JIEPHUIKCITYKBA YKPATHH
JEPKABHA CIIVIKBA 3 JIKAPCHBKHUX 3ACOBIB TA KOHTPOJIO 3A
| HAPKOTHKAMM Y KHIBCBKIN OBJIACTI
‘npocriext Banepis Jlobanocskoro, 51, m. Kuis, 03110, ren/paxc: (044) 363-06-50
E-mail; dis.ko@dls.gov.ua, Kox €IPTIOV 37078774

BUCHOBOK .
IIpo SIKICTH BBE3eHOro B YKpaiHy JikapceKkoro 3acoby
15.03.2023

Ne 48165/23/10

{HalMEHYBaHH JTIKapChKoTr

Kancyan teepai mo 100 mr, mo 12 Kameya y 6uaicrepis no 2 6aicrepu y xopobui

a 3aco0y 3riaHo 3 peccTpauiiumyM HOCBi gHeHnIM)

(dopma BuycKy, 03yBAHHS, BH/ HAKYBAHHES JKAPCEKOrO 3ac0o0V)
Homep peectpauiiforo nocsixuenns UA/4832/01/02 crpox uif peecpauisinoro nocsizuems 01.01 2099
Cepis mikapcskoro sacedy Ne 16027423 Kinexicts BBE3€HOTO Mikapeskoro 3acoby 22210
BrpoGamk _TOB Tesa Ornepeituing Monanz, Monsma

{(HaliMenyBanus BUpoORMKa HiKAPCHKOTG 3acoby; KpaiHa TIOXOMKEHHA )

Beeseno B Vkpainy Tosapucreo 3 oGMexenoro BinosinaaericTio "Tena Yipaina', inenr.
ko 34770471

(HaiimenyBaus Ta kox 38 €/IPTIOV 1opuzmanol ocou abo npissmue, iM's, 110 6aThLosi d3u o]

ocobu - T anpHeMd, i MiCHe TIPOKMBAHHA Ta peecTpariinii HOMED 0071iKOB0] KapTKH. MIaTHIKA
TIORaTKis abo cepis Ta HOMep HACIOpPTA)

TMporokoi sisyansuoro woutrposso vix 07.03.2023 N» 0669/13.

34ci6  BEeseHo B Vkpainy 2

34 pesyNBTATAMH AEPKABHOTO KOHIPOMIO BCTAHOBNEHO, INO STiKap oKyt
) | ﬂTpHM& HHAM 88MOr 33K0H0 3B TEE MION0 2abe3neusHis AKOCTT AiKapChKuX 3acobis.

‘(uintian Ta npisantie)
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tevia fomep copmbiKaTy: 10517752
CEPTUDIKAT AHANIZY
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40517752

Homep ceptudikary:

[poayKr: Cynbnipua, kancyan no 100mr Ne24, Ykpaiva
HomeHKknatypHUi Ko 10002607

Homep cepii: 16027423

Homep cepii banka: 14012723

Creuwmdirauia/rkpaina-imnopTep: SDII002287/7 Ykpaina

JaTta supobHuiTea: 13 ciuna 2023

flpuaatHun po: CiveHb 2026

3aranbHi BUMOTH: Kancyau umnisapuynoi dopmun 3 Bianosinae

HaniBKpyrnumy Kpaamun Homepom 3.
Kancynw »KoBTi,
NMopolwwok B Kancynax 6inuit abo

KpemoBWNA,
_____ N - __KomeHrtap: nepesipeHo M.Grochowska
laeHTnikauia cynbnipuay - YO meton, Y®-cnekTp BUNpo6YyBAHOIO PO3UnHY
NMOKa3ye MaKCUMyM NPV JOBXUHI XBuai A=
) . B 3 292 £ 2 um | Bianosigae
_laeHTndikauia cynsnipugy — TWX metop, Bianosinae craHpapry Bianosinae
KinbkicHe Bu3HaveHHsa Cyabnipuay B ofHiM
_Kancyni (YO meTog) 85,0- 105,0 mr 99,7 mr
OAHOPIAHICTL MacK OKpemMKUX Karcyn + 10% 8ig 3sHanaeHOl cepegHbOT macK
BMICTY Kancynu Bignosigae

