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| BUCHOBOK
PO AKICTb BBE3EHOIO B Yxpaiuy aikapeskoro 3acoby
12.01.2021 Ne 542/21/26
L e KATAKCOJI ,
o (uaﬁy{"cﬂyuanms ATKAPCLKOTO 3acoly 3rizne 3 PEECTPALIAHHM TTOCAIANCHHRM )
Kpani ousi, posunn, 0,15 MI/MA, 0 1S Moty thnaroni-kpanessunui, no 1 JIAKOHY - ‘
: KpanleJbHui 8 Kapronnii kopofui
(bopma srnycicy, nosyranns, rpg NAKYBSHHA TiKAPCLKOrO 3a¢0Gy)
" Homep p;;éc"rpauiﬂﬂoro nocsinderna UA/17621/01/01 crpox mit peectpavitinoro nocniguenns 3)).08.2024
Cepin nixapcekoro 3acofy Ne 00901812 KinskicTs BBeseroro aikapeskoro sacoy 35981
Bnpoﬁuu}c' - YOPI MEJIMLIMH TTAY CAH. BE TIJDX. AL, Typeunna
. ) (MaHmMeHynatins BUPOSHKKA N KAPCLROTO 3aco6y, kpaina rexomker)
Breaeno 3 Yipainy Tosapucrso 3 oémenenoro sianosigansuicto "Tpokag Oapma

(Hoftkcenynanss ta kon 3a CAPTIOY 1opuanHei ocobk abo NpissHwe, iy, 1
0co6H - nianpuemi, if Micue TPOXHBAINS Ta peecTpauilinuii omep 06niko
; noaatkis ade cepin Ta HOME] nacnopra)

Hporoxes sisyansnero kourpoaio sia 12.01.2021 Ne 4368/1.

3a  pesynstatamu AGPHABHOTO  KOHTPOIKY  BCTAWOBMERD, LU0 mikapeskuit  3aci6  seesen

AOTPHMAHHSA

o Garsioni Piznanoi -
O KApTIck NuRTHitka

> B YKpainy J

o G
s yﬁ?
e Miikosa XOJNOEHKO
(num;l-c_) o (iwinians Ta npissring)
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WORLD MEDICINE
Phanvacsuicit Copany:

Cindi Oevcihsug 1 axm ueﬂeamb B
C,epm uqb uxam o, pmucmpm;uu

, 27) cepuu
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Cpox eoayocmu do:

 HHCpyiiaues vip, Meduyuricxs.
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1 Wfqemmbu«aqna

Harpui azanienTalena
| foRACYRegomaT

Merunma paBex
| Tpenuanapaben
Tuomepcan

_CGooTeercrayer

CaoreéTcTayeT

CooTeercrayer

| Homitmwanensii o6

| Npespaswocrs.

L155ma

] -C‘cﬁoiﬁeiéfﬁve‘r

Usetnacs fCooremaye'r

#H b TR

TNAoruocrs | 1,007 r/mn
Ocmnnunbnocw 1285 Mocmon/xr ‘—i
| Mexanuveckie BMIQ‘&QHH}I“ ‘ -

Hesﬁgwmme HACTHLBE

151 yacrisya/baaron
18 attu/dnakon.

5600 wacTHU/bAaron

| ‘EG;\M!?E-*TJ;;ISS@-&#/M!{ {0;1575 mr/ian £ 5%)

«MervsnnapadeH 63,8 MKrma
| “ponuaapa6ey 36,4 Mkr/mn
: f-memepcan 2 1MKJ’/MJ’]

0,1630 wc/mn

| Crepunonei

Hp ,3aac)cmaermom Yuacmie: i ;
; Typqm(, “ mamme g cnamaemcm

_ @AMW.«'IH.? yﬂo/z,xffec" ¢
PAJPEXJI.E‘HWE HA BHHYCK

epnaxf H mosnod, Imy cepus.
eEMIGH H . BHILEIKAIIHROM:

5 .$3apeéuiampupaear{ub£x &
ycm:m mzuu coomeemicntaae GMP.

