JNEPXKABHA CJYXKBA 3 JJIKAPCBKHMX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMH Y KHIBCBKIN OBJIACTI

TpocnekT Banepis JloGanoscrkoro, 51, M. Kuie, 03110, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €JPIIOY 37078774

BHCHOBOK
PO AKICTH BBE3¢HOro B Yxpalny JiiKapchKO0ro 3acooy

23.05.2023 Ne 22889/23/10

METOTPEKCAT "EBEBE"

(HaHMEHyBaﬁﬁﬁ MKAPCHKOrO 3acoby 3riHo 3 peec*rpaumHHM IIOCBIAICHHSIM )
Ta0eTkH 10 10 mMr; mo 50 Tabuerox y KouTeiinepi; no 1 KOHTEHHEePY y KaPTOHHIi xopobui

(dopMa BumycKy, 103yBaHHA, BUA [TAKYBAHHA TKApCLKOTO 3ac06y)

Howmep peecpauiiinoro nocsinuenns UA/0513/01/03 crpox aii peecrpaniitoro moceixaenns 01.01.2099
‘Cepisr nixapeskoro-3acoby Ne MR3831 KinekicTs BBe3eHOTrO nikapcrkoro saco6y 4881

Bupobink _Camorac ®apma I'm6 X, Himeuunna

(HafiMeHyBaHHA BUpOGHHUKA AiKApCHKOro 3acoby, kpaina HDXU,H}KEHHH)

Baeseno B Vkpaiuy ToBapucTBo 3 00MexeHoI0 BiamopinansnicTio "Cangos Vipaina",

inenr, koa: 38419586

(HaHME:HyEaHHﬂ Ta ko 3a €/PTIOVY ropuamnunoi ocobu abo npiseuite, im's, mo ﬁaTLEDm (1)13}1*:[1{01
0CODH - ranprUeMus, 1T Micle TPOXKUBAHHA TA PECCTPALIHHNA HOMED OONKOBOT KAPTKM IUIATHHKA
IOJATKIB abo cepiid Ta HOMEp HacnopTa)

IIporokou Bisyansnoro konrpomo six 19.05.2023 Ne 1498/7.

32 pesyaLTaTaMu ACPIKABHOIO KOHTPONIO BCTAHOBJIEHO, II0 -ﬂifcapt:blcnﬁ' 34ci6  BEE3EHO B Ykpainy 3
:HGTthiaHHHM BHMOT 3aKOHOJABCTR2 UL00 3a6e3TeUeHHS AKOCTI MiKapChKUX 3acOBIE.
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CTopiHka 1 3 1
CanwTac $apma 'MOX

Otrro-BoH-Tiopike-Anee 1 Al ) TAS Pharma
39179 Bapnebex, HIMEUYMHA 7 MM AL L GmbH

Ten.: +49(0) 39203 71 0
‘Dake: + 49 (0) 39203 71 7770

Ceprudikar BianoBigHOCTI

Npoaykr: METOTPEKCAT «EBEBE», Tabnetku no 10 mr, no 50 TabneToky
KOHTeWHepi; N0 1 KOHTeAHepy Yy KapTOHHIK Kxopobui

Cepis Ne: MR3831 PoaMip ynakoBKu: 50 Tab

Ne cepii Ha ynakosui: MR3831 Hata sunycky: 15.03.2023

Ne cepii in bulk: 6721 BunyweHa KinbKicTb: 4881 yn

Hara BupobHuuTsa: 10.01.2023 TepMiH npupatHocTi: 12.2025

Peecrpauiiine nocBinuenns Ne:  UA/0513/01/03

BinsHuui, 3anyyeHi y BApOGHULTEO:

BupoGHUYa AinbHuLe N niLeHsit Ha éﬁpoéﬁhﬁfﬁb -
BupobHuk in bulk aynT ®apma Amaper MTM6X, HimeuyunHa DE_BY_05_MIA_ 2022 0062
BupobHuk ynakosku Féyn*r ®apma Amaper M'm6X, Himeydnna DE_BY_OS_MIA__2022_0062
TecTyBaHHs npu Bunycky Faynt ®apma Amaper Tm6X, HimeuunHa DE_BY_05_GMP_2022 0074
| Bunyck ce'pi'l‘ Caniotac ®apma M6X, Himeuunna DE_ST_01_MIA_2021_0006

Lium niatesepmxyio, WO BUWLEHaBeaeHa IHpopMaLlis € JOCTOBIPHOK Ta TOUYHOIW. HflaHa cepisi rotoBoro nikapcbkoro
3acoby Oyna BurotosrieHa (BKMIOYHO 3 NaKkyBaHHAM/MapKyBaHHAM) Ta MpoMWNa KOHTPOMb SRKOCTI HA
BULLIEHaBEASHNX BUPODHUUMNX AINBHALUNAX Y MOBHII BigNORIAHOCTI A0 BuMor GMP micLeBunx PerynsttopHux oprasis Ta
-3rigHo 2aTeeppkeHol cneumndikauii PeecTpaujiiHoro HOCbE KpaiHu iMnopTepa. MpoTokonu BMPOGHWULUTBA, NakyBaHHA
Ta aHaniTMYHOro TecTyBaHHs Bynu nepesipeHi Ta Oyna BCTaHOBNEHa X BignoeigHicTs GMP.

CeprudikaT aHaniay AoaaeTsca okpemo.

