JAEPXXABHA CJIYKBA 3 JIIKAPCBKUX 3ACOKBIB
TA KOHTPOJIIO 3A HAPKOTHKAMMH y m. KUEBI

npos. Hanxii Ceitnuunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dis.kyiv@dls.gov.ua, Kon €APIIOY 37079055

BUCHOBOK
PO AKICTh BBe3€HOro B Y Kpainy JikapcbKoro 3acody
26.03.2024 Ne 15443/24/26
JIJEBOBALIU L

(HaliMeny BaHHA JiKapCbKOIo 3aco0y 3rijlHO 3 peecTpaliiHHM OCBILYEHHAM )
TabJIeTKH, BKPHUTI ILTIBKOBOIO 000/10HK010, 110 500 Mr; mo 10 Tabaerox y 6aicrepi; nmo 1
faicTrepy B KApTOHHiH Kopo6ui

(dhopma BUNYCKY, /03y BaHHSA, BHI NAKYBaHH: JiikapceKoro 3acoby)
Homep peecrpauiiinoro nocsinuenns UA/20215/01/01 crpox aii peectpauiiinoro nocsinuenns 18.10.2028
Cepis nikapcenkoro 3acoby Ne 0401268 KinbkicTh BBE3€HOrO Nikapcbkoro 3acody S875

BupoGnuk ®APMATEH CA, I'penist

(naiiMeHyBaHHA BHpOOHKKA NiKapehKoro 3acofy, KpaiHa 110X0LKeH )

Beeseno B Vkpaity Tosapucrso 3 00Mexenor0 BignosizansHicTio "BYCT ®APMA",
inent. kon: 44107410

(uakimenysanns Ta koz 3a €JIPTIOY ropumnunol ocobu abo npissuiue, iM'a, no 6ursKoni
(hisnunoi 0coBH - niANpHeMLs, Ti MicLe npoxUBaiHs Ta peccrpatiiinuii nomep oGnikoBot
KapTKH [UIaTHRKa noarkis abo cepis Ta nomep nacnopra)

Mpotokoa Bisyansuoro koutpoio Bin 26.03.2024 Ne 1046/2.

3a pesynbTaTaMH JIEPKABHONO KOHTPOJIO BCTAHOBJIEHO, WO Nikapchkuid 3acid  BBeleHo B Ykpainy 3
AOTPHMAHHSIM BHMOT 3aKOHO/IABCTBA 110/10 3a0e3neyeHHs AKOCTI JIKapchKUX 3acolin.

Muxosna XOJIOAEHKO

. 3 . -
(nianuc) (ininianu Ta npizsuuLe)

(nocajlos




4 Pharmathen

Innovation inspired by life

CEPTU®DIKAT AHANI3Y

Kog: CoAQMOO1LEVES00_MISTRAL_UA
Bepcis: 001

Oata: 29.01.2024

Nigrotyeana: Xapa Bnaxy

Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

NEBOBALUA, TabneTkn, BKpUTIi NNieKoBOIO 060/10HKOO, No 500 mr

[ata eupobuuurea: 09-01-2024

Bupo6Huua cepis: 0306724
Cepia AdI: 1341853

Bupo6HuK: ®APMATEH C.A.

3siT npo Bigxunexus: M HI

MEPEBIPKA

Onuc

Idenmucdpikayin

CepedHsa maca

OdHopidHicmb macu

OdHopidHicme dosoeaHux
oduHuUyb

Bmpama npu sucywysaHHi

Cmilikicmob do posdasntosaHHA

KinokicHe susHa4yeHHA

Cynymui domiwiku ma npodykmu
dezpadayii

PosnadarHa
Pos4yuHeHHA

3anuwkosi po3yuHHUKU

MikpobionoziuHa yucmoma

Idenmudpirayia sanisa
okcudis

I9eHmudpikayia mumany
diokcudy

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

TepmiH npugaTtHocTi: 12-2027

Poamip cepii: 150 000 Ta6a.

MoctayanbHUK ADI:

Cepina: 0401268

HbHONEH

MaKyBaHHA: ®APMATEH C.A.

O TAK (38im npo eidxuneHHs dodaemocs)

CNELMUOIKALLIA

ToBWwMHOW 5,0 + 0,2 mm
1.RRT=1,0+0,1
2.A=293 + 5 Hm

Abcopbuin = Abcopbuja std + 10 %
660 Mmr+5 %
(627,0-693,0 mr)

He Binblwe Hix 2 TabneTku BIOXUNAOTLCA 32 MaCOI0 Big

EtaHon - He Binbwe 3300 mKr/Tabn.

TAMC: He Ginbwe 10° KYO/r
TYMC: He 6inbwe 10> KYO/r
Escherichia coli: sigeytHas 1 r

MNo3uTMBHa

3’'ABNAETLCA YEPBOHO-OpaHKeBe 3abapBaeHHsA

PE3YNbTATH

MomapaHuyeBoro KoNbopy, NPOAOBrYBaTi, 4BOONYKAI TabneTku 3
puckoto 2 poamipamm: 19,3 mm 0,1 mm, 7,8 mm £ 0,10

Bianosigae
(19,2 X7,8 X4,9)

1.RRT=1,0£0,1
2. Mo3nTneHMiA

A=293 £ 5 HM

B cepegHbomy: 669,1 mr

. 3 . MiH.: 657,2 mr
cepeaHboi macu Binbw Hixk Ha 5 %
. . . Makc.:675,2 mr
HoaHa maca TabneTku He Ma€e BiAXMNATUCA Big cepeHbol macu Bi ;
Binbw Hixk Ha 10 % VTIPS
BianosigHo oo meToay Bapiauia macu 23
MpuitmansHe uncno (ana 10 Tabnerok) < 15,0 !
He Ginbwe 6,0% 3,2%
He meHwe 40 H .153 2
He 6inbwe 200 H Migz1 12 H
Make.:162 H
95,0 - 105,0% Big 3anaBneHoi Klnb‘KOCﬂ nesodnoKcayuHy B 102,4%
TabneTuyj
BEPX
Byap-aka HecneundikoBaHa iHAWBIAYaNbHA AOMILWKaE - He Binblwe byab-aka iHauBigyanbHa
0,20 %. omiwka: 0,02%
Cyma gomilwok - He Binbwe 1,0 %. Cyma: 0,0%
Makcumym 30 xB y soaj npu 37 °C+ 1°C 07',42"-10,29"
% Po3umHeHHA: He meHwe Q + 5%, 102%
Q=80% 3a 30 xs MiH.:101%
(pieHi SI, S2) Makc.:103%

821 mKr/Tabn.

TAMC: <100 KYO/r
TYMC: <100 KYO/r
E.Coli: BigcyTHa

MNosuTrBHa

MNosuTrBHa

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583

Prepared by Eva Markidala



’ Pharmathen Koa: CoAQMOO1LEVESO0_MISTRAL_UA
Innovation inspired by life Bepcia: 001
Oata: 29.01.2024
Nigrotyeana: Xapa Bnaxy
Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

MogiTpo- i BogoHenpoHwuKHI Yepes 30 cekyHa. B 1% posymHi

Tepmemuynicmo 6aicm ] lepmeTHyHO
i it METUNEHOBOTO CMHBLOTO, Nig TUckom 160 mm p.cT. f
KapToHHa kopobka micTuTb HeobxigHy KinbkicTb bnictepis i3
npo3oporo MBX/MNE/NBAX/antomiHito 3 BignoBIiAHO KiNbKicTio . 2
MaxkysaHHA po39p .'I / ,El, / Y 5 L. . Bignosinae
TabneToK Ta iHCTPYKLUi€o Ta HaApYKoBaHWMMU Ha Hiit Cepin,
MpuaatHuii go.
Hikoc Kopganic
BidnoeidanvHuii 3a MeHeaKep 3 KOHTPOTIO AKOCTI/YNoBHOBaMeHa ocoba
; [ata sunycky: 14-03-2024
KOHMpOsAb AKocmi ®apmateH C.A.

/Nignuc/ 19/03/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro eusHadeHHa / Level of Quantitation
LOD - Mea suasneHHsa / Limit of Detection
N/A - He 3actocosyeTbca / Not Applicable
ND - He suasneHo / Not Detected
NLT - He meHLe Hix / Not Less Than
NMT - He 6inbwie / Not More Than

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Pl'epaled. by Eva Markidala



4 Pharmathen

Innovation inspired by life

Kog: CoCQMO01MISTRAL_UA
Bepcis: 001
Harta: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOOYKLIT: NEBOBAUWMA, TabneTkn, BKpUTi NiBKoBoO obonoHKolo, no 500 mr
JIKAPCbKA ®OPMA: TABJIETKM ekpuTi nfo CUNA Ali : NEBOP/IOKCALUMH  500mr/Tabn.
PO3MIP | TUN YNAKOBKMU: ¥Ynak x 1 Bnictep % 10 Tabn.

