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19.08.2021

DPIIOKCAJI®

(l{dHMLH\ RAHHA r[mapu KO1'0 JBCOO} 31"];11[0 3 PLCLIPJIIIHHMM ﬂOCULI‘[LHI[){M)
Kpanui o4uHi, pozunn 0,3 %; no 5 ma y daaxoni 3 KpancibHuner; no 1 ¢uia:
KpaneJIbHHIEK B KAPTOHHIN kopolui '

(thopma BUMYCKY. 103YBAHIA, BHI NAKYRANULS NiKAPCHKOrO 34C06Y)

Homep peectpaniiinoro nocsinuenns UA/8528/01/01 erpoxk i peccTpalifinoro noceinuenss 01.01.2090

Cepis nixapebkoro sacofy Ne N29() KinexicTs BBe3eHoro aikapeskoro sacody 19600
BupobHiik Hp. Tepxapn Manu Xem.-dapm. ®abpux ImM6X, HimMegupsi T e
(safiMellysanis BUpoBHUKA JliKapChKoro 3acody, KpatHa noxomkithig) . .
Baeseno 8 Yipainy Tosapncrro 3 06Mekeno00 BiANIOBINANBLHICTIO "baJIM"', iseur. o
31816235
(HaiiveryBanss Ta koa 3a CAPTIOY ropu:minol ocobr abo NPI3BHIE, im'y, Bt Sarniin, iz

aco0H - llh"ll'lpl/l( MIIA, T aricue ODOKMBALNA TA pL(LT]’)dL[]H]I[/lH noMep OGJI[KOROI ikt lpl"h}{ LUTAT
NoA4TKiR ado LLP[H Td HOMER l'I’lLI](}DTEl)

[TpoToroa sisyanskore koutpoaw sig 08.07.2021 Ne 03-01/2033/5.

JlaGopatopinii ananis sxocTi nikapcekoro 3acoly 3aiACHeHHIT: i b el

I "[entpansha nadoparopis 3 aHaM3y AKOCTI JHKapehKUX 3ac00iB 1 MeumaHol npgwgyxuif“
(M.Kuis, Byn.Kynpssceka 10r)

( a”'\dCH}’BaHHH Ta \“CU.LJH&XOJ.[}KL”HR ﬂaﬁopdTOpl] o nposena 1l{‘l(-opalUpI”r”U’l AHATIZ KO
Bucrosok uteno sxocti nikapebkoro sacofy, Bnmannii naboparopicio sz 06.08.2021 No 1832 o
Pesynerari naboparopHore ananisy akocTi nikapcskoro 3acoy 3a MepeBipeHHMH MoKa3HUKaMK Bl,u(ti ARiIAIGTL
BHMOTAM METO/IR KOHTPOIIO SKOCTI (aHaniTHIHG- -HOPMaTHBHOT JoKYMenTauiv)., R e e

3a pesynbTaraMM TepKaBHOTO KOHTPOJIIO BCTAHOBJIEHO, 10 Nikapchknil 3acib sreseno B Y KpaiHy 2
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[Op. Tepxapa Maun, Xem.~apm. ©abpik TmOX, Himeuquwna
BpyneBiorrenep Jamm 165-173, 13581 Bepnis, HimedqnHa

Tenedon +49 (0} 30 33003 0
dakc +49 (0) 30 33093 201

Rityensin: DE_BE_01_MIA_2020_0038

Ceprudpikar signoalasocri GMP: DE_BE_01_GMP_2018_0030

Ceprudpikar AKOCTI

Qaepxysad. Valeant sp, 2 0.0. sp. J.
Ne npoaykty: 0189N1UA
Kpalha -BupobHuk: HimeuunHa

Dr.Gerhard Mann, Chem.-pharm. Fabric GmbH, Germany
Brunsbutteler Damm 165-173, 13581 Berlin, Germany

Phone +48 (0) 30 33093 0
Fax +49 (0) 30 33083 201

License: DE_BE_01_MIA_2020_0038

MpoaykT: ®nokcan® kpanni ouHi posyuk 0,3% (5 mn) dnakoH ¢ kpaneneHrueo Ne1

Hitova pevosuba: ohnokcaUnH 3Mr
Nikapceka opma: ouHi kpanni

Certificate of GMF compliance : DE_BE_01_GMP_2019_0030

Poamip | T nakysaHHs: no 5 Mn y thnakoHi 3 kpanenshuLer; No 1 hnakoxy 3 KpanensHULe B KAPTOHHIR kopobui

Ne cepil:N290
O6'em cepii: 24560 ynaxosok
Darta eupobHuuTea: 23.12.2020

[Hara aakiH4eHHs TepmiHy npuaaTHocTh 12,2023

Homep peectpauiiHoro noceigyenHa: UA/8528/01/01

Nokasnuk/MeToA KOHTPONIO

Bumoru

Pe3ynbTar BUNpoGyBaHHA

Onue

[Nposopuit, XOBTYBaTWIA BOGHKA POIUNH.

