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HAEPKABHA CIUIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIHO 3A
HAPKOTUKAMMU Y KUIBCBHKIN OBJIACTI
pos. Cerosrdunol Hamt, 3, M. Kiis, 02099, Ten/daxce: (044) 363-06-50
-mail: dls.ko@dls.gov.ua, Ko CJIPITOY 37078774

BUCHOBOK
PO SIKICTH BBE3EHOTO B YKPaiHy JIKapCLKOro 3acody

18.12.2023 No 62641/23/10

METOOPMIH-TEBA
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TadJEeTKH, BRKPUTI ILHBKOBOI0 000s10HK010, 10 1000 Mr, nto 15 rabueror y Ouaierepi, 1o 2
__OJnicrepu y KopoOui

({l}(]['}\ld BIIIVCRKY, HO3VYBAHHA, BIE TTAKYBaH T Jlllul[)bblt(}l () %dLOD‘, )
Honep pecerpattiiinoro nocsiaucing UA/12382/01/01 ¢rpow ait peeerpauiitiioro nocsiuennst 01.01.2099
Cepis ikapeskoro sacoty Ne 0090021 Kinpkicrs BResenoro gikapeskoro sacoby 28560

Bupodimng /\l DapmaneBTuaii 3aBOJL ICBd Vmpumna
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Bucscno B Yrparny Tosapucrso 3 oomexenorw BianosinansuicTio "Tesa Ykpaina', inenr.
Cwop: 34770471

(HaliMenyBaHHst Ta koj 3a ¢ ILP 1OV mpn HUHOT 0co0H abo nplmmm Iat'st, 110 0aTbKORI {[JHII‘IIE()I
OCO0OM = TITANPHEMILE, TTMICUC TPOAHRAIHSL Ta peccTpaltiiniit HoMep 00JIKOBOT KapTKH THTIHKY
noAaTkie ado cepist Ta noMep nactopral

Hporoxon sizsyarsnoro kowrpomno sin 14.12.2023 Ne 4007/6.

3a 0 PESYALTATAME  JICPKARHOIO  ROWTPOIIO  BETARORACHO, O JHKAPCHKWI  3a¢iO BBescHo  » Yipainy 3

-.HOT[) MMAHHAM BrMOI 380N0AABCTRA TIOJ10 3a0C3nCUeHItsr TKOCT Ji Kapen KX 3ac00iB.
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Ceprudikar Cepii BUpobHuka ana
Meauurunx Mpoaykris, Wo EKCNOPTYIOTHCA

1. Hassa npoayKry.

MetdopmiH-Tesa, TabaeTku, BKpUTI NiBKOBOO 06010HKOW0, 1o 1000 mr, Ne 30
2. KpalHa-imnopTtep.

YKpaiHa
3. Homep peecTpauiltHoro nocsifg4eHHA

Ne UA/12382/01/01

4, Cwuna/AKTUBHICTb.
MetdopmiH rigpoxnopug 1000 mr

5. ®opma fosyBaHHa (nikapcbrka dopma).
TaDNeTKN BKPUTI NAIBKOBOIO 000NOHKOKD

6. Po3mip nakyBaHHA {BMICT KOHTeMHepY) i TN (H-A dAakoHK, NNALLIKKY, BricTepu).
2 6nicT. x 15 TabneTok B KOpobui, 3arasibHa KinbKicTb: 28560 Kopobok

7. Jlot/Homep cepil.
0090021

8. [laTta BMpoOHKUTBA.
10.2023
JlaTta nakyBaHHA
11.2023

9. TepmiH npnaaTHoOCTI.
10.2026

10. HasBsa, agpecu i Homepa niLeHsin.
TEBA Yex lHaacTpis c.p.o.
By/a. Octpascka 29/305, Onasa-Komapos., 747 70, Yecbka Pecnybaika
Homep niyensii: 22975/2/INS/98
BupobHunurteo ™
MakyBaHHA
KoHTponb AKOCTI %]
Bunyck cepil

AT ®apmauesTnyHui 3a80a Tesa

AinbHnya 1: H-4042 Jebpeuen, sya. Nannari 13, YropujmHa
HU-M-Teva

BupoOHMUTBO L]
MaxkyBaHHA |
KoHTponb sakocTi |
Bunyck cepii |

11. Homepm BignosiaHocTi GMP BCix AinAHOK, nepepaxoBaHux B nyHKTI 10. V2R W e
SUKLS424838/2018, SUKLS293205/2018, SUKLS132313/2019, SUKLSZ70477/ f SOKLSa:
OGYEI/18953-8/2021 o
OGYEI/28650-3/2022
12. PesynbraThi aHanisis.
Hoaaworbes,
Homep 38BiTy: 8356/2023
13. KomeHTapi/3ayBarkeHHs.
Y] oaHe BigxunenHs He BifOynoca B npoueci BUPpobHMUTBA, NaKyBaHHA abo TecTyBaHHA
[] Otpumani BigxmunerHsa 6yam BignosiaHo BuBYeHi i BupileHi
3eir ID:
[ MpoaykT nepesunyuiero
L1 Lle 6yna BanipauinHa cepin
[0 Npoueaypa ynpasaidHa 3miHamu ID:

