CEPTU®IKAT BIgNOBIAHOCTI

1 Hassa npoAyKTy EHananpun-Tesa, Tabnerku no 5 mr N2 30
2 KpaiHa-imnopTep YKpalHa
) Hom-ep peecTpaLiuHoro UA/16349/01/02
nocBig4eHHS
4 Cuna/ AKTUBHICTD 5 M eHananpuny manearty
5 JlikapcbKka popma Tabnerku no 5 mr
6 Po3mip i TUM yrnakosKu 10 Tabnetok B 1 6nictepi, 3 bnictepu
7 Homep cepil 16476823
8 [lata BUPOBHULLTBA nuctonap 2023
9 MpugaTHuM [0 nuctonag 2026
Ha3Ba, agpeca | Homepw TOB Tesa OnepeiwHs NMonaHg, syn. Morunbebka 80, 31-
10 MUEH3IN AiNbHULD 546 Kpakis, flonbLa
BUPOBHULTBAE | KOHTPONIO AKOCTI | BrpobHuya niueHsia: 138/0018/15 (nonepegHa GIF-IW
400/0018/01/545/Z2W215/14)
11 Po3mip cepii 44 640,000 yn
12 BunyuieHa KinbKicTb 44 640,000 yn
CepTudikar sBignosigHocti GMP | Homep cepTudikaty signosigHocTi GMP:
N7 BCIX AiNIbHUUb BKa3aHUX B IWSC.405.13.2021.AJE.1 ; WTC/0018 01_01/55
13 rpadi 10 abo, 3a HaABHOCTI, (nonepeawii IWZJ.405.11.2017.MG.1 WTC/0018_01_01/237)
nocunadHa Ha EudraGMP IWSF.405.46.2023.1P.1 ; WTC/0018_01_03/87
(nonepeaHivi IWSF.405.50.2020.KK.1 ; WTC/0018_01_03/108)
IWSC.405.13.2021.AJE.2 ; WTC/0018_01_02/56
14 Pe3ynbTaTth aHanisis BignosigHo go CeprtudikaTty AHanisy
15 KomeHTapi -

3anBa npo cepTudikauito:
IiCHUM A 3aTBEPAXKYIO, WO HaBeAeHa BuLLe IHpopmaLin € NOCTOBIPHOIO Ta TOYHOO. LA cepis
NPoAyKTYy 6yna BMpob/ieHa, BKAOUAOUM NaKyBaHHA/MapKYBaHHA T8 KOHTPO/ib AKOCTI Ha BuULLe
BKa3aHiit ainbHuui (AinbHuuAX) B noBHiW BignosigHocti ao sumor GMP, o BCTAHOB/IEHI
16 MICLLEBMM DErynaTOpHMM OpraHom, Ta crneuudikauin PeectpauiHoOro noceig4eHHs KpaiHu-
imrnoptepa abo cneyudikauin OOCbe ANA MPOAYKTY, U0 nocnigaXyeroca. [ipotokonu
BUPOOHMLTBA, NaKyBaHHA | aHanisy cepil Oyno poOsSriAHYTO U BU3HAHO TakWMU,..lLO
gianosinatotT GMP. |

Cepia Oyna sunyweHa An1a Npoaaxy.
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Kopoﬁﬂa 70074470
17 bnictep 70067285
IHCTPYKWIA 70074062 AN
Mpiseuile Ta nocaga/3BaHHA Ta | OnepauiiHui meHeaKep BigAainy 3a6e3neqe7fi @a}mm ... ,g{
Nianuc ocobu, aka Bianosina === ”*ﬁ e =
18 w ° ...HK FHCREE YnosHoBaXkeHa 0coba e
3a BMNyCK cepil / AaTa
NiANUCaHHA Anna Wierzbicka-Kowalik 29.11.20

