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CERTIFICATE OF ANALYSIS MNa. 40000034375

CRPTHDIRAT SKOCT]
Product name:

Hasea npodyxmy;
Pharmaceution! form,
package fype and size:
Aixapeosa hopata, paot ma
POISID YROROGRIC

Bosage / potency:

Alosa 7 crou dur
Registration certificate:
Pecompaytine woceicueins:
Bateh no.

Ab cepii:

Bateh size:

Poanmin cepil:
Manufacture date:
A cupoinampmisa;
Expiry date:

Tepmin npudammoeni;

CATAXOL

KATAKCOH

eve drops, solution, 0.15 mg/ml;

15 mlina flacon-dropper; 1 flacon-dropper together with a leaflet in a carion box
Epanal oud, peavin, 0,13 el

no 15wy ackoui-kpanensiing; no 1 Gaakomy-xpaneronigi pazos s
HHCIPYRYICIO O MEGIAHO20 JACHOCYEANNA V¥ KAPMONHTT KopoOiyi
azapentacene polysulfonate sodium 0,15 mp/nl;

namplior azanexnneny nosicyssdonany 0,15 vz 7 s,

UA/FT62 101401

312001190

51120 packages (ynaxoeox)
12,2023

TEST SPECIFICATION RESULYT
Hoxasmuen sixocmi Hoparveanns Pezyanmicm
Description Clear dark red solution Conform
Ornee HIposoputi posuun mesuo-uepeonoeo koasopy Bidnoaione
Fdentification
e Y]
Azapentacene polysulfopate  |The absorption spectrum of sample solution should Conform

sodium

Hemnpiio asanennmaeny
nozicyasdionany

Methyl paraben
Memmiapadeny
Propyl paraben
Tlponianapadiany
Thiomersal
Tiostepeaty

correspond to that of the standard solution obtained using
the method described for the assay

Creximp ROCANHGHHA BUAPODYEANOZD POTUINY MaE Hionosioae
GIORGEIONEE IIAKOMY CIGHAADIINGED POIUnRY 6 x00
KIZLKICHOCO GUINQYEHHA

The retention time of the principal peak in the Conform
chromatogram obtained from sample solution should
correspond to that of the standard solution in the assay
Heae yinprastysanns 0cHoer020 niky na XPOAIMOE Pastl Bignosioue
GUIPOGYBAROIO PO MAC GIORAGIDAmI RAKOMY 1O
XPOMUROSPaM CRAROAPIMHOLO POIYLIY 6 X
KIABKICHOZO GUSHEHNS

Nomina! volunie

Haosdaroends 08 ¢

£

Not less than 15.0 ml F5.4 i fa)

He seevanee 150 50




Micyessaxodmenns: 15 Tesmgs Alaxasseud J

Manufhctured by WORLD MEDICINE ILAC SAN. VETIC, A8,
Location: 15 Temynuz Mahallesi Cami Yol Caddesi

No:50 Guneshi Bageifay/lstanbul, Turkey
License: TRAJY 20197120

Hupotineno: YOPIIT MEZHLZH LAY CAH. BE THPK 4.1
Hoay M

oS0 Niowenen bazdocuaapCroanfy

: Uypenima
Siyouzig: TRAE019:12-¢

CERTIFICATE OF ANALYSIS No. 40000034375

CEPTUDIKAT AKOCT]

TEST SPECIFICATION RESULT

Toxasmuxu sikocmi Hopasysanus Pezyavmam
Clarity Solution is clear Conform
Hposopicme FPosgvun nposopuit Bionosioae
Colour Dark red solufion Conform
Cmyning sabapsachns TeMHo-4epGoNUTl POFHUH Bionosinac
pll 7.0- 8.0 7.8
Density 0.95 - 1.05 g/m] 2/an) 1.01 g/ml (24Hu)
Iyemunia
Osmolality 250 ~ 350 mosmol/kg (mocatos/iz) 279 mosmol/kg

(JeMOASALHICID

(MOcronsise)

Particulate contamination
Mexaniuni gxamovuenns
sub-visible particles
HeGUOUMI HACMKY

10 wm: not more 6000 particles/vial

25 pme not more 600 particies/vial

>10 axn: ne Biavute 6000 yacmow/hraron
225 Mra: ne Giaviue 600 wacmor/hnaxon

VO

H

337 particles/vial
(uacmor/racron)
67 particles/vial
(naemor/aaron)

