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

3acTyir
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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
//,\’l’
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BATCH C

ERTIFICATE OF MEDICINAL PRODUCT

CEPTH®IKAT AKOCTI CEPIT IKAPCBKOMQ 3ACOBY

a

Name of product/Hazea npogyxty
(strength, dosage form, package size and
type/fosyeaHHA, nikapeoka Giopma, posmip |
THI YNaKoBKM)

Levafloxacin-Teva, film-coated tablets, 500 mg Ne 10 {5x2) in blisters
{ Nesodhnokcaymy-Tesa,
500 Mr Ne 10 (5x2) B 6nicTepax

Tab/eTKH, BKPHTI NAiEKoBO0 ofioncHkow, no

Composition/Craag

Levofioxacin 500 mg / Jleaodaokcayuy 500 mr

Manufacturing country/Kpaina enupoBimi

Malta/ Manora

importing country/ KpaiHa-isnoprep

Ukraine/ Yipaina

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

Batch number/Homep cephi 163272

Batch size/Poamip cepil 46,932 packs/ynakosor
Date of manufacture/ Java BHMpOBHMTBA 10.2024

Expiry date/Crpox npugartocti 09.2027

Name, address and authorization number of
manufacturing site/Hasga, agpeca i Homep
NiueH3il supoBHKUUOT AlAbHMui

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN
3000, Malta/Axrasic AT/, BLBO15, BLE(H 6, Byneben ingactpian
GyauHoK, M. 3efityd, ZTH 3000, MansTa

MLOGH

Tast / MokasHUK ARoCTI

Specification / fonyctumi Hopmu Results / Pesysbrary

Tablet description / Onuc

]

Eﬁérifiéation/ laentudikauia
i - Levofloxacin/Mesodnokcaumn
HPLC/BEPX

the second ID Levofloxacin/ apyra ID
hesodnorcayuuy *
HPLC/BEPX

- Titaniurn dioxide/Turasy alokcug®

- Iron OxIde/ 3ani3a okeun’
Uniformity of dosage units/ OAHOPIAHICTL
AO3YBaHHR

Average weigh [/ Cepeawn maca

Disintegration (in water, at'3'7°C) / Poéhé,qaﬂnh
{y soai npy 37°C) _
Assay / KinskicHe BH3HaueHHna

Related substances, HPLC / CynyThi Aomiwky,
BEPX

- Single unk-own Impurity / Oxpema Heplgoma
AOMtKa

- Tota' Impuiities / Cyma gomiwok

Tava Pharmaceutical Industries Ltd,

- Pink, oval, biconvex tablets of size 8x 16 mm, film-

coated, scored on one face with side scores,
+ engraved aL» on the unscored face/ Posesi, 08aA6Hi,
" Asoonykai taBneTiu poamipom 8 x 16 mm, BHpUT
' npiokosorg 0B0NOHKOID, 3 PUCKOID Ha DAHIA cTopoHi |

Camplies/ Bianosigae

. noGoxax. 3 rpasiiosaniAm “L" Ha cropaHi 6e3 pucum

f HPLC peak for Levafloxacin shows the same retention

- time as that for the reference standart / Ha

. #POMATOTPAMBX HaC YTPUMYBAHHA Niky
fienodnokcaumry signosigae vacy YTPHUMYBaHHA niky
TTRHOAPTHOTG PO3YHHY.

