TIEPXJIKCIIYIXKBA VKPATHU
AEPYXABHA CJHNYXBA 3 JIKAPCBKHUX 3ACOFBIB
TA KOHTPOJIIO 3A HAPKOTUKAMM y m. KHEBI

npoe. Hanii Ceitnnunoi, 3, 02099, ren. (044) 295-26-85
E-mail: dIs.kyiv@dls.gov.ua, Kog €IPTIOY 37079055

BHUCHOBOK
Npo AKICTh BBE3EHOr0 B YKPaiHy JiKapchKoro 3acody

18.11.2024 Ne 61118/24/26

JEBOBALML

(HaliMenysauHa nikapeLkoro 3acoBy 3riano 3 peecrpauiifinum nocsixuenusm)
Ta0jJeTKH, BKPHTI NUIiBKOBOIO 000J10HK010, 110 500 Mr; o 10 Taéaerox y Guicrepi; no 1
fyricTepy B KapToHHii KopoOui

(thopma BunycKy, K03yBaHIN, BHA NAKYBAHHA JIKapobkoro 3acoby)
Homep peectpauiiinoro nocsimnenns UA/20215/01/01 crpoxk aii peectpauiiinoro nocsinuenns 18.10.2028
Cepis nikapebkoro 3acoby Ne 0405441 KinbkicTe BBE3€HOTO Nikapcbkoro sacoby 4000

Bupofuux ODAPMATEH CA, I'penis

(HadimenyBanns BHpOGHHKA NiKapchkoro 3acoby, kpaiHa NoxXoMKeHHs)

Bseserno b Vxpainy TOBAPHUCTBO 3 OBMEJXEHOIO BIZINOBIJAJIBHICTIO
' "BYCT ®APMA", inent. xon: 44107410

(naﬁmeuyndmm Ta kox 3a €JIPITOY jopuuunoi ocobu abo npissue, im's, no Sarekosi ¢izununol
ocofn - nignpuemus, i Micue npOXHBAHIA T2 peenpammmn 1omMep 062iKoBOT KAPTKH (AATHHKA
nogarkin abo cepis Ta HOMEp nacnopra)

IpoTokon Bizyansnoro xoutpomo six 18.11.2024 Ne 3966/11.

3a pesyJbTaTaMH  JEPAABHOrO KOHTPONKO BCTAaHOBJEHO, WO Jjikapchkui 3aci6 Bpeseno B Vikpainy 3
AOTPHMAHHSAM BAMOI 3aKOHOJABCTBA WOAO 3a0e3neueHHA IKOCTI JKApChHLH

HauanpHHEK Muxona XOJIOJJEHKO B

(ninnuc) (ininiany ta npissye) 1
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Innovation inspired by life Bepcin: 001
[ara: 04.05.2023

Niarotysana: Xapa Bnaxy
Peuensia: Mapia Bnauy
CxBaneHHs: Byna Yamocdakigi

Koa: CoAQMOOlLEVOSOOTAB_MISTRAL_UA

JIEBOBALIUA, tabnerky, BKPMTI nnisKoBsoto obonoHKo, no 500 mr

MakysaHHa:  GAPMATEH CA.
3siT npo sigxuneHus: I HI O TAK (3sim npo sidxunerrs dodaembcs)
NEPEBIPK CNELUMNDIKALIA PE3VNIbTATU
Onuc PH1CKoIO 3 posmipamu: 19,3 mm +0,1 MM, 7,8 MM+ 0,1 Bianosinae
(19,2X7,9X 5,1)
TOBWMHOW 5,0 £ 0,2 mpm
A ] : E +
1denmudpirauin 2.A=293 £ 5 Hm lé Rﬁ;wi’/g;“oé !
Abcopbuin = ABcopbuis std + 10 % '
: 660 by
Ceped :
e‘pj HA Maca (627,0 - 693,0 wr) B cepenHbomy: 666,9 mr
He 6inbwe Hix 2 Ta@erxm BI:D,XMnﬂl:OTbCH 3a Macolo Big, Min.: 6578 mr
- cepesHbOi Mack Ginbll Hisk Ha 5 %
OdHopidHicme macu . \ . Makc.:677,1 mr
. KogHa maca TabneTku He mae BIAXWUNATUCA Bif cepeaHbol Mack

B
..Binbu Hix Ha 10 % I,CI.FIUOBIAEEF

O0dHopidnicmb dozoaaHux

BianosigHo ao meToay Bapiauia macu
00UHUYbL

. He meHwe 40 H
Cmilikicmo 0o pozdasmosanns

He 6inblwe 200 H Min.:148 H

Makc.:192 H

Aomiwka: 0,02%

KinbKicke susHauenns 95,0 - 105,0% sig, 3ansneHoi Kin b.KOCTQ NeBodroKcayuHy B 100,9%
S | Tabneruj
» BEPX
ynymui domiwku ma npodykmu Byab-aka Hecneuudikosana iHAMBIAYanbHa AOMIWKa - He ible byab-aka ingusigyansHa
Oezpadayii 0,20 %. ;

Cyma gomilok - He 6Ginblue 1,0 %.

