CERTIFICATE OF ANALYSIS

CEPTHOIRAT AXOCTT

Product name:

Hassa apodyxmy:
Pharmaceutical form,
package type and size:
Hirapcora opaa, mun ma
DO3MIP YNAKoGKU:

Dosage / potency:
Moza / cuna Oii:
Registration certificate:

Peecmpayiiine nocgiduenna:

Batch no.;

MNe cepit:

Batch size:

Posxip cepil:
Manufacture date:
Hama supodruymea:
Expiry date:

Tepuin npudamuocmi:

Nannaga N2310001672_Crpanvua_L.jpg

Manufaciured by WORLD MEDICINE ILAC SAN. VETIC. AS.

Location: 13 Temmuz Mahaliesi Cami Yolu Cagdesi
MNe:30 Gunesli Bageilar/lstanbal, Turkey
License, TRALY 20191720

Bupobaeno: YOPJAL MEHULIMH LIAY CAIL BE TLTA AL

Micueasaxoamenna: 13 Tessya Maxeaneus Duami Hory flsaniee

Ne30 Tromewsni Bargsanap/Cranlysn, Typesntiia
Jivgusia: TRAUYR019/12-0

No. 40000031568

PALLADA
TEATTEANA
eye drops, selution I mg/ml, 5 ml in a flucon-drvopper, 1 flacon-dropper together with
a leaflel in a cartor box
xpanni ouni, poswun 1 me/mn, no 3 mn y ghaaxoni-paneavnuyi; no | q’)fraxony
xpa:zeﬂbym;z pasom 3 incmpykyielo Ons MeduuHOzO 30CIMOCYEANNA Y KAPMOHHIH
xopooyi

Olopatadine (us hydrochioride) 1 mg/anl
Ononamaduny (v hopmi 2idpoxnopudy; 1 szlun

UA/14645/01/01

310061672

18 934 packages/ynarxosox

10.2023

09.2026

XPOMAMOZREM CHanOapiiio2o POIHHY.

TEST LikgIT RESULT
Tloxasnuxuy axecmi Hopyyeanns Pezvasmamn
Appearance Clear colorless solution Conforms
Onue Hposopuil Gesbapenuil pO3UUH Bidnosidac
Identification
Dewmuchivayin In the assay, retention times of main peaks which are obtained
- olopatadine from sample and standard chromatograms should be similar Conforms
|- DAORQIIGOUIRY B x00i ximbxicHoz0 usnauewus wac ympusveauus ocnosrux | Bidnosidae
nixie na xpomamozpawi  Q0CHidaCysano20  posulHY
gidnogidaioine  MacaAl  YMPUMYGANHA  OCHOSHUX HiKiG  nd
XPOMANOspasi CAHGApIHO20 POIYLHY. t
In the assay, retention times of main peaks whicl: are obtained |
! from sample and siandard chromatograms should be similar.
- benzalkonium chioride | B x00i xinbricnozo ausnauenns uac ympuwmysaius ocnosrux | Conforms
- fenzaakoniio xaopudy {nikie  na  xpomamozpumi - Gocaidzcveancen  poswury .| Bidnosidac
gionoeIdQIoE  NaCEM  YMPUMYBCHHS  OCHOSHUX  NiKie Ha !

Extracted volume
006 'em, 1o aumazacmuen

Not less 5.0 mi/flacon
He menute 5.0 mi/dnaron

| 5.25 ml/flacon
| 5,25 mp/riakon
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Clarity and degree of opales- | The solution should be clear or not more opalescent than Re- i Conforms
cence ference suspension I
[Ipo3opicine ma citynine Pozyun nosunen yimu nposopins na ne Ginstu Bidnosidae
onaiecyenyiy onanecyeunnuy, nioe Cycnensin nopiensnns L
i Degree of coloration The solution should be colorless or not more intensively than | Conforms
t Cravuins 3abapanenus reference solution By
Posvun nosunen Gymu bezbapgiun: abo ne immencusHiue Bionogidae
_ subapeacnitli Hine posaun nopigainns By, Jxod. {3
pH 6.5-15 1 @hPHA ) f\
Density £.95-1.05 g/m! HE I aiml (2763 5

U TPO
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flannapa Ne310001672_Crpanuia_2.jpg

Manufactired by WORLD FIEDICINE ILAC SAN. VE TIC, AS.
Location: 15 Temmuz Mahaltesi Cami Yalu Caddesi

No:30 Gunesli Bageilarflstanbul, Turkey
Lizense: TR/UY/2019/12-0

Bupedneno: YOPJIH MENHIIHH LXAY CAH. BE T, AIL.
Micuemaxommeuns: 15 Temuys Maxaanemi Juami Hory Trangeci

Ne50 Moxewni Bargxiuvap/Crasdyn, Typeusina
Tivensin: TRAUY/201912-0

TEST LIMIT RESULT

Hoxasuuru arxocmi Hopayeanus Pezynemenn
Dyemuna 0.95-1.05 a/mn
Osmolality 270-305 mOsmol/kg 296 mOsmal/kg
Ocatonsnbricnib 270-305 mOcmons/rz 296 mocronp/nz
Particulate contamination I
Mexcanivni grmovenns '
- visible particles Absent ; Conforms
- GuouMI HacmKu Biocymmi . Bidnosidac

- sub-visible particies
- HEBUOUMI HACMIKY

| 21 particles/flacon

> 10 wn: < 6000 particles/flacon (vacmor/ghnaroz)
(vacmor/ghnanon)
> 125 pm: < 600 particles/ flacon (vacmor/ghaaron) 4 particles/flacon
(yacwmor/dnaron)

