JEPKABHA CIYXKBA 3 JHKAPCHEKIX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHKAMMR Y KHiBCBhKINA OBJIACTI

npos, Ceitananol Hamif, 3, m.Kuie, 02099, ren/daxc: (044) 576-40-41
E-mail: dis.ko@dls.gov.ua, Kox EJIPIIOY 37078774

BUCHOBOK
npe AKiCTh BBE3¢HOI0 B YKPAiRy JiKapchroro 3acody

04.02.2025 Ne 3163/25/10

JATAHOKC®

(HafiMeHYBaHHA AIKAPCHEOLO sacofly 3TiAKe 3 peecTpaniiinM NOCRATEHHAM)
kpanii ouni 0,005 % no 2,5 ma posuuny y ¢aaxoni-xpaneasuuni; no 1 ¢paaxony-
KpaneJIbHUHI Y KapToHHIi Kopobui

(tbopma sHIyCKY, MOIYBAHHR, BHi NGEYRAMHS TiKApChROTo 3ac06Y)

Howmep peecrpaniiinoro mocaiguenns UA/12401/01/01 erpox ail peecrpauiitsoro nocsigsenss 01.01,2099

Cepis nixapeskoro 32cofy Ne 139342 'Kinbriets peesenoro aikapeskoro zacofy 12000
Bapobruk Snpan-Tanencexuit Jaboparopiit a.1., Xopsatis
(naiivenyBanns supofiunka misapcsroro 3acofy, Kpaita NoXoLKEHHS)
BeeacHo B YKpaiHy Chigbie YKPalCEKO-eCTONChKe MHANPHEMCTBO ¥ (opai ToBapuersa
3 oGmesrenoto BiagnosinaaenicTIo " OnTiMa-Dapm, JIT", igenr. koa:
21642228

(uaifaenynamia 1a Kog 3d EAPTIOV wpimiusol acobu afo npispiiute, in's, no 6arekesi divsmnoi
ocofiu - nignpsesin, i Micie npowRHBAHH Ta peccTpaniiinnit Hosep o6xikoRoT KAPTKY NRATHIEKA
noparkie abo cepiz Ta HoMep nacnoptTa)

[IpoToxon sizyansnero kentpomo six 29.01.2025 x 0222/1.

3a pesynbTaTaMi AEPXABHOIO KOHIPONIC BCIZHOBACHO, IO JIKapCHKME 3aci@ BBeseHo B  VYipainy 3
AOTPHMAHHAM Binor 3aK0HOAABCTEA M0N0 3a6C3Ne4CHES AKOCT] MiKAPCHKHX 3acabia.

OQmsra €PBOMEHKO

(isiuiams T npisemmne)




Product name:
Hasea AiKapesRrOro sacoby:

Registration cartificate in Ukraine:
PEeCTPOGIAHE HOUBIAHEHNHA § Yrpaint
Strength/Activity:

Cusa A/ axTiBHICTE:

The size and type of patkaging:
Pozmip | Bug NBRYBanHs

The dosage form:

AikApeais GOPMI:

Country - producer

Kpaina - supobrun:
Manufacturer & Quality contral
BUpOGHEK T ROHTHOAY AKDCTE
Confirmation of GMP cortifi ,
BrcnoBoK Bianasigrocr anpebenirng
pumoram GiP:

Manufacturing Hoense:

JligeHain v supoBruTs:

LATANOX®
eve drops 0,005% 2,5 ml of solution in a dropper bottle

NATAHOKC®

kpanai ousi 0,005 % 10 2,5 MmN PO3UKHY Y praroHi-kpanensHuL
No UAS12401/03/01 ded. 16.08.2017

Mo UA/12401701/01 Big 16.08.2007

1 mi of product contains latanoprost - 0,08 mg

1 ma apenapaty micTHTL AgTaH0NPOCTY - 305 mr

2,5 mi of solufion in a dropper bottle: 1 dropper bottle in a cardboard bax
ne 2,5 MA POUMEY ¥ GABROHI- KpanensHitidl; no 1 dnakowe- KDANEABMALT Y KapTOMsi
gopobul

eye drops 0,005 %

kpans o4l 0,005 %

Croatia Country of destination:
KOpsarin KpaiHa npusHadenHst
Jadran-Galenski Laboragorij d.d., Sviino 20, 51000 Rijeka, Craatia
Sapan-laneHcHRUA flaBopatopiit A4, CoinuH 20, 51000 Piexa, XopeaTis
o $00/2024/C-1644 dtd, 29.10,2024