Bignosigae

KouTeikHep Kpyrnuit 6invid nanienposopwit pnakoH 3 Bignosigae

Binolo kpanenkHUL20 | BiNoK0 KPULLIKOIO.
OG'em HanoBHeHHA 250wmn 51mn
Crynidb 3abapeneHHn CryniHb 3a6apBneHHR He IHTEHCUBHILLE Y5

3a etanoH Y5
MNpo3opicTb Mposopwit BOIUMH Bianoeigae
Buanmi mexauiugdi BKAIOYEHHA MpakTutiHO BinkXKWiA Hig BAOMMIX Bianosinae
(Eep. dapm., givda pegakyia 2.9.20) HacTHHCOI

6.0 .70 6.5

pH (€ep. ®apm., piloya pegakuis 2.2.3)

OCMOnNANBHICTE

275 - 338 mocwone/kr

290 mocmone/Kkr

IneHTudikauis;
OdhnokcaumH




(1.BEPX To3NTHBHO Biarorinae
2. Y& cnektp. Mo3uTHeHO Bianoeigae

|aeHTIdikaLia;
BeH3ankoHia xnopua
(BEPX) MoawTneHo Bianosigae

KinbKicHui aHanis;

Ctpnokcaum _
(BIMX) 2.85 - 3.15 mr/mn {98 - 105%) 3.08 mr/mn

KinbKigHWit aHanis:

BeH3ankoHin xnopug
(BIHX) 22.5 - 27.5 mrimn (90 - 110 %) 24.0 mKr/mn

Aowmiwkm Ta/abo npoayxTy posnafaHHa ,
{BEPX)

Oowmiwky BignoeigHo o €ep. dapm.
Monorpacpis «Qdnokcauun», «CynyTHi

ACMILLIKKY

Bidomi:
Hecdrop odnokcauunr
(Oom. C) He Ginbwe 0.2 % 0.0 %
Decwmerun otnokcaumnH
(Qom. E} He Ginblue 0.2 % 0.0 %
N-oxcug odnokcaumH He Ginbwe 0.2 % 0.0%
(Oom. F)
S-ninepaavii odnoKcaumx He Ginebwe 0.2 % 0.0%
(Oom. D)
Cywma eifjoMux He Ginbwe 0.8 %. 0.0%
Hesidomi:
- [HaueigyansHi He Ginewe 0.2 % 0.0%
- CYMa HeBigomux He Gincwe 0.5 % 0.0%
CrepuneHicTe MoeuKeH BigNOBIAATH TECTY HA Bignoeigae
(€ep. ®apm., giroqa pegakuig 2.6.1.) CTepPUNbHICTE

Lum 5 nigreepaxyio, WO BULLEBKA3aHAa IHGOPMAaLISA € AOCTOBIPHOW Ta To4HCIO, LIS cepin fpoaykuii Gyna
BUrOTOBNEHA, BKMIOYHO 3 YNAKOBKOK / MAPKYBaHHAM | NPOBEASHO KOHTPOME 1T AKCCT! Ha BKLS3ragaHvx AinaHkax, y
noBHi# BiANOBIAHOCTI 3 BUMOramu GMP MicUEBOro perynaTopHOro oprany 1a cneuudikauismn 8 O3BONI Ha npogax
kpaiku-imnopTepa abo cneumdikauii Tosapy AnNs ACCNIMKYBAHUX NiKapcbkux 3acoTie, T1poTokonn BUpoGHUUTBE,
YNaKoBKM Ta ananizie Bynu nepernanyTi i BcTaHoBneHa sianoeiaHicTe GMP.



15.06.2021 Hokrop fipk enbamanH

Hara YnoeHosaxeHa ocoba



BAUSCH+LOMB

Op. Mepxapa Mann, Xewm.-cbapu. Pabpux TMBX, Tepuarun
BpyweBiotrenep Naum 185-173, 13581 Beprnus, Mepmanus

Tenaghou +40 (0) 30 33083 0
daxc +49 (0) 30 33093 201

fluuewann: DE_BE_01_Mia_2020 0038

Cepruduxar cootRercTens GMP: DE_BE_01_GMP_2013_0030

Ceprudpukar kavecTsa
Certificate of Quality

Fhone +48 {0) 30 33083 0
Fax +48 (0) 30 33003 201

Or.Gerhard Mamn, Chem.-pharm, Fabric GmbH, Garmany
Brunsbutteler Damm 165-173, 13581 Berlin, Garmany

Livense: DE_BE_01_MIA_2020_0038

Feayuarens /Gonsignes; Valsant ap. 2 0.0, . J.

Ne npogywra / Product No.: 0189N1UA

CrpaHa-npouseoauTens /Country of manufacturer: Fepmanus/ Sermany

Mpoaykr: enokcan® kannu rnasHute pacteop 0,3% (5 mn} dnakoH ¢ kanenbRuUen Ne1

Product: Floxal ® Eye Drops solution 0,3% [5 mi] bottle with dropper Ne1
Jehcreyiolee peujacTeo/Active substance: odnokecayun 3mr/ ofloxacin 3 my
JexapcteedHnan dhopmal Pharmaceutical form: rnaskele kannu/ eve drops
Paamep n Tvn ynakoeku: no 5Mn Bo chnakoHe ¢ kanensHuued; no 1 hnaxory ¢ KanenbHULUER B KAPTOHHOW Kopobke
Volume and type of packaging: Sml in bottle with dropper; 1 bottle with dropper in a carton box

Ng cepuu / Batch No.: N290

O6wem cepu Bafch size: 24560 ynakoeok /packages
Dara npoussogcrea / Manufacturing date: 23,12.2020
[ata okoHvaHua cpoka ropHocTl f Date of expiration: 12.2023
Homep pernctpaukoHHorc yaocToeepeHus / Registration certificate number: UA/8528/01/01