AT bapyvanesrrunuii 3ason Tesa Honep Jlinensiv: HU-M-Teva Honmep cepridikary sinmosinnocti GMP: OGYEL/18953-8/2021
Bifaia kowrrposo akocTi OGYEI/28650-3/2022

H-4042 JleOpeuen, sya. INanpari 13 Ten.: +36:52 515100 axe: +36 52515 119  www.teva.hy
Flomenxnatypuuii xou: 84006945 Crop. 134




[1 Bupobruk APl — Metdhopminy rinpoxnopug,

Im’s: BeHbepi NMimitep,

Agpeca: A-15, MIAC lngacrpian apea, Mataaranra, flicr. Paiirapa-410220, MaxapawrTpa, IHais
ABTOopuH3zauiMHKUi HOMmep: -

Homep GMP Eudra a6o ceptudikarty BignosiaHocti GMP:
NEW-WHO-GMP/CERT/KD/47691/2016/11/16413

M BupobHuk AdI = MeThopminy rigpoxnopus

Iwm'n: LoyryaHr ®ykanr ®apmacestuxan Ko. 1T

Apgpeca:  Hoprt-lct [JoHrsairyan Poag, [loHruenr, Kutan
AsTopusauiiHuii Homep: LU20160126

Homep GMP Eudra a6o ceptudikary signosigHocti GMP: SD20160514

[ Bupobuuk Adl - Metdpopmiy rigpoxnopug,

Im’A: FrPAHYAEC IHAIA NIMITEA

Appeca:  H.Ne 6-5i6-11, Temnse Poap, Boxcananni (V), F'ymmagigana (M), Canrapegai (aicr.) —
502313, Wrart TenenraHa, IHAiA

AsropusauiiHuil Homep: 214/MD/AP/96/B/R

Homep GMP Eudra a6o ceptudikary signosigHocti GMP: WC-0116

[ BupobHuk Al — MetdopmiHy rigpoxnopns

Im’n: FPAHYAEC IHOIA AIMITEL

Appeca: 15/A/1, baze-lll, 1A, Mxuaimerna, Xinepaban-500055, Wrat Tenenrana, lHain
ABTOpU3aLiiHMii Homep: 213/HD/AP/96/B/F/R

Homep GMP Eudra abo ceprudikaTty Bignosianocrti GMP: WC-0028

Homepu rpadiuHnx matepianis:

IHCTPYKUIA: 20168620 01

ETnkeTKa: -

Bnicrep: 1030-M166-RANDOM

Kopobka: 20168630 0822
YmoBu 36epiraHHA roToBoro NnpoayKTy: He NoTpebye cnewiasibHUX YMOB 36epiravHa.
[aTta BUNycKy AoKymeHTis: 14/11/2023
Homep TexHiyHoi yrogn: IC-QTA-17B

14. 3anBa npo ceptndikalito.
[daHM A 3aTBEPAXKYIO, WO HaBedeHa BULLLE ITHPOpMALLA € AOCTOBIPHOIO | TOUHOIO. LA cepia npoayKTy
byna supobnena, BKAOUAIOUM NaKYyBaHHA/MapKyBaHHSA | KOHTPO/Ib AKOCTi HA BULLle BKa3aHili ainanui
(pinaHKax) B nosHin BignosigHocti go Bumor GMP, BCTaHOBAEGHMMM MICLEBUM PeryasTopHUm
opraHom, i B BignosigHocri go cneumdikaui Toprosoi AniueHsii KpaiHu-imnoprepa. fporokonu

BUPOOBHULTBA, NAaKYBaHHA | aHani3iB cepil Byao po3rnaHyTo i BU3HAHO Bi,ﬂ,ﬁOBip,HiCTb-P.{égwq;MfP:ﬁ?m%
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15. Im'a i nosuuis/nocaga ocobu, aka cxsanuna BUNYCK cepii ANa NocTaBKu. ﬁf”’m TR N
Magdoina Molnar Bojtos Pharm D. /2ty
YnoeHosaiceHa ocoba

Bigaain 3abe3aneueHHsa AKOCTI
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16. Aignwc:

17. fara penisy: 14.11.2023

AT bapmanesrnyunii 3asoa Tena Honiep Jlinensit: HU-M-Teva \KER9AN D e

Biagia kourpoaio sKocTi

[1-4042 JieOpeuen, syn. [Tamnari 13, Ten: 43652515 100 daxe: +36 52 515119 £

Homenicsatypuinit ko: 84006945




CeptudikaTt AHanisy

Metdopmin-Tesa, Tabnetku, BKpuTi nniskoBoto 0b6onoxKoto, no 1000 mr, No 30

Homep cepii:
[Aata BupobHUuTBA:
Hara aHanisie:

0090021
}OBTEeHb 2023
23 »oBTHA 2023

HomeHKNnaTypHUN Koa:
TepmiH NpUAaTHOCTI:

84006945
}KOBTeHb 2026

Hosigka: QDP0040990 V4.0
BunpobyBaHus Cneu,ucbmau,m Pe3yabratu
ONMunc bini abo mamxke 6ini OBaJibHi TabneTKkn, BKpUTi NNiBKOBOW | Bianosinae
000/10HKO, 3 pUCKamMKM Ha 0HOX CTOPOHAX, TUCHEHHAM
~«9» 3niBa Ta «3» cnpaBa Bif, PUCKM Ha O[HIA CTOPOHI,
«72» 3nisa Ta «14» cnpasa Big PUCKW HA iHLWIN CTOPOH]
IAEHTUDIKALIA (BEPX) 1 B XoA4i KiNbKICHOr0O BM3HAQYEeHHA Yac yTpMMyBaHHA | Bianosigae
| ronoBHOro niky Ha XpomaTorpami  BUNPODOYBaHOro
- PO34YMHY  BIAMOBIAAE  TaKOMy Ha  Xpomartorpami
CTaHAAPTHOrO PO3YMHY.
IOEHTUDIKALLIA (1Y) IHOpPavepBOHWI CNEKTP NOrIMHAHHA 3aAULLKY Bianosiaae | Bignosipae
CNEKTPY NOpPIBHAHHA MeTHOpPMIHY rigpoxaopuay.
IAEHTU®IKALLIA (XNOPUAN) [To3nTHMBHA peaKLis BKa3y€E Ha NPUCYTHICTb X10pnAaiB. Bianosigace
IAEHTUOIKALIA BAPBHUKA (TyTaHy [TosnTrBHa Ansa BiANOBIAHOTO HapBHUKaA [TpoBOAUTLCA
piokenp) nepiognyHo
PO34YMHEHHA (33 20 xBUAKH, BignosigHo
€sp. Papm.) He meHwe 75% (Q) Big 3aaBReHOT KINbKOCTI PO3YUHAETLCA
| MiHimym | 332 20 xBUAKH. Bignosigae notouHoMy BMAaHHIO €BP. ¢. | 96 %
(2.9.3)
CepeaHe R | 98%
OAHOPIAHICTb 4O30BAHUX OUHULL Kputepil npuruHATHOCTI: BignosiaAHO A0 noTo4yHoro | Bianosipae
METOL0OM BAPIALIT MACH BUAAHHA €8p. ¢. (2.9.40)
| O4HOPIAHICTbL 4 O30BAHUX OANHNLbL
| METOAOM BAPIALII MACU
AV | . — <150 4,0
KIZTbKICHE BU3HAYEHHA (BEPX). 95,0 - 105 O% 100,4 %
(3aABieHa KiNbKicTb)
{ AOMILLKKN TA NMPOAYKTU PO3KNALY
| (BEPX)
LlianoryaHiguH (anyiangiamia) He Binbwe 0,02% <0,01 %
byab-aKa iHWwa He binblwe 0,1% <0,1%
3aranbHi JOMILKU He 6inbwe 0,3% <01%
| BMICT BOAU He 6inbwe 3,0 % 1,1 %
HITPO3040MILLKNY - NDMA He 6inbwe 0,032 ppm <0,005 ppm
MIIKPOBIO/TOTIYHUIA KOHTPO/b
HECTEPUNBHUX MPOAYKTIB p g; A o
3aranbHa KinbKicTb aepobHUX He 6inbwe 7S @ﬁmm ?{; " | lMpoBogurbea
MiKpoopraHismis ~ N \ nepiognyHo

AT Dapmayegmuuing 3a600 Tedd |
H-4042, Yeopujuna, Jebpeyen, [ainazi cimp. 13

Howmep zgimy. §356/2023




Ceptudikar AHanisy

Metdopmin-Tesa, Tabnetku, BKpuTi nniskosolo 06610KHKoI0, No 1000 mr, Ne 30

Homep cepit: 0090021

Jara BupobHUuTBa: KOBTeHb 2023
Jara aHanisis: 23 3oBTHA 2023
JoBinKa: QDP0040990 V4.0

HomeHKnatypHum Koa:
TepmiH npuaaTHOCTI:

84006945
KoBTeHb 2026

nniceHeBux rpmnbis
Escherichia coli

He 6inowe 102 RYO/r

BiacyTtHicTb 8 11

[lpoBOANTBLCA
nepiocanyHo
[IpoBOAUNTLCH
nepioguyHo

OivicHnm A 3aTBepAXKYHO, WO HaBeaeHa BuLLe iHpopmauis nepesipeHa 8 BignosigHocTi 3 npuHuunamu GMP i B
BIAMOBIAHOCTI A0 BUMOT PEECTPALIMHOIO AOCHE.

BUPOBHULTBO i KOHTPOb AKOCTI Han Ky NpoBeaeHi Ha dinaxui:
Tesa Yex IHgacTpis c.p.o. Onasa-Komapos, YecbKka Pecnybnika

[ata penisy: 14 nucronaga 2023

AT Dapmayesmuunuii 3a600 Teaa
H-4042, Veopwuna, [{eopeyen, Tlaazi cmp. 13

Balazs Gaal

KepiBHUK nigpo3ainy ximivyHoro koHtponto ||
Bigain 3abesnevyenHsa akocTi
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Honrep sainy: 8356/2023




