RAFALLL ;

FINISHED PRODUCT CERTIFICATE OF ANALYSIS 2

BATCH CERTIFICATE OF ANALYSIS OF MEDICINAL PRODUCT
CEPTH®IKAT SAKOCTI CEPII JIIKAPCBKOI'O 3ACOBY

Name of product/Hazsa npoaykry

(strength, dosage form, package size and
type/ nikapewka  (opma,
PO3MIp i THIT YIIAKOBKH)

JO3YBAaHHA,

LEVOEYENEXT, eye drops, solution, 5 mg/ml,
5 ml in dropper vial; 1 dropper vial in a carton
with labeling in Ukrainian/

JIEBOAMHEKCT. kpanni ousi, po3dus,
Smr/mn, 1o 5 mn y dakoui-kpanensHuLi: 1o 1
(naxony-kpanensHULi y KApTOHHIH Kopobui 3
MapKyBaHHsAM YKpPalHCBLKOIO MOBOIO

Active substance/ airoua peyoprHa

Each ml of solution contains: levofloxacin
hemihydrate 5.12 mg equivalent to levofloxacin
5 mg/ | MIl po3uHHYy MICTHTH NeBODIOKCALMHY
remirizipaty 5.12 Mry nepepaxyHky Ha
nepooOKcalMH 5 Mr

Manufacturing country/ kpaina- | Greece/ I'peuin
BUPOOHUK
MA number/ Homep PII NoUA/17522/01/01 walid till 12.08.2024/

NeUA/17522/01/01 pie mo 12.08.2024

Batch number and size/ Homep Ta posmip
cepil

000394

10050 packs/yn
Date of manufacture / Jlata supobuunrea | 10/2019
Expiry Date/ CTpok nipugartHocTi 10/2022

Name, address and license number of
manufacturing site/ Hasea, apgpeca i
HOMEp AileH31T BUpoOHUYOT AinbHULL

RAFARM SA, Greece

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

PA®APM CA, I'penis

Teci Ilyci-Xat2i Ariy Jlyka, Ileanis (Arruxa),
ingexc 19002, n/c 37, I'pentis

b

Manufacturer’s authorization
Ne0000000066/18/2 from 2019-11-14 /
Bupobdnuya nitenzis Ne0000000066/18/2 Bin
14.11.2019

GMP certificate / GMP ceptudikar

Conclusion Nel74/2019/C-558 from 16.04.2019
/ Bucrosox Nel74/2019/C-558 gin 16.04.2019

.(Z)/B/ LG VUGS f%?*/@

DFL.6Yf, AOAD [%/
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Indicator/ITokaszauk Specification/Cnenudikauin Result/
PesynwTar

Appearance/ Onuc Clear, aqueous vyellowish-green in color | Complies/
solution/ [Tpo3opuii BoOHMH po3uuH *0BTYBaTO- | Bignosinae
3€N€HOT0 KONBOPY

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

IIpozopicTs reference suspension 1/ He 6inbiue, Hix y Bianosinae
eTaNoHHIH cycnensil [

The degree of coloration / The degree of coloration is not more than the Complies/

Crtynins 3a6apeaenusn reference solution GY4/ He 6inblue, Hix y Binonosinae
eTalloHHIH cycnensii GYq

pH/3navyennsa pH 6.0-7.0 6.5

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

Hominansuuii 06’em least 5.0 ml / O6’em xkoxkuoro 3 jecstu | Bigmosinae
(akonir mMae OyTu He MeHwe 5.0 M

Osmolality/ 240- 325 mOsmol/kg / 284 mOsmol/kg

OcMonsbHICTE 240- 325 MmOcmone/kr 284 mOcMmone/kr

Identification Levofloxacin: positive by method HPLC (UV

/ImerTH(iKkanis spectrum, received by the diode-array detector)

Benzalkonium chloride: positive by method
HPLC /

Jlesodnokcatn: [TosutueHa 3a Metonom BEPX
(Y@ cniexTp, oTpuMaHHii Ai0JHO-MATPHYHUM
IETEKTOPOM)

Benzankouiio xnopun: [lo3uTHBHA 38 METOAOM
BEPX

Complies/
Bianosinae

Complies/
Bingnoginae

Related substances, %/
Cynyrni goMimku

N-Desmethyl levofloxacin / N-necmernn
neeodnokcauuy <0.3%

Diamine derivative /TToxiaue nmiaminy <0.3%

Levofloxacin N-oxide / Jlerodnoxcarmu N-
okena <0.3%

9-Desfluoro levofloxacin/ 9-necdrop
nesodrokcanuy <0.3%

D-isomer /D-izomep <0.8%

Any other impurity/ Byis-sika iHma gomimka
<0.25%

Total impurities (Except D-isomer) /Beboro
nomimok (Kpim D-izomepy) )<1.0%

Not detected/
He Bussneno
Not detected/
He pussneno
Not detected/
He BusBneno

Not detected/
He Busasneno
0.4%

Not detected/
He susmneno
Not detected/
He Bugpneno

Content of levofloxacin /
KinexicHe BH3Hagyenns
JMeBOIOKCAUHHY

95.0-105.0%

99.9%
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Content of Benzalkonium

chloride/
101.3%
KinbkicHe pH3HAYeHHA 90.0-110.0 % 01.5%
0eH3aIKOHII0 X10pHaY
Sterility/ CtepuashicTn The solution should be sterile/ Po3unn nosunen | Sterile/
OyTH CTEPUITBHHM CrepunsHuii

Particulate cont./

MeXaHIYHI BRIIOYEHHA:
NB particles> OR=10uM/ | Maximum 50 per ml/ Maxcumym 50 9acTirok 17
YACTHHKH >10MKM Ha 1 mn
NB particles> OR=25uM/
YACTHHKH >25MKM Maximum 5 per ml/ MakcuMyM 5 4acTHHOK Ha 01
1 M1

* reviewed and accepted

The batch meets the requirements of QCM for MA NeUA/17522/01/01/ Cepis Bianosigae
sumoram MKSI no PIT NeUA/17522/01/01.