Me_neas‘ft:ep G{{Iﬁ Depaii Osden
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W WORLD MEDICINE

Pharinacsutical Company

Mecropacnoaoxenue: 15 Temmys Maxanneuin [ixamu Hony Amappecu Ne50 Monewny Barpuunap/Crambyn

Huseanue npodyxma:
Jlexapemaennas gopma,
mun u pazmep ynaxoeru;

Cuna desicmeun / axmusHocnis:

Kartakcon kpanni ousi posuux 015 mrmn no 15 mn y dnaxoHi-kpanenbHuui Ne1-00901813-CK.jpg

IIpousseneno
YOPJIA MEAMIINH WITAY CAH. BE THJDK. A1
Typuwsa
Jiuensua; TR/UY/2019/12-0

CEPTUOHKAT KAYECTBA 22200927356

KATARCOJ

Kanau 2nasume, pacmsop, 0,15 mz/nn;

no 15 mn 60 daaxone-xanensuuye; no 1 @aakony-xanenvruye emeche ¢
HHCMPYKUUEH RO MEOUUUNCKOMY NPUMERENUID 6 KAPMOHHOR KopoGke
hampug asanenmatiena noaucynshonama.0,15 ma/mn;

Cepmugpuxam o peaucmpayuu; UA/17621/01/01
M cepuu: 00901813
Pazmep cepuu: 38 029 ynarosox
Hama npouzeoocmea: 09.2020
Cpox zodrocmy do: 08.2023
XapaxTepuctukm Donycrumute yenoaus Pesynbrars
Onucanne Mpospavnibii PAcTBOP TEMHO-KPACHOrD LigeTa Cootsercrayer
Haenrndukagns .
Harpya asaneurauena CrexTp notnowieHa UcENeayemore pacTsopa fomueH Coorsercrayer
nenucynsdoHar COOTBETCTBOBATL TAKOBOMY CTAHAIPTHOID PACTBOPA B XOAE
KONWMYECTBEHHOrC onpeaeneHus .
Metunnapaben Bpema yASPIRUBEHMUA OCHOBHOTD NMKa Ha Xpomarorpamme Coovsercreyer
Nponuanapabex UCCNeayemMoro pacteopa SOMKHO COOTBETCTBO83Th TIHOBOMY Ha
Tuomepcan XpOMATOrpamme CTaHAAPTHOTO PacTaopa s Xoge
KONUUECTBEHHOTO OAPEAENEHUA
HomuHanbubiii obbem He menee 15,0 mn 15,6 mn
fpospaumocrs Pacreop npospavusbiii Coorsevcrayer
lserHocms TemHo-kpackbiii pactsop Caorsercrsyer
pH 7.0-8,0 » 7,5
faorHocrs 0,95-1,05 t/mn 1,007 r/mn
OcmonanprocTs 250 -350 FAQCMO /KT 265 mocmon/Kr
MexaHuneckue BrTIOHEHUA
Hesugumoie vacTuus 210 mrm: He Bonee 6000 yacTuu/dnakon 125 yacrvua/dnaroH
225 mim: He Gonee 600 uacTuu/dnakon 13 yactuu/draxoh
Konuuecraennoe onpepenenue
-HaTPMA asanexTaleHa 0,1496 - 0,1654 mr/mn (0,1575 mr/ma + 5%) 0,1588 mr/mn
noAUCYALHOHAT
-metmnnapaben 58,5 = 71,5 mur{mn (65,0 mkr/mn + 10%) 70,2 mKr/ma
-nponuanapabex 31,5 ~ 38,5 mkr/mn (35,0 mir/mn + 10%) 37,1 mrr/mn
“THOMERCAN 1,8 — 2,2 mur/ma (2,0 mur/mn ¢ 10%) 2,1 MKr/mn
CrepunbHocty Pacrsop crepmabnbiit CrepunbHbiit

Smum. 8 ceudemenscnigyio, umo

REPEYUCIEHRAR Guiie UNPOPMANUR RETRENCR OOCMOBEPHON W MouHOi. Dma cepun

npodyxyuu Omra npoussedena (exmouas YRAKOSKY/MADKUPOSKY) ¢ nposedenuem KONMPOAR KGUECMEQ HA BbIMIEYKUIAHIIOM
BPOU3GOOCINBEHHOM YHACTHKE 8 HORNOM COOMBEMICIEUN ¢ mpebosanuamu GMP, yemanosnennsimu PeyRAMOpHLIM. OpZanosy
Typyuu, a marsce ¢ coomsememenus co enequpuKayueii u MEModaMU KORIMPONR kauecmea (MKK), 3apezucmpuposanivix s
Yepaune. Opomoxans: npouseodcniea, pnaxosxu u akaruios D610 npoCMOmpPENsL U YCMAaKoeneno coomeemcmenue GMP.

