JAEPKABHA CJIYIKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMH Y KHIBCLKIH OBJACTI

npocnekT Banepia JloGanoscekoro, 51, M. Kuie, 03110, ten/takc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo AKICTL BBE3¢HOI0 B Y KpaiHy JiKapchbKoro 3acody

04.08.2023 Ne 37683/23/10

BIHOPEJIBBIH "EBEBE"

{HallMeHYRAHHA MiKapCLKOTo 3aco0y 3riqHO 3 peccTpaniiin MOCBiTIcHAAM)
KOHIIEHTPAT A8 po3aaHy Jist imdy3ii, 10 Mr/ma, mo 5 ma (30 mr) y ¢paaxoni; no 1 guaxony B
KapToHHiH Kopodiri

{tropMa BHITYCKY, IOZYBAHHSA, RAJ] HAKYBAHAA TiKAPCEKOTO 33c00Y)
Howmep peectpaniiinoro nocsimacras UA/4020/01/01 crpok gii pecctpaniinore nocsimaenns 01.01.2099
Cepis nikapcekoro 3acoby Ne NDO677 KimukicTs EBe3eHOTO JiKapehkoro zacoby 1600

BrapoSHak OAPEBA VYatepax I'm6X, ABcTpix

(HaliMeHyBaHHA BHPOOHNKA MKAPCEKOTO 3aco0y, KpaiHa ToXOoKeHHA)

Beezeno B Yxpainy ToBaprCcTBO 3 00Mexkenolo BinmoBinaasaicTIo "Cannos Ykpaina”,
inenr. kox: 38419586

(HaiiMeRyBanmaA Ta ko[ a €/IPTIOY oprmriHol ocobn abo mpizeume, iM'a, mo HaTkkoRi ¢izrmol
ocobu - miampuemna, 1i Miclie MpoXKHBAHNHA Ta peccTpaniifmiii HoMep oOIiKORO] KAPTKY IITATHHKA
IOJATKIB 200 cepid Ta HOMEp TACHOPTa)

I potokon Bizyannaoroe xoarpoo eix 03.08.2023 N 2377/2.

3a pe3yNbTAaTaMH JCPHKABHOTO KOHTPONIO BCTAHOBICHO, N[0 JHKApChKAHA 3acié BBeseHo B VYkpaiHy 3

JAOTPHMAHHAM BHMOT 3aKOHOJABCTBA MO0 3abe3MedcHAA AKOCTI MKapChKAX 3acobiB.

(iU T IpispEme)




FAREVA

UNTERACH
formerty owned by Ebewe Pharma Ges.m.b.H. Nig.KG)

OdropmneHo:

OAPEBA YHTepax TM6X
MoHaseewrtpacce 11

A-4866 YHTepax am ATTepaec
ABcTpis

Ne: 0307231227

Ten.: +43 7665 8123 -0
JliueHsia Ha BUpOBHMUTRO:
484064

CepTudpikaT BignosigHocTi

Hazpa matepiany:

ToproBa Ha3Ba NpoayKTy:

Cuna piifakTMBHICTD:
Nikapckka dropma:
TUn ynakoBKu:
Poamip ynakoBku:

Ne MaTtepiany:

Ne cepii Cangoa:
Hara snpobHMUTBA:
CTpoK npMaaTHocTi:

BupobHuya ainkHMLA:

HinbHuus BMnycky:

Kpaina-imnoprep:
YkpaiHa

BIHOPEJIbBIH EBEB 50MI/5MI 1RIBI YKP

BIHOPENbBIH «EBEBE», KOHLIEHTPAT ANA PO3YMHY ANA IHOY3IN,
10 MI/MI, 5 MI (50 MI'} ¥ ®NAKOHAX Ne1

50 MI /5 MN

PO34YMH ¥ ®NAKOHI

®INAKOH

1WLT x5MA

44026976 Tun Bbinycky: CEPTU®IKALIA CEPIT
NDO877

25-KBI-2023 Hata Bunycky: 30-\EP-2023
25-KBI-2026 KinbkicTh: 1600 YT

DAPEBA YuTepax 'm6X
MoHpaeewTpacce 11

H/A

4866 YHTepax am ATTtepaee
ABcTpia

DAPEBA YHTepax T'm6X
MoHpaeewTpacce 11

H/A

4866 YHTepax am ATTepaee
ABcTpia

Homep peecTpauifHOro NnocBiguyeHHs:
UAJ/4020/01/01

Homep niyeHsii: 484064

Howmep niyensii: 484064

KomnoHeHTM:

