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Manufactired by WORLD MEDICINE ILACSAN. VE TIC. A8 ‘9
Location:. 13 Temmuz Mahailesi Cami Yolu Caddesi
No:50 Gunesh Bagetlar/istanhul, Turkey'
Livenge: TR/UYZ2010/12-2

Bupovneno: YOPIIT METHHUHHE ITAY CAH. BE TR A UL
Micyesnaxodacenns: 15 Teanys Maxasaeud Hoacast Hony Hacadoec]

Ne3O Dyaneni Bazdxcunap/Cnnradyir, Tvpeuuung
Jigensin: TRIUY2019/{2-2

CERTIFICATE OF ANALYSIS No. 40060016449

CEPTHDQIKAT HKOCTI

Product name: CATAXOL

Hazea npodyxmy: KATAKCONXL o

Pharmaceutical form, eye drops, solution, 0.15 mg/mil;

package type and size! 75 44/ in ¢ flacon-dropper; 1 flacon-dropper togetler with a leaflet in d

carton box

Hirapcsxa thopma, mun A
Y pop kpanni ouil, posan, 0,15 melmn;

Q- POIMID YNAKOGKU. e
' no 15 ma y Quaxoni-xpanenshuyil w0 1 @QRaKoHy-kpanenbuiuyl pasom 3

| THCMPYKYIEID ONA MEOUHHOZ0 3ACIMOCYBaNISL Y KAPHOHKI KOPODYI

Dosage/ potency: azapertacene polysulfonate sodinum 0.15 mg/mi;

AHosa / cuna Oii: ) HAMPi0 a3anedmayeny noaicyisponamy 0,15 we / mu,

Registration certificater

Peccmpayitine VUA/17621/01/01

NOCGIDYEHHA,

Bateh no.: . Y

Mo cepit: 302002670

‘Batch size:

Poswmip cepii- 50 069 packages/ynaxosox

Manufacture date: 02.2023
-é}a@ sz:ii(izﬁuumﬂa.
Expiry date: |
Teﬁw% ApUOaMHOCTIL. - 01.2026
TEST LIMVIT ﬂES ULT
| [loxazrnuxu axocmi Hoprysanus | Pezyremam |
| Description Clear dark red solution Conform |
1 Ornue {Ipozopuil posuun MeMHO-4ep8OHO20 KOIbOTY Bionosioac
| Identification '
[oenmupinayis The absorption spectrum of sample solution | Contorm
Azapentacene polysulfonate should correspond to that of the standard | Bidnosioae
sodium solution obtained using the method described for
| Hampim azanenmaiyeny the assay
noaiCyALoOHamy Crnexmp nosnunantis sunpobysarnozo posguny |

Mae  gionogioamu  MAaKoMmy — CHAHOQpPHIHGZO
POIYUHY 8 X001 KINbKICHO20 6UIHAYEHHS

Methyl paraben The retention time of the principal peak in the | Contorm
Memunnapateny chromatogram obtained from sample solution | Bidnosidac
Propyl paraben should correspond to that of the standard
[Tporninnapaberty solution in the assay

‘Thiemersal HYoac  VmMpUMYSBGHHA  OCHO8HOZ20. HIKY  HA

Tiomepcany XPOMAMOZPAMI  GURPOOYEAHO20 POIYUMY MAE |

. 6i0nosioamu  maxomy — HG  XpoMamozpami
CIAHOADMHOZ0 pomm&ym 00! KILAbRICHOZO |

| BUBHUAUEHHS il
Nominal volume ‘Not less than 15.0 Ao 16;0_-1'11.1.(MH)
Hominanvnutl 00 ‘em He senwe 15,03 1‘{ s ST
Clarity Solution is clearff€ £ ';‘-;':,f-»JConform
[Tposopicme Pozuun nposop i 23 N ﬁi@naezd‘{ze
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Mangfuctiered fy WORLD MEDICINE ILACSAN, VE TiC, A.S.
Location: |3 Temmuz Maheilesi Canyl Yolu Caddesi
Na:50 Guresli Bageilar/sianbul, Turkey
License: TRAUYRG19/12-2