. The peak for Levofloxacin {as obtained in assay} is

- scanned by an UV-diode array detector in the ra nge

| 200-400 nm and each scan is compared to scan of a
standard preparation/ nix nesodnokcaunny (8 xoqi

1 KinbKicHoro BH3HAUBHHA) CKaHy:0Te YP-nlogHo-

" MITPHYHUM AETEKTOPOM B Alanazoni 200-400 um i

NOPIBHIOIOTE CEKTPY 3] CNEeXTpamy CTaHAPTHOMO

DOUHHY

* Complies/ Bignosigae

Complies/ Bianorigae

Complies/ Bignosigae
Complies/ Bignoginae

Complies/ Bignosigae
Complies/ Bignosigae

* Complles to Ph. Eur, 2.9.40 / AV: 1.60

| Bignosinae Eap. dapm. 2.9.40

}659,2 mg/ Mr£ 6 % ' | 662.02 mg/mr
I NMT 30 minutes / 12 min/xs

! He 6inowe 30 xa _

! (475,0 - 525,0 mg/mr) 95-105 % 99.90%

: . 499.5 mg/me

| NMT 0,2 %/ e 6lnsure 0,2 % <0.05%

: NMT 0,5 %/ He Ginswe 0,5 % <0.07%

Actavis Ltd. BLB 016, Bulebel Industrial Estate, Zejtun ZTN 3000
Company Na (2867 | VAT No MT 11360007 | {+356) 21693 533

, Malea | infomalta@tevapharm.com | www.teva.mt
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BATCH CE

RTIFICATE OF MEDICINAL PRODUCT

CEPTUODIKAT AKOCTI CEPIT IKAPCBKOrO 3ACOBY

Name of product/Hazea npoayrty
(strength, dosage form, package size and
type/aosysaHun, nikapcoka gopma, pozmlip i
THIT YTaKOBKHK)

Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in blisters
/ Nlesodnorcaumn-Tesa, TabneTku, BKpUTE naiskosow 06os0HKOW, no
500 mr Ne 10 (5x2) B GaicTepax

Composition/Cxnap

Levofioxacin 500 mg / Nesotbnokcain 500 Mr

Manufacturing country/Kpaina Bupo6rmx

Malta/ Manwra

Importing country/ KpaHa-imnoprep

Ukraine/ Yrpaina

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

Batch number/Homep cepii 163272

Batch size/Paamip cepii 46,932 packs/ynakoBox
Date of manufacture/ata evipo6HriTea 10.2024

Expiry date/Ctpok npugatrHocTi 09,2027

Name, address and authorization number of
manufacturing site/Hasea, agpeca i Homep
Aiderzi eupoBHMuol giasHuyi

Actavis Ltd, BLB 015, BLB 016, Bulebel Industral Estate, Zejtun, ZTN
3000, Malta/Axrasic ATZ, BLBO1S, BLBO16, ByneGen IHgacrpian
ByAnHOKR, M. 3eiityn, ZTN 3000, MansTa

MLOO1

Dissoluticn / Posunnennn *

Mea_n/Cepep.He: 100.8%
Min /iin: 98.9%
Max /Maxc: 101.9%

Q= 75% after 30 min (Ph. Eur. 2.9.3) /
Q= 75% uepes 30 xa (€t 2.9.3)

Microbiologlcal quallty"' / MikpoBlonoriuma uucrora ™

Total amount of aerohic bacteria
{TAMC)  /  3aransea  HinbKicts
aepobHux mikpoopradiamis (TAMC)
Total amount of Yeasts and Moulds
Count (TYMC)/ 3aranbHa &inbHicrs
APIMMROBKUX T8  NAICHRBUX rpubia
{TYMmC)

Escherichia coli N

* Performed on the first ten commercial batches a
ANA RomHOT 10-7 cepil.

** - the test is performed on the eve
260 He menwe 1 pazy Ha plk.

The batch meets the requirements of AND for MA
Ne UA/11852/01/02.