Related Substances
Cynpoeioni Gontinike

- a-hydroxy olopatedine <0.2% ' <Disregard limit

- g-2iéporcu oaonamadun v <Meaici gusenenns
- olopatadine E-isomer <0.2% | Not deiected

- ononamaouny E-izomep , He sunsneno

- NP3 olopatadine impurity <{.2% : Not detected

- domiutka oaonamaduuy NP3 i He susigneno

- unknown impurity < 0.2% <Disregard limit

- Hegidoma ooMiura < Ademci gusngnerns
- total impurity < 1.0% Conforms

- CIMa QoMitox Bidnoeidae

Assay :

Kinvricne guznavenns
- olapatudine

0.95 mg-1.05 mg (95.0-105.09%)

1.002 mg (mz)

- oronamaduny 0.95 aiz - 1.05 me (95.0-105.0%) 100.2 %

- benzalkonium chloride 0.09 mg-0.11 mg (90.0-110.0%) 0.09 mg (312)
- Bensankounio xnopudy 0.09 m2-0.11 m2 (90.0-110.0%) 94.7%
Sterility The solution should be sterile Conforms
Cmepuspiticmn Pozuun noguien Gy cimepuiabHi Bignosidae

I do hereby certify thet the abovenwentioned data are trustwortly and accurate. This product bateh is manufuc-
twred (puckaging/labelling included) under the quality control on the abovementioned munufacturing site in full con-
Jormity with the GMP requirements, established by the reguiatory agency of Turkey as well as with the specification
and control methods of the analytic-normative documentation, regisicred in Ukraine. The protocols of manufacture,
packaging and analysis are reviewed; conformity with the GMP is established.

Lﬁm 2 3acsiduyio, wo nepepaxosaia suwe inhopmayin € docmogiproio | nounvio. Lia cepin npodyxyil bvaa
SU20MOBACHA (GIATONONY RARYEAHHA / MAPRYEAHHS) 3 NPOBEOCHHIM KOHMPONO AKOCH A GUIECRAIARIE GupobHuuill
Oinvuinyi 6 noguill gidnogionoci 3 suvozamu GMP, scimanosianimu pg?wrmnopmm opzanom Typewuuny, a makexc y
sidnosidnocmi 31 cneyudbikayicio i memodariu xonmpono axocmi (MKH), sapeccmposainunu 6 Vepaini. Hpomoxonu
SUPOBNININGA, YRAKOGKU WA ananizia Byau nepeenanymi ma ecmanoaieno ¢idnoagionicmn (GALP.

Surname and position of person, approving batch release to market
lipizsuge ma nocada / seanin ocobu, Ara eudaia OvsgLl Ha BURYCK Cepil

Signature and date, stamp

Hignue ma Oama nidnucanns, nevamxa / wmavin 08.11.2023

9, 5N
Foygie ©




AEPIKABHA CJIYIKBA 3 JIKAPCHKUX 3ACOBIB

TA KOHTPOJIXO 3A HAPKOTHUKAMU y M. KHEBI
npos. Hagit Ceituunof, 3, 02099, en, (044) 295-26-85
E-mail: dls.kyiv@dls.gov.ua, Kog EQPIIOY 37079055

BHCHOBOK
PO AKICTL BBe3eHoro B Yiepainy Jikapeskoro 3acofy

24.01.2024 Ne 2786/24/2611

ITAJLIITA JA

(naitsenysanug gixapesroro 3acoBy sriano 3 pecerpaifnum noCBifMEHIIEM)
Kpanai o4ui, po3unu 1 Mr/va; posuns 1o 5 Y haraxoni-kpanensunni; no 1 haarony-
KPAMeSLIHL B KAPTOHHIT Kopobui

(dropma nrnycky, nosysauin, o NAaKysUHHS NiKaPCLKOro 3acoby)
Hostep peectpauiiivoro nocainuenns UA/14645/01/01 erpox ait peecTpauifinoro noceizuenns HEOEMENKEHMIH
Cepia nikapeokoro 3acoGy Ne 310001672 KintkicTs Bre3enoro nikapeskoro 3aco6y 18685

BupoGime YOPJII MEIIMLIMH UJIAY CAH. BE TIIXK, AL, Typeuanna

(nafiMenynauns supoGHIKka nixapcbkoro 32000y, kpaiH NoXomKeHHS)

Bre3seno B Yipainy Toapucrso 3 o6meskenoro BignopigansiicTio "Tpoxac ®apma
Yxpatua", igenr. won: 37177201

(nalsteryranns Ta ko 3a C€OPTIOY 1opuanyrol ocoby aGo mpizsurie, iM'9, Mo GaTbKoB! (pianyrol
ocoly - nianpuenus, 1 Micue nposupanns Ta peectpaniitnui nomep obmikonot kapTiy mraTHMka
nonatkin abo cepis Ta Homep ftacnopTa)

TpoToxon sisyansioro xourpomo siz 19.01.2024 N 149/4,

3a  pesynvratamn HEPHABHOTO  KOHTPOMIO  BCTAHOBAEHO, 11O Jikapchkuii  3aci6  spesewo Yxpainy 3
AOTPHUMAIHIM suMOr 3aKOHOAABCTBA WIOAO 2a6e3neHeHs stkocTi ot b}m— 3acofib.

Muxosna XOJIOIEHKO

(ninmue) (intiniany ra npizsuwc)
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