teva

Ceptndikar Cepii BupobHuka gnn
Meguunnx Npogykris, wo ExcnopTyioTeca
1. Hasea npogykTy.
TakHi floHr, KancyAu NponoHrosBaHol ait no 5 mr, Ne50

2. KpaiHa-imnopTtep.
YKpaiHa

3. Homep peecTpauiHOro NOCBIAUCHHA.
Ne UA/20185/01/04

4. Chna/AKTUBHICTD.
Takponimycy 5 mr
5. ®opma aosysamHs (nikapcbka dopma).
Kancynu npoaoHrosaHol gii, teepgi
6. Po3mip ynakosku {BMicT KOHTeAHEPY) | TUN (H-A GNaKOHM, MASLIKK, 6nictepm).
5 6nicr. x 10 kancyn B kopo6ui, 3aranbHa KinbKicTb: 347 KOPoBOK
7. Not/Homep cepii.
3010324

8. Hata BupobHWLUTEA.
03.2024

fata nakysaHHA
04.2024, 05.2024

9. TepmiH npuaaTHoCTI.
09.2026

10. HasBa, agpecy i HOMepa niLeH3ii.
AT dapmauesTuuHuit 3aBoa Tesa
Ainanka 1: H-4042 Hebpeuen, syn. MMannari 13, YropuwmHa

HU-M-TEVA

BupobHuurso M
MNakyBaHHA |
KoHTponb AKocTi |
Bunyck cepii %]

11. Homepa BignosigHocTti GMP Bcix OiNAHOK, nepepaxoBaHux B nyHKTI 10.
OGYEI/18953-8/2021
OGYEI/28650-3/2022
12. PeaynsTatv aHanisis,
Dopaorbes,
Homep 3Bity: 906,304

13. KomeHTapi/3ayBameHHa.

O MoaHe Bigxnnenns He BigGynocs B npoueci BUpobHMLTBEA, naKyBaHHA abo TecTyBaHHA
M OtpumaHi BigxunerHs 6ynu BiANOBIAHO BMBYEH | BUPiWweH|

3siTID: gdr 2903155

U NpoaykT nepesunyweHo

[ Lie 6yna Banigauiiina cepis . , 3
M Npoueaypa ynpasniHHa smiHamu: 1D:2768335 KT ] &j{/&pjlf ’
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teva
Bupo6Huk Ad]
Im'na: TEBA Hex IHpacTpis c.p.o. (AdDI)
Appeca: Bya. Octpascka 29/305, Onaea-Komapos., 747 70, Yecbka Pecnybnika
AsTopu3auiiHuii Homep: N/A
Homep GMP Eudra abo ceptudirary signosigHocti GMP: sukls344613/2018

Homepw rpadiuHux marepianis:

fHCTPYKUin: 20198020 01
ETnkeTka: -

bnictep: 1030-T95
Amomidiesnin nakert: TO83
Kopobka: 20198100 01

Ymoeu 36epiraHHs roToBOro NPOAYKTY: He NoTpebye crelianbHUxX YMOB 36epiratns,
[ata sunycxky gokymeHnTia: 13.05.2024
Homep TexHiuHoi yrogm: IC-QTA-178

14. 3aasa npo cepTudikauito.
AincHUM 7 3aTBepAMYIO, WO HaseheHa BULLE iHpopmauin € cnpasHLOW | Tounow. Lla cepis
npoaykry 6yna Bupo6GneHa, BKAOYaOuH nakyBaHHA/MapKyBaHHS | KOHTPO/Ib AKOCTI Ha BULLE
BKa3aHii ginauui {pinAaxkax) B nosuiit BignosigHocri A0 Bumor GMP, BcTaHOBAEHMMM
MICUEBMM PEryATOPHAM OpraHom, i B signosigHocTi A0 cneumndikauiin Toprosoi niyensii
KpaiHn-imnoptepa. MpoTokoan BUpo6HUUTEA, NaKkyBaHHA | aHani3iB cepil 6yno po3rnaHyTo i
BU3HAHO BignosigHMMu Bumoram GMP.

15.Im’a i no3uuis/nocaga ocobu, aKka cxsaamna BMNYCK Cepiil ANA NOCTaBKU.
Magdolna Molnar Bojtos Pharm.D.
YnosHoesamena Ocoba
Bipain sabesnevenHn AkocTi

P o i,
] =

16. Nignuc:

B, jpenT
A Rx:m 3770471 g

17. flaTa: 21.05.2024 NG
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Ceptudikar AHanisy

TakHi JIoHr, Kancyau nposnoHrosaHol gii, Teepai, no 5 mr, Ne50, YkpaiHa

Homep cepii:
Hata BupobHuyTBa:
Dara ananisis:

3010324
bepesens 2024
22 KBiTHA 2024

HomeHkrnaTypHuii Koa;
TepmiH npuaatHocTi:

84032995
BepeceHb 2026

Aosiaka: SDIRO05680/6

BunpobysaHHsa Crneumndinayia Pezynbratn

onunc TBepai KenaTWHOBI  Kancynn  posmipom O, Bipnosigae
HanoBHeHI nopoukom Big 6inoro o maixe 6inoro
Konbopy, Kopnyc:  c¢BiTno-nomapaHuesmi 3
pagianbHUm Hamucom «5 mg» HOpPHOro Koneopy.
KpuweuKka: cipysaTo-uepBoHa 3 pafianbHUMm
Hanucom «TR» YopHoro Konbopy.

loeHTMdikauia akTMBHOI

PEYOBUHU

-YEPX Hac  yTpumyBaHHA  niky TakponiMycy  Ha | Bignosipae
XpOMaTorpami BUNPoBYBaHOro PO3YMHY, OTPUMAHOI
B XOA[ KiNIbKICHOrO BU3Ha4YeHHs, cNiBnafae 3 yacom
YTPUMYBAHHA TONOBHOTO MNiKy Ha xXpomaTtorpami
CTAHAAPTHOrO PO3UUNHY,

- TWX OcHoBHa nasma Ha XpomaTtorpami Brnpobysanoro | Bianosigae
PO34YMHY 33 KONLOPOM, PDO3MIROM | 3HAYeHHaM Rs
BIANOBIAEE NAAMI HA XpPOMaTOrpami CTaHAapPTHOro
PO34MHY.

OaHopigHicTb 4030BaHMX

OAVHWALUB METOAOM NpAMOTO | BignoBigae noTouHOMY BUAGHHIO CBp. . Bianosigae

BM3HAYeHHA

OgHopigHicTb Ao0308aHMX

OAMHMUL METOLOM NPAMOro

BM3HAYEHHA

MPUAHATHE 3HaueHHA [AV] MNpuimanbHe yncao He Ginvblwe 15,0 8,2

Pos4yuHenHs (BEPX) (3a 45 He binblre 25% Bia 3aABACHOT KiNbKOCT]

xB) PO3YUHHAETLCA NPOTATOM 45 XBUAUH B cepegosuwi | 20-21%
QC1.
KpuTepil npuitHATHOCTI: YnHHE BUAaHHA Csp. ¢.

PoszunHeHHs (BEPX) (3a 6 35-60% 3aABNEHOT KiNbKOCTI pO3YMHACTLEA

roa) npoTArom 6 roaunH B cepegosuul QCIL. 51-54 %
KpuTepii npuiAHATHOCTI: YMHHe BuAaHHA CBp. .

Po3unHeHHA (BEPX) (3a 4 He meHwe 80% 3aasnenoi KinbkocTi posunnacTuea

ros) npoTArom 4 rogud B cepegoBu QC2. 96-102%
KpuTepii npUAHATHOCTI: YuHHE BUAAHHA €8p. ¢.

KinbricHe Bu3HaverHs YEPX | 95,0 — 105,0% BiZ, 3anBNEHOT KinbKoCTi 102%

TEBA dapmacetoTikans /g,

Homenp flivenzii; HU-M-Teva

Homep BignoelgHocTi GMP: OGYEI/18953-8/2021
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Jdomiwxkn/NpoaykTu
po3KknagaHHa YEPX
21-eni-trakponimyc He 6inbwe 0,5% 0,11 %
Jdomiwka C He Ginkwe 0,5% <0,1%
bysab-AKa HeBigoma He Binbwe 0,2% <0,1%
O0MiLLKa
Cyma He Ginbwe 1,2% 0,11%
MIKPOBIOAOTIYHA
YUCTOTA
3aranbHa KisibKicTb
aepobHMX He Binbwe 10° KYO/r < 100 KYO/r
MIKpOOpPFaHi3miB
3aranbHa KinbKicTb He Binbwe 10% KYO/r < 100 KYO/r
ORIKAKOBUX | UBiNEeBUX
rpubie
Escherichia coli BincytHas 1T BiacyTHa

AiicHim A 3aTBEPAKYIO, WO HaBedeHa BULLE iHpopmauin nepesipeHa B BigNoBigHOCTI 3 NpUHUMNamu GMP

Cepin 3aTBEpaMeHa:;
Mocapa:

BunyweHo:

Aata BUNyCKy:

I B BIAMNOBIAHOCTI 40 BUMOT PeECTPaLifiHOro 40ChE.

Dren Tamas
KepisHUK Biaainy KOHTPOMAO AKOCTI

Tothne Jakab Gyongyi
AcucTeHT Biaaisy 3abesnedeHHa AKOCT

21.05.2024 13:56:16

TaK AR AaHUH foKyMeHT ByB CTBOPEHUI Y BanigoBaHii cucTemi yripasainin indopmzuieo naboparopli, To BiH Bya nignUCcaHW

EAEKTPOHHAM NiANKCOM.
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TEBA dapmacbioTikana flra. Homep Niuexsii: HU-M-Teva Homep BignosigHocri GMP: OGYEI/18953-8/2021




