% Pharmathen

Innovation inspired by life

Koa: CoAQMOO1LEVOS500TAB_MISTRAL_UA
Bepcia: 001

[Oara: 04,05.2023

Nigrotysana: Xapa Bnaxy

PeueHsia: Mapia Bnauy

CxsanenHn: Byna Yamocdawigi

CEPTU®IKAT AHANIZY
NEBOBALULA, TabneTku, BKpuTi nniskosowo o6onoHKowo, no 500 mr
Oara eupobHuyrea: 26-09-2025

BupobHuua cepin: 0504836
1442176

Tepmin npuaartHocri: 08-2030 Cepin: 0505293

Po3mip cepii: 150 000 Tabn.

Cepin A®DI: MocrayanbHUK ADI: HbHONEHA,
BUpOBHMK: GAPMATEH C.A. NakysaHHA: DAPMATEH C.A.
3BiT npo sigxunenHa: F HI O TAK (38im npo eidxuneHHa dodaemscs)
MEPEBIPKA CNEUNPIKALLA PE3Y/NIbTATHU
MNomapaH4eBoro KONbOPY, NPOLOBryBaTi, 4BOONYKANI TabNeTku 3 BliFiilige
Onuc pUCKOIO 3 posmipamu: 19,3 mm +0,1 mm, 7,8 mm £ 0,10 Anosina
(19,2 X 7,8 X 4,9)
TOBWMHOW 5,0 + 0,2 mm
1.RRT=1,0+0,1 _
Idenmudpikayia 2,A=293 + 5 Hm 1:,! Rgla;:ﬁ::r"l
A6copbuia = ABcopbuin std + 10 % :
Cepedua maca G60Mr £ 3%

(627,0 - 693,0 mr)

He 6inble Hix 2 TaGNeTKM BiAXMNAIOTLCA 32 Macolo Big,

B cepeaHbomy: 662,6 mr

= : . MiH.: 649,3 mr
i cepeaHbol mack Binbll HiXK Ha 5 %
OdHopidHicmb macu . . . Makc.:670,9 mr
)'HO,EI.Ha maca TaﬁﬂETKM HE MaE BIOXWNATMCA BIO CepeaHbOl Macu Bianosi &
Binblu Hix Ha 10 % il
OdHopidHicme do3o0eaHux BianosigHo go meTtoay Bapiaujia macu 16
00uHUYb MpuitmanbHe ymucno (gna 10 Tabnetok) < 15,0 i
Bmpama npu sucywyeaHHi He 6inbiwe 6,0% 3,1%
132 H
Cmiiikicme 0o po3daentoeaHHA He n:|e|-|u1e v Min.:115 H
He 6inbwe 200 H
Makc.:148 H
HHehe sinneEr 95,0 - 105,0% Big, 3aABNeHOI KIanKQCTI neBopNOKCALUMHY B 98,9%
Tabnetuj
BEPX
CynymHi domiwku ma npodykmu|| Byab-fika HecneuudikosBaHa iHAMBIAyaNnsHa AOMIlLKaE - He Binblue Byab-AKka iHaMBigyansHa
dezpadayii 0,20 %. Aomiwka: 0,03%
Cyma AOMILWOK - He Binbwe 1,0 %. Cyma: 0,1%
PosnadanHa Marcmumym 30 x8 y Boai npu 37 °C+1°C 08,09"-16,53"
% Po3umHeHHA: He meHwe Q + 5%, 98%
Po3yuHeHHA Q=80%3a30x8 MiH.:98%
(piBHi SI, S2) Makc.:99%
3anuwKosi po3yuHHUKU EtaHon - He 6inbwe 3300 mKr/Tabn. 552 mKkr/Tabn.

Mikpo6ionoziyna yucmoma

TAMC: He Ginbwe 10° KYO/r
TYMC: e 6inbwe 10° KYO/r

TAMC: <100 KYO/r
TYMC: <100 KYO/r

Escherichia coli: siacytHaB 1 1 E.Coli: BiacyTHa
ldenmudpikayin 3aniza — —
oKcudie
Pharmathen S A.

Headqguarters 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
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’ Pharmathen Koa: CoOAQMOO1LEVOS00TAB_MISTRAL_UA
Innavation inspired by life Bepcin: 001
Oara: 04,05.2023
Migrotysana: Xapa Bnaxy
PeueHsia: Mapia Bnauy
CxsanenHn: Byna Yamocdawigi

ldenmudpikayia mumany

: 3'ABNAETLCA YEPBOHO-OpaHKeBe 3abapBneHHA Mo3uTuBHa
diokcudy

MoeiTpo- i BoAOHENPOHKUKHI Yepes 30 cekyHa,. B 1% po34mHI

fetmeniiemuiaicmen METUNIEHOBOro CUHLOrO, Nig TUCKOM 160 mm p.cT. [epmensiin
KapToHHa KopobKa micTuTe HeobXigHy KinbKicTe BaicTepis i3
Hanyooman nposoporo FIB)S;’I'IE/ mn B,l.J,)(,famommuo 3 BiANOBIAHOIO KiNbKiCTIO Blarioniie
TabneTok Ta iIHCTPYKUiEID Ta HAAPYKOBaHMMM Ha Hiit Cepin,
MNpuaaTHwit go.
APTEMIC NACAMIMANI
Bidnosidaneruii 3a Bunyck cepii MeHepxe noBHOBaXeHa ocoba
. Y P Axep /Y Aara sunycky: 04-12-2025
KoHmMpone AKocmi ®apmateH C.A.

/Nianuc/ 05/12/2025

* BDL - Huxue mexxi suasneHHn / Below Detection Limit
BQL - Huxue KinbkicHoi mexi / Below Quantifiable Limit
LOQ - PiseHb KinbKicHoro BusHauenHa / Level of Quantitation
LOD - Mexa suasnenHs [/ Limit of Detection
N/A - He 3actocosyerbca / Not Applicable
ND - He Buasnexo / Not Detected
NLT - He meHwe Hix / Not Less Than
NMT - He 6inbwe / Not More Than

Pharmathen S A.

Headqguarters 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
) Prepared by: Stella Kelesidou
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4 Pharmathen

Innovation inspired by life

CEPTU®IKAT BIANOBIAHOCTI
roToBOIro NPOAYKTY

Koa: CoCOMOO1IMISTRAL_UA
Bepcia: 002

Oara: 07.11.2024
Nigrotysana: Xapa Bnaxy
Peuensia: AHHa MNepicTepaki
CxBaneHHA: Byna Yamocdakiaj

HA3BA NPOAYVKLLI:

NIKAPCbKA ®OPMA:

PO3MIP | TUM YMAKOBKM:
KINbKICTb:

KPAIHA-IMMOPT:
PEECTPAL|IMHE NOCBIAYEHHA Ne:
HOMEP CEPIi BULK:
®IHA/IbHUIA HOMEP CEPII:
[OATA BUTOTOBJ/IEHHA:
BUPOBHUWYA [AINbHULA Ta i
agpeca:

No GMP-ceptudikar / No MIA:

AINbHULA BIANOBIAANBHA 3A
AHANI3 Ta ii agpeca:

GMP-ceptudikar No / MIA No:

BWPOBHMUK, BIANOBIAANIbHUIA 3A
MNAKYBAHHA Ta iforo appeca:

GMP-ceptudikar No / MIA No:

BUPOBHMUK, BIAMNOBIAANBHUIA 3A
BUNYCK CEPI| Ta iforo agpeca:

GMP-ceptudikar No / MIA No:
HOMEP CEPIi API:

BMPOBHWK A®I 1a iforo appeca:

PE3V/ILTAT AHANI3Y:
KOMEHTAPI / 3AYBAMEHHA:
BIAXWNEHHA:

NEBOBALMA, tTabneTkn, BKpUTI nnieKosoo 06on0HKo, Nno 500 mr

TabneTtku, BKPUTI NNiBKOBOK 060NOHKOW
¥nak x 1 Bnictep x 10 Tabn.

7 421 YNAK

YKPAIHA

UA/20215/01/01

0504836

0505293

26-09-2025
®APMATEH CA
LepeeHakioH 6, Mannini ATtuka, 15351, Mpeuin
82831/9-7-2025, 0000006501/25/2
®APMATEH CA

[LepeeHakioH 6, Mannini Attuka, 15351, Mpeuin
82831/9-7-2025, 0000006501/25/2
DAPMATEH CA

[llepeeHakioH 6, Mannidi ATTuka, 15351, Mpevin
82831/9-7-2025, 0000006501/25/2
DAPMATEH CA

LepseHakioH 6, Mannidi ATTuka, 15351, Mpeuia
82831/9-7-2025, 0000006501/25/2
1441135-1441136 / HBIONEHA

Hetoneng NabopeTopis Nlimiteg,

TEPMIH NPUOATHOCTI:

CUNA Aii : NEBO®NOKCALMH 500mr/ra6n.

08-2030

LinsHuunusa-l, Ci. Ne: 347, 473, 474, 490/2 fopora Beepabragpaceami Temn,
Cenuwe BoxTananni, lymmagigana Maugan, paios Cavrapegaji — 502 313

TenaHrana, IHgin.
CepTudikaTt aHanisy rotosoi NnpoayKuii 4O0A3ETLCA.
-N/A-

O TAK M HI

KineKicTe AOKYMEHTIB, WO A0A3K0THCA:

Lum s 3aceiduyro, wjo HasedeHa suwe iHhopmayin € docmosipHolo ma moyHoio. La cepia npodykmy 6yna euzomosneHxa,
BKAIOYAIOYU MOKYEAHHA/MAPKYSAHHA MAd KOHMPOAb AKOCMI, HA euwjesasHadveHili dinoHuyi (dinoHuyax) y nosHiii
sidnosidoHocmi do sumoz GMP micyesozo pezynamopHoz0 opz2aHy ma sidnosidwo 0o cneyucpikayill, 3a3HaYeHux y
peecmpauyiiinomy docee KpaiHu-imnopmepa. 3anucu wodo obpobku, nakysaHHA ma aHanisy cepiii 6ynu nepesipexi ma
@u3HaHi maKumu, wo sidnosidarome aumozam GMP.

Im'a

YnoBHoBa}eHa ocoba: APTEMIC NACAMIMANI

Nianue Bunyck cepii / MeHegKep 3 KOHTPOAIO AKOCTI

YnosHoBaxeHoi ocobu:
/Nignuc/ 05/12/2025

Aara eunycky: 04-12-2025

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
Prepared by: Stella Kelesidou
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Code: CoAQMO01LEVO500TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Vlachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

¢ Pharmathen

Innovation inspired by life

CERTIFICATE OF ANALYSIS

LEVOBACID 500mg film coated tablets

Man. Date:26-09-2025 Expiry Date: 08-203[_} ) Pack. Lof: 0505293

Manuf. Lot : 0504836 Batch Size :150.000 Tabs

Active Ingredient Lot : 1442176 Active Ingredient Supplier: NEULAND

Man. Site: Pharmathen S.A Pkg. Site: Pharmathen S.A

Deviation Report: M NO [J YES (The deviation report is attached)

Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline
with dimensions: Conforms
Appearanice 19.3 mm 0.1 mm, 7.8 mmz 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= Absorbancesq+10%
660 mg + 5% ’
Average mass (627.0-693.0 mg) Aver:662.6mg
Not more than 2 tablets deviate in mass more than 5% ;
; Min:649.3mg
. : of the reported average mass obtained 5
LRtramsyof mines No tablets deviate in mass more than 10% of the M?:)'r?z f“r';mg
average mass obtained E
Uniformity of dosage Complies to the test of mass variation 1.6
units Acceptance Value (of 10 tablets) < 15.0 :
Loss on drying NMT 6.0% 3.1%
132N
Hardness Nﬂ-'IT ;(?(TN Min: 115N
Max:148N
HPLC
Assay 95.0 - 105.0% of the stated amount of 98.9%
LEVOFLOXACIN in tablets
Related substances HPLC unﬁ:gvl?]d;::dﬁglt p
And Any individual unknown impurity NMT 0.20% o o3%p ¥
Degradation products Total NMT 1.0% Total:0.1%
Disintegration Max. 30 min in water at 37°C + 1°C 08'.09”-16’.53”
% Dissolved: NLT Q+5%, 98%
Dissolution Q=80% at 30 min Min:98%
(introducing S1, S2) Max:99%

Residual solvents

Ethanol NMT 3300pg/tablet

409 pg/tablet

Microbial
contamination

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

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

' ldentification 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
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‘ Ph arm at h e n Code: CoAQMO01LEVO500TAB_MISTRAL_UA

Innovation inspired by life

Version: 001

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 / PVDC/ Aluminium Conforms

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

Responsible for
Quality Control

Bz MYy — Release Date :
% o 2 04-12-2025

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 €604 300, f

+30 210 6604 583
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Code: CoCQMOOTMISTRAL_UA
Version: 002

Date: 07/11/2024

Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfakidi

CERTIFICATE OF CONFORMANCE
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 APIL:
API MANUFACTURER
NAME AND ADDRESS:

RESULT OF ANALYSIS:

COMMENTS/REMARKS:
DEVIATIONS:

LEVOBACID 500mg film coated tablets
Film coated tablets STRENGTH:
BTXI1BLISTERSX10TABS

7.421 BT

UKRAINE
UA/20215/01/01
0504836

0505293

26-09-2025
PHARMATHEN SA
6. Dervenakion str., Pallini Attiki, 15351, Greece

82831/9-7-2025, 0000006501/25/2

PHARMATHEN SA

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

8§2831/9-7-2025, 0000006501/25/2

PHARMATHEN SA

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

82831/9-7-2025, 0000006501/25/2

PHARMATHEN SA

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

82831/9-7-2025. 0000006501/25/2

1442176/NEULAND

Neuland Laboratories Limited

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

EXPIRY DATE: 08-2030

Telangana, India.

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

Attached number of documents:

LEVOFLOXACIN 500ug/tablets

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(s) 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 in
compliance with the GMP requirements and is released.