No §00/2024/C-1644 8ipn 29.10.2024

Likraine
Yupaina

UP/1-530-01/13-03/09 did, 17.045.2022
UP/1-530-01/13-03/09 8ip 17.05.2022

Batch: 139342 Batch size: 28.785
Copia: 138342 Posmip cepils  29.785
Date of manufacture: 11,2024, Exp. date: 11.2026.
Nara supobrnursa: 11.2024. pnaathuit 4O 11.2026.
CERTIFICATE Ne 170000042513
CEPTHU®IKAT Ne 170000042913
PARAMETERS RE‘QU!REMENTS RESULTS
 NAPAMETPY . BAMOTU PEY/IbTATH
CHARACTERS ! Clear, cotouripss solution. Complies
{Visual}
Onnc ¢ Besbapsra npOE3OPaE PLRNHA. #innosizac
IDENTIFICATION OF LATANOC-
PROST
(HPLC) The retention time of characterdstic peak i the chromatogram Complies
obtained with the test solution must correspond to the retention
time of characteristic peak in the chromatogram obtained with

(AEHTUGIKALLR JATAHOQTIPOLTY
(BEPX)

the reforence solution.
FIAORERHS DCHOBHOIO NIKY Ha XPOMATOrPAME purapolyBanats Bianonigae
POIUAHY NOBKHHG BLANOHIADTY NONOHAHHD iRy RETaMONpoCTy
Wit XEOMOTOTPAMI CTAHABPTHOMO POSHWIY.

IDENTIFICATION OF BEN-
ZALKONIUM CHLORIDE
{HPLLC]

EXEHTHD IKALIR BEHSASIROHIIO
: XﬂQF’ﬁ,ﬁ,‘k’

¢ the chromatog
Cpond to the re

TORD dud o

reps
GroTh ot e
g q‘,.; il -

Tre retention tirme of characteristic peaks of benzalkonium Cin Cornplies
m obtaingd with the tes t&olutmn st Corres.

mkon time o

penzalkontum C1in the chromatogram obtai wd with the refe

ranes selution.

1660 N0

139342 - UA LY



| (HPLL)

| KINMBKICHE BU3HAYEHHSA
SINTAHORPDCTY

(BERX)

. Haxp
00475 -0,
{950 - 105,0¥

FofoueHuR (KB B XPOMATOrpami BrAPOBYBAHDIG posuusy
NOBUHHG BLANOBIZATA NDAOKEHIIO TIKIG BRR3aAKOHIC XADPIIY
STOrpaMi CTaHAAPTHIND GOIMMHY,

Bignosinac

1525 mg/ml
4}
,0475 ~ 0,0525 mrfmn

{95 105 %

ASSAY OF BENZALKONIUM
CHLORIDE

[HPLEY

KIIBKICHE BIHAYEHHS
BEHIASIKOHIOD XN0PUAY
{BEPX)

0,180 — 0,220 mg/mi

{90 % - 110 %)
{0,380 - 0,220 mi/mn

(90 %~ 110 %)

00518 mg/mi

P36

00518 mifran

036

10,194 mg/ml ‘

C97.0%
0.194 rar/ean

97,0 %

ok

{Ph Eur. 2333

pH

{Cup, Gapm. 2.2.3.

| NOMINAL VOLUME
{U.5. Pharmacopeial
Ob'em

o {Ph, Bur, 2,918
MEXARIMHI BRITOYEHHA
{ L 2.0.19)
" NUMBER OF DROPLETS
| {ip-house” method)
KIMLKICTh KPATIEN D
_{berag K W)
CEAKAGE OF CONTAINER

{"in-house” method)

NPOBA HA BUTIK BMICTY

i}

3. Qaps

6,4~ 7,0

6,470

Mot less than 2.5 mi

5.7

BT

Complies

G100 BILAG

He merule 2,5 mn

Nt than 150 partces/ml» 10 um
siot more than 25 particles/mi = 2% wm
He fiaswe, Hisk 150 > 10 mrm/no

Bia Wit 25 25 M/ e

19
0
1%
{

n 80 droplets/boitie

| e monwe 80 RPANEAL B ORHOMY PAAKOHI

51.2

813

gper after 10 minutes under

| pressure

[Hean L0-YBUARRHGIS CTHCRYBOHHA K aAcopberTHOMY fnanepi
HEMEE QINIK BUTORY

Complies

Bignasigas

RELATED SUBSTANCES [HPLC)

trapurity 1

Impurity 4

Other ingdividual impurities

Total related substanges

APOAYKTY BEMPADALLIT (BEPX)

Aomiisa Nel

: fowiuka Nod

hansiayaasii He ifenTudiosan

; AOMILIEN

 Cymapniit picT
OSMOLALITY

LIS, Pharmacopeta)

. OCMONRABHICTL

‘ {tapmaronen CWA]

| STERIITY

C{Ph.Eur. 2.6.1.)

| CTEPUNBHICTD

Cop. Papim. 2.5,

JAD

N - GALEN S

LATANGXY

feforen

drops O, Gl

LABORATORL d.d.