Certlficate of GMP compilance : DE_RE_01_GMP_2018_0030

Nokasarens/MeToR KOHTPONRA TpeGopaxun PeaynbTaT ucnbiTauus
Parameter/Control method Specification Result of Testing
OnucaHve MpospadkslA, XeNTOBATHIA BOARBIA CooTeercreyer
(BvayansHLIR OCMOTP) pacraop.
Appearance Transparent light yellow aqueous Complies
{visual inspection) golution.
KoHTeliHap Kpyrneifd Genvlii nonynpospavqeii CooTBeTcTBYET
{sv3yaneHBil 0CMOTP) tbnakoH ¢ Genoil kanenbHULiSHk U

Senoid KpbILLKORA.
Container Round white half-transparent bottle
(visual inspection} with while dropper piug and white cap___ Complies
OB6bLeM HanonHeHust 2 5.0 4in 5.1 mn
{BECOBOR KORTPONL)
Volume of fill 250 mi 5.1 ml
(weight control)
LiserHocTb Cipaties Me DRilea UHTEHCHERO, Ys
(Eep. ®apm., nedcreyowas pegakuus vem atanok Vs 7
222)
Colour Not mare intensely colourad Ys
{Ph. Eur. current ed., 2,2.2) than Vs
MNpospaqHoCTL Mpoapaurkii pacTaen Cooraercreyer
{Eep. ®apwm., pedcTeyiowan pegakuus
2.2.1)
Clarity Clear solution Complies

(Ph. Eur. current ad., 2.2.1)

Page 1 of 3

Snokcan® kanny thaskee pacreop 0,3% (5 mn) 2o hnakoHe ¢ keNanemaLen Nej

Floxal® Eye Drops solution 0.3% [5 mi] botile with dropper N21

Dr, Gerhard Mapn

chem. pharm. Fabrik GmbH
Brussbinator Damm 165/173
1358 Berlin

Garmany

weswBanizhoom

RIEE OO ORI

T +494073033093.0
F 442 (013033093 .324/10

Managing Dirastors Amisyericht
Eberhard K ukne Chrarioizanbiirg
Wiiliar~ Woodheld HRB 25425

Tur Mo, 3HO0449749

VATID Mo: DE 136572 944

Capus HOmep, N280
Balch No.: N280

Citibark Earupe pic, Germany brasch
Bank Code 50210900
Accountde FHNI007

EWHFT CATIDEFR

IBAR DESA 502109000254 13007



BAUSCH+LOMB

BuauMbie MeXaHUYEeCKHe BIRIOHeHUs
(EBp. Papm., AeRCTBYIOWAn peaakuus
2.9.20)

Visible particulate

contamination

{Ph. Eur. current ed., 2.9.20)

Mpakruuecky ceoBodeH OT BUAUMBIX
YacTuy

Practically free from visible particles

CooTeercrayer

Complies

pH

{(Eep. ®apm., geficTByiOwan peaakLunA
22.3)

pH

(Ph. Eur. current ed., 2.2.3)

60-7.0

6.0-7.0

6.5

6.5

OcMOnNRNbLHOCTL

(EBp. Papm., gefcTeyiOWan peaanLua
2.2.35)

QOsmolality

(Ph. Eur. current ed., 2.2.35)

275« 338 mocmoni/kr

275 - 338 mosmolfkg

290 mocMonw/kr

290 mosemoltkg

HperTudnkatua:
Identity:
CebnokeauuH
{1.BIXX

2, Y& cnektp.)
Ofioxacin
{1.HPLC

2. UV spectrum)

RonoxuTteneHo
FlonoxuTenbHo

Positive
Positive

CoorteeTcTByeT
CoorBeTCTRYET

Compliss
Complies

HasHTuthukatma;
identity:

BeraankoHus xnopua
(BIKX)
Benzalkonium chloride
{HPLC)

NonoxuwrensHo

Paositive

CooTBETCTRYET

Complies

KonuyecTaerHLIA aHanna:
Assay;

Odnokcaumt

(BIXX)

Ofloxacin

(HPLC)

2.85 - 3.15 mi/win (95 - 105%)

2.85 - 3.15 mg/ml {S& - 105%)

3.06 mrimn

3.06 mg/ml

KonuvecTReHHbIR aHarnna:
Assay:

BeH3ankoHuR Xnopug
(BOHX)

Benzalkonium chloride
{HPLC)

225 - 27.5anxrftan (90 - 110 %)

22.5 - 27.5 Ug/mil (90 - 110 %)

24.0 mrrimn

24.0 pg/ml

MpUmecy Wvnu NPOAYKTH! PE3NOKEHNA
{(B3XX)

Npumecy cornacHe Esp. dapwm.
MoHorpachua "OdnokeayuH",
"ConyTcreyowue npumecu”

Impurities and/or degradation products
(HPLC)

Impurities as per Ph. Eur, monograph
Ofloxacin, "Related Substances”

NEFOO2T QR

Pagc 2 of 3

@norcan® kannw rnasneie pactaop 0.3% (5 mn) Bo hnaxome ¢ Kanenormiei N1

Floxat® Eye Drops solution 0.3% [Smi] bollle with dropper Ne$

Dr. Gerhard Mann
chem.-pharm. Fabrik GmbH
Brunsbitteter Bemm 1651173
{3581 Bariin

Zermany

wwwbauseheom

T r4940)3033093.0
£ 4930 33093.322110

Managing Drectoes Amtsgéricht
Eberhard Kuboe Charlettenburg
Wilkam Wocdtield HRB 25425

Tax o 37004645747
VALID Mo DE 136572 944

NZ9G
N290

Cepun HOMED:
Balch No.:

Chibank Europe pis, Garmany bransik

Rank Code 50730900

Accoun ¥y 214 113007

SWIFT CHIDEFE

1BAN DESA SOZQFRR O 3D 0T



BAUSCH¥LOMB
usgscmubia:
known: _
Decdrop odnokcaumH He Boneeusm 0.2 % 0.0%
(Mpum. C)
Defluoro ofloxacin Not more than 0.2 % 0.0%
(Imp. C)
Decmerun othrickcaluH He Gonee yem 0.2 % 0.0 %
(Mpum. E)
Demethyl ofloxacin Not more than 0.2 % 0.0%
{Imp. E)
N-okeuh ocbnokeaLuH He Sonee wem 0.2 % 0.0%
(Npum. F)
N-oxide ofloxacin Mot more than 0.2 % 0.0%
{Imp. F}
S-nunepasny onoKCaLnH He Gonee yem 0.2 % 0.0%
{Mpum. D)
9-Piperazino ofloxacin Not more than 0.2 % 0.0%
{imp. D)
CyMMa U3RECTHbIX He Bonee yem 0.8 %. 0.0 %
Sum of known Not more than 0.8 % 0.0%
Heu3IgecmHbIe:
unknowi:
~ HAMBUAYENBHBIE He Gonee yem 0.2 % 00%
individual Not more than 0.2 % 0.0%
= CYMMAa HEMIBECTHBIX He Gonee yem 0.5 % 0.0 %
sum of unknown Not more than 0.5 % 0.0 %
CrepunbHOCTL HomkeH CooTBeTCTBOBATE TECTY Ha CooTeeTcTByer
(Eep. ®apm., geficTeyOWan peaakLns CTePUNLHOCTL
2.6.1.)
Sterility Musi comply with the test for sterility Complies

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

HacTosumm yTaepxaaem, NTo AaHHas cepus

npoW3BefeHa, ynakosaHa U Npoakaniskipobata a

CQOTBETCTBWMN C YCTAHOBNEHHBIMU 32KOHOM
TpeboBaHWAMU K NpoaykunM, npasunamuy GMP, ¢

AeRCTBYIOLUMIU VHCTPYKUMAMM N0 NPOUSBOACTRY 1

aHanwuay.
OTKNOHEHWA, KOTCPLIE MOrnk Gkl OKA3ATb

HeSnaronpuaTHLIN athhekT Ha KaECTBO NPOAYKLUN,

He HaGnwpanocs. Capus COOTERTCTRYET
YCTaHOBMEHHLIM CNeludukaluam n JonyLLeHa &

We hereby confirm that the above mentioned batch
has been produced, packed and tested in accordance
with the relevant statutory provisions, GMP regulations
and with the currently valid manufacturing and testing
instructions.

No deviations occurred which could have an adverse
efiect on the quality of the product. The batch
Complies with the agreed specifications and has been
released for dispatch.

peannaagun
15.06.2021 ‘ Dr. Dirk Feldmann
Bara/ YNonHOMOYEHHOE NnLo/
Date Qualified Person
Page 3 of 3 onokcan® kanmia rnasHsie pacTecp 0.3% (5 mn) 2o (hhaxDne ¢ kanensHuuen Nel Cepnn nowep: N290
Fioxal® Eye Drops solution 0.3% |5 ml] bollle with droppes Net Balch No.: 290

T +494(3033093-0
£ +434030 33093 322110

wewi e Daaszh.com

Dr. Garhard Mann
chpm.-pharm. Fabrik GmbH
Brunshitteler Damm 1657173
13581 Bertin

Garmany

MEFOOIS ChiN

Maraging Birectors
Eberharg Kihne
William Woedbeid

Amisgecichn Ciibark Europe ple, Germany branch
Sharalenburg Bark Code B0Z10700

HRE 25425 Aesount No 214 113 007

Tax Neo. 37004/40749 SWIF1 CITHaEFF

VALID-No. DE1365/2%6  IBAN DEEY RO CHD0 0214 N300



Ip. Tepxapg Mann, Xem.-thapm, dabpik FMEX, HiMeuurha
Bpynctiorrenep Qamm 165/173, 13581 Bepnin, Himeuunna

Tenedion +49 (0) 30 33093 0
thakc +43 {0} 30 33093 201

Niueusia: DE_BE_01_MIA_2020_0038

Cepthdiikar eignosignocti GNP DE_BE_01_GMP_2019_0030

Ceptudpikar sikocTi

Onepxyeay: Valeant sp. z 0.0. sp. J.
Ne npoayicry: 0189NTUA
Kpaika -BupobHMK: Himeuyuna

FipoaykT: ®nokcan® xpanni ouHi posyuH 0,3%

Ailoya pevosuHa: ognokcaum 3mr
Jlikapcbka chopma; oyHi kpanni

Poamip i Tun nakysanHa: no 5 Mn y donaxowi KpanenbHULe:o;

Ne cepiiiN321
Ob'em cepil: 188430 ynakosox
Lara BupoGhuuTtea: 20.04.2021

Hara sakinuenna Tepminy npuaaTtHocT: 04.2024

Phone +49 (0) 30 33003 0
Fax +48 (0) 30 33003 201

Dr.Gerhard Mann, Chem.-phamn. Fabric GmbH, Gemmany
Brunsbutteler Damm 165/173, 13581 Berlin, Gemany