Name of Qualified Person: 9—\ %1?,5
Signature of Qualified Person: ¥ RTEMIS PM&M\(.H:C\!-‘;
Date of Release:04-12-2025 ch Release Manage

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
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JEPXKABHA CJIYKBA 3 JIIKAPCHLKUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Haaii Ceitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €JIPTIOY 37079055

BUCHOBOK
NMpo sIKiCTb BBE3€HOro B YKpaiHy JIikapchbKoOro 3acody
05.03.2026 Ne 11116/26/2611
JIEBOBAILIUJ

(HaiiMeHYBaHNS NiKAPChKOrD 3acoby 3riiHo 3 peecTpaliHHUM MOCBIIMEHHAM )
TabJeTKH, BKPUTI IVIIBKOBOIO 060/10HK010, 110 S00 mMr, no 10 Tabaerok y 6.aicrepi; mo 1
GaicTepy B KapToHHiil Kopooui

(hopMa BHNYCKY, 103YBAHHA, BHIL NAKYBAHHA JIIKAPCLKOTO 3ac00y)
Homep peecrpauiiinoro nocsintenns UA/20215/01/01 crpox aii peccerpauiiinoro nocsinuenns 18,10.2028
Cepis aikapchkoro 3acoby Ne 0505293 KinbkicTs BBE3EHOTO Nikapchkora 3acofy 4928

BupoGHHK DPAPMATEH CA, 'peuis

(HalMcHY BaHHA BUPOOHUKA JTiKAPCLKOTO 3ac00y. KpaiHa IoXo/KeHHs )

Beeico B Ykpaiy TosapucTBo 3 o6meskeHo10 BianoBiaaabnhicTio "BYCT ®APMA",
inent. kox: 44107410

(nafimeHyBanna Ta kod 3a €JIPTIOY opuanunoi ocoGu abo npissuiie, imM's, No GaTbkoBi
thizuunof ocofk - nixnpuemus, i Miclie NpoxuBanHa Ta peecTpauiiinuii Homep 06aikoBoi
KapTKH MiaThuka noaaTkis abo cepis ta nomep nacnopra)

IMporokoa rizyansuoro kourpomio ein 05.03.2026 N2 987/01.10-26/3.

3a pesynbTaTamMW 1epAaBHOro KOHTPOMIO BCTAHOBNEHO, 10 JHKApCbKHWii 3aci® BRe3zeHO B Vkpainy 3
AOTPHMAHHAM BuUMOT 3aKOHOAABCTBA LLOJ0 SaﬁeanHeHHﬂ.ﬂiKapCbKHX 3aco0iB.

RCOBIS Ty
WHK
\ i *

S
Haqa.ummlsg, \X \9/ Muxkona XOJIOJIEHKO

(miamuc) (inivianu Ta npizeuue)

TRIAL MODE - a valid license wi eywaords property of this PDF for mare infarmation.
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JNEPKABHA CJIYKBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Ceitimunoi, 3, 02099, ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kox €/IPTIOY 37079055

BUCHOBOK
npo sAKicTh BBe3eHOro B YKpainy JikapcbKoro 3acoby

11.02.2026 Nz 6894/26/26

JIEBOBAILIM/L

(HaliMcHYBaHHS JTiKapcLKOro 3acoby 3rijIHo 3 peecTpauifiHiM NOCBiAYEHHAM )
TabJIeTKH, BKPHTI ILTIBKOBOK 00010HK00, 10 500 Mr; no 10 Tabaerok y daicrepi; mo 1
faicTepy B KapTOHHIil KopoOmi

(thopma BUmycKy, A03yBaHHs, BUJ NMAaKyBaHHA Jikapckkoro 3acoby)
Howmep peectpauiiinoro nocsinuenns UA/20215/01/01 crpok nii peectpauiitnoro nocsinuenns 18.10.2028
Cepis nikapcskoro 3acoby Ne 0505293 KinbkicTs BBE3€HOrO Mikapckkoro 3acoby 2493

Bupo6uuk DAPMATEH CA, I'peuiis

(nafiMeHyBaHHA BHpOOHHKA NiKapceKoro 3acofy, KpaiHa NOXOMKEHHS)

T TOBAPHMCTBO 3 OBMEJKEHOIO BUIIIOBLIAJIBHICTIO
i "BYCT ®APMA", inenr. kox: 44107410

(HaiimenysaHHa Ta kol 3a €IPIIOY opuauunoi ocobu abo npizeuuie, iM'a, Mo GaTsKoBI diznaHOT
ocobu - nianpuemus, i Micle NPoKHBAHHSA Ta peecTpallifiiuil HoMep o6iKOBOT KapTKH MIATHHKA
nozarkis abo cepid Ta HoMep nacropTa)

MpoToken Bisyansnoro kontposo sin 11.02.2026 N 618/01.10-26/10.

3a pesynerataMm JepKaBHOTO KOHTPONIO BCTAHOBIEHO, WO JiKapchbkuii 3aci6 BBescHO B VYkpainy 3
AOTPHMAHHSAM BUMOr 3aKOHOJABCTBA ILOJO 3a0e3MeUeHHs sKoCT{ TikapchbKUX 3acoGiB.

Muxkona XOJIOJEHKO

(migmuc) (iHiuiany Ta npissuie)

of this POF for mare information.
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JEPY)KABHA CJIYXBA 3 JIIKAPCBKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KUEBI

npos. Hanii Ceitnuusoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €IPTIOY 37079055

BHCHOBOK
Npo fKicTh BBe3eHOro B Y Kpainy JikapcbKoro 3acoby

16.04.2026 Ne 19721/26/26

JIEBOBALIM

(nalimenyBaHHs nikapcbkoro 3aco0y 3rilHo 3 peccTpauifiHiM NOCBLAYEHHAM )
Tabnerku, BKpUTi MiBkoBo0 0600HK010, 10 500 mr, no 10 Tabaerok y Gaicrepi; mo 1
Oaicrepy B kapronuiii kopobui

(dopma BHNyCKy, A03YBAHHSA, BHI NAKyBAHHA NiKapcekoro 3acoby)

Homep peectpauiitnoro nocsiguenns UA/20215/01/01 crpok nil peectpauitinoro noceimuenns 18.10.2028

Cepisn nikapcskoro 3acoby Ne 0505337 KinbkicTs BBE3€HOrO Nikapcskoro sacoby 4928
BupoGuuk DAPMATEH CA, I'peuiis

(HaiimenyBanns BupoOHMKa JlikapcbKoro 3acoby, KpaiHa MOXOKEHHS)
BaeseHo B YkpaiHy TOBAPHCTBO 3 OBMEXEHOIO BIAINTOBIJAJIBHICTIO

"BYCT ®APMA", inenr. xon: 44107410

(HafimenyBanns Ta koa 3a €IPTIOY wopuanynoi ocobu abo npizeuule, iM's, no Garskosi dizuunol
0cobu - nianpuemus, i Miciie NpoXHUBaKHA Ta peccTpauifHKK HoMep oBnikoBol KapTKK niATHKKE
nojaartkis aGo cepis Ta HoMep nacnopra)

Iporokon sisyansnoro xourpomo sia 16.04.2026 M 1841/01.10-26/6.

3a pesynbrataMM IepKaBHOTO KOHTPOJMIO BCTAHOBNEHO, WO nikapchkul  3aci6  BBeseHO B Vkpainy 3
AOTPHMAHHSAM BUMOTr 3aKOHONABCTBA L1010 3a0e3NeYenta AKOCTi NiKapChKUX 3acobis.

Muxona XOJIOJIEHKO

(nianuc) (iniuianu Ta npissuuie)
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Kog: COAQMOO01LEVO500TAB_MISTRAL_UA
Bepcia: 001

[ara: 04.05.2023

Niarotysana: Xapa Bnaxy

PeueHsia: Mapia Bnauy

CxBaneHHs: Byna Yamocoakiai

CEPTU®IKAT AHANIZY

NEBOBALINA, TabneTku, BKpUTi NNiBKOBOK 06010HKOO, N0 500 mr

[arta Bupo6HULTBa: 26-09-2025 Tepmin npuaartHocrti: 08-2030 Cepia: 0505337

Bupo6Huua cepia: 0504837

Po3mip cepii: 150 000 Tabn.

Cepia AdI:

1442176-1541024

MocTtayanbHuk Adl:

HbIONIEHA,

BUpPO6HUK:

®APMATEH C.A.

NaKyBaHHA: ®APMATEH C.A.

3BiT npo BiaxuneHHa: M HI

[ TAK (38im npo gidxuneHHs dodaemebcs)

MEPEBIPKA I CMELMOIKALA || PE3Y/IbTATU
MomapaH4yeBOro KoAbopPy, NPOAOBryBaTi, ABOONYK/i TabneTku 3 Bianosinae
Onuc puCcKoto 3 po3mipamm: 19,3 mm 0,1 mm, 7,8 mm £ 0,1 i (19 ZAX 5 7.a,x 4,9)
TOBLWMHOW 5,0 £ 0,2 MM ! ! !
1.RRT=1,040,1
= +
10enmudpikayis 2.A=293 £+ 5 HMm 1'2 Rﬁlsmiigmoéll
A6copbuia = Abcopbuisa std + 10 % )
660 Mr+5 %
CepedHa maca (627,0 - 693,0 wr) B cepegHboMy: 659,5 mr
He 6inbLue Hix 2 TabneTku BigxMNaTbLCA 32 Macolo Big, Mit.: 649 4 mr
O0HopidHicmb macu ERpSAHEBTMEEN Dl it Ha 56 MaKE '670, 5mr
P *oaHa maca TabneTku He Mae BiAXMAATUCA Bif cepeaHboi Macu Bi Hosi 'ae
6inbw Hixk Ha 10 % & &
OOdHOpidHicMb 00308aHUX BignosigHo oo meToay Bapiauis macu 16
00UHUYb MpuitmanbHe yncno (gna 10 Tabnetok) < 15,0 ’
Bmpama npu eucywyeaHHi ” He 6inbwe 6,0% || 3,0%
=, He meHwe 40 H .131 H
Cmilikicme 00 po30aento8aHHA He Binbue 200 H MiH.:117 H
Makc.:149 H
) o o P -
P . 95,0 - 105,0% Big, 3aﬂaneT|-:gnr:: :ikocn neBodNOKCAUUHY B 98,3%
BEPX
CynymHi domiwku ma npodykmu|| bBypab-aKka HecneuudikoBaHa iHAMBIAYaNbHA AOMILLKa - He binblue byap-aKa iHgMBigyanbHa
dezpadayii 0,20 %. Aomiwka: 0,03%
Cyma AOMILIOK - He Binblwe 1,0 %. Cyma: 0,1%
| Po3nadaHHA “ Makcumym 30 xB y Bogi npn 37 °C+1°C “ 07’,14”-15’,48” |
% P03unHeHHA: He meHwe Q + 5%, 98%
Po34uHeHHA Q=80%3a30x8 MiH.:97%
(piBHi SI, S2) Makc.:99%
| 3anuwkosi po34yuHHUKU ” EtaHon - He 6inbwe 3300 MKr/Tabn. “ 478 MKr/Tabn. |

MikpobionoeiyHa yucmoma

TAMC: He 6inblue 103 KYO/r

TYMC: He 6inblwe 10> KYO/r
Escherichia coli: BiacyTHAB 1T

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

I0eHmudpikayis 3aniza
oKcuodie

Mo3ntneBHa

Mo3ntneHa

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
Prepared by: Stella Kelesidou

www pharmathen.com.




* Pharm athen Koa: COoAQMOO01LEVO500TAB_MISTRAL_UA

Innovation inspired by life Bepcia: 001
[ara: 04.05.2023
Migrotysana: Xapa Bnaxy
PeueHsia: Mapia Bnauy
CxBaneHHs: Byna Yamocdakiai

I1denmudpikayia mumany

- 3’'ABNAETHCSA YePBOHO-OPaHKeBe 3abapBaeHHn Mo3utneHa
diokcudy

MNoBiTpo- i BOAOHENPOHUKHI Yepe3 30 ceKkyHA. B 1% po34mHi

e i i T
epmemusicme Salcmepy MEeTUNIEHOBOro CMHLOTO, NiAg TMCKOM 160 mm p.cT. SPMETAIES
KapToHHa KOpOob6Ka MicTUTb HeObXiZHY KinbKicTb 6AicTepiB i3
Naxyeanna npo3oporo I'IB)_(/I'I E/I'IB.FI,X/amomnm&o 3 BIAI’IOBI/.'J,HOIO‘UKIan‘ICTIO Bignoeinae
TabNeTOK Ta iIHCTPYKUiEl Ta HaAPYKOBAHUMM Ha Hil Cepis,
MpuaaTHWia go.
APTEMIC MNACAMIYANI
BidnoegidanvHuli 3a Bunyck cepii MeHegkep /YnoBHoBaXkeHa ocoba
: b P Axep / [Aata sunycky: 04-12-2025
KOHMpOob AKOCMi dapmarteH C.A.

/Nianuc/ 08/12/2025

* BDL - Huxkue mexi BuasneHHs / Below Detection Limit
BQL - Huxue KinbkicHoi mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbkicHoro BusHaueHHsa / Level of Quantitation
LOD - Mexa BuasneHHsa / Limit of Detection
N/A - He 3actocoByeTtbea / Not Applicable
ND - He BuasneHo / Not Detected
NLT — He meHuwe Hix / Not Less Than
NMT - He 6inbwe / 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

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
r n.com Prepared by: Stella Kelesidou



<4 Pharmathen

Innovation inspired by life

CEPTU®IKAT BIANOBIAHOCTI
rOTOBOro NPOAYKTY

Koa: CoCQMOO01MISTRAL_UA
Bepcia: 002

[ata: 07.11.2024
MNigrotysana: Xapa Bnaxy
PeueHsia: AHHa lNepicTtepaki
CxBaneHHs: Byna Yamocoakiai

HA3BA NPOAYKLI:

NIKAPCbKA ®OPMA:

PO3MIP | TUM YNAKOBKMU:
KINIbKICTb:

KPAIHA-IMMOPT:

PEECTPALIMHE NOCBIAYEHHA Ne:
HOMEP CEPIi BULK:

®IHATbHUIA HOMEP CEPIi:

OATA BUTOTOBJ/IEHHA:

BUPOBHUYA AOINbHUUA Ta i
appeca:

No GMP-ceptudikar / No MIA:

AINbHULUA BIANOBIAANBHA 3A
AHANI3 Taii appeca:

GMP-ceptudikar No / MIA No:

BUPOBHWUK, BIANOBIOA/IbHUMA 3A
NAKYBAHHS Ta ioro agpeca:

GMP-ceptudikar No / MIA No:

BUPOBHWK, BIAMOBIAANIbHUNA 3A
BUMNYCK CEPIi Ta iforo agpeca:

GMP-ceptudikat No / MIA No:
HOMEP CEPIi API:

BUPOBHUK A®I Ta itoro agpeca:

PE3Y/ZIbTAT AHANIZY:
KOMEHTAPI / 3AYBAXEHHSA:
BIAXWUNEHHA:

NEBOBALMA, TabneTkun, BKpUTi NNiBKOBOK 060/10HKO0O, N0 500 mr

TabneTku, BKPUTI NNIBKOBOO 060/10HKOO
Ynak x 1 bnictep x 10 Taba.

