teva

1. Hasma npoaykry.
Merdopmin-Tesa, Tabnerku, BKPUTI NAiBkoBO 060ncHKoI0, no 850 mr, No 20

Ceprudirar Cepii Bupobruka ana
MegauuHux Npoaykris, uio EkcnopryloTtben

2. HKpaina-imnoprep.
YKkpaina

3. Homep peecrpauiiiHoro NocsiAYeHHA
Ne UA/20602/01/02

4. Cuna/AxTUBHICTD,
Metbopmin rigpoxnopug 850 mr

5. ®opma gosyBawks (AiKapcbKa dopmal.
TabneTki BRpUT NNiskoBO 060N10HKC

6. Poamip nakysanus (emict KOHTeMHepy) i TMN (H-a dnakoHu, nAfwWKy, Baicrepn).
2 Gnict. x 15 Tabnerox B kopobLi, 3aranbHa KinbkicTb: 34960 KopoBok
7. Not/Homep cepii.
0140801
8. [Nara supobBHuuTsa.
01.2025
Harta nakyeaHHg
04.2025

9. Tepmin npuaaTHocTi.
01.2027

10. Haaea, agpec i Homepa niveHsin,
TEBA Hex Inpacrpis c.p.o.
BYA. OcTpascka 29/305, Onasa-Komapog., 747 70, Yecbka Pecny6rika
Homep niuewnsii: 22975/2/iNS/98

BupoBHuyreo M
MNakyBarHsA )
KoHtponb akocri ]
Bunyck cepii |

AT dapmayuesTUuHuii 3aBop Tesa
BinbHuus 1: H-4042 Aebpeuewn, Byn. Nannari 13, YropuimHa

HU-M-Teva

Bupobunureo |
MaryBaHHs
KoHTpone akocti O
Bunycek cepii %]

11. Howmepu Bignosigrocti GMP scix AIIRHOK, NEpPepaxoBaHux 8 nyHkTi 10,
SUKLS424838/2018, SUKL5293205/2018, SUKLS132313/2019, SUKL5270477/2019, SUKLS189852/2020
OGYE|/28650-3/2022
NNGYK/GYSZ/15826-7/2024
12, PesynbTtaTy ananisis.
Hopaotbes,
Homep 3BiTy: 8036/2025
13. KomeHrapi/aaysamenmn.
& Mopne BiAXMNEHHn He BigBynoca B npoueci BUpo6HULTRA, NakyBaHHA abo TEeCTYBaHHs
[J Otpumani BigxunenHs 6ynn sBignosigHo BuBYeH] | BUpilleHi
3BiT ID: HecyvTEBE
0 Npogykr nepesunyweno
O e 6yna sanigauiiina cepin
¥ Npoueaypa ynpasainHA aminamu ID; 3165744, 3223491

TEBA Mapyacsiornran: J, Hosep Jlinensits 1U-M-Teva Honrep cepradiraty pigroniqrocti GMP: OGYEI/18953-8/2021
Biaikr korrposio skoei

H-4042 JleSpenen, ryn Nannari 13 Ten.: +36 52 515100 draxe: +36 52515 119 www teva hu
Hosenxnatypuifi kon: 84006945 Crop. 134

G107 25D




teva

O Bupobuuk AdI — MeTtopminy rigpoxnopug,

im’s: BenGepi Nimiten

Appeca: A-15, MIAC Inaacrpian apea, Maranranra,

ABTopusauilinuii Homep: -

Homep GMP Eudra a6o ceprudikaty BignosigHocti GMP:
NEW-WHO-GMP/CERT/KD/47691/2016/11/16413

Aicr, Palirapp-410220, Maxapatwrpa, Ingis

M Bupo6Huk Al — MeTtdopminy rigpoxnopua

Im’si: lHoyryanr ®ykanr dapmacestukan Ko, nTta

Appeca: Hopr-lct floHreairyan Poap, Oosruenr, Kuraik
ABTOpu3auiliHuii Homep:  LU20160126

Homep GMP Eudra abo cepTudikaty BignosiaHocti GMP: SD20160514

[ Bupo6Huk Ad| — MeTtdopminy rigpoxaopug
Ina’a; FPAHYNEC IHAIA JIMITE/]

Appeca: H.N2 6-5i 6-11, Temnne Poap, BoHcananni (V), l'ymmaginana (M), Canrapeppi {mict.) -

502313, Wrar Teneu raHa, lugis

YmoBu 36epirakna rorasoro npPoAYKTY:

ABTOpU3aLiiHWA Homep: 214/MD/AP/96/B/R
Homep GMP Eudra abo ceptudikary BignosigHocTi GMP: WC-0116

O Bupobuuk Ad| — MeTopminy rigpoxnopug

Im's; FPARYJIEC IHAIA NIMITES

Appeca: 15/A/1, daze-1i1, 10A, xaupimerna, Xiaepabag-500055, WraTt Tenexraua, Ingis
ABTOpU3auiiHnii Homep: 213/HD/AP/96/B/F/R

Homep GMP Eudra a6o ceprudikaty Bignosianocti GIMP: WC-0028

Homepu rpadiunmx mMartepianis:

IHCTPYKUiA; 20186700 03
Etukerka: o

Bnicrep: 1030-M284
Ropobka: 20198390 02

He noTpebye cnewiznbHux YMOB 3BepriaHus

Aata sunycky poxymentis: 10/04/2025
Homep Texnivhoi yrogu: IC-QTA-17R

14. 3ansa npo ceptugikaLlio.

