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Manufactured by WORLD MEDICINE TLAC SAN. VE TIC. A.S.
Location: 15 Temmuz Mahallest Cami Yolu Caddest

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TRAUY/2019/12-0

Bupobneno: YOPAN MEIWIUH LIAY CAH. BE THIK. AHI.
Micuesnaxomuenns: 15 Temmys Maxamnewi Twami Homy Dxanneci

Ne50 Monewai barxwsap/CraMOyn, Typeuunna
Jigewnsin: TRAUY/2019/12-0

CERTIFICATE OF ANALYSIS No. 40000014871
CEPTH®IKAT AKOCTT

Product name: PALLADA

Hazsa npodyxmy: HA/T/IATA

Pharmaceutical form,
package type and size:
Hixapcovra opma, mun ma
PO3IMID YRAKOBKU:

Dosage / potency:
[loza / cung Ol
Registration certificate:

Peccmpayitine nocgiovernns.

Batch no.:

Ne cepii.

Batch size:

Posmip cepii:
Manufacture date:

eye drops, solution 1 mg/mi, 5 ml in a flacon-dropper, I flacon-dropper together with
a leaflet in a carfon box |

kpanii ouni, posuun 1 me/mn, no 5 mn y naxoui-xpaneneruyi; no 1 @aaxony-
KpanenbHuyl pasov 3 IHCIMPYKYIEIo 0N MEOUYHO20 30CHOCYRAHHA Y KAPHOHHIU
xopobuyi | |

Olopatadine (as hydrochloride) 1 mg/mi

Ononamaduny (v opmi 2iopoxnopudy) 1 ma/m

UA/14645/01/01
301001121

34 978 packages/ynarxosox

| - | 01.2023
Hama eupobruymaa.
by cater 12.2025
epMIH BPUOamHoCl.

TEST LIMIT RESULT
| [loxasuuxu axocini Hopmyeanns Pesynsman
Appearance Clear colorless solution Conforms
Onuc | IIposzopuil besbapenuil posyun | Bidnosioae
Identification | |
loenmughirayis In the assay, retention times of main peaks which are obtained
- olopatadine from sample and standard chromatograms should be similar Contorms
~ ONLORAFNAOUHY B x00i rinericnozo SusHQuenHs 4ac YMpuMysarHs OCHOGHUX | Bidnoeioae

- benzalkonivm chloride
- DEN3QNIKOHII0 XIOPUOY

MIKIE  HA  XpoMamozpaml  OOCHIOJICY8AHO20  POSHUHY
giOnogidaiomy  wacam YMPUMYGQHHA OCHOGHUX nNiKie HA
XPoMamozpami CIMAHOGPIMHOZ0 POIHUHY.

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

B x00i winericnozo eusnauenus uac ympumyeanus ocrognux | Conforms
niie Ha xpomamospami  QOCHIONCY8aHO20  posyuHy , | Bionogioae
gionoeiomomy  wacam  YmpuMmyeanns. OCHOSHUX RiKi@ Ha
XPOMAmMopami CMAHOAPINIO20 POIHUHY.

Extracted volume Not less 5.0 ml/flacon 5.30 mi/flacon
OB €M, U0 GUMALAEMBA He menme 5.0 mn/¢uiakod 15,30 ma/pnaxon
Clarity and degree of opales- | The solution should be clear or not more opalescent than Re- | Conforms
cence ference suspension I

[Ipozopicme ma cmynins Pozvurt nogunen 6ymu nposopum ma He binvut Bionosioae
ONANCCHEHY ] onanecyenmuum, nioe Cycnensis nopigHsnus 1,

Degree of coloration
Cmynins 3800557

The solution should be colorless or not more intensively than | Conforms
reference solution By |

Poszyun nosunen 6ymu besbapsrum abo He inmencugHiue Bionogioae
3abapeneruti HiJiC posuun nopisuanus By. .

6.5-7.5 ~ Tad

0.95-1.05 g/ml 1,01 g/ml (2/mn)
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Manufactured by WORLD MEDICINE ILAC SAN. VE TIC, A5
Location: 15 Temmuz Mahallesi Cami Yolu Caddesi

No:50 Gunesli Bageilar/Istanbul, Turkey
License: TR/UY/2018/12-0

Bupodneno: YOPRJI MEJUIIMH LIAY CAH. BE TIIK. A1,
Micuesnaxomxenns, 13 Temmys Maxaanewi [xami Mony ricaniec

Ne50 Trorcwai barmxuaap/CramOyin, TypeuunHa
Jlizensis; TR/AUY/2019/12-0

TEST LIMIT RESULT
| Hoxasnuxu ssxocmi Hopmyaanus Pesynomam
Iycmuna 0.95-1.05 e/mn _ )
Osmolality 270-305 mOsmoi/kg - 289 mOsmol/kg
QOcmonanonicme 1 270-305 mOcmonv/xe 289 MOCMONL/K2
Particulate contamination
Mexaniuni exniouenus
- visible particles Absent Conforms
-~ GUOUMI HACHKU Biocymrui Bionogioae

~ sub-visible particles
- HEGUOUMI YOQCIHIKU

> 10 pm: < 6000 particles/flacon (wacmox/praxor) 73 particles/flacon
(vacmor/paaron)

> 20 < 600 particles/ flacon (vacmor/chnaxon) 8 particles/tlacon
o (vacimor/aaron)

‘Related Substances
Cynposioni oomiutku

- a-hydroxy olopatadine < 0.2% <Disregard limit
- -2I0POKCYU ONOHAMAOUH <Meoici GUAGHEHHA
-~ olopatadine E-isomer < 0.2% 0.06 %

- oaonamadury E-izomep .

