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Ceprudirat Cepli BupobHuka ana
JlikapcbKUX 3acobiB, WO eKCNOPTYIOThCH

1. Hassa npogyKry.

AMAOJUNIH-TEBA, TaGnetku o 10 mr, Ne30
2. KpaiHa-imnoptep.

Ykpaina
3. Homep peecrpauiiiHoro nocsigyeHHs

Ne UA/16717/01/02

4. Cwuna aiifAKTHBHICTb.
13,888 mr amnioauniny becunaty, wo exsisanentHo 10 mr amnoguniny

5. ®opma gosysaHHa {nikapceKa popma).
TabneTkm

6. Posmip nakysaHHsa (BmicT KoHTeltnepa) i Tun (Gnakonu, nasawxu, Gaictepw).
3 6nict, x 10 TabneToK y kopobuji, 3aransHa KinbkicTe: 32340 Kopobok
7. Not/Homep cepii.
7190424

8. [Hata eMpo6HuuTBa.
04.2024

Hata ynakosku
04.2024

9. Tepmin npuaaTHocTi.
04,2029

10. Hassa, agpecu | Homepy niuensili BUpobHMKa:
AT dapmaueBTHURKiT 3aBog Tesa
BinbHuua 1: H-4042 Oe6peneH, syn. Mannari 13, YropwmHa

HU-M-TEVA

Bupo6HULTBO M
YnaKosKka
Koutpons aKocTi
Bunyck cepif M

11. Homepu ceptudikaTis signosigHocti GMP ycix 4inbHULb, 3a3Haterux 8 nyHkTi 10.
OGYEI/18953-8/2021
OGYEI/28650-3/2022
12. PesynbTat aHanisis.
JopawoTben,
Homep 3BiTy: 904,111

13. KomeHtapifaaysameHHs.
¥ He Byno moaHKX BigxuneHs B npoueci BUPOBHULTBA, YNaKoBKKM 260 TecTyBaHHA
[J orpumani eigxunenxa signoBigHUM YMHOM BUBYEH i BUpiILEHi
ID 3BiTY:
O Npoaykr nepesnnywexuii
O Ue 6yna sanigayjiitna cepis
O Npouegypa ynpaeninua aminamu ID:

Poaud mg by gy a1ty /a




teva

L1 Bupo6uuk Adl

Hasea: YHixem Nabopavopiec Jiva. Axatas

Appeca: Mnot Ne 99 MIOK Apea, Axatas-Poxa [lict.Peirag — 402116, iHgin

AsTopusalliiiHuit Homep:  25-487

Homep GMP Eudra abo ceptudikarty BianosigHocti GMP:
NEW-WHO-GMP/CERT/KD/69193/2018/11/24217

[ Bupo6ruk Adl

HazBea: Yhixem flabopatopiec Mvg,. (Mitamnyp)

Afapeca: Mnot Ne 197 Cexvop 1, Aicrpuxt Axap, Iuaia-454775 Nitavmnyp, Magaxia Mpagew Hgis
Aeropuzauiitnnii vomep:  No. v/2s/lc/Ren/v-225/2015/4180

Homep GMP Eudra a6o ceptudirary BianosigHocti GMP: DHRGMP20160328

M BupobHuk A

Hazga: 3aiiaac Nlaitdcaitnces JITA. (AHknewsap)

Agpeca: 291, ILLA.C. Inpacrpina Ecveidr, Bapyu AicTpikr Inaia 393002, AHknewsap, Nyxapart
ABTOpu3sauiitiuii Homep: G/389

Homep GMP Eudra a6o ceprudiraty BignogigHocti GIVIP: 19011170

Homepw rpadiunux marepianis:
[HeTpyKkuia: 20170450 02
Etuketka: -

Bnicrep: AG75-RANDOM
KopoBka: 20170510 01

Ymosw 3bepiraHHA rotoBoro npoAyKry: He a6epirati npu Temnepatypi sMwe 25°C,
Jara sunycry: 02.05,2024
Homep TexHiuHoi yrogu: IC-QTA-178

14, 3aaBa npo ceptrdikayjio,
AaHHMM 7 NiATBEPANYI0, U0 noAaHa BUlle iHdopmalin € AOCTOBIPHOIO Ta TouHolo, [aHa cepis
NPOAYKTY 6Yna BWFOTOBAEHA, BKIOYAOMU MaKyBaHHA/MapKyBaHHS, | KOHTPO/Zb AKOCTIi Ha BUle
BKasaHiit BupobHuNil pinaHLi (ainankax) y noeHiii BignosigHocTi go sBumor GMP, BcTaHOBAGHMX
MiCLeBMM PEery/IATOPHUM OpraHom, a Takow y BigmosigHocti Ao cneundikauil Toprosoi niuensii
Kpaiuu-imnoprepa. MPoToKOAM BMPOGHULTBA, NAKYBaHHSA | aHanizy cepil 6ynn pozrasHyti i BusHaHI
TaKMMMW, WO BigNoBifa0TL YyMmosam GMP.,

15, Im'n Ta nocaga/3BaHHA 0cobu, BigNoRiaanbHOI 2a BUMYCK cepii.
Eszter Kerepesi
Yrosrnosmicena ocoba
Biddin aatesnevenna arocmi