License: DE_BE_01_MIA_2020_0038

{5 Mn) onakon ¢ kpanensHuLeo Neq

Homep peectpauiitnoro nocsiguenns; UA/8528/01/01

no 1 (hnaKoHy 3 KpaNENbHULEIO B KAPTOHHI KopoGui

Certificate of GMP compliance ; DE_BE_01_GMP_2019_0030 1

Nokaszuuk/MeTtog KoHTPOMO

Brumorn

PesynbTar BUnNpobysaHx

Onuc

Mposopnit, 0BTYBATUI! BOAHUH POUUH,

Bianoeinae

HA

Kowreiitep Kpyrnui Gimuid HaniBnposopwii donakoH 3 Bianogigae
Binoto kpanenbHULIEIo | BiNoi KPULLIKOIO.
O6'em HanoBHeHHA 250mn 5.1 mn
Crynivb 3abapeneHHs Crynidb sabapenexHn He iHTeHCHBHIWE Y5 f
3a eTarnoH Y5 f
[MposopicTe Mpozsopuii posyuH Binnosigae ,
Buaumi mexaHiuHi BKNIOYEHHS MpakTUyHo BiNLHKA BiA BUAMMNX Bignosinae :
{E€sp. Papm., gilova pesakuia 2.9.20) YACTUHOK
pH (€Bp. dapm.,, aitova pepakuis 2.2.3) 6.0- 7.0 6.4 ‘
OcmonsanbHIiCTe 275 - 338 mocMorib/kr 301 mocmonb/ur
laexrudpikauis:

Qdhnokcaumn




Ap. Tepxapa Mann, XeM.-cbapm. daBpik MmGX, Himeyuuna
BpyHcBioTTenep Aamm 165/173, 13581 Bepniv, HimeuunHa

venedoH +49 (0) 30 33093 ¢
dake +49 (0} 30 33093 201

Niuenain: DE_BE_01_MIA_2020_0038

Ceprudhikar Bignosignocti GMP: DE_BE_01_GMP_2019_0030

Ceprudikar akocTi

Oanepsxysad: Valeant sp. z 0.0. sp. J.
Ne npogykry: 0189N1UA
Kpaiia -BupobHuk: HiMeuuuHa

Phone +49 (0) 30 33083 0
Fax +49 () 30 33093 201

Mpoayit: @nokcan® kpansi o4k posHiK 0,3% (5 M11) (PNaKoH ¢ KpanenbHutelo Ne

Hiloya pevoBuHa: odnokcaLH 3mr
Tixapcwka chopma: ouHi kpanni

Dr.Gerhard Mann, Chem.-phamm. Fabric GmbH, Germany
Brunsbutteler Damm 165/173, 13581 Berlin, Germany

License: DE_BE_01_MIA_2020_0038
Certificate of GMP compllance : DE_BE_01_GMP_2019_0030

Posmip i Tvn nakyeakHs: no 5 mn y dnakoHi 3 kpanensHuue:o; o 1 uiakoHy 3 KpanesnbHULEKD B KapTOHHI Kopobui

Ne cepii;N321
Ob'em cepii: 188430 ynakosok
Hara supoBuuuTea; 20.04.2021

Lata sakiHuyeHHa Tepminy npnaaTHocTi: 04.2024

Howmep peectpauliitHoro noceiguenHs: UA/8528/01/01

Mokasnux/MeToa koHTponio

Bumoru

PesynkTar BUNPoByBaH

Onuc

Mpo3opuit, KoBTYBaTWI BOAHWIA PO3HMH.

Bianogigae

HA

KoHTeiinep Kpyrnui Ginui vanienposopuii drakoH 3 Bianosinac E
Binoio kpanensHUUEIO | BINOK KPUWIKOHD. i
O6'em HanoBHeHHs! 25.0mMn 5.1 mn [
)
i
CryniHb 336apaneHH;i CryniMb 3abapeneHHs He IHTeHCHBHILE Y5 :
3a eTanoH Y5
NMposopicTb Iposopuit posynH Binnoeigae .
l
|
Buanmi mexaniuHi BrNOYSHHS MpakTuyHO BiNbHWI Big BUOUMIX Bignosigae '
(€8p. Papm., giloya pegakuis 2.9.20) YaCTUHOK
PH (€Bp. ®apm., pitova peaakuis 2.2,3) 8.0-7.0 6.4 :
|
OcmonaneHicTL 275 - 338 mocmons/kr 301 mocmonb/kr #
IgeHTUhiKauis:

Odbnokcaums




Hokrop KpictiaH KbonsH

Inignnc/
03.08.2021 Hokrop Hipk PenbamaHH
Hata YnoeHoBaXeHa ocofa



(1.BEPX Ho3nTuBHO Bignosinae
2. Y& cnekp. MoawTneHo Bignosinae

ineHTUdDiKaLis;
BeHzankoHia xnopua

(BEPX) MosutneHo Binnosigae
KinexicHunii ananis;

Odcbnokcaliuu

(BKX) 2.85 - 3.15 mr/mn (95 - 105%) 2.99 mrfmn

KinskicHuid aHanis;
beHsankonia xnopug
(BIXKX) 22.5 - 27.5 mxr/ms (90 - 110 %) 24.8 mKr/mn

Bowmiwikn Ta/abo npogyirk posnagaHHs ,
(BEPX)

