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JTEPKABHA CIHYXBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPO.JIIO 3A
HAPKOTHNKAMM Y KHIBCBHKIH O JIACTI
npos. Ceitnnunoi Hanii, 3, M. Kuis, 02099, ten/tdake: (044) 363-06-50

E-mail: dis.ko@dls.gov.ua, Kog €IPIIOY 3701

BHCHOBOK

8774

NPo SIKICTH BRE3EHOI0 B Y KPaiHy JIKApChKOro 3acody

11.01.2024

OJOKCAJI®

Ne 25/24/10

(HaliMeHYBAHHA HiKapChKOTO 3ac00y 3TiJHO 3 peecTparfiiiRimM I“IO;CBIIE‘IGHHHM)

Kkpamnii o4ui, po3uuH 0,3 %; o 5 ma y ¢uraxoni 3 KpaneibH
KpanelbHUIEH B KAPTOMHIH Kopo6ui

H1e10; o 1 (bJIaKOHy 3

(dhopMma BUITYCKY, AO3VBAHHA, BilI NAKYBAHHA JIKapCLKOio Bacoby)

Howmep peectpaniiinoro nocsinuenns UA/8528/01/01 crpok aii peectpauiiinoro

nocaiguenns 01 01 2099

Cepis nixapcbxoro 3acoby Ne N543 Kinbxicts BBe3enoro mikapcpkoro 3acoby 36260

BupoGHuK Ap. I'epxapy Mann Xem.-papm. Pabpux I'moX, HiMeyunsa.

(naiimMenyeanng supolHuKa NiKapesKOro 3ad

Bseseno B Yrpainy CnijibHe yKPalHCBEKO-ECTOHChKE MIANIPHE

oGy, KpaiHa MOXo/KeHH:)

1cTBO y hopMi ToBApHCTBA

3 00MeEKeHO010 BIANOBIAAJLHICTIO ”OHTIM -Papm, JITI[”, IICHT. KO

21642228 E

(Haitmenysanus Ta koa 3a €LPIIOY ropunnunoi ocobH afd

O npispuie, iM'a, no 6aTbKoBi BisnyHOl

ocofH - mAnpHeMIL, 1 Micile HPOKHBaHHA Ta peecTpantiiinuil HoMep oOAIKOBOL KAPTKH NAaTHAKA

1oAaTKis abo cepis Ta HoMe]

IIpoToxoa Bizyaasuoro kourposaro six 09.01.2024 Ne 0004/8.

3a PE3YIABTATAMH ACPKABHOIO KOHTPOAK BCTAHOBMICHO, IO HiI{ﬂpCBKHﬁ

f1acnopTa)

3acl® BEe3eHO B VYKpaiHy 3

AOTPHMAHHAM BuMOr 3aKOHOZABCTBA MOA0 3a0€3NeHEHHA AKOCTI JKAPCHKEX 3ac0BiB.
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Op. Tepxapp Mamnn Xem.~-papm. Gabpuxk MibX, Himevyuna Dr.Gerhard Mann, Chem.-pharm. Fabric GmbH, Germany
bpyHcbiotTenep Oamm 165/173, 13581 Bepnin, Himeyuusa Brunsbdltteier Damm 165/173, 13581 Berlin, Germany

TenedoHd +49 (0) 30 330930 Phone +49 {0} 30 33083 0

thake +4G (0) 30 33093 201 Fax +49 (0) 30 33093 201

Niuenaia: DE_BE_01_MiA_2021 0041 lLicense: DE_BE_01_MIA_2021 0041

Ceptudbikar signosignocri: DE_BE_01_GMP_2021 0060 Certificate of GMP compliance: DE_BE_U01_GMP_2021_ 0060

Ceptudikar AKocTi
Certificate of Quality

Opepxysay /Consignee: Bausch & Lomb Poland

Ne npoaykry / Product No.: 0189N1UA

KpaiHa -BupobHuk /Country of manufacturer: Himeuuura/ Germany

Npoayxr: dnokcan® kpanni ouHi posunH 0,3% (5 MN) GnakoH ¢ kpanensHuLeo Ne?

