AEPKABHA CJYKBA 3 JIIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCHhKIN OBJACTI

npoB. Ceitmunoi Hagii, 3, m.Kuis, 02099, Ten/dakc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHUCHOBOK
Npo AKICTL BBE3€HOI0 B YKPpaiHy JIikapcbKoro 3aco0y

27.11.2023 Ne 58227/23/10

JEBO®JIOKCAIINH-TEBA

(HaliMeHyBaHHS JTikapchKoro 3acoby 3riJHO 3 peecTpallifiHUM NOCBiMUeHHAM)
Ta0J1eTKH, BRKPHTI IJIiBKOBOIO 060/10HK010, 10 500 mr, no S TaGaerok y Gicrepi, mo 2
GyicTepu B KapTOHHIH Kopobui

(dopma Burrycky, A03yBaHHS, BUJ NaKyBaHHA Jlikapcekoro 3acofy)
Homep peectpauiitnoro nocsizuenns UA/11952/01/02 crpox mii peectpauiiinoro nocsiguesns 01.01.2099
Cepis nikapcbkoro 3acoby Ne 143584 Kinekicts BBE3eHOro nikapebkoro sacoby 38548

Brpo6HuKk Axrasic JITJ], MansTa
(naiimenyBaHHs BUPOOHHKA JiKapcbKoro 3acoby, KpaiHa MOXoMKEHHS)

BaeseHo B Yipaiy ToBapucrBo 3 00MeskeHo0 BinnoBigaabHicTio ""TeBa Ykpaina', ienr.
rom: 34770471

(ualiMenyBanHs Ta kox 3a CAPIIOY opuanyHoi ocobu abo npissuile, imM's, Mo 6aTbkoBi (GizHHOT
ocobu - mignpueMuy, ii MicLie MPOKUBAHHA Ta peecTpauiitHuii HoMmep oGriKOBOT KAPTKU NATHHKA
nogatkiB abo cepis Ta HOMep racropra)

Iporokoa BisyansHoro kourposo six 23.11.2023 Ne 3730/5.

3a pesyabTaTaMH [JEpXKaBHOTO KOHTPONIIO BCTAHOBNEHO, O Jiikapcekuii 3aci6 BBeseHo B VYkpainy 3
AOTPHMAHHSAM BHMOT 33KOHOAABCTBA 1100 3a0e3neueHHs aKkocTi ikapebkux 3acobis,

Biraniit BOHIAPEHKO
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUQIKAT AKOCTI CEPIi JIKAPCbKOTO 3ACOBY

Name of product/Hassa npogykry Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in

strength, dosage form, package siz . C
(strength, g 2 P ge size and blisters / Jlesopnokcaumn-Tesa, TabneTkn, BKPUTI NNIBKOBOW

type/A03yBaHHA, nikapcbka Gopma, poamip i
THI YNAaKOBKM) o6onoHkow, 1o 500 mr Ne 10 (5x2) 8 6nicrepax

Composition/Cknap, Levofloxacin 500 mg / JlesodriokcaumH 500 mr
Manufacturing country/KpaiHa BUPOBHMK Malta/ Manbra

Importing country/KpaiHa-imnoprep Ukraine/ Ykpaina |

MA number/Homep Pl UA/11952/01/02

Batch number/Homep cepii 143584

Batch size/Po3mip cepil 38,548 packs/ynakosok

Date of manufacture//Zlata BupobHuuTBa 09.2023

Expiry date/CTpok npuaaTHoCTi 08.2026

Name, address and authorization number of | Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun,
manufacturing site/Hassa, agpeca i Homep ZTN 3000, Malta/Axrasic /1T, BLBO15, BLBO16, Byne6en

niyeHsii BUpPoBHUUOT gineHuui IHAacTpian GyamHoK, M. 3elTyH, ZTN 3000, ManbTa
MLOO1
Test / NoxasHuk axocri Specification / Jonycrumi Hopmn Results / Pesynbratu
: Tablet description / Onuc Pink, oval, biconvex tablets of size 8 x 16 mm, film- | Complies/ Bignosinae

coated, scored on one face with side scores, 3
engraved «L» on the unscored face/ Powesi, ;
08anbHi, ABOONYKAT TaBneTkK posmipom 8 X 16 mm,
s BKpUTI naiBkoBol 06ONOHKOIO, 3 PUCKOKO Ha OOHIM
5 CTOPOHI i no 6okax. 3 rpasiloBaHHAM “L” Ha cTOpoHi |

| BE3 PUCKN .
| Identification/ laerTudikawia ‘ ;
[o- Levofloxacin/Nesodnokcaumn HPLC peak for Levofloxacin shows the same g Complies/ Bignosinae :

HPLC/BEPX retention time as that for the reference standart /

Ha xpomarorpamax 4ac yTpumyBaHHs niky ' ‘
Nesodnokcaumny BIANOBILAE HACY YTPUMYBAHHA

: NiKy CTaHOAPTHOTO PO3UNHY. .

| - the second ID Levofloxacin/ apyra ID | The peak for Levofloxacin (as obtained in assay)is | Complies/ Bignosigae