15, Im'ai nosuuia/nocana ocobu, aKa cxganuna BUNYCK cepii o4na nocTaBry.

Oanvm a 3aTBEPAKYIO, WO HaBesEeHA BULe iHdopmauin e AOCTOBiIpHOO | TouHoo. Lia cepis npogykry
byna BUpobneHa, BrAOYaIOYH NaKkyBaHHA/MapKyBaHHA | KOHTPONbE AKOCTI Ha BULLE BKazawiil Ainsvuj
(ginamkax) B noswii BiAnosigHocT no sumor GMP, BcravoBaeHUMM MICLULEBUM peryAsTopHum
oprarom, i B BignosigHocri Ao cneundixauiii Toprosoi niyewaii KpaiHu-imnoprepa. lpotokonu
BUPOBHMUTBA, hakyBaHHA | aHanisis cepii 6yno PO3rNAHYTO | BUM3HaHO BigNoBIigHICTL Ao ’_M

Marietta Szerencsi Pharm.D.

Ynosnosancena ocoby “T\hﬁ-f . b
g u 3 | By v
Biaain 3a6eaneyenns axkocti 'yﬁ?h‘ﬁ
'.;'A\gmwmi"auﬁw"m

xoa 34776471

16. Nignuc;

17. flata penisy: 10.04.2025

TEBA thapyactoruxan Ty,
Bizain xouTpomo swocri

H-4042 JleGpenes, pyn. (Tanari 13 Ten.: +36 52 515 100
Hosenwmarypinii xon: 84006945

I

osep HAinentii: HU-M-Teva

hare: +36 52 515 119 wwwiteva.hu

Iosep ceprndiraty sinnosiynocri GMP: OGYEL/18953-8/2021

Crop. 234




Ceptudixar AHanisy

MeTtdopmin-Tesa, TabneTkn, BKpUTi NniBKOBOK o6onoHKotg, no 850 mr, Ne 30

Homep cepii: 0140801 HomeHknatypHuii kop: 84032115
Aata BupoBHuyTBa; ciueHb 2025 Tepmin npugatHocTE: civere 2027
flata aHanisis: 30 ciyHR 2025
HAogigka: QPP0141698 V1.0
BunpobyeaHHs Cneundikauin PesynbTati
onnc bina abo malime 6ina osanbHa Tabnetka, BkpuTa Bignosinae
NJIBKOBOK O0BONOHKOK, 3 TUCHEHHAM «93» Ha
OAHIA CTOPOHI Ta «49» Ha [HwWik CTOPOHI
PO3IMIP-a0BMHa 17.6 + 1,0 mm 17,8 mm
PO3MIP-wiupuHa 8.8+ 0,5 mm 8,9 mm
AEHTU®IKALIA (BEPX) B xoai kinbrichoro BusHayewns uac yTpumMysaHHa | Bignosipae
FONOBHOTO Niky Ha xpomartorpami BunpobyaaHoro
Po3vlHy  Bignosigae Takomy Ha xpomaTtorpami
CTaHAAPTHOrO PO3UULY.
AEHTUOIKALISA (BEPX—,LLIVILL) B xoai kinbkicHoro BH3HaveHHA  Yd-crekrp Bianosigae
OCHOBHOro niky signosigae Y®-cnekTpy ocHOBHOrO
iKY Ha XxpomaTorpami CTaHAaPTHOTO PO3YUHY.
PO3YNHEHHA (33 15 XBUKH,
BIANOBIZHO EBp. Dapm.) MpoTsrom 15 XBUAUH po3uMHAETLCA He menwe 80%
MiHinmyna (Q) Big 3ansneHOT KinbkocTi, (EBp. d. 2.9.3) 94 %
CepenHe 96 %
O/ZIHOPIOHICTb IO30BAHMX Bianosinae €rp. ¢. (2.9.40) Bignosigae
OCANHULUL PO3PAXYHOKOBO AV £15,0 1,9
BATOBUM METOAOM
KI/TbKICHE BU3HAYEHHS (BEPX)} 95,0 - 105,0% (Bin 3anBneHoO} KinbKoCTi) 98,9 %
807,5-892,5 mr
AROMIUIKW TA POAYKTY PO3KNALY
(BEPX)
LUiaHoryauigmH (anuiangiamin) He Binbuwe 0,02% <0,01 %
KoXHa HeBigioma gomiwka He 6inbure 0,1% <0,05 %
Cyma fomiox He Binbwe 0,3% <0,1%
HITPO30 AOMILLKI
NDMA He Binbwe 0,032 ppm < 0,005 ppm
BMICT BOAM He Binbwe 3,0 % 0,8%
MIKPOBIONOTIYHMNIM AKICTH
3aranbHa KinbKicTs aepobHMx He 6inbwe 10% KYO/r <10KYO/r
MIKpOOpraHiamis
3aranbHa KinbKicTs ApikOMoBUX/ He Binbwe 102 KYO/r <3 KYO/r
NAICeHeBUX rpubip .
Escherichia coli _ | BigcytHictb B 17 BiacyTHa/r

