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CropiHka 13 1
Cantwotac ®apma MTMBX

Orto-Bon-Topike-Anee 1 ‘
39179 bapnefen, HIMEHYWHA S A L U I A S Ehf?'lrgﬁ
Ten.. +48(0y39203710

danc: +49 (0) 38203 71 7770

CepTtudpikar BignosigHocTi

Mpogykr: KANLUIYM®ONIHAT «<EBEEBE», PO34YUH ANA IH'EKLIW, 10 Mr/mn;

NO 20 MI (200 MIN) Y ®JIAKOHI, NO 1 ®NTAKOHY B KAPTOHHIW KOPOBLY
Cepia Ne; MH4392 Poamip ynakoBku: 20 Mn
HanpykxoBaHuit Ne Cepii: MH4392 Hata Banycky: 23.J1IUC.2023
Homep cepii in bulk: A23XHA007 BunyweHa KineKicrb: 7245 ynakoBok
HaTta enpoGHMUTBa: 28.07.2023 TepmiH npuaaTHocCTI: 06 2025

Peectpauiidve noceigueHus Ne;  UA/1638/01/01

AinbHuui 3anyveHi y BUPOBHKLTEO:

BupoGHuvya gineHuuna Ne niuensii Ha BupoGHUUTBO
Bupobuuk in bulk m\\ggl“ll‘q%mPAMA BONbOPATCXAY3EH T'MBX, DE_BY 04_MIA_2023_0089
BupoBHuk ynakosku FAYTT dAPMA BOJIb®PATCXAY3EH TMEBX, DE_BY_04_MIA_2023 0089
HIMEYYUHA
TectyesauHa npu sunycky | FAYOT @APMA BONbPPATCXAY3EH TMBX, DE_BY_04_MIA_2023_0089
HIMEYYMHA
Bunyck cepii Caniorac ®apma MMBX, Himevunka DE_ST 01 _MIA 2021 _0006

Livm niareepaxyto, o BULieHaBegeHa iHopMaLlifA € JOCTORIPHOIO Ta TOUHO. [lada cepifl roToBore nNikapcbkoro
3acoby Gyna BuroTOBNEHA (BKINIOYHO 3 NAKYBEHHAM/MAPKYBAHHSM) Ta NPOWLLNE KOHTPONbL SKOCTI Ha
BUWEeHaRe1eHVX BMPOoOHUYMX AiRbHWLSX ¥ nosHil BignosigHocTi Ao BuMorkraine_23UA GMP MicLesux
PerynsaTopHux opraHie Ta 3rijHo 3atBepaxeHol crieumdikauil PeecTpauyiinoro [locke kpaity imnopTepa. FlpoTokonw
BUPOBHMLTBA, NakyBaHHA Ta aHaniTMYHOro TecTyBaHHsA Bynn nepesiperi Ta 6yna BcTadosneHa TX BiANOBIAHICTL
GMP.

CepTudbikaT aHanisy JOAAETECA OKPEMO.

Nig Yac npouecy enpoGHULITEA

v He Byno BigxuneHb, WO MOFIN BIIKHYTU Ha BUNYCK NPOAYKTY

O HACTYDHi BigXUneHs MOrMK BNAKHYTU Ha BUMYCK NPCAYKTY (AMB. KOMEHTapI)

KomesnTapi: /

v | CEPTUOIKALIIA CEPI
o | BUNYCK CEPII

Dr. Frank Cremer

YnosHoBa)eHa ocoba
Rara: 23.JTUC.2023 Mignwve:  /nmignve/

MpizsKe Ta nocaga BignosBiganbLHOT ocobu:

Cv e APy '.«:‘-\4 3 L O a




CanwTac ®apma 'mbX
O7To-BOH-TtOpike-Anee 1

Croni
39179 bapnebeH / HimeyynHa TORIHER 18 @

SALUTAS &35

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

Ceptudpikar AHanisy

Mpoaykr: KANbLUIYM®OMHAT «EBEBE», PO34YKH 014 IH’BKLI,IPI, 10 MFfMJ'I; ‘ YKP
MO 20 MIT (200 MI) ¥ ®NAKOHI, NO 1 $NAKOHY B KAPTOHHIA KOPOBL|I

Cepin Ne; MH4382 (Ne cepil in bulk: A23XHA007)

[arta TectyBaHHA: 19.09.2023

TecTtu: Bumoru: PesaynetaTh:

S0BHIWHIK BUCNAL: MPO30PWUA, XOBTYBaTUNA POIMUH signoeigae

Mpo3opicTs Pozunny: He GinbW onanecueHTHUA, HiX peepeHTHA BianoBinac

(EBP. ©.2.2.1) cycnersis 1

KonipHicTb Po3uuhy; £Y6 Bianosigse

(EBP.©.2.22)

O6’eM, Wo ButAracrLea: He MeHLle Bif zansneHoro 08'emy 20,2 mn

{EBP. ©.2.9.17)

3HaveHHa pH 70-86 8,3

{EBP.®.2.2.3)

Bugumi yactku NPAKTUMHO BINbHWUA Bif, BUOUMMUX YACTOK BiANORinae

(EBP. ©. 2.9.20)

HeBugumi yactkmn = 10 mkM: = 6000 vacTok/dnakoH 200 uacTok/dnakoH
(EBP. ©. 2.9.19) 2 25 mkm: £ 600 vacTor/riakoH 2 YacTkW/rakoH
InenTndikayin

PoniHoBa KuCcNoTa Mae BinnosigaTi sianoeigae

(BEPX)

Kaneuji Mae Bignosigatu Bignoeifae

(EBP. ¢©.2.3.1)

