AEPKABHA CIIYIKBA 3 IIKAPCBKUX 3ACOBIB TA KOHTPOJTIO 3A

HAPKOTHKAMM Y KHIBCBHKIN OBJIACTI

npocnekT Banepis Jlo6anoscrkoro, 51, m. Kuis, 03110, Ten/axc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €JIPTIOY 37078774

BUCHOBOK
PO SIKICTH BBE3€HOT0 B YKpAaiHy JiKapchKoro 3ac00y

23.05.2023 Ne 22890/23/10

METOTPEKCAT "EBEBE"

st

(HafiMenyBaHHA TiKapcEKOro 3aco6y 3rifHo 3 PEECTPAlIHHUM TI0CBITYCHHSAM)
Ta0JeTKH, 2,5 Mr, mo 50 Ta0JIETOK Y KOHTeliHepi; mo 1 KOHTeHHEPY B KAPTOHHIl Kopooui

(bopma BHITyCKy, 103yBaHHS, BU/ NaKyBaHHA JIKAPCBKOro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/0513/01/01 crpox aii peecTpaniiinoro nocsimuenns 01.01.2099
Cepis mikapcekoro 3aco6y Ne MR3805 KinexicTs BBE3€HOTO NiKapchkoro 3acoby 6947

Bupo6unk Camortac Papma I'M6X, HiMequnna

(HaliMenyBaHHA BUPOGHHKA JIIKapChKOro 3acody, kpaiHa ITOXO/YKCHHA )

Beeseno B Vipainy ToBapucTro 3 00MeEKEHOIO BiAMOBIAANBHICTIO "Cannos Ykpaina",
izenr. kox: 38419586

(HaliMeHyBaHHA Ta Ko 3a €JIPITOY FOPUAMYHOT 0COOH abo npi3BuIe, iM's, 10 GaTHKORI (p13uYHOI
0cobm - manpuemus, i Micie pOKHMBAHHA Ta PCECTPAUIHHKK HOMep 0GIIKOBOT KAPTKM IUTaTHUKA
[I0JaTKIB abo cepist Ta HOMEp MacnopTa)

IIpoToxo BisyansHoro konrpomo eix 19.05.2023 N 1498/8.

34  pesyabTaTaMH  JIEPKABHOTO KOHTPONIO BCTaHOBJICHO, IO JIKAPCHKUN 3aci6 BRE3CHO B Yxpainy 3

AOTPHMAHHAM BrmMor 3aKOHOABCTBA L1010 3a0€e3[IeYeHHS AKOCT] JIKAPChKUX 3aCO0IB.

Ipuna ITAJTAMAP

(mianuc) (1Hiliamm Ta npissuine)
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Cropivka 1 3 1
Camorac dapma M'mex

Otro-BoH-Ttopike-Anee 1 Pharma
39179 baprebeH, HIMEYYYIHA GmbH
Ten. +49(0)39203710
Qakc: + 49 (0) 39203 71 7770
Ceptudikar BignosigHocTi
MNpogykr: METOTPEKCAT «EBEBE», TabneTku no 2,5 Mr, no 50 TabneTtok y
KOHTe#Hepi; no 1 KOHTE@HUHEpPY Y KapTOHHI Kopooui
Cepia Ne: MR3805 Po3amMip ynakoBku: 50 TAB
HagpykosaHuit Ne Cepii: MR3805 Jdarta Bunycky: 13.03.2023
Howmep cepii bulk: 6206 Bunywena kinbkicte: 6947 yNnakoBox
HAaTa BupoGHuuTBA: 23.09.2022 TepMmid npugatHocTi:  08.2025
PeecTpauiitne noceiguyeHHs No: UA/0513/01/01
HinbHuULi 3anyyeni Y BUPOBHULITBO:
Bupo6Huua ANMbHUUS N2 niyeHsii Ha BUPOOHULUTBO ]
Bupobhux in bulk [aynT ®apma Amaper 'MEX, HimeuynHa DE_BY__DS_M!A_2022__0062
BupobHuk ynakosku laynr ®apma Amaper TM6X, Himeuuuna DE_BY_OS_MIA_2022m0062
TecTysaHHa npu BUNYyCKY FaynT ®apma Amaper I" mMoX, Himeyunna DE_BY_05_MIA_ 2022 0062 N
Bunyck cepii Caniorac dapma MsX, HimeuvinHa DE_ST“U1_MIA_2021_0006

3acoly Byna BuroTosreng (BKMIOUHO 3 RakyBaHHAM/MapkyBaHHAM) T4 NPOVLLINE KOHTPOME SKOCTI Ha BULleHaBeneHnx
BUPOBHUYMX ainbHMLsix Y NOBHIA BianosigHocTi a0 BumMor GMP micuesux PerynatopHux opranis Ta 3rigHo
JATBEPIKEHOT cneundikauis PeecTtpauiiiHore Jockbe KpaiHu iMnopTepa. [IpoTokonu BUPOBHULTBA, nakyBaHHa Ta
aHaniTudroro TECTyBaHHA Oynn nepesipeHi Ta byna BcTaHoBReHa ix BiANOBiAHICTE GMP.

CepTudbikar aHanizy foaaeThea okpemo.
(g vac npolecy BUpoBHuLTEBA

V' He Byno BIZAXUIIEHb, O Mornu BNVHYTU Ha BUNycK npoaykTy

O HacTynHi BigxvneHs mornm BMNIVHYTA Ha BUNYCK npoaykTy (aus. KOMeHTapi)

KomeHTapi: /

F TEXHIMHUM BUNYCK
V_| BUNYCK HA PUHOK .