Product: Floxal ® Eye Drops solution 0,3% [5 mi] bottle with dropper Ne1

Oiova peuosuna /Active substance: odnokcaumH 3mr/ ofloxacin 3 mg

Jikapceka dopma / Pharmaceutical form: oysi kpanni/ eye drops

PoaMmip | Tun nakysaHHs: no 5 Mn y dnakoHi 3 kpanensHuueo; no 1 (ONAKOHY 3 KPanenbHULESIO B KAPTOMHIA kOpobLy;
Volume and type of packaging: 5mi in bottle with dropper; 1 bottle with dropper in a carton box
Ne cepii / Batch No.: N543

OB'em cepii\ Batch size: 33850 ynaxoeok /packages

Hata supobHuurea / Manufacturing date: 26.10.2023

[lara sakinyenHs Tepminy npugatnocti / Date of expiration: 09.2026

HoMep peecTpayittoro noceinyends / Registration certificate number: UA/&528/01/01

flokaznuk/Meroq KoHTponto Bumoru PeaynbTaT BUnpoGyBaHHS
Parameter/Contro! method Specification Result of Testing
Onuec [lposopui, MOBTYBaTUY BOOHWA po3dnd.  Bignosinae
(BiayansHui ornag)
Appearance Transparent light yellow agueous Complies
{visual inspection) solution.
KoHTedxep Kpyrnuil Oinni vanisnposopuii thnakod 3 Bianosigae
(Bi3yansHui ornag) 0inoio kpanensHuyeto | HINo KPULLIKOIO,
Container Round white half-transparent bottle with  Complies
{visual inspection) white dropper plug and white cap
Ob'em HaNOBHEHHS 250 mn 5.1 Mn
(BaroBU# KOHTPONL)
Volume of fill 250 ml
{(weight control)
CryniHb 3abaperieHHA CryniHb 3abapenerHs He iHTeHCUBHIL
(&8p. Gapm,, giiova pep,., 2.2.2) 3a eTanoH Ys
Colour degree Not more intensely coloured
(Ph. Eur. current ed., 2.2.2) than Ys
Crop./Page 1 of 4 dnokcan® kpanni ouni posunn 0.3% (5 mn} y chbnakori 3 kpanenbHYLeio Ne Cepis Homep: NE43
Floxal® Eye Drops solution 0,3% [5 mi]  bottle with dropper Nei Balch No.. N543
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[posopicTs i Iposopuin posvud Bignosipnae
(E8p. ®apm., gitcya pes., 2.2.1)

Cilarity Clear solution Complies
(Ph. Eur, current ed., 2.2.1)

ByUaKMI MeXaHI¥Ri BKAIOYEHHS [pakTuyHo BINbHWA 8if BUEUMKX Binnosigae
{€Bp. Dapm., givva pegn., 2.9.20) YACTUHOK

Visible particle contamination Practically free from visible particles Complies

(Ph, Eur. current ed., 2.9.20)

OCMONANbHICTL

(EBp. Papm., gliova ped., 2.2.35)
Osmolality

(Ph. Eur. current ed., 2.2.35)

275 - 338 mMocMonb/Kr

275 - 338 mosmol/kg

298 mocmMmonb/xr

299 mosmol/kg

pH

(€Bp. ©apm., givda peg., 2.2.3)
pH

(Ph. Eur. current ed., 2.2.3)

6.0-70

60~ 70

lneHTuhikayin;
identity:
OdanoxkcauuH
(1.BEPX

2. YP cnekp.
Ofloxacin
(1.HPLC

2. UV spectrum)

6.4

6.4

F103NTUBHO
[MO3UTUBHO

Positive
FPositive

Bignosisace
Binnosinas

Complies
Complies

ineHTudikauin:
[dentity:

beHsankoHis xnopug
(BEPX)

Benzalkenium chloride
(HPLC)

[To3uTUBHO

Positive

Binnogifac

Complies

KiNbKiCKWIA aHania:
Assay:
OdbnoxcauuH
(B3IXKX)

Offoxacin

(HPLC)

2.85 - 3.15 Mr/mn (95 - 105%)

2.85 - 3.156 myg/ml (95 - 105%)

2.98 mr/mn

2.98 mg/ml

KineKicHui® aHanis:
Assay:

bBeHsankoHis xnopua
(B3HX)
Benzalkonium chloride
(HPL.C)

