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JEPACIKCIIYXBA
JAEPKABHA CJHYXKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMU Y KHIBCBKIN OBJIACTI
'npocnem_Ba_nepiﬂ-ﬂoGaHOBCH{oro,.S I, M. Kuis, 03110, Ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua https://www.dls.gov.ua, Kog COPTIOY 37078774

BUCHOBOK |
Mpo SIKICTL BBE3¢HOr0 B YKpainy diKapcbROro 3ac¢ody
30.06.2022 Ne 22912/22/10
_____________________ _CTONTYCHUH-TEBA

(HEIHMEH}*’BHHHH mmapcbmm 3ac00y 3riIIHO 3 peecTpaLiiiHUM TOCRIIYEHHAM)

Tadaerxu no 10 Tabuaerok y Oaicrepi; mo 2 Gaicrepu y kopobui
(dopata BUNYCKy, A03YBaHN, BU MTAKYBaIHA HIKAPCLKOro 3acoby)

Howmep peecrpaniitnoro noceizuenns UA/2447/03/01 crpoxk xii peectpauiittoro nocsimuenns 01.01.2099

‘Cepisnikapcokoro 3acody Ne 16100122 Kinkkicts BBe3eHOro Nikapeskoro 3acody 16010
BupoGuuk TOB Tesa Onepeimny [Monanz, Tonbiua
(HaliMeHyBanHg BuPOGHUKE JIIKAPChKOI'O 3ac06y, Kpama II{}‘{DH}KE‘:HHH)
Bseseno B Ykpainy TosapuncTro 3 00MeReHOIO BiAIOBIDaNbHICTI0 "' Tepa Ykpaina',
imenT. koa: 34770471

(nalimenysanns Ta kox 3a CAPTIOVY ropuanunot ocobr abo npizsuute, iv's, 10 6aTHKORI
i3unoT 0coby - miAmpUEMLA, 1T MICLIE IPOKUBAHHS Ta PEECTpALliiHuif HOMEp. 0BTiKOBOT
KapTKH NIATHUKA TOAATKIB abo cepistTa HoMep racnopra)

[Mporoxon pisyansuore kourposnto six 21.00.2022 Ne 1425/12.

3a pesynsratamu  JEKABHOTO KOHTPONO BCTAHOBJNEHO, 10O JiKApchkui 3acit Bmeseso B  Ykpainy 3