TOB Tesa Oneperwins flosanpg,

By, Eminii NaaTep 53, 00-113 Bapwasa; www.teva.pl .
Afpeca ans avctyBaHHA odic | 3asog B Kpakosi: Bya. Morwascoka 80, 31-546 KpaKos, Ten.: +48 12 £17 80 00, daxc:+48 12 411 10 47, emg
Afpeca Ana AcTysaHHA odic | sasoa B KyTHo: By, CeHkebuya 25, 99-300 KyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.pl
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CEPTUDIKAT AHANIZY

Homep ceptnoikaty: 40523874

Homep cepTuodikary:

[TpoAYKT:

HomeHKNaTypPHUW KOA,:

Homep cepit:

Homep cepii banka:
Crneuundikauis/kpaiHa-imnoprep:
[lata BupobHMLTBa:

MpuaaTHUU Jo:

40523874
EHananpun Tesa 5 mrtabnetxi Ne 30 YKpaiHa

19002185

16476823

14326823
SDH002399/25 YKpaiHa
15 nuctonapa 2023
nucronapn 2026

3arasibHi BUMOTH

Bini, Kpyrni, gBoonykni Tabnetkun snap tab 3 puckoto Bipnosipac
3 04HOro BOKY

KomeHTap: nepesipeno P.Sarnik

|neHTUdiKkayia eHananpuay maneary
MeTtog BEPX

Yac yTpuMyBaHHA rnika eHananpuiy manearty Bipnosigae
BiAANOBIAAE Yacy YTPMMYBaAHHA CTaHAAPTY
eHananpuay manearty

| neHTUdIKalia eHananpuny manearty
MeTtog cnektpodoromeTpii B YO i
BUAMMIN obnacTi

CnekTp 3paska B Yd/sugumin obnacri signosigae Binnosinac
CNeKTPy CTaHAapTy

OpHOPIAHICTD MacK NOAINbHOI
4aCTUHMU

NposoasaTh BUnpobysaHHa Ana KoxHoi 10-0i cepil Bignosiaae
ane, AK MiHiMym, oauH pas Ha pikK.
KomenTap: L=81.26; H=96.11 A=89.343

OpaHOpIgHICTD MacKu NONOBUH
TabNeToK

He 6inblue Hixk 1 okpema maca BuUxoguTh 33 mexi Bignosipae
85-115% Bin cepeAHbOI macu, | KoAHa maca He
BUXOAUTb 3a MexXi 75-125% Bif, cepeHbOi MacK

BtpaTa 8 maci npu BucywysaHHi (1r,
4 ron, 105°C)

NposoaaTb BUNpobysaHHA Ana KoXxHoI 10-0i cepii
ane, AK MiHiMym, OAWH Pa3 Ha piK
KomeHTap: He peryaapHui Tect

BTpaTa B maci npu BucywysaHHi (1r,  <5%

4 roa, 105°C) (m/m) €Ep.P. 2.2.32 KomeHTap: He perynapHunii Tecrt

Bmict aitouoi pevosutu (% Big 95,0 % — 105,0 % 101,6 %
3afBMeHOl KinbKkocTi) (BEPX)

OaHOpIAHICTb A030BaHVX ogmnHnub  [nA 10 Tabnetok AV<15.0 abo ana 30 Ta bseTok Binnosinae

AV<15.0 i Hemae BMICTY B OKpemnx A030BaHUX
ognHnuax menwe 0,75 M abo binbwe 1,25 M

KomeHTap: AV=3,1; L=99,7; H=104,2; A=101,6;
RSD=1,2

PO34YMHEHHA eHananpuay maneary
(EBp. Papm. 2.9.3)

He meHwe 80% (Q) B8ig 3aABNEHOI KiNbKOCTI
eHananpuny manearty po3vnHAETLCA 3a 30 XBUNNH

Bianosinae sumoram €sp. ®.: piseHb 51, 52, 53 Bianosigae
BiAMNOBIAHO

KomeHTap: 102, 101, 103, 102, 101, 101, A=102

XpomarorpadiuHa umctoTta (BEPX):
- Aomitka B

- nomiwka C, (eHananpunar)
- pomiwka D, (ankeToninepasmH)

