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Ceprudikar Cepii BupobHuka ana
MeaundHux NpoayKTie, WO eKcnopTyIoTheA

1. Hassa npogyxry.

Cumeacratun-Tesa, TabneTkmn, BKPUTI NNiBKOBOK 06010HKO, No 20 mr, Ne30
2. Kpaina-imnoprep.,

YKpaiHa
3. Homep peectpaujiiiHoro nocsigyerHa / Homep npoueaypu

Ne UA/17477/01/01 / AepaBHuii

4. Cuna gjii/ AKTUBHICTb.
20 mr cMmBacTaTUHyY

5. Jlikapcbka dopma.
TabneTku, BKPUTi NNiBKoBo 06010HKOIO

6. Poamip ynakoskw (BMicT KoHTelHepa) i Tvn (GAaKoHU, NASLWKMY, bnicrepu).

3 bnict. x 10 Tabnetok & GnicTepax/s Kopobui, 3aranbHa KinbKicTb: 75120 KopoBoK
7. JoT/Homep cepii.

2590924

8. [aTa eupoBHuursa.
09.2024

[aTa ynakosku
11.2024

9. TepmiH npuaatHocTi.
09.2026

10. Hassa, agpeca i Homepu AileHsilt BUPpOBHUKA.
AT dapmauesTuuHuiX 3asog Teea
AinbHuua 1: H-4042 febpeueH, syn. Mannari 13, YropwmHa

HU-M-TEVA

Bupo6HuuTEO %]
Ynakoska M
KoHTponb akocTi %]
Bunyck cepii |

11. Homepu ceptudikatis BignosigHocti GMP ycix caliTis, nepepaxosaHux B NyHKTI 10.
OGYEI/28650-3/2022
NNGYK/GYSZ/15826-7/2024
12. PeaynbTatu aHanisis.
JopatoTbesn,
Homep CA: 925,201

13. KomeHTapi/zaysareHHs,
[ BigcyTHi BigxuneHHa y npoyecax supobHALTBA, YNaKoBKM Ta TECTYBAHHA
B Opgepskani BigxuneHHn 6ynu BUBUEHI TA BUPILWIEHi HaNEKHUM YUHOM
3eiT ID: gDR: 3062703
[J NpogyKT BUNywWEeHNH NOBTOPHO
[0 Aawa cepia Banigauiiina
O MNpoueaypa ynpasainHa 3miHamm ID:

¢

TEBA Muapaaceioricans Jlr. Homep Jliuensii: HU-M-TEVA Howmep ceprudirary pigmopianocti GMP: OGYEL/28650-3/2022
Bigin KouH1poTio AKocTi NNGYK/GYSZ/15826-7/2024

H-4042 HeGpeuen, syn. flannart 13 Tem.: +36 52 515 100 daxc: +36 52515119 www.teva.hu

HoMenmnaryprmit kox: 84017645 /3 X W 4/ /g @/ C.124
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M Bupo6uuk Adl

Hasga: AT dapmauesTUuHUii 3380z Tesa, niaposain AdI

Agpeca:  [lebpeueH, Byn. Mannari 13, YropiguHa

Homep niuenzi: OGYEIf25048-2/2018

Homep GMP Eudra abo ceptudikaTty sianosigHocti GMP: OGYEI/23387-6/2018

I Bupobuuk AdI|
Hazga: Apremic biorex IHgin

Appeca:  Mnaot Ne 1i5, Inpacrpian esenonmeHT Apea Oxuaimerna, Xailgapabaa 500 055
Momep riuenzii:  223/RR/AP/96/B/R
Homep GMP Eudra abo ceptudikarty sianosigHocTi GMP: 1. IT/E/API/11/2018

Homepu rpadiuHmx matepianis:

[HCTPYKLIA: 20179770 02
ETukeTKa: -

Bnictep: 1030-7-576-RANDOM
Kopobka: 20179780 01

YmoBU 36epiraHHs roToBoro NpoayKTy: npu Temneparypi He suule 25°C, 8 OpUTiHaABHIM ynakosy.
B HepocTynHomy ans pirei micui.

