JTEPXUTIKCITYXXBA |
AEPXKABHA CIIYKBA 3 JIKAPCHKHX 3ACOFBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMMU Y KHIBCHKIM OBJIACTI

npocrnekt Banepia JloGarnoscbkoro, 51, M. Kuis, 03110, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kog €PTIOY 37078774

BHCHOBOK
Npo AKICTh BBe3¢HOr0 B YKpaiHy JiikapcbKoro 3acofy

23.02.2021 Ne 5728/21/10

CYJibIIIPU I

(naliMeryBaHHA NTiXapcrKoOro 3acoby 3rilHO 3 peeCTpANiHIM NOCBITICHHSM)
kancysau TBepai no 100 mr mo 12 xancya y Gaicrepi; mo 2 Giicrepn y kKopo6mi

(¢opma Bumycky, NO3yBAHHS, BHX NAKYBAHHA JIK4PCLKOrO 3aC06Y)

Homep peectpaniitroro nocsinaenns UA/4832/01/02 crpox zii peectpauitinoro nocsimuerms 24.06.2021

Cepia nikapcsxoro 3aco6y Ne 16006221 Kinmexicts BBe3eHoro nikapcskoro sacoby 24120
- BupobHHK TOB Tera Onepeitmmas INonana, [Toxsma
(ualiMenyBanis BUPOGHHKa JTKAPCHKOroO 3ac06y, kKpaiHa OXOMKCHHS)
BaeseHo B Vkpainy ToBapucTBo 3 06mexenoo BignoBinaabHicTIO "TeBa Yipaina", igenr.
’ xon: 34770471

(salivenysanns Ta kox 38 €JIPTIOY ropuamanof 0co6H a6o npispuiue, iM'a, o 6aTEKOB SisuarOT
oco6u - nianpremus, if Miclie NPOXUBAHHA Ta PecCTpamiit It HoMep 06niKoBOT KaPTKH IIATHHUKA
nozatkis aGo cepis Ta BoMep nacriopra)

HpoTokon Bisyansuoro xonrpomo ein 12.02.2021 Ne 0357/3.

3a pesymbraTaMH [EpXKaBHOTO KOHIDONIO BCTAHOBNIEHO, INO Jikapchkmif 3aci6 BBeseHo B Vkpainy 3
AOTPHMAHHSAM BHMOr 3aKOHOAABCTBA IIOAO 3a6e3MeYeHHS AKOCT] MiKapChKHX 3aco6iB.

Onexciit COJIOJTPAI

(ininiamu Ta npissume)




teva

CEPTUDIKAT BIANOBIAHOCTI

1 Hassa npoaykry CYNbNIPUA, kancynm TBepai no 100mr Ne24

2 KpaiHa-imnopTtep YKpaiHa

3 Homep peectpauiiiHoro UA/4832/01/02
nocsig4YeHHA

4 Cwna/ AKTUBHICTb Cynbnipna 100 mr

5 Nikapcbka popma Teepai kancyaun no 100 mr

6 Po3mip i TMN ynakoBKu 12 kancyn B 1 6nicTepi, 2 6nicTepa

7 Homep cepii 16006221

8 [ata sBupobHuuTEa rpyaeHs 2020

9 MNpuaatHuit go rpyaeHnb 2023

10 Ha3ga, aapeca i Homepwm TOB TeBa OnepeiiwH3 MNonaxa, Byn. Morunsceka 80, 31-
NiueHsin ginbHNUb 546 Kpakis, Nonbua

BUPOBHMLTBA | KOHTPONIO AKOCTI | BUpo6Huya niueHsia: 138/0018/15 (nonepepHa GIF-IW
400/0018/01/545/2W215/14)

11 Po3mip cepii 24120 yn

12 BunyuwieHa KinbKicTb 24120 yn

13 CepTtndikar signosigHocti GMP | Homep cepTndikaty signosiaHocTti GMP:
ONA BCIX AiNbHULUDb BKa3aHWX B IWZ2J.405.11.2017.MG.1 WTC/0018 01 01/237

rpa¢i 10 abo, 3a HasBHOCTI, IWSF.405.50.2020.KK.1 WTC/0018_01_03/108
nocnnaHHa Ha EudraGMP IWZ).405.11.2017.MG.3 WTC/0018_01_02/239
14 Pe3ynbTaTu aHanisis BianosigHo no CeptudikaTy aHanisy
15 KomeHTapi/nomitku -