Bupobnenp: YOPIT MEQIIIHH ITAY CAH. BE TIIDR. 4 K
Micyesnaxodsicenna: 13 Tewmmyz Maxaraeud Jocaxti Floay Jocaddeci
Ae30 DNionewni Baeancunap/Cmambyn, Typewinng

Hiewziar TR 2008/12-2

CERTIFICATE OF ANALYSIS No. 40000016449
CEPTHQIKAT AKOCTI o - L
Colour ‘Dark red solution Conform
Cmynins 3a6apenens Tervino-4epeonuil posuu Bionosidae
pH - 7.0-8.0 ~ 7.4
Density 0.95 — 1.05 g/ml (2/mn) 1.02 g/ml (v/™m)
A yemuna - |
Osmolality 250 — 350 mosmol/kg (mocmon/xz) 286 mosmol/kg
OCMONAABHICD . (mocnon/xz)
Particulate contamination
‘Sub-visible particles z 10 pm: not more than 6000 particles/vial 58 particles/vial
Mexaniyni éxniodenis | 225 um: not more than 600 particles/vial 23 particles/vial
| HeauouMi Yacmru | > 10 mrcm: e Binvwe 6000 wacmor/dnaxow 58 (wqemor/hnaron) .|
> 25 Mrm: we Ginvwe 600 yacmor/thuaxon 23 (wacmon/praxon)
1 Assay
1 Kinsricne susHayeHns
| ~azapentacene polysulfonate 0.1496 — 0.1654 mg/m! (ma/mn) (0.1575 mg/mi 0.1501 mg/ml (me/mn)
sodium (mz/mn) £ 5%) |
| =rampiio azanenmayeny
| nozicynbgonamy
-methyl paraben 58.5 —71.5 ug/ml farkca/va) (65.0 vig/ml (vike/an) | 64.0 pgml Gikca/an)
-Memunnapabeny + 10%)
-propyl paraben 31.5 = 38.5 ug/ml (axe/mn)y (35.0 ug/ml (mxa/mn) | 33.1 ng/ml Gare/aa)
-nponianapabeny + 10%)
~thiomersal 1.8 — 2.2 ug/ml (awe/av) (2.0 pg/ml Gureinin) + | 2.0 jg/mi (uxe/an)
-miomepeauny | 1H0%) | o N
Sterility Solution 1s steriie Sterile
Cmepuinbricmy Posuun cmepunbrut CrepunsHul

I do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufactured
(packaging/labelling included) under the quality control on the abovementioned manufacturing site in full conforntity
with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and
control methods of the analytic-normative documentation, registered in Ukraine, The protocols of manufactire,
packaging and analysis dre reviewed; conformity with the GMP is established. |

Lum 8 3aceiduyro, wo nepepaxoeana euiye iMgopmayin ¢ Oocmogipuoin i mouncio. s cepisn npodyryil Gyaa
BUZOMOBNENA (BKIIONQIOYY RAKYEAHNA [ MADKYBGHHR) 3 NPOGEOEHHAM KOHMPORIC SKOCH HE GUILESKAIAHIT GUpoOHLI
Oinerul & noenity sionosionocmi 3 sumozamu GMP, ecmanoanenumy pezyiumoprum opeanoit Typeywuny, a maxoxc ¥
sionosionocmi 31 cneyudhinayicio 1 memodamit xowmponio sxocmi (MKA), sapeecmposanumy 6 Yrpaini. IIpomoronu
BUPOBHUYMEY, YNAKOSKY MG AHAILIZE DYAU nepezisnymi ma 6Cmanoereno sionoeionicms GMP,

Surname and position of person, approving baich release fo market

{Ipizsiye ma nocada / 36anna 0cobu, SKa 6udana 00361 HQ 8UAYCR Cepii

Signature and date, stamp B
Tidnue ma dama nIONUCARHA, REYOMKY r




