CERTIFICATE OF ANALYSIS

CEPTHQIKAT AKOCTI
Product name:

Hersea npodvinny:
Pharmaccutical form,
package type and size;
Hikapeora dhopyia, mun ma
POSMID VRUROSKY:

Dosage / poteney:

Hoser 7 cuna oii:
Registration certificate:
Peecmpayiinne nocsicuemns:
Batch no.:

AN cepii:

Batch size:

Posaip copii:
Manufacture date:
Heona supodnumec:
Expiry date:

Tepasin npudannocmi:

Nanraga No305002513_ Cropinka_1.jpg

Manufucrired by WORLD MEDICINE [LAC SANVE TIC, A8,
Lecation: 13 Temumuz Mahallesi Cang u Caddest
NoE 0 Gureshi Dascilarstapehi:

License TR DV 208

Bupudsenn: YOPLEMEZTILI IAY ¢
Mice e, w13 eMA Maxa e

NDO D wosei sy Bary

No. 400000335571

PALLADA

TTATTA A

eve drops, solution I mg/ml, 5wt iy u fucon-drapper, 1 flacou-dropper together with
@ leaflet in a carton hox

Kpanii ouni, poswun I vefwen no 5 i ¥ hraroni-kpaneasicngi; no | rictrev-
Kpaneishii pazon 3 FCIPYRTIE0 A1a  veouuiosn SUCTOCYEANNS V' KAPINOHNTT
KopodI

Qloparadine (as feydrochioride) T mg/mi

Cnonumaday (v hopai ciopoxaopudy) I i

UA/T4645/01/01
3050602513

15 882 packages/viaxoson

TEST
_Hoxasmay sicoen;
Appearance

$45.2023
84.2026
LIMIT RESULT
) Hopaveemysn o ‘ Pesyasnicn
Clear colorless solution ¢ Conforms

Onue IIposopin desbapsi posvun L Bidnosioue
Identification !
Ioennubirayis In the assay, retention times of main peaks which are obtained !

- olopatadine from sample and standard chromatograms should be similar | Conforms

- dacnamadin

~ benzalkonium chiloride
- GUNTAIROMH IO Xropuoy

B x00i riwkicnozo suanavenns vae Mpustyeannst ocnogiux L Bidnosioc
RIS na Xpovamoeposd DOCHIOMCVEIHOXG  posiingy :
BIONOSIOWON  udcay THIPUMYGAHHR  OCHUGH Y
TPOMAMOZIANT CHIHOGPINI G20 PO3YUHY,

In the assay. retention times of main peaks which are obtained
from sample and standard chromatograms should be similar,

TN RTITa

B xuoi Kiuskicnooo susnavens: qeac Frprstosaing ociognx | Conforms
WIRIS G XPOMEIOeNpaE COCTHINCV B
gionaaidaions  vacar NRROVEH NS

XPOMGIIOCPGNT CRIGHGUPINIOCO PO,

posay L Bionosione:

QUIHIGHEN  NINiE Ha |

Extracted volume

Not fess 5.0 mi/flacon 5.2 ml/flacon

(5 e, o sumacacmpen | He senwe 5.0 svdaaxon o PRI Ny haanoin
Clarity and degree of opales- | The solution should be ¢lear or not more op:l!usccnt,jfhﬁ‘ﬂ;j}:{'e— i Conforms
cenee ference suspension | v rgo Y
Hposopicys ma cnyniine Pazvun nosuen Symu HPOIOPUNE Hiet He Glinin Bidnyaivuc .
onaecyenyil ancrecyenmiist, iixe Cyenersis nopisssims 1. [ '

DPegree of coloration
Cmivnine 3adaperenis

The solution should be colorless or not more intensiﬁ\.@:' E‘i%"”(fox}_fom}s_
reference solution By ‘ —
Posuur nociiden Vi DE3DADENUN 4G e inmic uenfie
SOOAPEIE Hive pasa Hopisisiu B

o -] 6.5-75 o ]
Density $0.95-1.05 @ml

L Ve

43:1.05 s
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Murufactired by WORLD MEDICINE 1LAC SAN. VE TIC, A8,
Location: 15 Temnmug Mahatlesi Caeii Yoby Cuddesi
MOS0 Guniesti Bageilar/(stanbu! Turkey
Divense: TRUUY 2004 130