Aata Bunycky: 11.11.2024

Homep TexHiunoi yrogn: |IC-QTA-17R

14. 3asBa npo ceptudikaliio.
HlaHum A 3aTBepAXKYI0, WO HaBeAeHa BUle iHPpopmaLlia ¢ AOCTOBIpHOIO Ta TOUHOIO. LA cepin
Byna BUFOTOB/EHA, BKAKOUYAIOUM YNAKOBKY i KOHTPOAb AKOCTI Ha BULLE 3a3HadeHil BUPOBHUYINA
AinaHui (pinAHkax), B NosHiit BignosigHocTi 3 BUMoramu GMP MICLEBOro perynooyoro
oprany Ta cneuudikauii PeecrpauyiiHoro MNocsigueHHs KpaiHu-imnoprepa. MpoTtokonwn
BUPOGHMUTBA, YNaKOBKM Ta KOHTPONIO AKOCTI 6ynu neperaaHyTi i BU3HAHI TaKumK, Wo
BifgnoegigawTL BUMOram GMP,

15. Im’a 1 nosuuia/nocaaa sianosigansbHOro 3a sunyck cepitl.
Eszter Kerepesi
YnosHnosaxncena ocoba
Biaain koHTpoAto akocTi

16. Nignuc:

17. Jara: 12 nucronaaa 2024

KBTI AT
B mGM“‘idﬂ““ A7h |~
%, won34770 .

TEBA Papmacemtikans JTa. Homep JTinensii: IMU-M-TEVA Hostep cepTudiraTy Binnosianecti GMP: OGYEI/28650-3/2022
Bi/mil KOHTPOII0 AK0CTI NNGYK/GYSZ/15826-7/2024
H-4042 Hebpeucn, ryn. [amnari 13 Ten.: +36 52 515 100 Baxe: +36 52515 119 www.tevahy

Howmenknarypuwii kon: §4017645 C.234
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Ceptudikar AHanisy

Cumsacratun-Tesa, no 20 mr, TabneTku, BKpUTI NniBkosoto o6onoHKolo, 30 TabneTok,

YKpaiva
Homep cepil: 2550924 HomeHkrNaTypHUiA Koga: 84017645
faTa BupobHuUTBEa: BepeceHb - 2024 TepmiH npuaaTHoOCTI: BepeceHb - 2026
fara ananisy: 05 woeTHA 2024
Josigka: SDIR002960/10
Tecr Cneundikauin Pe3synbraTn
onuc HoBTyBaro-kopudHeBa, oeanbHoi | Bignosigac
dopmn Tabaetka, BKpUTa
MAisKOBOK OBONOHKOW, 3 AiHie
po3namy 3 O HiEl CTOPOHY i rnaaka
3 iHWo ,
IAEHTUGIKALIA CumsactaTuny (BEPX/YEPX) B xoai kinbKicHoro BM3HaueHHA Yac | Bignosigae
YTPUMYBAHHA FOM0BHOMC NiKY Ha
XpomaTtorpami BMNpobyBaHoro
PO3YMHY BIANOBIZAE TaKoMy Ha
Xpomatorpami cTaHfdapTHoro
PO3YMHY.
IDEHTUDIKALIR CumBsacTaTuny (BEPX-hAM Y CnexTp norAMHaxHs | Bianosinae
aAetexktop/ YEPX-0AM perexrop) BUMNPOBYBAHOTO PO34MHY MOKasye
MIHIMYM | MBKCUMYM MOTANHAHHA v
TAaKUX  CaMKWX  NONOMEHHAX |
npubAM3HO Takal camoi dopmu, aK
CNeKTp MOMAWHAHHA CTaH4apTHOro
pO34UHY.
IAEHTUOIKALLA BrA (BEPX/YEPX) B xoAi KinoKicHoro BuaHaueHHa GIA | Bignosinae
4ac yTpumyBaHHa niky BIA Ha
XpomaTtorpami BUNPOGYBAHOTO
PO3YMHY BigNoBIA3E Takomy Ha
xpomartorpami CTaHAAPTHOTO
PO3YMHY.
IOEHTU®IKALIA AckopBiHoBai KMCAoTH B xoaj kKinbkicHoro BuanaveHHsa | Bignosigae
{BEPX/YEPX) acKopbiHoBOT KUCAOTH yac
YTRPUMYBaHHA NiKy acKkopbiHOBOT
KMCAOTH Ha XpomaTorpami
BUnNpobysavoro pO3UMHY
Bignosinae Takomy Ha
XpOMaTorpani CTaH4apTHOro
PO3UYMHY.
INEHTU®IKALLR BEAPBHUKA Mo3nTneHa ons BignoeigHoro NposoanTbca NepiognYHo
(Opadry 11 33G27286-Tan) BapBHWKa
OAHOPIAHICTL A030BAHNX QAMHKLUD 1-i  piseHb: AV<L1 gns 10 | Bianosigae
PO3paxyHKOBO-BaroBUm MeETO40M A030BaHMX OAMHWLb
2-ii piseHb: AV<L1 Ta ®ofeH BmiIcCT,
po3paxoBaHuit i3 30 oAUMHMIL, B
KOMKHIN OKpeMmin J030BaHIRN
OAMHUUI He € mMeHwum 3a (1-
L2x0.0M)M 1 He e 6Binbwmum 3a
(1+L2x 0.01)M. (L.1=15.0, L2=25.0)
AT GapmauesTuuHKnid 3asoa TEBA,
H-4042, Yeopuwuna, debpeuen, eyn, Mannazi 13 Ciop. 334 3aim: 825,201.00 REL_MRP323 From: LIMS_PROD
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BUMOram

