JEPKABHA CJIYXBA 3 IKAPCbKMX 3ACOBIB TA KOHTPO.IIO 3A
* HAPKOTHUKAMMU Y KNIBCBKIN OBJACTI

npos. Ceitnuunoi Hagaii, 3, m.Kuis, 02099, ten/daxc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kon €APTIOV 37078774

BHUCHOBOK
PO SIKiCTL BBE3EHOro B Y Kpainy JiKapcbKoro 3aco0y

30.08.2023 Ne 41794/23/10

EHAJIATIPUJI-TEBA
(HatiMeHyBaHHS JIIKapChKOro 3aco0y 3rifto 3 peecTpalliiiumM nocBiueHHAM)
tabaerku no 5 mr, no 10 Taéaerok y Gaicrepi; mo 3 GuicTtepn y kKapToHHiii kopobui
(hopma BumycKy, 03y BALIHS, BUJL HAKYBaHH jKapebkoro 3aco0y)

Homep peecrpaniiitioro noceizuenns UA/16349/01/02 crpox aif peecrpauiiinioro nocsinuenus 01.01.2099

Cepis niapeskoro zacoty Ne 16206023 Kinskicts BBe3eHoro mikapenioro sacoby 6750
BrpoGunx TOB Tesa Onepeiiwns Iogang, [Moabiua
(naliMenysanus supo6rmka Jiikapchkoro 3acody, KpaiHa NoXomKEeHHS)
Bieseno B Yipainy Tosapucrso 3 o6menxenoro Bignosinanenicrio "Tesa Yipaina', inent.
won: 34770471

(uattmenyBarus Ta ko 3a CLPTIOY oprauanoi ocobn abo npissuie, im'a, no Gatbkosi (izuunoi
ocolu - nianpuemi, i MicLe NpoxMBaKHa Ta peectpautiitunii nomep oGnikosol kapTii mIATHHKA
noparkis aGo cepisi Ta HOMEp TIacTIopTa)

Tporoxon Bisyanbuoro kontpoo sia 25.08.2023 Ne 2645/12.

3a  pesysLTATAMH  AEPXKABHONO KOHTPOJIO  BCTAHOBJEHO, [0 Jikapchkui  3aci6  speseno B Yipainy 3

JAOTPHUMAHHSIM BUMOT 3aKOHOJABCTBA 1O/ 3a0e3reuenns sKocTi Nikapebkux 3aco6is.

Ipuna ITATTAMAP

{rianwe) © (inindamg ra npianmme)
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CEPTU®DIKAT BIANOBIAHOCTI

1 Hassa npoayKry Enananpun-Tesa, Tabnetku no 5 mr N2 30

2 KpaiHa-imnopTtep YKpaixa

3 Homgp peecTpauiiHoro UA/16349/01/02
nocsigueHHs

4 Cuna/ AKTUBHICTb 5 mr eHananpuny manearty

5 Nlikapcbka popma Tabnetkn no 5 mr

6 Po3amip i TMN ynakoBKu 10 tabnetok B 1 6nicTepi, 3 6nicrepa

7 Homep cepii 16206023

8 [Jata supobHuuTsea TpaseHb 2023

9 Mpugathuii go TpaseHb 2026
HasBa, agpeca i Homepu TOB Tesa OnepeliwHs Monaxg, syn. Morunscbka 80, 31-

10 NiLeHsin ainbHUUb 546 Kpakis, MonbLwa
BUPOBHULTBA | KOHTPOIIO AKOCTI | BUpo6Huya niueHsia: 138/0018/15 (nonepeaHa GIF-IW

400/0018/01/545/ZW215/14)

11 Poamip cepil 6 750,000 yn

12 BunyweHa KinbKicTb 6 750,000 yn
Cepmudikat signosigHocti GMP | Homep cepTudikaTty signosigHocti GMP:
[ANA BCiX AiNbHULLL BKa3aHWX B JWSC.405.13.2021.AJE.1 ; WTC/0018_01_01/55

13 rpadi 10 abo, 3a HasBHOCTI, (\WZ1.405.11.2017.MG.1 WTC/0018_01_01/237)
nocunaHHs Ha EudraGMP IWSF.405.50.2020.KK.1 K WTC/0018_01_03/108

IWSC.405.13.2021,AJE.2 ; WTC/0018_01_02/56

14 Pesynbrat aHanisis BignosigHo o Ceptudikaty AHanisy

15 KomeHTapi BanigauiiHa cepia - Banigaujinuii 3eiv PV-FR-E-11-09
3anga npo ceptudikayio:
LiicHum a 3aTBepgsKylo, WO HaBegeHa BulLe iHbopmaLiia € LOCTOBIPHOO Ta TOUHO. Us cepis
npoayKTy Byna supobneHa, BKIOYaOUYM NakyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCT Ha BULLe
BKasaHili AinbHUUi (AinbHWUAX) B NOBHIM BignosigHocTi Ao sumor GMP, WO BCTaHOB/EHI

