TEPIIKCITYKBA
JEPXKABHA CJYKBA 3 JIKAPCBKHX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBKIN OBJIACTI

npocuext Banepia Jlobanoscekoro, 51, M. Kuis, 03110, ren/daxc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua,https://www.dls.gov.ua, Kog CAPIIOY 37078774

BHCHOBOK_ _
Npo SAKiCTL BBE3EHOro B YKPalHy JiKapcbKOro 3acody
27.09.2022 Ne 38977/22/10
e _OPTAKBIKC® e

(HaliMeHYBaHHA JHKapPChKOro 3ac00y 3Tif[HO 3 peeCTpaiiiHUM MTOCBIAYCHHAM)
Kpanai ouni, 5 mr/mux; mo 0,3 ma y Tiobuk-kpaneiasnuui; no 10 Tro0uK-KpaneasHnub y
nakeTi 3 Gpoasru; no 1 naxery B KApTOHHIA KOpoOmi

(hbopMa BHIYCKY, HO3YBaHHI, BUA NaKyBaHH: JiKapchKOro 3acofy)
Howmep peectpauiiinoro nocsimuenns UA/11401/01/01 crpox aii peecrpaniiinoro nocsinuenns 01.01.2099
Cepis mixapcskoro 3aco6y Ne 1845065 Kinpxicts BBe3eHOTO Nikapcrkoro 3acoby 180

Bupobuuk ~Canten AT, Oiwsianis

(HaliMeHyBaHHA BHpOOHHKA JiIKapChKOro 3acoly, kpaiHa MOXOMKEHHA)

BBeseHo B YKpaiHy CuoinbHe YKpalHCHKO0-€CTOHCHKE MIANPUEMCTBO Y (hopMl
TOBAPUCTBRA 3 00MekeHo010 BinnoBinaasHicTio ""OnriMa-DapmM,
CJITHY, inenr. xon: 21642228

(nafiMenynanng ta xox 3a €JIPITOY 1opuguunoi ocobu abo npi3Bumie, iM'4, 110 6aThKOBI
(hiznuHoI ocobu - mignpueMLs, i Miclie NpoKUBAHHA Ta peecTpatliiinuil HoMep 06i1KOBO1
KapTKY MIATHHKA NOAATKIB abo cepis Ta HOMeEp NacrnopTa)

IIpoToxo Bisyansuoro xorrpoio six 27.09.2022 Ne 2414/4.

3a pesymbpTaTaAMH JEPXABHOrO KOHTPONIO BCTAHOBNEHO, 1[0 JIKapChKWE 3aci6 BBe3eHO B YKpaiHy 3
JOTPHUMAHHSAM BuHMOr 3aKOHOIABCTBA OO 3a6e3eyeHHs SKOCTi NKapChKyX 3acobiB.

(iuiliany Ta npissuuie)

. P A P - A —— .1-’."1-. 2 ——
4 ] =3.-h i “1 -
(nocasona ocoQ .'61?‘_:3215 1;{& gcamﬁ'ro KO frp’ﬁmo
« 51 ﬁJT.HEIH_YH;

| O
Y T
i f?'tMn - ‘:




The name and the address of the baich release manufaciuring site:

Hasea ma adpeca eupobHuka, ujo sidroegidae 3a aunyckK cepii:

Santen Oy, Niittyhaankatu 20, 33720 Tampere, FINLAND

CaHteH AT, HilttuxaaHkaty 20, 33720 Tamnepe, CIHNAHAOIA

Telephone: +358-3-284 8111 Fax: +358-3-318 1900

Ten.: +358-3-284 8111 dakc: +358-3-318 1900

The License number/ Homep niueHsir: FIMEA/2019/000913

CEPTU®IKAT SIKOCTI

carton box
ODTAKBIKC® kpanni ouHi, 5 mr/mn, no 0,3 mn y Tiobuk-kpanensHuui, no 10 Tobuk-kpanensHULb Yy
nakeTi 3 posbri, No 1 nakeTy B KAPTOHHIN KOPOOL||

Active ingredients: 5 mg Levofloxacin as Levofloxacin hemihydrate

AKTUBHI iHrpeaieHTu: 5 mr JlesodbriokcaumHy vy surnani JleeodnokcauuHy Hanisrigpaty

Package size and type: 0,3 ml in tube-dropper, 10 tube-droppers in foil bag, 1 foil bag in carton box

. labeled in the Ukrainian and Russian languages.
Po3Mip.i TN NakyBaHHA: no 0,3 mn y TobrK-kpanernbHuLi, no 10 TIobKK-KpanenbHULb Y NAKeTI 3
cponbri, No 1 nakeTy B KAPTOHHIN KOPOOL 3 MapKyBaHHAM YKpaiHCLKOK Ta
DOCINCBKOK MOBamMu

Dosage: 1-2 drops 8 times a day

L03yBaHHs: 1-2 kpansii 8 pas B eHb

Name, address and authorisation number
of all manufacturing sites and quality
control sites