Bignosinac YMHHOro
BUAAHHA EBP. ¢. 2.9.40

OAHOPIARICTb 4O3CBAHUX OAWHULLL

PO3PaxyHKOBO-BATOBUM METOAOM

MPUAHATHE 3HAYEHHA He &inbwe 15.0 5.2

KINbKICHE BU3IHAYEHHA CmeacTaTuHy

BMAaHHA €Bp. ¢.

(BEPX/YEPX) 95.0- 105.0 % sig 3aneneHoi 98.0 %
KiNbKOCTI
KITbKICHE BUSHAYEHHA BrA {BEPX/YEPX) 75—110 % Bia TeopeTnuHoro
BmicTy (TeopeTrunuid smict = 0.04 79 %
mrftab. )
KI/TIbKICHE BU3HAYEHHSA ackop6iHosoi kncnotm | 90— 110 % sig TEOPETUYHOTO
{BEPX/YEPX) sMicTy (TeopeTudHMid BmicT = 5.0 101 %
mr/Tab.)
PO34YMHEHHA (BEPX)
{npotaArom 30 xBUNUH)
- CepeaHe 3HaYeHHn He meHwe 70 % {Q) sig 3ansaeHoi | 99 %
- fianazoH KiabKocTi  posuuHseTbea 33 30 | 96-100%
XBUAKH
Kputepii npwiHATHOCTI:  4YuHHe
- MNpohgena cragis BUAAHHA EBpP. ©. (2.9.3) 1
BU3HAYEHHA AOMILIOK | NPOAYKTIB
PO3K/ALY (BEPX/YEPX)
CumsactaTuHy rigpokcukncioTa S05% 0.22%
byab-sKa iHwa £0.2% <0.05 %
Cyma {BUKAKHAaOUK CUMBACTAaTUHY £0.5% <0.05 %
ropoKeusMcnoTy)
POSAINEHHA TABAETOK {Ha noaosuHu)
PosaineHHa TabneTok Bignosinae  BMMOram  uuMHHOro | [TpoBoAMTLCA nepiocanyHo