P el Lo gar gy

Bupos.weno: YOPIUL MEJIIEL KIAY CAN, BE TR, AL
MicuerHaxozaeiio: 13 Temaiys Masanaensi “Brasy floay Jsaiedi
N3 Diotenen Larns Cramcya, Tyvpewinsa

Amensis: TRAUY 201G 5240

" TEST LIMIT RESULT
Hoxaziusy axocmi Hopsngomn Pexviomam
Osmolality 270-305 mOsmol/ke 299 mOsmol/ky
Ocaronsibiicnts 270-305 wOcvoun re B 299 yocuoin/ie f

Particulate contamination

Mexanivai siniguenis
- visible particfes Absent Conforms
~ GUOUMI UCTIRY Biocymmni Bignogiode
- sub-visible particles
- HEGHOUMT vacmik
= 10 pme = 6000 particles/flacon fvacntorshauron) i 64 particles/lTacon
L iuaemonsdiaron)
=25 um: 2600 particles! Nacon fuacmor gaaron i 39 particles/flacon
(wacmorsgiiakon)
Related Substances
Cynposidni dosiiuri
- a-hydroxy elopatadine <0.2% ¢ <Reporting linit
- W2IOPORCY ONOnAMadun | < Meowi cusiasenm
- olopatadine E-isomer < (.2% <Reporting limit
- oaonenad iy F-izoa1ep © ot Menci susicacig
- NPS olopatadine impurity < 0.2% : <Reporting limit
- doslira ouonamaduny NP3 CMeoci anneaenns
- unknown impuriny < (.20 <Reporting [hnir
- Hegidoye dodiiura - Mesiel grseienis
- tatal impuriry < 1.0% . Conforms
-y doatucor . i Bionogicae K
Assay 5
Kisericne euanauenns
- olopatadine 0.95 mg-1.05 mg (95.0-105.0%) LOT mu (o)
- Laonamaouny 0.95 212 - 103 ma (95.0-105 0% 101.0 %
- benzalkonium cliloride 0.09 mg-0.11 mg (90.0-1 10.0%) 0.09 my ve)
- Densaaroniio xaopudy (09 arz-0. 41 ez 190.0-1 10,045, 90.0 % _
Sterility The solution should be sterile Conforms
Cieprinsiiicing Poyaur nosunew Sy corepuriii Lidnosivac o

{ do hereby certify that the abovementioned data are trustworthy and accurate, This product buateh is manifuc-
tured (packaging/!abe])!ing included) under the quality control on the abovementionod manufacturing site in full con-
Sormity witl the GMP requirements, esmbﬁskeé by the regulatory agency of Turkey as well as with the specificution
and control wmethods of the analytic-normative docamentation, registered in Ukraine, The protocols of mannfucrure,
packaging and analysis are reviewed: conformity wirl the GMP iy establivlied,

Lo s saceionme, wo hepepaxosana e ingiopsayin ¢ docmosipsion | HIONTIOIG:
GUXINOGICHA (GIIGUIGY HAAKVEUHIA S MAPRYSGNILL) 3 Aposedelingy RONRIPO e Axocnf i i1 HEGRG T snpodinmili
Dol 8 noeniit Gidnosicmocmi s surora GMP, semanog e PEVAINCPI L DEOABGE TP il 0 makose v
BIOROSIANOCIIT 31 creyubirayicio | semodeans wowusipoio akocmi (MR sapecenfossarinn ¢ Yipding- fIpomoroin
BUPUONIIINGE, YRAKOGKI MG (H @G Oy nepeasnymi ma scmerosieno it g NZAY/— '

{ICepis. ppecn Kyl

Surname and position of person, approving batell release (o muerket
Hipisatuge nia nocada / seanns ocobu, saxa sudai QOFGET I GURYOR Cepil

Stgnature und dute, stamp
Hignue me deona FHCIUCCITN, BevamKG 7 1umaini 10.02. 2024