KINbKICTb: 5875 YNAK

KPATHA-IMMOPT: YKPATHA

PEECTPALJIMHE NOCBIAYEHHA Ne: UA/20215/01/01

HOMEP CEPIi BULK: 0306724

®IHANIBHWIA HOMEP CEPII: 0401268

OATA BUITOTOB/IEHHA: 09-01-2024 TEPMIH NPUOATHOCTI: 12-2027

BMPOBHWYA AINMbHULUA Ta ii agpeca:

No GMP-ceptudikar / No MIA:
OinbHWUA BIANOBIOANBHA 3A AHANI3
Taii agpeca:

GMP-cepTtudikat No / MIA No:
BUPOBHMK, BI,ﬂHOBI,ﬂMbHMﬁ 3A
MAKYBAHHA Ta oro agpeca:
GMP-cepTtudikat No / MIA No:
BUPOBHMK, BI,[lI'IOBI,[leHMﬁ 3A
BUNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

SAPMATEH CA, [lepeeHakioH 6, Mannini ATtMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1

SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

141425/ 21-12-2021 / 0000006501/22/1

1341853 / HbIOMEHA

Hetoneng NabopeTopis Mlimiten AinbHuua-1, Ci. Ne: 347, 473, 474, 490/2
Lopora Beepabragpaceami Temnn,

BUPOBHUWK A®I Ta ioro agpeca: : : i :
Cennuwe BoHtananni, l'ymmagigana Madgan, pavod CaHrapeaai —502313

TenadraHa, IHajn.
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40A3ETbCA.
KOMEHTAPI / 3AYBAXEHHSA: -N/A-
BIAXWEHHA: O TAK B HI

KinbKiCTb AOKYMEHTIB, L0 A043KThCA:

Lum A niaTeepaxyto, Wo 3a3HayeHa iHbopMaLjA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNaKoBKK Ta aHanisy Oynu nepernAHyTi Ta BU3HaHI BiANOBIAHUMKM A0 BUMOr HanemHoi BupobHuyoi MpakTuku
(GMP).

Lia cepis npoaykTy, BKAodYatoun AL, Gyna BUroToBNeHa, BKAKOYAKOYM MNaKyBaHHA/MapKYBaHHA Ta KOHTPO/b AKOCTI Ha BULIE3a3HAYEHUX
OiNAHKax, y NOBHIK BignosiaHocTi go sumor GMP Ta BUmMor micueeux PerynatopHux OpraHie, a TakoX Ao cneuudikauii niueHsii Ha npogax,
i BUNyLLEeHa.

Im'A

YnosHoBaeHa ocoba: Hikoc Kopp,anic

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBaxeHa ocoba
dapmarteH C.A.

/Nignuc/ 19/03/2024

NMignuc
YnosHoBaMeHoi ocobu:

Hdata sunycky: 14-03-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepar ed by Eva Markidala



‘ Pharm a_t hen Code: CoAQMOO1LEVO500TAB_MISTRAL_UA

. : Version: 001

Innovation inspired by life Date: 04/05/2023
Prepared by: Hara Vlachou
Review: Maria Kinigopoulou
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

'LEVOBACID 500mg film coated tablets

Man. Date :09-01-2024 Expiry Date :12-2027 Pack Lot :0401268
Manuf. Lot :0306724 Batch Size :150.000 tabs
Active Ingredient Lot : 1341853 Active Ingredient Supplier: NEULAND
Man. Site: PHARMATHEN S.A P_kg Site: PHARMATHEN S.A
 Deviation Report: [FINO O] YES (the deviation report is attached)
Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline
A with dimensions: Conforms
L 19.3 mm+ 0.1 mm, 7.8 mm= 0.1 (19.2x7.8x4.9)
and thickness 5.0 + 0.2 mm
1. RRT=1.0£ 0.1 1. RRT=1.0+ 0.1
Identification 2. A= 293+5nm 2. Positive
Absorbane= Absorbances.q+10% A = 293+5nm
660 mg + 5% y
Average mass (627.0-693.0 mg) Aver:669.1mg
Not more than 2 tablets deviate in mass more than 5% Min:657.2mg
: : of the reported average mass obtained e s
Uniformity ar mass No tablets deviate in mass more than 10% of the Machis.Aing
" Conforms
average mass obtained
Uniformity of dosage Complies to the test of mass variation 53
units Acceptance Value (of 10 tablets) < 15.0 )
Loss on drying NMT 6.0% 3.2%
NLT 40N M
Hardness NMT 200N Min: 143N
. Max:162N
HPLC
Assay 95.0 - 105.0% of the stated amount of 102.4%
LEVOFLOXACIN in tablets
Any individual
Related substances o HPLC_ _ unknown impurity
And Any individual unknown impurity NMT 0.20% -0.02%
Degradation products Total NMT 1.0% Total:0.0%
Disintegration Max. 30 min in water at 37°C £ 1°C 07'.42”-10’.29”
% Dissolved: NLT Q+5%, 102%
Dissolution Q=80% at 30 min Min:101%
(introducing S1, S2) Max:103%
Residual solvents Ethanol NMT 3300pg/tablet 821 pg/tablet
Microbial TAMC: max 10’ cfu/g TAMC: <100cfu/g
i s TYMC: max 10% cfu/g TYMC: <100cfu/g
, E. Coli: Absence E. Coli: Absence
| Identification of Iron - =4
premi Positive Positive
PaEmmathen S A

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greecs, t +30 210 6604 300, f +30 210 6665 749

Manufacturing site-Regisltered seat: 6 Dervenakion str., 153 51 Pallini. Athens Greece, t +30 210 6504 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki



’ Pharmathen Code: CoAQMOO1LEVOS00TAB_MISTRAL_UA

i : . Version: 001
Innovation inspired by life Date: 04/05/2023
Prepared by: Hara Vlachou
Review: Maria Kinigopoulou
Approval: Voula Chamosfakidi

Identification of

Titanium Dioxide Red-Orange colour is produced Positive

Air and water tight after 30 sec. in 1% methylene blue

Tightness of blister solution, 160 mmHg pressure Tights
Cardboard box contains the appropriate number of
Packaging blisters of transparent PVC / PE / PYDC/ Aluminium Conforms

blister with the appropriate number of tablets and an
instruction leaflet and is printed with Lot, Exp.

Release Date :

Responsible for 0 df,-
; 2 ‘f'o . 14-03-2024
| Quality Control o2 & AR 103120 24
KSR
/%’y?%?{-‘,s
A O

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com
Prepared by: Eva Makridaki



< Pharmathen

Code: CoCQMOOTMISTRAL_UA
Version: 001
Date: 25/05/2021

Innovation inspired by life

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

' NAME OF PRODUCT:
l DOSAGE FORM:
PACK SIZE AND TYPE:
QUANTITY:
l IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:
BATCH NUMBER FIN:
MANUFACTURE DATE:
| MANUFACTURING SITE name &
address
GMP-certificate No / MIA No:
ANALYSIS SITE name & address
GMP-certificate No / MIA No:
: PACKAGING SITE name &

address

GMP-certificate No / MIA No:
RELEASE SITE name & address
l GMP-certificate No / MIA No:
! BATCH NUMBER OF API:
l API MANUFACTURER
‘ NAME AND ADDRESS:

RESULT OF ANALYSIS:

COMMENTS/REMARKS:
| DEVIATIONS:

—

I hereby cgrﬁfy that the above information is authentic and accurate.

LEVOBACID 500mg film coated tablets
Film Coated .tabs STRENGTH:
BTXIBLISTERSX10TABS

5.875BT

UKRAINE
UA/20215/01/01
0306724

0401268

09-01-2024
PHARMATHEN SA
6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021. 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
1341853/NEULAND

Neuland Laboratories Limited

EXPIRY DATE: 12-2027

Unit-1, Sy. No: 347. 473, 474. 490/2 Veerabhadraswamy T'emple Road,
Bonthapally Village, Gummadidala Mandal, Sangareddy District - 502 313

Telangana, India.

Certificate of analysis of finished product attached.

-N/A-
O YES

Attached number of documents:

LEVOFLOXACIN 500ug/tablets

The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

This batch of product, including API, has been manufactured, including packaging/labeling and quality
control at the above mentioned sites in full compliance with the GMP requirements and the local
Regulatory Authority and with the specifications of the Marketing Authorization and is released.