16. Migruce: )
4, nﬂdl'"‘““mmm

Ingt
%0R

17. Aata: 03.05.2024




teva

Ceptudikar AHanisy

AMAOOUITIH-TEBA, TabaeTku no 10 mr, Ne30, Vkpaina

Homep cepil: 7190424 HomeHkAaTypHMit Kog: 84008395
JAara supobHuyTBa: KsiteHs 2024 TepmiH npugaTHocTi: Keitens 2029
Hata ananisis: 23/04/2024
Hosigxa: SDIR002973/16
Tec Criglingikania . L - PesyfnbTaTh
Onuc Kpyraa Bina Tabnetka, 21 mm y aiamerpi. OanH Bik anerka Bignosigae
BUIHYTHH, 3 JliHIEI0 po2nOMY | TUCHEHHAM «AL0», [HWK Bik 3nerka
OnyKRAME | TraaKuiA.
lpeHTUdikaLis amaoauniny (YEPX) B xoAi KiNbKICHOrO BUBHAYEHHA YaC YTPUMYBAHHSA rOAOBHOMO Miky Bignosigae
Ha XpomMaTorpammi 4OCNIAMYBAHOID PO3YMHY BifMNOBiAaE TaKomy
TOAOBHOrO Miky Ha XpOMaTOrpami CTAHAAPTHOIO POBUKHY.
|laerTMdikalia amaoanniny (TLUX) lon10BHE NAAME Ha XpoMaTorpammi AOCNILIKYBAHOIO PO3UKHY Bianosinae
BIifNOBIAA€E 33 NONOMEHHAM rON0BHIN naAmi TaKomy Ha
Xpomarorpammi CraHaapTHOTO PO3YHHY.
lnenTdinalin GeHsocyAbGOHOBOT Hac yTpMmyBaHHA Niky BeH30ncyNbOOHABOT KMCAOTH Ha Bianosigae
Kucnotu {YEPX) XpomaTtorpami 40CAIAKYEaHOTD PO3UKHY BignoBiaae yacy
YTPMMYBAHHA OCHOBHOIO MiKY Ha XpoMaTorpami CraHgapTHoro
PO3YMHY.
OAHOopIAHICTL AO030BAHWX OAUHKUD lit-pisenb: AV < L1 ans 10 no308aHMX OOUHULb Bianosinae
PO3PaXYHKOBO-BArOBUM METOLOM 2ii-piBeHb: AV 5 L1 i KO4eH OKpeMMil BMICT 4030B2HUX 04MHUL
He € meHwum 3a (1-12x0,01)M i He e Biablumm 33 (1+L2x0,01}M
NpuiiHATHE 3HaueHHRA [AV] Ann 30 030BaHMX 0guHKUb (L1 = 15,0; L2 = 25,0)
Bianosigae noroutomy suaaHHI0 Eap. &, 2.9.40
He Biabwe 15,0 2.4
Po3yuHeHHs (Vo)
Mesi He meriue 70% (Q) Big 3aaBNeHOT KiNLKOCTi PORYMHAETLCA 233 45 %8 | 88-94%
CepegHe {Kpurepii npuiiHATHOCTE: noTouHe BuaaHHA €Bp. &.) 91%
Npoiiaeni cTaaii 1
Boaa He Binbwe 6,0% 2,7%
KinkKicHe BuzHaueHAnA (YEPX) 95,0 — 105,0% Biy, 3as8aeH0i KinbKacTi 100,0%
Homiwkn/Tipoaykrn posknasaHuna
{YEPX)
domiwka D He 6inbwe 0,3% <0,05%
Byab-aKa iHWa eigoma gomilrka He Ginbwe 0,3% 0,06%
Byab-sika Hesigoma gomiliKa He Binble 0,2% <0,05%
Cyma (33 BUHATKOM ZomilukK D) He Binbwe 0,5% 0,06%
JineHHs Tabnetox Bignosigae notouHomMy BUAEHKIO EBD. . Bignosigas
MikpobionoriyHa uncrota
3aranbHa KinbKicTh aepobHwx He 6inbwe 10% KYO/r BuKoHyeTbCA
MiKpoopraHiamis nepioauyto
3aranbHa KiNbKIiCTb OPINAMOBUX | He 6inbwe 10% KYO/r BuKoHyeTheA
LBinesux rpubis nepiognyHo
Escherichia colf BiacytHapdir BMKOHYETLCA
nepioanyHo

faHnm A niaTBEpANKYI0, WO NoAaHE BYLLE iHBOPMAaLLA nepesipeHa Ha BiAnOBIgHICTL NpPUHLMNS

Cepin saTBepgeHa:
Mocaga:
BunyweHo:

Hara sunycky:

Borbely Erzsebet Barbara

KepisHuk siaainy KoHTpono akocri
Tasi Sandor

AcvcTenT Bigainy 3abesneueHHA AKOCTI

03.05.2024 10:08:36
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nocaiadeHHa.
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Oram peecTpauiiHoro

Tax AK AaHU AORYMEHT ByB cTBOpeHnii y BaninoBaHii cucTemi ynpasninns iHbopmatico naboparopii, To BiH 6ye nignMcanmii

ENexTPoHKRKM nignucom.