12 890 YMNAK

YKPAIHA

UA/20215/01/01

0504837

0505337

26-09-2025
®APMATEH CA
[epseHakioH 6, Mannini ATTuka, 15351, 'peuia
82831/9-7-2025, 0000006501/25/2
®APMATEH CA

[epseHakioH 6, Mannini ATTuka, 15351, 'peuia
82831/9-7-2025, 0000006501/25/2
®APMATEH CA

[epseHakioH 6, Mannini ATTuka, 15351, peuia
82831/9-7-2025, 0000006501/25/2
®APMATEH CA

[epseHakioH 6, Mannini Attuka, 15351, MNpeuia
82831/9-7-2025, 0000006501/25/2
1442176-1541024 / HBIONEHA,

HobtoneHng NabopeTopis flimites,

TEPMIH NPUAATHOCTI:

CUANA Al : IEBO®JIOKCALMH 500mr/Tabn.

08-2030

LinbHuua-l, Ci. No: 347, 473, 474, 490/2 [opora Beepabragpacsami Temnn,
Cenuwwe boHTananni, lymmagigana Mangan, palioH CaHrapeagsi — 502 313

TenaHraHa, lHAin.

CepTudikaT aHani3y rotoBOi NPoAyKLii AOAAETLCA.

-N/A-
O TAK M HI

KinbKiCcTb LOKYMEHTIB, L0 A04AI0THCA:

Lum s 3aceiduyro, wjo HasedeHa suue iHhopmayia € docmosipHoo ma mo4YHor. Lis cepia npodykmy b6yna euzomoeneHa,
BK/I0YAIOYU MNAKYBAHHA/MAPKYBAHHA MA KOHMPOAb AKOCMI, HA euuwie3asHa4veHili OinoHuyi (OinbHuyax) y noeHili
sionogioHocmi 0o sumoz GMP micyeesoz2o0 pe2ynamopHO20 op2aHy ma 8idnoesidHo 00 cneyugpikayiii, 3a3Ha4yeHux y
peecmpayiliHomy 00cbe KpaiHu-imnopmepa. 3anucu wjod0o o6pobku, nakyeaHHA ma aHani3y cepili 6yau nepesipeHi ma
B8U3HAHI MaKumu, w0 eionogidarome sumozam GMP.

Im'a

YnoBHOBa)eHa ocoba: APTEMIC NACAMIMAI

Bunyck cepii / MeHeaKep 3 KOHTPO/IKO AKOCTI
Mianuc yck cepii / Axep p

YnoBHoOBaXeHoi 0cobu:
/Nianuc/ 08/12/2025

[Aata sunycky: 04-12-2025

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
g : Prepared by: Stella Kelesidou



Innovation inspired by life

+ 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:26-09-2025 Expiry Date: 08-2030 Pack. Lot: 0505337
Manuf. Lot : 0504837 Batch Size :150.000 Tabs
Active Ingredient Lot : 1442176-1541024 Active Ingredient Supplier: NEULAND
Man. Site: Pharmathen S.A Pkg. Site: Pharmathen S.A
Deviation Report: ¥ NO [ YES (The deviation report is attached)
Controls Specifications Results
Orange, oblong, biconvex tablets, with a scoreline
e with dimensions: Conforms
Appearanc 19.3 mm+ 0.1 mm, 7.8 mm+ 0.1 (19.2x7.7x4.9)
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= Absorbancesi+10%
660 mg + 5% +
Average mass (627.0-693.0 mg) Aver:659.5mg
Not more than 2 tablets deviate in mass more than 5% .
: Min:649.4mg
. of the reported average mass obtained .
Uniformity of mass No tablets deviate in mass more than 10% of the M?;:f?r ri;ng
average mass obtained
Uniformity of dosage Complies to the test of mass variation 1.6
units Acceptance Value (of 10 tablets) < 15.0 :
Loss on drying NMT 6.0% 3.0%
131N
Hardness N':k'; ;ggN Min: 117N
Max: 149N
HPLC
Assay 95.0 - 105.0% of the stated amount of 98.3%
LEVOFLOXACIN in tablets
Related substances HPLC unﬁ:?g\i?\di‘::ds:ilt :
And Any individual unknown impurity NMT 0.20% 0 03%p 7
Degradation products Total NMT 1.0% Total:0.1%
Disintegration Max. 30 mininwaterat 37°C+1°C 07°.14”-15’.48”
% Dissolved: NLT Q+5%, 98%
Dissolution Q=80% at 30 min Min:97%
(introducing S1, S2) Max:99%
Residual solvents Ethanol NMT 3300pg/tablet 478 pg/tablet
TAMC: max 10° cfu/g TAMC: <100cfu/g
- ":"t‘:;?m:on TYMC: max 10? cfu/g TYMC: <100cfu/g
E. Coli: Absence E. Coli: Absence
Identification of Iron i Positive
ssiles 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: Stella Kelesidou



’ P h armat h e n Code: CoAQMOO1LEVOS500TAB_MISTRAL_UA

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

Identification of . o

Tiantun 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
Puckadin blisters of transparent PVC / PE / PVDC/ Aluminium Conforms
ging blister with the appropriate number of tablets and an
instructipn leaflet and is printed with Lot, Exp.
Responsible for ' ‘ Release Date :
Quality Control . 04-12-2025
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: Stella Kelesidou



’ Pha‘rmathen Code: CoCQMO01MISTRAL_UA

Innovation inspired by life Version: 002
Date: 07/11/2024
Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfakidi

CERTIFICATE OF CONFORMANCE

FOR FINISHED PRODUCT
NAME OF PRODUCT: LEVOBACID 500mg film coated tablets
DOSAGE FORM: Film coated tablets STRENGTH: LEVOFLOXACIN 500ug/tablets
PACK SIZE AND TYPE: BTX1BLISTERSX10TABS
QUANTITY: 12.890 BT
IMPORTING COUNTRY: UKRAINE
PRODUCT MA No: UA/20215/01/01
BATCH NUMBER BULK: 0504837
BATCH NUMBER FIN: 0505337
MANUFACTURE DATE: 26-09-2025 EXPIRY DATE: 08-2030
MANUFACTURING SITE name & PHARMATHEN SA
address 6, Dervenakion str., Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 82831/9-7-2025, 0000006501/25/2
ANALYSIS SITE name & address PHARMATHEN SA
GMP-certificate No / MIA No: 6, Dervenakion str., Pallini Auiki, 15351, Greece
82831/9-7-2025, 0000006301/25/2
PACKAGING SITE name & PHARMATHEN SA
address 6, Dervenakion str.. Pallini Attiki, 15351, Greece
GMP-certificate No / MIA No: 82831/9-7-2025, 0000006501/25/2
RELEASE SITE name & address PHARMATHEN SA
GMP-certificate No / MIA No: 6, Dervenakion str., Pallini Attiki, 15351, Greece
82831/9-7-2025, 0000006501/25/2
BATCH NUMBER OF API: 1442176-1541024/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:

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(s) 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 in
compliance with the GMP requirements and is released. <

Name of Qualified Person:
RO

ARTEMIS P
Pharmathen S.A. gatch Releas

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

Signature of Qualified Person:

Date of Release:04-12-2025
nager/QP

Prepared by: Stella Kelesidou



HAEPAKCABHA CJYIKBA 3 JIKAPCHOKHUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTHKAMM y m. KHEBI

npon. Hanii Ceirnuunoi, 3. 02099, ren. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Koa €JIPTIOY 37079035

BUCHOBOK
PO SIKICTH BBE3CHOIO B Y Kpaiuy jikapehKoro 3acoly

20.05.2025 Ne 24722/25/26

JIEBOBALH/L

(naiimeny BaKHs AIKapeLKoro 3acoby 3riano 3 peceTpanidpum nocsiiuenisiv)
rabaericn, BRPUTI I1iBKOB0I0 060101K010, 10 500 M no 10 Tabaerox y Gaicrepi; no |
faicrepy B kaproHiifi Kopobui

(hopMa BUITYCKY, L03YBAHHS, BHA HAKYRANHS ATKAPChKOro 3acoby)
Homep pecetpauiitnoro nocsinuenus UA/20215/01/01 crpok aii peccerpanitinoro nocsinuenns 18.10.2028
Cepin nikapcbroro 3acoby Ne 0501062 Kinbkicts Baesetoro aikapeskoro sacody 2000

BupoGHuic OAPMATEH CA, I'peuis

(taktsicuypanna prpobiskg HKapesRoro 1acoly. Kpaina HOXOAKCHHS)

Baeseno B Vpainy TOBAPUCTBO 3 OBMEXXEHOIO BITOBIAAJNIBHICTHO
"BYCT GAPMAY, izenr. won: 44107410

(sadimenysanits Ta ko 3a CAPHOY jopuantnot ocoln ado npizsume. in'st, 110 GarbroBi
PizHUROT 0COOH ~ THATPHCMILH, T ACHE PPOTRHBATIN T4 pecerpanininit nomep adaikool
KAPTIH I THHICL TOATKIS aB0 ¢epist ra oMU nacriopra)

MpoTokon Bisyanbioro kowrpomo six 19.05.2025 Ne 1743/01.10-25/4.

3a pesynstataMH  AepKABHOTO  KOHTPOJIO BCTAHOBACHO, 110 JHKAPCHKI 3aci®  sreseno B Ykpainy 3
AOTPHMAHHAM

O 3aKOHOAABCTBA 111040 3abe3reqctns AKOCTI jlil\’i’l})ChKl' aCobiB.

i

# ::“ . . :
Hasansgfix:" Mitkosia XOJIOJIEHKO
(noca}i 5-)]’5«{0611 (f (e (iuidans ra opipuie)
e

§




Koa: COAQMOQ1LEVOS500TAB_MISTRAL_UA
Bepcis: 001

[larta: 04.05.2023

NiaroTtysana: Xapa Bnaxy

PeueHsia: Mapia Bnauy

CxsaneHHs: Byna Yamocdaxiai

CEPTU®DIKAT AHANI3Y

NEBOBAUUA, tabnetku, BKpUTI NaiskoBoo 060/10HKO, No 500 mr

. [Mara supo6HuuTea: 24-01-2025 Tepmin npuaatHocri: 12-2029 Cepin: 0501062

Bupo6Huua cepin: 0500230 Poamip cepii: 150 000 Tabn.

Cepin AdI: 1441135 MocrauanbHuk Adl: HbIONEHA,

e OAPMATER € A e A PAATEN A o
','(”__3311' npo Bl,qxuneHHn M Hl - ‘ - O TAK (3elm npo BIOXUIIEHHH doaaembc,q)

nEPEBIPKA CnELlMtblKAU,Iﬂ PE3W1bTATM
"""" ‘ 'ﬂobl\)\ap'éHQeBorb Konbopy, npo,u,oarysari, ,a,eoonyxm Tabnetkus ' R
Onuc i puckoto 3 poamipamu: 19,3 mm 20,1 mm, 7,8 mm £ 0,11 i 5
(19,3 X 7,8 X5,0)
TOBIWMHOW 5,0 £ 0,2 Mm N
i 1. RRT=1,0%0,1
! ! . =1,0+0,1
1denmudpikayin i 2.A=293 £ 5 HMm 12 Rg;mmoaumﬁ
! _ ABcopbuia = ABcopbui std + 10 % '
4+ 5O
v B @oemom) B copesptomy: 655w
e e e 1o o i s 2
OdHopidHicmb macu PeA ) e . Makc.:667,0 mr
*KoaHa maca TabneTku He Mae BIAXUAATUCA Bif, cepeaHbol macu Bianosinae
| 6inbw Hix Ha 10 % 3 &
OdHopidnicmb 8o308aHUX BianosigHo no metody Bapiauia macu 20
00UHUYb MpuitmansHe uncio (ana 10 Tabnetok) < 15,0 !
Bmpama npu eucywyeansi He GinbLe 6,0% 3,7%
o He meHwe 40 H ,134 H
Cmilikicmb 3o po3dasniosaHHsa He 6i 200 H MiH.:128 H
" € bible Makc.:141 H
; o P :
KinbKicHe 6UsHaYeHHs 95,0 - 105,0% Bia 3as8aeH0l KiNbKOCTi N1eBodNOKCaLMHY B 98,4%
Ta6neTu,|
« ; ~ BEPX
Cynymui domiwku ma npodykmu.  Byab-AKka HecneundikosaHa iHaBIAYanbHa JOMILLKE - He Binblie Byab-aKa iHauBiayanbHa
dezpadayii 0,20 %. aomiwka: 0,03%
: Cyma ,qowumk He 6II]bLLle 1 0 % Cyma 0, 1%
PosnadaHHa MaKcumyM 30 XBY Bo,u,x npm 37 °C k4 1 C : 09 05” 11 30”
P . B T e Q+ 5%, e ST ke
Po3uuHenHA Q=80%3a30xse MiH.:99%
o ‘ o ... \PiBHIS], S2) o Makc.:104%
3anuwkosi posHuUHHUKY | ETaHon He Ginblue 3300 MKr/Taén. 439 MKr/Tabn.
TAMC: He 6inbme 10° KYO/r TAMC: <100 KYO/r
MikpobionoziuHa yucmoma TYMC: He 6inbiwe 10° KYO/r TYMC: <100 KYO/r
Escherichia coli: siacytHas 11 E.Coli: BiacyTHa
IdeHmud;maq.ln saniza fosuTtusHa fosurtusHa
oKkcudis

e
q J (,&(/ 2. er"/

Pharmathen S A.

