JAEPKABHA CJIY/KBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMU Y KUIBCBKIN OBJIACTI

npos. Ceitnranoi Hanii, 3, m.Kuig, 02099, ren/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOV 37078774

BHUCHOBOK
PO SIKICTH BBE3€HOI0 B YKpAiHYy JiKapchKOro 3acody

19.02.2024 Ne 5290/24/10

KAJIBIIYM®OJIIHAT "EGEBE"

(HaliMEeHyBaHH NiKapCchKOro 3acoby 3rigHo 3 peecTpauiiinum TIOCBITYCHHAM)
po3uuH s in'exuii, 10 mr/mu, mo 10 ma (100 mr) y paaxoni; mo 1 paakony B KapTOHHINi
Kopooui

(popma BumycKy, H03yBaHHS, BUI TAKYBaHH JIKapCHKOTO 3aco0y)

Homep peecrpauiiinoro nocsiguenns UA/1638/01/01 crpox aii peecrpauiitioro mocsizgenns 01.01.2099

Cepia nikapeskoro 3aco6y Ne MIB5476 KuIbKicTh BBE3€HOTO JliKapchKoro 3acoby 9975
Bupo6ruk Camortac ®apma I'm0X, Himequnna
(nalimenyBanHA BUPOOHMKa TiKapchKoro 3acoby, KpaiHa NOXO/IPKEHH)
Beesero B Ykpainy ToBapucrso 3 00MekeH010 BianosigaabnicTo "Cannos Ykpaina",
inent. xon: 38419586

(nHariMenyBaHES Ta KoA 32 €/IPIIOY 1opuauunoi ocobu abo mpissumie, iM's, IO GATHKOBI ¢13ugHO]
0co0u - mANpHeMU, ii Micle MPOXHBAHHS Ta peecTpalliiuuit Eomep 06TiKoBOi KAPTKHU [IJIaTHUKA
IIoJaTkis aGo cepist Ta HOMep nacnopra)

ITporokoan Bisyanbuoro xourposro sin 14.02.2024 Ne 0074/1.

3a pesyiabTaTaMH AEPXKABHOIO KOHTPOIID BCTAHOBIEHO, IIO JIKapchKuit  3aci6 BBesemo B Vkpainy 3

AOTPHUMAHHAM BuMOr 3aKOHOABCTBA LIOAO0 3a6e3MeYeHHS AKOCTI J1IKapChKHX 3aC00iB.
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Canorac ¢apma MbX ' Cropivka 13 1
O1T10-80H-TIOpiKe-Annee 1
39179 bapnebeH, HHMEYYHA

: Pharma
S SALUTAS &35
CeptudbikaT BignosigHocTi

Mpoaykr: KANbUIYM®ONIHAT "EBEBE", po3unH ansa id'exkuin, 10 mr/mn, 10 mn (100 Mr) y
thnakoHi, 1 dunakoH B KapTOHHIK Kopobui

Cepisa Ne MB5476 Po3Mip ynakoBKuU: 1w

Homep cepii Ha ynakoBui: MB5476 HdaTta Bunycky: 25.01.2024
Cepis In bulk: A23XHA003 BuynyuweHa KinbKicTh: 9975 ynakoBOK
Hdata BupoOHMUTBAa: 13.07.2023 TepMiH npuaaTHOCTI: 06.2025

PeccTpauinHe nocBigueHHn Ne: UA/1638/01/01

RinbHyui, 3anyYeHdi y BUpoBHUITBO:

QinbHuun N2 niueH3ii Ha BUPOBHULTBO
Bupobruureo in bulkk | XAYNT ®APMA BONbOPATCXAYCEH TMBX, DE_BY_04 MIA 2023 0057
HIMEYYAHA
HinsHuus nakysaHHA XAYMNT ®APMA BONbOPATCXAYCEH TMBX, | DE_BY_04_MIA 2023 0057
HIMEYYWMHA '
AinbHuug TecTyBanHs | XAYTT ®APMA BOJITb®PATCXAYCEH TMBX, | DE_BY 04 MIA_2023 0057
HIMEYHYNHA
OinsHmUs BUNyCKy CanwTtac ®apma Mv6X, HimeuunHa DE ST_01_MIA_2021 0006

Lium nigTBepaxyto 4OCTOBIPHICTL | TOUHICTL BULLEHaBeAeHOT indbopMauii. JaHa cepist npenapary
Oyna BUroToBneHa, BKMOYHO 3 MAKyBaHHAM/MAPKYBaHHAM Ta KOHTPOMEM SIKOCTI, Ha
BULLEBKA3aHIN(UX) BUPOBHMUIN(MX) AiINbHULi(AX) uinkom BignosigHo Ao Bumor GMP Micuesux
PEryrATOpHUX oOpraHiB i cneuudikauiin, BkasaHWx B PeecTpaljiiiHoMy nocsigueHHi KpaiHu-
iMnopTepa. [laHi Npo BMroTOBIEHHSs, YNakoBKy Ta aHanian cepii 6ynu nepesipeHi | nigTeepaKeHa
IX BIAnoBigHicTb cTaHaapTtam GMP.