I hereby certify that the above information is auth

Packaging/labelling and quality control at the ab
Regulatory Authority and with the specifications

in
packaging and analysis records were reviewed an
ihbopmauin ¢ gocroipHoo Ta TouHoH. Hs cepin
BHWe BUpoBHRMIH ainaHui (ginAnkax), B nosniti &
cneymndikauii Peectpauliinoro MNocslguenni kpalum-

NMT 103 CFU/g /He Binbwe 10° KYO/r

Not performed/He

NMT 102 CFU/g /He Sinbwe 102 KYQ/r nposoavBCA

Absent E. coliin 1 g/Biacymi E, calis L r

nd then for every 10th batch / Tect nposoaats ana nepumx 10-1u cepir, a noTm

ry tenth commercial batches but not less than annually / Tecr nposogaATe AnR komuol 10-1 cepit

Ne UA/11952/01/02 / Cepin signosigac sumoram MHKA ao PN

entic and aceurate. This batch of product has been manufactured, including
& mentioned site in full compliance with the GMP requirements of the local
the Marketing Authorization of the importing country. The batch processing,
d found to be In compliance with GMP, / A 3aneanlo, WO Hasegewa Buue
6yna Burovosaena, BrAKMaIONH YNAKOBKY | HOHTPOSL AKOCTE HA 3a3HAYLHI
ianoeigHocTi 3 sumoramit GVIP MicLeBOro peryaoYoro oprady Ta
imnoprepa. Mporokonu BUPOGHULTEA, YNAKOBKW T8 KOHTPOMD AKOGT] Gy

ov

posranxyTi i suaHadl signosigHuMK BHMoram GMP.

Niarorosnenof Compiled by: Katarina Milanovic

.

Aata/Date: 31.10.2024,

Teva Pharmaceutical Industries Lid.
Actavis Ltd. BLB 016, Bulebel Industrial Estate, Z,
Company No C2867 | VAT No MT 11360007 | (+

ejt

Hataf Date;
YnosHoBamena ocoba/ Qualified Person
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AEPKABHA CJIYIKBA 3 JIKAPCBKUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMH Y KHIBCHKIN OBJACTI

npos. Ceitnunol Hanif, 3, M.Kuis, 02099, ten/daxc: (044) 576-40-41
E-mail: dls.ko@dls.gov.ua, Kox €APTIOY 37078774

BUCHOBOK
PO AKICTL BBE3EHOT0 B YKpAaiHy JiKapehKoro 3acoly

27.01.2025 Ne 1340/25/10

JEBODJIOKCAIINH-TEBA

(Haftvemypanun nikapeskoro 3acoy rino 3 peceTPALIREM NOCBIAYCHIAM)
rabieTkn, BRpUTI ILIIBKOBOIO 0601011010, 110 500 Mr, 00 5 TaGAeTOK Y Buticrepi, mo 2
Guicrepn B KapTonuiit kKopoBLi

{(hopma minycxy, nozysanns, sy MAKYBAHHA JKAPCHKOre 3ac06Y)
Howep peectpauiiinoro noceinuenns UA/11952/01/02 crpox aiv peccTpanifinoro nocsiguenns 01.01.2099
Cepis nikaperkoro 3acoby Ne 163272 KinskicTe BRe3enoro nikapeskoro sacofy 46932

Brupo6uuk Axragic JITII, Manrra
(uaiimenysanter BupoGImKa nixaperkoro 3aco6y, kpaina TIONQKCHH)

Baeseno B Yipainy Tosapucrro 3 ofMexenoro Bignosinambuictio "Tesa Ykpaiua'', igenr.
won: 34770471
(naitmenynanns m xoa 3a CAPTIOY lopuzsinel ocodn abo mpissunie, in's, no Garekosi {piznunol

0coBH - ninnprcnpug, it Micue IpoKIBANA T2 peecTpauiiinnii noviep 06Mikokol KapTRI MATHIKA
nozarkis afo cepin o HoMep nacropTa)

ITporoxon sizyansnoroe xonrpomo six 17,01.2025 Ne 0086/6.