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

Manufacturing site-| Reglstered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Makridaki




i Kog: CoAQMOO1LEVOS00TAB_MISTRAL_UA
ation mapired by life Bepcis: 001

[Nata: 04.05.2023

Miarotysana: Xapa Bnaxy

PelieHsin: Mapia Bnauy

CxsaneHHs: Byna Yamocdaxiai

Innov

Idemﬁkbd:i}(dqin mumaHy 3'asnAeT ) cafmem | n
diowzady ABNAETLCA YEPBOHO-OPaHKeBe pBAEHHA 03UTUBHa
o : - :
Fepmemuunicme Gaicmepy MoBiTPO- | BOAOHENPOHUKHI qepea 30 cekyHa, B 1% po34uHi Fepmerdto
...... _ . MeTUneHosoro cHLOro, Nid TMCKOM 160 mMm p.cT. o
KapToHHa kopobka micTutb HeobxiaHy KinbkicTb 6aicTepis i3
oo . . . Lo
P — posoporo ﬂB)_(/ﬂE/ﬂBgX/anmmmuo 3 BiANOsiaHoK uKIfIbK}CTIO Binaelise
TabneToK Ta iIHCTPYKUIEIO Ta HAAPYKOBaHUMU Ha Hith Cepis,
Mpupathnit go.
APTEMIC MACAMIYASI
BidnogidanvHuli 3a Bu cepii MeHekep /YnosHosaxeHa ocoba
; RYCHER Axep [Ynosr Rata Bunycky: 15-04-2025
KOHMpOonb AKocmi ®apmarteH C.A.
/Nignuc/ 22/04/2025

* BDL - Huxkue mexi suasneHHa / Below Detection Limit
BQL - Huxue KinbKicHoT mexi / Below Quantifiable Limit
LOQ - PiBeHb KinbKicHoro BusHaveHHA / Level of Quantitation
LOD - Mea suasneHHs / Limit of Detection
N/A - He sactocosyetben / Not Applicable
ND - He suasneHo / Not Detected
NLT - He meHwe Hix / Not Less Than
NMT - He 6inblwe / Not More Than

Pharmathen S A.

Headquarters 44 Kifissias Avenue. 151 25 Marousi, Athens Greece. T +30 210 6604 300. f +30 210 6666 748

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
Prepared by Eva Makridaki




Koa: CoCQMOO1IMISTRAL_UA
Bepcin: 002

Hara: 07.11.2024
Nigrotysana: Xapa Baaxy
PeueHsin: ArHa MepicTepaki
CxsaneHHs: Byna Yamocdaxiai

CEPTU®IKAT BIANOBIAHOCTI

rOTOBOrO NPOAYKTY
HA3BA NPOAYKLII: JIEBOBALM/, TabneTku, BKpUTI NAiIBKOBOIO 060/10HKOID, no 500 mr
JNIKAPCbKA ®OPMA: TabneTKu, BKpUTI N1iBKOBOI0 060/10HKO0 CUAA Aii : TEBO®/IOKCALLMH 500mr/Taba.
PO3MIP | TUN YNAKOBKH: Ynak x 1 Bnicrep x 10 Tabn.
KINbKICTb: 10076 YNAK
KPAIHA-IMNOPT: VKPATHA
PEECTPALIIMHE NOCBIAYEHHA Ne:  UA/20215/01/01
HOMEP CEPIi BULK: 0500230
®IHA/ILHUIA HOMEP CEPIi: 0501062
OATA BUTOTOBNEHHA: 24-01-2025 TEPMIH NPUOQATHOCTI: 12-2029
BUPOBHWYA AINbHUUA Ta it ®APMATEH CA
ajpeca: BepseHakioH 6, Mannini Attuka, 15351, Mpeuia
No GMP-ceptudikar / No MIA: 141425/ 21-12-2021 / 0000006501/22/1
AUTbHULA BIANOBILANBHA 3A GAPMATEH CA
AHANI3 raii agpeca: OepseHakioH 6, Nannii ATTnka, 15351, Mpeuin
GMP-ceprudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BUPOBHWUK, BIANOBIAA/ILHUIA 3A  ®APMATEH CA
MAKYBAHHS Ta itoro agpeca: DepserakioH 6, Nannixi ATTnKa, 15351, Mpeuia
GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
BUPOBHMUK, BIAMOBIAA/IBHUIA 3A  GAPMATEH CA
BUNYCK CEPII Ta itoro agpeca: fepseHakioH 6, Nannixi Atruka, 15351, Mpeuia
GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1
HOMEP CEPIi API: 1441135 / HBIONEH,
Hotonerp, Nlabopetopis Nlimiten
BUPOBHMK A a iforo agpeca: DineHuua-l, Ci. Ne: 3'47, 473, 474, 490/2 fopora vBeepaGra,a,pacs.aMi Temnan,
Cenuuwe boHTananni, 'ymmaainana Mangan, paiion Cadrapepai - 502 313
TenaHraHa, IHAiA.
PE3YNILTAT AHANIZY: CepTudikaT aHanisy roToBoi NPOAYKLIT AOHAETLCA.
KOMEHTAPI / 3AYBAXEHHSA: -N/A-
BIAXUNEHHA: O TAK M HI
KinbKicTb AOKYMEHTIB, WO J0310TbCA:

Lum a 3aceiouyro, ujo HasedeHa suwe iHhopmayisn € docmosipHoo ma mouHolo. Lia cepia npodykmy 6yna suzomoeneHd,
BKMIOMAIOYU MAKYS8AHHA/MAPKYBAHHA MaA KOHMPonb AKOocmi, Ha euwesasHaderiii dinbHuyi (dinbHuyax) y noeHiii
gidnosidHocmi 6o sumoz GMP micyesozo pezynamopHoz2o opzaHy ma eidnogidno 8o cneyudixayili, 3a3HayeHux y
peecmpayiiiHomy docbe Kpainu-imnopmepa. 3anucu ujodo o6pobku, nakysaHHa ma aHanisy cepiii 6ynu nepesipeHi ma
8u3HaHi makumu, wo eidnosioaroms sumoz2am GMP.

Im's
YnosHoBa)keHa ocoba: APTEMIC MACAMIYAI

B itM YnosHoBa)keHa ocoba
Mignuc unyck cepii MeHegep /Ynos

YnosHoBa)keHoi 0cobu:
/Nignuc/ 22/04/2025

Aarta sunycky: 15-04-2025

Pharmathen S A.

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

Manufact ite- Reg:stered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
% Prepared by Eva Makridaki




Code: CoAQMOOTLEVOS00TAB_MISTRAL_UA
Version: 001

Date: 0470572023

Prepared by: Hara Viachou

Review: Maria Kinigopoutou
Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS
LEVOBACID 500mg film coated tablets !‘
Man Date :24-01-2025 - Exg}_ry Date :12-2029 Pack Lot ﬂﬁﬂmé? .
| | Manuf. Lot :0500230 - Batch Size :150.000 tabs ,
Active Ingredient Lot : 1441135” - Active Ingredient Supplier: NEULAND - }
Man. Site: PHARMATHEN 5.A , Pkg. Site: PHARMATHEN S A B
Deviation Report:  INO (1 YES (the deviation report is attached)
! Controls Specifications Results /
Orange, oblong, biconvex tablets, with a scoreline
T — with dimensions: Conforms ’
PP 19.3 mm+ 0.1 mm, 7.8 mmz 0.1 (19.3x7.8x5.0)
and thickness 5.0 £ 0.2 mm o
1. RRT = 1.0 % 0.1 1.RRT=1.0+0.1
Identification 2. A= 293+5nm | 2. Positive }
AU Absorbane= Absorbancesqs10%
660 mg + 5% .
Average mass - (627.0-693.0 mg) Aver:658.6mg
Not mcn’;f t:;a;wi tat;le(‘;.s c\f{e\;iat: ma:;asgtr;(r)‘reedthan 5% Min:648.2me
Uniformity of mass ',(” ceported average m ne Max:667.0mg
No tablets deviate in mass more than 10% of the
. Y Conforms .
average mass obtained !,
Uniformity of dosage Complies to the test of mass variation 7.0
units Acceptance Value (of 10 tablets) < 15.0 )
Loss on drying NMT 6.07% 3.7%
134N
Hardness o Min:128N
Max: 141N
HPLC
Assay 95.0 - 105.0% of the stated amount of 98.4%
LEVOFLOXACIN in tablets
Related substances HPLC mirr:gvlvl;di]:r:dsglt .
And Any individual unknown impurity NMT 0.20% 0 03%;) v
Degradation products Total NMT 1.0% Total:0.1%
Disintegration Max. 30 min in water at 37 C + 1°C 09'.05”7-11°.30"
% Dissolved: NLT Q+5%, 101%
Dissolution Q=80% at 30 min Min:99%
(introducing 51, 82) Max:104%
Residual solvents Ethanol NMT 3300pg/tablet - 439 pg/tablet
Microbial TAMC: max 10° cfu/g TAMC: <100cfu/g
contamination TYMC: max 10% cfu/g TYMC: <100cfu/g
E. Coli: Absence E. Coli: Absence
Edentzﬁca@on of Iron Positive Prcitive
oxides I

Prepared by Eva Makridaks



Code: CoAQMOOTLEVOS00TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Viachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

. ldentification of
f Titanium Dioxide

Red-Orange colour is produced Positive

g Tightness of blister

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

solution, 160 mmHg pressure Tights

' Packaging

Cardboard box contains the appropriate number of
blisters of transparent PVC / PE / PYDC/ Aluminium Conforms
blister with the appropriate number of tablets and an

[Responsible for
| Quality Control

instruction leaflet and is printed with Lot, Exp.

ARVEMIS pASA irnns: o\ (o Release Date :

15-04-2025

GETOUSL
snakion siy, 11

Prepared by v Makriciks



CERTIFICATE OF CONFORM
FOR FINISHED PRODUCT

CNAME OF PRODUCT:
DOSAGE FORM:
PACK SIZE AND TYPE:

QUANTITY:

IMPORTING COUNTRY:

PRODUCT MA No:

CBATCH NUMBER BULK:
BATCHNUMBER FiN:

S MANUFACTURE DATL:

MANUFACTURING S1TE nome &

address
GMPacertificate No /A0S Nos
ANALYSES SITE name & asddress

GMPcertificate Na/ MIA Nod

PACKAGING SITE name &
address

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

BATCH NUMBER OF API:
| APTMANUFACTURER
| NAME AND ADDRESS:

RESULT OF ANALYSIN:

COMMENTIREMARKS:
DENVIATIONS:

Code: CoCONMOOTMISTRAL _UA

Yersion: (02

Date: 07/11/2024

Prepared by: Hara Viachou

Review: Aina Peristerald

Approval: Youla Chamosfakidi
ANCE

CEVOBACHY $00mg filo coated tabfers
Filim conted 1abiels STRENGTH:
BYXIBLISTERSXI0TABS

LEVOFLOXACIN $00ugitablets

FO7A 13
URRAINE
LIAZZ0215016]

03

(0230
030462
24-01-2023 EXPIRY DATE: 12-2029
PHARMATHEN SA

. Dereenakion ste. Padlint Atk 13535 Greoces
PHIA2S 21-12-2021, 000000650122/
PHARMATHEN 84

O. Prerconakion st Pallmd Ak, 13351, Greece

I LI2E 21-12-200 1, 0000006301722/
PHARMATHEN 54

6. Dervenakion e, Paitipd Ak 15381 Greeee

FA142357 2112202 1, 0000006501,227)

PHARMATHEN SA

6. Prervenakion str. Paiting Awiki. 13351, Greeee

FTAEA257 211222021, 0000OG63UT/227

LR EASANELLAND

Neafand Paboratarios Lindted

Enitel, Qe Moo 347 473 474 492 Veorabhadraswamy Tonple Road,
Benthupaily Village. Guownadidals Mandal, Seugaredds Distrier - 302 313
lelangana, India,

Certificate of anals siv of finished product attached,

LYVES InG

Artached nurnber of documents:

i hereby certify that the above information is authentic and accurate. This batch of product
hes been manufactured, including packagingllabelling and quality control at the above-
mentioned site(s) 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 onalysis records were reviewed and found in
complignee with the GMP requirements and is released.

Name of Qualificd Persons

Signature of Qualified Persom:

Date of Releaser 15-04-2025

Prepared by, Eva Makridaks



 IEPYKABHA CJIYXKBA 3 JJIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMW y m. KWUEBI

npos. Haaii Caitanunol. 3. 02099, Tea. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Kon CJIPIIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3CHOIO B Ykpainy JikapebKoro 3aco0y

01.07.2025 Ne 32705/25/26

JIEBOBALIWJL
(HalimenyBatis TiKapebkoro 3acoby 3riaNo 3 peccTpatliinuM HOCBIAMCHHSAM )
TabseTin, BKpHTI IUIIBKOBOIO obonounKkor, o 500 mr; no 10 Tabacrok y Gaicrepi; 1o 1
gaicTepy B KApTOHHIN Kkopobui
(QOPMA BHNYCKY. ADIYBAHA. BRI HAKY BT SHKAPChKOTO 3acofy)

Homep peccTpaltiitioro nocsinyeH s UA/20215/01/01 c1pok ail peccTpaitifitoro Hocaiaients 18.10.2028
Cepis nixapcbkoro 3acoby Ne 0501063 KinbKicTh BREICHOrO AIKAPCHKOTO 1acaby 4928

BupoSuuk GAPMATEH CA, I'peuist

(HaiiMeEHy BAHHS BUPOOHNKD HRAPCHKOTO 3ac0o0y . Kpaitia HOXOIKCHHSH)

Breseno B Y kpaity TOBAPUCTBO 3 OBMEKEHOI0 BT OBIJAJBHICTIO
"BEYCT ®APMA", inent. kox: 44107410
(HakMeHyBalia Ta KOa 38 CJIPTIOY iopriuunof ocaby abo NPI3BULILL, M4, 10 Garbkoni Qizuanol
0COGH - THANPHEMUS, 1T MiCUe MPORHBARIS T4 peccTpanifinmi HoMep OBTKOBOT KAPTKY T1AQTHHKY
nogatkin abo cepis Ta HOMEP nacnopra)

[1peTOKO Bi3yANbHOTO KOHTPOSIO BiX 01.07.2025 Ne 2347/01.10-25/7.

