IIEP)KABHA CJIYXKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIA OBJIACTI

npos. CaiTimmuroi Hapii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kox €IPTIOY 37078774

BHCHOBOK
npo AKiCTh BBE3eHOro B YKpaiHy JikapcbKoro 3aco0y

23.11.2023 Ne 57949/23/10

AMJIOJIMIITH-TEBA
(HailtMeHyBaHHs NiKapCLKOro 3acoBy 3TifHO 3 peecTpallifHiM MOCBIAUEHHAM)
tadserkn, no 10 mr, no 10 Tabserok y Giicrepi; mo 3 Gaicrepu y KapToHHIA KopoOui
(hopma BUTIyCKY, I03yBAHHS, BH/ AKYBaHHS Jikapcbkoro 3acoby)

Homep peectpauiitnoro nocsiguenns UA/16717/01/02 crpox zii peectpauiitnoro nocsinuenns 16.05.2024
Cepis nikapebkoro 3aco6y Ne 7910823 Kinskicts BBe3eHoro nikapenkoro sacoby 31770

BupoGHuk AT ®apmauestrunnii 3asos Tesa, YropiunHa
(naliMeHyBanHs BUPOGHHUKA Jlikapebkoro 3acoby, kpaiHa MOXOMKEHHS)

BaeseHo B Yipainy ToBapucTBo 3 06MexeHo10 BinnosinanbHicTio "Tepa Yipaina', inenr.
roa: 34770471
(uatiMenyBanHs Ta kog 3a EJIPTIOY ropuanuHoi 0cobu abo Tpi3BHLLE, iM's, N0 6aTbkoBi (isHyHOT

0co6u - TianpuemLy, it MicLie IPOKHUBAHHA Ta peecTpalliiituii Homep 06iKOBOT KapTKH TIaTHHKA
noxaTkis a6o cepist Ta HOMep nacropTa)

Tporoxo. BisyaasHoro kontpoo six 21.11.2023 Ne 3709/3.

3a pesyibTaTaMM JIEPKABHOTO KOHTPONIO BCTAHOBGHO, WO Jikapchkuid 3aci6 BBeseHo B VYkpaiHy 3
JOTPHMAHHSAM BiMOT 3aKOHOABCTBA WOAO 3a6€3NeueH s SKOCTi JTikapebkux 3acoGiB.
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teva

Ceptudikat Cepii BupobHuka ana
JlikapcbKux 3acobiB, LWLO EKCHOPTYIOTHCA

1. Hassa npogykry.
AMNIOAUNIH-TEBA, Tabaetku no 10 mr, Ne30

2. KpaiHa-imnoprep.
YKpaiHa

3. Homep peecTpauiiHoro noceig4eHHs
Ne UA/16717/01/02

4. Cwna fji/ AKTUBHICTb.
13,888 mr amnoguniHy 6ecunary, Wo ekBiBaneHTHO 10 Mr amnogunivy

5. ®dopma fosysaHHA (nikapcbKa popma).
TabneTku

6. Po3mip nakyBaHHA (BMICT KOHTeHepa) | TUN (paakoHw, NAAWKK, BnicTepn).
3 6nicT. x 10 Tabnetok y Kopobui, 3aranbHa KinbKicTb: 31770 kopobok

7. Not/Homep cepil.
7910823

8. [Jara BupobHuuTBa.
08.2023

[ata ynakoBKu
09.2023

9. TepmiH npugaTHoOCTI.
08.2028

10. Ha3ssa, agpecy i Homepu NiLeHsii BMpobHMKa:
AT ®apmauyesTMuHUii 3aB04 TeBa
AinbHuua 1: H-4042 febpeuen, sya. Mannari 13, YroplguHa

HU-M-TEVA

BupobHUuTBO
YnaKkoBKa M
KoHTpoab aKocri
Bunyck cepii [}

11, Homepw cepT1dikaTis BignosigHocti GMP ycix A4inbHULb, 3a3HaueHnX B NYHKTI 10.
OGYEI/18953-8/2021
OGYEI/28650-3/2022

12, PesynbTatv aHanisis.
DopaioTbes,

Homep 3BiTy: 875,900

13. KomeHTapi/3ayBareHHs.
He 6YN0 }OoAHUX BiAXUNEHDb B NpoLieci BUPOBHULTBA, YNaKOBKMU a60 TERLHAY:
O ovpumani BigxmneHHA BiANOBIAHUM YUHOM BUBYEHI | BUpiLIEHI
ID 3BiTY!
[0 NpoayKT nepesunyLiexunit
[0 Le 6yaa BanipauiiiHa cepin
M npoueaypa ynpasaiHHa amiHamum |D: 2601695, 2601651