Assay

Kiankiche 8usHaMen s,
azapentacene polysulfonate
sodium

HAMPIIY A3ANEHMAYEHY
noxicynshoHamy

methyl paraben
MEMUARAPAOEHY

propyl paraben
nponimapadeny

0,1496 - 0.1654 mg/m! (az/an)
(0.1575 mg/ml (ma/ma) & 5%)

58.5 ~ 71.5 pg/ml (aceinn)
(65.0 pe/ml Gexesary) £ 10%)
31.5 - 38.5 np/ml (Gaxa/sin)
(35.0 up/ml furaiaen) £ 10%)

0.1577 mg/ml
(aean)

64.3 ug/ml (mraian)

33.4 pwgiml uxedsin)

thiomersal 1.8 ~ 2.2 ng/ml (uxasaan) 2.0 pg/ml (uwe/nn)
miomepeary (2.0 pg/ml (/o) £ 10%)
Sterility Solution is sterile Sterile

Cmepuasyicnn

Pozuuy cmepuwibinuil

Cmepunvrugi

NS

w



Manufactmed by WORLD MEDICINE ILAC SAN, VE TIC, AS.
Location: 18 Temmuz Mabatlost Cami Yolu Caddest
No:30 Gunesli Bageilar/Istanbul, Turkey
License: TRASY /20194320

Bupotiieno: YOPHL
Micyz swaxedmeesmun: 1

MU LAY Call BE TIK. A4
1y Mavaasewd Jowasd Hoxy Docandoc

CERTIFICATE OF ANALYSIS No. 40000034375
CEPTHRIKAT AKOCTT

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 conformity 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 manufacture, packaging and apalysis are reviewed; conformity with
the GMP is established.

Lunt s 3aceiduyio, wo nepepaxosana suwe inghopsain ¢ Qoemosipuow I mounow. s cepis npodyryif yaa
GUIOMOBHCHA (BRAIDHAINYY DGRYGQHNS / MAPKYEAINA) 3 RPOGEOERHAM RONMPONR) AROCM HA 1yeskasan il
GupeOHIYIT Qltonuyi & nosuit sidnosidnocmi 3 eumozanu GMP, ecnanosaennti peayasmophust Opeanos
Typesuunu, a maroxe y ¢idnogionocmi si cneyudbirayicio I sremodastu xkonumpomo axocmi (MKA),
sapecemposanumu 6 Yrpaini, Ipomoxosu eupobnuymed, YVRAKosku ma auaaizie Gyau nepeeasiymi ma
sCmanogieno sionogiovicnn GMP.

Surname and position of person, approving batch release to market
TIpissutye mia nocada / 3eauns 0COBYU, SRA SROWIA OVIBIA U GUHYCK CEPIT

Signature and date, stamp
lionue ma dame nidnucanius, nedamea / wmasn

3/3






CERTIFICATE OF ANALYSIS

Karakcon Ne312001200_Crpatuya_Ljpg

Manufrctired by WORLD MEDICINE ILAC SAN. VE TIC. AS,
Location: 15 Temmuz Mahallesi Catni Yolu Caddesi
No:50 Gunesli Bageilaz/Istanbul, Turkey
License: TR/UY/2019/12.2

Bupodnene: YVOPJIN MEQHITHH ITAY CAH. BE THI K. A1
Micyesnaxodxcenna: 15 Tesys Maxanzewi Jocasi Hoay Hxcaddeci
NS0 Nonewni Bagdorcunap/CaramByn, Typeuving

Hienzia: TRAUY2019/12-2

No. 40000034378

CEPTH®IKAT AKOCTY

Product name: CATAXOL

Haszea npodyxmy: KATAKCOJI

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

package type and size: 15 ml in a flacon-dropper; 1 flacon-dropper together with a leaflet in a

Jirapcvra dopma, mun
M POSMID YNAKOsKU:

carton box

kpanni ouni, poswun, 0,15 ma/an;
no 15 mn y gnaxoni-rpanensHuyi;

IHCHPYRYIEID ONA MEOUYHO20 3ACMOCYBAHHA Y Kapmonnii xopobyi

Dosage / potency:
Hoza / cuna dit:
Registration certificate:

Peecmpayitive UA/17621/01/01
roceiduenms:

E_f?;i,-? * 312001200

?E;;,I:;f;ﬁ. 50 655 packages/ynaxosox
Manufacture date:

Hama supobuuymen: 12.2023

ot R 11.2026

Tepmin npudamnocmi:

azapentacene polysulfonate sodinum 0.15 mg/ml;
Hampio asanenmayeny nosicynvponanmy 0, 1 5 me / mn;

no 1 gnaxony-xpanenstuyi pasom 3

4

TEST LiMIT RESULT
LHoxasuuxy axocmi Hopmysanus Pesynomam
Description Clear dark red solution Conform
Onue IIposzopusi posuun memuo-uepeoHo20 KORLOPY Bionosidae
Identification
Ioenmudbircayin
Azapentacene polysulfonate The absorption spectrum of sample solution
sodium should correspond to that of the standard C9nf01’1:f1
Hampiio azanenmayeny solution obtained using the method described for | Bi0n06i0ae
nonicynschonamy the assay
Crexmp noenuHaHHS GUHPOBYBAHOZO0 DPOIUUHY
Mae  gionosifamu  mOKOMy — CHRAHOGPMIHOZO0
po3quny ¢ x00i KinbKICHO20 UIHAUEHHS
Methy! paraben The retention time of the principal peak in the Confortm
Memunnapabeny chromatogram obtained from sample solution PIARBEIARE
Propyl paraben should comrespond to that of the standard
IIponinnapabeny solution in the assay
Thiomersal Yac ympumysanwns  ocroenozo nixy  Ha
Tiomepcany xpomamozpami  8uUnpOOYEaH020 POIUUHY MAE
¢i0nogidmnu  makoMy Ha  XpOMamozpami
Cmandapmrozo  poswuny 6 x09i RinbKicHO20 ]
GUSHAYEHHA  ARDES "I
Nominal volume Not less than 15.0 ml RSN il (G ﬁo"’éﬁ\
Hominarvuuii 06 ent He menue 15,0 mn ,f/f oy s "f’fi \
Clarity Solution is clear i. FConfdi’ VT Ty
'“:’3_ = f'-'\Un.uvlmu ) :‘;_1«72
SRS I ety
5 '\:_"' ,;,) Ma5 3\4‘3;

\ 4}-/ ivflqu f~° B
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Harakcon N2312001200,_Crpaﬂwqa_2.jpg

Manufactured by WORLD MEDICINE ILAC SAM. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bageilar/istanbul, Tuskey
License: TRAUY/2019/12-2

Bupodneno: YOPTT MEJTHIHH 1IAY CAH. BE TIIK. A1,
Micyeauaxodxzcenun: 15 Teawmys Maxannew faicani Hoay Hwcaddeci
Ae50 Nonewnt Baeoxcunap/Cmantys, Typewuuna

Hienzin: TRAUY2019/12-2

IIpozopicme Pozuun nposopuid Bidnosidae

Colour Dark red solution Conform

Cmyniuv 3a6apsnenns Temno-vepsonuii posuun Bionogidae

pH 7.0-8.0 7.5

Density 0.95 ~ 1.05 g/ml (2/mn) 1.01 g/ml (r/m)

Tyemuna .

Osmolality 250 — 350 mosmol/kg (mocmon/xz) 280 mosmol/kg

Ocmonsnoricmy (mocmon/xe)

Particulate eontamination

Sub-visible particles = 10 pm: not more than 6000 particles/vial 60 particles/vial

Mexaniyni gxnouenns = 25 pm: not more than 600 particles/vial 20 particles/vial

ReGUOUMI Hacmry 2 10 micnm: ne binvute 6000 yacmor/hnaxon 60 (wacmox/thnaron)
2 25 mxm: e Binviue 600 yacmor/thnaxon 20 (wacmow/chaaron)

Assay

Kinvricue eusnavenns
-azapentacene pelysulfonate 0.1496 - 0.1654 mg/mi (are/un) (0.1575 mgfml 0.1584 mg/ml (mz/mn)

sodium (ma/mn) &= 5%)

-Hampilo asaneHmayery

roricyrughonamy

-methyl paraben 58.5—71.5 ug/ml (uxa/vn) (65.0 pgfmt (rxz/mn) | 62.2 ug/ml (uxa/aun)
-MemunnapateHry % 10%)

-propyl paraben 31.5~38.5 pg/ml (raxce/nn) (35.0 pgfml (unz/atn) | 32.4 ug/ml (urce/an)
-nponinnapabeny + 10%)

-thiomersal 1.8 ~2.2 ug/ml (uxa/mn) (2.0 pg/ml (uxe/mn) £ | 1.9 pg/ml (ure/ma)
-miomepcany 10%)

Sterility Solution is sterile Sterile
Cmepunvricme Posuun cmepunviiii Cmepunvruii

1 do hereby certify that the abovementioned data are trustworthy and accurate. This product batch is manufuctured
(packaging/lnbelling included) under the quality control on the abovementioned manufucturing site in full conformity
with the GMP requirements, established by the regulatory agency of Turkey as well as with the specification and
control methods of the analptic-normative documentation, registered in Ukraine. The protocols of manufacture,
packaging and analysis are reviewed; conformity with the GMP is established.