3a  pesysbTataMu  AEPIKABHOTO  KOHTPOMIO BCTAHORNICHO, WO Jlikapchkuil 3aci6 Beeseno B Ykpainy 3
AOTPUMAHHSIM BUMOT 3aKOHONABCTEA IOAC 3A6EANEISHES SKOCT] nikapeexux 3aco6in,

Onsra EPLOMEHKO

{ninnuc) (iniuiank ta npizrmue)




BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTUDIKAT AKOCT] CEPIT MKAPCBKOrO 3ACOBY

Name of product/Hazea npogykty
{strength, dosage form, package size and

THN YHaKOBHH)

type/ gosysanmsa, nixapcoka chopma, posmip i

/ Nesodinokcauun-Tesa,
500 mr Ne 10 (5x2) & GnicTepax

Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in blisters
TabneTHH, BKPHTI NAIBKOBOKY o6aoKKoIe, ho

Composition/Cknag

Levofloxacin 500 mg /7 JlerothAokcaunn 500 mr

Manufacturing country/Kpaiia snpaBHuK

Malta/ Manwera

Importing country/Kpaita-imnoprep

Ukraine/ Yupaina

MA number/Homep PI1 UA/11952/01702

Batch number/Homep cepii 163273

Batch size/Poamip cepil 26,829 packs/ynaroBoK
Date of manufacture/fata eupoBHHUTES 10.2024

Expiry date/CTpok npugaTHocT 09.2027

Name, address and authorization number of
manufacturing site/Hasna, agpeca i HOMep
niuensii BUPoBHUYOT AlnbHMy

Actavis Ltd, BLB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN
3000, Malta/Akrasic AITA, BLBO1S, BLBO16, Byne6en Ingacrpian
ByauHOK, M. 3eidrys, ZTN 3000, Manwta

MLOOY

—

| Test / NokasuuK Aroct]

Spacification / ,qt:;r_i\_!;:r-uﬁi Hopmui | mResuIt;ﬂ’ééﬁh-b_T‘éfﬁ

' Tablet deserl'p't?iwon / Gnuc

. Wentification/ \aertndikagia
. -Levofloxacin/flesodnorcauun
* HPLC/BEPX

: the second ID Levofloxacin/ Apyra ID
! nesodrokcauyny *
! HPLC/BEPX

1
|
|
i
i
i
t
i
;
H

- Titanium dioxtde/Tutany piokcug”
.. - Iron Oxide/ sanisa okcun’

e e

_no Bokax. 3 rpasiioBatHam “L" Ha CTOpOHi 6e3 prcun

Pink, oval, biconvex tablets of size 8 x 16 mm, film- | Complies/ Bl,qno;i,qae

coated, scored an one face with side scares,
engraved «L» on the unscored face/ Poxtesi, osanbHi, |
Asoonykni rabnetk poamipom 8x 16 MM, BKpHTI
nAiBroBo0 0B00HKDIO, 3 PUCKOIO HE 0AHIA cTOpoHi i

HPLC peak for Levofloxacin shows the same retention
time as that for the reference standart /Ha

XPOMETOIPAMAX YAC YTRUMYBaHHA Niky :
Nesodokcaumny alanosigae Hacy YTRHMYBIHHA Niky
CTAHAAPTHOO POIUNHY. !

Complies/ Blanosigae

The peak for Levofloxacin {as obtained in assay) is , Complies/ Bignosigae
scanned by an UV-diode array detector in the range
200-400 nm and each scan is compared to scanofa
standard preparation/ nix neaodnokcaum Hy {8 xopi !

KifbricHoro BuaHaueHHA) CHaHyloTs Y-gicaHo- ;

MATPUHHKHM feTerTopom B Aianasoni 200-400 Hm | !

NOPIBHIOIATE CREKTPH 3 C{IEKTPIMHN CTAHAAPTHOTO i

POZYHHY ‘

. Complies/ Bignosigae

. Complies/ Bignosigae

Complies/ Bignogigae
Complies/ Binnosinae

: Uniformity of dosage units/ OAHOPIAHICTL
. AC3YBaHHA

T-Aiirefgg'é"\;éilgh /Ce bep,nn mMaca

| Disintegration {in water, at 37°C) / Poanagannna
- {ysoainpn 37°C).