3a  pesyawratamu HEPKABHOrO  KOHTPOJIO BCTAHOBACHO. KO nikapehkuil qaci®  wBescHo B Ywpainy 3
iB.

AOTPHMAHHAM sumor 3aKOHOABCTEA LORO 3a0e3nenenhs AKOCTI NIKAPCHKHN 32

HaganbHukK Muxona XOJIOAEHKO

TPOAIO) (nianue) (inittiaav va npissrme)




Koa: CoAQMI001LEVOS00TAB_MISTRAL_UA
Bepcis: 001

fata: 04.05.2023
Niarotysana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxBaneuHs: Byna Yamocoakigi

CEPTWDIKAT AHAI'IISY

I]EBOBAuMA, Taﬁnerku, BKpMTl ntKoamo o6onom(0io, no 500 mr

Aara Bupoﬁnuu,raa 24 01-2025 Tepmm npu,qamocn 12 2029

Cepm 0501063

: ‘_::Bupoﬁuuqa cep Posmip cepii: 150 000 Ta6n

'~ Cepin AdI:

1441135-1441136 nocraqanbuux Adl: - HblonEH,q
f ) BMpOGH“MK' ) CDAPMATEH CA o KyBaHHA: ¢>APMATEH C A
3BIT npo BI,D,XMIIEHHH Hl o ‘ ‘D TAI-( (3e/m npo e/dxuneHHﬂ dodaembcn)
nEPEBIPKA N anu,McbmAum : PEBVI'IbTATM
T I'Iomapqueaoro Kon;opy, npo,qoerysan p,soonyxm TaﬁneTKM 3 Bianesiiss
Onuc puckoto 3 posmipamu: 19,3 mm 0,1 mm, 7,8 mm + 0,1i A A
(19,2%7,7X 5,0)
. ToBWuHOlO 50%0,2 mm R »
; ‘1RRT—10+01 i
19enmudpikayin 2.A=293 %5 Hm lé Rﬁla;:;?a:uoﬁl .
. A5°°p5'-\'” A6C°F’6”"‘ Std‘” 10% ................ o .
' 660Mr+5 % )

Cepedtinpaica (627,0 - 693,0 mr)

abnieTku BiAXMAAOTHEA 33 Macolo Big

He Binblwe H

B cepesHbomy: 658,8 mr

i : . Min.: 648,8 mr
— cepejHboi Macu Ginbl HiX Ha 5 %
O0dHopidnicme macu i . - Makc.:667,4 mr
Hoana maca Tabnetku He Mae BI,D,XW'IF{TMCH Big, cepegHbOT Macu BnGsiasE
OdHopiéHicmb BosbsaHux k B|,u,nostp,Ho ,u,o MeTo,a,y Bap:au,m macu 36
’ oduuuqb ﬂpmwmaane ancno (,a,/m 10 Ta6neTOK) < 15 0 o o
Bmpama npu sucywyeaHHl He 6mbLue 6 O% 3,2%
. He meHwe 40 H ‘132 H
- Cmiiikicme do pozdasniosanna i . Min.:117 H
1 1 He 6inblwe 200 H
: ] ‘Machk.:l48 H
Kinukiene suaiiatenns 95,0 - 105,0% sia 3assneHoi Kin b'KOCTI NesodnoKkcauuHy s 96,8%
o Ta6/I8TLLI”
‘ BEPX
:CynymmHi domiwku ma npodykmu byap-aka Hecneungikosava iHAMBIAYaNnsHa AOMILLKa - He Bible Byab-aka iHanBiayansHa
f deepadauii : 0,20 %. Aomilika: 0,03%

Cyma p,o:vm.uor( He 6mbu1e 1 0 %

Posnadanns Maxcmmym 30 X8y Bo,n,l npu 37 C * 1 C
- ' % PO34MHeHHs: He meHwe Q+ 5%, '
Po3yunenHs Q=80%3a30xs

(plBHI Sl, S2)

3a/1uwxosl posthHuxu

) ETaHon He 6U1bLue 3300 MKr/Taﬁn

TA!VIC He 6!/TbLLle 10 KyO/r

TYMC: He 6inblwe 10° KyQ/r
Escherichia coli: sigcytHaslr

Mikpobionoziuna vucmoma

10enmudpirayia 3aniza
oKcudie

MNosntnsHa

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

Cyma: 0,1%
12,10"-13,58”
100%
MiH.:99%
Mva“Kc.:lQl%
552 ";\‘A‘Kr/ Taén.
TAMC: <100 KYO/r
TYMC: <100 KYO/r
E.Coli: BigcyTHs

Mo3utusHa

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

Prepared by Eva Makridaki



¢ Koa: CoAQMOOlLEVOSOOTAB,MISTRAL_UA
wation nspired by e Bepcin: 001
Dara: 04,05.2023
NigroTysana: Xapa Bnaxy
Peuensin: Mapia Brauy
CxaaneHHs: Byna Yamocdakiai

oenmudinauin mumany
 diokcudy

3’ ABARETHLCA YePBOHO-OpaHkese 3abapeneHHs Mo3utvBHa

WI-IOB|T o- i BogoHen OHMK;IMi' yepes 30 cek HBl% 03HMHi“ . :
p A p p YHA P o [epmeTU4Ho
METUNEeHOBOrO CUHBLO!O, nif, TACKOM 160 mm p.cT.

repmemuunicme 6aicmepy

KapToHHa Kopo6vu<a MICTUTb HeobXiaHy KilleiCTl::G'Ili(biTepiB i3
npo3oporo NBX/ME/NB/AX/antoMitito 3 BIANOBIAHO KINBKICTIO Bianosisac

NaxkysaHHA . ; 5 2
Ta6AeTOK Ta IHCTPYKLIEID Ta HAAPYKOBAHUMN Ha HIV Cepin,
....... NpuaaTHui 0.
: APTEMIC MACAMIYAI ‘
BidnosidanbHul 3(1 | Bunyck cepil MeHedKep /YnosHoBaxeHa ocoba i [lata BUNYCKY: 15-04-2025
KoHmMpoJsb AKocmi i dapmarer C.A.

/Mignuc/ 23/04/2025

* BDL - Huue mexi BUABNEHHA / Below Detection Limit
BQL - Hikue KinbkicHol mexi / Below Quantifiable Limit
LOQ - PiBeHb Ki/IbKiCHOrO BU3Ha4EHHA / Level of Quantitation
LOD - Mea ussnenHa / Limit of Detection
N/A - He 3actocosyetbea / Not Applicable
ND - He suasneno / Not Detected
NLT — He meHuse Hix / Not Less Than
 NMT - He Ginbwe / Not More Than ‘ o

§

7
§

H
i
H

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
fe s Prepared by Eva Makridaki




Koa: CoCQMOO1MISTRAL_UA
Bepcin: 002

Lara: 07.11.2024
Nigrotysana: Xapa Bnaxy
PeueHsin: AHHa MNepicrepaki
CxBanenHs: Byna Yamocoakiai

CEPTUDIKAT BIANOBIAHOCTI
FOTOBOro NPOAYKTY

HA3BA NPOAYKUI: JIEBOBAUMA, Tabnetky, BKPUTi NNiskosoto 060/10HKOI0, N0 500 mr

NIKAPCbKA ®OPMA: Tabnetku, BKpUTI NNiBKOBOIO 060M10HKOIO CUNA AT : NEBODNIOKCALIMH 500mr/a6i.

PO3MIP | TUM YNAKOBKM: Ynak x 1 Baictep x 10 Ta6a.

KINIbKICTb: 9 653 VNAK

KPATHA-IMMNOPT: YKPATHA

PEECTPAL|IAHE NOCBIAYEHHSA Ne: UA/20215/01/01

HOMEP CEPII BULK: 0500231

SIHANBHUIA HOMEP CEPIi: 0501063

AATA BUTOTOBJIEHHS: 24-01-2025 TEPMIH NMPUJATHOCTI: 12-2029

BUPOBHUYA OINbHULA Ta it SAPMATEH CA

agpeca: Hepserakion 6, Nanniui AtTuKa, 15351, Mpeuin

No GMP-ceprudikar / No MiA: 141425/ 21-12-2021/ 0000006501/22/1

AINbHULA BIANOBIAANBLHA 3A ®APMATEH CA

AHANI3 Ta ii agpeca: LepseHakioH 6, Mannini ATTuKa, 15351, [peuin

GMP-ceptudirar No / MIA No: 141425/ 21-12-2021/ 0000006501/22/1

BUPOBHUK, BIANOBIAANBHUIA 3A SAPMATEH CA

NAKYBAHHA T1a iforo agpeca: AepseHakiox 6, Naanini ATTuKa, 15351, Mpeuia

GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BMPOBHUK, BIANOBIAANBHUN 3A SAPMATEH CA

BUNYCK CEPIi Ta iioro appeca: LepseHakioH 6, Nanniui Attuka, 15351, peuin

GMP-ceprugikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

HOMEP CEPI API: 1441135-1441136 / HBIONEH/]
Hobtonens Nabopetopis Nlimiteq

BUPOBHUK A 1a fioro — AinbHuusa-l, Ci. Ne: %47, 473, 474, 490/2 AoporavBeepaGra,u,paca.aMi Temnn,
Cenunuwe boHrananni, l'ymmagigana Mawgan, palion Caxrapeaai— 502 313
TenawraHa, [Hgis.

PE3Y/IbTAT AHASI3Y: Ceptudirat aHanisy rorosoi NpoayKuii fogaetbes.,

KOMEHTAP] / 3AYBAYEHHA: -N/A-

BIAXUNEHHS: O TAK M HI

L KinbkicTb gokymenTis, Wo A0A310TheA:

Lum 5 3acsiduyio, wo Hasederna suwe inhopmayis € docmosipHoto ma mouroso., Us cepia npodykmy 6yna suzomosnena,
SKAYalOYU  NaKkyeanHa/mapkysanHa ma KoHmponb Axocmi, Ha euwesasHaveniii dinbHuyi (dinbHuusx) y noewii
sidnoeidHocmi do eumoz GMP micyeeozo pezynamoprozo opaanHy ma 8idnosidHo do cneyugpirayiti, 3asHaverux y
peecmpayiiinomy docbe KpaiHu-imnopmepa. 3anucu Wodo o06pobku, naryeanna ma aHanisy cepiii 6yau nepegipexi ma
8U3HAHI makumu, wo eidnosidaome sumozam GMP.

Im'a
YnosHoBateHa ocoba: APTEMIC MACAMIYANI
Mianuc Bunyck cepii / Menepikep 3 KOHTPONIO AKoCTi

YnoBHOBaxeHoi ocobu:
/Nianuc/ 23/04/2025

Bata sunycky: 15-04-2025

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 2 10 6604 583
S ] Prepared by Eva Makridaki
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Code: CoAQMOOTLEVOS00TAB_MISTRAL _UA
Version; 001

Date: 04/05/2073

prepared by: Hara Viachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS
LEVOBACED 500mg film coated tabl ets

‘Man. Date :24-01-2025  ExpiryDate:12-2029  Pack Lot 10501063
§ Manuf Lot 10500231 Batch Size :150.000 tabs
“Actxve Ingredient Lot : 1441 135- 1441 136 ’ ~ Active Ingredient Suppher NEULAND
Man, Site: FHARMATHEN_»%.’:&M ) L Pkg. Site: PHARMATHEN 5 A
Wi?eyiat.iqn\ Report: VING dewatromgpori is attggﬁed) ) B
Controls Results
|"Orange, oblong, biconvex tablets, with a scoreline é
; with dimensions: Conforms |
Appearance X 19.3 mm= 0.1 mm, 7.8 mmzx 0.1 (19.2x7.7x5.0)
- and thickness 5.0 + 0.2 mm N _
| 1. RRT = 1.0 + 0.1 1. RRT = 1.0z 0.1
Identification 2. A= 293+5nm 7. Positive
Absorbane= Absorbanceqqg+10% ;
, 660 mg = 5% i
; Average mass | (627.0-693.0 mg) Aver:658.8mg
Not more than 2 tablets deviate in mass more than 5% ]
i Uniformity of mass of the reported average mass obtained Q?‘Zﬁ%im%
! 4 No tablets deviate in mass more than 10% of the ax:06/.4ms
i Conforms
average mass obtained
Uniformity of dosage Complies to the test of mass var iation 3.6
units Acceptance Value (of 10 tablets) < 15.0 - B
Loss on drying NMT 6.0% 3.2%
132N %
Hardness t\m‘; ;ggN Min: 117N
B Max: 148N
HPLC
Assay 95.0 - 105.0% of the stated armount of 96.8%
LEVOFLOXACIN in tablets
Related substances HPLC unmg;v?]d;;/r:dgfigc .
And Any individual unknown 1mpunty NMT 0.20% 0.0 Wp v |
Degradation products | Total NMT 1. Total:0.1% !
Disintegration Max. 30 mininwater at 37°C+1°C 12'.107-13’.58”
% Dissolved: NLT Q+5%, 100%
, Dissolution Q=80% at 30 min Min:99%
L , (introducing 51, 52) » Max:101%
. Residual solvents Ethanol NMT 3300pg/tablet 552 pg/tablet
| Micrabial TAMC: max 107 cfu/g TAMC: <100cfu/g
contamination TYMC: max 10° cfu/g TYMC: <100cfu/g
E. Coli: Absence _ E. Coli: Absence
l Identification of iron Bosiive Pasiive
oxides ’ . R i [P AU —— y

preparcd by: [va Makridaki




Code: CoAQMODILEVOS00TAB_MISTRAL UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Viachou

Review: Maria Kinigopoulow

Approval: Voula Chamosfakidi

‘ ldentification of
~ Titanium Dioxide

Red-Orange colour is produced Positive

Air and water tight after 30 sec. in 1% methylene blue
solution, 160 mmHg pressure
Cardboard hox contains the appropriate number of
blisters of transparent PVC / PE / PVDC/ Aluminium Conforms
blister with the appropriate number of tablets and an

§ Tightness of blister Tights

| Packaging
|

T

£ é{a; B d

instruction leaflet and is printed with Lot, EXp.