Cyma: 0,1%
Posnadanus 14,30"-15,20”
.......................................................... ¢ Posnnernin: He mamtoe s 5% | Sayy
Q=80%3a30xs MiH.:94%
(piBHi SI, 52) Makc.:100%
ETaHon - He 6inblue 3300 mkr/Ta6a. 660 MKr/Taban.

TAMC: He Binbwe 10° KYO/r _ TAMC: <100 KYO/r
TYMC: He Ginbiue 10% KYO/r TYMC: <100 KYO/r
Escherichia coli: siacytHas 1+ E.Coli: Bigcyrha

Mikpobionoziuna vucmoma

Idenmugpikauin 3anisa
oKcudie

MosutusHa Mo3uTusHa

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, 1563 51 Pallini. Athens Greece, t +30 210 6604 300, f +30 210 6604 583

Prepared by Stella Kelesidou



Kog: CoAQMOO1LEVOS500TAB_MISTRAL_UA

Innovation inspired by fife Bepcin: 001
fara: 04.05.2023
Nigrotysana: Xapa Baaxy
PeueHsin: Mapia Brauy
CxsaneHHa: Byna Yamocdaxiaj

[denmudpikayia mumany

. 3'RB/IAETLCA YEPBOHO-OpaHKeBe 3abapeneHHs NosuTusHa
diokcudy

. , [MosiTpo- i BOAOHENPOHMKHI Yepes 30 cekyHA, B 1% posuuHi

Tepmemuynicme 6nicmepy P A P p yHA °p [epmeTuyHo
MeTUNEHOBOro CUHLOFO, Nig, TUcKom 160 mm p.cT.
KapToHHa KopoBka mMicTUTb HEOBXiAHY KinbKicTb BicTepis i3
npo3oporo MBX/ME/NBOX/amomixito 3 BianoBiaHo0 KinbkicTio . .

MaxysanHa po3op /NE/NBAX/ A A Bignosigae

TabneToK Ta HCTPYKUiEIo Ta HAaZPYKOBAHUMM Ha Hilk Cepis,
NpuaatHuin go.

APTEMIC NACAMIYANI

Bidnosidanohuii 3a MeHe)Kep 3 KOHTPO/IO AKoCTI/YNoBHOBaXeHa ocoba
KOHmMpons akocmi dapmateH C.A.
' /Nianuc/ 23/10/2024

[ara sunycky: 23-10-2024

*BDL- Humuememsunanenuﬂ / Below Detection Limit

BQL - Hwxuye KinbKicHoi mexi / Below Quantifiable Limit

LOQ - PiBeHb KinbKicHoro suaHavenHa / Level of Quantitation
LOD - Mexa susisnenHn / Limit of Detection

N/A - He 3actocosyerbea / Not Applicable

ND - He BuasneHo / Not Detected

NLT - He meHwe Hix / Not Less Than

NMT - He Ginbwe / 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

Prepared by Stella Kelesidou
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Kog: CoCQMOO1MISTRAL_UA
Bepcia: 001
Jara: 25.05.2021

CEPTUGIKAT BIANOBIAHOCT!
FOTOBOrO NPOLYKTY

HA3BA NPOAYKUI:

JUKAPCBLKA ®OPMA:

PO3MIP | TUM YNAKOBKMU:
KINBKICTB:

KPATHA-IMINOPT;

PEECTPALIAHE NOCBIAYEHHSA Ne:
HOMEP CEPIi BULK:

GIHASIBHUIA HOMEP CEPIi:

[ATA BUTOTOBJIEHHA:

BUPOBHUYA A1/IbHULA 1a Ti agpeca:

No GMP-cepTudikat / No MIA:
AINbHULLA BIANOBIAA/IBHA 3A AHANI3
Ta ii agpeca:

GMP-ceptudikar No / MIA No:

BUPOBHUK, BIANOBIAANIbHUMA 3A
MAKYBAHHSA Ta iforo agpeca:
GMP-cepTudikar No / MIA No:
BUPOBHUK, BIANOBIAANILHUA 3A
BUNYCK CEPIi 1a lioro agpeca:
GMP-ceptudikar No / MIA No:
HOMEP CEPIT API:

BUPOBHUK AdI Ta iioro agpeca:

PE3Y/IbTAT AHANI3Y:
KOMEHTAPI / 3AYBAXEHHSA:
BIAXWIEHHA:

NEBOBAUMA, Tabnetkn, BKpuTi nniskosoio o6onoHKoo, no 500 mr

TABJETKU

¥Ynak x 1 Bnicrep x 10 Tabn.
14500 YNAK
YKPAIHA
UA/20215/01/01
0402978
0405441
27-05-2023
GAPMATEH CA
Aepserakion 6, Nannini Atruka, 15351, Mpewin

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

OAPMATEH CA

lepeeHakioH 6, I‘Ianmm A'rmua 15351, Mpeujn

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

GAPMATEH CA

fepsenakion 6, ManniHi Attura, 15351, Mpeuis

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

®APMATEH CA

HAepsenakioH 6, Manniti ATTura, 15351, Mpeuin

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

1440410 / HbIONEHA

Hbtonena Naboperopis Nimites,

fineHuusa-l, Ci. Ne: 347, 473, 474, 490/2 [lopora Beepabragpacsami Temnn,
Cenuwe boxTananni, lymmaaigana Manaan, paitoH CaHrapepai—502 313
TenanraHxa, I4gia.

CUNA AT : NEBODNOKCAUMH  S00mr/ra6a.

TEPMIH NPUBATHOCTI: 04-2028

Ceptudikar aHanisy rorosb'n‘ npoayKuii 40Qa€ETbCA.
-N/A-

O TAK b Hi

KineKictb fokymeHTis, Wo AofatoTbeA:

LUnm s nigTeepayio, WO 3a3HaveHa iHbopmallia € 4OCTOBIPHOIO Ta TOUHOK.

3anucu cepiinoi 06pobku, ynakosku Ta aHanisy 6y nepernaHyTi Ta BU3HaHi BIgNOBIARUMU [0 BUMOr HanemHoi BupobHuyoi MpakTuxu
(GMP).

Us cepia npoaykty, skouatoun A®l, 6yna BUroToBAEHa, BKAIOUAIOYM NaKyBaHHA/MapKyBaHHs Ta KOHTPOML AKOCTI Ha BULLE3a3HAYEHMUX
AinAHKax, y NosHi signosiarocti 4o Bumor GMP Ta BUMOr MicLeBuUx PerynatopHux OpraHis, a Takox Ao cneuudikauiit Aiuensii Ha Npoaa,
i BUNyuUieHa.,

Im's

YnosHoBaeHa ocoba: APTEMIC MACAMIYAJI

MeHegaxep 3 KOHTpOAIO AKOCTI/YNoBHOBaXKeHa ocoba
dapmareH C.A.

/Nianuc/ 23/10/2024

Mianuc
YnosHosaxeHoi ocobu:

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




Code: CoAQMODTLEVOSO0TAB_MISTRAL_UA
Version: 001

Date: 04/05/2023

Prepared by: Hara Viachou

Review: Maria Kinigopoultou

Approval: Youla Chamosfakidi
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. " CERTIFICATE OF ANALYSIS ,,
~ LEVOBACID 500mg film coated tab%ets )
%Man Date 27 05 2823 - Explry E)atﬁ :04- 2028 Pack Lot 04{}5441
| 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
ngviatian Report: [ﬂNO ” N _ E“_J YES (the devratmn report is attacned} o
Controls ' Specifications " Results |
Orange, oblong, biconvex tablets, with a scoreline
with dimensions: Conforms
Appearance 19.3 mm+ 0.1 min, 7.8 mmz 0.1 (19.2x7.9%5,1) |
L and thickness 5.0+ 0.2 mm
% 1. RRT = 1.0 £ 0.1 TRRT=1.040.1
Identification 2. A= 293+5nm 2. Positive i
! Absorbanes= Absorbanceudt 10% :
'% Average mass ( 65’76 %‘zg’f 05:;g) Aver:666.9mg %
| Not more than 2 tablets deviate in mass more tham 5% Min:657.8mg |
| Uniformity of mass of the reported average mass obtained Max:677.1m ,,
yo No tablets deviate in mass more than 10% of the (C g
onforms
{ average mass obtained
| Uniformity of dosage Complies to the test of mass variation 14
| urits Acceptance Value (of 10 tablets) < 15.0
Loss on drying . NMT 6.0% - 1.2%
5 ' 473N
i Hardness Nril.{”? ngé}\i 4 Min: 148N
i Max: 192N
! HPLC :
Assay G5.0 - 105.0% of the stated amount of 100.9% ;
LEVOFLOXACIN in tablets : i
Related substances HPLC uni:ﬁ?gi\;nclﬁi ¢ :
, And Any individual unknown impurity NIT 0.20% wn mpurty:-
| Degradation products Total NMT 1.0% :0.027%
8 P | i Total:0.1% ;
Disintegration Max. 30 min in water at 37 C+ 1°C v 14',307-157.207
% Dissolved: NLT Q+5%, 98%
Dissolution Q=80% at 30 min Min:94% i
(introducing S1, 82) Max;100%
Residual solvents Ethanol NMT 3300ug/tablet 660 pg/tablet |
Microbial TAMC: max 10° cfu/g TAMC: <100cfu/g
tlcr? ‘i. TYMC: max 107 cfu/g TYMC: <100cfu/g
: contamination E. Coli; Absence £. Coli: Absence
ldentlf:capon of fron Positive Positive
oxides