Name of Qualified Person: ,
(51o 320t

Signature of Qualified Person:

Date of Release:14-03-2024

Nikos Korero:
Uaiity 0 n E s QP
ger;

Pha; Ui Hel §

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacluring site-Registered seat; 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com
Prepared by: Eva Makridaki



AEPKABHA CJIYXKBA 3 JIIKAPCBKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npos. Hanii Ceitnuynoft, 3, 02099, ten. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €EPTIOY 37079055

BUCHOBOK
Npo AKICTH BBE3CHOro B YKpaiHy JiikapcbKoro 3acody

24.06.2024 Ne 32426/24/26

JIEBOGAIIU/JI

(HaiimenyBaHHa NikapcbKoro 3acofy 3rilHo 3 peecTpauifiHUM NOCBiAYEHHAM)
TabJeTKH, BKPHTI MJIiBKOB0OIO 000J10HK010, 10 500 mr; mo 10 Tabaerox y Giaicrepi; mo 1
fJicTepy B KapToHHil KopoOui

(popma BuNyCKy, 103yBAaHHS, BWI NaKyBaHHSA Nikapcbkoro 3acoly)
Howmep peecrpauiiinoro nocsizuenns UA/20215/01/01 crpox aii peectpauiiinoro noceinuenns 18.10.2028
Cepis nikapcekoro 3acoby Ne 0401269 KinskicTs BBe3eHoro nikapebkoro 3acoby 8938

Bupobuuk DAPMATEH CA, I'peuis

(nalimenyBanHs BUpoOHUKa Nikapckkoro 3acoly, kpaina NOXomKeHHs )

Bseseto B Ykpainy TOBAPUCTBO 3 OBMEKEHOIO BIAITOBIJAJIBHICTIO
"BYCT ®APMA", ineur. von: 44107410

(nadimeHyBanns Ta koa 3a €/IPIIOY 1opuanusoi ocobu abo npissuuie, iM'a, no 6atbKoBI HizH4YHOT
ocobu - nianpuemu, ii Miclie NpoxHBaHHS Ta peecTpauifiiuit Homep 0021iK0BOT KAPTKH NAATHHKA
nojatkis abo cepis Ta HOMep nacrnopTa)

IMpoTtokon Bisyansnoro xontpomo sin 24.06.2024 Ne 2189/5.

3a pe3ynsTaTamMm JAEPKABHOrO KOHTPONO BCTAHOBNEHO, 1O Jikapcekuii 3aci6 BeeseHo B VYkpaiHy 3
AOTPHMAHHSIM BHMQL 3aKOHOAABCTBA 11010 3a0e3neyeHHs Ko ikapcbKkHX 3acobiB.

Isan 3AJIBOPHUX

Minnuc) (iniuianm Ta npissuiie)




4 Pharmathen

Innovation inspired by life

CEPTU®DIKAT AHANI3Y

Kog: CoAQMOO1LEVES00_MISTRAL_UA
Bepcis: 001

Oata: 29.01.2024

Nigrotyeana: Xapa Bnaxy

Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

NEBOBALUA, TabneTkn, BKpUTIi NNieKoBOIO 060/10HKOO, No 500 mr

[ata eupobuuurea: 10-01-2024

Bupo6Huua cepis: 0306734
Cepia AdI: 1341853

Bupo6HuK: ®APMATEH C.A.

3siT npo sigxunenus: & HI

MEPEBIPKA

Onuc

Idenmucdpikayin

CepedHsa maca

OdHopidHicmb macu

OdHopidHicme dosoeaHux
oduHuUyb

Bmpama npu sucywysaHHi

Cmilikicmob do posdasntosaHHA
KinekicHe susHavyeHHA

Cynymui domiwiku ma npodykmu
dezpadayii

PosnadarHa
Pos4yuHeHHA

3anuwkosi po3yuHHUKU

MikpobionoziuHa yucmoma

I0enmudpirayia sanisa
okcudis

laeﬂmudﬁi{auiﬂ mumady
diokcudy

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

TepmiH npugaTtHocTi: 12-2027

Poamip cepii: 150 000 Ta6a.

MoctayanbHUK ADI:

Cepia: 0401269

HbHONEH

MaKyBaHHA: ®APMATEH C.A.

O TAK (3s8im npo eidxuneHHs dodaemocs)

CMELMUOIKALLIA

ToBWwMHOW 5,0 + 0,2 mm
1.RRT=1,0+0,1
2.A=293 + 5 Hm

Abcopbuin = Abcopbuja std + 10 %
660 Mmr+5 %
(627,0-693,0 mr)

He Binblwe Hix 2 TabneTku BIOXUNAOTLCA 32 MaCOI0 Big

TAMC: He Ginbwe 10° KYO/r
TYMC: He 6inbwe 10> KYO/r
Escherichia coli: sigeytHas 1 r

MNo3uTMBHa

3’'ABNAETLCA YEPBOHO-OpaHKeBe 3abapBaeHHsA

PE3YNbTATH

MomapaHuyeBoro KoNbopy, NPOAOBrYBaTi, 4BOONYKAI TabneTku 3
puckoto 2 poamipamm: 19,3 mm 0,1 mm, 7,8 mm £ 0,10

Bianosigae
(19,2 X7,9X 5,0)

1.RRT=1,0£0,1
2. Mo3ntneHMiA

B cepegHbomy: 668,7 mr

cepeaHboi macu Binbw Hix Ha 5 % Mite: 683 1 nar
ee . . . Makc.:673,1 mr
HoaHa maca TabneTku He Ma€e BiAXMNATUCA Big cepegHbol macu Binnosinac
Binbw Hixk Ha 10 % o “
BianosigHo oo meToay Bapiauia macu 11
MpuitmansHe uncno (ana 10 Tabnerok) < 15,0 '
He Ginbwe 6,0% 3,6%
He meHwe 40 H .150 2
He 6inbLe 200 H Mitec:1 400
Make.:1682 H
95,0 - 105,0% 8ig 3aABNeHOi KiNbKOCTI NeBodNoKCaUVHY B
; 101,8%
TabneTuyj
BEPX
Byap-aka HecneundikoBaHa iHAWBIAYaNbHA AOMILWKaE - He Binblwe byab-aka iHauBigyanbHa
0,20 %. omiwka: 0,02%
Cyma gomilwok - He Binbwe 1,0 %. Cyma: 0,0%
Maxkcumym 30 x8 y sogi npun 37 °C+ 1°C 08',01”-10,01"
% Po3umHeHHA: He meHwe Q + 5%, 103%
Q=80% 3a 30 xs MiH.:102%
(pieHi SI, S2) Makc.:103%
EtaHon - He Binbwe 3300 mKr/Tabn. 1007 mKr/Tabn.

TAMC: <100 KYO/r
TYMC: <100 KYO/r
E.Coli: BigcyTHa

MNosuTrBHa

MNosuTrBHa

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583

Prepared by Eva Markidala



’ Pharmathen Koa: CoAQMOO1LEVESO0_MISTRAL_UA
Innovation inspired by life Bepcia: 001
Oata: 29.01.2024
Nigrotyeana: Xapa Bnaxy
Peuensia: Anna MNepicrepaki
CxsaneHHs: Byna Yamocdarigi

MogiTpo- i BogoHenpoHwuKHI Yepes 30 cekyHa. B 1% posymHi

Tepmemuynicmo 6aicm ] lepmeTHyHO
i it METUNEHOBOTO CMHBLOTO, Nig TUckom 160 mm p.cT. f
KapToHHa kopobka micTuTb HeobxigHy KinbkicTb bnictepis i3
npo3oporo MBX/MNE/NBAX/antominito 3 BiANOBIAHO KiNbKicTiO . 2
MaxkysaHHA po39p .'I / ,El, / Y 5 L. . Bignosinae
TabneToK Ta iHCTPYKLUi€o Ta HaApYKoBaHWMMU Ha Hiit Cepin,
MpuaatHuii go.
Hikoc Kopganic
BidnoeidanvHuii 3a MeHeaKep 3 KOHTPOTIO AKOCTI/YNoBHOBaMeHa ocoba
; [ata sunycky: 14-03-2024
KOHMpOsAb AKocmi ®apmateH C.A.

/Nignuc/ 19/03/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro eusHadeHHa / Level of Quantitation
LOD - Mea suasneHHsa / Limit of Detection
N/A - He 3actocosyeTbca / Not Applicable
ND - He suasneHo / Not Detected
NLT - He meHLe Hix / Not Less Than
NMT - He 6inbwie / Not More Than

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Pl'epaled. by Eva Markidala



4 Pharmathen

Innovation inspired by life

Kog: CoCQMO01MISTRAL_UA
Bepcis: 001
Harta: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOOYKLIT: NEBOBAUWMA, TabneTkn, BKpUTi NiBKoBoO obonoHKolo, no 500 mr
JIKAPCbKA ®OPMA: TABJIETKM ekpuTi nfo CUNA Ali : NEBOP/IOKCALUMH  500mr/Tabn.
PO3MIP | TUN YNAKOBKMU: ¥Ynak x 1 Bnictep % 10 Tabn.