Mif wac npoyecy BupobHUUTEA

V' He 6yno BiAXuneHs, o MOFMA BNMHYTA Ha BUNYCK APOAYKTY

O HacTynHI BIAXMNEHA MO BINWHYTU Ha BAMYCK TPOAYKTY (AUB. KOMEHTapi)

KomeHTapi: /

N | CEPTUOIKALIIS CEPT 1
BUMAYCK CEPI

'

Claudia Gensbugel
YnoeHosaxeHa ocoba
Hara: 27.03.2023 rianuc. /nionuc/

MNpisBuwe Ta nocapa BinnoeinansHoT ocobu:

Ooc ae Tpiqor 105 25¢




Camotac ®apma 'M6X

CropiHka 1 3 2

Oro-BoH-topike-Anee 1 S A L U T A S Pharma
39179 bapnebeH / HimeuunHa Yt | Gm b’H
Ten.: +49(0)39203710
Dakc: +49 (0)3920371 7770
Ceptudpikar AHanisy
Mpopykr: METOTPEKCAT «EBEBE», TABMIETKW MO 10 M, no 50 Tabnetok y VKP
KOHTEWUHEDI; MO- 1 KOHTENHEPY Y KapTOHHIA KOpobL;i
Cepin Ne: MR3831 (Ne cepil in bulk: 6721)
HlaTta TecTyBaHHs: 14.02.2023
| TecTu: Hdonyctumi Hopmu: PeayanaTn:_
SOBHIWHIW BUrNaa: CBITNIO-XXOBTOFO KOJTbOPY KancynonoAiGHi BiANOBIAAaE
ABOAKOBUIYKIT TabneTky 3 puckoto Ans
po3dineHHs -3 ogHoro GOKy, AOMYCKAETLCA
HasBHICTb BKpanneHs Big JXOBTOro [0
opaHXesoro konbopy -abo binyeatux sBkpanneHb
OgHOpiAHICTE Macu: cepenHa Maca: 480,0 Mr + 2%/1abneTky 480,8 mritabnetky
>5% =<10%:10,0% 0,0%
> 10 %: make. 0,0 % 0,0 %
Posnanauhs: He GinsLue 10 xB < 10,0 x8
{(E€Bp. ®apm. 2.9.1)
CrinkicTb A0 posgaBneHus: | 25 —60 N 41N
(€Bp. Papm. 2.9.8)
| Crupauns: He Ginbwe 1,0 % 0,0 %
| (EBp. ®apm. 2.9.7)
lgenTudikauia: | |
MeToTpekcar MOBWHEH BiANOBIgATA BiAnNoBigae
(MeTogom BEPX)
MeTtoTpekcar | | MOBWHEH BignoeipaTy Bignosinae
{MeTogom TLLX)
KinbKicHUM BMicT: | o
MeTtoTpexcar 10,0 Mr+ 5 %frabrnetky 10,067 mritabretky
(MeTonom BEPX) (8.5 - 10,5 mritabnertky)
OnHopigHicTL go3yBaHHA: |
MeToTpekcar noBsuHeH signosipaty BMoram €sp. dapm 2.9.6 | signoeiasde
(MeTogom BEPX)
PO34YUHEHHS: o -
MeToTpekcaT He MeHwe 75 % (Q) yepes 45 xa. 92.17 % (86,14 % - 94,57 %)
(MeTogom YO) | T ——




CTOpHKa 2 32
Canotac ®apma MmMEX

OTtro-BoH-Topike-Anee 1 S A L U TAS Pharma
38179 bapnebeH / HimeyunHa | " - GmbH
Ten.: +49(0).39203710 |
‘Qaxe: +49(0)-39203 717770

Ceptudikar AHanisy

Npoayx: METOTPEKCAT «EBEBE», TabneTku o 10 Mr, no 50 TaBreTok y KOHTeNRepi: VKP

No 1 KOHTENHEPY Y KAPTOHHIN KOpobLi
Cepis No: MR3831 (Ne cepil in bulk: 6721)
JlaTa TecTyBaHHs: 14.02.2023
TecTn: Adonycrumi HOpMU: PeaynbTath:
BMICT CYNYTHIX pe4OBUH
(MeTogom BEPX): |
AMiIHOGEeH3un-rnyTamiHosa <0,5% < 0,10 %
KUCNOTA
MeTonTepuH <0,5% <010 %
AMIHONTEPUH £0,5% < 0,10 %
Okpewmi HeiaeHTUdiKoBaHi <02 % < 0.10%
OOMILLIKK
3aransHa KinkKicTh <1,0% 0,0 %
HeigeHTUhiKoBaHUX QOMILLOK
3aranbHa KinbKicTb AOMILLIOK <1,5% 1 0,0%

Mikpo6ionoriyHa uncrora
(€Bp. ®apm. 2.6.12/2.6.13)

3aranbHa KinbKicTb He Ginbiie 10° KYO/r | <100 KYO/r
HKUTTE3AATHUX agpPoOHKX
Baktepin (TAMC)

3aranbHa KinbKIiCTb APDKAXIB Ta | He BinbLie 102 KYO/r <100 KYO/r
nnicHsasmrx rputis (TYMC)
1 Escherichia coli BiACYTHICTE B 1T BIACYTHI
TecTyBanun marepiany: NaxyBankHi MaTepiany BiafoBiaaoTs Bignosigac
BUMOTaM. XapakTepucTUK PiBHOMIPHI i
po3bipnnei. e
FpumiTkn: AHaniTu4He TecTyBaHHa 3allicHeHo MaynT Papmoro Amaper 'meX

3azaHaueHHs Eepaoneiickxoi dapmakonei 3apxan nepeabayac nocunanHA Ha it Aivy eepciio.

Hara supobrulUrsa:  10.01.2023 Awmamn /
Tepmin npw,anHoc;Ti" -1212025 /mionuc/

Hata BHI‘IyCKy cepil: 5 03.2023 Dr. Albert Hesse'
Nara supay i ' YnosHogaxeHa ocoba
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