A

JIEPYKABHA CJIVIKBA 3 JIIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMHA V¥ KHIBCBKIN OBJIACTI

npos, Ceitanunol Haxii, 3, m.Kuis, 02099, ten/daxrc: (044) 363-06-50
E-mail: dls.ko@d!s.gov.ua, Kon €IPTIOY 37078774

BUCHOBOK
fpo AKICTH BBe3eHOT0 B YKPAIHY JiKapChKOro 3acoly

15.08.2024 Ne 39661/24/10

OJIOKCAHEKCT

(HaitvenyBanHa Aikapeskoro 3acofy 3ridHo 3 peecTpauiiHiIM NOCBIICHHANM)
KpamJi 04Hi, po3uiH, 3 MI/MI; 1o 10 ma1 y daaxoni-kpaneasuuLi; 1o 1 draxony-
KpanespHHI B navii

(fhopma BHNYCKY, AO3YSAHI, BI NAKYBAIHA #iKApCHKOTo 3ac08y)

Homep peecpartiiinoro nocsigaenns UA/] 7434/01/01 crpox aif peecrpariiivoro noceimuenns 01.01.2099

Cepis mkapeskoro 3acofy Ne 0680524 KinskicTs BBe3eHOro sikapeskoro sacoby 6070
BupoGHHK ®APMITEA CILA., Itanis
(atimeuysanis supodHIKa NiKaPCLKOIO zacoBy, Kpaina NOXOLTKCHHA)
Bgeseno 8 Yrpainy CrifbHe YRPAIHCHK0-CTOHCLKE MANPHEMCTBO Y dopmi ToBApPHCTBA
3 oGMekenoio Bianosinaapnictio " OnriMa-Gapm, JT " igenT. Kom:
21642228

(naitmenypanns Ta kox 92 €LIPTIOY topnminol ocoi abo npismnme, iv', to GaTeKoBi dizirOl
ocobn - mmapueats, T Micie npoKHBaNHA T2 peectpaiiinnii HoMep o6MiK0ROT KAPTRH MAATHIKA
roAaTkiB 60 cepid Ta HoMep NMACepTa)

IIpoTOKOT BizyAJILHOTO KOHTPOIIO Bil 09.08.2024 Ne 2326/4.

3a  pesyapTaTaMi AEPRABHOTO KOHIPOMO BCTAaHOBACHO, WO mixapceknii  3aci  BRezeno B YpalHy 3

JOTPHMAHHAM BuMOI 3AKOROIABCTBA HIOA0 sabesieucHHs AKOCTI JIKAPCEKIX 3ac00iB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHRIKAT JAKOCTI CEPII JIKAPCHKOI'O 3ACOBY

Name of product / Hassa nponykty
(strength, dosage form, package size and
type / mosyeamss, nikapceka (opua,
PO3MIp 1 THII yHIaKOBKK)

FLOXANEXT, eye drops, solution, 3 mg/ml,
10 ml in a dropper vial; 1 dropper vial in a pack
with labelling in Ukrainian /
PJOKCABEKCT, xpamni oumi, po3uams,
3 mMr/mit, o 10 M y daaxoui-kpanessunni |, o 1
(raxouy-KpanensHuLi B nawili 3 MapKyBaHHMM
YKPATHCBKOK MOBOIO

Active substance / giioua peqosuHa

| ml of solution contains 3.0 mg of ofloxacin /
1 M1 posunny micTits 3,0 Mr odlokeanuny

Manufacturing  country /  xpaiua- Italy / Itanin
BHpoOHHK

MA number / Homep PIT NeUA/17434/01/01
Batch number and size / Homep Ta posMip | 0680524

cepil

23 600 packs/ ym.

Date of manufacture / Jlara BupoGuuursa

05.2024

Expiry Date / Ctpok npupmataocTi

11.2026

Name, address and authorization number
of manufacturing site / Hasga, anpeca i
HOMEp Hinensil BupoSHu4o! Ainsimmi

manufacturing of finished products, quality
control, primary and secondary packaging,
bateh release:

FARMIGEA SP.A.

Via G.B. Oliva, 8- 56121 Pisa (PI), Italy /
SUPOGHUYMED 20mMO80T RPOAYKYE, KOHMPOND
AKOCML, NEPEUHIE Ma GMOPUHHE NAKYEAHHA,
BURYCK Cepii:

DAPMITEA CILA.

BiaI'B. Onira, 8 - 56121 ITisa {I1iza), Iranis

Manufacturer’s authorization Ne aM — 202/2017
Bupofunya nineusiz Ne aM — 202/2017
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Indicator / Hoxkasnnk Specification / Crenndixanis Result/
Pesyunptar
Appearance / Onnc Clear  slightly  yellow solution, | Complies /
practically free from particles / Bianosizace
ITposopuit posumn snerxa xosrysatoro
KONEOpPY, IIpaKTUYHO BINBHWH  Bix
JACTHHOK
pH 6.0-7.0/ 6.5
Bin 6.0 o0 7.0.