Dowmiwkn eignosigHo Ao €sp. dapm.
Motorpathia «Ocriokcaumuk», «CynyTHi

JoMilWKkus

Bidomi:
decrop odnokcauuH
{Oom. C}) He Binbwe 0.2 % 0.0%
HecmeTtun odbnokcauwH
(dom. E}) He Ginbwe 0.2 % 0.0%
N-ckena odrokcayun He Ginblwe 0.2 % 0.0%
(Aom. F)
9-ninepasuH ohnokcaumH He Ginbwe 0.2 % 0.0%
{Oom. D)
Cyma sigomux He 6inbwe 0.8 %. 0.0%
HeeiGomi:
- iHanBigyanoHi He Ginbwe 0.2 % 0.0 %
- CYMa HerigomMux He Ginbwe 0.5 % 0.0%
CrepunbHicTe FlosudeH sipgnosigaty Tecry va Bianoeinae
(EBp. ®apm., giova peaakuin 2.6.1.) CTEpPUAbHICTL

Hum 5 nigreepgyxyto, WwWo AaHa cepia BrpoGreHa, ynakoBaHa | npoaHanisosana y signosinHocTi A0 BCTaHOBNEHNX
SAKOHOM BUMOram Ao npodyKuil, npasun GMP, fitounx HeTpyKuif no BUPOGHWMLTBY Ta aHaniay.

BigxunneHb, siki mornv 61 HeraTueHo BIUINHYTY Ha sKicTe NpoAYKUiT, He sadbikcosaHo. Cepis Bignosiae
BCTaHOBNEHUM cheundikauinam i Bunywena e obir.



BAUSCH +LOMB

Op. Tepxapa Many, Xem.-bapm. @aGpuk TMEX, Mepmanna
BpyrctioTrenep Namm 165/173, 13581 Bepnuy, Mepmanun

Dr.Gerhard Mann, Chem,-pharm. Fabric GmbH, Germany
Brunsbutteler Damm 165/173, 13581 Berlin, Cermany

TenedoH +49 (0) 30 33093 0
chake +49 {0) 30 33093 201

Nuyensur: DE_BE_09_MIA_2020_0038

CepTudnkaT-cooTReTCTBHA GMP: DE_BE_01_GMP_2079_0030

Ceprudmkar kavecrea
Cettificate of Quality

Phone +49 {0) 30-33093 0
Fax +49 (0) 30 33093 204

License: DE_BE_01_MiA_2020 0038

flonyyatens /Consignee: Valeant sp. z 0.0. sp. J.

Ne nponykra / Product No.; 0189N1UA

Crpana-npoussogurens /Country of manufacturer; Mepmanna/ Germany

MMpogyxt: ®nokcan® kapnm rnasHeie pactaap 0,3% (5 mn) dnaked ¢ kanenbHuueih Nei

Product: Floxal ® Eye Draps solution 0,3% [5 ml] boftle.with dropper Ne1
AevcTayiowee sewtecTao/Active substance: ognoxcauur 3mr/ ofloxagin 3 mg
llexapereernan copma/ Pharmaceutical form. rnasHble kannu/ eye drops
Paamep 1 Tun ynakosiu: o 5MA Bo dhnakoe ¢ KanenbHuLel; no 1.tnakoHy o kanenbHuuei & ka PTOHHOW KopoBKke
Volume and type of packaging; 5ml in botile with drapper; 1 botlle with dropper in a-carton box

Ne cepun / Batch No:: N321

O6wém cepnv\ Baich size: 188430 ynakosok fpackages

Jata npoussogerea / Manufacturing date: 20.04.2029

farta okoHuanua cpoka rogHocTu / Date of expiration! 04.2024
Homep peructpamonHoro. yaoctoepenus /! Registration cerlificate number: UA/8528/01/01%

Cortificate.of GMP compliance ; DE_BE_J1_GMP_2019_0030

NoKasaTens/Meton koHTpONA TpebGoBanusr PesyneTat ucnbITaHKus
Parameter/Control method Specification Result of Testing
Cnucanve Mpospavnblil, KenrToeaTsii BOAHBIA ‘CooTBETCTRYRT
(BusyanbHLIi OCMOTP) pacraop.
Appearance Transparent light yellow agueous Complies
(visual inspection) sglution;
KouTehHep Kpyrnuiti Gensiii nonynpospaqHoii CooteetcieyeT
(BiHayanbHoIt ocMOTP) chrrakor ¢ Benol KanenkHWLEHR W

Benoil Kpbitkoni,
Container Round white hali<transparent botile
{visual inspection) with white dropper plug and'white cap  Complies
O6beM HanonHeHWs 250 mn 5.1 mn
{B@COBOW KOHTpPONb)
Volume of fif} =25.0ml 5.1 ml
{weight control)
LiBeTHOCTD OxpalleH He Sonee UHTEHCWBHG, Ys
{(Esp. ®apm., AefcTEYI0M|an peaakLus Yeh STanoH Ys
2.2.2)
Colour ) ‘ Not mere-infensely coloured Ys
(Ph. Eur, current ed., 2.2.2) than Ys:
IpospavHocTb Tpospaqibii pacTeop CooTseréTeyer
(EBp. hapw., aeiicrayiollan peaakuust
2.2.1)
Clarity Clear solution Complies

_(Ph. Eur, current ed., 2.2.1)

Pagc 10f3

Pnokcand? keanm rastse pactaop (3% {5 s 8o dnaxkane ¢ tanensruuesi Het

Floxal® Eve Drops solulion (,3% [5 ml)  bollle willvdropper Nel

*
Cepna vomep:
Balch No.!