16 MiCLEBMM PerynaTopHUM OopraHom, Ta cneundikaliil PeecTpauiiHoOro nocsigyeHHa Kpaiiu-
imnoptepa abo cneundikauii f[ocbe ANA NPOAYKTY, WO AOCAILKYETLCA. [poToKoan
BMPOBHULTBA, NaKyBaHHA | aHanisy cepii 6yno po3rnAHYTO U BM3HAHO TaKUM Q.
signosinaoTs GMP, 2 gum%
Cepia 6yna sunyLeHa 41a NPOSaxy. '
KopoGika 70074470 «EEBA

17 | Bnicrep 70067285 yERPAIEA?
IHCTpYKUiA 70074062 5N, enan LS
MpissuiLe Ta Nocaga/3BaHHA Ta | CTaplwumit daxiseup Biaainy sabesneveHHa AKO z% - :
NMignuc ocobu, Aka signosigae :

18 YnosHoBaxeHa ocoba

3a BUNycK cepii / JaTa
nignucaHHa

Anna Jachewicz-Jakubowicz 05.06.2

TOB Tesa OnepeiwH3 MNonaug,
By, Emlali NaaTep 53, 00-113 Bapuwrasa; www.teva.pl

Anpeca ana vcTysarHA odle | 3aBoa B Kpakosl: By, MorunbebKa 80, 31-546 Kpakos, Tea.: +48 12 617 80 00, dakci+48 12 411 10 47, email®
Aapeca ana ucTysarHA odlc | sasog 8 KyTHO: Bya, CeHresuua 25, 99-300 KyTHo, Tea.: +48 24 361 33 50, emall: kutno@teva.pl

{Hwi daxl eupobHuKxa
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CEPTUDIKAT AHANI3Y

Homep ceptudikary: 40520593

Homep ceptudikary:

MpoayKr:

HomeHKNaTypHWiIA Ko4:

Homep cepii:

Homep cepii 6anka:
Cneuudikaujis/KkpaiHa-imnopTep:
[ata BupobHuuTsa:

MpupaTHWi fo:

40520593

EHananpun maneat Tesa 5 mr Tabnetku Ne 30 YkpaiHa
19002185

16206023

24132223

SDII002399/25 YkpaiHa

12 TpasHAa 2023

TpaBeHb 2026

3aranbHi BUMOru

Bini, kpyrni, aBoonykni TabneTku snap tab 3 puckolo  Bignosigae
3 04HOTO BOKY

KomeHTap: nepesipero D.Liput

laeHTUdIKaLia eHananpuay maneaty Yac yTpumyBaHHA Nika eHananpwuny maneary Bignosigae
MeTtopg BEPX BiANOBIAAE Yacy yTPUMYBaHHA CTaHBAPTY
eHananpuny maneary
laeHTHdiKauia eHananpuay maneaty CnekTp 3paska B YO/suaumiii obnacti signosigae Bignosinae
MeTog cnektpodoTomeTpii B YP | CNeKTpy cTaHaapTy
BMANMINK obnacTi
OpgHopigHicTb macK noginbHoi NpoeoaaTs BUNpobyBaHHA Ana KoxHoi 10-oi cepii Bignosiaae
YaCTUHU ane, AK MiHiMym, ofiMH pas Ha piK.
KomeHTap: L=84.35; H=93.69
OpHopigHiCTL Macy NONOBUH He 6inblwe Hidk 1 oKpema maca BuxoauTb 3a mexi Bignosigae
TabneToK 85-115% Big cepeaHbol macu, | KogHa maca He
BUXOAUTL 32 MexKi 75-125% Big, cepeHbOi macy
BTpaTa B maci npu BucylwysaHHi (1r, MposogaTb BunpobyBaHHs aNa KoxHoi 10-oi cepii  Bignosisgae
4 ropn, 105°C) ane, AK MiHiMym, O4MH pas Ha piK
Brpara 8 maci npu sucywyeaHHi (1r, <5% 4%
4 rop, 105°C) (m/m) EBp.®. 2.2.32 KomeHTap: 3,9
BmicT gitouoi peqoBuHu (% 8ig 95,0 % — 105,0 % 98,2 %
3anBneH ol KinbkocTi) (BEPX)
OfHOPIAHICTb A030BaHMX OAMHMUL  [na 10 TabneTok AV<15.0 abo gna 30 TabneTok Bignosigae
AV<15.0 i Hema€e BMIiCTY B OKpeMMUX A,030BaHUX
oamHuuax meHuwe 0,75 M abo 6inbwe 1,25 M
KomeHTap: AV=2,8; L=99,4; H=102,6; A=101,0;
RSD=1,1
PosuynHeHHa eHananpuny maneary He meHwe 80% (Q) Bia 3aAsneHOi KinbKoCTi
(Esp. dapm. 2.9.3) eHananpuny masneaty po34YMHAETHCA 3a 30 XBUIUH
Bianosigae sBumoram €sp. ®.: piseHb S1, 52, S3 Bignosiaae
BignosigHo
KomenTap: 99, 103, 103, 100, 102, 101; A=101
XpomarorpadiuHa umcrora (BEPX):
- Aomiwka B <0,3% 0,0%
KomeHTap: He BUAB/IEHO
- pomiwka C, (eHananpwunar) <0,3%
KomenTap: 0.081
- gomitka D, (guKeToninepasmH) <0,3%