Osmolality / Ocmonansricrs

275-325 mOsmol/kg /
275-325 mOcemonp/xr

299 mOsmol/kg
! MOcMmons/kr

Pozunn nosumen Syru CTCPHIBEHHM

Extractable volume / Not less than 10.0 mi / 10.2 ml/mn
06’em, 110 BATSracTHCR He menme nix 10,0 M

Identification of ofloxacin / Positive /
Inenmudicanis ohaoxcaurny | Positive / ITozmrrusna Tozuruena
HPLC-RT/

BEPX-yac yrpumarms

HPLC — absorbance spectrum / Positive /
BEPX-crlexTp norminanss Positive / Tlozutysna TloznTrRHa
6. Identification /

InenTudixanis Positive /
of Benzalkonium chloride Positive / [Tosutupaa IozuTHBHa
HPLC / Beusankonio XITOpHI

BEPX

7. Assay of ofloxacin / 95.0-105.0% / 102.8%
Kinpxicne Bm3nanenng 95.0-105.0%

obiorcanany

8. Related Substances

Impurity B/ Not more than 0.3% / 0.0%
CynyTHi pomimks He 6inewe 0.3 %

Homimxa B

Impurity ¥ / Jomimka F Not more than 0.3% / He 6imme 0.3 % 0.0%

Any single unknown Not more than 0.2% / 0.0%
impurity / Byne-ska He 6inbue 0.2 % '
uesinoma gomimeza

Total impurities / Not more than 0.1% / 0.0%
Cyma gpomimox He 6iarme 1.0 % '

9. Assay of Benzaikonium 90.0-110.0 %

chloride / Kinsxicne 96.5%
EMIHAYEHHH

benzanKonin xxopn

10. Sterility / Crepuannicrs | The solution should be sterile / Sterile /

Crepuniprui
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FARMIGEAY

(H Current edition of Eur.Ph.
Impurity B: (3RS)-9-fluoro-3-methyl-1 0-(4-methylpiperazin-1 -yl)-2,3-dihydro-7H-pyride[1,2,3-
de)-1,4-benzoxazin-7-one
Impurity F: 4-(3RS)-6—carboxy-9—ﬂu0r0-3—methyl-7-oxo-2,3—dihydro—'/'H—pyrido[I,2,3—df:]-1,4—
benzoxazin-10-yl]-1-methylpiperazin- 1-oxide /

1 -ITOTO4HE BHOarHs €rp. Oapm.
Homimxa B: (3RS)-9-¢rop-3-merun-i 0-{4-merunninepasun-1-in)-2,3-girinpo-7H-nipumo[1,2,3-
nel-1,4-6eHzokcasun-7-on
Jdomimka F: 4—(3RS)-ﬁ-KapGOKCH-9—be0p-3-METHH-?-OKCO—2,3-,[Lirinp0~7H-rIipH110[I,2,3-,[{6]-
1,4-6enzoxcasuy-10-in)-1 -METHNNITepasyiH- | -oKeun

The batch meets the requirements of QCM for MA NeUA/17434/01/01. / Cepis Bignmosigae
BuMoram MEC] o PIT NeUA/17434/01/01.

The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynakosxa,
MapKyBAHHA Ta TEPMIH MPUAATHOCT] BiNOBIAAIOTE BMOram MEKSL.

Storage / Ymosu 36epiranns: The medicinal product does not require any special temperature
storage conditions. Store in the original package in order to protect it from light. Keep out of the
reach of children! / Jlikapcrxuit 32¢i6 He BuMarae oco6IHEHX TEMIIEPATYPHHX YMOB 30epiranus,

36epiratx B opuriHanbHif ymakosmi y 3axHUIEHOMY BiJ cBiTNa Micui. 36epiratu y HEJJOCTYIIHOMY
Ans gite micui!

I hereby certify that the above information is authentic and accurate. This batch of preducts has
been manufactured, including packaging/labelling and quality control at the above-mentioned site
in full compliance with the EU GMP requirements assigned by the local regulatory health authority
and also in accordance with the specification of the registration dossier approved in Ukraine for
investigational medicinal product. The processing, packaging and analysis records were reviewed
and found to be in compliance with GMP requirements and were signed by the responsible persons
of the above-mentioned manufacturer. / um = DIATBEPIKYIO, IUO HABEACHA BHLLE indopmaris €
NOCTOBIPHOK Ta TouHOW0. g cepix npofykuii Oyfna BHIOTOBJCHA, BKIIOYAIOYH MTaKyBaHHA,
MapKyBalH: Ta NpOBEAEHH: KOHTPOMO il AKOCT] Ha 3a3HaveHil BHpoGHUEIR MiinL Y TOBHIl
BIANOBIAHOCTI 3 BUMOramu GMP, BCTAHOBIEHUMH MicHeBHM PETYAATOPHHUM OPraHoM, 2 TaKox
BIATIOBIAHO 0 ctenudikauiii, mo MicTaTsca B peecTpauifinoMy A0CkE, 3aTBepuKeHoMy B Vikpaiki
ANA MOCALKYBAHOTO MTiKAapCLKOTO 32C06Y. HpoTokonu supoGHMITRE, MaKyBaHHS Ta [IPOBEEHHA
aHanisis  Oynd mepeBipeHi, BCTAHOBNCHO BIAMOBIOHICT BHMOraM GMP Ta mnignucano
BiANOBiAANBEHMMHE 0coGamu BHpPOOHHKA.

[ssued by / Bugaso
Qualified Person/ YnoerosaxeHa ocoba:

Riccardo Piagneri/Pixapao II'subepi
A

J—

—_—

Date / Jlata 14.06.2024
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