- pomiwka BHY 0,29

TOB Tesa OneperwHs Nonaup,
ByA. Eminii NaaTep 53, 00-113 Bapwasa; www.teva.pl

Appeca pans anctysaMHs odic | 3asog B Kpakosi: Bya. Morunbceka 80, 31-546 Kpa«os, Tea.: +48 12 617 80 Q0, darc:+48 12 411 10 47, emaNg
Appeca pns nmcTysaHHs odic | 3aBog B KyTHo: sya. Cenkesnuya 25, 99-300 KyTHO, Te. +48 24 361 33 50, email: kutno@teva.pl

IHwi dani eupobHUKA

<0,3% 0,0%
KomeHTap: HMKYe MeXKi BUABNEHHA
<0,3%
KomeHTap: Hu4e MmexKi BUAB/IEHHA
<0,3%
KoMeHTap: HU4e Mmexi BUAB/IEHHA
<0,2%
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Homep ceptdikaty: 40523874

KomeHTap: He BUABNEHO

- Byb-AKa iHWa A0MILIKE <0,2% 0,0%
KomeHTap: HUXKYe MeXi BUABJIEHHA
- 3ara/fibHi AOMILLKM <1,0% 0,0%
32U KOBNIM PO3YUHHUK — €TAHO MpoBoAATL BUNPOOYBaHHA ANa KOXHOI 10-0i cepil
ane, AK MiHiMym, O4MH pa3 Ha pPIK
KomeHTap: He peryApHun Tect
3anvLLKOBUM PO3YUHHUK — €TaHOoN < 5000 ppm
KomeHTap: He peryiapHun Tect
MikpobionoriyHa YMcroTa — KOXKHa NMposoaATb BUNPoOyBaHHA Ana KoxHOT 10-0f cepii
10-Ta cepin ane, AK MiHiMym, o4MH pas Ha piK
KomeHTap: He perynapHui Tect
- 3arafibHa KinbKicTb aepobHMX He Binbwe 1000 KYO/r
MIKpOOpraHiamis {OoMeHTap: He peryaapHum tect
- 3aranbHa KinbKicTb Apixaxosux Ta  He 6inblwe 100 KYO/r
nniceHesux rpubis {OMEHTap: He PerynapHMn Tect
- Escherichiacolis 1r BiacyTHA
KomeHTap: He peryiapHun Tecr
BianosiaHicTb iHAMBIAYANBHOI Tabnerku ynakosaHi 8 OPA/AI/PVC//Al bnictepum, no
YNaKOBKM 10 TabBneToK B KOXKHOMY BaicTepi Ta no 3 Bnictepwu
(30 oAMHMLb) yNakoBaHi B KAPTOHHY KOPODOKY 3
IHCTPYKUJIEIO. Bianosigae
BianosigHicTb iHAMBIAYaNbHOI HanaBHICTb KOHTPOAIO NEPLLOro BiAKPUTTA — KOPOOKa
VYMaKoOBKU 3aK/IeeHa. Bianosinae

NiACHUM 8 3aTBEPAKYIO, LLO HasBeaeHa Buule iHGopmaLlia € LOCTOBIPHOK Ta TOYHOIO. KOHTpONb AKOCTI
nna Ljei cepii 6yno npoeefeHo B NOBHIM signosigHocti 4o sumor GMP, wo BCTAaHOB/IEHI MiCLEBUM
DEryNIATOPHUM OpraHOM, Ta 3apeecTpoBaHWX cneundikauin KpaiHu-imnoprepa. PesynbTaTi TECTyBaHb
6YN0 PO3rNAHYTO M BM3HAHO TaKMM#, LWLO BiANOBIAAI0OTL 3aPEECTPOBaHUM cneumndikayiam,