Prepared e BEva Makridalo



Code: CosQMUOTLEVOS00TAR, MISTRAL_UA
Version: DO1

Date: (1470572023

Prepared by: Hara Yiachou

Review: Naria Kinigopoulou

Approval: Youla Chamosfakidi

h

Identification of

Titanium Dioxide Red-Orange colour is produced Positiv
Tightness of blister Alr and water“ tight 'af‘t‘er 30 sec. in 1% methylene blue Tights
solution, 160 mmHg pressure
Cardboard box contains the appropriate number of
packaging blisters of transparent PYC / PE / PYDC/ Aluminium Conforms

blister with the appmpnate number of tablets and an
Jinstruction leaflet ai nd is printed with Lot, Exp.

ARTEMIS PASAM?
| el CHALL
| Quality Control | | ool Prouct or Exosts Hanagenie

| Responsible for

EH

Release Date :
23-10-2024

SRl diaien ;} ‘1‘5

Prepared by Bva Maheidakd



Code: CoCOQMAOTMISTRAL _UA
Yersion: 001
Date: 25/05/7027

CERTIFICATE OF CONFORMANCE
FOR FINISHED PRODUCT

UNAMEOF PRODUCT: LEVOBACTD S0mg Gl coned @hles
DOSAGE FORM: TABLETS STRENGTH:  LEVOFLONACIN S00prg tablets
PACK SIZE AND TYPE: BIXIBLISTERSXI0TABS

L QUANTITY: 14,300 137

| IMPORTING COUNTRY: URRAING

| PRODUCT MA Noi CAZ0ZLS0 L0

L BATCH NUMBER BULK: (1402078

CBATCH NUNBER FIN: i34
MANUFACTURE DATE: 17-05-2023 ESPIRY DATE: 042028

MANUFACTURING SITE name & PHARMATHEN SA

address 6. Dervenabion ste, Palling Awiki F3354 Greoey
GMPeertificate No/ MEA N P4 1425 21-12-2021, pOU0G63G 1 227
ANALYSIS SITE name & address PHARMATHEN SA

GMP-certificate No / MEA Dot . Dervenakion str., Pablint Atk VR3S Gieece

2241

1414257 211222021, 0000UO6S0T

PAURAGING SITE sume & PHARMATHEN SA
address 6, Derverabdon str., Palling Auiki 13351 Greees
1 GMPcertificate No / MIA Noo P4 14257 21.12-2021, 0000006301224
’ RELEASE SITE name & addvess PHARMATHENR SA
GMPcertificate No / BHA Nos o, Dervenakion st Palling Astikic FE3SL Grovee
LALA28 211 2-2021, 0000006301/2271
BATUH NUMBER OF APR P04 TONBEULAND
APEMANUFACTURER Nerland Daboratories Limited
 NAME AND ADDRESS: Pl S Noo 347,473 470 4902 Vegrabhadraswany Femple Band,
§ Bonthapatly Villige, Gummadidala Mandal. Sangaied dy Pustrie] - 302 313
g Volanga, Indi
[ RESULT OF ANALYSES: Cortifieate of analvsis of fnished product anachid,
COMMENTS/REMARKS: NI A
DEVIATHONN YRS NG
Attachad number of documents:
) 1 }aufi,nti;\:‘wu;rlzlx that the above information is authentic and accurate, T

The bateh processing, packaging and analysis records were reviewed and found to be in comphance
with GMP,
This batch of product, including APL has been manufactured, including packaging/labeling  and
quality control at the above mentioned sites in fuli wmp!'amc with the GMP requirements and tie
mm! Regujatory Authority and with the xmuhmt aws of the Marketing Awthorization and is released.

Name of Qualified Porson: RT"'NH& FASAM&HAU - I
. N Contpol Feopuct far Exports ManageriQR. ol
Signature of Qualified Person: prarmathen S.A T
Date of Release:23-10-2024 g ;‘? : u\ WY

Srepred by Bva Makidahe