Dr. Christian Wollenweber

YNoBHOBaXeHa 0coba
Hara: 17 KB1.2023 figanuc: /nignuc/

[pizBUwe T2 nocaga BignosigansHo! oco6u:




Canwrac ®apma F'mb6X

CropiHka 1 3 2

Otro-80H-Tiopike-Anee 1 Pharma
39179 bapnebeH / HimeyunHa GmbH
Ten.: +48(0)39203710
®akc: + 49 (0) 39203 71 7770
Ceptudbikat AHanisy
Mpoaykr: METOTPEKCAT «EEEBE», Tabnetku no 2,5 mr, no 50 TabneTok y VP
KOHTENHEPI; o 1 KOHTeRHepY ¥ KapPTOHHIN Kopobui
Cepin Ne: MR3805 (Ne cepii in bulk: 6206)
HaTa rectyBanHs: 13.12.2022
TecTH: AonycTumi Hopmu: PesyneTarn:
S0BHIUHIW BUrnag;: KPYrni, NNocki TaBneTku i3 ckoleHumMn Kpasmmn BIZNOBinae

CaHopigHicTe MacK:

PoananaHHs:
(€Bp. Papm. 2.9.1)

CrifKicTL 00 po3faBneHHs:

(€Bp. Papm. 2.9.8)

CTupauHs:
(€Bp. ®apm. 2.9.7)

[deHTuthikauin:
MeToTpekcaT
(MeTogom BEPX)
MeTorpekcar
(meTogom TLLUX)

Kinbkicuult sBmicT:

MeToTpekcaTr
(MeTogom BEPX)

OgHo pigHicTL A03YBaHHA:

MeToTpekcar
(MeTogom BEPX)

PO34YUHEeHHN:
MeTtoTpekcar
(MeToqoM Y])

CBITNO-XKOBTOro KONLOPY, AOMYCKaeTbCH

HaABHICTB BKpanneHb Bif XOBTOro o OPaHXeBOoro

KonsLopy abo BinyeaTux BkpanneHs

cepelHsa maca: 1176 mr— 122 4 mriTabnertky
>75%1215%: 10,0 %

> 15 %: make. 0,0 %

He Binbiue 10 xB

25-60H

He Binbwe 1,0 %

NOBUHEH BigNoBinaTH

NOBWHeH BIANOBIgaTH
2,5Mrx5 YoiTabneTky

(2,375 ~ 2,625 Mir/Tabnerky)

NoBUHEH BiANOBIgaTY BUMOram €Bp. Papm 2.9.6

HE MeHLe 79 % (Q) yepes 45 xB.

120,2 mriTabnerky
BifAnosigae
BiANOBiAae

< 10,0 xB

38 H

0,1 %

BigNoBigae

Bignosinae

2,475 mritabneTky

BIANOBIZAc

99,67 % (96,50 % - 103,57 %)




CTopiHka 2 3 2

Canworac ®apma Mu6X

OtTo-BoH-Tiopike-Anee 1 U A & Pharma
39179 bapnebeH / Himeuynna oo wd GmbH
Ten.: + 49 {0) 39203 71 0
dakc: +49 (D) 39203 71 7770
CepTtucpikat AHanizy
Mpoaykr: METOTPEKCAT «EBEBE», TabneTku no 2.5 mr, no 50 Tabnertok y VKP
KOHTEWHEDI; NO 1 KOHTERHepY y KapTOHHIA KopobL
Cepis Ne: MR3805 (Ne cepii in bulk: 6206)
Hata TectyBaHHs: 13.12.2022
Tectu: AonycTumi Hopmu: PeaynbraTu:
BMicT cynyTHIX pe4oBUH
(MeToa0oM BEPX):
AMiHOBeH3un-rryTamitosa =0,5% <0,10 %
Kucnora
MeTonTepuH =0,5% <0,10 %
AMIHONTEPUH £0,5% <0,10 %
Ckpemi HeifeHTudiKoBaHi =0,2% < 0,10 %
AOMILLKIK
3aranbHa KinbKicTb £1,0% 0,0 %
HelAeHTUDIKOBaHUX AOMILLIOK
3aranbHa KinbKicTb 4OMIlLOK =1,5% 0,0 %
MikpobionoriuHa yncToTa
(CBp. Dapm. 2.6.12/2.6.13)
3aranbHa KineKicTe He Binblue 10° KYQ/r < 100 KYO/r
HUTTE3[ATHUX aepoBHmX
DakTepinnl (TAMC)
3aranbHa KinbkicTb gpikaxis He Binble 102 KYO/r <100 KYO/r
Ta nnicHsABUX rpvbis (TYMC)
Escherichia col BIACYTHICTE B 1 BIACYTHI
TecTyBaHHA MmaTepiany: Makysanehi MaTepianm BIANOBIAaoTL BiANOBIgac
BUMOTram. XapakreprucTuku PIBHOMIpPH |
po3Bipnusi.
RPUMiTKY: AHanitnyne TecTyBaHHA 3gifcHEHO Faynr ®apmolo Amaper M'moX
JaHauveHHs Ecponeiicbrol dapmakonel aamxan nepeabavae nocunaHka Ha It A4y sepcito.
Harta supoBHuyTtea: 23.09.2022 Awmamn /
TepMiH npugarHocTi:  08/2025
Hata sunycky: 13.03.2023
Hata sBuaavi 17.KB|.2023
cepTduikarty: /midnuc/
Dr. Christian Wollenweber Fedochenko S zmss s tatans

GU=0X, ssilumbar=? 118515,

Yrnosrnosaxena ocoba

M en=Fadochenks Tatians
Te t I a n a Raoason: Sander Ukraina OF on irpoc
Cate: 20230508 15.48:22 +¥00y