KINbKICTb: 8938 YMNAK

KPATHA-IMMOPT: YKPATHA

PEECTPALJIMHE NOCBIAYEHHA Ne: UA/20215/01/01

HOMEP CEPIi BULK: 0306734

®IHANIBHWIA HOMEP CEPII: 0401269

OATA BUITOTOB/IEHHA: 10-01-2024 TEPMIH NPUOATHOCTI: 12-2027

BMPOBHWYA AINMbHULUA Ta ii agpeca:

No GMP-ceptudikar / No MIA:
OinbHWUA BIANOBIOANBHA 3A AHANI3
Taii agpeca:

GMP-cepTtudikat No / MIA No:
BUPOBHMK, BI,ﬂHOBI,ﬂMbHMﬁ 3A
MAKYBAHHA Ta oro agpeca:
GMP-cepTtudikat No / MIA No:
BUPOBHMK, BI,[lI'IOBI,[leHMﬁ 3A
BUNYCK CEPII 1a iioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

SAPMATEH CA, [lepeeHakioH 6, Mannini ATtMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1

SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMka, 15351, Mpeuja
141425/ 21-12-2021 / 0000006501/22/1
SAPMATEH CA, [lepeeHakioH 6, Mannini ATTMKa, 15351, Mpeuja

141425/ 21-12-2021 / 0000006501/22/1

1341853 / HbIOMEHA

Hetoneng NabopeTopis Mlimiten AinbHuua-1, Ci. Ne: 347, 473, 474, 490/2
Lopora Beepabragpaceami Temnn,

BUPOBHUWK A®I Ta ioro agpeca: : : i :
Cennuwe BoHtananni, l'ymmagigana Madgan, pavod CaHrapeaai —502313

TenadraHa, IHajn.
PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy roToBoi NpoayKuil 40A3ETbCA.
KOMEHTAPI / 3AYBAXEHHSA: -N/A-
BIAXWEHHA: O TAK B HI

KinbKiCTb AOKYMEHTIB, L0 A043KThCA:

Lum A niaTeepaxyto, Wo 3a3HayeHa iHbopMaLjA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06pobKK, YyNaKoBKK Ta aHanisy Oynu nepernAHyTi Ta BU3HaHI BiANOBIAHUMKM A0 BUMOr HanemHoi BupobHuyoi MpakTuku
(GMP).

Lia cepis npoaykTy, BKModYatoun A®I, Gyna BUroToBNeHa, BKAKOYAKOYM NAKyBaHHA/MapKYBaHHA Ta KOHTPO/b AKOCTI Ha BULIE3a3HAYEHUX
OiNAHKax, y NOBHIK BignosiaHocTi go sumor GMP Ta BUmMor micueeux PerynatopHux OpraHie, a TakoX Ao cneuudikauii niueHsii Ha npogax,
i BUNyLLEeHa.

Im'A

YnosHoBaeHa ocoba: Hikoc Kopp,anic

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBaxeHa ocoba
dapmarteH C.A.

/Nignuc/ 19/03/2024

NMignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 14-03-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepar ed by Eva Markidala



¢ Pharmathen

Innovation inspired by life

Code: CoAQMO01LEVO500TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Vlachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

B CERTIFICATE OF ANALYSIS ﬂ

LEVOBACID 500mg film coated tablets

Man. Date :10-01-2024

Expiry Date :12-2027

Pack Lot :0401269

Manuf. Lot :0306734

Batch Size :150.000 tabs

Active Irlgredient Lot : 1341853

Active Ingredient Supplier: NEULAND

Man. Site: PHARMATHEN S.A

Pkg. Site: PHARMATHEN S.A

Average mass

(627.0-693.0 mg)

' Deviation Report: INO O YES (the deviation report is attached)
Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline

with dimensions: Conforms

Apeirnase 19.3 mm 0.1 mm, 7.8 mm: 0.1 (19.2X7.9x5.0)
and thickness 5.0 + 0.2 mm

1. RRT=1.01 0.1 1.RRT=1.0+0.1

Identification 2. A= 293+5nm 2. Positive
Absorbane= Absorbances+10%
660 mg + 5%

Aver:668.7mg

Not more than 2 tablets deviate in mass more than 5%

: Min:663.7mg
: ; of the reported average mass obtained +
Untimemty of mais No tablets deviate in mass more than 10% of the M?:x'f’: 3.
average mass obtained RN
Uniformity of dosage Complies to the test of mass variation 1.1
units Acceptance Value (of 10 tablets) < 15.0 E
Loss on drying NMT 6.0% 3.6%
150N
Hardness Nrﬂ'.:.- ;SSIN Min: 130N
Max: 168N
HPLC
Assay 95.0 - 105.0% of the stated amount of 101.8%
LEVOFLOXACIN in tablets
Related substances HPLC i il
And Any individual unknown impurity NMT 0.20% ¢ 0-0 Ozr%p MLy
Degradation products Total NMT 1.0% Total:0.0%
Disintegration Max. 30 min in water at 37°C + 1°C 08’.01”-10".01"
% Dissolved: NLT Q+5%, 103%
Dissolution Q=80% at 30 min Min:102%
(introducing S1, S2) Max:103%
Residual solvents Ethanol NMT 3300ug/tablet 1007 pg/tablet

Microbial
contamination

TAMC: max 10° cfu/g
TYMC: max 107 cfu/g
E. Coli: Absence

TAMC: <100cfu/g
TYMC: <100cfu/g
E. Coli: Absence

. ldentification of Iron
L oxides

Positive

Positive

FhidiTigaiien o.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki




& Pharmathen

Innovation inspired by life

Code: CoAQMOO1LEVO500TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Vlachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

Identification of

blister with the appropriate number of tablets and an
instruction leaflet and is printed with Lot, Exp.

Titanium Dioxide Red-Orange colour is produced Positive
. ' Air and water tight after 30 sec. in 1% methylene blue g
Tightness of blister solution, 160 mmHg pressure Tights
Cardboard box contains the appropriate number of
Packaging blisters of transparent PVC / PE / PVDC/ Aluminium Conforms

Responsible for

Release Date :

Quality Control Nike BN 93/50uA 14-03-2024
). e
o ;@ﬂ iro] r,r_';‘cranr;s
“HATgy ¢ 9er/Qp
S.A
Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaks




< Pharmathen

Innovation inspired by life

Code: CoCQMODTMISTRAL_UA
Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

' NAME OF PRODUCT: LEVOBACID 500mg film coated tablets -
DOSAGE FORM: Film Coated Tabs STRENGTH: LEVOFLOXACIN 500ug/tablets
PACK SIZE AND TYPFE: BTX1BLISTERSX10TABS
QUANTITY: 8.938BT

| IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/20215/01/01
BATCH NUMBER BULK: 0306734
BATCH NUMBER FIN: 0401269
MANUFACTURE DATE: 10-01-2024 EXPIRY DATE: 12-2027

MANUFACTURING SITE name &
address

GMP-certificate No / MIA No:
ANALYSIS SITE name & address
GMP-certificate No / MIA No:

| PACKAGING SITE name &
address

GMP-certificate No / MIA No:
RELEASE SITE name & address
GMP-certificate No / MIA No:

BATCH NUMBER OF APIL:
API MANUFACTURER
NAME AND ADDRESS:

RESULT OF ANALYSIS:

COMMENTS/REMARKS:
DEVIATIONS:

PHARMATHEN SA

6. Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6. Dervenakion str.. Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6. Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
1341853/NEULAND

Neuland Laboratories Limited

Unit-1, Sy. No: 347, 473, 474, 490/2 Vecrabhadraswamy l'emple Road,
Bonthapally Village, Gummadidala Mandal, Sangareddy District - 502 313

Telangana, India.

Certificate of analysis of finished product attached.
-N/A-
Q YES

Attached number of documents:

MNO

_lhereby certify that the above information is authentic and accurate.

The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

This batch of product, including API, has been manufactured, including packaging/labeling and
quality control at the above mentioned sites in full compliance with the GMP requirements and the
local Regulatory Authority and with the specifications of the Marketing Authorization and is released.