AOTPHUMAHHSAM BHUMOT 3aKOHGXABCTRA L1010 3abe3neuenHs AKOCTI JIKApChKHX. 3ac00IB.
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CEPTUDIKAT BIANOBIAHOCTI
1 Ha3ga npogykra CTOITTYCMH~TEBA, Ta 611.».?_‘.'-I'HH, NQZO
2 KpaiHa-imnopTep YKpaiHa
3 Homep peecTpauiiHOro NoOcBig4eHHA UA/2447/03/01
4 | Cuna/ ARTUBHICTb byTamipaty uuTpaty 4 mr
: [BapeHeanHy 100 mr
5 NikapcbKa popma TabsieTKK
6 Po3mip Ta TUN yNakoBKHK 10 TabneTok B 1 6aicTepi, 2 6aictepu
7 Homep cepii 16100122
8 | Jata eupobHuuTea MOTHN 2022
9 TepmiH NpuAaaTHOCTI nwotun 2027
Ha3Ba, agpeca Ta HoMepu niLenaiii TOB Tesa Onepenwms MNonang, syn. Mornasceka 80, 31-
10 | AinbRMUb 3 BUPOBHMUTBA Ta 246 Kpakis, Monblua | |
| KoHTpORIO AKOCTI Bupobhwua niyensia: 138/0018/15 (nonepenHs GIF-IW-
1 - 400/0018/01/545/2\W?215/14) .
| 11 | Posmip cepii 16 010 yn
| 12 BunylleHa KiNbKiCTb 16 010 yn
CepTudikar signosigHocti GMP ans Ceptudikat signosigHocti GMP
BCIX ZiNbHUUD, WO 3a3HaueHi & rpadi IWSC.405:13.2021.AJE.1 ; WTC/0018 01 _01/55
13110, abo, akiwo Hassni, EudraGMP (IWZJ.405.11.2017.MG.1 WTC/0018 01_01/237)
HOMEPY NOCUIaHb | IWSF.405.50.2020.KK:1 ; WTC/0018_01_03/108
_ ) IWSC.405.13.2021.AJE.2 ; WTC/0018_01_02/56
14 | Pe3yabTaT aHaniay BignosiaHo go CeptudikaTy aHanisy
15 | KomeHrapi / 3ayBaXkeHHs _
3anasa npo ceptudikaLlio;
LUum s 3acsiguyto, o HaBegeHa BUWe HPOPMALIA € CMPaBXKHLOK | TOUHOIO. Lis cepia npoaykry
6yna BUroTOBNEHE, BKAIOMAOUM NAKyBaHHA / MapKYBaHHA Ta KOHTPONL SKOCTi Ha BULLEBKa3aHii
16 | Ainanui (ginankax) B nosHiK BignosigHocTi Ao sumor GMP, BCTAaHOBASHUX MICLUEBUM PETYAATOPHUM |
OpraHom, 1.y BIANOBIAHOCTI A0 cneundikauii PeectpayiiHoro nocsigyeHns KpaiHu-imnoprepa abo
$anny cneuudikallii NPOAYKTY 418 AOCAIAMKYBAHUX NiKAaPCbKUX 3acobiB. [TpOTOKOAM BUPOHBHMLTBS,
YMaKoBKK Ta aHani3is 6yno nepesipeHo i BUIHAHO Takmu, WO BignoBiaatoTse GMP.
Cepia dyna sunyuieHa Ansa Npoaarxy.
Kopobka 70069945
1 17 | bnicrep 70069944
lHCTPYKLISA | 70065393
lpiseuuie Ta nocaga / 38aHHa ocobu, | Craplumit daxiseLb 3a6e3neueHHA aKOCT]
18 H}_{a BlANoBIAaE 3a Bﬂ yeR _CED” / YNoBHOBaXeHa ocoba
Nignuc ocobu, aka signosigac 3a
Bunyck cepii / flata nignucy

TOB Tesa Onepeiwns Nonang:

By/. Eminlf Naatep 53, 00-113 Bapwasa; www.teva pl )
‘ARpECa Ans AMCTYBaHHA Odic i 3aB0a 8 Kpakoei: ByA. Morinbeka 80, 31-546 Kpanis, Ten .1 +48 12411 10 47, email: krakow@teva: pl
ABpPeca AfA AMCTYBAHHS odic 1 32801 B KyTHO: ByN. CerKkennya 25, 33-300 KyrHo, Téa .: +48 24 351 33 50, email: kutno@teva.pl
'OKpYHHKA cya cToAn Bapwasey vy Baptuaaei; 12-# BisHec Niapo3ain HauloMansHore cynoBoro peecTpy;

PeecTpauiinui Homep: KRS 0000070048; INH Homep: 951-15-88-683; CTatncTuyHmMil Homep 012230311,

‘AxLioHepHN KaniTaa: PLN 22,220,000.00 (NosHICTIO annayervi ).




te‘ﬁa No ceptudikaty: 40504107

CEPTU®IKAT AHANI3Y

||

| Homep ceprudikary: 40504107
Hassa apoaykry: CTONTYCUH-TEBA, Tabnetkn 4+100 mr Ne20 UA
HoMeHKnaTypHUI Koa: 19000708
Homep cepii: 16100122
Homep cepii 6anka: 14034922
Cneundikauin/imoprep: SDII002304/22 Ykpaiua
JaTa BupobHULTBA: 15 motoro 2022
TepmiH NPUAATHOCTI: motun 2027
3arasibHi BUMOTU: bini Tabnetku kpyrnoi dopmu, 3 nidiewo Bignosipnae