DAMUHIHSA H ACIDKHOCTS/3BAHNME JINLA,  BSIJABUIETD Meyeomep OKK: @epm; Osden

PASPEHIEHUE HA BRIITYCK CEPHH

HORNHCH H AATA NORITHCAHNS, ITRYATS/ULTAMIT
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JEPKIHKCHYKEA
JAEPKABHA CJXYXBA 3 JIKAPCHKHX 3ACOBIB
TA KOHTPOJIIO 3A HAPKOTHKAMM y M. KHEBI
uy’, Bepeanaxiscuka, 29, Kuis, 02008, ren. (044) 205-26-85 ven. (044) 205.26-82
E-mail: diskyiv@dls.gov.ua, Mww&gm Kon €APIIOY 37079055

BHCHOBOK
npo AKicTs sesenoro 1 Vipainy aikapenkoro sacoby

23.06.2021 Ne 354417212610

KATAKCOJ
{nnlincny sasug JHRspesRUIG aam&y i3, Wﬁm TBOCBLESEHHNM )
wpanai ouni, poyans, 8,15 mo/a, wo 15 wa y daskoni-xpanensruni, 1o 1 gasxony -
EpaneabRRni 8 kam gnﬁm

{dopsa manryexy, aosy » 38606y}
Howmep peecrpauifinoro nocsimensx UA/17621/01/01 crpox i peecrpanifivore noceimenss 30.08.2024

Capis nizapeskoro sscofy X 00901813 Kinsxiers seay sacoby 19960

Bupobunk YOPJIH MEAMIMH UIAY CAH. BE TUDK. ALIL, Typeuuuua
e SiRApCEROrD 38008y, RPETHA NOXOIKEIAS)

Baeseno & Yxpaiky Tosapucrso 3 obmexenown slanosizansuicro "BIAYC ®AP

_inewy. wox: 43821180

{mmgmm v yon a8 EAPHIOY wpmwaz ¥ opolis efo npisaume, '8, 1o Garssont dinsmot
W sticue ihpsi nosep ofuixond! waprry tiRIBERS
noseris 8B mpm T8 HOMED HARTIDPIES

Fiporoxos nisyansuore kowrpons ain 22.06.2021 X 2083/3,

& [ROYNRTATAMH SEDRSBHOIO  RUNTPONIC  BUTSHORNCHD, mo ixapenKui mxﬁ 5 Yepaiwy 3
ztm'pnmanﬂuu BHMOT 38K THA HOAG jix acoBis,

Bo / / Thomena CTOPOKEHKO
| Fo wonpomo} {infudans o nphissane}
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A Manufuctured by WORLD MEDICINE ILAC SAN, VE TIC, A.S.
o Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
T P —— No:50 Gunesli Bageilar/istanbul, Turkey
License: TRAUY/2019712-2

Bupodnenn: YOPJLL MEJIHLUIH LJIAY CAH. BE TLUR. AL,
Micuesnaxomxenns: 15 Temmys Maxanneus [iawi Hony Iiwanzeci
NeSO Trouswni Baraxiimp/Crantyn, Typeuunua

