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Natamepn N2210000171_Crpadvua_1.ipg

Manufactared by WORLD MEDICINE 1LAT SAN, VI TIC. AS.
{acation: 15 Temnmz Mzhallesi Cami Yolu Caddest
No:§0-Gunesli Baoeilar/Istanbul, Turkey
License: TR/UY2019/12-2

Bupednens: YOPAT MESM UM 1AAY CAH. BE THAG AL
Vicueigaxomkenes: 15 Teamys Maxamrewi Qacanmi Hoay [uannect
No3O Troxeuls Barfpkraap/CramBys, Typeyuntd

Siueusigy TRAJY2019/12.2

CERTIFICATE OF ANALYSIS No. 400000106078

CEPTH®IKAT AKOCTI

Product name:.

Hazga npodyxmy:
Pharmaceutical form,
package type and size:
Jirapevra popma, mun ma.
PO3MID YRAKOGKU!

Dosage / potency:
Tosa / cuna Oii:

‘Registration certificater
Peccmpayitiie nOCGICHEHHA!
Batch no.:

No cepil:

Batch size:

Posmip cepity
Manufacture date:

LATAMED

JIATAMEJ

eve drops, solutioir, 0,05 mg/mi, 2,5 ml in a flacor-dropper, 1 flacon-
dropper together with a legflet in-a carton box

gpanni ouni, poswun, 0.05 m&/ma; 46 2.5 ma Y. praroni-xpaneieiiii No- I

hAaROHY-RpanenoHUYl PA3OM 3 IHCIMPYK Gieic Ons MedUuM020 3QCHIOCYBaH HA Y

Kapmonn it kopodiyi,

Latanoprost 6,05 mg/mi

Timolol (as timolol maleaie)§ mg/mi
Hamanonpocry 0,05 aa/xn
Tumonony (8 popmi maneamy) 5 M2/3A

UA/14903/61/01

210000171

26 597 packages/ynarosox

Jlama gupobnuymesa: 10.2022
Expiry date: o 092025
Tepsin npulumHocing
EST | LIMIT ;_ RESULT
Hoxasmurku sxocni | Hopatyeanns h b Pezyintadm
Appearance | Clear colourless solation. b Conform
Ornuc ~ IIpozopui Gesbaparui posyuH | Bidnosioae
Identification
[Denmugpixayis The retention time in the chromatogram obtained Conform

- latanoprost
- Hamaronpacmy

- timolol
|~ MUMOAORY

= benzalkonium chloride
= BEHIQUIKOHII) XAOPUTY

from sample solution should correspond 0 that of
the standard solution,

Yae  ympumysanis — nKy  Rd XPOMGMOESPAnt Bidnesidauc
DOCTIONCYBAHOO POSHUHY MuC iOnosi0amiu HaCy HO|
Xpomamozpaxi CManoapinm 020 POSUUMY '
The retention time in the chromatogram. obtained I Conform
| from sample solution should correspond 1o that of |
the standard solution.
Yne  ympUMySawHa IRy — Ha xpomamozpami | Bignogioae
~QOCHIOOKYBAHOEG POTHUHY MUE glanoeidamu qacyy Ha |
XPOMAmOSpaMi CIMARGAPMHAO20 PO3HUY |
‘The retention time in the chromatogram obtained | Conform
| from sample solution should correspond to that of
“the standard solution. )
Yge  ympumysdwms — niKy — #G  Xpomamospai ' Bidncsivae
SOCHIONCYBUHOZY DOFHURY MUE 8I0ROSICQNH Hucy HA
XPOMaMO2DUMi CHAHOADIMHOZO DOSHUHY

Colour Solution is colourless e — Conform
1 Koavopogicme Posvin Gesbapentii LAN0. % U . Bionogioag
| Clarity Solution is clear 4 RS Conform
Iiposopicmy. Pozwun nposopuil Bidnogioue
. 1




ﬂaramep, Ne210000171_Crpanunua_2.jpg

Manufacired by WORLD MEDICING ILAC SAN: VE TIC. A8,
Lovation: 13 Temmur Makaliesi Cami Yolu Caddest

No:30 Gunesti Bageilar/istanbul, Turkey
License: TR/AUY/2019/12-2

Bripodacio: YOPIA MERMNUH 1IAY CANLBET LR, AT
Micuedasoixenig 15 Temmys Maxaanemi Jbxami Hony Hxazaecs
Ne50 Troneniani Barasunap/CramGyn, Typeadunua

Minesaisn: TRAGYZ2019/12-2

V Bignocuas sycmuna

1,000 1,023 z/5ur

1.010 e/ml (/)

LIMIT RESULT
Hoxaznuru gicocmi | Hoparyaanus Peszyrnomant |
| Extracted volume > 2.5 ml (sn) 5 j
| Bumsenymuii- o6 'ex | o -5.1‘11-(%’1)
pH 135.5-6.5 6.1
Osmolality 270 - 330 mOsmol/kg 313 mosmol/kg
. _Oﬁ-’!’fﬂfwﬂbﬂ OB | 270 "_3 33-:#0{:‘};5051!;:/?{2 ‘ 37 3__,;;{93;,,10_,15},;3
Relative density 1.000 - 1.023 g/ml

