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AEPJKABHA CJVYIKBA 3 JJIKAPCbKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KUIBCBKIN OBJIACTI

npos. Caitmnunoi Hanii, 3, m.Kuis, 02099, Ten/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kog €IPTIOY 37078774

BHCHOBOK
IIPO SIKICTH BBE3EHOI0 B YKpaiHy niKapcbKoro 3acoby

15.08.2024 Ne 39659/24/10

JEBOHEKCT

(HaiiMenyRaHHs NiKapcbEoro 3acoby ariyme 3 peECTPALIitIM ITOCBIuenIuIM)
kpanii ougi, po3unn, 5 Mr/ma, 1o 5 M y haakoni-kpanesbHaui; o 1 paakoHy-KpaneabHii
y kaprousiii kopoOui
{tbopna BiYCKY, AO3YBAHHS, BILK AKYEAUHA Aixapcpkoro 3acofy)

Howmep peecrpauiiitoro nocpiguenns UA/] 7522/01/01 crpox mii peectpauifiHoro nocsinueHHA 12.08.2024

Cepia nixapcskoro sacoby Ne 401967 Kiasicts BBesenoro aikapcskoro sacoby 4196
BupoGHuUK PADAPM CA, I'penis
(HafiMeHyBanis BHPODHHKR MHKAPCHKOTO 1ac00y, KpaTHA NOXOIFEHHN)
BaeseHo B Ykpainy CriijibHE YKPAlHCLKO-eCTOHCbKE NIXNPHEMCTBO Y ¢opmi ToBapucrsa
3 ofMe:ReHoI0 BiTnoBiganbuictio 'OntiMa-Papm, JITA", inewr. xon:
21642228

{aiiMeryBanns T2 Koz 32 CAPTIOY opuausHoT ocodH abo Tpizsumie, iME, 1o Garbxosl diziynol
ocob - mianpueMud, i Micte BpoKNBAHIT T3 peecrpaniiinnit Homep oBniKOBOI KAPTHH INATHIKA
nogatkis aB0 cepia Ta HOMEP NACopTa)

IIPOTOKOJ BisyAILHOr0 KONTPOAI0 Bil 09.08.2024 Ne 2326/2.

3a pesynETATAMH /IEPKABHONO KOHTPOJKO BCTEHOBAEHO, IO nikapcekHil  3aci0  BBeseso B Ykpainy 3

lIOTpHMaHHﬂM BIMOT 3AKOHOJABCTBA HOKO 3a0e3NeeHHA SKOCTI AiKapehKHX 3ac00iB.
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BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTHOIKAT SKOCTI CEPH JIKAPCBKOI'O 3ACOBY

Name of product /Hasea npoayxry
(strength, dosage form, package size and
type/ no3yBaHHA, mdikapchka opMa,
PO3MIp | THIT yIIakOBKH)

LEVONEXT, eye drops, solution, 5 mg/ml, 5 ml
in dropper vial; 1 dropper vial in a carton pack
with labelling in Ukrainian /

JEBOHEKCT, xpanni ougi, pozmn, 5 Mr/mi,
o 5 Mi1 y guakoHi-kpanensHui; o 1 Guakomy-
KpallellbHUIL  y  KAproHHit  kopofui 3
MapKyBaHHAM YKPATHCEKOK MOBOK)

Active substance / gifoua pedopura

Each ml of solution contains: levofloxacin
hemihydrate 5.12 mg equivalent to levofloxacin S
mg / 1 MJI po3qHHY MICTHTB JEBO(GIOKCALHHY
reMiriipaty  5.12 Mr y mepepaxyHKy Ha
NeBOGIOKCAUHH 5 MT

Manufacturing  country /  «xpaisa- | Greece / ['peuis
BUPOOHUK
MA number / Homep PI1 NeUA/17522/01/01

Batch number and size / Homep Ta poamip
cepii

401967
10 100 packs / 10 100 ynaxosok

Date of manufacture / [lata pupoGumiTaa

03.2024

Expiry Date / Ctpok npunarsocti

03.2027

Name, address and authorization number
of manufacturing site / Haspa, ampeca i
HOMED JNilteH3il BHpoBHUIol ainpHuLi

RAFARM SA, Greece

Thesi Pousi-Xatzi Agiou Louka, Pajania Attiki,
TK 19002, TO 37, Greece /

PADAPM CA, I'peuis

Teci Ilyci-Xarsi Ariy Jlyka, Ileanis (AtTHKA),
iHaexc 19002, ii/c 37, Tpernis

Manufacturer’s authorization

No 0000000066/22/3 /

BupotHuua ninensis 0000000066/22/3

B Cus o/ 2692 4D 8101 4u




Indieator / lloxazunx Specification / Cuenndixanis Result /
Pesyasptar

Appearance / Onuc Clear, aqueous yellowish-green in colour | Complies /
solution / [lpozopuif Bomamii pozuun | Biamosinae
JKOBTYBATO-3€JIEHOTO KONLOPY

Clarity of solution / Clarity of solution is not more than the | Complies /

Hpo3sopicTs reference suspension I/ He 6inpime, wix v | Binnosinae
eTanoHui# cycirensiy [