W'Responsible for “Release Date :

[Quality Control | 15042005
{
3
{

Prepated by BEva Makridak



Code: CoCOMOTTMISTRAL_UA
Version: 002
Datee (771172024
Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfalddi
CERTIFICATE OF CONFORMANCE

FOR FIN SHED PRODUCT

LENVORALTD S00mg Bl

CNAME OF PRODLC

i

DOSAGE FORM: Filre conted blets STRENGTH: 1 EVOFT ONACIN $ugiablo :
PACK SEZE AND TYPE PINIBLINTERSN T ARY
CQUANTITY: U635 B
IMPORTING COUNTRY: LR AN ;
PROIDUCT MA No: VA 202 EA01 0 ‘
CBATCH M MBER BULK: (30023
BATOH NUMBER Fid: 030106 :
MANUFACTURE DATE: A3 2023 EXPIRY DATE: 122029 ‘
MANUFACTURING RITE name X PHLARMATHEN SA
addroess 6, Drervenalcion s, Padlind Auike, 13351 Greew
GMPeertificate No / AA N PLLAD G 21120000, GONGOOn30T 221 '
ANALYSIS SETE name & addresy PHARMATHEN SA s
L GMP-cortifieate Nu / MIA N 6. Dervermbion str Paling Auihic T3R5 Greeee
L5045 211 2-2020 00000065227}
PACKAGING SUTE pame & PHARMATHEN 54
address 6. Deryenakion ste. Palling Ak 13381 Groeee
GAMPcertificate No 7 MIEA Not LA LA 211 2-200 1 QUD0UGGRG1 2270 i
RELEASE SPVE name & addvess PHARMATHEN SA ‘
CGAMPecertificate No/ MIA Dot 6. Diervenabion s, Patling Auwlki, 13331, Grucee
LALAS 21122021, G000063G1:22/ ‘
BATOH NUMBLR O AP LTS L TSN L AN E
| APTMANUFACTURER watorien Lin
NAME AND ADDRESS: 2 473, 47440072 Veerabhsdraswamy Temple Rewd, i
Bonthapalh Vitkape, Gummadidida Masdal, Sauparcdds District~ 303 313
fela
k RESULT OF ANALYSIN Certificate of analysis of faished product stachoed.
L COMMEN SAREMARKS: NN
DEYVIATIONS: LEYDsS M ;__

Antached sombor o doaumnenis

i hereby certify that the above information is authentic and accurate. This batch of product
has heen manufectured, including packaging/lobelling and quality control at the above-
mentioned site(s) 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 in
compliance with the GMP requirements and is released.

Name of Qualified Person:

Signature of Qualified Person:

Date of Release: 13-04-2025

Propared by Fea Mokndaks






 IEPYKABHA CJIYXKBA 3 JJIKAPCHKUX 3ACOBIB
TA KOHTPOJIO 3A HAPKOTUKAMMW y m. KWUEBI

npos. Haaii Caitanunol. 3. 02099, Tea. (044) 295-26-85
E-mail: dls.kyivi@dls.gov.ua. Kon CJIPIIOY 37079055

BUCHOBOK
PO SIKiCTh BBE3CHOIO B Ykpainy JikapebKoro 3aco0y

01.07.2025 Ne 32705/25/26

JIEBOBALIWJL
(HalimenyBatis TiKapebkoro 3acoby 3riaNo 3 peccTpatliinuM HOCBIAMCHHSAM )
TabseTin, BKpHTI IUIIBKOBOIO obonounKkor, o 500 mr; no 10 Tabacrok y Gaicrepi; 1o 1
gaicTepy B KApTOHHIN Kkopobui
(QOPMA BHNYCKY. ADIYBAHA. BRI HAKY BT SHKAPChKOTO 3acofy)

Homep peccTpaltiitioro nocsinyeH s UA/20215/01/01 c1pok ail peccTpaitifitoro Hocaiaients 18.10.2028
Cepis nixapcbkoro 3acoby Ne 0501063 KinbKicTh BREICHOrO AIKAPCHKOTO 1acaby 4928

BupoSuuk GAPMATEH CA, I'peuist

(HaiiMeEHy BAHHS BUPOOHNKD HRAPCHKOTO 3ac0o0y . Kpaitia HOXOIKCHHSH)

Breseno B Y kpaity TOBAPUCTBO 3 OBMEKEHOI0 BT OBIJAJBHICTIO
"BEYCT ®APMA", inent. kox: 44107410
(HakMeHyBalia Ta KOa 38 CJIPTIOY iopriuunof ocaby abo NPI3BULILL, M4, 10 Garbkoni Qizuanol
0COGH - THANPHEMUS, 1T MiCUe MPORHBARIS T4 peccTpanifinmi HoMep OBTKOBOT KAPTKY T1AQTHHKY
nogatkin abo cepis Ta HOMEP nacnopra)

[1peTOKO Bi3yANbHOTO KOHTPOSIO BiX 01.07.2025 Ne 2347/01.10-25/7.

3a  pesyawratamu HEPKABHOrO  KOHTPOJIO BCTAHOBACHO. KO nikapehkuil qaci®  wBescHo B Ywpainy 3
iB.

AOTPHMAHHAM sumor 3aKOHOABCTEA LORO 3a0e3nenenhs AKOCTI NIKAPCHKHN 32

HaganbHukK Muxona XOJIOAEHKO

TPOAIO) (nianue) (inittiaav va npissrme)




Koa: CoAQMI001LEVOS00TAB_MISTRAL_UA
Bepcis: 001

fata: 04.05.2023
Niarotysana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxBaneuHs: Byna Yamocoakigi

CEPTWDIKAT AHAI'IISY

I]EBOBAuMA, Taﬁnerku, BKpMTl ntKoamo o6onom(0io, no 500 mr

Aara Bupoﬁnuu,raa 24 01-2025 Tepmm npu,qamocn 12 2029

Cepm 0501063

: ‘_::Bupoﬁuuqa cep Posmip cepii: 150 000 Ta6n

'~ Cepin AdI:

1441135-1441136 nocraqanbuux Adl: - HblonEH,q
f ) BMpOGH“MK' ) CDAPMATEH CA o KyBaHHA: ¢>APMATEH C A
3BIT npo BI,D,XMIIEHHH Hl o ‘ ‘D TAI-( (3e/m npo e/dxuneHHﬂ dodaembcn)
nEPEBIPKA N anu,McbmAum : PEBVI'IbTATM
T I'Iomapqueaoro Kon;opy, npo,qoerysan p,soonyxm TaﬁneTKM 3 Bianesiiss
Onuc puckoto 3 posmipamu: 19,3 mm 0,1 mm, 7,8 mm + 0,1i A A
(19,2%7,7X 5,0)
. ToBWuHOlO 50%0,2 mm R »
; ‘1RRT—10+01 i
19enmudpikayin 2.A=293 %5 Hm lé Rﬁla;:;?a:uoﬁl .
. A5°°p5'-\'” A6C°F’6”"‘ Std‘” 10% ................ o .
' 660Mr+5 % )

Cepedtinpaica (627,0 - 693,0 mr)

abnieTku BiAXMAAOTHEA 33 Macolo Big

He Binblwe H

B cepesHbomy: 658,8 mr

i : . Min.: 648,8 mr
— cepejHboi Macu Ginbl HiX Ha 5 %
O0dHopidnicme macu i . - Makc.:667,4 mr
Hoana maca Tabnetku He Mae BI,D,XW'IF{TMCH Big, cepegHbOT Macu BnGsiasE
OdHopiéHicmb BosbsaHux k B|,u,nostp,Ho ,u,o MeTo,a,y Bap:au,m macu 36
’ oduuuqb ﬂpmwmaane ancno (,a,/m 10 Ta6neTOK) < 15 0 o o
Bmpama npu sucywyeaHHl He 6mbLue 6 O% 3,2%
. He meHwe 40 H ‘132 H
- Cmiiikicme do pozdasniosanna i . Min.:117 H
1 1 He 6inblwe 200 H
: ] ‘Machk.:l48 H
Kinukiene suaiiatenns 95,0 - 105,0% sia 3assneHoi Kin b'KOCTI NesodnoKkcauuHy s 96,8%
o Ta6/I8TLLI”
‘ BEPX
:CynymmHi domiwku ma npodykmu byap-aka Hecneungikosava iHAMBIAYaNnsHa AOMILLKa - He Bible Byab-aka iHanBiayansHa
f deepadauii : 0,20 %. Aomilika: 0,03%

Cyma p,o:vm.uor( He 6mbu1e 1 0 %

Posnadanns Maxcmmym 30 X8y Bo,n,l npu 37 C * 1 C
- ' % PO34MHeHHs: He meHwe Q+ 5%, '
Po3yunenHs Q=80%3a30xs

(plBHI Sl, S2)

3a/1uwxosl posthHuxu

) ETaHon He 6U1bLue 3300 MKr/Taﬁn

TA!VIC He 6!/TbLLle 10 KyO/r

TYMC: He 6inblwe 10° KyQ/r
Escherichia coli: sigcytHaslr

Mikpobionoziuna vucmoma

10enmudpirayia 3aniza
oKcudie

MNosntnsHa

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

Cyma: 0,1%
12,10"-13,58”
100%
MiH.:99%
Mva“Kc.:lQl%
552 ";\‘A‘Kr/ Taén.
TAMC: <100 KYO/r
TYMC: <100 KYO/r
E.Coli: BigcyTHs

Mo3utusHa

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

Prepared by Eva Makridaki



¢ Koa: CoAQMOOlLEVOSOOTAB,MISTRAL_UA
wation nspired by e Bepcin: 001
Dara: 04,05.2023
NigroTysana: Xapa Bnaxy
Peuensin: Mapia Brauy
CxaaneHHs: Byna Yamocdakiai

oenmudinauin mumany
 diokcudy

3’ ABARETHLCA YePBOHO-OpaHkese 3abapeneHHs Mo3utvBHa

WI-IOB|T o- i BogoHen OHMK;IMi' yepes 30 cek HBl% 03HMHi“ . :
p A p p YHA P o [epmeTU4Ho
METUNEeHOBOrO CUHBLO!O, nif, TACKOM 160 mm p.cT.

repmemuunicme 6aicmepy

KapToHHa Kopo6vu<a MICTUTb HeobXiaHy KilleiCTl::G'Ili(biTepiB i3
npo3oporo NBX/ME/NB/AX/antoMitito 3 BIANOBIAHO KINBKICTIO Bianosisac

NaxkysaHHA . ; 5 2
Ta6AeTOK Ta IHCTPYKLIEID Ta HAAPYKOBAHUMN Ha HIV Cepin,
....... NpuaaTHui 0.
: APTEMIC MACAMIYAI ‘
BidnosidanbHul 3(1 | Bunyck cepil MeHedKep /YnosHoBaxeHa ocoba i [lata BUNYCKY: 15-04-2025
KoHmMpoJsb AKocmi i dapmarer C.A.

/Mignuc/ 23/04/2025

* BDL - Huue mexi BUABNEHHA / Below Detection Limit
BQL - Hikue KinbkicHol mexi / Below Quantifiable Limit
LOQ - PiBeHb Ki/IbKiCHOrO BU3Ha4EHHA / Level of Quantitation
LOD - Mea ussnenHa / Limit of Detection
N/A - He 3actocosyetbea / Not Applicable
ND - He suasneno / Not Detected
NLT — He meHuse Hix / Not Less Than
 NMT - He Ginbwe / Not More Than ‘ o

§

7
§

H
i
H

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
fe s Prepared by Eva Makridaki




Koa: CoCQMOO1MISTRAL_UA
Bepcin: 002

Lara: 07.11.2024
Nigrotysana: Xapa Bnaxy
PeueHsin: AHHa MNepicrepaki
CxBanenHs: Byna Yamocoakiai

CEPTUDIKAT BIANOBIAHOCTI
FOTOBOro NPOAYKTY

HA3BA NPOAYKUI: JIEBOBAUMA, Tabnetky, BKPUTi NNiskosoto 060/10HKOI0, N0 500 mr

NIKAPCbKA ®OPMA: Tabnetku, BKpUTI NNiBKOBOIO 060M10HKOIO CUNA AT : NEBODNIOKCALIMH 500mr/a6i.

PO3MIP | TUM YNAKOBKM: Ynak x 1 Baictep x 10 Ta6a.

KINIbKICTb: 9 653 VNAK

KPATHA-IMMNOPT: YKPATHA

PEECTPAL|IAHE NOCBIAYEHHSA Ne: UA/20215/01/01

HOMEP CEPII BULK: 0500231

SIHANBHUIA HOMEP CEPIi: 0501063

AATA BUTOTOBJIEHHS: 24-01-2025 TEPMIH NMPUJATHOCTI: 12-2029

BUPOBHUYA OINbHULA Ta it SAPMATEH CA

agpeca: Hepserakion 6, Nanniui AtTuKa, 15351, Mpeuin

No GMP-ceprudikar / No MiA: 141425/ 21-12-2021/ 0000006501/22/1

AINbHULA BIANOBIAANBLHA 3A ®APMATEH CA

AHANI3 Ta ii agpeca: LepseHakioH 6, Mannini ATTuKa, 15351, [peuin

GMP-ceptudirar No / MIA No: 141425/ 21-12-2021/ 0000006501/22/1

BUPOBHUK, BIANOBIAANBHUIA 3A SAPMATEH CA

NAKYBAHHA T1a iforo agpeca: AepseHakiox 6, Naanini ATTuKa, 15351, Mpeuia

GMP-ceptudikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

BMPOBHUK, BIANOBIAANBHUN 3A SAPMATEH CA

BUNYCK CEPIi Ta iioro appeca: LepseHakioH 6, Nanniui Attuka, 15351, peuin

GMP-ceprugikar No / MIA No: 141425/ 21-12-2021 / 0000006501/22/1

HOMEP CEPI API: 1441135-1441136 / HBIONEH/]
Hobtonens Nabopetopis Nlimiteq

BUPOBHUK A 1a fioro — AinbHuusa-l, Ci. Ne: %47, 473, 474, 490/2 AoporavBeepaGra,u,paca.aMi Temnn,
Cenunuwe boHrananni, l'ymmagigana Mawgan, palion Caxrapeaai— 502 313
TenawraHa, [Hgis.