Tiuensia: TRAUY/2019/12-2

| Colour Dark red solution Conform
| Cmynins 3a6aperenna Temno-uepeonuti pozvun Bidriosioae
' pH 7.0 - 8.0 1 7.5 |
]_gensity 0.95 - 1.05 g/ml (r/mn) 1.005 g/ml (r/mn) |
| Tyemuna _ [
' Osmolality 250 - 350 mosmol/kg (Mocmon/kr) 285mosmol/kg
Oemonanvricms (mMoeMon/kr) |
Particulate contamination (
Sub-visible particles 2 10 pm: not more than 6000 particles/vial 22 particles/vial ;
Mexawiuni exarovenns 225 um: not more than 600 particles/vial 3 (wactox/dnaxor) |
HegUOUMI yacmuu 2 10 micm: se Ginbue 6000 wacTor/drakon 22particles/vial
2 25 miy: He Ginbie 600 vactok/paakon 3(uacTor/dnaxon) |
Assay I‘

Kinvricne eusnavenns

-azapentacene polysulfonate | 0.1496 - 0.1654 mg/ml (Mrimn) (0.1575 mg/ml | 0.161 Tmg/ml
sodium (Mr/Mn) £+ 5%) (mrimn)
RaAmMpio azaneumayeny
roaicyrohonamy

-methyl paraben 58.5-71.5 pg/ml {(mKr/mn) (65.0 pg/ml 65.6 pg/ml (mxr/mn)
~Memuinapateny (MKr/ma) £ 10%)

-propyl paraben 31.5 - 38.5 pg/ml (mxr/m) (35.0 pg/ml 33.0 pg/ml (Mxr/vi) 1
-nponianapabderny (Mxr/mMn) = 10%)

-thiomersal 1.8 ~2.2 pg/ml (ukr/mnn) (2.0 pg/mi (Mkr/ma) + | 2.0 pg/ml (Mr/vn)
~nijomepcany 10%) !
Sterility Solution is sterile Sterile |
Cmepirsuicme | Pozvun cmepunsiuii Crepusbauii

{ 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
analysis are reviewed; conformity with the GMP is established,

Lhww 5 3acsiouyio, wo nepepaxosana euuge inghopmayin ¢ docmodgiprow i mownoro, g cepia npedyxyit Hya

Surname and position of person, approving batch release io market Quallty assurance Manager: Aykut Cholak
Hpiseiye ma nocada / seanns veobu, axa sudana 0o3gin na sunycx cepii Meunedowcep iz sabesneuennn axocmi: Auxym Hoaax

Signature and date, Stamp
Midnuc ma dama nidnucanus, nevamya / wmann

13.12.2021

b




L Wo)osi vaocae |

CERTIFICATE OF ANALYSIS

CEPTH®IKAT AKOCTY

Product name:

Haszea npodyxmy:
Pharmaceutical form,
package type and size;

Tixapcora gpopma, mun

Manufactired by WORLD MEDICINE ILAC SAN. VE

TIC. AS.

Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesti Bageilar/Tstanbul, Turkey
License: TRAUY2019/12-2

Bupobaeno: YOPII MEANIAH LIAY CAH. BE TLIK. A.111.
Micuesnaxonxenns: 15 Temmys Maxaanewi Lxawi Hory Iixanmec

NS0 Tonewni Barmsunap/Cra mOya, Typeyunna
Hhitewsis: TRAUY/2019/12-2

No.211132672

CATAXOL
KATAKCO.1
eye drops, solution, 0.15 mg/mi;

15 ml in a flacon-dropper; 1 Slacon-dropper together with a leaflet in a

carton box
Kkpanai ouni, posyun, 0,15 mz/vn;

VIGKORY-Kpaneaviiuyi pazom 3

Ma poImip ynaxkosu.: ey ; ;
no 15 mn y gaaxoni-xpanensnuyi; no | @
IHCMPYRYIEIo 0N Meduuro2o 3ACMOCYEAHKA Y KAPMOniti KopobYi
Dosage / potency: azapentacene polysulfonate sodium 0.15 mg/mi:
Hoza / cuna oii; Hampiio asanenmayeny nonicyrogonamy 0,15 mz / wn,
Registration certificate:
Peccmpayiiine UA/17621/01/01
HoCeioyeHs
Batch no.:
Ne cepil: 11101596
Batch size:

Posmip cepii:
Manufacture date:
Hama eupobnuymea:
Expiry date:

Tepmin npudammocmi:

49 831 packages/ynaxoeox
11.2021
10,2024

TEST LIMIT RESULT |
| Hoxasnuxu axocmi Hopmyeanns Pesyiomam E
Description Clear dark red solution Conform
Onuc posopuii posuun mexno-uepsonozo koasopy Bionosioac E
Identification '
' loenmugpiraryin The absorption spectrum of sample solution | Conform
' Azapentacene polysulfonate should correspond to that of the standard | Bionosioae
| sodium solution obtained using the method described for
| Hampirwo asanenmayeny the assay
| noaicyasgponamy Cnexmp noznunanns 8UNpobysanoze pozuury
| Mac  6i0nosidamu  maxomy —cmanOGPMHO20 ,
i PO3YUKY 6 X0OT KINLKICHO20 euIHAYEHHA E
" Methyl paraben The retention time of the principal peak in the CU“fOF{“ -
Bionosioac

| Memunnapabeny
| Propyl paraben
| HponirnapaGeny
- Thiomersal
! Tiomepcany

|
i
|

chromatogram obtained from sample solution
should correspond to that of the standard
solution in the assay
' Yac  ympumysanns

OCHOBHO20  MIKY  Ha

prouamoepcwf 6UNpPOOYEanoeo posuuny ae

|afdnasféamu MAKoMy — Ha  Xpomamozpami
Ecmaxbapnmoeo PO3YUHY 6 X00I KilbKicHo20
| BUIHAYCHMA

Nominal volume
Hominansnuii 06’em

Not less than 15.0 ml
He menwe 15,0 ma

| Clarity
Hpozopicme

Solution is clear

FPoswun nposopuii

#£5
o2




m Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
.v@ Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
Prarmaceutcal Company No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupotreno: YOPJIL MEJHIMH LIAY CAH. BE TI/UK. A.LLL
Micuesnaxomrenns: 15 Temmys Maxaanewi Jxawi Hoay Jixanaeci
NeS0 Mowewni Barmxunap/Cram6ya, Typeuunna

Jiuensia: TR/AUY/2019/12-2

Colour Dark red solution Conform
Cmynins 3a6apenenns Temno-uepeonuii po3uun Bionosioae
H 7.0-8.0 7.5

Density 0.95 - 1.05 g/ml (r/mn) 1.004 g/ml (r/mn)
Tyemuna
Osmolality 250 - 350 mosmol/kg (Mocmon/kr) 290mosmol/kg
Ocaonsinvricnme (MocMOJI/Kr)
Particulate contamination
Sub-visible particles > 10 pm: not more than 6000 particles/vial 254 particles/vial
Mexaniuni exnouennsn > 25 pm: not more than 600 particles/vial 173(yacTok/hiakon)
HeeUOUMI yacmru > 10 Mkm: He Ginbie 6000 yactok/dnakon 254particles/vial

= 25 MKM: He Ginblue 600 yacTok/dakon 173 (uacTok/akon)
Assay

Kinvkicne susnavenns

-azapentacene polysulfonate 0.1496 — 0.1654 mg/ml (Mr/mn) (0.1575 mg/ml 0.1620mg/ml

sodium (Mr/mn) £ 5%) (mr/mi)

-HAMPiio azanenmareny

noaicynvgonamy

-methyl paraben 58.5 = 71.5 pg/ml (mxr/mn) (65.0 pg/ml 64.4 pg/ml (mxr/mn)
-memunnapabeny (MKr/mi) £ 10%)

-propyl paraben 31.5 —38.5 pg/ml (mkr/ma) (35.0 pg/ml 34.5 pg/ml (mxr/mn)
-nponinnapabeny (Mkr/ma) £ 10%)

-thiomersal 1.8 —2.2 ug/ml (Mxr/mn) (2.0 pg/ml (Mxr/mn) = | 1.9 pg/ml (MKr/mn)
-miomepcany 10%)

Sterility Solution is sterile Sterile
Cmepunvnicmo Posvyun cmepunonuil CrepunbHHii

1 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
analysis are reviewed; conformity with the GMP is established.