KinbKicHnit BMicT

®oniHoBa kMCNoOTa 9,5 -10,5 mrimn 10,0 Mr/mn

(BEPX} (95,0 - 105,0 % 3aABREHOIO BMICTY) (100,0 %)




CamwoTac Papma fmoX
O170-BOH-T10pPIKe-Anee 1
39179 bapneGer / HimevyunHa

Pharma

Ten.: +49 (0) 39203710 SAL UTAS Gmbii

daxe: +49(0) 3920371 7770
Ceptudpikat AHanisy

MpoaykT: KANBLIYMOONIHAT «EBEBE», PO3UWH AN IH'EKLIV, 10 MI/MIT;
MO 20 MI (200 M} Y ®JIAKOHI, MO 1 ®NIAKOHY B KAPTOHHIN KOPOBL|

Cepin Ne: MH4392 (Ne cepil in bulk: A23XHA007)

Oata TecTyBaHHS: 19.09.2023

CropiHka 2 3 2

Tectu: Bumornu: PesyneTaTu:
CynpoRigHi aomikn:
(BEPX)
donieea KnucnoTa HE BINBLLLE HiXK 1 % < PIBHA BU3HAYEHHS
N-{P-AminoGeHn3on) CnyTamiHoBa HE BINLLLE HIXK 1 % < PIBHA BU3HAYEHHS
Kwucnora
N-10-®opmin ®oniesa Kucnota HE BINBLLE HPK 1 % < PIBHA BU3HAYEHHA
dopminTeTparigponTepoiHosa Kucnota HE BINbLE HXK 1 % 0%
Byfb-Aka HecneundivHa CymyTHA HE BINLLLIE HIXK 1 % 0%
AOMiLLKa
Cyma cynyTHIX A0 Mituok HE BIBLUE HIX 2,5 % 0.2 %
CTepunsHicTb: Mae eignosinatu Bignoeinae
(€EBP. ®. 2.6.1)
BakrepianeHi EHAOTOKCHUHM: HE BIBLIE HRK 0,5 MO/mr < 0,1 MO/mr
(EBP.9. 2.6.14, LAL-TECT)
TectymanHa Martepiany: fakyBanoHi mMarepiany BiANOEBIfA10TE | BigNOBIAAE
BUMOTaM. XapakTepwcTWMKWM pIBHOMIpHI Ta
posbipnusi.
Mpumitn: AHaniTuuHe TecTyBaHHA agilicHeno MaynT ®apmoto Amaper MM6X

Jasanavennn Eeponelicbkol Papmakonel 3aexgn nepeabauac ROCUNAHHA Ha Ti gliovy BepCilo.

darta eupoBHuLTBAa: 28.07.2023 /midnuc/ fwmawmn /
TepMiH npuaaTHoCT: 08 2025 Dr. Frank Cremer
Hata Bunycky cepii: 23.011C.2023 YnoeHogaxena ocoba

ltally signed bry Fada chenks Tetiana

Fedochenko o e

ouxGX, serialNumbers 118418,
crmFadachenke Tatiana

Tetiana Reason: Sandor Ukralne QP an impo

Date: 2023 12.11 16:3¢:37 +0200

ot




AEPKABHA CJYKBA 3 JIIKAPCLKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCHKIN OBJIACTI

npos. CeiTnwynoi Hanif, 3, m.Kuie, 02099, ten/daxc: (044) 363-06-50
E-mail: dIs.ko@dls.gov.ua, Ko €IPIIOY 37078774

BHUCHOBOK
PO SIKiCTh BBE3¢HOro B YKpaiHy JikapcbKoro 3acody

22.12.2023 Ne 63946/23/10

KAJBIOIYM®OJIIHAT "EGEBE"
(HaliMeHyBaHHs TiKapCBKOTO 3acoBy 3TiHO 3 peccTpaLiHHuM MOCB]IYCHHAM )
Po3uMH s in'exuiii, 10 mr/ma, no 20 ma (200 mr) y paakoni; no 1 paaxony B KAPTOHHI
KopoGui
{(dopma Bumycky, Ro3yBanH#, BU MAKYBAHHS JIKapceKOTo 3aco6y)

Howmep peectpauitinoro nocsimuenns UA/1638/01/01 crpox xii peectpauiiinoro nocsizuenns 01.01.2099
Cepis nikapcekoro 3aco6y Ne MIH4392 KinskicTs BBesenoro nikapepkoro sacofy 7245

BupobHuK Camorac ®apma I'm6X, Himeuunna
(HaiiMenyBanHA BHPOOHHKA JKAPCHKOTO 3acoby, KpaiHa ITOXOKeHH )

BeeseHo B Yikpainy ToBapucTBo 3 06MexeHOI0 BiTNoOBigaabHicTIO "Cangos VYipaina",

izent. komx: 38419586
(maitmenysanua Ta ko 3a €JIPTIOY ropuamaHOi 0coGH ado Tpi3BHINE, iM's, 110 6aTEKOBI (izuHOI

0CO0H - mimpreMIs, ii Micle NPOXKUBAHES Ta peecTpariiumii HOMep 06MKOBOI KAPTKH ILIATHHKA
noparkie afo cepisa Ta HoMep nacnopra)

IIporokou BisyansHoro kourpomw sig 20.12.2023 Ne 4087/1.

3a  pesymbTataMM = JepXKABHOTO KOHTPONMIO BCTAHOBJEHO, IO JikapceKui 3aci6 BBeseHO B Ykpainy 3

AOTPHMAHHSIM BHMOI 3aKOHOARCTRA LOJ0 3a6e3MeYeHHs AKOCTI MKAPCEKUX 38C06iB.
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Birtaniit BOHJAPEHKO

(nimmc)\ (imittianu Ta mpiaBMLE)
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