Name of Qualified Person: ) 173 I 50N
Signature of Qualified Person: ; f\'fk

Date of Release:14-03-2024

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makndaki



JIEPXJIIKCIIYXBA YKPATHU
JEPKABHA CJIIYXKBA 3 JIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KUEBI

npoe. Hanxii Ceitnmuunof, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog €JIPTIOY 37079055

BUCHOBOK
Npo AKICTH BBe3€HOro B YKpaiHy JikapcbKoro 3acody

18.11.2024 Ne 61118/24/26

JIEBOBALIAJL

(HaiiMeHyBaHHA JiKapChLKOro 3acoby 3rillHO 3 peecTpalliifHHM NOCBiYEHHAM)
Ta6J1eTKH, BKPUTI ILTIBKOBOIO 060/10HK010, M0 500 mr; mo 10 Tadaerok y Guicrepi; mo 1
OJsricrepy B KapTOHHI# KopoOui
((popma BHITyCKy, JO3YBaHHS, BHI NaKyBaHHs JlikapchbKoro 3acoby)

Howmep peectpauiitioro nocsimxaenns UA/20215/01/01 crpox nii peectpauiiinoro nocsinuenns 18.10.2028
Cepis nikapcbkoro 3acoby Ne 0405441 KinbkicTs BBe3eHoro mikapcskoro 3acoby 4000

BupoGHuK G®APMATEH CA, I'penis

(HaliMeHyBaHHs BUPOGHHKKA Jikapchkoro 3acoby, KpaiHa OXOKEHHS)

BaeseHo B Ykpaity TOBAPUCTBO 3 OBMEKEHOIO BIIITOBITAJIBHICTIO
"BYCT ®APMA", inenr. kox: 44107410

(Haﬁmcuynauun Ta koz 3a €JIPITOY 1opumuunoi ocobu aGo npizsuiie, iM's, no GaTekosi disuuHol
0co6H - nianpuemus, ii Miclie NpoXuBaHHA Ta peecTpauiiiuii Homep 06/1ikOBOT KapTKH nna-ru_l_r_ma
nopnarkis aGo cepisi Ta HOMEp nacnopTa)

IpoTokos Bisyansioro kontpouio sin 18.11.2024 Ne 3966/11.

3a pesysibTaTaMH [EPXKABHOTO KOHTPONIO BCTAHOBJICHO, IO nikapcekuif 3aci6 BBeseHO B YkpaiHy 3

JOTPHMAHHAM BUMOT 3aKOHO/IaBCTBA W00 3afe3neueHHs AKOCTI JikapchkxX 3acobiB
HauanpHuK Muxkona XOJIOJJEHKO
(mijnuc) (iniuianm Ta npiseume) %

1Kl




’ Pharmathen Koa: CoAQMOO1LEVOS00TAB_MISTRAL_UA

Innovation inspired by life Bepcia: 001
[Lara: 04.05.2023
Nigrotyeana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxsanenHs: Byna Yamocdarigi

CEPTU®DIKAT AHANI3Y

NEBOBALUA, TabneTkn, BKpUTIi NNieKoBOIO 060/10HKOO, No 500 mr

[ata eupobHuurea: 27-05-2023 TepmiH npuagaTtHocTi: 04-2028 Cepia: 0405441
~ BupobHuua cepin: 0402978 Poamip cepii: 150 000 Ta6a.
Cepia AdI: 1440410 MoctayanbHUK ADI: HbLIONEHL,
Bupo6HuK: ®APMATEH C.A. MaKyBaHHA: ®APMATEH C.A.
3siT npo BigxunexHa: B HI O TAK (3s8im npo eidxuneHHs dodaemocs)
MEPEBIPKA CNEUUDIKALIA PE3Y/IbTATHU

MomapaHuyeBoro KoNbopy, NPOAOBrYBaTi, 4BOONYKAI TabneTku 3
Onuc puckoto 2 poamipamm: 19,3 mm 0,1 mm, 7,8 mm £ 0,10
ToBWwMHOW 5,0 + 0,2 mm
1. RRT=1,0 £ 0,1
Idenmucdpikayin 2.A=293 £+ 5 HMm
Abcopbuin = Abcopbuja std + 10 %
660 Mmr+5 %
(627,0-693,0 mr)

He Binblwe Hix 2 TabneTku BIOXUNAOTLCA 32 MaCOI0 Big

Bianosigae
(19,2 X7,9X5,1)

1.RRT=1,0£0,1
2. Mo3ntneHMiA

CepedHsa maca B cepegHbomy: 666,9 mr

cepeaHboi macu Binbw Hixk Ha 5 % Minz G/ A
OdHopidHicmb macu E . . . Make.:677,1 mr
HogHa maca TabneTkm He MaEe BIAXWNATUCA Bif cepeaHbol Mack Binnosinac
6inbw Hix Ha 10 % i
OdHopidHicme dosoeaHux BianosigHo oo meToay Bapiauia macu 14
oduHuyb MpuitmansHe uncno (ana 10 Tabnerok) < 15,0 !
Bmpama npu sucywysaHHi He 6inbwe 6,0% 1,2%
o He meHwe 40 H .173 2
Cmilikicmob do posdasntosaHHA . MiH.:148 H
He 6inbwe 200 H
Makc.:192 H
N 95,0 - 105,0% Big 3anaBneHoi Klnb‘KOCﬂ nesodnoKcayuHy B 100,9%
TabneTuyj
BEPX
Cynymui domiwiku ma npodykmu| | byab-Aka HecneuudikoBaHa iHAMBIAYaNbHa AoMillKa - He Binbwe byab-aka iHauBigyanbHa
Odeepadayii 0,20 %. pomiwka: 0,02%
Cyma gomilwok - He Binbwe 1,0 %. Cyma: 0,1%
PosnadaHHsa Maxkcumym 30 x8 y sogi npun 37 °C+ 1°C 14,30"-15,20"
% Po3umHeHHA: He meHwe Q + 5%, . 98%
PosyuHeHHsA Q=280%3a30xe Min.:94%
(pieHi SI, S2) | Makc.:100%
3anuwkosi po34UHHUKU EtaHon - He Binbwe 3300 mkr/Tabn. 660 mKkr/Tabn.
TAMC: He binbwe 103 KYO/r TAMC: <100 KYO/r
MikpobionoziuHa yucmoma TYMC: He 6inbwe 10> KYO/r TYMC: <100 KYO/r
Escherichia coli: BigcytHAB 1 1 E.Coli: BiacyTha
Besmuplnayin sdalsd MozutneHa MozuTKBHa

okcudis

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepared by Stella Kelesidou



’ Pharmathen Koa: CoAQMOO1LEVOS00TAB_MISTRAL_UA

Innovation inspired by life Bepcia: 001
[Lara: 04.05.2023
Nigrotyeana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxsanenHs: Byna Yamocdarigi

Idenmudpikayia mumany

\ 3'ABNAETLCA YepBOHO-0paH:Kese 3abapeneHHn NosutmeHa
diokcudy

MogiTpo- i BogoHenpoHuKHiI Yepes 30 cekyHa. B 1% po3ymHi

I [ 6ni 2 T
CRMEMIEMS QRCmeRy METWNEHOBOTO CMHLOTO, Nig Tuckom 160 mm p.cT. FEMERINE
KapToHHa kopobka micTuTb HeobxigHy KinbkicTb bnictepis i3
Maysanns npo3oporo I B).(,/ ne/n B,IFI,X/ a/loMiHilo 3 Bi,D,I'IOBi,D,HOK?vKiﬂbK‘i cTio Bignosinae
TabNeToK Ta IHCTPYKUiED Ta HagpyKkoBaHumu Ha Hil Cepis,
MpuaatHuii go.
APTEMIC NACAMIYANI
BidnosidaneHuii 3a MeHenep 3 KOHTPONO AKOCTI/YNoBHOBaMeHa ocoba
. AXEP P N [ata sunycky: 23-10-2024
KOHMpOsAb AKocmi ®apmateH C.A.

/Nignuc/ 23/10/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro eusHadeHHa / Level of Quantitation
LOD - Mea suasneHHsa / Limit of Detection
N/A - He 3acTocoByeTbca / Not Applicable
ND - He suasneHo / Not Detected
NLT - He meHLue Hix / Not Less Than
NMT - He 6inbwie / Not More Than

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Pl'epaled. by Stella Kelesidou



4 Pharmathen

Innovation inspired by life

Kog: CoCQMO01MISTRAL_UA
Bepcis: 001
Harta: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOAYKLYI:
JIKAPCbKA ®OPMA:
PO3MIP | TUN YMAKOBKM:
KINIbKICTb:
KPATHA-IMNOPT:

PEECTPAL,IMHE NOCBIAYEHHA Ne:

HOMEP CEPII BULK:
®IHAMbHWIA HOMEP CEPIi:
OATA BUTOTOBJIEHHA:

BUPOBHWYA AINbHUUA Ta ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

MNAKYBAHHA Ta Horo agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIAMNOBIAA/BHUN 3A

BUMNYCK CEPII 1a fioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

NEBOBAUWMA, TabneTkn, BKpUTi NiBKoBoO obonoHKolo, no 500 mr

TABJIETKU CUNA i1 : NEBO®/IOKCAUMH  500mr/Tabn.
¥Ynak x 1 bnictep % 10 Tabn.