Tesa dapsiacsionimar Himimeo,
{14042, Veopuyg, Hedpeyen, Hannazi cmip. 13

Crop. 3134

Hostep 3eimy: §036/2025




teva

Ceptudikar Ananiay
Metdopmin-Tesa, TabAeTKU, BKPUTI NNiBKOBOK obonoHkoo, no 850 mr, Ne 30

Hamep cepii: 0140801 HomeHKnaTypHuii koa: 84032115
Aata BUpobBHuyTBa: cideHb 2025 TepmiH npuaaTHoCTI: civeHs 2027
flava aranisis: 30 civyHn 2025

Hoeigka: QDP0141698 V1.0

AiltcHum A 3aTBEPAKYIO, L0 HaBeAEHA BULLE iHbopmauisg nepesipeHa 8 BigNoBigHOCTI 3 NpUHUMNamu GMP i g
BIANOBIgHOCTI A0 BuMOT PEECTPALIRHOro AoChE.

BupobBHuuteo i KOHTPOAL AKOCTI Banky nposeaeHi Ha Ainadu:
Tesa Yex IHgacTpiz C.p.0. Onasa-Komapos, Yeckbka Pecnybaika

Hara penisy: 10 KBiTHR 2025
Balazs Gaal

KepisHuK nigposginy KOHTPONO AKOCT] ||
Binain 3abesnevenns akocTi

o epBig
E \Jﬂwﬂw*

Tesa Qapacuiomnusas Hivimed,
4042, Veopujung, Hebdpeyen, Hannazi cmp. 13

Crop. 424 Homep 2eimy; 8036/2025




AEPY)KABHA CHYIKBA 3 JIIKAPCBKUX 3ACQBIB TA KOHTPOJIIO 3A
HAPKOTUKAMU ¥ KHIBCHKIN OBJIACTI

npos. CeiTaudnol Hanii, 3, m.Kuis, 02099, Ten/ake: (044) 576-40-41
E-mail; dls.ko@dls.gov.ua, Kon C/IPTIOY 37078774

BHUCHOBOK
PO SIKICTH BBE3CHOTO B Yxpainy Jnikapenkoro 3aco0y

16.06.2025 Ne 27549/25/10

MET®OPMIH-TEBA

(Haiiyenysanus nixapeskoro 3aco0y 3TIAHO 3 peccrpauiiing NOCBIAFCHITAM)
TadJICTKH, BKPHTI NIBKOROIO 060.10HK010, 110 850 mr, o 15 rabmerok y Gaictepi, mo 2
OaicTepu y kapronnii Kopo0ii

(d:opma anmycky, aosysanis, pun DAKYBAHEA Jxapeskora sacofy)
Fioatep pecctpaitinoro noceinenns UA/20602/01/07 CTpok Aif peectpauiiinoro nocriguenns 13.09.2029
Cepia nikapeskoro zacoby Ne 0140801 Kinuxicrs Bresenoro nixapeukoro 3acoty 34960

Bupodnuk AT DapMmauertuynyii 3aroq Tega, Yropumza

{naisenypanns Rupotimka nikapehxoro sacofy, Kpaiua noxomienn)

Beezeno » Vipaiiy ToBapuerno 3 odmeskenonn Bignosigannuicrio "Tepa Yrpatua'", inenr.
xox: 34770471

(HaitMeryRanng ta kon sa ERPIIOY topuanuioi ocobi: abo pi3BMiLeE, iM'M, 110 GaThrosl izirapo?
0co8i - miAnpuesy, 17 Micae TIPOPKHBANHA TA PEECTPALI it HoMep ofnikoro! kapTiN ATk
TOkAaTKiB abo cepin Ta HOMOep TacHopTa)

[Tpotoxon Bisyansiore kontpomo sia 13.06.2025 x: 1790/2.

32 pesynntatamu  pepuaruoro KOHTPOMIO  BCTAHORIECHG, We  nikapenkuii  sacif BEEICHO B  VYkpainy 3

AOTPHMAHNHAM numor JAKOHOMABCTEA [OAO 380e3MECHY TKOCTI NiKAPCLKUX 3aC06 3,
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Onera CPEOMEHKO

(ninnuc) {miuian ta pizBHIIE)
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