Hum 2 szaceiouyio, wo nepepaxosana euwe ingpopmayin € docmosipnoio i mounoio. Lla cepia npooykyii Gyra
SUSOMOGNEHA (BKIIOYAIONU NAKYBAHHS / MAPKYBAHHS) 3 NPOBEOEHHAM KOHMPOMO AKOCMI HA GUWEGKA3AHTH SuUpOBHUYil
Oinbruyi 6 nosniit gidnogionocmi 3 eumocamu GMP, scmaroanenumu pezyasmoprum opearom Typeuuunu, a maxodc y
sionoeidnocmi 3i cneyugbixayicio i memodamu koumponio sxoemi (MKA), sapeecmpoeanumu e Vpaini. Ipomoxonu
8UpOGHUYMEa, ynakosku ma ananizie Gynu nepe2naHymi ma 6cmanoener o 8ionosionicme GMP.,

Surname and position of person, approving batch release to market Quality assurance Manager: Aykut Cholak

[pizeuwe ma nocada/ 3eanns ocobu, saxa sudana 0o3ein na sunyck cepit  Menedoicep iz 3abesnevennsascemi: Aiikym Yonax

Signature and date, stamp
Iionuc ma dama nionucanus, nevamra / wmamn

13.12.2021

WORLD MEDICINE ILAG SAN. VETIC. A%

15 Temniuz Mah. Camiyolu Cad. No:50 \

Bagcilar / ISTANBUL Tic.Sic. No: 769365-0°\
Ginegli V.D.: 814 048 0524

Mersis No: 0814 0480 5240 0017
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Niyewrsii 3
BUpOBHUUTBA

Niyewsii 3 imnopTty

NiyeHsii 3 Toprieni

IHdopmaLia woao
BUAGHWX BUCHOBKIB
Npo AKICTE BBE3eHUX
nikapcbkux 3acobis Ta
BWUCHOBKIB Npo
BignosigHicTe MIBN

AOKyMEHTW B CHUCTEMI
obniky nybniuHoi
iHdopmanyii
Aepxnikcnyxoun

Dé,q Moptan Aepxnikcnyx6m

IHOOPMALIA LWOAO BUAAHWX TEPUTOPIANTBHUMW OPTAHAMW AEPXIKCNYXBWN
BMCHOEBKIB NPO AKICTbE BBESEHWX NIKAPCbKWMX 3ACOBIB TA BEMCHOBKIE MNPO
BIANOBIAHICTL MEAWYHOIO IMYHOBIONOMN4YHOMO NPENAPATY BUMOIAM
AEPXABHWX | MDKHAPOAHWX CTAHAOAPTIB

CTAHOM HA: 21.04.2022 9:05:00
IHRPOPMALYIA OHOBNHOETECA WOAOBOBO. BIAOBPAXAKITLCA BWCHOBKW, BUOAHI 3 2018 POKY

>
AepxaBHWiA KOHTPONL AKOCTI Nikapceknx 3acobie, WO BBO3ATECA B YkpaiHy, Ta MIBMN

HaCcTYNHWUX HORMATHUBHO-
3AINCHIOETLCA BiANOBIAHO A0 i

NRaABOBWX AKTIB

WAHOBHI BIABIAYBAYI CAATY AEPHUTIKCIYXKEM!

AnA Bawoi 3py4HOCTI B po3aini «lHGopMaLifa Wo40 BUCHOBKIB» B MaETE MOXNNBICTE NOLWWYKY 3a:
* Ha3BOM NikapcbKoro 3acoby (060B'A3K0BO);

* HOMEPOM BUCHOBKY;

* HOMEepOoM cepii;

* HOMEPOM PeEeCTPaLiiHOro NoCBIAYEeHHR;