14500 YNAK

YKPATHA

UA/20215/01/01

0402978

0405441

27-05-2023 TEPMIH NPUOATHOCTI: 04-2028
®APMATEH CA

DepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

DepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

[LepeeHakioH 6, ManniHi ATTuka, 15351, Mpevina
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

DNepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
1440410/ HbIONMEHA

Hetonenn /labopeTopis Mimites,

OinsHuua-l, Ci. Ne: 347, 473, 474, 490/2 Jopora Beepabragpaceami Temnn,
Cenuuie bonTtananni, 'ymmagigana Manaan, paioH Canrapeaai —502 313
TenaHraHa, IHajn.

BUPOBHUWK A®I Ta ioro agpeca:

PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy rotToBoi NpoayKuii 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIOXWNEHHA: O T1AK B HI

KinbKicTb JOKYMEHTIB, Lo 4043 ThCA:

LMm A niaTsepayto, Wo 3a3HayveHa iHbopMaLjA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06poOKK, YNaKoBKK Ta aHanisy Oynu nepernAHyTi Ta BU3HaHI BiANOBIAHUMK A0 BUMOTr HanexwHoi BupobHuyoi MpakTuku
(GMP).

Lia cepis npoaykTy, BKAouYatoun A®I, Gyna BUroToBNEHa, BKAKOYAKOYM MNaKyBaHHA/MapKYBaHHA Ta KOHTPO/b AKOCTI Ha BULLE3a3HAYEHUX
OinAHKax, y NOBHIK BignosiaHocTi go sumor GMP Ta Bumor micuesux PerynatopHux OpraHie, a TakoX Ao cneuudikalii niueHsii Ha npogax,
i BUNyLLeHa.

Im'aA

YnosHoBaeHa ocoba: APTEMIC MNACAMIMAI

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBa}eHa ocoba
®dapmareH C.A.

/Nignuc/ 23/10/2024

Nignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 23-10-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepar ed by Stella Kelesidou
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: : _ Version: 001
Innovation inspired by life Date: 04/05/2023
Prepared by: Hara Vlachou
Review: Maria Kinigopoulou
Approval: Voula Chamosfakidi
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CERTIFICATE OF ANALYSIS

- .
LEVOBACID 500mg film coated tablets
Man. Date :27-05-2023 Expiry Date :04-2028 Pack Lot :0405441
Manuf. Lot :0402978 Batch Size :150.000 tabs
Active Ingredient Lot : 1440410 Active Ingredient Supplier: NEULAND
Man. Site: PHARMATHEN S.A Pkg. Site: PHARMATHEN S.A 3
Deviation Report: [INO [1 YES (the deviation report is attached)
Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline
with dimensions: Conforms
APy 19.3 mm: 0.1 mm, 7.8 mmz 0.1 (19.2x7.9x5.1)
and thickness 5.0 + 0.2 mm
1. RRT = 1.0 £ 0.1 1. RRT=1.0+ 0.1
Identification 2. A= 293+5nm 2. Positive
Absorbane= Absorbances+10%
660 mg + 5% y
Average mass (627.0-693.0 mg) Aver:666.9mg
Not more than 2 tablets deviate in mass more than 5% Min:657.8mg
” - of the reported average mass obtained i
txiifoamity of mass No tablets deviate in mass more than 10% of the Macyg:g}‘rl‘;ng
average mass obtained
Uniformity of dosage Complies to the test of mass variation 1.4
units Acceptance Value (of 10 tablets) < 15.0 :
Loss on drying NMT 6.0% 1.2%
NLT 40N FEa
Hardness NMT 200N Min: 148N
Max:192N
HPLC
Assay 95.0 - 105.0% of the stated amount of 100.9%
LEVOFLOXACIN in tablets
Related substances HPLC un?(rr‘rz\:vnr?]i?ndl:lﬂt
And Any individual unknown impurity NMT 0.20% -0 02%p y
Degradation products B Total NMT 1.0% Total:0.1% |
Disintegration Max. 30 min in water at 37°C+1°C 14’.30"-15".20"
% Dissolved: NLT Q+5%, 98%
Dissolution Q=80% at 30 min Min:94%
(introducing S1, S2) Max:100%
Residual solvents Ethanol NMT 3300pg/tablet 660 pg/tablet
Microbial TAMC: max 10° cfu/g TAMC: <100cfu/g
PO T TYMC: max 10? cfu/g TYMC: <100cfu/g
E. Coli: Absence E. Coli: Absence
Identification of Iron - i
oiles Positive Positive

Pharmathen S.A.
Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583
www.pharmathen.com

Prepared by: Eva Makridak)
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Code: CoAQMO01LEVOS00TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Vlachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

Identification of

Pharmathen S.A.

Thaniuny Olcodde Red-Orange colour is produced Positive

Air and water tight after 30 sec. in 1% methylene blue .
Tightness of blister solution, 160 mmHg pressure Thants
| Cardboard box contains the appropriate number of
Packaging blisters of transparent PVC / PE / PVDC/ Aluminium Conforms

blister with the appropriate number of tablets and an

| instruction leaflet and is printed with Lot, Exp.

| Quality Control ~ Conlro Product for Exparis Managerigp 23-10-2024

w.A

P iofacad

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583

www.pharmathen.com

Prepared by: Eva Makridaki
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CERTIFICATE OF CONFORMANCE

Code: CoCQMO01MISTRAL_UA
Version: 001
Date: 25/05/2021

FOR FINISHED PRODUCT

["'NAME OF PRODUCT:
DOSAGE FORM:

PACK SIZE AND TYPE:
QUANTITY:
IMPORTING COUNTRY:
PRODUCT MA No:
BATCH NUMBER BULK:

' BATCH NUMBER FIN:
MANUFACTURE DATE:
MANUFACTURING SITE name &
address
GMP-certificate No / MIA No:

| ANALYSIS SITE name & address
GMP-certificate No / MIA No:

PACKAGING SITE name &
address

GMP-certificate No / MIA No:
RELEASE SITE name & address
GMP-certificate No / MIA No:

BATCH NUMBER OF API:
APl MANUFACTURER
NAME AND ADDRESS:

RESULT OF ANALYSIS:

| COMMENTS/REMARKS:
DEVIATIONS:

LEVOBACID 500mg film coated tablets
TABLETS
BTX1BLISTERSX10TABS
14.500 BT
UKRAINE
UA/20215/01/01
0402978

0405441

27-05-2023
PHARMATHEN SA

EXPIRY DATE:

STRENGTH:

LEVOFLOXACIN 500pg/ablets ‘

04-2028

6, Dervenakion str., Pallini Attiki, 15351, Greece

141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6. Dervenakion str., Pallini Attiki, 15351, Greece

141425/ 21-12-2021, 0000006501/22/1
PHARMATHEN SA

6. Dervenakion str., Pallini Attiki, 15351, Greece

141425/ 21-12-2021. 0000006501/22/1
PHARMATHEN SA

6, Dervenakion str., Pallini Attiki, 153351, Greece

141425/ 21-12-2021, 0000006501/22/1
1440410/NEULAND
Neuland Laboratories Limited

Unit-1, Sy. No: 347, 473, 474, 490/2 Veerabhadraswamy [emple Road,
Bonthapally Village. Gummadidala Mandal, Sangareddy District - 502 313

Telangana, India.

Certificate of analysis of finished product attached.

-N/A-
QO YES
Attached number of documents:

I hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance

with GMP.

#MNO

This batch of product, including API, has been manufactured, including packaging/labeling and
quality control at the above mentioned sites in full compliance with the GMP requirements and the
local Regulatory Authority and with the specifications of the Marketing Authorization and is released.

Name of Qualified Person:
Signature of Qualified Person:
Date of Release:23-10-2024

Pharmathen S A

ARTEMIS PASAMICHALI

Conltol Froduct for Exports Manager/Q
Pharmathen S.A

ey

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583
www.pharm n.

Prepared by: Eva Makridaki



JEPKABHA CJIYKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH y m. KHEBI

npoe. Haaii Ceitnuunoft, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €EZIPTIOY 37079055

BUCHOBOK
Npo SKiCTh BBE3€HOro B YKpaiHy JikapcbKoro 3acody

08.01.2025 Ne 276/25/26

JIEBOBAIIMU/I

(HaiimenyBaHHs NikapchKoro 3acofy 3rijino 3 peccTpauifiniM NoCcBLIYEHHIM )
TabdJieTKH, BKPUTI IJIiBKOB010 060/0HK010, 10 500 mr; no 10 Tabaerox y Gaicrepi; mo 1
OJricTepy B KapTolHii KopoOui

((popma BumycKy, 103yBaHIis, BHA NaKyBaHiig Jikapcskoro 3acoly)
Homep peectpauiiinoro nocsindenns UA/20215/01/01 crpok nif peectpauiitnoro nocsiauenns 18.10.2028
Cepia nikapcskoro 3aco6y Ne 0405440 KinbkicTh BBe3eHoro nikapcskoro 3acoby 2781

Bupo6HHK OAPMATEH CA, I'peuist

(naiimenyBaits BupoGHKKa NikapeLkoro 3aco0y, kpaiHa noxoKen )

Bseseno B Vipaiuy Tosapucrso 3 oomexenoo Bianosinansnicrio "BYCT ®APMA",
inenT. won: 44107410

(naiimenysanns ta kon 3a €JIPIIOY 1opuanunoi ocobu abo npissuiuge, iM'a, no 6aTbkoBi
diznunol 0cobu - nianpuemus, i Micue nposknsanns Ta pecerpauiiinuit Homep 06aikosoi
KAPTKMK nJatiika nojarkis abo cepis Ta Homep nacnopra)

Mpotokoa Bizyansuoro kourposio sin 08.01.2025 Ne 3/01.10-25/24.