. NeBOGNOKCAUMHY ~ scanned by an UV-diode array detector in the range |

| HPLC/BEPX 200-400 nm and each scan is compared to scan of a

.’ standard preparation/ nik nesodnokcaumHy (8 xoai

KiNbKICHOTO BU3HaueHHR) CKaHyloTs YO-giogHo-

MATPUYHWUM AETEKTOPOM B fianasoni 200-400 HM i |

i MOPIBHIOWOTL CNEKTPU 3i CIIKTPaMY CTaHAAPTHOTO {

' pPO3UUHY
- Titanium dioxide/Tutany aiokeug’ Complies/ Bignosinae Complies/ Bignosinae
- Iron Oxide/ 3ani3a okeup’ Complies/ Bignosigae Complies/ Bipnosinae
Uniformity of dosage units/ ogHopianicts | Complies to Ph. Eur. 2.9.40 / AV 11

| HO3YBAHHSA Bianosinae €sp. papm. 2.9.40
Average weight / CepeaHs maca 659,2 mg/ mr+5% 660.64 mg/mr
Disintegration {in water, at 37°C) /| NMT 30 minutes/ 12 minutes/xsunmt

Posnaganna (y soai npu 37°C) He Ginbiwe 30 xe

! Assay / KisibKicHe B13Ha4eHHA (475,0 - 525,0 mg/mr} 95-105 % 8

' Related substances, HPLC / Cynytwi

! AomiLuKu, BEPX

| - Single unknown impurity / Okpema NMT 0,2 %/ He 6inbwe 0,2 %
Hesiaoma pomiluka

| - Total Impurities / Cyma gomiwok NMT 0,5 %/ He Ginbwe 0,5 %

Teva Pharmaceutical Industries Ltd. N
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | VRIS
Company No C2867 | VAT No MT 11360007 | (+356) 21 693 533




BATCH CERTIFICATE OF MEDICINAL PRODUCT

CEPTUDIKAT AKOCTI CEPIT NKAPCLKOIO 3ACOBY
Name of product/Hassa NpoAykTy Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in

(strength, dosage form, package size and blisters / Jiesocbnokcauun-Tesa, TabNeTkM, BKPUTI NIHBKOBOI

type/ no3yBaHHa, nikapcbka Gopma, posmip i .
T{f; yr?akc);ekm) ! P bopma, p P o6onotkow, no 500 mr Ne 10 (5x2) B 6aicrepax

Composition/Cknag Levofloxacin 500 mg / JleBodnokcauymH 500 mr
Manufacturing country/Kpaina 8upoBHUK Malta/ ManbTa

Importing country/Kpaiva-imnoprep Ukraine/ Ykpaina

MA number/Homep PI1 UA/11952/01/02

Batch number/Homep cepit 143584

Batch size/Poamip cepii 38,548 packs/yrnakoBok

Date of manufacture//lata BUpo6HMUTBa 09.2023

Expiry date/Ctpok npuaarHocri 08.2026

Name, address and authorization number of | Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun,
manufacturing site/Hassa, agpeca i Homep ZTN 3000, Malta/Axrasic JIT/, BLBO15, BLBO16, Byne6en

niyeHsii BUpodHUYOT AiNbHULI IHaacTpian 6yauHok, m. 3eiTyn, ZTN 3000, Manbta
MLOO1
 Dissolution / Posuunenss - | Q=75%after 30 min (Ph. Eur. 2.9.3)/ | Mean/Cep: 100.1%
| Q=75% uepes 30 xs (€P 2.9.3) | Min/Miu: 99.2%

. Max/Makc: 100.6%

_ Microbiological quality™ / MikpoBionoriuna umcrora ™
- Total amount of aerobic bacteria | NMT 10% CFU/g /He 6inbwe 103 KYO/r
(TAMC) / 3aranbHa  ®inbKicto
aepobHux MiKpoopraHiamis

|
|
{TAMC) } |
- Total amount of Yeasts and Moulds | NMT 102 CFU/g /He Ginblwe 102 KYO/r | Not performed/ He
I BUKOHYBaBCA i

{

{

l

Count (TYMC)/ 3arancHa KinbKicth
ApiKAKOBUX Ta naicHeBux rpubis
(TYMC)
- Escherichia coli Absent E. coliin 1 g/BincytHi E. colis 1 e
* performed on the fll’St ten commercial batches and then for every 10th batch / Tecr npoeop.mb p,nﬂ nepumx 10-T1

cepii, a noTim ansa koxuoi 10+ cepii.
** - the test is performed on the every tenth commercial batches but not less than annually / Tect nposoasats ann

KosHoi 10-i cepii abo He meHwe 1 pasy Ha pik.

The batch meets the requirements of AND for MA Ne UA/11952/01/02 / Cepin sianosigae sumoram MKA /0 PN
Ne UA/11952/01/02.

| hereby certify that the above information is authentic and accurate. This batch of product has been manufactured,
including packaging/labelling and quality control at the above mentioned site in full compliance with the GMP
requirements of the local Regulatory Authority and with the specifications in the Marketing Authorization of the
importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP. / A 3aAenA0, Wo HasegeHa suwe IHOOPMALIA € AOCTOBIPHOIO Ta TOMHOIO. Lig cepin byna
BUTOTOB/IEHA, BKAIOYAKMM YNAKOBKY | KOHTPONL AKOCTI HA 3asHaueHi Buwle BUPOBHWUIN AinAHu {ninsiHkax), s
noeHit signosigHocri 3 Bumoramu GMP micUEBOro peryniolyoro opraHy ra creuudikauii PeecrpauiitHoro
Noceiguenni kpainu-imnoprepa. MPOTOKOAM BUPOGHULTBA, YNAKOBKM Ta KOHTPOAIO AKocTi Gyau posrnanyTi i

BM3HaHI BignosigHumK sumoram GMP,

Niaroroenexo/ Compiled by: Tihana Zalig 3aTeepameHo/ Issued by: Javier Moscar,
«/?NO/V\.Q_, ';ZKL y” ! ",
Bara/Date: 18.10,2023 i&{%’ \;a;\\ Hara/ Date: & {6, 1o 3
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