Hazpa matepiany:
Ne MaTepiany:

BupobHuya ainkHMLA:

ﬂ

BIHOC ACT

11035845 Cepin Ne: NAODG4
CAPEBA Howmep nigensii: 484064
MoHazee

H/A

Cropinka: 1/3

*3aBipeHo eneKkTPOHHUM NigNUMCOM Y BiANOBRIAHOCTI A0 CTAHAAPTIE eneKTpoOHHUX NiONUCIB




OdropmMneHo:
I'_— A R E V A GAPEBA YHTtepax TmGX
MoHpzeewTpacce 11
UNTERACH A-4866 YHTepax aMm ATTepaee
fformesty owned by Ebewe Pharma Ges.m.b.H. Nig.KG) ABcTpis

Ten.: +43 7665 8123-0
NiueHzia Ha BUpOBHULTBEO:
484064

Ne: 0307231227

CepTtudpikaT BignosigHocTi

Haspa matepiany: BIHOPEINbBIH EBB 50MI/5MN 11IBI YKP
Topropa Ha3Ba: BIHOPENbEIH «EBEBE», KOHLIEHTPAT ANA PO3YMHY ANS IHOY3IW, 10
MI/MI, 5 M (50 MIN) ¥ ®NAKOHAX Ne1
Ne MaTtepiany: 44026976 Ne cepii Canpgoa: NDOG77
KoMnoHeHTU:
Hazpa matepiany: BIHO ACT €N 10Mr/mn AHC
Ne MaTtepiany: 11038246 MpomikHKWIA NpoayKT Cepin Ne: MX9835
BupoGHuua ainbHuus:  PAPEBA YHTepax TMBX Howmep nigensii: 484064
MoHngaeewTpacce 11
H/A
4866 YHTepax am ATTepaee
ABcTpin
KoMnoHeHTU:
Haspa marepiany: BIHOPENbEIH TAPTPAT H MIHA B A EA
Ne MaTepiany: 11050589 AKTMEHWA cbapMm. IHrpegieHT Cepin Ne: B670233

BupobHuya ainkHMLA: MIHAKEM XA NOTEHT CA
PY @OHL XAH MNAKIOEC 8
1435 MOH-CEH-TIBEPT

Benbria
BupobHuua cepin: 2203600080

MonoxenHns npo ceprudikanio

uii. flaHa cepis npenapary Byna
1ieBKa3aHid BUpobHKU4IA ginbHUUI B
WX OpraHis KpaiHW NpuaHa4YeHHs,
mipikauil B PeectpadiiiHomy [ocke

UM nigTBepmKyeMo LOCTOBIPHICTL | TOMYHICTB
BUFOTOBIEHA, BKIMIOYAIOYM YNAKOBKY/MAaPKyBaHH
NOBHIA BignoBigHocTi 3 BuUMoramn GMP micues
BKazaHuMK B Yroai 2 HAkocti / JoaaTky ao aasH
KpalHu-iIMNopTepa, Wo nepeabaveHa nocradanst | S5
HaHi Wwoao BWrOTOBNEHHA, YNAKOBKWM Ta aHani " sy | nigTRepxaeHo X BiANOBIgHICTL
ymoBam GMP. s

KomenTapi po ceptudikary:
B npoueci BupobHULTBA He ByNK BUABNEHI BiAXWNEHHS, SKi MOXYTE MaTW BNINWB Ha BUNYCK NPOAYKTY.

Ceptudikan cepii / Bunyck gna YepaiHW

Cropinka: 2/3 *3aBipeHo enekTPOHHWM MiANMCOM Y BigNOBIgHOCTI AC CTAHAAPTIB ENeKTPOHHMX Nignvcie




Odropmnero:
F A R E V A DAPEBA YuTtepax 'm6X
MoHpaeewTpacce 11
UNTERACH A-41866 YHTepax am ATTepaee
formerty cwried by Ebewe Pharma Ges.m.b.H. Nig.KG) ABCTpia

Ten.: +43 7665 8123 -0
NiueHzin Ha BMPOGHULTEO:

484064
Ne:0307231227
Ceptudpikat BignoBigHOCTI
Hazpa matepiany: BIHOPENbBIH EBB 50MI/5MIN 11IBI YKP
Toprona Hasga: BIHOPENbEIH «<EBEBE», KOHLIEHTPAT ANA PO3YMHY NS IHOY3IA, 10
MI/MI, 5 MN {50 MIN} ¥ $NAKOHAX Nei
Ne MaTtepiany: 44026976 Ne cepii Canpgos: NDOG77
Bunyck cepil / Ceprndikauin BUKoHaHa: Gilles Spoden, YnosHoBaxeHa ocoba
Bunyck cepii / Ceprudikauia Jara™ac: 30-\EP-2023 / 08:25:10 BKM
Aara/Mac odopmneHHs cepTudrikara: 03-NAM-2023 7 10:27:01 BKY

Cropinka: 3/3 *3aBipeHo enekTPoHHWM MiANMCOM Y BigNOBIAHOCTI AC CTAHAAPTIB ENeKTPOHHWX Nignucie




FAREVA
— UNTERACH ——
formerty cwned by Ebewe Pharma Ges.m.b.H. Nig.KG)

CEPTU®IKAT AHANI3Y

OAPEBA YHtepax M'mbX, MoHazeewTpacce 11

, 4866 YHTepax

Mpoaykr: Binopenw6in « EBEBE», kOHUEeHTpAT Ans po3uMHy anna indgy3siin, 10 mrimn, 5
mn {50 mr) y pnakoHax Ned
Ne Martepiany: 44026976 Homep cepil: NDO0G677
KoHTponkgHa napTis Ne: 408804010 Harta zaTeepaxkeHHs KA:  30-\MEP-2023
MNnaH iHCcnekLin: AT066372 TepmiH npuaaTHOCTI: 25-KBI1-2026
BupoGHuk: PAPEBA YHTepax T'm6X Harta BupoBbHuLTEA: 25-KB1-2023
MokasHuk HonycTumi HopMKn PeaynbTaTth
Onuc: npo3opuii, Npo3opui po34uH Big BeakonipHoro | Bignosigae
[0 CBITNO XOBTOIC KONLOPY
- BUAMMI YACTHHKH HE MICTUTE YACTMHOK BignoBsigae
- npo3opicTb He BinblWwe, aHix pedepeHTHMI poayuH | Bignosigae
- Kkonip He Binbwe Y5 BignoBsigae
OB’cM, WO eKCTRAryEThCA: 5,00 mn - 5,50 mn 5,20 mn
HeBuaUMmi YacTKM: 2 10 MKM; He Binbwe 6000 2
2 25 MKM; He Binbwe 600 0
pH: 30-40 3,6
laeHTUYHICTL BiHOpenwOiH TapTpaty BignoBigae pecdepeHTHOMY CTAHOAPTY Bignosigae

(TLUX, BEPX):

BuicT BiHopennOiH TapTpary
{BEPX):

Xpomatorpadivuva uuctora (BEPX):

- 4-pealeTuneivopenb6iH

- 3,6-enokcuBiHopenbbiH

- HOp-3-NeYpO3uH

- MeTHNBIHOpenbLOiH

- okpeMi HeBIOoMI AOMILLKK

- BCbOro HeBigoMHUX foMilloK

- BCbOTo AoMiloK

95,0 % —105,0 % (13,16 — 14,54 mr/mn)

He Binbwe 0,5 %
He Binbwe 0,5 %
He Binbwe 0,5 %
He Binbwe 0,5 %
He Binbwe 0,5 %
He Binbwe 1,0 %

He Binbwe 2,0 %

CTepUnbHicTb: CTEpUNLHYA
\r‘r‘*(:_}i_qi” By,
BakTeplankHi enoTokcuHu (JIAT): §}ﬂé‘6ir{?%.u‘é‘2®f,}? /Mn
1- hi ] D

100,5 % (13,92 mr/mn)

< 0,10 %

0,13 %
<0,10%
<0,10%
< 0,10 %
< 0,10 %

0,29 %

CTEPMINBHUMA

< 2,50 MO/mn

Bﬁﬁé?;!nwaﬁlsﬁhhkiéiﬁ;é@{b cneumdikauii

HES

AOM" ]

Hupf Eva Maria

/ENEKTpoHHUA nianuc/
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