Manufacturing, Filling, Secondary Packaging and
Product Release Testing
Tampere, Finland

License number: FIMEA/2020/000897

HasBa, agpecu Ta HoMepwu niueHsin ycix  BupobHUK, sionosioarnbHUl 3a eupobHuymso in bulk,
OifIbHUUL 3 BUPOOHULITBA | KOHTPOJSIIO rep8uUHHe [ 8MOPUHHE MakKye8aHHs, KOHMPOrib
AKOCT] sKocmi:

Hekct®apma AT, HiitTtuxaankarty 20, 33720

Tamnepe, PiHNAHAISA

Homep niuensii: FIMEA/2020/000897

The date of validity/ lincHe no: ited/nie 6e3CTPOKOBO
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1845065
1200 PC/YTT
09/2023

The batch number/ Ne cepil:

The batch size/ PosMip cepi:

Expiry date/ Tepmin npunataoCTi 10:

The date of batch release/ [laTa Bunycky cepii

Certification statement:

| 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 Authorisation of the importing country. The batch processing, packaging and analysis
records were reviewed and found to be in compliance with GMP.

3adBa npo cepTugikaLiito:

Linm s 3acBiguyto, Wo HaBeeHa BuLlle iHdpopmallis € JOCTOBIPHOW Ta TouHo. Lito cepito npoaykuii
Oyno BUPOONEHO (BKIMYaYy nakyBaHHA/MapkyBaHHs) Ta NPoBeAEeHO KOHTPOIb 1T SIKOCTi Ha
BuLLe3asHa4yeHIn ginbHULI Y NOBHIM BignosigHocT! 3 BuMmoramm GMP, BcTaHoBIEHUMIN MICLEBUM
PEryNATOPHUM OpraHoM, a TakoXX BIAMNOBIAHO OO cneuudikaLlii Ao TOprosint nileHsIT KpaiHu-imnopTepa.
['IpoToKkoNM BUPODOHNLITBA, NakyBaHHA Ta aHani3iB byno nepernsHyTo Ta BCTAHOBMNEHO BiANOBIAHICTb
GMP

The results of the analyses correspond with the demands of the Method of Quality Control (MQC) Please see the
attached certificate of quality.

PesynbTati aHanisis BignosigaoTsh BUMoram MeToAiB KOHTPOIo AKocTi. MpoxXaHHa nepernsHyTh 4oAaHWiA
cepTunmikaT SKocCTI.

Date/ [laTa: 26.10.2021

[lignuc:

Corporate seal
leyatka cpipmu:

Jaana Lihfeenmiki
Qualified Person

QA Director

NupekTtop sipgainy
KOHTPONIO AKOCTI

Minna Jarvinen
MiHHa ApBiHeH

Qualified Person
QA Pharmacist
K B&ﬂi(bi’uo BaHa
ocoba
PapmauesT
AKOCTI

Jessica Lumberg
Eccura Siymbepr

Qualified Person
QA Manager
KeanijpikosaHa
ocoba

MeHekep
BiAAINY KOHTPONIO
aKocrl

Pertti Tormanen

Qualified Person
QA Pharmacist
KsanigikosaHa
ocoba
Gapmatlesr
BiAAiNy KOHTpOAIO
AKOCTI

Jaana

Lihteenmaki

Aaana
JNaxreeHMmAKI
Qualified Person
QA Pharmacist
KsanigikosaHa
ocoba
dhapmanesT

BIAAINY KOHTPOAIO

AKocCT

Tarja Tuovinen
Tap’a TyosiHen

Qualified Person
QA Pharmacist
KsanidikosaHa
ocoba
MapmauesT
BIAAINY KOHTPOAIO

AKOCTI

Minna Lintusalo
MiHHa JliHTycano

Qualified Person
QA Pharmacist
KeanigiKosaHa

ocoba

BIAAINY KOHTPOAIO

AKOCTI




Product
[penapar

Product code 60225
Kog nipenapary 60225
Baich No. 18450865
Homep cepii _ 18450865
Date of manufacturing 09/2021
[laTa supobHuLTBa 09/2021
Date of Analysis 13/10/2021
[lata aHaniay 13/10/2021
Date of Expiry 09/2023
[pynaarTHun go: 09/2023

CERTIFICATE OF ANALYSIS

CEPTU®IKAT AHATII3Y

T1oKa3HMK
Appearance
Onunc

Osmolality
OcMONanLHICTL
Filling volume
O6’eM-HanoBHEHHs

infialiaiiniie

P P P A ———— - e

Requirements
Bumorn

Page 1/2
Cropinka 1/2

OFTAQUIX® eye drops, 5 mg/mi, 0,3 ml in tube-dropper #10
ODPTAKBIKC® kparini oyHi, 5 mr/mn, no 0,3 Mn y Tiobuk-kpanensbHuui Nei0

| Clear, light yellow to greenish-yellow
solution, practically free of visible
| particulate matter
[poaopwuii, Bif cBITNO-XOBTOrO A0
3e/1eHYBATO-)KOBTOIO PO3YUH, NPpakKTUHHO
BinbHWA Big BNOAWMUX MEXaHIMHUX
BITHONEHb