Particulate contamination

1 Mexaniuni grawodenn

! The solution should be completely free from

particulate contamination
Posyun mae Gymu nearicino eliihutt 810
MEXAHIUNUX BKAIQHEHY

Conform
Bionosioae

Related substances
Cynpogioni dostiuikil
- latanoprost

- AAPIARGNPOCIY

- tirolol
- FUUMOROIY

158 latanoprost : < 0.5 %

-15-S namanonpocmy : < 0,5 %
-5.6-trans latanoprost. 3.0 %
_5.6-mparc namanonpocmy @< 3,0 %

| ~Latanoprost acid : £1,0%

- Tamanonpocmoeot xucioms < 1.0 %

1 Not detected
| e suagiero

' i.19%

. Not detected
2 qUAGREHO

| Izomustoaony: <4,0.%
“Single unknowa impurities: < 0,5%

Ocunuana neaidoma domiura: <0,5 %
Total impurities: < 1,5 %
Cyma oomimor: 21,5 %

’ [ - L r ; | 0-@9?’4}
-Any unknown impurity : £0.5%
|- ByOw-sixa nesidoma oomituike | < 0,53 % Conform
-Total unknown impurities.: <1.5% LB ymoaidde
- Cyma negidomux dostdor : <4 5% '
Isotimolol: < 1,0 % 0.07%

<Disregard Hmit
< Mo GUAGHENHHS
CConform

Bidonosioae

Assay o

| Kinvricie gusHaueniis
1 - latanoprost
| - AAMAHORPOCHY

- timotol
e IMUMOROAY

- henzalkoninm chloride

0.0475-0.0535 mg/ml (ue/nn) (95-107 %)

| 4.75-5.25 mg/mi (ua/un) (95-105 %)

| 0:18-0.22 mg/ml (mz/ain) (90-110 %)

0.0511 mg/m! (ma/mn)
102 %

i 5.05 mg/m! (aelan)
101 %

0.20 mg/ml (uelan)
100 %

- BEHIAAKOHIID XIOPUCY
Sterility

CinepunvHicne

| Solution should be sterile

Posuun-nogunen Bymy CIREpUIbHUM

Sterile
Cmepuinbruil

1 do hereby certify that the abovementioned data are
manufactured (packaging/labelling included) under e gquality confrol on the agy
manufacturing site in full conformity with the GMP requirements, established by ooy :-'_:-

trustworthy and accurate. This product batch is

of Turkey as well as with the specification and control metioGs of the f;’;@ff‘;"}ef.i{;_fﬁﬁjr' 5!»*' thper

- -H_,__
-

.
o




Narameg Ne210000171_Crpanuvua_3.jpg

Mamufuctured by WORLD MEDICINE ILACSAN. VE THCALS
Location: 13 Temmuz Mahaltes?! Cami Yolu Caddes!
No:50 Gunesli Bageilarstanbul; Turkey
License: TR/UJY/2819/12.2

Bupodaeno: YOPJIL MERHUMHA 1AAY CAH BE THIX. AL,
Micnesnaxomkenis: 15 Tesneys Maxannemi Hixesi Hony Haaasec
Ne30 Torenyd Baranasnap/Cranbyn, Typedduna

JMioensis: TRAUY/2010/12-2

registered in Ukraine: The protocols of manufacture, packaging and analysis are. reviewed; conformity
with the GMP is established.

Llitn 2 30c6I0%YI0, 140 nepepaxoemm-e'z'm;e_-faqbc}pmmfiﬁ ¢ QOCMOBIPHOIO | MOUNGIO. s cepis?'np{}dym;fff
byna susomogienaq (GIIIOHQIOWY  NAKYBAHHA / _Mﬂpkysamw) 3 MpOBELOEHMAM KOHMPORIO AKOCHIL. HA.
‘guuesxasanii  aupobruyil  Olnshuyl 6 noenit  glONOgIOROCHE 3 SUMO2UMY GMP, 8cmanognenumu
peyasmopHuM opzarom Typedtunu, a maroxc y sidnoeionocmi 31 cnenupirayieid 1 emooamu KONRPOLD
saxoemi (MKA), sapeccmposanumy- € Yipaiul. [Tpomoxoay SUPOOHUYME, YHGKOBKY ma aranizie oy
‘nepeznsymi ma 6Cmanosneno 8ionogionicms GMP.

Surname and position of person, approving batch release to markel IR R
Tpizemnye ma nocada / 2BaHHS 0COBU, AKX BUOARA DO3GIN HA GUNYCK Cepll v Eg LTS
A oS
Signature and date, stamy AL
[Tionuc ma Qama RISHUCANNS, neYamKa / wimamnn 27.11.20272
o i
: ‘E - .
7