3a pesy/nbTaTaMH JIEPKABHOTO KOHTPOMIO BCTAHOBAEHO, 1O JIiKApPChKHil jaci6 BBescHo B VYkpainy 3
JAOTPHMAHHSAM BMMOr 3aKOHOJABCTBA OO 3a0e3neueHis AKOCTi Nikapghkux 3aco0is.

Muxkona XOJIOJIEHKO

(nianwuce) (iniuianu Ta npizguie)




’ Pharmathen Koa: CoAQMOO1LEVOS00TAB_MISTRAL_UA

Innovation inspired by life Bepcia: 001
[Lara: 04.05.2023
Nigrotyeana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxsanenHs: Byna Yamocdarigi

CEPTU®DIKAT AHANI3Y

NEBOBALUA, TabneTkn, BKpUTIi NNieKoBOIO 060/10HKOO, No 500 mr

[ata eupobHuurea: 24-05-2023 TepmiH npuagaTtHocTi: 04-2028 Cepia: 0405440
~ BupobHuua cepin: 0402844 Poamip cepii: 150 000 Ta6a.
Cepia AdI: 1440410 MoctayanbHUK ADI: HbLIONEHL,
Bupo6HuK: ®APMATEH C.A. MaKyBaHHA: ®APMATEH C.A.
3siT npo BigxunexHa: B HI O TAK (3s8im npo eidxuneHHs dodaemocs)
MEPEBIPKA CNEUUDIKALIA PE3Y/IbTATHU

MomapaHuyeBoro KoNbopy, NPOAOBrYBaTi, 4BOONYKAI TabneTku 3
Onuc puckoto 2 poamipamm: 19,3 mm 0,1 mm, 7,8 mm £ 0,10
ToBWwMHOW 5,0 + 0,2 mm
1. RRT=1,0 £ 0,1
Idenmucdpikayin 2.A=293 £+ 5 HMm
Abcopbuin = Abcopbuja std + 10 %
660 Mmr+5 %
(627,0-693,0 mr)

He Binblwe Hix 2 TabneTku BIOXUNAOTLCA 32 MaCOI0 Big

Bianosigae
(19,2 X7,8 X 5,1)

1.RRT=1,0£0,1
2. Mo3ntneHMiA

CepedHsa maca B cepegHbomy: 667,6 mr

cepeaHboi macu Binbw Hixk Ha 5 % Minz 660, 1
OdHopidHicmb macu E . . . Make.:675,6 mr
HogHa maca TabneTkm He MaEe BIAXWNATUCA Bif cepeaHbol Mack Binnosinac
6inbw Hix Ha 10 % i
OdHopidHicme dosoeaHux BianosigHo oo meToay Bapiauia macu 19
oduHuyb MpuitmansHe uncno (ana 10 Tabnerok) < 15,0 !
Bmpama npu sucywysaHHi He 6inbwe 6,0% 1,6%
s He menwe 40 H .172 i
Cmilikicmob do posdasntosaHHA . Min.:159 H
He 6inbwe 200 H
Makc.:185 H
N 95,0 - 105,0% Big 3anaBneHoi Klnb‘KOCﬂ nesodnoKcayuHy B 100,7%
TabneTuyj
BEPX
Cynymui domiwiku ma npodykmu| | byab-Aka HecneuudikoBaHa iHAMBIAYaNbHa AoMillKa - He Binbwe byab-aka iHauBigyanbHa
Odeepadayii 0,20 %. gomiwka: BQL(LOQ=0,02%)
Cyma gomilwok - He Binbwe 1,0 %. Cyma: 0,1%
PosnadaHHsa Maxkcumym 30 x8 y sogi npun 37 °C+ 1°C 09',25"-11,40"
% Po3umHeHHA: He meHwe Q + 5%, . 97%
PosyuHeHHsA Q=280%3a30xe MiH.:96%
(pieHi SI, S2) | Makc.:98%
3anuwkosi po34UHHUKU EtaHon - He Binbwe 3300 mkr/Tabn. 317 mkr/Tabn.
TAMC: He binbwe 103 KYO/r TAMC: <100 KYO/r
MikpobionoziuHa yucmoma TYMC: He 6inbwe 10> KYO/r TYMC: <100 KYO/r
Escherichia coli: BigcytHAB 1 1 E.Coli: BiacyTha
Besmuplnayin sdalsd MozutneHa MozuTKBHa

okcudis

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturing sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepared by Stella Kelesidou



’ Pharmathen Koa: CoAQMOO1LEVOS00TAB_MISTRAL_UA

Innovation inspired by life Bepcia: 001
[Lara: 04.05.2023
Nigrotyeana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxsanenHs: Byna Yamocdarigi

Idenmudpikayia mumany

\ 3'ABNAETLCA YepBOHO-0paH:Kese 3abapeneHHn NosutmeHa
diokcudy

MogiTpo- i BogoHenpoHuKHiI Yepes 30 cekyHa. B 1% po3ymHi

Fepmemuynicme bnicm 2 FepmeTUYHO
= Sid METWNEHOBOTO CUHBOTO, Nif TUCKOM 160 mm p.cT. R
KapToHHa kopobka micTuTb HeobxigHy KinbkicTb bnictepis i3
npo3oporo MBX/MNE/TNBOX/anominito 3 BigNOBIAHOWO KiNbKICTHO . .
MakysarHHA po39p .'I / ,El, / Y 5 L . Bignosinae
TabNeToK Ta IHCTPYKUiED Ta HagpyKkoBaHumu Ha Hil Cepis,
MpuaatHuii go.
Hikoc Kopaanic
BidnosidaneHuii 3a MeHenep 3 KOHTPONO AKOCTI/YNoBHOBaMeHa ocoba
. AXEP P N [Oara sunycky: 08-10-2024
KOHMpOsAb AKocmi ®apmateH C.A.

/Nignuc/ 08/10/2024

* BDL - Huxue mexi euasneHHn / Below Detection Limit
BQL - Huxue KinbKicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro eusHadeHHa / Level of Quantitation
LOD - Mea suasneHHsa / Limit of Detection
N/A - He 3acTocoByeTbca / Not Applicable
ND - He suasneHo / Not Detected
NLT - He meHLue Hix / Not Less Than
NMT - He 6inbwie / Not More Than

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 749

Manufacturlng sﬂe Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Pl'epaled. by Stella Kelesidou
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Kog: CoCQMO01MISTRAL_UA
Bepcis: 001
Harta: 25.05.2021

CEPTU®IKAT BIANOBIAHOCTI
roToBOro NPOAYKTY

HA3BA NPOAYKLYI:
JIKAPCbKA ®OPMA:
PO3MIP | TUN YMAKOBKM:
KINIbKICTb:
KPATHA-IMNOPT:

PEECTPAL,IMHE NOCBIAYEHHA Ne:

HOMEP CEPII BULK:
®IHAMbHWIA HOMEP CEPIi:
OATA BUTOTOBJIEHHA:

BUPOBHWYA AINbHUUA Ta ii agpeca:

No GMP-ceptudikar / No MIA:

ATIbHULUA BIANOBIOANDBHA 3A AHANIZ

Taii agpeca:
GMP-cepTtudikat No / MIA No:

BMPOBHUK, BIANOBIOA/BHUN 3A

MNAKYBAHHA Ta Horo agpeca:
GMP-ceptudikat No / MIA No:

BMPOBHUK, BIAMNOBIAA/BHUN 3A

BUMNYCK CEPII 1a fioro agpeca:
GMP-ceptudikat No / MIA No:
HOMEP CEPII API:

NEBOBAUWMA, TabneTkn, BKpUTi NiBKoBoO obonoHKolo, no 500 mr

TABJIETKU CUNA i1 : NEBO®/IOKCAUMH  500mr/Tabn.
¥Ynak x 1 bnictep % 10 Tabn.