3aTBepAKeHo: Tomasz Jaros Crapwnii daxiselb 3abe3sneyeHHA AKOCTI

Kpakis: 29.11.2023, 11:13:50 Michal Gil 29.11.2023

Lieit AOKYMEHT 6Y/10 3aTBEPAKEHO B €NIEKTPOHHOMY BUINAA], BACHOPYYHWUIA Nignuc He-porpibed

ﬂ

s Siigaie o "
e Hete
\-4 %{-4{3%“, i %%’_‘3
e iy
'55{‘; P ﬁ?"ﬁ_'_:._f ﬂ-‘i:?'*"*“ ’s“d’z"“"'"ﬁi (ﬁ@.iﬂ

: G . r.-.'__::'
: £
ié‘:«}” “”5;:‘ AN
l-{-.-" H ﬁi{_ : o
rg & : O
e Vi i
I l'.. £ )
a

TOB Tesa Onepentuns Nonaxg

gys. Eminli Masvep 53, 00-113 Bapwasa; www.teva.pl

Aapeca Ans AMCTyBaHHs odic i 3aBog B Kparosi: Byn. Morusbeska 80, 31-546 Kpakos, Te.: +48 12 617 80 00, dbaxc:+48 12 411 10 47, email: krakow@teva.pl
Agpeca ann nvctysanHs odic | 3aBog B KyTHo: 8y/. CeHkesnda 25, 99-300 KytHo, Tea.: +48 24 361 33 50, email: kutno@teva.pl

Inwii 8ani supobHuka



NEPKABHA CIYXKPBA 3 JIIKAPCHKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMM Y KUIBCBKIU OBJIACTI

npos. CeiTnuunoi Hanii, 3, M.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPIIOY 37078774

BUCHOBOK
po AKICTHL BBE3€HOro B YKpaiHy JlikapchbKoro 3acooy

19.01.2024 Ne 683/24/10

EHAJIAIIPHJI-TEBA

(HanMGHyBaHHH JKapcbKoro 3acofy 3riHO 3 peecTpaLlifHIM TIOCBLAMEHHSIM)
TaGaerku no 5 mr, no 10 Taberox y Gicrepi; mo 3 6aicTepu y KapToHHii Kopooui

((opMa BHITYCKY, JIO3YBAHHsA, BUJ MAKyBaHHA JIIKapChKOro 3acody)

Howmep peecrpauiitnoro nocsiguenns UA/16349/01/02 crpox aii peecrpaniiinoro nocsinueHHs 01.01.2099
Cepis nikapcekoro 3acody Ne 16476823 Kinbkicts Besenoro nikapepkoro 3acoby 44640

BrpoGHHK TOB Tepa Onepeiiuns Tlonann, 1loapwa

(HaliMeHyBaHHA BUPOGHUKA J1iKapchbKoro 3aco0y, KpaiHa MoXoMKeHH)

BpeseHo B YkpatHy ToBapuerso 3 06MeKeHOI0 BinnoBiaaabHicTIO "' T'eBa Ykpaina'', inenr.
xom: 34770471

(HaliMeHyBanus Ta xoj 3a CAPIIOY IOpH,LIW—IIIOI 0co6H aGo np13m«1me iM's1, 110 6aTbKOB1 (PI3HUHO]
0co0H - nigmIpHeMus, 1i Miclie TPOXMUBAHHA Ta peecTpaLlifHui HoMep 08JIIKOBOT KAapTKH [1IaTHHKE
rmoaaTkis afo cepis Ta HOMEp nacropTa)

Mporokoa BisyansHoro kourpomo six 16.01.2024 Ne 0050/9.

32 pe3ynbTaTaMd JEPXHABHOTO KOHTPOJIIO BCTAHOBJIEHO, IO JIKAPCHKHUH 3aci® BBezeno B Ykpainy 3

AOTPHUMAHHSAM BMMOT 3aK0HOAABCTBA 1100 3a0e3Mney eHHS aKOCT1 NikapcbKux 3aco0iB.
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