- pomiwka BYY 0,29

TOB Tesa Oneperiwus Nonaxg
sy, Eminli NMasavep 53, 00-113 Bapwasa; www.teva.pl

Anpeca ana amcryeatta odic | 3asog 8 Kpakosl: sya. Moru/bcbka 80, 31-546 Kpakos, Ten.: +48 12 617 80 00, ¢akci+48 12411 1047, ema
Anpeca AR AMCTyBaHHA odic | 3aBoA B KyTHO: ByA. CeHKesiya 25, 99-300 KyTHo, Tea.: +48 24 361 33 50, emall: kutno@teva.pl

1Hwl daHl supobruka

KomeHTap: HUKYe MeXi KisibKicHOro B
<0,2%
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Homep ceptudikary: 40520593

KomeHTap: He BUABNEHO

- Byab-AKa iHWa gomitluKa <0,2% 0,0%
KOoMeHTap: HMKYe MeXi KislbKiCHOrO BU3Ha4YeHHA
- 3aranbHi 4OMILWKK <1,0% 0,1%
KomenTap: 0.08
3aN1LIKOBUIA PO3YMHHUK —~ €TaHON MposoaATb BUNPoByBaHHs ana KoxHoi 10-of cepii  Bignosigae
ane, AK MiHiMyMm, 0g1H pa3s Ha pik
KomeHTap: HeperynapHui Tect
3a/IMLIKOBUI PO3YUHHUK — eTaHoN < 5000 ppm 0 ppm
KomeHTap: HUK4e MeXi KilbKiCHOrO BU3Ha4YeHHA
Mikpo6ionoriyHa 4uCcTOTa — KOXKHA MpoBoaaTh BUNpoOYBaHHA Ana KoxHoi 10-oi cepii  Bianosiaae
10-1a cepin ane, Ak MiHiMym, oMH pas Ha pik
- 3ara/ibHa KinbKicTb aepobHUxX He 6inbwe 1000 KYO/r Bignosinae
MIKPOOPraHismis KomeHTap: < 10 KYO/r
- 3arasibHa KinbKicTb aApixmpkoBuxTa  He Ginbwe 100 KYO/r Bignosigae
nniceHesux rpnbis KomeHTap: < 10 KYO/r
- Escherichiacolis 1 1 BigcyTHa Bignosigae
KomeHTap: BepuodikoBaHo
BignoBigHicTb iHaUBIAYanbHOT TabneTku ynakosasi 8 OPA/Al/PVC//Al 6nictepu, no
YNaKoBKM 10 TabneTok B KOXXHOMY BnicTepi Ta no 3 baictepu
(30 0AMHMLL) yriaKoBaHi B KapPTOHHY KOpOOKy 3
IHCTPYKUE€lO. Bianosipae
BianosigHicte iHgMBIAyanbHOT HasABHiCTb KOHTPOIIO MEpPLOoro BiAKPUTTA — KopobKa
YNaKoBKK 3aK/ieeHa. Bignosigae

LifcHAM 7 3aTBEPKYIO, WO HaBegeHa Buwe iHpopmaLis € 4OCTOBIPHOW Ta TOUHO. KOHTPO/b AKOCTI
Ana ujei cepii Byno nposeseHo B MOBHIM BignosigHocTi Ao Bumor GMP, wWwo BCTAHOB/IEHI MicLEBUM
PerynaTOPHUM OpPraHoM, Ta 3apeecTpoBaHux cneuudikauii KpaiHu-imnoprepa. PesynbTaT TecTyBaHb
BYN0 PO3rNAHYTO ¥ BU3HAHO TaKMMMU, LLO BiANOBIAAOTb 3aPEECTPOBAHUM CrnieupdikaLiam.

3atBepakeHo: Agnieszka Samsonowska

Kpakis: 01.06.2023, 06:57:22

Crapwuii daxiselp i3 3abesneueHHs AKOCTI

Renata Ferlejko 02.06.2023
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TOB Tesa OnepeWwns Monaug

ByA. Eminil Nantep 53, 00-113 Bapwasa; www.teva.pl

Aapeca AR avcTysaHHa odic | 3asoa 8 Kpakosl: Bya. Moruabcbka 80, 31-546 Kpakos, Ten.: +48 12 617 80 00, gakc:+48 124111047, emall: krakow@teva.pl
Anpeca 4/1n amcTysaHHa odic | 3aBog B KytHo: ByA. Cerkesuya 25, 99-300 KyTHo, Tes.: +48 24 361 33 S0, email: kutno@teva.pl

1Hw! daHl supobruKa
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