k)

ABCTpInA

Ten.. +43 7665 8123 -0
NiveHsis Ha BUPOOHULTBO:
484064

___Ceptudpikat BignosigHocTi

HasBa martepiany:
ToproBa HazBa:

Nikapcbka hopma:
TWUN YNaKOBKMW:
Poamip ynakosku:
Ne MaTtepiany:

Ne cepii Canpoaz:
Adarta BUpOOHULITRA:

BupobHuya
AiNbHKUNA;

DinbHULIsSi BATYCKY

Kpaina-imnoprep:
YkpaiHa

Cwvna giilakTuBHicTs:

CTpoK npnagarHoOCTI:.

>-0Y EBB 500Mi/10MIT 111IBI YKP

5-0TOPYPALUN «EBEBE», KOHUEHTPAT A/TA PO3YMHY ANA IHOY3IN, 50
MI/MI, 10 MIN (500 MIN) Y PNAKOHAX Ne1

500 MIC/ 10 MJT

PO3SYNH Y ONAKOHI

PIAKOH

1 WT x 10 M

44026986 Tun Bunycky: CEPTUOGIKALIS CEPIS
NC5591

15-BEP-2023 [aTa BUNYCKY: 21-UEP-2023
15-BEP-2025 KinbkicTb: 24350 VI
OAPEBA YHrepax. TM6X Homep niyeHsii:. 484064
MoHgseewtpacce 11 |

H/A

4866 YHTepax am ATTepaee

ABCTpIA

®APEBA YHTepax.'m6X Homep niuensii: 484064
MongzeeulTpacce 11

H/A

4866 YHTepax am ATrepaee

ABCTpIA

Homep peectpauiitHoro noceigueHHn:

UA/6058/01/01

KOMNOHeHTU:

Ha3Ba Marepiany:
Ne Marepiany:

BupobHnya ginsHUIA: DPAPEBA YHTepax TubX Homep niuenaii: 484064

®TOP [ICT 500MI 10MJ1 AG®
11035352 TpomixxHUn NpoaykT Cepin Ne: MV8712

MoHp3secwTpacce 11

H/A

4866 YHTepax am AtTepaec
ABCTpIA

] *3aBipeHs eneKTEOHHIWM RIATIMCOM ¥ BIAMOBIAHOGTI A6 CTAWAAPTIE eNEKTPORKHIX Nifniics




QdchopmneHo:
F A R E V A GAPEBA YHTepax 'mMHX
W £ Morg3seewTpacce 11
— ~ UNTERACH  moommrsrtoor A-4866 YHTepax am ATTepsee
{fformerty owned by Ebewe Pharma Ges.m.b.H. Nig.XG)

ABCTpIA

Ten.: +437665 8123 - 0
JliyeHsia Ha eupobHUYTBO:.
484064

Ne: 2206230949

CeprudikaTt BignosinHocTti

Hazea maTtepiany: o-®Y EBB 500MI/10MIT 1711BI YKP
ToproBa HazBa: 5-¢TOPYPALIUN «EBEBE», KOHUEHTPAT 1173 PO3YUHY A5 IHGY3IA, 50
MI/MI, 10 MIN (500 MIN) Y ¢NAKOHAX Ne1 -
Ne Martepiany: 44026986 | | Ne cepii Cangoz: NC5591
KOoMNOHeHTH:
Haspa matepiany:  ®TOP [CT 50MI/MI AHC
Ne Martepiany: 11038913 MPOMIBKHUWIA NPOAYKT Cepist No: MV7306
-BUpoBHUYa OiNbHULA: PAPEBA YHTepax TMBX Homep niueHsii: 484064
MoHa3ecwtpacce 11
H/A
4866 YHTepax am ATTepsee
ABCTpIst
KoMmnoHeHT!:
Hazga matepiany: OTOPYPAUWN BONAEP
Ne MaTtepiany: 11050600 AKTMBHWUA hapM. |HrpegieHT Cepis Ne: BE660O053

BupoGuuua ginbHuua:  XIMIYHWA 3ABO BEPI TMBX
MenHTxXanwTpacce 3
06749 bittepthensa-BonedeH

HimeuunHa
{ Bupobumua cepisni: ~ 20126/2201B357

| NonoxeHnxs npo ceprudikauito

Lvm niagTeepmKkyemMo AOCTOBIPHICTL | TOMHICTE BULLEBKA3AHO! IHhopmauil. [lana cepisa npenapaty 6yna
BWFOTOBJIEHA, BKIMNGYAIOUN  YNAKOBKY/MaPKYBaHHS | KOHTPOME AKOCTI, Ha BUWEBKA3aHii BUPOBHWYIN AiNbHUL B
NOBHIN BIANOBIZHOCTI 3 BUMOramn GMP micLieBUX JepKaBHWUX YNOBHOBZKEHNX OpraHiB KpaiHn NpusHaveHHs,
BKa3aHuMmu B.Yrogi 3 AkocTi / JogaTtky A0 3asHayvyeHoro npoAdykTy, Ta cneuundikauii B PeectpauinHomy flocke
KpaiHu-IMnopTepa, Wo nepegbayeHa rnoctadyanbHUKoM,

HaHi oo BUroTOBNEHHS, YNakoBKU Ta aHanisis cepil Gynu nepesipeHi i NIATBEPKAEHO TX BIANOBIAHICTL yMOBaM
GMP.

KomeHTapi no ceptudikary:
B npoueci BupoBHUUTBA He Gynn BUSIBNEHI BiaXUIMEHHS, 5IKi MOXKYTb MaTy BB Ha BUNYCK NPOAYKTY.

Ceprudikas cepil / Bunyck anst Ykpainu

*3aBipeHo enekTPOHHIM MIANVCOM Y BIATIOBIAHOGTI 40 CTAHAAPTIE ENEKTPOHHIK HidAncis




OdopmneHo:
F A R E V GAPEBA YHrepax TmoX
' MoHa3zeclutpacce 11
mr—eenrees. UNTERACH - - A-4866 YHTepax am ATTepaee
iormenly owned by Ebewe Phama Ges.m.b.H. Nig.XG} -ABCTp iH

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

Ne: 2206230949

CepTudikar BignosigHocTi

Hassa maTtepiany: S5-dY EBB 500MI/10MA 11IB1 YKP
| ToproBa Ha3Ba: 5-OTOPYPALIMN «EBEBE», KOHUEHTPAT ARA PO3YMHY ANA tHeY3IN, 50
| MI/MIT, 10 MIT (500 MMM Y PNAKOHAX Ne1
+ Ne MaTtepiany: 44026986 Ne cepii Cangoa: NC5591
Buinyck cepil/ CepTudhikaLiis BUKOHAHA: Alexander Raninger, YnosHogaxeHa ocoba
Bunyck cepii/ Ceprudbikania Jara/ac: 21-YEP-2023/07:27:58 BKY
Hara/Mac odopmnenns cepTudikara: 22-4YEP-2023/07:49:08 BKY

CTopiHka: 3/3 *3aBipeHo en él{TpO‘H HAM ni',q MUCOM'Y Ei;ﬂ,‘l‘l DEi,ﬁ,H’O cTi A0 cTadfa ﬁﬁé ENEKTPOHHWX NOANUGCIB KOMNaHIT
CaHpos




