BATCH CERTIFICATE OF MEDICINAL PRODUCT
CEPTHUOIKAT AKOCTI CEPIT IKAPCbKOIO 3ACOBY
Name of product/Hassa npoaykry
(strength, dosage form, package size and
type/ao3yBaHHa, nikapcoka gopma, posmip i
THIT YNaKOBKM)

Levofloxacin-Teva, film-coated tablets, 500 mg Nz 10 (5x2) in
blisters / /lesochnokcaumn-Tesa, Tabnetkm, BKPUTI naisKoBow
o6onoHkoiw, no 500 mr Ne 10 (5x2) B 6nicrepax

Composition/Cknag Levofloxacin 500 mg / JleBodnokcaumu 500 mr
Manufacturing country/KpaiHa BUpoO6HmMK Malta/ ManbTa

Importing country/KpaiHa-imnoptep Ukraine/ YkpaiHa

MA number/Homep PN - UA/11952/01/02

Batch number/Homep cepii 154488

Batch size/Poamip cepii 34,097 packs/ynakoBok

Date of manufacture//lata Bupo6HULTBa 04.2024

Expiry date/Ctpok npuaartHocTi 03.2027

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/Akrasic JITA, BLB015, BLBO16, Byne6en

niyeHsii BUpoGHUYOT AinbHULL lHpacTpian 6yguHok, m. 3eityH, ZTN 3000, ManbTa
MLOO1 )
Test / [TokasHuK AKocTi Specification / Bonycrumi Hopmn Results / Pesyabratn
Tablet description / Onuc Pink, oval, biconvex tablets of size 8 x 16 mm, film- Complies/ Bignosinae

coated, scored on one face with side scores,
engraved «L» on the unscored face/ :Powmesi,
oBasbHi, ABoONYKAI TabneTku posmipom 8 x 16 mm,
BKPWTI nJ1iBKOBOIO 0GONOHKOI, 3 PUCKOIO Ha oAHIN
cTopoHi i no Bokax. 3 rpasiloBaHHAM “L” Ha CTOPOHI

6e3 pucku
Identification/ IaeHTudixauia
- Levofloxacin/Nlesodnokcaumt HPLC peak for Levofloxacin shows the same Complies/ Bignosinae
HPLC/BEPX : retention time as that for the reference standart /

Ha xpomarorpamax 4ac yTpumysaHHa fiky
JesodnokcaumHy signosigae yacy YTPUMYBAHHA
MKy CTaHA3PTHOrO PO3UUHY.

- the second ID Levofloxacin/ ,qpyfa ID | The peak for Levofloxacin (as obtained in assay) is Complies/ Bignosigae
neBodnoKcalmHy " 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/ nix nesodnokcaumHy (8 xoai
KiNbKICHOro BU3HaueHHs) ckanyioTs YO-gioaHo- :,
MaTPUYHUM AETEKTOPOM 8 AianasoHi 200-400 Hm i z
NOPIBHIOIOTE CMIEKTPK 3i CNEKTPaMMU CTaHABPTHOTO |

pPO34MHY

- Titanium dioxide/Tutany giokeua” Complies/ Bignosipae Complies/ Bianosinae
- Iron Oxide/ sanisa okeng’ ’ Complies/ Bignosinae Complies/ Bignosigae
Uniformity of dosage units/ oaxopigHicTe | Complies to Ph. Eur. 2.9.40/ AV:1.2
AO03yBaHHA Bignosipnae €sp. dpapm. 2.9.40
Average weight / CepegHa maca 659,2mg/ mr+5% 659.06 mg/mr
Disintegration (in water, at 37°C) /| NMT 30 minutes / 8 minutes/xsuanH
PosnaganHa (y soai npu 37°C) He Binbwe 30 xs
Assay / KinbKicHe BU3HaueHHs (475,0 - 525,0 mg/mr) 95-105 % 100.07%

e 500.3 mg/mr
Related substances, HPLC / CynyTHi
AoMiwku, BEPX
- Single unknown impurity / Okpema NMT 0,2 %/ He Binblwe 0,2 % <0.05% {
Hesigoma gomilka )

| - Total Impurities / Cyma nomiwox NMT 0,5 %/ He Ginowe 0,5 % <0.05%
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te%@a -~ BATCH CERTlFlCATE OF MEDICINAL PR;)DUCT