N3Z1
N321

Pr. Gerhard Mann T +49({30330%3.0 Manaping Rireglors  Amisgericht Ciibark Eyrope pic, GeFmany branch
E chem.pharm_Fabriic GmbH ~ F +49{Q)30 33093.322A110  Eberhard Kihae Chrardoltenburg Bank Code 50210900
g Brunsbilteler Gamm'165/1753 wwwbausch.com Williar: Woodliald HRB 25425 Accouni No 214 N2 007
g 138H1Berlin Tex Noa 37004749749 SWIFT CITIDRER
§ Germany VATID.Mo: DE 136872946 BAN DES4 50210900 02141130 07



BAUSCH+LOMB

BUGNMbIC MEXaHHUECKHS BKITKOMEHUS
(Esp. dapm., AelicTBylonag pesakuns’

2.9.20)
Visible particulate
contamination

{Ph, Eur, current ed., 2.9.20)

TlpakTusiecki ceoBOAEH OT BUANMBIX
MacTiy

Practically free from visible particles

CooTtReTCTBYET

Complies

pH

(Eep. dapwm., fefAcTeyOWAan pepakLms

223)
pH

{Ph. Eur. current ed., 2.2.3)

60- 7.0

8.0-7.0

6.4

6.4

OCMONANLHOCTH

{EBp. ®apwm., geficTayiollan pesaruUms

2.2.35)
Csmaolality

{Ph. Eur. current ed., 2.2.35)

275 - 338 mocmorib/ur

275 - 338 mosmolfkg

301 Moc}monbfrgr

301 mosmolikg

Maenruhukauus:
Identity:
QOthnokcauuy
(1.BIMHX

2, Yo cnexktp.)
Ofloxacin
(1.HPLC

2. UV spectrum)

MonoxurensHo
[lonoxuTensRo

Positive
Positive

CooreeTcTByeT
CooTeercrayer

Comiplies
Complies

WaeHTucburkayua;
Identity:

BeH3anNKoHUA XNopUS
(BINKX) .
Benzatkonium-chloride
(HPLC)

MonoywmTensHo

Posifive'

CooTeeTcTByET

Complies

KonuuyecTreHHIn aHanua:

Assay:
Qdhnokcauny
(BOXKX)
Oflaxacin
{HPLC)

2.85 - 3.15 mrfmn {95 - 105%)
2.85 - 3,15 mg{ml (95 - 105%)

2.99 mr/mn
2.98 mgiml

KonuvyecTaeHHbIW aHanua:

Assay,

bBen3ankoHus xmopug
(BOXKX)
Benzalkonium chloride
{HPLC)

22,5 - 27.5 mkr/ian (90 - 110 %)
22,5 - 27:5 ygiml (90 - 110 %)

24.8 mrrimn

24.8 pg/ml

Mpumecy Wunn NPoAYKTH! pasnodkeHua

(BOMHX)

Mpumecy cornacHo Esp. dapm.
Monorpacthua "Odpnoxcatins’,
"ConyTervsyiowke npumecu”

Impurities and/or degradation products

(HPLC)
impurities as per Ph. Eur.

monograph

Ofloxacin, "Related Substances®

HEF G TRAg

Fago2of 3

Dr Gerhard Mann
chemi-pharm, Babrik GmbH
Brunshiitelar Damm 1654173
13581 Beslin

Germany

onokcand] kanns tradksie pacreop 0,3% (5 mn} 8o thnakowe ¢ KanensHuuen N2l

Floxal® Eye Drops solution 0,3% {5 mi] batlle wilh dropper Net

T +4%(0530 33093.0

F +42 1030 38093.522/110

wiwhidusth.com

Monaping Direttors  Amtsgerichl

Ebarhard K ahne Ghatluliesburg
Witliam Wordticls HRB 25425
Tax NesBHOU4/49759

VATID.No.DE13 6572944

CepuA Howep:
Balch No.:

Citibank Europe ple, Sermbny branch
Baok Code 50210900

Accoust Mo 21413 007

SWIFT CITIOEFE

1BAN

321

N3z1

DES4 50210900 021413007



BAUSCHE-LOMB

uzsecmHbie;

knowr :

AecdTop odinokcalmu He Gonee yem 0.2 % 0.0%

(Mpww. C)

Defiuore ofloxacin Not mare than 0.2% 0.0%

(fmp. C) _

HecmeTun ognokcauuu He Gonee vem 0.2 % 0.0 %

{Fpum. E)

Demethyl ofloxacin Not morethan 0.2 % 0.0 %

{Imp. E)

N-okcug onokcalivH He Bonee yem 0.2 % 0.0%

{Mpym. F)

N-oxide.ofloxacin Not more than 0.2 % 0.0%

{lmp. F)

9-nunepasur o rokcaLiH He Gonee vem 0.2 % 0.0 %

(Mpum. D)

9-Piperazino ofloxacin Not more than 0.2 % 0.0% -

{imp. )

Cymma n3pecTHbIX He Gonee 4gm 0.8 %. 0.0%

Sum of known Not.more than 0.8 % 0.0%

HeuasecmHbe;

unknown:

- KHANSUZYyanbhke He Bonee vem 0,2 % 0.0%

individual Not'more than 0.2 % 0.0%
~ CYMMa HEM3BRETHBIX He Boriee vyem 0.5 % 0.0%
sum of unknown Not'more-thai 0.5% 0.0 %

CrepunbHOCT fAomkel cooTBETCTBOBATE TRGTY Ha Cooreetcreyer

{EBp. ®apm., aefcreyiowan pegakuvs CTEPUIMLHOCTD '

2.6.1.)