The packing, labeling and expiry date correspond to the requirements of QCM/ Vnakoeka,
MapKyBaHH{ Ta TEPMIH NPHAATHOCTI BiAMOBIAaI0TE BUMOram MKSL.

Storage: This medicinal product does not require any special storage conditions. Keep container
tightly closed. Keep out of reach of children./ JTikapcskuii 3aci6 He BrMarae criewjanbHux YMOB
30epiranHsa. TpUMaTH KOHTEHHEp WNBHO 3aKPUTHM. 30epiraTh y HemOCTYMHOMY Ans JiTeit
Mici.

[ hereby certify that the above information is authentic and accurate. This batch of product has
been manufactured, including packing/ labeling and quality control at the above mentioned site
in full compliance with the EU GMP requirements assigned by the local health authority and also
in accordance with specification of registration documentation affirmed in Ukraine for
investigational medicinal product. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP (Conclusion Nel74/2019/C-558 from
16.04.2019) requirements and were signed by the responsible persons of the above mentioned
manufacturer./ Ilum s nigTeepmkylo, WO HaBeaeHa BHMLUE indopMalis € J0CTOBRIpHOIO Ta
To4HO0. L cepis npomykuii Gyna BUrOTOBNEHa, BKIHOYAKOMH MAKYBAHHA, MapKyBaHHS Ta
NpOBEAICHHA KOHTPOIO 11 AKOCTI Ha 3a3HaueHii BUpoOHMUIM AinsHui Yy MOBHIiH BiAMOBIAHOCTI 3
BuMoramn GMP, BCTaHOBNEHUMH MICLIEBUM PEryJIATOPHHM OPTAHOM, @ TAKOXK BIIMOBIAHO 10
creuMdikanid, MO MICTATBCT B peecTpauiiiHoMy Jocke, 3aTBepikeHoMy B Ykpaiui mis
IOCHI/KYBAHOTO Jlikapebkoro 3acoBy. [IpoToKonM BHpOGHHLTEA, NMaKyBaHHA Ta TIPOBEAEHHS
aHanisie  OynM nNepeBipeHi, BCTAHORNEHO BIANOBIAHiICTE BuMoraM GMP (BucHoBok
Nel74/2019/C-558 &inl6.04.2019) Ta nignwcaHo BiANoBiAATLHEME 0CO6aMU BUpOOHHUKa.

Issued by/Bupano

Qualified Person/ YnosHoraskena ocoda:
Klimentini Barbarossou/ Knumentini bapbapoccy
Date/ Tata: 10.03.2020




A S

HEPXIIKCIIYXBA VKPATHU
AEPKABHA CJIYIKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMM Y KHIBCBKIU OBJACTI

npocnext Banepis Jlobanoscrkoro, 51, m. Kuis, 03110, ten/taxc: (044) 2753030
E-mail: dls ko@dls.gov.ua, Kog €JIPIIOY 37078774

BHCHOBOK
NPo AKICTL BBE3eHOro B YKpaiHy JiKapchKoro 3acoby

21.04.2020 Ne 19851/20/10

JEBOAMHEKCT
(HaliMenynaHua nikaporkoro 3acofy 3riZIHO 3 peecTpaliiiHAM TIOCBI {4EHHAM)
Kpamii o4Hi, posumH, 5 mr/mi, no 5 ma y dpaaxoni-kpanenasHuni, mo 1 dirakony-KpaneabHUI
Yy KapTOHHIil Kopodui
(fropma Bumycky, n03yBaHHs, BH MAKYBAHHS NTiKAPCHKOro 3ac00y)

Homep peecrpaniiinoro moceimuennst UA/17522/01/01 crpok mii peecrpauiiinoro nocsizuenns 12.08.2024

Cepis nixapcskoro saco6y Ne 100394 KinpxicTs BBE3€HOI0 mikapeskoro sacoby 10000
Bupotuux PADAPM CA, I'penis
(nalivMeHyBaHHS BUDOGHHKA TIKAPCEKOTO 3acofy, kpaina noxomxeHus)
Bresero B Vipainy CristbHe ykpaiHchKo-€CTOHCbKE DIAIPHEMETRO Y opMi TOBapHcTBa
3 00Mesken010 BiMoBigaaLHicTI0o "OnriMa-®apm, JITIL", igenr. rkox:
21642228

(naiimenysanns Ta ko 3a €JIPTIOY opuanunoi ocobu ato Tpi3BHILE, iM'A, [0 6aTEKOBI (izHuHOi
ocobu - mianpremus, ii Micue NpOXKUBAHHA Ta peecrpaummu HOMEpP 00IIKOBOT KAPTKH MAaTHHKA
nofiatkis abo cepif Ta HOMep nacnopTa)

IpoToxon BisyansHoro kontpoaso sin 10.04.2020 Ne 1208/1.

3a pe3ynpTaTaMH JEPKABHOTO KOHTPONO BCTAHOBNEHO, IO JiKapeeKkWH  3aci6  BBeseHo B Vkpainy 3
AOTPHUMAHHAM BAMOTr 3aKOHOJARCTRA OO0 3abe3rieyeHtd AKOCT] TiKapchKHX 3ac06iB.

3ybapepa H.B.

(mianuc) (iniuiany Ta npizsume)
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