The degree of coloration | The degree of colouration is not more than Complies /

/ Ctyniue 3abapeaeraa | the reference solution GYs/ He Binpie, nix | Bigmosigae
¥ €TalnoHHIA cycnensii GYs

pH / 3payenuna pH 6.0-7.0 6.6

Extractable volume / The volume of each of the 10 vials should | Complies /

Hominaaneaii 06’ em be at least 5.0 ml / O6’em xoxuoro 3 mecsth | Bigmoninae
(praxoris Mae HyTa He Mennte 5.0 M

Osmolality/ 240 - 325 mOsmol/kg / 287 mOsmol/kg /

OemonanbHieTs

240 - 325 MOcMoRB/KT

287 mOcMomns/xr

Identification /

Levofloxacin: positive by method HPLC

Ipenrudikauin (UV spectrum, received by the diode-array | Complies /
detector) Benzalkonium chloride: positive | Bianosinae
by method HPLC /
Jlerodmokcarus: ITo3UTHBHA 33 METOHOM
BEPX (Y@ crextp, orpumanmii gioguao- | Complies /
MaTpuIHEM  JeTekTopoM) bensankonin | Bianorinae
xsopu: [osurnena 3a Merogom BEPX

Related substances, % / | N-Desmethyl levofloxacin / N-necmetnn Not detected / He

Cynyrsi gomimxa nesoduiokcanuy <0.3% BHABIIEHO '
Diamine derivative / [Toxiime JlaMiny Not detected / He
<0.3% BHABICHO
Levotloxacin N-oxide / Jlepodnoxcanmu Not detected / He
N-okeun <0.3% BHABIEHO
9-Desfluoro levofloxacin / 9-necdrop Not detected / He
nerodroxcarme <0.3% BHABTICHO
D-isomer / D-izomep <0.8% G.2 %
Any other impurity / Byap-sxa inma Not detected / He

domimxka <0.25%

BHABIICHO




| Total impurities (Except D-isomer) /

Bceroro gomimox (Kpim D-izomepy) <1.0% Not detected / He
BHSIBIIEHO

Assay of levofloxacin /
Kinbkicre BH3Ha4YeHHS 95.0-105.0% 100.2 %
JIEBOGMIOKCALIMHY
Assay of Benzalkonium
chloride / Kinbxicue 90.0-110.0 % 101.3 %
BH3HAYCHHS

Genzankonin xnopugy

Sterility / Crepuabnicts | The solution should be sterile / Posamn Complies /
TIOBHHEH OYTH CTEPHILHHAM Binnosigae
Particulate cont. / Maximum 50 particles per ml >10 pm /
MexaniuHi BKIIOYeHHS Maxeumym 50 yacTHHOK Ha 1 MT>10 MxM | 4
Maximum 5 particles per ml > 25 um /
Maxcumym 5 vactumox Ha | Mt > 25 MM | 1

* reviewed and accepted

The batch meets the requirements of QCM for MA NeUA/17522/01/01. / Cepisn Bignosigae
BiMOraM MK o PIT NeUA/17522/01/01 .

The packaging, labelling and expiry date correspond to the requirements of QCM. / Ynaxoexa,
MapKyBaHHs Ta TepMIH NIPHAATHOCTI BiATORIAAIOTE BEMOram MKSL

Storage: This medicinal product does not require any special storage conditions. Keep the
container tightly closed. Keep out of reach of children. / Jlixapcekmii 3acif He Bumarae
creiianbHux  yMoB 3Gepirauns. Tpumaru KOHTEHHED INIIBHO 3aKpHTHM. 30epirate v
HEAOCTYIIHOMY IS aiTel Micui.

I hereby certify that the above information is authentic and accurate. This batch of products 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 batch 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. / Hum s migTRepmxy1o, 10 HABEEHA
BHIlle 1HMGOpMallis € ZOCTOBIPHOK Ta TOYHOIO. Ls cepis mpomykuii 6yna surorosmena,
BIIIOHAIOTH [MAKYBAHHA, MApKyBaHHI T4 NPOBEAEHHA KOHTPOMIO il SKOCTI Ha 3a3HAYeHif
BHPOOHHYIH AiNAHLI ¥ MOBHIM BiINOBIAHOCTI 3 BHMOTaMy GMP, BCTaHOBIEHHMH MiCIICBHM
PETYIATOPHUM OPraHOM, a TAKOXK BIATIOBIAHO JO crnenn(ikamii, o MicTATLCS B peecTpauiiHoMy
AOCELE, 3aTBEPUKEHOMY B YKpaiHi /IS HOCTimKyBaHOTO MKaperKoro 3acoby. Ilportokons
BUPOOHULTEA, TAKYBAHHS T4 IPOBEICHHS aHATI3IR Oy mepesipeHi, BCTAHOBIIEHO BiMOBIAHICTS
BuMoraM GMP Ta migmucano BinnmosiganseuME ocobamu BHPOOHHKA.

Issued by / Buna
Qualified Persfin / Vinoaoraxena ocoba:
Klimentini Bacharosou / Knimenriui Bapbapocy

/ (//S . Date/ Jlata: 24.05.2024
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