2781 YNAK

YKPATHA

UA/20215/01/01

0402844

0405440

24-05-2023 TEPMIH NPUOATHOCTI: 04-2028
®APMATEH CA

DepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

DepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

[LepeeHakioH 6, ManniHi ATTuka, 15351, Mpevina
141425/ 21-12-2021 / 0000006501/22/1
®APMATEH CA

DNepeeHakioH 6, Mannidi ATTuka, 15351, Mpeuis
141425/ 21-12-2021 / 0000006501/22/1
1440410/ HbIONMEHA

Hetonenn /labopeTopis Mimites,

OinsHuua-l, Ci. Ne: 347, 473, 474, 490/2 Jopora Beepabragpaceami Temnn,
Cenuuie bonTtananni, 'ymmagigana Manaan, paioH Canrapeaai —502 313
TenaHraHa, IHajn.

BUPOBHUWK A®I Ta ioro agpeca:

PE3Y/IbTAT AHANI3Y: CepTudikaTt aHanisy rotToBoi NpoayKuii 40AaETbCA.
KOMEHTAPI / 3AYBAMEHHA: -N/A-
BIOXWNEHHA: O T1AK B HI

KinbKicTb JOKYMEHTIB, Lo 4043 ThCA:

LMm A niaTsepayto, Wo 3a3HayveHa iHbopMaLjA € 4OCTOBIPHOK Ta TOYHOIO.

3anucK cepiitHoi 06poOKK, YNaKoBKK Ta aHanisy Oynu nepernAHyTi Ta BU3HaHI BiANOBIAHUMK A0 BUMOTr HanexwHoi BupobHuyoi MpakTuku
(GMP).

Lia cepis npoaykTy, BKAouYatoun A®I, Gyna BUroToBNEHA, BKAKOYAKOYM MNaKyBaHHA/MapKYBaHHA Ta KOHTPO/b AKOCTI Ha BULLE3a3HAYEHMUX
OinAHKax, y NOBHIK BignosiaHocTi go sumor GMP Ta Bumor micuesux PerynatopHux OpraHie, a TakoX Ao cneuudikalii niueHsii Ha npogax,
i BUNyLLeHa.

Im'aA

YnosHoBaeHa ocoba: Hikoc Kopp,anic

MeHeaKep 3 KOHTPO/IO AKOCTi/YNoBHOBa}eHa ocoba
®dapmareH C.A.

/Nignuc/ 08/10/2024

Nignuc
YnosHoBaMeHoi ocobu:

Aata sunycky: 08-10-2024

Pharmathen S A

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f+30 210 6666 749

Manufacturing srte Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f+30 210 6604 583
Prepar ed by Stella Kelesidou
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’ Pharmathen Code: CoAQMOO1LEVOS00TAB_MISTRAL_UA

Version: 001

Date: 04/05/2023

Prepared by: Hara Vlachou
Review: Maria Kinigopoulou
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS

LEVOBACID 500mg film coated tablets

Man. Date :24-05-2023 Expiry Date :04-2028 Pack Lot :0405440

Manuf. Lot :0402844

Batch Size :150.000 tabs

Active Ingredient Lot : 1440410 Active Ingredient Supplier: NEULAND
Man. Site: PHARMATHEN S.A Pkg. Site: PHARMATHEN S.A
 Deviation Report: MINO [ YES (the deviation report is attached)
Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline
with dimensions: Conforms
APDRSEI. 19.3 mm+ 0.1 mm, 7.8 mmz 0.1 (19.2x7.8x5.1)
and thickness 5.0 + 0.2 mm
1. RRT =1.0+ 0.1 1. RRT=1.0+0.1
Identification 2. A= 293+5nm 2. Positive
Absorbane= Absorbances+10%
660 mg + 5% .
Average mass (627.0-693.0 mg) Aver:667.6mg
tormity of mass | of the reported average mass obtained | Min:660-1mg
ty No tablets deviate in mass more than 10% of the ot
: Conforms
average mass obtained
Uniformity of dosage Complies to the test of mass variation 1.9
units Acceptance Value (of 10 tablets) < 15.0 ’
Loss on drying NMT 6.0% 1.6%
NLT 40N TN
Hardness NMT 200N Min: 159N
- Max:185N
HPLC
Assay 95.0 - 105.0% of the stated amount of 100.7%
LEVOFLOXACIN in tablets
Any individual
Related substances o HPLC_ - unknown impurity
And Any individual unknown impurity NMT 0.20% :BQL(LOQ=0.02%)
Degradation products Total NMT 1.0% Total:0.1%
Disintegration Max. 30 min in water at 37°C + 1°C 09’.25”-11".40"
% Dissolved: NLT Q+5%, 97%
Dissolution Q=80% at 30 min Min:96%
(introducing S1, S2) Max:98%
Residual solvents Ethanol NMT 3300pg/tablet 317 pg/tablet
TAMC: max 10° cfu/g TAMC: <100cfu/g
. o:::’:;:gm - TYMC: max 107 cfu/g TYMC: <100cfu/g
E. Coli: Absence E. Coli: Absence
Identification of Iron
oxides Positive Positive

Pharmathen S.A.

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f

+30 210 6604 583

www.pharmathen.com




’ Ph arm athen Code: CoAQMOO1LEVO500TAB_MISTRAL_UA

aa e : : Version: 001
Innovation inspired by life Date: 04/05/2023
Prepared by: Hara Vlachou
Review: Maria Kinigopoulou
Approval: Voula Chamosfakidi

" Identification of i -
Titanium Dioxide Red-Orange colour is produced Positive
: Air and water tight after 30 sec. in 1% methylene blue .
Tightness of blister solution, 160 mmHg pressure Tights
Cardboard box contains the appropriate number of
Packagin blisters of transparent PVC / PE / PVDC/ Aluminium Conforms
8 blister with the appropriate number of tablets and an
instruction leaflet and is printed with Lot, Exp.
Responsible for ggﬁ%ﬁgfﬁe ;
Quality Control
i 08 lol 2020
at!amy c”ﬁos Ko
B S

[/
o1 "ger/gp

Pharmathen S.A

Headquarters: 44 Kifissias Avenue, 151 25 Marousi, Athens Greece, t +30 210 6604 300, f +30 210 6666 749
Manufacturing site-Registered seat: 6 Dervenakion str., 153 51 Pallini, Athens Greece, t +30 210 6604 300, f
+30 210 6604 583

www.pharmathen.com



’ Ph arm athen Code: CoCQMOOTMISTRAL_UA

Innovation inspired by life Version: 001
Date: 25/05/2021

CERTIFICATE OF CONFORMANCE

- FOR FINISHED PRODUCT -
NAME OF PRODUCT: LEVOBACID 500mg film coated tablets
DOSAGE FORM: TABLETS STRENGTH: LEVOFLOXACIN 500pg/tablets
PACK SIZE AND TYPE: BTXIBLISTERSX10TABS
QUANTITY: 2,781 B
IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/20215/01/01
| BATCH NUMBER BULK: 0402844
I' BATCH NUMBER FIN: 0405440
MANUFACTURE DATE: 24-05-2023 EXPIRY DATE: 04-2028
| MANUFACTURING SITE name & PHARMATHEN SA
| address 6, Dervenakion str., Pallini Attiki. 15351, Greece
| GMP-certificate No / MIA No: 141425/ 21-12-2021, 0000006501/22/1
ANALYSIS SITE name & address PHARMATHEN SA
| GMP-certificate No / MIA No: 6, Dervenakion str., Pallini Attiki, 15351, Greece
I 141425/ 21-12-2021, 0000006501/22/1
| PACKAGING SITE name & PHARMATHEN SA
| address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 141425/ 21-12-2021, 0000006501/22/1
RELEASE SITE name & address PHARMATHEN SA
GMP-certificate No / MIA No: 6, Dervenakion str., Pallini Attiki, 15351, Greece
141425/ 21-12-2021, 0000006501/22/1
| BATCH NUMBER OF API: 1440410/NEULAND
API MANUFACTURER Neuland Laboratories Limited
NAME AND ADDRESS: Unit-1, Sy. No: 347. 473, 474, 490/2 Veerabhadraswamy Temple Road,
| Bonthapally Village. Gummadidala Mandal, Sangareddy District - 502 313
| Telangana, India.
| RESULT OF ANALYSIS: Certificate of analysis of finished product attached.
| COMMENTS/REMARKS: -N/A-
DEVIATIONS: O YES MINO

Attached number of documents:

[ hereby certify that the above information is authentic and accurate.
The batch processing, packaging and analysis records were reviewed and found to be in compliance
with GMP.

This batch of product, including API, has been manufactured, including packaging/labeling and
quality control at the above mentioned sites in full compliance with the GMP requirements and the
local Regulatory Authority and with the specifications of the Marketing Authorization and is released.

Name of Qualified Person:
Signature of Qualified Person:
Date of Release:08-10-2024

Nikos Kordalis
Quality Control Senior M ager/QP
Pharmathen 5
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