PO310MY 3 OAHOTO BOKY
KomeHTap: nepeBipeHo M.Piek
|lneHTUdiKauis GytamipaTy Hac yTpumyBaHHA nika ByTtamipaty uuTtpaty Ha Bignosinae
untpaty {BEPX) XPOMaTOrpami BUNPOOYBAHOIo PO3YMHY
| NOBUHEH  BIANOBIAATM  Yacy YTPUMYBAHHA
CTaHgapTy ByTamipaTy umTpaTty

laeHTMdiKauin byTamiparty [TONOKEHHA, 30BHIWWHUN BUTNAL, Ta Bighosipae
untpaty (TLUX) IHTEHCUBHICTL  3abapBieHHA NAAMUA Ha
XpOomaTorpami BUNPOobYBaHOIO PO3YUHY

MOBUHHI  BIANOBIAATM TaKMM [MNAMaAM  Ha
~ XpOoMaTtorpami CTasaapTy

laeHTdikauis reandeHesnny Hac  yTpumyBaHHA nika rBandeHesMHy Ha Bianosipae
(BEPX) XPOMATOTPaAMI BMNPODYBaHOrO PO3YUHY
NOBMHEH BIANOBIAATU  Yacy yYTPUMYBaHHA
CTAaHAAPTY rBandeHe3nHy

laeHTndikauia reandeHesnny [TonoKeHHA, 30BHILLUHWM BUTAAL 1a Bianosinac
(TWix) | IHTEHCUBHICTL  3abapBAeHHA  nAAMM Ha
XpomaTorpami BUNPOBYBaHOrO PO3UYNHY

NMOBMHHI  BIAMNOBIAAaTM Takum nAAMam. Ha.
XpOmaTorpami CtTaHaapTy

- He -meHWe 18.3 20 TabneToK +7.5% Biannoeigace
- He binbwe 2 320 TabAeTOK + 15%
_ KomenTap: L=224.3, H=235.7, A=229.5 |
OgHopiagHiICTE BMiCTY Ans 10 Tabnetok + 15 % Bia cepeaHboro smicty Bianoeigae
~ byTamipaTy uMTPaTY
abo

fna 30 min. 29 3 30 vabretok t 15 % Bia
CepeAHLOro BMICTY ByTamipaTy umuTpaTy T2

makc. 1 3 30 Tabnetok + 25 % Big, cepeaHbOro
BMICTY byTamipaTty ynTtpaty
KomenTap: P
byTamipaty uyuTtpaty AV=8,7: L=89,5: H700
A=97,5; RSD=3,3 N
TeangpeHesnHy AV=44; 1=95_38; B&=3{
A=98,1; RSD=1,7 ik

TOB Tena Cnepeiiwna NManaup,

By, Eminii Naatep 53, 00-113 Bapwasa; www.teva.pl

Afpeca 4nA AMcTysanHa odic i3aaos b Kpakos!: eya. Morinbeka 80, 31-546 Kpakis, Ten .. +48 12 411 10 47, email: krakow @teva.pl
Aapeca anA AMCTyBaHHA odhc | 3aeod 8 KyTHo: BYA: Cerxenmua 25, 99-300 HyTHo, Ten .: +48 24 381 33 50, email: kutno@teva.pt
OKpyHHWIA cyA cToAMU Bapiuaen y Bapwaei, 12-% BisHec Niapesgin HaujoHanwHGro cyaAcBord peecipy:

PeecTpauifinuin Homep: KRS 0000070048; INH Homep: 951-15-88-683; CTaTUcTHUHUA HoMep 012230311,

AKLICHEPHUA kaniTan; PLN 22,220,000.00 (nokHicTie onaadenui).




tewa Ne ceptudirary: 40504107

CEPTUDIKAT AHANI3Y

- OpHopigHICTL MacK MpoBOAATL BUNPOBYBAaHHA ANA NEepLInX TPbOX -
PO3/aMaHMUX OAMHNLb - HE NPOMUCNOBMX cepitt abo, WoHAMMEHLe, OauH
PYTUHHUWUW TecCT pa3 Ha piK

| - KOMeHTap: He pyTUHHUIA TecT |
 OQHOPIAHICTb Macy TabneTkU BUTPUMYIOTb BUNPOBYBAHHA, AKLLO -
poO3NamaHnx TabneTok MakcumanbHo 1 iHAMBIAYaibHA Maca BUXO4UTD