Sterility Must comply with the test for sterility Complies

(Ph. Eur, current ed., 2.6.1.}
Hacrosiuum yreepigaem, 4to AanHan cepus We hereby-confirm that the above mentioned batch
NpousBeneNa, ynakosaHa # NpoaHanusupoBana B has been praduced, packed and tested in accordance
COOYBETCTEMU C YCTAHOBNEHHBIMK AaKOHOM with the relevant statutory provisions, GMP regulations
TpeboBaHuAaMY K NPoAYKLKY, Npasunamy GMP, ¢ and with the currently valid manufacturing and testing

ASVCTBYIOIMMU NHCTPYKUMAMMW N0 NPOM3BEACTBY M Instructions. .

aHanusy.

OTKACHEHWH, KOTOPLIE MOrAN Bl OKA3ATDL

No deviafions occurred which could have an adverse

HEONAroMpUATHLIN ad(hekT Ha KayecTEOo npoaykuuu,  effect on the quality of the product. The batch

Re Habnoganoc,. Cepus cOOTBETCTEYET

Complies with the agreed specifications and has been

REFCsh wirg

YCTaHOBAGHHBIM CneLvthukaLiMam w 4onyweHa K released for dispatch,
peanusauwn .
4 Z
‘ 4
-
[ 4 1+
, 1. Christian Kl
03, AUG, 2021 D Gl
Dr. Dirk Feldmann
Oaral YnonHaomouerHoa nuLio/
Date Qualified Person
Page 3ol 3 Prokcant kanis rraskele pactaop 0.3% (5 ma) 80 dinakore ¢ kenensiaueh Net  Gepua nowep: N221
Floxal@ Eye Drops spiulion U.3% (5 ml]  badlle with dropper Ned Batch No.: N321
Br. Gerhard Mann T +49{0)30 33093.0 Managing Directors  Amfsgericht Chibank Europe ple, Germany branch
chem.-pharm, Fabrik GmbH  F +4%(313033093-322/110  Eherhord Kotine Charlollenbusy BapkCode  HOZT0D
Brunsbutteler Damm 165173 wwrehausch.com Williem Woodtielg HRB 25425 AccountNo 214 113007
13581 Berlin Jos, Ne. 32D04/59740 SWIFT CITIDEEF

Gormany

VATAD-Ha:DE126572945  [EAN DE54 50210900 0214 113007



JAEPXJIIKCJIYXXBA
HAEPXKXABHA CJYXKBA 3 JIIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMMA
Y JHIITPOIIETPOBCHKIN OBJIACTI

Juinpo, nn.CobopHa,4, k. 601-605, 49005, Ten. (066)3454171
E-mail: dls.dp@dls.gov.ua,https://www.dls.gov.ua, Kog €/IPIIOY 37070665

BUCHOBOK
NPo AKicTh BBe3eHOro B YKpaiHy JikapcbKoro 3acody
23.11.2021 Ne 71208/21/0411
DOJIOKCAJI®

(naltMeHyBaHHS nikapchkoro 3aco6y 3riJIHO 3 peecTpalifHUM TOCBIMEHHSM)
Kkpamii o4Ri, po3unH 0,3 %; mo S ma y purakoni 3 kpanesbHueio; no 1 guakony 3
KpaneJbHHUEI B KAPTOHHIN Kopooii

(¢opma BHITyCKY, A03YBaHHS, BU]] TAKYBAHHS JIiKapChKoro 3acoly)

Howmep peectpauitinoro nocsinuenns UA/8528/01/01 crpox xii peecrpauiiinoro nocsiguenns 01.01.2099

Cepis Jikapcekoro 3acofy Ne N321 Kinbkicts BBe3eHOT0 sikapcbkoro 3acoby 30000
BupoGHuK ~ Hp. 'epxapn Mann Xem.-papm. @abpux I'm6X, Himeuunna
(HaliMeHyBaHHs BUPOOHHUKA JlikapchKkoro 3aco0y, KpalHa HOXOMKEHHA)
Baeseno B Vkpaiy ToBapucTBO 3 00MexkeH010 BitnoBinaabHicTio "Ba/IM", inenr. kox:
31816235

(nailiMenyBaHHs Ta ko 3a €/IPTIOY opuanunoi ocobu abo npissuiie, iM's, 110 GaTLKOBI
¢izuuHol 0cobu - mianpueMus, ii MicLe NPOXUBAHHS Ta PEECTpalLliiHUi HOMEp 00iKoBOT
KapTKH [UIATHUKA NojaTkis abo cepis Ta HOMEp nacopra)

Iporokoa BisyannHoro kourposio sig 22.11.2021 Ne 03-01/3998/1.

3a pe3ynbTaTaMM J[epKaBHOFO KOHTPOJIKO BCTAHOBJIEHO, MLI0 JIiKapchbkui 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHMAM BUMOTr 3aKOHOAABCTBA LI0/I0 3a6€3NEUEHHs AKOCTI JIKapcbKkuX 3acobiB.

Hauaneruk JlepskaBHOT CIyx6H 3
JKapChKUX 3aC00iB Ta KOHTPOJIIO 32

; e 1Onis OBYAPEHKO
HapKOTHKaMU y JIHIITponeTpoBChKit
obnacri
(mocanosa ocoba opraHy J€p>KaBHOTO KOHTPOJIIO) (ni;mucy > (iHiniauu Ta Api3euiie)

MLIL
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