KomeHTap: [=156.85; H=164.93

| .CEDE,E,HFI maca BMICTy Haﬁcynu (160 mr -

- TeOpPETUYHO) 148,0 - 172,0 mr 160,9.mr

~Yac po3naganHa Kancyn He 6inblue 15 xs. 6 x8.
PosunHeHHs t=45 xB, Q=75%, €sp. P, Q=75 %; 4yac sinbopy 3paskis - 45 x6; Bianosigae
(2.9.3) Bianosigae sumoram €sp. d. (2.9.3),

piseHb S1, S2 abo S3 BianosiaHo.
| _KomenTap: 82;101;87;97;102;87;A=93

| XpomartorpadiyHa LIH.{.ITGTEIH(TLUX METOJ.;I,I)“
- OKpema AoMillKa He 6inewe 0,25% Bignosigae

| XpomarerpadiyHa uncTora (TLLX Memﬁ)
- 3arasibHi AOMILLKK He binbwe 0,5% Bianoeipnae

iy

Mikpobionoriuna unucroTa- koxHa 10 cepia:
'KOHTPONIOWTh KOXHY 10 cepito, ane He

piawe oaHOro pasy Ha pik Bianosinae
- 3arafibHa KinbKicTb aepobHunx He biabiie 1000 KYO/r

MiKpOOPraHismis KomeHTap: < 10 KYOQ/r Bianosigac
--3aranbHa KiAbKiCTb He 6inblue 100 KYO/r

DPiIKAKOBUX/ N AICEHEBUX FPUBIS. Komentap: < 10 KYO/r

- Escherichiacolis 1l r BiacyTHa

TOB Tesa Onepeiuina Nosrang
ByA. Eminil MNartep 53, 00-113 Bapwasa; www.teva.pl NAcL
Appeca ans.mmeTysannA odic i 3asoa 8 Kpaxoei: syn. Morunsceka 80, 31-546 Kpakos, Ten.: +48 12 617 80 00, ¢akc:+48 12 411 10 47; S AN
‘Agpeca AnA anmcTyBaHKA odic i 3a80a a KyTho: Byn, CeHkeawya 25, 99-300 HyTHo, Ten.: +48 24 361 33 50, email: kutno@teva.p!
i donf aupobnuka




teﬁﬁa Homep ceptudikaTty: 40517752

BianoBIAHICTL iHAWBIAYANLHOT YIAKOBKU 12 kancyn ynakosaHi B bnictep ¢ MBX/Al Bignosinae
donbry, 2 bnictepa (24 oanHuwi)
YMaKkoBaHi B KaPTOHHY KOPODOKY 3
IHCTPYKUiErD
KomeHTap: Tepmin npugatHocTi: 01.2026

BianosigHiCTb iHAMBIAYaNbHOT YAKOBKK HasaBHICTb KOHTPOAC NEpLIOro BiAKPUTTR  Bianosifgae
— KOpobKa 3aK/eEHa.

AincHym A 3aTBepaKyI0, WO HaBeaeHa BUiLe iHpopmauia € DOCTOBIPHOIO Ta TOYHOK. KOHTpOAb
AKOCTI ana Uiel cepii Byno nposegeHo B NosHif BignosigHocTi A0 BUMOTr GMP, ULO BCTAHOBACHI
MICLLEBUM PErYAATOPHUM OPraHoMm, Ta 3apeecTpoBaHux cneuundikadlii KpalHKU-imnopTepa. PesyabTaTti
TECTyBaHb DYNO PO3TNAHYTO M BU3ZHAHO TaKUMM, WO BiANOBIAAIOTb 3apeecTpoBaHum cneyndikaLiam.