3a - mexi Aimity 85% - 115% 8ig, cepegHboi macw.
Tabnetkn HE BUTPUMYIOTL  BUNPOBYBaHHA,
AKWO, Oinbwe HiXK 1 iHAMBIgyasbHa maca
BUXOAMTL 3a Wi  wmexi abo akuio 1
IHAMBIAYANbHA Maca BUXOLWTb 33 MEXI NIMITY
75%.-125% Big cepeaHboi-mack.
~ i KomewTap:He pyTMHHUII TECT D
PosuMHeHHa reandeHesnHy 3a He menwe 80% (Q) Big 3aseneHol KinbkocTi Bignosigae
30 x8; Q=80%; €8p. ¢$. 2.9.3; rBandeHesuHy Bianosiaae Bumoram €sp. .
| 2.9.3; cTaaii 51,52, S3 signoBigHo
KomenTap: 101;102;98;101;103;101;:A=101

Po3uynHeHHs ByTamipaTy He meHwe 80% (Q) Big 3aaBAEHOT KinbKOCTI
uuTtpaty 3a 30 xB; Q=80%; €Bp.  OyTamipaTy UMTPaTy BignoBiZaE BUMOram €Bp. Bianosigae
¢. 2.9.3; ¢. 2.9.3; crapii S1, S2, S3 BignosigHo
- o _ Komenrap: 105;103;93;102;104;102;A=102 S
PosnagaHHs He binbue 15 xBUAUH 2 XBUANHM
KiIbKICHE BM3HAYeHHSA
bytamipaTty umTpaTty Big 95,0% - 105,0% 100.5 %

-3aaBneHoIl KinbkocTi (BEPX)
KinbKICHE BU3HAYEHHSA
byTamipaTty UMTPaTY B.OLHI N 3,8-4,2 mr 4.0 mr

Tabnetui (BEPX)

KiNbKICHE BM3HAYEHHS
rBavpeHe3nHy Bia 3adBNeHOT 95,0% - 105,0% 98,7 %

“Kinbxocti {BEPX)

KinbkicHe BU3HAYeHHS

reandeHesnHy B ofHin TabneTwi 95,0 - 105,0 mr 98,7 mr
-(BEPX) o . _

NpoayKTH posknaay - [lpoBOAATE BUMPOBYBaHHA AAA NepLInX AeCcATH -
AieTnamiHoeTOKCUeTaHoN MPOMUCIoBNUX cepid abo, WoHalmMmeHwe, oanH

(TWX) - He pyTUHHUIE TecT pa3 Ha pik

| - KomeHTap: HE PYTUHHWW TeCT o
[MpodyKTHn po3Knaay - -
AleTmnamiHoeToKCMeTaHOA He 6iabwe 0,5%

{TWX) Bip 3anBMeHOl KinbkocTE  KomeHTap: He pyTUHHNI TecT

_byTtamipaty umrpaTty
Aomiwku {y % Big 3asBneHoi
KINbKOCTI rBandpeHesnHy) - BEPX:

- Aomitika A {B-izomep) He Binbwe 1,0%

TOB Tesa OnepeHdwHa Nonamn
BY/. EMIAl NMaatep 53, 00-113 Bapwaea; www.teva.pl

Anpeca AR AMCTyBaMHA odic | 3a80A B Kpakoei: Bya. Moriascka 80, 31-546 Kpakis, Tea ; +48 12 411 10 47, email: krakow@teva.pl
Aapeca 818 MMETYBAHHA odic | 32804 8 KyTHo; By, Cetikeahqa 25, 99-300 KyTHo, Tea . +4B 24 361 33 50, email: kutno@teva.pl
OKpyHHHA CyA, cTOAMU] Bapwaen y Bapwaei, 12-i BisHeac Nigpoaain HawioHanbHOro cyA0BGro peecTpy;.