Compties to Ph. Eur, 2.9.40/ v AV: 1.40
8ianosigac €8p. dapm. 2.9.40 j
40 e Sopm o i — - . e
659,2 mg/ mr+5 % ! 658.02 mg/mr
i
NMT 30 minutes / T M minke T T

He Ginbue 30 xs

i Assay / KinbkicHe susHavetng

9.74%

{475,0 = 525,0 mg/mr} 95-105 % )
498.7 mg/mr

: Re_léiéa‘_shbsta;c_eg; HPLC / CynyTHi nomiswikm,
" BEPX
- Single unknown impurlty / Grpema Heaigoma
. AOMiwKa
- Total Impurities / Cyma gomiwok

{ NMT 0,5 %/ He Ginbwe 0,5 %

NMT 0,2 %5/ He Binbwe 0,2 % | <0.05%

! <0.08%

Teva Pharmaceutical industries Ltd.

Actavis Ltd. BLB 018, Bulebel industrial Estate, Zejtun ZTN 3000, Malta | infomalta@tevapharm.com | www.teva.mt
Company No C2867 | VAT No MT 11360007 | (+356) 21693 533
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BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUOIKAT AKOCT! CEPIT AIKAPCBKOIO 3ACOBY

Name of product/Hazsa fipeayxry
(strength, dosage form, package size and
type/posyeanns, Aikapcuka dhopma, poamip 1
THN YNAKOBKMK)

Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in blisters
/ NesodokcauHn-Tesa, TabReTHH, BKPHTI NAiBKOBOIO 0B0sOHKOI0, MO
500 mr Ne 10 (5x2) 8 GnicTepax

Compoesition/Crnan Levofloxacin 500 mg / Jlesodaorcaumn 500 mr
Manufacturing country/Kpaitia BMpa6rnk Malta/ Manvra

[mporting country/Kpaina-imnoprep Ukraine/ Yxpaina

MA number/Homep PT] UA/Z11952/01702

Batch number/Homep cepit 163273

Batch size/Poamip cepii 26,829 packs/ynakogox

Date of manufacture/dara BHPOGHWMLTBA 10.2024

Expiry date/Ctpok npugatHocTi 09.2027

Name, address and authorization number of Actavis Ltd, 8LB 015, BLB 016, Bulebel Industrial Estate, Zejtun, ZTN
manufacturing site/Hassa, agpeca i HOMep 3000, Malta/AxTagic ATA, BLBO15, BLBO16, ByneSen lHpacTpian

AiyeHzil BUPOGHUUOT ginbHiL ByauHoK, M. 3eftryn, ZTN 3000, Mansta
MLO01
Dissolution / PosunHeuns T d: 75% ift—ér‘:-!_ﬁ-mihﬁ(Fr;—Eﬁrr. 2.9.:3.)"/ . Mean]Cepe,qu: 100.0%
Q =75% vepes 30 x8 (€D 2.9.3) Min fMin: 98.7%

Max /Makc: 101.0%

Microbloiogieal quatity™ / MikpoGionoriuna wmcrora*t T o
- Total amount of aerobic bacteria . NMT 10 CFU/g /He Glavwe 107 KYO/r
(TAMC)  /  3aranbHz  winexicTs |
aepoBrux mikpoopraHizmie (TAMC) Not performed/He
- Total amount of Yeasts and Moulds | NMT 102 CFU/g /He Binbwe 10t KYO/r NpoBoAMECA
Count (TYMC)/ 3aranbha winbkicts |
APIMAKOBMX Ta NAlCHeBMX rouble |
{t¥mc) |
- Escherichia colj

. ... AbsentE.colindg/Bincyri E.colizar )

* Performed on the first ten commereial batches and then for every 10th batch / Teer NPOBOAATL AAA Nepluvx 10-Th cepliy, a notim
AnA KomHol 10+ cepii.

** - the testis performed on the every tenth commercial batches but not jess than annually / Tect nporogaTs ans KomHor 10-7 cepit
abo He memwe 1 pasy Ha plk.