PE3Y/IbTAT AHASI3Y: Ceptudirat aHanisy rorosoi NpoayKuii fogaetbes.,

KOMEHTAP] / 3AYBAYEHHA: -N/A-

BIAXUNEHHS: O TAK M HI

L KinbkicTb gokymenTis, Wo A0A310TheA:

Lum 5 3acsiduyio, wo Hasederna suwe inhopmayis € docmosipHoto ma mouroso., Us cepia npodykmy 6yna suzomosnena,
SKAYalOYU  NaKkyeanHa/mapkysanHa ma KoHmponb Axocmi, Ha euwesasHaveniii dinbHuyi (dinbHuusx) y noewii
sidnoeidHocmi do eumoz GMP micyeeozo pezynamoprozo opaanHy ma 8idnosidHo do cneyugpirayiti, 3asHaverux y
peecmpayiiinomy docbe KpaiHu-imnopmepa. 3anucu Wodo o06pobku, naryeanna ma aHanisy cepiii 6yau nepegipexi ma
8U3HAHI makumu, wo eidnosidaome sumozam GMP.

Im'a
YnosHoBateHa ocoba: APTEMIC MACAMIYANI
Mianuc Bunyck cepii / Menepikep 3 KOHTPONIO AKoCTi

YnoBHOBaxeHoi ocobu:
/Nianuc/ 23/04/2025

Bata sunycky: 15-04-2025

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 2 10 6604 583
S ] Prepared by Eva Makridaki
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Code: CoAQMOOTLEVOS00TAB_MISTRAL _UA
Version; 001

Date: 04/05/2073

prepared by: Hara Viachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

CERTIFICATE OF ANALYSIS
LEVOBACED 500mg film coated tabl ets

‘Man. Date :24-01-2025  ExpiryDate:12-2029  Pack Lot 10501063
§ Manuf Lot 10500231 Batch Size :150.000 tabs
“Actxve Ingredient Lot : 1441 135- 1441 136 ’ ~ Active Ingredient Suppher NEULAND
Man, Site: FHARMATHEN_»%.’:&M ) L Pkg. Site: PHARMATHEN 5 A
Wi?eyiat.iqn\ Report: VING dewatromgpori is attggﬁed) ) B
Controls Results
|"Orange, oblong, biconvex tablets, with a scoreline é
; with dimensions: Conforms |
Appearance X 19.3 mm= 0.1 mm, 7.8 mmzx 0.1 (19.2x7.7x5.0)
- and thickness 5.0 + 0.2 mm N _
| 1. RRT = 1.0 + 0.1 1. RRT = 1.0z 0.1
Identification 2. A= 293+5nm 7. Positive
Absorbane= Absorbanceqqg+10% ;
, 660 mg = 5% i
; Average mass | (627.0-693.0 mg) Aver:658.8mg
Not more than 2 tablets deviate in mass more than 5% ]
i Uniformity of mass of the reported average mass obtained Q?‘Zﬁ%im%
! 4 No tablets deviate in mass more than 10% of the ax:06/.4ms
i Conforms
average mass obtained
Uniformity of dosage Complies to the test of mass var iation 3.6
units Acceptance Value (of 10 tablets) < 15.0 - B
Loss on drying NMT 6.0% 3.2%
132N %
Hardness t\m‘; ;ggN Min: 117N
B Max: 148N
HPLC
Assay 95.0 - 105.0% of the stated armount of 96.8%
LEVOFLOXACIN in tablets
Related substances HPLC unmg;v?]d;;/r:dgfigc .
And Any individual unknown 1mpunty NMT 0.20% 0.0 Wp v |
Degradation products | Total NMT 1. Total:0.1% !
Disintegration Max. 30 mininwater at 37°C+1°C 12'.107-13’.58”
% Dissolved: NLT Q+5%, 100%
, Dissolution Q=80% at 30 min Min:99%
L , (introducing 51, 52) » Max:101%
. Residual solvents Ethanol NMT 3300pg/tablet 552 pg/tablet
| Micrabial TAMC: max 107 cfu/g TAMC: <100cfu/g
contamination TYMC: max 10° cfu/g TYMC: <100cfu/g
E. Coli: Absence _ E. Coli: Absence
l Identification of iron Bosiive Pasiive
oxides ’ . R i [P AU —— y

preparcd by: [va Makridaki




Code: CoAQMODILEVOS00TAB_MISTRAL UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Viachou

Review: Maria Kinigopoulow

Approval: Voula Chamosfakidi

‘ ldentification of
~ Titanium Dioxide

Red-Orange colour is produced Positive

Air and water tight after 30 sec. in 1% methylene blue
solution, 160 mmHg pressure
Cardboard hox contains the appropriate number of
blisters of transparent PVC / PE / PVDC/ Aluminium Conforms
blister with the appropriate number of tablets and an

§ Tightness of blister Tights

| Packaging
|

T

£ é{a; B d

instruction leaflet and is printed with Lot, EXp.

W'Responsible for “Release Date :

[Quality Control | 15042005
{
3
{

Prepated by BEva Makridak



Code: CoCOMOTTMISTRAL_UA
Version: 002
Datee (771172024
Prepared by: Hara Vlachou
Review: Anna Peristeraki
Approval: Voula Chamosfalddi
CERTIFICATE OF CONFORMANCE

FOR FIN SHED PRODUCT

LENVORALTD S00mg Bl

CNAME OF PRODLC

i

DOSAGE FORM: Filre conted blets STRENGTH: 1 EVOFT ONACIN $ugiablo :
PACK SEZE AND TYPE PINIBLINTERSN T ARY
CQUANTITY: U635 B
IMPORTING COUNTRY: LR AN ;
PROIDUCT MA No: VA 202 EA01 0 ‘
CBATCH M MBER BULK: (30023
BATOH NUMBER Fid: 030106 :
MANUFACTURE DATE: A3 2023 EXPIRY DATE: 122029 ‘
MANUFACTURING RITE name X PHLARMATHEN SA
addroess 6, Drervenalcion s, Padlind Auike, 13351 Greew
GMPeertificate No / AA N PLLAD G 21120000, GONGOOn30T 221 '
ANALYSIS SETE name & addresy PHARMATHEN SA s
L GMP-cortifieate Nu / MIA N 6. Dervermbion str Paling Auihic T3R5 Greeee
L5045 211 2-2020 00000065227}
PACKAGING SUTE pame & PHARMATHEN 54
address 6. Deryenakion ste. Palling Ak 13381 Groeee
GAMPcertificate No 7 MIEA Not LA LA 211 2-200 1 QUD0UGGRG1 2270 i
RELEASE SPVE name & addvess PHARMATHEN SA ‘
CGAMPecertificate No/ MIA Dot 6. Diervenabion s, Patling Auwlki, 13331, Grucee
LALAS 21122021, G000063G1:22/ ‘
BATOH NUMBLR O AP LTS L TSN L AN E
| APTMANUFACTURER watorien Lin
NAME AND ADDRESS: 2 473, 47440072 Veerabhsdraswamy Temple Rewd, i
Bonthapalh Vitkape, Gummadidida Masdal, Sauparcdds District~ 303 313
fela
k RESULT OF ANALYSIN Certificate of analysis of faished product stachoed.
L COMMEN SAREMARKS: NN
DEYVIATIONS: LEYDsS M ;__

Antached sombor o doaumnenis

i hereby certify that the above information is authentic and accurate. This batch of product
has heen manufectured, including packaging/lobelling and quality control at the above-
mentioned site(s) 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 in
compliance with the GMP requirements and is released.

Name of Qualified Person:

Signature of Qualified Person:

Date of Release: 13-04-2025

Propared by Fea Mokndaks






NEPKABHA CJIVIKBA 3 JIIKAP CbKHUX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npos. Hanii Caitnuunoi, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPTIOY 37079055

BUCHOBOK
npo sSIKiCTL BBE3eHOro B YKpainy JAiKapchKoro 3acody

03.01.2025 No 93/25/26

JJEBOBALIM/L
(uaiimenysams JiKapCLKOro 3ac06y 3riHO 3 peecTpatiitum NOCHI[UCHISM)
ra6aeTin, BKPATI MIIBKOBOIO 000JI0HK010, 110 500 mr; no 10 Tabueroxy Gaicrepi; mo 1
Gaicrepy B KAPTOHHIN xopoBui
(dpopma BURYCKY, N03YyBaHHS, BUL NnaKyBaHHs NiKapeLkoro 3ac00Y)

Homep peecTpaLiiiHoro nocsitterHs UA/20215/01/01 ctpok nii peecTpauiiiHoro nocsinieH s 18.10.2028
Cepis nikapcbkoro 3aco0y Ne 0405442 KCinbKicTb BBE3EHOTO JiiKapehkoro 3acofy 2438

BupoGHuk OAPMATEH CA, T'pewist

(naitmMenyBatHsl BUpOGHHKA nikapenkoro 3acoby, Kpaina noxXoJeKeHis)

Bseseno B Ykpainy TOBAPUCTBO 3 OBMEXEHOIO BI)IHOBI,I[AJII)HICTIO
"EYCT ®APMA", inenT. KO 44107410

(HaitmeHyBatiis ta KO 34 CJIPTIOY 1opuimiioi 0colH a6o npisuuiie, iM'a, no Garnkoni Giznunol
0co6u - mimpreMLul, 7T MICIIe TIPOXKUBANHSA T2 peecrpalifini Homep oBNiK0BOT KAPTKY TUIATHHKA
ronarkis abo cepis Ta HOMEP nacmopta)

[pOTOKO Bi3yATLHOTO KOHTPOIIO BiA 03.01.2025 Ne 4554/9.

3a pesylibTaTaMK  JEPHaBHOIo KOHTPOMIO  BCTAHOBACHO, IO nikapcbKkyi naci6 sBeseno B Ykpainy 3
IIOTpHMallHSIM BUMOT 3aK0OHOABCTBA 040 sabesneuciug AKOCT nixapcv_b-knx sacobin.

(//% Muxona XOHOIIEEKO

(nizmne) (ipinianu ta npissuLLE)

..... DIBN———

b pA00.25 L5




Koa: CoAQMOO1LEVOS00TAB_MISTRAL_UA
Bepcina: 001

Mfara: 04.05.2023
Nigrotysana: Xapa Bnaxy
Peuenaia: Mapia Bnauy
CxsanenHa: Byna Yamocdaxiaj

' CEPTM¢>IKATAHA!‘|I3V )

I'IEBOEALLM,IJ,, Taﬁnemu, akpwn nniskoBoIo oGonom(oro no 500 mr

; ,D,ara supoGHMu,TBa 08 07 2023

TeleH npu,qamoc‘n 06- 2028

i Bupqﬁﬁ»ﬁ_a vcepm 0403854

Cepm 0405442

.............. Posnmp cepu‘ e
| Cepin A®I:  1440410-1440411 Mocrauanbhuk AGI: __ HblonEHp
BupoGhuk:  GAPMATEHCA. _Makysanua:  OAPMATEH CA.
3siT npo BI,D,XMneHHﬂ IZ[ HI _ D TAK (3s/m npo s/dxunEHHﬂ 6odaembcn)
ﬂEPEBIPKA CI'IEU,MQJIKAU,IH PE3YNLTATU
, I’lomapquesoro KoNbOpY, npososrysari, p,BoorlyKnl Ta6nem4 3 Bianosinac
Onuc i puckoto 3 posamipamu: 19,3 mm £0,1 mm, 7,8 mm £ 0,1 i A A
; (19,3X7,7X4,9)
..JOBUMHOI0 5,002 mm o ]
1LRRT=1,0£0,1
. = £
I0enmudpirayis 2.A=293 + 5 um 12 Rs;mllf;wo;’l <
Abcopbuia = £ 6cop6qm std £ 10 %
o 60 MrE5%

CepedHa maca
— ‘ (627,0 - 693,0 mr) -
He Binblue Hix 2 TabneTku BIAXWlHlOTbCﬂ 33 macoto BIA
cepeaHboi macy Binbl Hix Ha 5 %

HoaHa maca Tabnetku He mae BIAXMAATUCA Big cepeaHbol macu

. Binbu Hix Ha 10 %

OdHopidnicme macu

) Bl,qnoel,qu 4o MeTo,a,y eaplaum macu
__Npuitmansre wncno (ana 10 Tabnetok) < 15,0

O0dHopidHicmb do3o8anux
.Q0unuyy

Bmpama npu sucywyeanni

He 6inbwe 6,09

He meHwe 40 H

» Cmiltikicms do pozdasniosaHus He Bisswe 200 H

95 O 105 0% BI/J, 3ansneH0| KIanOCTI neaod)noxcau,MHy s ‘

KinekicHe susnauenusa

) Ta6nemx
3  BEPX
Cynymui domiwku ma npodmeu Byab-Aka HecneuudikosaHa ivausigyansha AOMILLKa - He Binble
deepadayii g 0,20 %.

Cyma p,o:wmox - He 6mbu.|e 1,0 %.