PeecTpauiittmin Homep: KRS 0000070048; INH Homep: 951-15-88-683; CTaTMCTAY HHIT Homep 012230311,

AXUiOHepHWS kaniTan: PLN 22,220,000.00 (nosHicTio onaassHmi).




te%yq Ne ceptudikary: 40504107

CEPTUGDIKAT AHANI3Y
B Aomiwka B (rsaskon) He Ginbwe 0,5% 0,0 %
KomeHTap: He 3HanaeHo
- nomiwka C(bicedip) He 6inbwe 0,5% 0,0%
KOMEHTaR: HUXYEe MeXKi KiNbKICHOro BUABNCGHHA
- AOMiWKa D {anmep) ~ He 6inbwe 0,5% 0,0 % .
MikpobionoriyHa yucroTta - ans  BunpobyBaHHA NPOBOAATL A0 KOKHOT 10-i ce pil -
 KOoHoi 10-i cepii KOMEHTAp: He PYTUHHWI TecT

MikpobionoriuHa ynctoTa
- 3arafibHa KiNbKicTb aepobHmx  He Ginbwe 1000 KYO/r -

MIKpOOpraHiamie KOMEeHTap: He PYTUHHWK TeCT

MikpobionoriyHa yncroTa

- 3arafibHa KinbKicTb He 6inbwe 100 KYO/r | .
APPKOXKOBMX Ta NMICHEBUX KOMEeHTap: He PYTUHHWUK TeCT
rpubis

MikpobionoriyHa yncroTa

- Escherichiacolis 1T BiacyTHsa -

_ KOMEHTap: Hé PYTUHHUK TeCT |
BianosigHicTb iHAMBIAyanbHOI  TabneTku ynakosaHi B besbapsHuit Bnictep 3 Bignosigac
VMaKOBKM NBX / Al $¢onbrm no 10 TabneToK B KOMKEH
Onicrep, 2 bnictepun (20 oguHMLL) ynakoBaHi B
S KAPTOHHY KOPOOKY 3 IHCTPYKLIE |
BianosigHictb iHAMBIAyanbHOT  KOHTpOAb  nepworo BigKpuTTA - KOpoOKa Bianosinae
YMaKOBKM N 3aKNeeHa

Linm A 3acsigqyto, WO HaBegeHa BuLe iHGOpMaLLa € CTIPaBKHbO | TOMHO!O. Lia cepia npogyKTy
Oyna npoTecTtoBaHa B NOBHIM BiaNOBIAHOCTI 3 BMMOramm GMP, BCTaHOBAEHUMYN MicLEBMM
PEryAATOPHUM  OpraHom, 1y BIANOBIAHOCTI i3 3apeecTpoBaHOW cneuudiKaLield KpaiHu-
iMnoptepa. PesynbTaTh TecTyBaHHA cepii 6yAc nepesipeHo | BU3HAHO TaKMMM, L0 BiZNOBIAAOTb
'3apPeECTPOBaHIN cneuundikauil.

3atsepakeHo: Natalia Zdebska
Kpakis: 25.03.2022, 10:38:43 Michal Gil
25.03.2022

TOB Tesa Onepedwna Nonang, -

YA EMini Maatep 53, 00-113 Bapwaea; www.tevapl

Aapeca AAR nmcTyBarHA obic i 2280 6 Kpakoei: syA.. Morinecka 80, 31-546 Kpanrig, Téa .0 48124171710 47, email: Krakow @teva.pl
Anpeca AnA AMCTysaHHA odic i 3aBog B KyTHO: By, CeHReBuya 25, 99-300 KyTHo, Ten .: +48 24 361 33 50, email: kutno@teva.pl
QKpy®HWA CYA cTOAMU Bapwaen y Bapwasi, 12-i1 BisHec Nigpoagin HalioHaALHOTD CyAGBOro peecTpy;

PeccTpaniitui Homep: KRS 0000070048; INH Homep: 951-15-88-683: CTaTHCTHMUHK Homep 012230311,

AxUioHepH I KaniTan: PLN 22,220,000.00 [nosHicTio onaaveHui).