22.5 - 27.5 mkr/mn (90 - 110 %)

- ‘ 27.5 pg/ml (80 - 110 %)

24.3 mKirfmvn

24.3 pg/mi

Crop./Page 2 of 4  ®nokcan® kpanni oxni posunk 0.3% (5 win} y dnaxods 3 KpanensHuuen N
Floxal® Eye Drops solution 0,3% {5 ml] bottle with dropper Net
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Domiwikn 1a / abo npogyKTh posnanarts ,

(BEPX)
Impurities and/or degradation products
(HPLC)
Bidomi:
known:
HecdhTop obnokcaywH He &inble 0.2 % 0.0 %
(Homiwka C*)
Defluoro ofloxacin Not more than 0.2 % 0.0 %
{Imp. C*)
[ecmeTnn opnokcauny He Binbwe 0.2 % 0.1 %
(Gom. E7)
Demethy! ofloxacin Not more than 0.2 % 3.1 %
(Imp. E™)
N-oKkCua odpnoxcaumH He Ginbwe 0.2 % 0.0 %
(dom. F¥)
N-oxide oftoxacin Not more than 0.2 % 0.0 %
(Imp. F*)
O-ninepasuH ohrokcaumnH He Ginbwe 0.2 % 0.0%
(Aom. D*)
9-Piperazino ofloxacin Not more than 0.2 % 0.0 %
{imp. D*)
Cyma sinomux He 6inbwe 0.8 %. 0.1%
Sum of known Not more than 0.8 % 0.1 %
Hegidomi:
unknown:
- IHAMBInyAanbHi He Binbwe 0.2 % 0.0 %
individual Not more than 0.2 % 0.0 %
~ CYyMa HeBiAoMUX He Binbwe 0.5 % 0.0%
sum of unknown Not more than 0.5 % 0.0 %
CTepunbHicTb NosuHeH BignoBigaTy TecTy Ha Bipnoeipae
(Cep. ®apm., 2.6.1.) CTEPUNBHICTL
Sterility Must comply with the test for sterility Complies

(Ph. Eur. current ed., 2.6.1.)

* Homiwkk srigHo €8p. ®apm. Mororpadis "Ochrnokcauus”, "CyayTHi [OMILLKA"
Impurities as per Ph. Eur. monograph Oficxacin, "Related Substances”

Crop./Page 30f4  dnokcan® kpanni ousi PO3uvH 0,3% (5 ran} y (hnaxoki 3 kpanenbHuuee Nel
Floxal® Eye Drops solution 0,3% [5 mi] bottie with dropper Neit
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MET L s

Lium 5 nigvsepaxyo, Wo syliieBKka3aHda indopmadia €
LJOCTOBIDHOK Ta TouHow. LA cepis npoaykuii 6yna
BUIrOTOBNEHA, BKIHOYHO 3 YNAKOBKOIO / MapKyBaHHAM |
NPOBEAEHO KOHTPOINb 1] AKOCTI Ha BULE3TaaaHWXx
AinsIHKAax, y NOBHIW BIANOBIAHOCTI 3 Bumoramy GMP
MICLI@BOro PerynaATOpHOro oprary Ta cneuvdikallismu
B A403BONI Ha npojax kpalHu-imnoprepa  abo
cneuudikailii ToBapy Ans NOCNIAXKYBERKUX NKapChKUX
sacobiB. [lpoTokonn BUPOGHKYTBA, VYNAKOBKM T4
aHanisie  Oynn  nepernAHyTi | BCTaHoBneHa
BIAMOBIAHICTE GMP.

17. NOV. 2023

| 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 or product
specification file for Invesiigational Medicinal Products.
The batch processing, packaging and analysis records
were reviewed and found to be in compliance with GMP .

N
Dr. Christian Koiln
Dr. Dirk Feldmann / DoxkTop [ipk ®erbamanH

HaTta/Date

YnosHOBaXeHa ocoba/
Qualified Person

Crop./Page 4 of 4  ®nokcan® kpanni oun| po3avin 0.3% (5 mn) y thnakomi 3 kpanensruuers Nef Cepin Howep: NHA3
Floxat® Eye Drops solution 0.3% [5 ml] bottle with dropper Ngi1 Batch No.. N543
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