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Ceptudikart Cepii Bupobrnka gns
Meauunux Npoaykris, wo ExkcnopryroTben
1. Haszea npoayxry.
TakHi flowr, kancysnu npoaoHrosaHoi Aii no 1 mr, Ne50

2. KpaiHa-imnoprep.
YkpaiHa

3. Homep peectpauiiiHoro noceigyeHHs.
Ne UA/20185/01/02

4. Cwna/AKTUBHICTD.
Takponimycy 1 mr

5. ®opma Ao3yBaHHA (nikapcbka dopma).

Kancynu nposoHrosaHoi aii, Teepai

6. Po3mip ynakoBku (BMicT KoHTelMHepy) i v (H-A dnaroHu, naswku, Bnictepu),
5 bnict. x 10 Kancyn B kopobL, 3arasnbHa KinbKicTb: 976 KopoboK

7. Not/Homep cepit,
1030324

8. [ara BupobHuuTsa.
03.2024

fata nakyBaHHA
04.2024

9. Tepmin npuaartHocTi.
03.2026

10. Hasea, agpecu i Homepa AiyeHsiN.
AT ®apmauesTuuHmii 3asog Tesa
Ainavka 1: H-4042 fe6peuen, syn. Mannari 13, YropwmHa

HU-M-TEVA

BupobHuurso M
NakyBaHHA 7}
KoHTponb akocri 0]
Bunyck cepii M

11. Homepa Bignosianocti GMP Bcix ainsHok, MeEPEPaxoBaHKx B NyHKTI 10.
OGYEI/18953-8/2021
OGYEI/28650-3/2022
12. Pe3ynbTati aHanisis.
JoaaloTteea,
Homep 3sity: 906,302

13. KomeHTapi/3ayBameHHs,
M MogHe BigXuneHHa He Bin6ynocs B npoueci BMpobHULTE], nakyeaHHA abo TecTyBaHHA
0] Otpumani Bigxunennsn bynu signosigHo BUBUYEH] | BUpiWeHi
38itID:
0 NpogykT nepeBunywieHo

O Ue 6yna eanigaujiia cepis / .
M Npoueaypa ynpaeainHa sminamu: 1D:2768335 /é" L2 ;0]#0&

19 0849 HA
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BupobHuk Ad|

In’a: TEBA Yex IHaacTpis c.p.o. (Adi}

Agpeca: Byn. OcTpaBcka 29/305, Onasa-Komapos., 747 70, Yecbka Pecny6nika
AsTopusauiitiuii Homep: N/A

Homep GMP Eudra a6o ceptudikary BigrnoeiaHocti GMP: sukls344613/2018

Homepw rpadiunmx matepianis:

[HCTpyKUiA: 20198020 01
ETuketka: -

Gricrep: 1030-T93
AMOMIHIEBMIA NakeT: T081
Kopobka: 20198070 01

Ymoeu 36epiraHHA rotoBoro npoaykry: He noTpebye cneujasbHUX YMOB 36epiraHHs.
Aata Bunycky gokymeHTis: 07.05.2024
Homep TexHiuHoi yrogm: IC-QTA-178

14. 3asBa npo cepTudikauiio.
AiicHnm a 3aTBEpANKYHO, WO HaBeaeHa Bulle iHbopmaLia € CNpaBXHLOIO | TOYHOIO. Lis cepia
npogaykty 6yna BupobneHa, BKAOUAONM nakyBaHHA/MapKyBaHHA | KOHTPOAL AKOCTI Ha BULLE
BKasaHik ginaHui (ginankax) 8 noswiii BiANOBigHOCTI A0 BUMOr GMP, BCTAHOBAEHUMM
MICUEBMM Pery/IATOPHMM OpPraHom, | B BiANOBIAHOCTI A0 cneundikauiii ToproBoi Aiuensii
KpaiHu-imnopTepa. NpoTtokoau BUPOOHUUTBA, NakyBaHHA i aHanizis cepii 6yno poarnanyro i
BM3HAHO BigNOBiAHMMM BUMOram GIMIP.

15. Im’a i nosuuis/nocaga ocobu, aka cxeanuna BMNYCK Cepil A4NA NOCTaBK M.
Magdolna Molnar Bojtos Pharm.D.
YnosHnosamerna Ocoba
Binain 3abezneyenHn axkocri
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16. Nianuc: N3 e
N

17. AaTa: 21.05.2024
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Ceptudikar Ananisy

TakHi /loHr, kancynu nponoxrosaxoi aii, TBepai, no 1 mr, Ne50, Ykpaiua

Homep cepi:
data BupobHuuTBa:
farta aHanizis:

1030324
bepesens 2024
18 kBiTHA 2024

HomeHknatypHuit kog:
TepmiH npuaaTHocTi:

84032975
Bepesers 2026

Dosigka: SDIROD5680/6

BunpobyBaHHsa Cneuudikauin PesynbTtatn

Oonunc TBepai wenaTWHOBI  Kancyau posmipom 4, | Biaiiosigae
HanoBHeHi nopolwkom 6inoro Ao malxe 6inoro
Kosbopy.  Kopnyc:  cBiTno-romapaHuyesuii 3
pagianbHum Hanucom «1 mg» 4YopHoro KONbopy.
Kpuweuka: 6ina 3 pagianbHum Hanucom «TR»
HYOPHOTO KONLOpPY.

l[oeHTUdiIKauia akTMBROT

pEYOBUHK

-YEPX HYac  yTpumyBaHHs niky  Takponimycy Ha | Bignogigae
XpomaTorpami BUNpobyBaHOro po3vuHy, OTPUMaHO]
B XOA[ KiNbKICHOTO BU3KaveHHA, cnisnagac 3 Yacom
YTPUMYBAHHA TONOBHOIO MKy Ha Xpomartorpami
CTAHAAPTHOIO PO3YMHY,

- TWX OcHoBHa nnama Ha xpomartorpami BunpobysaHoro | Bignosiaae
PO34KMHY 338 KONLOPOM, PO3MIPOM | 3HaYeHHAM Rs
BIAANOBIAae naami Ha xpomaTtorpami CTaHAapTHOro
PO3YUHY.,

OpHopigHicTL go3oBaHmx

OAMHMUL METOAOM NpAMOro | Bianosigae NOTOYHOMY BUAGHHIO €EBp. ¢. Bianosisgae

BM3HaYeHHA

OaHopigHicTb 4o30BaHMX

OAMWHULLb METOAOM NPAMOro

BU3HaYEHHSA

MPUIAHATHE 3HaYEHHs [AV] MpuitmanbHe uncao He Ginblue 15,0 5,0

PosunHenHs (BEPX) (3a 45 He binbwe 25% Bia 3anBneHOT KiNbKOCT]

XB) PO3YMHAETLEA NPOTArOM 45 XBMAWH B cepeaoBuwi | 4-12%
QcCt.
KpuTepii npuitHATROCTI: YuHHE BUZAHHA €sp. ¢.

Poz4nneHHn (BEPX) (3a 6 35-60% 3aaBs1eHOT KINbKOCTI PO3YMHAETLCH

roa) NPOTArom 6 roguH B cepenosuuli QCL. 43-52 %
KpuTepii npuidHaTHOCTI: YiHHe BUAaHHS €ap. ¢.

PoaunHenHs (BEPX) (3a 4 He meHwwe 80% 3asBieHOl KiNbKOCT po3unHAETLCA

roa) npoTarom 4 roguH s cepenosuui QC2. 94-108%
Kputepii npuiiHATHOCT: YnHHe suaaHis €8p. ¢.

KinbKicHe BU3HaueHHs YEPX 95,0 —105,0% 8in 3aaBaeHOT KifbKOCTI 101%

TEBA dapmacbioTikans fltg.

Homep Ainenaii: HU-M-Teva

Homep Bignosigvocti GMP: OGYEI/18953-8/2021
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Aomiikn/TpoaykTy
PoO3KkNagaHHA YEPX
21-eni-rakponimyc He Binbe 0,5% 0,14 %
Jdomiwka C He binblee 0,5% <0,1%
Byab-aka HeBigoma He 6inbwe 0,2% <0,1%
AOMilKa
Cyma He 6inblie 1,2% 0,14 %
MIKPOBICNOTIYHA
HACTOTA
3aranbHa KinbKicTb
aepobHMX He 6inbwe 10° KYO/r MpoBoaUTLEA
MiKpOOpraHiamie nepiofMyHo
3aranbHa RINbKICTb He Binbwe 102 KYO/r MpoBoAMTLEA
OPDPKOKOBUX | UBifIeBMX nepioanyHo
rpubis MposoanTbCA
Escherichia coli BiocyTHaB 11 nepioanyHo

AincHnm s 3aTBEpAXKYIO, WO HaBeAeHa BMLLe iHpopmaLia nepesipeHa 8 BiANOBIAHOCTI 3 npuHUKnammu GMP

| B BIANOBIAHOCTI 40 BUMOT PEECTPALIAHOTO AOCKE.

Cepia saTBepaikenHa:; Sukei Eszter Annamaria
Aocapa: KepiBHWK BifAiny KOHTPOANIO AKOCTI
BunyweHo: Tothne Jakab Gyongyi

AcucTeHT Biaginy 3abesneveHHa aKocTi

Jarta sunycky:

21.05.2024 13:53.57

Tak AK gannit gokymeHT Bys CTBOPEHWI v BaniacsaHiil cuctemi ynpasiHHa indopmayieio nabopatopii, To BiH BYB nignucaHuii

TEBA dapmachioTikans J14.

ENEKTPOHHMM Nignucom.

Homep Aiuensii: HU-M-Teva

%, ipontedt

cauiri

PCTY 34 77@4? !

3eim. 906,302,00 REL MRP 3 LIMS_PROD

Homep Bignosignocti GMP: OGYEI/18953-8/2021