H

féot more than 1,0 %
Mot more than 2,5 %
Not more than 1.0
fot more than 4

s
Y

He Biasme wik 1,0%
He Binviwe Hing 2,5 %
o Binrue vk 1,0 %

4

Gl %

0.6 %

«.1%
O'«S w?a

oo
Ui 7o

L 0.6%

molfkg

D RAG - 290 mOCMOM R

% mOsmol/kg

265 mDemonpfre

shution shauld be sterile.

L Posibin NoskHe DY LTERMABLHM.

+ 2,5 -

2 51000 RIJEKA

139343 -

U

Complias

. Bignosinae




AEPKABHA CJYKBA 3 AIKAPCBENX 3ACOLIB TA KOHTPOJIIO 3A
HAPKOTHUKAMHE Y KMIBCHKIH OBJACTI

npos. Ceitnuunol Haxail, 3, M.Kuis, 02099, ren/dakce: (044) 576-40-41
E-mail: dls.kof@dls.gov.ua, Kog €IPTIOV 37078774

BUCHOBOK
IIpo AKICTH BBE3eHOro B YKpainy JikapchKoro 3acody

29.05.2025 ‘Ne 24495/25/10

JATAHOKC®

{RafiMcHYBARHA AIKAPCEKOTO 23000y 3riTHO 3 peecTpalliiiHny nocBigqeHHEIM)
kpanai osni 0,005 % 1o 2,5 Ma po3unuy y Ppnaxoni-kpanenounni; mo 1 daakony-
KpaneJbHul Y KapTouuii xopoOui

{dbopra BuNyCKy, A03YRIHHA, BI MAKYRAUHA JiKAPCEKOTO 3acoby)

Howmep peectpauitinoro nocsiguenns UA/12401/01/01 crpox aif peectpaniiizioro nocsinuenns 01.01.2099

Cepin nikapebxoro sacoby Ne 043356 Kinbkicts BEeseHore nikapcrroro sacody 3600
Bupobunk Slapan-I'anencskuit Jlabopatopiii #.4., Xopsaris
{uaityenypansa erpofinixa NiXApCLEOTO 33c00y, KPalHA NOXOAKCIHHN)
Baescro B YipalHy CninpHe yKpaiHCBLKO-eCTORCHKE NANPHEMCTRO ¥ GOpni TOBAPICTEA
3 ofmesren o010 Bignosigansnicro "Onrima~-@apsr, JTA", izent. ron:
21642228

(Haiivenysassd Ta koy 3a €APTIOY wpnanuxai ocofit abo npizsnwe, in'a, 1o Garexosl $iznurod
ocobit - mianpiemud, ii Miclle MpoRABIHHA Ta peccTpanifinnil Hosmep oBAiKosol XapTRY ANATIIK
ROARTRIB 200 cepis T4 HOMEP TacnopTa)

Ifporoke sisyasnoro xonTpome Big 26.05,2025 Ne 1584/1.

3a peiyneTaTAMH JepKaBHOIO KOHTPOMIO BCTAHOBAGHO, IO Jikapebkdil 2acid BeeseHo B Yxpainy 3
JOTPHMAHHSAM EnAor 3aK0HOIARCTRE IMOAC 3a0e3neucHHs AKOCT TikapchuX 3acofiB,

Omnera EPBOMEHKO

ROHTPONHOY {(ninonc) (isisiami Ta npizanuLe)
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Product name:

Ha3zsa fikapcbKoro 3acoby:

Registration certificate irt Ukraine:

PeccTpauiiiHe NocsigHeHHn 8 Yipaini

Strength/Activity:

Cuna Ali/aKTUBHICTE:

The size and type of packaging:
Po3mip i BUA NAKYBAHHA:

The dosage farm:

NikapcbKa popma:

Country - producer:

KpaiHa - supobHuK:
Manufacturer & Quality controt:
BUPOBHHNK Ta KOHTRONb AKOCTI:
Confirmation of GMP certificate:

LATANOX®

eye drops 0,005% 2,5 ml of solution in a dropper bottle
NATAHOKC®

kpani ouni 0,005 % no 2,5 M/ PO3UNHY Y (bnaxomwxpanenbnwu,i
Ne UA/12401/01/01 dtd. 16.08.2017