The batch meets the requirements of AND for MA Ne UA/11952/01/02 / Cepln BiAnoBigae sumaoram MKA go P
N2 UA/11952/01/02,

Regulatory Authority and with the specifications in the Marketing Authorization of the imperting country. The batch processing,
packaging and analysis records were reviewed and found to be In compliance with GMP. / A saAenaw, wo Kasegena BHlLe
indopmauln € gocrasipro T3 TOYHOM. Lia cepin Gyna surotoenena, ermouaiovy YNakoBry | KOHTPOAL AKOCT Ha 3asHavekii
BHIMe BupobyMdit ginanul (alasnkax), B nowwii slanosigHoctl 3 Bumoramu GMP Miclueroro peryawiovero opraHy Ta
cneuudikanir Peectpaniiinoro Mocalgyenni KpaiHu-imnoprepa, TpoTokonu aupobHULTES, YNaKODKM Ta KOKTpOAK Arocii Gynn
posrAAHyT! 1Bu3nani elgnosighumm Brmoram GMP,

Migrotosseso/ Compiled by: Katarina Milanovic 3areepamens/ Iss Q by: Rachelle Van Hooren
Zh
LA p—— ., T
Mava/Date:31.10.2024. /7 Bata/ Date: /' ormaov oy

Ynosnosamena ocodaf Qualified Person

agueouiivetn
77047t
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HAEPKABHA CIIYKBA 3 .JIIKAPCI)KI{.IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM ¥ KHIBCHKIA OBJIACTI

npoR, Ceirnirarof Hapii, 3, m.Kuin, 02099, Ten/haxc: {044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Koz €PIIOY 37078774

BUCHOBOK
PO AKICTH BBE3€HOro B YKpainy JiKapchKoro 3acoly

16.12.2024 Ne 64'763/24/10

JEBOPJIOKCATNH-TEBA

(nafivenysama NKAPCHKOTO 30C06Y FiMHO 3 PEECTPALIIHNM IOCBIAYCHHAN)
Tabjericn, BRPUTI NAIBKOBOI0 060.10H1K010, 110 500 M, IO 5 TaGaeToxK y baicrepi, o 2
§uicTepH B xapTonuiit xopo6ui

{dbopra munycky, nozysanms, BuK aKyBaHHA AiKapCLKOro 3acoby)

Hontep peectpaniiinoro nocsiguenus UA/11952/01/02 erpox au peectpaniiinoro noceiguenns 01.01.2099

Cepia sixapcbkoro sacoGy Ne 163273 KinpkicTs BRE3CIOrO Hikapcskoro 3acoBy 26829
Bupobuuk Axragic JITH, Mansra
(naiimenypanig supoBHmKa JIKAPCHROro 3acoby, Kpalia MOXOMKCHH)
Bresero B Yipainy Torapucreo 3 06mencen oo rignoBiganbricTIo "Tepa Yxpaina", igenr.
wxou: 34770471

(uatiMenysamig Ta kox 3a €JIPTIOV fopHAIol ocobu abo np1apnIe, iM's, 10 GaTeKoDi h131MHGL
ocobi - mipmpHeMLS, i Micue npoxHBakna Ta peecTpauiiinnii nomMep o6NIKOBOT KAPTKY MWIATHMI
noparkis abo cepis Ta HoMep macnopTa)

HpoToxoen sizyansnoro kourpomo six 09.12.2024 No 3881/2.

3a  pesyabTaTaMH  ACPKABHOTO KOHTPONIO BCTAHORJEHO, IO JIKAPCHLKHIT 3acif  BBescHO B Vrpainy 3
HOTPHUMAHRHIM sumMor 3aKOHOAABCTBA LIOAQ 3a0C3MEUCHHA TKOCTI Jlixapeskux 3acobin.

Omera EPEOMEHIO

(minuue) (inigiann ta npisanme)
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