CepTudikar aHaniay 4o4aceTbCA OKPEMO.
['ig Yyac npouecy BupobHULUTBA

V' He 6yNno BiAXMNeHb, L0 MOFAN BINWHYTY Ha BUMYCK NPOAYKTY

O HaCTYMHI BiAXMNEHA MOrNY BMAAMHYTU HA BUNYCK NPOAYKTY (AUB. KOMEHTH

KomeHTapi: /

v | CEPTUDIKALISA CEPIT

0 | BUYCK CEPII

[IpisBuwe Ta nocaga BignoBiganbHoI Dr. llka Schaaf
ocobu: YnoBHOBaxeHa ocoba
Hara: 30.CIM.2024 MNignuc: /nignuc/




Caniorac Gapma M'mex
Otro-BoH-TKipike-Annee 1

39179 BapnebeH / HimeuunHa

Ten.: +49(0)39203710

Pake: +49 (0) 39203 71 7770

Cropivka 13 2

SALUTAS &35

(€ep. . 2.9.20)

HeBugnmi YacTku
(€ep. ©.2.9.19)

lneHTndikauin:

doniHoBa KUCNoTA
(BEPX)

Kanbuin

(€Bp. . 2.3.1)

KinbKicHUM BMICT
QoniHoBa KMcnoTa
(BEPX)

2 10 mkM: < 6000 vacTok/dnakoH
2 25 MKM: £ 600 vacTtok/drnakoH

Mae BianopigaTu

Maec Bignoesigaru

9,5 - 10,5 mr/mn
(95,0 — 105,0 % Bin 3asiBNeHOro BMICTY)

CEPTUGIKAT AHATI3Y

MpoaykT: KATbLIYM®ONIHAT "EBEBE", PO3UMNH OANA IHEKUIW, 10 MI/MJ, 10 mn (100

Mr) y ¢pnakoHi, 1 pnakoH B KApTOHHIM Kopobui UA
Ne cepi: MB5476 (Ne cepii in bulk A23XHA0Q3)
[lata TectyBaHHA: 19.09.2023
Mokasuuk HonycTumi HOpMU Peaynbtatu
Onuc: NPOZOPUN XKOBTYBAaTAK PO3IYUH BianoBifnae
[Mpo30pPICTL PO3YUHY:
(CBp.¢. 2.2.1) He BinblW onanecueHTHWA, Hix Ref. Susp.1 | Bignosigae
KonLopoBicTL PO3UYUNHY: <Ys BignoBigae
(€Bp.9. 2.2.2) -
06’em, LLO BUTHATAETbCA: He meHwe aasiBneHoro ob'emy 10,1 mn
(€Bp. ®.2.9.17)
3HaveHHsA pH: 7,0-8,6 8,2
(€ep. ©.2.2.3)
Buanmi vacTkm MPaKTU4HO BiNLHWUKA Bifl BUAKMKWX YACTOK BignoBinae

101 vacTok/cbnakoH
1 vacTok/cbnakoH

BiANORIQae

Bignosinae

10,0 mr/mn
(100,3 %)

30.CiY4.2024
/nionuc/




CantoTtac ®apma TMEX
OT1ro-BOH-lOpike-Annee 1
39179 Bapnefen / HiMeyurHa

Ten.: +49(0) 39203710
Gaxc: + 49 (0) 39203 71 7770

SAL

CTOpiHKa 2 3 2

Pharma
GmbH

CEPTU®DIKAT AHANI3Y
MponykT: KANbLUIYMOONIHAT "EBEBE", PO3YMH ONA IH'EKLIW, 10 MI/MI, 10 mn (100
Mr} y onakoHi, 1 pbnakoH B KAPTOHHIN Kopobu, UA
Ne cepil: MB5476 (Ne cepii in bulk A23XHAQQ3)
[lata TecTyBaHHA: 19.09.2023
[Toka3Huk donycTtumMmi Hopmmn Peaynbtati

XpomarorpachivuHa YMcToTa:
(BEPX)

donieBa KMCNOTA
N-(p-amiH0®eH30on) rnyTamiHoBa
KWcnoTa

N-10-dbopmin-chonieBa kucnora
®opmMinTeTparigponTepoiHOBA
KMcnora

He Binsiue 1 %
He Ginbwe 1 %

He Binbwe 1 %

He Binbwe 1 %

< PiBHA, WO BU3IHa4acTLCA
< PiBH#, WO BU3HaYaeTLCH

< PiBHS, WO BMU3HaAYacTLCA
0 %

Byat-akol HecneuudikoBaKol He Bibwe 1 % 0%

CYNPORBIGHOT AOMILLKW

Cyma cynpoBigHux AoMilLOK He Binbwe 2,5 % 0,2 %

CTepUnbHICTL: Mae BianoBigaTu BiANOBIAAE

(€Bp. ©. 2.6.1)

bakTepianbHi EHAOTOKCUHM: He Ginbwe 0,5 MO/mn < (,1 MO/mn

(Cep. ®. 2.6.14, NAI)

[lepeBipka nakyBaribHOro marepiany: | XapakrepucTUkW HaBeaeHi arigHo ai Bianoeigae

ctaHfapToM i po3bipnueo.

MpumiTka: AHaniTu4He TecTyBaHHA BUKOHaHO Xaynr Papma BonkdhpaTtcxayceH MTMEX

IMpu nocunaxui Ha Ceponenceky PapMakonero MAETLCH HA YBA3i YMHHA peaakuis.

NaTta BupobHuyTBAa: 13.07.2023 fwimamrni/

Tepmid npyUAATHOCTI: 06 2025 Dr. llka Schaaf
YnosHoBaxeHa ocoba
/nidruc/

Hata sunycky: 25.01.2024 30.CI4.2024

Fedochenko thian e o

ou=(k, senalNumber=21164148,
coxFadochents Teliana

Teti a n a Raason: Sandoz Ukming GF an Jmport

Dete: 2024.03 0T 11:50:45 3200