- NP5 olopatadine impurity < 0.2% Not detected

~ gomiuixa oronamaouny NP5 He susgneno

-~ unknown impurity < 0.2% 0.07 %

- HEBIOOMA OOMIUKA

- total impurity < 1.0% Conforms

- CYMa QOMIUMOK Bionoeioae
Assay .

Kinbkicre usnauenns

- olopatadine 0.95 mg-1.05 mg (95.0-105.0%) 1.0 mg (nme)

- OIONAMAOUHY 0.95 me - 1.05 me (95.0-105.0%) 99.5 %

- benzalkoniwm chioride 0.09 mg-0.11 mg (90.0-110.0%) 0.10 mg (m2)

- bensankoniio Xxnopucy 0.09 me-0.11 m2 (90.0-110.0%) 96.0%
Sterility The solution should be sterile Conforms
Cmepunsuicims Po3yun noguuen Hymu CmepuabHum Bionoeidac

I do hereby cemylj: that the abovementioned data are trustworthy and accurate. This product batch is manufac-
li

tured (packaging/labe

formity with the GMP requirements, establishe

ng included) under the quality control on the abovementioned manufacturing site in full con-
(QI by the regudatory agency of Turkey as well as with the specification

and control methods of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture,
pack?%rmg and analysis are reviewed; conformity with the GMP is established.

HAL M 3&085@%}):0, WO REPEpAXOedrna GULYE

inhopmayisn ¢ docmoegipnoio i mounow. L cepis npodyxyii Oyaa

BUZOMOBNEHA (BRITOUAIONY NAKYEAHHA | MAPKYEQHNSL) 3 MPOBLOCHNHIM KOHMPONIO AKOCH HA 6ULesKaZanid eupobiuuyil
OinvHuYyi 6 noeuil gionogiornocmi 3 eumozamuy GMPE, ecmarnoenexintu pee%).mmopzfmz opzanom 1ypeuduny, a maKoic y

gionogionocmi 3i cneyugixayicio i mMemooumy KOHMPOMO AKOCHI |.

), 3apeecmpogaHumit 8

BUPOBHUYMEA, YRAKOBKY Ma aHanizie Bynu nepeznsiymi ma scmanogieno gionosionicimes GMP.

Surname and position of person, approving batch release to market
lpizeunge ma nocada / 26anHA 0COOU, RKA EUOWRA Q038N HO BURYCK C NHA  *

Signature and date, stamp

Hionuc ma dama nidnucanns, neyamed / umamn

——

xpaini. fIpomoron




AEPXKABHA CHIYIKBA 3 IMIKAPCLKHX 3ACOEIR
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BUCHOBOK

PO AKICTL BBEICHOrO B YRpaluy aiks APECHLKOTo 3acoly

04.07.2023 Ne 33901/23/26
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Homep pecerpauiitnoro nocsinuenns UA/14645/01/01 ¢ POK AT PEECTRPAITHOID NOCBIAMenHS HEOOMETKE H 1]

Ceplst aikapcskorg sacoty N 301001121 NLTGRIC TS BREICHOTO JIRAPCRROTo sacaiy 278 R0

BupoGis YOPLMEJIEUAH AU CATL BE TYEK. AL, Typewunn

(HQGTMCIA BRI BHPOOHIING HRARCHRO 1O sacafy. kpaiig HoNeoReHHR )
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Hporoekon sisyansuoro konrposro sia 14.06.2023 M 1635/1

Hadoparopunit ananis sxocti sixa PCHEROTQ 3acoly 2ailicenuil:

Jcloup,;uopm (papmaxorednoro anani 3y JUT "Yepatnenkuil navkonnit hapmarore it HEHTH
_AKOCTL AIKAPCHKHY 32C0018" (w, Xapkin, By ’\uun OMIMHEL 33)

" alplgelplel

{HdH’kHH\ BAHHA T MICHC NGRS ii“lﬂi“‘s'iitiﬂ‘l HiCy (DO uii?{]]');ii{}["‘liifii et HE f’”\l}Li ]

BHCHOBOK 00 AKOCTT ATKAPCHLEOTO 3ac0dy. Braamii rdoparopicio sia 03.07.2023 Ne 371/42223
i,

PesyanTary auu; ATOPHOTO AR 9ROCTT AR APCEROIO 32C00y 1 pepen PEHNME NOKHKUKaMH BUUTTOB LA

BUMOTAM MOTOAI KOHTPOI SKOCT] (a510511 11111 - HOPMETHEHOT A0KY MO Taii?),
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