TEBA dapmacbiotikans v, Homep Jliuensii: HU-M-Teva Homep cepTudirary signosigHocti GMP: OGYEI/18953-8/2021
Bigain 3abeaneueHHA aKocTi

H-4042 flebpeuen, syn. Nannari 13 Ten.:+36 52515100 daxc: +36 52 515119 www.teva.hu

HomeHKknatypHwi kog: 84008395



tevd

(1 BupobHux Adl

Hassa: YHixem flaboparopiec /itg. ixatas

Appeca: Mnot Ne 99 MIJK Apea, [xaras-Poxa [icr.Peirag — 402116, IHain
ABTOpU3aUiitHMiA Homep:  25-487

Homep GMP Eudra a6o ceptudikaty BignosigHocti GMP:

NEW-WHO-GMP/CERT/KD/69193/2018/11/24217

[J Bupobuuk Adl
Hassa: YHixem Jlaboparopiec /itg. (Nitamnyp)

Agapeca: Mnaot Ne 197 Cekrop 1, OicrpukT [Axap, IHAIA-454775 Mitamnyp, Magxia Mpagew IHain

AsTopusauiiiuunii Homep: No.v/2s/lc/Ren/v-225/2015/4180
Homep GMP Eudra a6o ceptudikarty BianosigHocti GMP: DHRGMP20160328

M Bupobruk AdI
Hassa: 3aiiaac Nalidcaiinces JITA. (AHKknewsap)

Appeca: 291, I.1.A4.C. Inaacrpina Ecreitt, Bapyu [icTpikr IHais 393002, Anknewsap, lNyxkapat

AsTopusauilinuii Homep: G/389
Homep GMP Eudra a6o ceptudikaTty BignosigHocri GMP: 19011170

Homepu rpadiuHnx martepianis:
IHcTpyKUuia: 20170450 02
ETuketka: -

bnicrep: A675-RANDOM
Kopobka: 20170510 01

Ymosu 36epiraHHA roToBOro NPoAyKTy: He 36epiraTi npu Temnepatypi suue 25°C.
Jarta sunycky: 25.09.2023
Homep TexHiuHoi yrogu: IC-QTA-17B

14. 3anBa npo ceptudikauito.

JaHHMM A niaTBepAKylo, WO nogaHa Buuwse iHpopmalia € JocToBipHOIO Ta TOuHOW. [aHa cepin
NPoAYKTYy 6yna BUrOTOB/AEHA, BKJIOYAIOUM MaKyBaHHA/MapKyBaHHA, i KOHTPO/b AKOCTI Ha Bl
BKasaHili BUPOBHUUIN ginanui (ainAaxkax) y nosHili sBignosigHocti o sumor GMP, BCTaHOBAEHUX
MiCLLEBMM PErynAaTOPHMM OpraHom, a TakoX y BignosigHocTi fo cneuudikauii Toprosoi niueHsii
KpaiHu-imnoprepa. MpoTokoau BMPO6HMLTBA, NAKYBaHHA i aHanisy cepii 6y/aM po3rnaHyTi i BU3HAHI

TakKuMM, WO BianosinatotTb ymosam GMP.

15. Im'a Ta nocaga/3saHHA 0cobw, BiLNOBIZaNbHOT 33 BUNYCK cepil.
Tamas Ladanyi Pharm D.
YnosHosaxceHa ocoba
Biddin 3abe3neveHHs Aakocmi

16. Nignuc:

17. fara: 26.09.2023
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TEBA dapmacbiotikans /lva, Homep Niyensii: HU-M-Teva Homep cepTuikaty signosigHocti GMP: OGYEI/18953-8/2021

Biaain 3a6e3neyeHHA AKOCTI
H-4042 [ebpeugeH, By Nannari 13 Ten.:+36 52515100 ®dakc: +36 52 515119 www.teva.hu
HomeHknatypHuii kog: 84008395
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CepTudikat AHanisy

AMJIOAUNIH-TEBA, Tabnetku no 10 mr, Ne30, YkpaiHa

Homep cepii:
Oata sBupo6HuuTBa:
[ara aHanisis:

7910823 HomeHKnaTypHuii Koa:
CepneHb 2023 TepmiH npuaaTHOCTI:
08/09/2023

84008395

Cepnenb 2028

Dosiaka: SDIR002973/16
Tect. neundixauin _Pesynbratn .
Onuc Kpyrna 6ina tabnetka, 11 mm y giamerpi. OguH 6iK 3nerka Bignosiznae
BUFHYTUI, 3 NiHIEI0 PO3/IOMY | TUCHEHHAM «AL0». IHWwUi Bik 3nerka
ONYKAWIA i rnagKuid.
laenTidikauia amaoguniny (YEPX) B X0Aj KiNbKiCHOro BU3HAYEHHA Yac yTPMMYBaHHA FONOBHOTO MiKy Bignosigae
Ha xpomaTtorpammi 4OCNiAKYBaHOro PO34MHY BiANOBIAAE TaKOMY
FONOBHOrO NiKY Ha XpomaTtorpami CTaH4apPTHOrO PO3YMHY.
laenTndikauin amnoannidy (TLX) [0N0BHA NNAMa Ha XpoOMmaTorpammi 4OCNiOKyBaHOro po3unHy Bignosinae
BiANOBIAAE 38 NONOKEHHAM rONOBHIN NAAMI TaKOMY Ha
XpomaTtorpammi CTaHLapTHOro PO3YMHY.,
laeHTmoikauis 6eHsoncynbdoHoBOT Yac yTpumyBaHHA niKy 6eH30/1cynbGoHOBOT KUCAOTH Ha Bignosigae
Kuenotu (YEPX) XpomaTorpami SocNiKyBaHOro pos4mMHy Bignosinae vyacy
YTPYMYBaHHA OCHOBHOrO NiKy Ha Xpomarorpami CraHgapTHOro
PO3YUHY.
OApHOPIARICT A030BaHUX OAMHULL 1i-piBeHb: AV < L1 ana 10 fo30BaHVX 0AUHULb Bianosinae
PO3paxyHKOBO-BaroBUM METOA0M 2i-piseHb: AV £ L1 | wo4eH OKpemuid BMICT 4030BaHUX OANHUUb
He € meHWwuMm 3a (1-L2x0,01)M i He € 6inblumm 3a (1+L2x0,01)M
NpuiHATHE 3Ha4eHHA [AV] ansa 30 nososaHux oanHuub (L1 = 15,0; L2 = 25,0)
Bignosigae noroyHomy BugaHHo €sp. ®. 2.9.40
He 6inbwe 15,0 2.8
PozunHeHHa (YO)
Mexi He meHwe 70% (Q) sin 3aaBneHOT KinbKOCTi po34nHAeTbCA 3a 45 x8 | 78-93%
CepepgHe (KpuTepii npuHATHOCTI: NOTOYHe BUAAHHA EBp. ©.) 88%
Mpoipeni cTaail 2
Bopa He 6inswe 6,0% 3,3%
KinbkicHe BuaHaueHHn (YEPX) 95,0 — 105,0% Big 3aABneHOT KinbKoCTi 97,7%
LomilwKun/MpoayKT po3KknasaHHaA
(YEPX)
Lomiwka D He 6inblwe 0,3% <0,05%
Byab-aKa iHWa sigoma JomiwKa He 6inblwe 0,3% <0,05%
Byab-aAKa HeBifoma AoMilKa He 6inble 0,2% <0,05%
Cyma (3a BUHATKOM JOMilWKK D) He 6inblue 0,5% <0,05%
BinenHs Tabnetok Bianoeigae noToyHoMy BuaaHH0 EBp. . Bignosigae
Mikpobionori4Ha yucroTa
3aranNbHa KinbKicTb aepobHmxX He 6inblie 10° KYO/r BuKOHYeTbCA
MiKpoopraHismis nepiogn4Ho
3arasibHa KifbKICTb ApiKaKOBUX i He 6Ginbwe 10? KYO BUKOHYETbLCA
ugineeux rpubis nepiogmu4yHo
Escherichia coli BiacytHaB 1T BuKOHYyETbCA
nepioanYHO

Cepina 3aTBepaKeHa; Kecskes Dora
Mocaga:

BunyweHo: Tasi Sandor

AcucTeHT Biaainy 3abeanedyeHHAa AKOCTI

Jata BURycKy:

KepiBHUK BigAiNy KOHTPOAID AKOCTI

26.09.2023 09:16:16
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TaK AK AaHWM SOKYMEHT GyB CTBOPERMIA Y Baif0BaHiii cucTemi ynpasninHa iHdopmallieto nabopatopii, To BiH 6ys nignucarii

€NEKTPOHHNM nip.nmcom.

TEBA dapmacsioTikans /ita. H-4042, YropwwHa, fle6peueH, syn. Mannari 13

Crop. 333

Homep 3simy: 875,900.00 REL MRP I3:LIMS_PROD
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