16 3anasa npo cepTudikadito:

AincHnm A 3aTBEpAXKYIO, WO HaBeAeHa BULLe iHGOPMAL|iA € AOCTOBIPHOIO Ta TouHO. Lia cepis
npoAykty 6yna BupobneHa, BKIOYAIOUM NAKyBaHHA/MapKyBaHHA Ta KOHTPOAb AKOCTI Ha BULLE
BKa3aHin AinbHuui (AinbHUUAX) B NOBHIK BigNOBIAHOCTI 40 BUMOr GMP, WO BCTaHOBAEHI
MICLEBMM PEryNATOPHUM OpraHom, Ta cneumdikauiil PeecTpauiiHoro nocsigyeHHA KpaiHn-
imnopTtepa abo cneuudikauiil aoCbe ANA NPOAYKTY, WO AOCNIAKYETbCA. POTOKOAM
BUPO6HULTBA, NaKyBaHHA | aHanisy cepii 6yn0 pPO3MNAHYTO M BM3HAHO TaKUMW, LUO

BignosigaoTs GMP.
Cepia 6yna BunyLieHa ANA NPOOANKY.
17 Kopobka 70066624
Bnictep 80014700
IHCTpyKLUiA 70066625
18 Mpizsnwie Ta nocaga/3saHHA Ta | CTapwwuit daxiseup Biaainy 3abesnevyeHHn ax

Nignuc ocobw, aka signosigae
3a BMNyCK cepii / [aTa
niANncaHHA Anna Jachewicz-Jakubowicz 14.01.2¢

TOB Tesa Onepe#wHs NonaHp

8yn. Eminii Npatep 53, 00-113 Bapwasa; www.teva.p!
Anpeca Ana MMCTyBaHHA odic | 3aBoA B Kpakosi: Byn. Morunbcbka 80, 31-546 Kpakos, Ten.: +48 12 617 80 00, pakc:+48 12 411 10 4
Appeca pna nncTysanHA o¢ic | 3a80a 8 KyTHO: Byn. CeHkesnya 25, 99-300 KyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl
IHwi 0aHi supobHuKka




teva

CEPTUDIKAT AHANIZY

Homep cepTtudikaty: 40485102

Homep ceptudikary: 40485102
Mpoaykr: Cynbnipua, kancynn no 100mr Ne24, YkpaiHa
HomeHKnaTypHui Koa: 10002607
Homep cepii: 16006221
Homep cepii 6anka: 14367220

Cneumoikauis/kpaiHa-imnoprep:
[ara supobHuuTsa:

SDI1002287/7 YkpaiHa
08 rpyaHs 2020

MNpuaaTHWiA po: rpyaeHs 2023
3aranbHi BUMOru: Kancynu ymniHapuyHoi dopmm 3 Bignoginae
HaniBKPyrAnmm Kpaamm Homepom 3. ‘
Kancynu xoBTi.
MNopouwok B Kancynax 6inui abo
KpemoBui.
KomeHTap: nepesipeHo K.Kruk
laeHTndiKauis cynbnipmnay - YO metop Y&-cnekTp BMNpobyBaHOro po3umHy
NOKa3yE MaKCUMYyM NP A0BXKUHI XBWNi A=
. 292 + 2 Hm Bignosipae
IaeHTUdiKauia cynbnipnay — TWX meTop, Bignosinae ctangapTy Bianosiaae
KinbkicHe BusHaveHHA Cynbnipnay B 0AHIN
Kancyni (YO metoa) 95,0- 105,0 mr 98,4 mr
OaHOpiAHICTb macK oKpemMux Kancyn + 10% Bip 3HaAeHOI cepeaHboi MacK
BMICTY Kancyau Bignosigae
KomeHtap: L=154.1;H=165.3
CepepnHa maca Bmicty Kancyau (160 mr -
TEOPETUYHO) 148,0- 172,0 mr 160,5 mr
Yac po3nagaHHA Kancyn He 6inbwe 15 xs. 6 xB.
Po3unHeHHs t=45 x8, Q=75%, €sp. ©. Q =75 %; yac Binbopy 3paskis - 45 x8; Bignosinae
(2.9.3) Bianosinae sumoram €sp. ®. (2.9.3),
piseHb S1, S2 abo S3 signosigHo.
KomeHrtap: 94;89;92;91;94;91;A=92
XpomatorpadivHa umctoTa (TLUX meToa)
- OKpema AOMilliKa He 6inblwe 0,25% Bianosinae
KomeHTap: He BUABNEHO
XpomatorpadiyHa uncrota (TLUX meToa)
- 3aranbHi AOMILLIKKY He Ginbwe 0,5% Bignosinae