Lum a zacsiduyo, wo nepepaxosana eunpe ingoprmayin € docmosipnoo i mounoro. s cepin npodyryil 6yia
BUZOMOBNEHA (SKAIOUGIONH NAKYBAHHA / MADKYSAHNA) 3 NPOGEdeHHAM KOHMPORIO AKOCi HA BUMEERASAHTH BHpOBHIYIT
Oineruyi @ nosuiii gidnosionocmi 3 euaoeamu GMP, scmanocenenumu pecynsmoprat opzanom Typeuyunuy, a maxoow y
gionosidnocmi si cneyugicayicio { memodamu Konmpono xocmi (MR, sapeecmposanuru 6 Yipaiui. Hpomoxonu
BUPOBHUYMEa, ynakogxy ma ananizic Gy hepe2ngnymi ma scmanoeneHo gionoaidnicme GMP.

| puEeass

Surname and position of person, approving batci release to market
llpisauue ma nocada / seanna ocobu, axa sudana 028l ka sunycK cepif

Stgnature and date, stamp
Hidmic ma dama nidnucanus, nevamra / wamasn 16.02.2024
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Karakcon Ne312001200.jpg

%

AEPIKABHA CIIYIKBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y m. KHEBI

npoB. Haaif Coitnaunod, 3, 02099, Ten. (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kon €IPNIOY 37079055

BHCHOBOK
PO SIKICTL BBE3GHOT0 B Yxpainy nirapcskoro 3acoby
18.06.2024

Ne 31575/24/26
KATAKCO.JI
(HaiineHyanns nikapeskoro sxcoBy 3rinne 3 pecerpauiiinmm NOCBIRMEHHIN)
Kpanii owumi, pozunn, 0,15 mr/va, mo 15 M y t]ma:coﬂi-xcpane.m.mmi; no 1 dguaxony-
KpaneisHA B KapToHHiit KopoGui
{(tbopma sunycky, JO3YBANRA, BHAL NAKYBAINI NiKapChroro 3acoby)

Homep peectpauiiinoro nocsiuenin UA/17621/0 1/01 crpox aif peecrpanitinoro noceinuennn 30.08.2024
Cepin nixapcbxoro sacofy Ne 312001200 Kinbxicrs sresenoro nikapesioro 3acoby 50586
BupoGrui

YOPII MEIULIWH IJIAY CAH. BE TIIUK. AL, Typeaauna

(naiimenybruRn BIpOGIHKA nikapenkoro 1acoly,
Boesexo B Vipainy

Kpaita noxolieHHx)
Tosapuctso 3 o6menmenoro Bianosiganeuicrio "Tpokac Dapnra
Yiepaina", inenr. kon: 37177201
{nafinenynauna e kog 30 €
(izitunol ocob - niynpuem

JIPTIOY 1oprasuno ocabk abo Npiapute, iv's, ne GarLroni
ug, 11 micue npoxusasig Ta
RAPTKH TNATHH I nopatiis

IpoToxon eisyamsuore konrpome sin 06.03.2024 Ne 693/3,

peecTpauiiinui nomep obnikenof
aGo cepis 1a HOMEp nacnopra)

HaBoparoprnit ananis axocri nikapesioro 3acoby suiticnenii:

Ha6oparopis papmaxoneiinors ananisy JIIT "Vkpaiuceruit HAYKOBHH papmaxoneluuii nentp
AKOCTi MIKAPCHKHX 3aC0oBin" (M. Xapkis, By, Acrponomiyna, 33)
(naiinenyaanns a Micuesnaxomxenny naGop

BucHOBOK 11010 MK0CTI Tixapcnkoro sacofy, ou
Pesynsrary naSoparoproro aHanisy axocti ni

aTopil, wo npoera naSopatopuuii ananis Akocti)
BRMOTamM MeToAIB KORTPOMO AKOCT] (ananitn

nauni naGoparopieio sin 17.06.2024 Ne 476/29224
Kkapchkoro sacofy 3a nepesipenumn nokasnucamy BignoBigarory
HHO-HopMatnenof go KYMEHTRLIT),

3a  pesynvTaramu  mepwasmoro KOHTPONIO  BCTAHOBNEHO,
AOTPHMAHUAM

me Ai (a%ncmmﬁ
MOT 2aKOHONABCTBA IHOAO 3aBe3NEUCHHA TKOCT

3aci6  BneseHo B Yipainy 3
JUkapchbicux 3acobin.
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