BMIMPOBYBAHHA HA MIKPOBIOAOTIYHY
AKICTb

3aranbHUN BMICT APBKOMKOBUX | NAICEHEBUX
rpubis
Escherichia coli

3aranbHuil BMIiCT aepoBHUX MiKpoopraHismis

He 6inbwe 10° KYO/r
He Ginbwe 102 KYQ/r

BiacyTicTs/r

MpoBoguThCA NepioAUMHD
MpoBOAUTLCA NEpPiIoANUHO

MpoBOAMTLEA NepicaudHO

|

NiaTeeparyio, L0 HaBeAeHa BALLe IHpopmaLisa nepesipeHa BiANoBiAHO NpUHUMNam GMP i signogigae

ot 3arBeppKeHo:
MNocaaa:
BunyweHo:

Komari Peter

BUMOram peecTpalifHoro Aocoe,

KepiBHUK rpynun 3 KOHTROAO AKOCTI

Tasi Sandor

AcucteHT BigAainy 3abesneyeHHs akocTi

Jara BUNycKy:

12 anuetonaga 2024 09:31:00
LORYMEHT cTBOpEeHWI BanifoBaHOIO eNeKTPOHHOK CUCTEMOID YyNpaBAiHHA |

OIACHWIA 3 eNeKTPOHHUM NignMcom.

AT dapmzileBTUUHNIA 3a800 TEBA,
H-4042, Yeopwuna, Adebpeuen, ayn. Mannaai 13

Crop. 434

treuif
pewrath!
S yop 34770

38im: 925,201.00 REL_MRP323 From: LIMS_PROD
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HEPKABHA CJIIYKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOUTIO 3A
HAPKOTHUKAMM Y KUIBCHKIHA OBJIACTI

npos. CeiTtuanoi Hanii, 3, m.Kuis, 02099, ten/paxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kog €APIIOY 37078774

BHCHOBOK
Npo SAKICTh BBE3EHOro B YKpaiHy JikapchKoro 3acody

26.12.2024 Ne 67389/24/10

CUMBACTATHH-TEBA

(nafiMenysamis nikapcekoro 3acofy 3rifro 3 peectpaiiiinuM TOCBINH EAHAM )
Ta0J1eTKM, BKPHTi I1iBKOBOI0 000101K0F0, 10 20 Mr, o 10 Tadaerox y Gaicrepi; mo 3
Ouicrepu y KapTouHiii xopo6ui

{opma BuRyCcxy, n03yBaNIA, BHA MAKYBAHHA TIKAPCHKOTD 3acoby)
Homep peecrpauitinoro nocrinvenns UA/17477/01/01 crpox aii peectpaniiinoro nocrizuenns 01.01.2099
Cepin nixapenkoro sacoby Ne 2590924 Kinkkicts Bsesenoro aikapebkoro sacoby 75120

Bupofuuk AT DapmanestHynuii 320y, Tera, Yropusa

(naliMenypanns BupobHIKA TiKApCLKOTO 3acoby, Kpaiila MOXOIMKeHs }

Beeseno B Yipainy Tosapucreo 3 obmexenoro Bianosizansuicrio "Teaa Yipaina', inen.
won: 34770471

(uaitmenyBanns Ta ko 3a EJPIIOY ropuaranol 0cobH aGo IpizENIIE, IM'F, N0 GaThKOs] (hizramol
©CoGH ~ MANpHEMUA, Ti MiCle NPOKHMBAHHS TA PeeCTPALliHH it HOMEp ofliKOBOT KAPTKH 1LIATIIHEKA
nonaTxis abo cepis Ta HOMep MacnopTa)

IlpoToka: sizvanrnoro koutpomo gin 19.12.2024 N 4036/5.

3a  pe3yNBTATAMM  ICDEABIOTO  KOHTPOIIO ECTAHOBNCHO, IO JiKapchkuil  3acid  seeseno B Yxpaiy 3

AOTPUMAHHSIM BHMOT 3aKOHOAABCTRA OO0 326E3IEMEHNS AKOCTI JIKAPCHKHX 3aCO0iE.

Gnpra EPBOMEHKO

(mriamuac) (initian Ta npiznHuE)
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