MikpobionoriuHa ynctoTa- KoXKHa 10 cepis:

KOHTPOAIOI0TL KOXKHY 10 cepilo, ane He
pigwe ogHoro pasy Ha piK

- 3arafibHa KiNbKicTb aepobHUx
MiKpoOpraHi3mis

- 3aranbHa KinbKicTb
Apixarkosux/nniceHesux rpmbis

- Escherichiacolis 1r

KomeHTap: He pyTUHHWI TecT
He 6inbwe 1000 KYO/r
KomeHTap: He pyTUHHMWI TecT
He 6inbwe 100 KYO/r
KomeHTap: He pyTUHHUI TecT
BiacyTHa

KomeHTap: He pyTUHHMA TecT

TOB Tesa Onepeitwns Nonang,
8yA. Eminii Naatep 53, 00-113 Bapwasa; www.teva.pl

Anpeca AnA nUCTYBaHHA odic i 3aBoa & Kpakosi: Byn. Morunbcbka 80, 31-546 Kpakos, Ten.: +48 12 617 80 00, dakc:+48 12 411 10 47, email: krakow@teva.pl
Appeca Ana nMCTyBakHA odic i 33804 B KyTHO: Byn. Cenkeshua 25, 99-300 KyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl

IHWi OaHi supobHUKa




tewq Homep ceptudikaty: 40485102

BignosigHicTb iHAMBIAYaNbHOT yNnakoBKM 12 kancyn ynakoBaHi 8 6aictep ¢ NBX/Al Bignosipae
donbruy, 2 bnictepa (24 oanHuULi)
YyNaKkoBaHi B KapTOHHY KOPOOKy 3
IHCTPYKUji€ro

BianosigHicTb iHAMBIAYaNbHOI YNAaKOBKK HaasHicTb KOHTpOAIO Nepworo BigKpUTTA  Bianosigae
— KopobKa 3aKkneeHa.

[AiicHnm A 3aTBepAKYIO, WO HaBeaeHa BULle iHGOPMaLLf € AOCTOBIPHOO Ta TOYHOIO. KoHTponb
AKOCTI AnA i€l cepii 6yno nposeaeHo B NOBHiIl BignosigHocTi Ao Bumor GMP, wWwo BcTaHOBNEHI
MiCLIeBUM PEryNATOPHUM OPraHOM, Ta 3apeecTpoBaHMX cneumndikaLiin KpaiHu-imnopTtepa. PesynbtaTtn
TecTysaHb 610 PO3rAAHYTO M BU3HAHO TakUMM, LLO BiANOBIAAIOTb 3apEECTPOBAHUM cnelndiKaLiam.

3aTBepakeHo: Agnieszka Makowiec daxiseub Biaainy 3abesneyeHHn
Kpakis: 14.01.2021, 11:48:42 AKOCTI

Beata Stolarz

14.01.2021

TOB Tesa Onepeiwns Nonaxg

8yn. Eminii Nnatep 53, 00-113 Bapwasa; www.teva.pl

Alpeca ANA MuETyBaHHA odic | 3a8oA B Kpaxosi: Byn. Morunbcoka 80, 31-546 Kpakoe, Ten.: +48 12 617 80 00, daxc:+48 12 411 10 47, email: krakow@teva.pl
Appeca ana ancTysanna odic i 3a80a B KyTHo: Byn. Cenkesuua 25, 99-300 KyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl

IHwi daHi supobHuKa
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