No UA/12401/01/01 Bia 16.08.2017

1 ml of product contains latanoprost - 0,05 mg

1 M IpenapaTy MicTTL aataHonpocty - 0,05 mr

2,5 mi of solutionin a dropper bottle; 1 dropper bottle in a cardboard box
no 2,5 M posunHy y ¢na»<owi~upanenbum.gi; ro 1 dmauoue~+<panenmmui Y KapTOHHIMA
KOpOOLU

eye drops 0,005 %

kpanai oMl 0,005 %

Croatia Country of destination: Ukraine
Xopsaria KpaiHa NnpuaHadenna: Yrpaina
Jadran-Galenski Laboratori] d.d., Svilno 20, 51000 Rijeka, Croatia
Aapan-TaneHcbKA flaBopaTopiit A.4., CBINbHO 20, 51000 Piexa, XopgarTis

No 800/2024/C-1644 dtd. 29.10.2024

BUCHOBOK BIAMOBIAHOCTI BUPOOHAUTE No 800/2024/C-1644 sin 29.10.2024
gumoram GMP:
Manufacturing license:

fliueHsis Ha BUPOBHALTBO!

UP/K—530u01/13~03/O9 dtd. 17.05.2022
UP/1-530-01/13-03/09 8ig 17.05.2022

Batch: 043356 Batch size: 18.000
Cepia: 043356 Po3mip cepii:  18.000
Date of manufacture: 03.2025. Exp. date: 03.2027.
[lata BupobHULTBaE: 03.2025. MpupatHui fo: 03.2027.
CERTIFICATE Ne 170000045531
CEPTUDIKAT Ne 170000045531
PARAMETERS REQUIREMENTS | RESULTS
| TAPAMETPM b e BUMOTU \, _PE3Y/IbTATH
CHARACTERS Clear, colourless solution. ‘ Complies
{Visual)
onuc Heabapsra ApO30pPa pianHa. 5 Bignosigae
e R .
| IDENTIFICATION OF
| LATANOPROST
HPLC) The retention time of characteristic peak in the chromatogram Complies

ohtained with the test solution must correspond to the retention

time of characteristic peak in the chromatogram obtained with
the reference solution.
| IAEHTUGIKALIA NATAHOMPOCTY
{BEPX) MONOKEHHA OCHOBHOTO MIRY HA XpPOMATOrpami BUNpoByBaHOro | Bignosigac
PO3UKHY MOBAHHO BiANOBIABTA NOAOKEHHIO NiKY NATaHONPOCTY

- J‘J.?",,.?SPE?..ME?IQY.PEM@,ETMRE?&MV..-., R . S

| BENZALKONIUM CHLORIDE

The retention time of characteristic peaks of benzalkonium Chin Complies

(MPLC)

the chromatogram obtained with the test solution must

. correspond to the retention time of characteristic peaks of
¢ benzatkonium Clin the chromatogram obtained with the

- reference solution.

JADRAN - GALENSKI LABORATORI} d.d. » 51000 RIJEKA » Svilno 20 ° CROATIA ¢ +385 51 660 700 ¢ www.jal.hr

LATANOX eye drops O 005 % 25 ml - 043356 - UA 1/3
Reference CoA: v5

//:J) ¥ pag o ‘I’ S S/S‘
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LEHTUOIKALLS BEHIANKOHNO
Xaopuay
{BEPX) Nonomenna nikis ua xpomatorpami BUNPOBYBAHOIO poaUMHY Bianosinae é

NOBUHHO BIANOBIAATU NOAGHKEHHIC NiKiB BEHIANKOHIO Xnopuay
e e Ho XPOMBTOIPAMI CTaHAapTHOTO posunmy. | {
ASSAY OF LATANOPROST 0,0475 - 0,0525 mg/m| 0. 0519 mg/ml ;
(HPLC) (95,0 -~ 105,0%) 103.8 % i
|
HINTLKICHE BUSHAMEHMA 0,0475 —0,0525 mr/mn 0.0519 mr/ma :
ARTAHONPOCTY {95 % ~ 105 %) 103.8% I
(BEPX)
ASSAY OF BENZALKONIUM 0,180 - 0,220 mg/m! 0.200 mg/mi
CHLORIDE {90 % - 110 %) 100.0%
{HPLC)
KINBKICHE BUSHAMEMHS 0,180~ 0,220 mr/mn 0.200 mr/mn
BEHIANKOHIO XnoprPupy {30 % — 110 %) 100.0%

| (BEPX) -

| pH 6,4 7,0 6.7
(Ph.Eur. 2.2.3)

[ pH 6,470 6.7

{€sp. apm. 2.2.3.) .