Pé3n‘x‘76a;ﬁmw ‘ MachmyM 30 X8 y BOAI npm 37 C + 1 °C
/ - % PoquHEHHﬂ He MeHLue Q + 5%,
Po3yurenusn Q=80%3a30xs

(piswi SI, S2)

' ETaHon He 6mbu1e 3300 MKr/TaGn

3anuuwikosi po3yuHHUKU

TAMC He 6|nblue 10 HYO/r

TYMC: He Binbuie 10° KYO/r
_Escherichia coli: sigcytas 1r

Mikpo6ionoziyna wucmoma

18enmugpikauis 3aniza

. NosntusHa
oKcudis

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

B cepegHbomy: 667,7 mr

MiH.: 630,3 mr
Makc.:686,8 mr
Bignosinae

3,2

3,0%

155 H
MiH.:136 H
_Make:177 H

98,2%

byab-aka iHgusiayanbHa

Aomiwka: 0,02%
Cyma: 0,1%

09,56"-12,41”
102%
MiH.:98%
’Ma‘KC.2104%‘
118 mkr/Tabn.
TAMC: <100 KYO/r

TYMC: <100 KYO/r
E.Coli: Bigcytha

[To3utusHa

Manufacturlng SIte Reg|stered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583

Prepared by Stella Kelesidou



Koa: COAQMOO01LEVOS00TAB_MISTRAL_UA
Bepcin: 001

[Jara: 04.05.2023

Migrotysana: Xapa Bnaxy

PetieHaia: Mapia Bnauy

CxsaneHHA: Byna Yamocdakiai

‘ ylAdbeumuqbi;(a»uin mumaHy '
diokcudy

3'aBAAETLCA YepBOHO-OpaHKese 3abapeneHHA No3uTWeHa

l‘loéiﬁ"po; i BOkAOHE‘HbOHVIKHi Hébéé 30 kCéKy‘H,D,. 81% boaqMHl

Fepmemuuricme 6aicme lepMeTUYHO
ep .H,'c e ” m py} ._.MeTuneHoBoro cHbOTO, nig Thckom 160 MM p.cT. P .e,
KapToHHa KopobKka MicTuTb HeobxiaHy bei}IbKiCTbb 6nictepis i3
i AR— npo3oporo HB).(/HE/HB,I.ZLX/amowmro 3 BI,IJ.HOBI,D,HOK).:(UIbK’ICTPO Blriosinze
TaBneToK Ta IHCTPYKUIEK Ta HAAPYKOBaHUMU Ha HIl Cepis,
NpuaaTHui
APTEMIC MACAMIMANI
BidnogidanvHull 34.1 MeHeaep 3 KOHTPONLO aKocTi/YnosHosaxeHa ocoba . Jlata sunycky: 23-10-2024
KOHMponb AKocmi dapmater C.A. -

/Nignuc/ 23/10/2024

* BDL - Huskue mexi suasneHns / Below Detection Limit
BQL - Hwkue KinbkicHoi mexi/ Below Quantifiable Limit
LOQ - PiBeHb KinbKicHOro BU3Ha4eHHA / Level of Quantitation
LOD - Mexa sussnenHs / Limit of Detection
N/A - He 3actocosyetben / Not Applicable
ND - He BusisneHo / Not Detected
NLT - He menwwe Hix / Not Less Than

_ NMT - He 6inbwe / 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

Manufacturing site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
S e sy Prepared by Stella Kelesidou



Koa: CoCQMOO1MISTRAL_UA
Bepcisn: 001
fata: 25.05.2021

CEPTU®GIKAT BIANOBIAHOCTI
rOTOBOro NPOAYKTY

HA3BA MPOAYKUII

NIKAPCbKA $®OPMA:
PO3MIP | TUN YIAKOBKU:
KUIBKICTb:

KPATHA-IMMOPT:

PEECTPAUIVHE MOCBIGYEHHA No:
HOMEP CEPIi BULK:

®IHANBHWIA HOMEP CEPIT:

OATA BUTOTOB/EHHA:

BUPOBHUYA AINLHULA Ta 1T agpeca:

No GMP-ceptudikar / No MIA:
AINbHULA BIANOBILANIBHA 3A AHANI3
Taii agpeca:

GMP-cepTudixar No / MiA No:
BUPOBHWUK, BIANOBISANLHUMA 3A
NAKYBAHHA ta iforo agpeca:
GMP-ceptudirar No / MIA No:
BUPOBHMUK, 81ANOBIAANBHUMN 3A
BMNYCK CEPIi 1a itoro agpeca:

GMP-ceptudirat No / MIA No:
HOMEP CEPIV API:

BUPOBHUK A®I Ta itoro agpeca:

PE3Y/NIbTAT AHAM3Y:
KOMEHTAP! / 3AYBAMEHHS:
BIAXUNEHHA:

NEBOBALIUA, Tabnetku, BKpuTi nniskosoro obonoHko, no 500 mr

TABNETKMK CUNA BIT: NEBODNIOKCAUMH  500mr/Ta6a.
Ynak x 1 Baicrep x 10 Ta6a.

2438 YIAK
YKPAIHA
UA/20215/01/01
0403854
0405442
08-07-2023
OAPMATEH CA
AepseHakioH 6, Manniti ATruka, 15351, Mpeuin

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

GAPMATEH CA

DepsenakioH 6, MNannini ATtuka, 15351, peuin

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

®APMATEH CA

fAepsenakioH 6, NanniHi AtTuka, 15351, Ipeuis

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

GAPMATEH CA

JOepsenakion 6, Mannini ATTuka, 15351, Mpeuin

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

1440410 / HBIONEHA,

Hetoneng Nabopetopis Nimites,

AinbHuua-l, Ci. Ne: 347, 473, 474, 4390/2 fopora Beepabragpacsami Temna,
Cenvute Bontananni, 'ymmaaiaana Mawrgan, palioH Canrapepai ~ 502 313

TEPMIH NPUOATHOCTI: 06-2028

TenaHraHa, IHais.
Ceptudikat aHaniay rotosoi NPOAYKUIi L0AAETLCR.
-N/A-

O TAK M H!

KinbKicTb OKYMEHTIB, W0 A0AAIOTHCA:

Unm a nigTeepaskyio, Wo 3asHayeHa indopmauis € f0CTOBIPHOID Ta TOUHOL.

3anucu cepiliHoi 06pobKM, ynakosku Ta aHanisy Byau nepernaxyTi Ta BU3HaHI 8iANOBIAHUMU [0 BUMOT HanesHol BupobHuuoi MpakTuku
(GMP).

Us cepia npoaykry, skatovatoum AdI, Gyna BUTOTOBNEHA, BK/IOY3I0UN NAKYBAHHA/MaPKYBAHHA Ta KOHTPOMb AKOCTI Ha BUMLEe3a3HaYeHUX
AinAxKax, y nosHii signosiaHocti 4o sumor GMP Ta sumor micuesux PeryastopHux OpraHis, a Takox A0 creundirauii niteHsii Ha npogax,
i BunyueHa.

Im'a

YnosHoBaeHa ocoba: APTEMIC HACAMNAIH

MeHeakep 3 KOHTPOAIO AKOCTI/YNOBHOBa)eHa ocoba
dapmaren C.A.

/Nianuc/ 23/10/2024

Nignuc
YnoBHOBa)eHoi 0cobu:

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 site-Registered seat: 6 Dervenakion str, 153 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583
ettt s Prepared by Stella Kelesidou



Code: CoAQMOOTLEVOSOUTAB MISTRAL UA
Yersion: 001

Date: 04/05/2023

Prepared by: Hara Viachou

Review: Maria Kinigopoulou

Approval: Voula Chamosfakidi

CER ?%FICATE OF ANAL‘! SiS
Ei\ngAC D SGOmp fﬂm mated tabiet:s

Expiry Date :06-2028 _Pack Lot :0405442
Satch Size :150.000 tabs
Active Ingredient Supplier: NEULAND

Pkg. Site; PHARMATH&N 5. A

W‘Man }a;te 08 (}? 2(313
Manuf Lot : (}463854

 Active Ingredient Lot : ¥4404‘§O 1440411 ,, B
Man. Site: PHARMATHEN

Deviation Report: wo YEZS (th@ deviation report is attached}
| Controls Speczﬁcatlons - Results
Orange, oblong, biconvex tablets, with a scoreline
Appearance with dimensions: Conforms
, 19.3 rnm 0.1 mra, 7.8 mm« 0.1 {19.3x7.7x4.9}
L endtidnes5002mm
! RRT = 1.0 & 0.1 TRRT =102 0.1
[dentification ? A= 293150nm 2. Positive
Absorbane= Absorbancesqs10% ~
i 660 mg & 5% )
Average mass (627.0-693.0 mg) Aver:667.7mg
‘ Not more than 2 tablets deviate in mass more than 5’ I
. . of the reported average mass obtained Min:630. Jmg
. Uniformity of mass R st o ‘ S e o F Mo b86.8mg
i Mo tablets deviate in mass more than 10% of the o
, e o Conforms
[— average mass obtained
| Uniformity of dosage Complies to the test of mass variation 39 ;
’ units Acceptance Yalue (of 10 tablets) < 15.0 ' i
Loss on drying NMT 6.0% 3.0%
155N
, Hardness I\m; j(?{})\;\@ Min; 136N
% - Max: 177N
HPLC
: Assay 95.0 - 105.0% of the stated amount of 98.2%
% LEVOFLOXACIN in tablets
i Related substances HPLC pﬁ}ny m,dT.VIdU“F )
‘ And Any individual unknown impurity NMT 0.20% L)t1kf\0}»él\01§3;,)ur1 ty
% Degradatiorr products Total NMT 1.0% Total: OT'“% v
! Disintegration Max. 30 min in water at 37°C » 1°C 00" 56"-12 41"
| ¥ Dissolved: NLT Q+5%, 102%
’ Dissotution Q=80% at 30 min Min:98%
“““““ (introducing S1. 52) Max:104%
" Residual solvents Ethanol NMT 33C)Opf>/t.ab et 118 po/tablet
’ Microbial TAMC: rmax mi cfuig TAMC: <100cfu/g
contamination TYMC: max 10° cfu/g IYMC:'MOchu/g
ﬂﬂﬂﬂﬂﬂﬂﬂﬂﬂ E. Coli: Absence . E. Coli: Absence
" identification of fron Pesitive - ;
oxides o

Prynirgsd by

o kv

l\U stll



Code: CoAQMOBTLEVOROUTAR_MISTRAL UA
Version: 001

Date: 04 w},«zm

Prepared byr Hars
(QWLW fmzm lun

identification of : _ -
o o Red-Orange colour is produced Positive
Titanium Dioxide ‘

Air and water tight after 30 sec. in 1% met! w?imm blue

Tightness of blister Tights
gntnessiaf biste solution, 160 mmHg pressure 1shts
Cardboard box contains the appropriate number of
I blisters of transparent PYC / PE / PVDC/ Aluminium Conforms
Packaging i sbesr naifl Hhe apmmrm e e -2
- blister with the appropriate number of tablets and an

instruction leaflet and is printed with Lot, Exp.

Release Date :

<@spo»}51 ble for
23-10-2024

Qdc}, ity Control

”W%Cf*mu‘

i 5 MaragariQp

\.«.H

Propared be Dva Makrslaks



Code: CoCQMODTMISTRAL_UA
Yersion: 001
Date: Z.);Uf

v/ 2021

FICATE OF CONFORMANCE
RFINISHED PRODUCT

LEVOBACTD SO i coawed table
STRENGTH:
FAIRS

CERTI
FOR

TRAMEOF PRODUCT:

| DOSAGE FORM:

PACK SIZE AND TYPE:

QUANTITY:

IMPORTING COUNTRY:

PRODUCT M Ne:
BATLH

PABLETS LEVOTTORAC
BIXNIBLISTERSXIU

2438137

AN SO0ppitablets

VIR AINE
LIAS202 1340401
E{IRD T
0405442

PNUMBER BULK:
f BATUH NUMBER FIN:

MANUFAUTURE DATE: GR-07.2023 EXPIRY BATE: 62008

SMTANUFACTURING STTE name &
address

GHP-certificate No / MEA Not
ANALYSRIS SITE name & addresy

GaP-certifiente No / MUA No

PHARMATHEN SA
a, Dervenahion s 5

PAT4257 21-12-2021,

PHARMATHEN 5A

GUODGOG R0

6O, Depvenakion sir,

Tyffint Aduhi, 13358

39

Palling Atgki 13351

1

(ireces

Lireeee

DR RS
PHARMATHEN SA

2122001 D00R0R0A30 1 22

PACKAGING STTVE name &

aildress 6, Diervenghion sir, Pallind A1gki, 18351 Greece

GMPecertificate No / MHA No

[41425/
PHARMATHEN 54
O, eyve

IRER AR
T HONTEULAND

D1 2-200 ], OU00U06301/22/1
RELEASE SEVE name & address
GvtP-cortificate No/ MEA Not

nakion st Padfing Ariki 13351 Greeee
. 21122021 O0U0AUeSGE 20

BATCH NUMBER OF aPL
AP MANUPFACTURER

NAME AND ADDRESS:

Neuband Laboratores Limited

Not 370475474, 49002 Vearabliadraswamy Temple Road.

Disiricr - 302 313

Unit-l. Sy

Benthapalhy Village, Gummniedidade Mandal, Sungareddy
Fetangana, India

RESULT OF ANALYSIS:

Coertifivate of anaby sty of finkshad product atched.

COMMUNTS/RENMARKS: ANIA

D DEVIATIONS: CIYES FINO

Attached nurder of documenis

above information is authentic and accural
ckaging and analysis records were reviewed and found to be in corpliance

| hereby certify that the
The bateh processing, pa
with GMP.

This bateh of product, including APL has been manufactured. including Habeling  and
quabity control wt the above mentioned sies in full wmplumm with the GMP requirements and the
local Resulatory Authority and with the specifications of the Marketing \mmx ton and s released.

Name of (ualif

packagin

fied Person:

ARILWES ?’ASAM%L?{AL

Control Praguet for £y ff\ Managerl)
Pharmatiien 8.4

Sigmature of Cualified Person:

Date of Releaser23-10-2024

Progavad by bva Makadiha





http://www.tcpdf.org