3aTeepameHo: Agnieszka Samsonowska daxiseLb Biaainy 3abesneyenis
Kpakis: 26.01.2023, 16:57:00 AKOCTI

YnosHoBaweHa ocoba

‘Natalia Zdebska-Woijcik

AAlisnuc re noTpiey
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‘TOB Tesa Onepeiuing Monaa o
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CEPTU®DIKAT BIANOBIZHOCTI

1 Ha3sa npoaykTy CYNbNiPUA, kancynu teepai no 100mr N924

2 Kpaina-imnopTep YKpaina

3 Homep peectpaniiHoro UA/4832/01/02
NOCBigYeHHA

4 Cuna/ AKTUBHICTD Cynenipup 100 mr

5 Nlikapcbka ¢popma TBepai kancynu no 100 mr

6 Posmip i TMR ynakoBku 12 kancyn 8 1 BnicTepi, 2 6nicTepa

7 Homep cepii 16027423

8 Aata snpobunuTea CiveHb 2023

9 MpuaatHuit a0 ciueHb 2026

10 Ha3sa, aapeca i Homepwu TOB Tesa OnepeiwHs Nonaug, Bya. Morunbcbka 80, 31-
NILEH3IA AinbHULE 546 Kpakis, [Monbuwa

BUPOOHMUTBA | KOHTPONIO AKOCTI. | BUpo6HKMya Nitensia: 138/0018/15 (nonepeana GIF-IW
400/0018/01/545/ZW?2 15/14)

11 Poamip cepii 18 300 yn.

12 BunyuieHa KinbkicTe 18 900 yn.

13 Ceptudikar BignosigHocti GMP | IWSC.405.13.2021.A) E.1; WTC/0018_01 01/55
BN5 BCiX AiNbHUUL BKa3aHUX B (nonepegHii IWZ).405.11.2017.MG.1

rpadi 10 abo, 3a HaaBHOCTI, WTC/0018_01_01/237)
nocuaHAs Ha EudraGMP IWSF.405.50.2020.KK.1 WTC/0018 01 03/108
| IWSC.405.13.2021.A) E.2, WTC/0018 01 02/56
14 Pe3ayabTaTt aHanisis BianosigHo ao Ceptndikaty ananisy
15 KomeHTtapi/nomitkn -
16 3aasa npo ceptudikauiio:

HicHm 8 3aTBepAMXKYIO, WO HaBegeHa BULLLE IHPOPMALLIA € LOCTOBIPHOK Ta TOYHOIO. Lia cepis
NPoAyKTY byna sBupobaena, BKAKOYAIOUH MaKyBaHHA/MapKyBaHHA Ta KOHTPO/b AKOCTi Ha BULLE
BKa3aHil ainbhyuj (ainbruuax) 8 nosHii BiANOBigHOCTI A0 Bumor GMP, WO BCTaHOBAEHI
MICLLEBUM pPerynaTopHUm OpraHom, Ta cneumndpikauin PeectpauiiiHoro nocgiaueHus KpaiHn-
| imnoptepa. abo cneundikauiii gocke ang NPOAYKTY, WO A[ochimxyeTeca. MpoToKoau
| BUpobHMUTBa, naryBaHHA | aHanizy cepii 6yno po3rAsHYTO M BM3HaHO Takumu, Wo

BianosigaoTe GMP,
) Cepin byna sunywera sna npogamy. |

17 Kopobka 70068981
bnictep 80015150
HCTpyKUia | 70068982 | | |

18 MpisBuLLe Ta Nnocapna/3BaHHA Ta MeHemkep sinainy 3abesneveHHn AKOCT]
Nianwc ocoﬁu:._.‘nua BI,EI,I'IOBI,EI,‘U__ OBHOBAMEHE OCOBa
3a sunyck cepil / flata e
nianvicaHus ierzbicka-Kowalik 30.01.2023
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