R g . - . . f . . - R RN A R S SR
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Flesultswl T _
| Peaynbtaty { OguHndl

Complies | -
Bigrosigae |

6.0~7.0
280 - 330

- " ra————

IE 100 % of label claim
2 100 % Bifl 3aABNEHOT KinbKocTi

Identification/ UV/ Levofloxacin
laeHTdbikalis/ YCD/ JlesodnoxcalmH

b

InenTudikatiis/ BEPX
Levofloxacin,
lNesochriokcaum

t

Kinbgipﬁe énéﬁaqeﬁnﬂf BEPX/ leBodnoxcaliyH

el —

The UV spectrum of the sample

| preparation exhibits maxima at the same
wavelength as that of the standard

| preparation.

| Y® criekTp npuroToBaHoro apaska

| NOKasye MakCUMyM Npu Tifl e [oBxWHI

6.6

XBuni, Wo i CTaHLapTHOIO PO3YKHY. N

. . P

Retention time matches that of the
reference standard +5 %

Yac yrpumysaHHs sianosigae
eTanoHHoOMy cvaHgapTy £56%

4.75 - 65,25 mag/ml
(95.0 — 105.0 % of label claim)
4,75 - 5.25 mr/mn
{95.0 — 105.0 % 3asBneHHOro BMicTy)

ReTaiad substancesy FPLG/ Levofioxadin’
CynyTHl-omiukw/ BEPX/ JiesodrokcatinH

Total impurities/Cyma AomiLuok

=1.0%

297 Arhbsm/kg )
MOcM/Kr

Complies -
Bignosigae | —
Positive -
ToanTtusHa
T
lNoanTusHAa

) 5.06 | mg/mi
5.06 mr/vn

BLOQ %o
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Desfluorolevofloxacin/OeadTopnesodnoxcaLyH <0.2% ND/HB o

iyl
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Desmethyllevofloxacin/Oeametvnnesodnokcaus | <0.3% BLOQ %

Levofloxacindiamine/lesodnokcaumnaiamiy <£0.4% BLOQ o

Levofioxacin-N-oxide/INesodnokcaunn-N-okeup <05% BLOQ %

Other each/KoxHa Hesigoma noMituxa <0.2% BLOQ %

Sterile
CrepunbHui

T —
CrepunbHicTe/EBp. Dapm

CrepunbHuii

BLOQ = Below Limit of Quantitation
BLOQ = HWKHA Mexa KinbKICHOIo BU3HAUYSHHS
ND = Not Detected

HB = He BuaBnsaeTLCA

RRT = Relative Retention Time
BYY = BigHocHuiA Yac yTpumyBaHHs




Product
[Mpenapar

Product code

Koga npenapary
Baich No.

Homep cepli

Date of manufacturing
HaTa BUpoOHUUTBA

Date of Analysis

LlaTa ananiay

Dats of Expiry
[MpyaaTHui 4o:

8680225
60225
1845065
1845065
09/2021
09/2021
13/10/2021

13/10/2021

09/2023
09/2023

Certification statement:

manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full

CERTIFICATE OF ANALYSIS
CEPTUDIKAT AHATH3Y

Page 2/2
CropiHka 2/2

OFTAQUIX® eye drops, 5 mg/ml, 0,3 ml in tube-dropper #10 -
OOTAKBIKC® xpanni o4Hi, 5 mr/mn, ro 0,3 Mn y Tobuk-kpanenbHuui Nel0

compliance with the GMP requirements of the local Regulatory Authority and with the specifications in the
Marketing Authorisation of the importing country. The batch processing, packaging and analysis records were
reviewed and found to be in compliance with GMP.

3aaBa npo ceprrudikauito:
Livim 5 3acsigyyio, Lo HaBeeHa BuLle iHGopmaLlia € JOCTOBIPHO Ta To4HOL0. Lo cepito npoaykuii 6yno
BMPOo6AEHO (BK/IIOYAOYM NaKyBaHHA/MapKyBaHHsA) Ta NPOBEAEHO KOHTPO/Ib 1l AKOCTI Ha BULLE3a3HauYeHil
AINbHULI Y MOBHIN BiANOBIAHOCTI 3 BUMoramu GIMP, BCTaHOB/IEHMMM MICLLEBUM PETYIATOPHUM OpraHom, a TaKoX

BIAMNOBIAHO A0 cneundikalii 4o TOprosin AileHsii KpalHu-imnopTepa. NpoToKony BUpobHULTBA, NaKyBaHHA Ta

aHanisis Bysio neperasaHyTo Ta BCTaHOBAEGHO BianosiaHicTL GMP

«CaHTteH AT» (Santen Oy), TAMIMEPE
26.10.2021

Qualified Person, QA Pharmacist (B.Sc.)
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