CEPTUOIKAT AKOCT! CEPIT IKAPCBKOIO 3ACOBY

Name of product/Hassa npoaykty
(strength, dosage form, package size and
type/A03yBaHHA, nikapcbka dopma, posmip i

Levofloxacin-Teva, film-coated tablets, 500 mg Ne 10 (5x2) in
blisters / fleBochnokcaumn-Tesa, TabNeTKU, BKPUTI NNiBKOBOIQ

o6onoHKow, no 500 mr Ne 10 (5x2) B 6nicrepax
TUM YNaKoBKK)

Composition/Cknaa Levofloxacin 500 mg / Jlesocdnokcaumn 500 mr
Manufacturing country/Kpaina BUpo6HyK Malta/ ManeTta

Importing country/ KpaiHa-imnoptep Ukraine/ Ykpaina

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

Batch number/Homep cepii 154488

Batch size/Poamip cepii 34,097 packs/ynakoBok

Date of manufacture//lata BupoGHULTBA 04.2024

Expiry date/Crpok npugatHocti 03.2027

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 T/, BLBO15, BLB016, Byne6en

JUEH3IT BUPOBHMYOT AinbHML InaacTpian GyanHok, M. 3elTyH, ZTN 3000, ManbTa
MLOO1 )
' Dissolution / PbsquHeHHn g o dz?é% after 30 min (Eh. Eur. 2.9.3)/ o Mean/Cep: 100.9%
Q =75% 4epe3 30 x8 (E® 2.9.3) Min/Min: 99.8%

; ) o B Max/Makc: 101.8%
Microbiological quality™ / MikpoGionoriuna uncrora ™" o
- Total amount of aerobic bacteria | NMT 10° CFU/g /He 6inbwe 10® KYO/r
(TAMC) / 3aranbHa Kinbkicts
aepobHux mikpooprawiamie (TAMC)
- Total amount of Yeasts and Moulds

Count (TYMC)/ 3aranbHa Kinskicts NMT 102 CFU/g /He 6inblwe 10? KYO/r Not performed/ He
. ) \ BUKOHYBaBCH

APIKAKOBUX Ta nnicHesux rpubis

{TYMmMC)

- Escherichia coli -
AbsentE. coliin 1 g/BiacyTHiE. colis 1 r
* Performed on the first ten commercial batches and then for every 10th batch / Tecr NPOBOAATL AnA nepwnx 10-Tu
cepiit, a notim Ana KoxHoi 10-i cepii,
*¥* - the test is performed on the every tenth commercial batches but not less than annually / Tect nposoasaTs ann
KowHoi 10- cepii abo He merwe 1 pasy Ha piK.

The batch meets the requirements of AND for MA Ne UA/11952/01/02 / Cepin sip,nc;sip,ae sumoram MKA po PN
Ne UA/11952/01/02. ’

I 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. / 8 3ansnaio, wo HaseAeHa eunuie iHpopMaLia € JOCTOBIPHOIO Ta TOYHOID. Us cepis 6yna Burotosnena,
BKAIOYAtOUM YNaKOBKY | KOHTpPOAbL fAKoCTl Ha 3a3HauveHiid Buwe BUpoBHMUIN ginanyi (ainAankax), s nosuil
signosigHocti 3 Bumoramu GMP micyesoro perynioiouoro opraHy Ta cneundikayii Peecrpauitinoro Noceiguenni
KpaiHu-imnoprepa. [lporokonu BUPOGHMUTBA, YNaKOBKKW Ta KOHTPOMO AKocti 6yau posrnawyri i suzHawi
signosigHnmu sumoram GMP,

NigroTosnexo/ Compiled by: Michela Psaila 3atsepaxeno/ Issued by: Gabrlelle Vella Brincat

P
M- M Peagle.
DNara/Date: 13.05.2024

HaTa/ Datef 1 ; MAY 2024

YnosHosaseHa ocoba/ Qualified Person
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