NONMINAL VOLUME Not fess than 2.5 mi Complies

- (US. Pharmacopeia)

HOMIHANLbHUE O6'€Mm He menwe 2,5 mn - Bianosinae

| PARTICULATE MATTER Not more than 150 particles/ml > 10 um 18

(Ph. Eur. 2.9.19.) Not more than 25 particles/mi > 25 um 0

| MEXAHIMHI BKAIOYEHMA | He Binbiue, 1ix 150 > 10 mrm/mn 18 .

| (Esp. dapm. 2.9.19) i He Binwwe, Mk 25 > 25 mrm/mn 0 !

, NUMBER OF DROPLETS . Notless than 80 droplets/bottle 92 ;

I {"in-house" method) ; ]

Kli’ébKlC‘Fb KPAHERb He mentue 80 xpanens 8 oaHoMy Graxom 92

l LEAKAGE OF CONTA!NER No signs of leakage on adsorbent paper after 10 minutes under Complies

; {"in-house" method) pressure
- MPOBA HA BUTIK BMICTY Micnn 10-xBUAKHHOTO CTUCKRYBAHHA Ha aacopbeHTHomy nanepi Bianosigae

. [Meron komnanii) ) o | HEMBE O3HAK BMTORY

 RELATED SUBSTANCES (HPLC)

| Impurity 1 Not more than 1,0 % <0.1 %

Impurity 4 Not more than 3,5 % 0.5%
Other individual impurities Not more than 1,0 % <0.1 %

- Total related substances Not more than 4,5 % 0.5%

 POAYKTU AEFPADALLIT (BEPX)

Jomiwka Nel He Ginviue i 1,0 % <0.1%

Homika Neg He Ginswe 1k 3,5 % 0.5%

U npmsigyaneni He igenTudikosaHi He Ginbwe misk 1,0 % <0.1%
HOMIWIKW

Symapumii smict He binbwe widS5% 0.5 % ]
OSMOLALITY 240290 mOsmoI/kg 267 mOsmol/kg
(U.5. Pharmacopeia) i
GCMOAANBHICTR | 240 - 290 mOcmons/kr f 267 mOcmons/ur
(apmakones CLIA) B N
STERILITY Solution should be sterile. Complies ;
(Ph. Eur. 2.6.1.) '
CTEPUNBHICTE . POBUKM noBrHEH BT cTepu/bHMM. . Blanosigae

{€sp. Bapm. 2.6.1.)
IADRAN - GALENSKI LABORATORLI d.g.

LATANOX eye drops 0 005 % 25 mi -
Reference CoA: v5

= 51000 RIJEKA » Svilno 20 -

043356 - UA 2/3

CROATIA » 4385 51 660 700 o

wwyedal.br



Certification statement. | hereby certify that information above is correct and precise. This batch was manufactured (all
production stages including packing and marking) and quality controlled in exact compliance 10 the GMP guidelines implemented
by local regulatory body as well as specification included into the registration dossier.
protocols of packing and analysis were revised and GMP compliance is identified.
3ansa npo ceprudirayio. Uum 3acaiaMyio, WO HaBeseHa sulie inopmauin € AOCTOHIPHOIO T8 TOUHOIO. Uso cepito npoayruit
Gyno supobneHo {srIO4aOuN ﬂaxyBaHm/MapKyaana) Ta npoBeaeHo KOHTPO/Ib Tl AROLTI Ha BuilLeaasHadenii AinbHuul Y froBHil
BIANOBIAHOCTI 3 BUMOTaMK GMP, BCTaHOBARHNMM MICURBHM DEIYATORHMA QpIraHom, 8 TaKom FANOBIAHO L0 crieumdiratiiit, wo
MICTATLER Y PEECTPALIAHOMY [OCHE. lpoToxonn pUpQBMIITES, NaxysaHHa Ta auaniaia GYAQ NEPETARKYTO Ta BLTA HOBNEHO
pignosipnicts GV ' ;o :
Stamp ' Qualified Person 4y i
Meuartra YROEHOBAMEHA ocobha o

Date of release: Signature

[ata Bunycky cepit: flignve
Date of CoA signature:

[ata nignvcy cepTudirara:

JADRAN - GALENSKI LABORATORI) d.d. « 51000 RIJEKA o Svilno 20 ¢ CROATIA © 385 51 660 700 ¢ www iglhr

LATANOX eve drops 0 005 % 25 mi - 043356 - UA 3/3

reference CoAr vB

07.05.25
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