« AC, wo BWaana BUCHOBOK

2, Hasea /13 (BBeaiTh Big 3x CUMBOAIB ANS NOWYKY)*

% N oii: 1101622 X

Hazea
enpo6HuMKa,
Kpaina

Haszea N3, ¢popma

BUNYCKY

KATAKCO kpanni ouHi, ToBapwcTeo 3

UAs17 PO3UMH, 0,15 mr/mn, no MgglljlﬂﬁH obMexeHow
621/01 15 mn y ¢nakoHi- LAY CAH. BE 11101 signoeiganbHic Ac 31.01. 4203/2 No3wuT
: : W y M. Kueei 2
/01 KpanensHuui, no 1 TIK, ALLL 622 THO "BNYC 2022 2/26  VBHWIA
$nakoHy -kpaneneHUi - o DAPMA”",
B KApTOHHIi kopobLi (1 YPEUUMHA) 43821180
KATAKCO kpanni ouHi, YOPNIA ToBapwucTeo 3
UAZ17 PO34MH, 0,15 Mr/mn, no MEAVLIVH obmMmexeHow
621/01 15 mn ycpnalmui- INAU CAH. BE 11101 signoBigansHic ACy M. Kuesi 31.01. 4209/2 Mo3ut
/01 KpanenbHuui, no 1 TIAX. A LU 622 THO "BNYC b fs 2022 2/2611 wBHWIA
dnakoHy -kpanensHuLi T i DAPMA",
B KapTOHHIA kopobui (Typessia) 43821180

3ATANBHA KINBKICTL 3ANKCIB: 2




'% WORLD MEDICINE
Phascemacante sl Compasy

Manufactured by WORLD MEDICINE ILAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi
No:50 Gunesli Bagcilar/Istanbul, Turkey
License: TR/UY/2019/12-2

Bupotbneno: YOPJIJI MEJULIHH LTAY CAH. BE TIIK. A.lLL.
Micuesnaxomaenna: 15 Temmys Maxannewi xami Hony Jikaaneci
Ne50 Monewni Barmwxunap/Crambyn, Typeuunsa

Jlivensia: TR/AUY/2019/12-2

CERTIFICATE OF ANALYSIS No.211132793
CEPTH®IKAT AKOCTI

Product name: CATAXOL

Haszea npooyxmy: KATAKCOJI

Pharmaceutical form,
package type and size:

Jixapcora popma, mun
ma po3mip YNAKOBKU:

eye drops, solution, 0.15 mg/ml;
15 ml in a flacon-dropper; 1 flacon-dropper together with a leaflet in a
carton box

kpanii ouni, posuu, 0,15 me/mn;
no 15 mn y guaxoni-xpanenornuyi; no 1 gaaxony-xpanenvnuyi pazom 3

IHCMPYKYIEIO 01 MEOUNHOZ0 3ACMOCYBAHHS ) KAPMOHHI KOPOOGYi

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

azapentacene polysulfonate sodium 0.15 mg/ml;
nampiio azanermayery noaicynscghonamy 0,15 mz / ma;

Peccmpayiiine UA/17621/01/01
noCcGioveHHA.

Batch no.:

Ne cepii: 11101622

Batch size:

Pozmip cepii:
Manufacture date:
Hama eupobruymea:
Expiry date:

Tepmin npuoamnocmi:

50 033 packages/ynaxosox
11.2021
10.2024

eidnosioamu  marxomy  Ha xpomamoezpami
CMAanOapmno2o pozuuny & xooi KilbKiCHR26=
BUSHAYCHHS oW

TEST LIMIT RESULT
Hokasnuxu axocmi Hopmysanus Pesynomam
Description Clear dark red solution Conform
Onuc 1Iposopuii po34un memMHO-4epPEOHO20 KONLOPY Bionosioae
Identification
Ioenmugpirayis The absorption spectrum of sample solution | Conform
Azapentacene polysulfonate should correspond to that of the standard | Bionosidae
sodium solution obtained using the method described for
Hampiio azanenmayeny the assay
noxicynogporamy Cnexmp noenunanms 6unpobyeanozo pozuumy
Mac  eionogioamu  makomy — cmanoapmHo2o
PO3YUHY € X0OI KINbKICHO20 BUSHAYEHHS
Methyl paraben The retention time of the principal peak in the C‘?“fbl’{"
Memunnapabeny chromatogram obtained from sample solution | Bionosidae
Propyl paraben should correspond to that of the standard
lponinnapaéeny solution in the assay
Thiomersal Qac  ympumyeanns  ocnoemozo  nixy  na
Tiomepcany Xpomamozpami  6unpobyeano2o posuuny mae

Nominal volume
Hominaneuuii 06 ’em

Not less than 15.0 ml
He menue 15,0 un

Clarity
IIposopicme

Solution is clear

Posyun nposopuii
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