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CERTIFICATE OF ANALYSIS

CEPTHOIKAT AKQCTI

Product name:

Hassa npodyrmy:
Pharmaceutical form,
package type and size:
Jixaperra hopma, mun ma
pozaip ynaxkosku:

Dosage / potency:
Hoza / cuna Qi
Registration certificate:

Peccmpaytitue nocaiduenns,

Batch no.y

Ne cepit:

Batch size:

Posmip eepil:
Manufacture date;

WORLD MECICINE -

Mepaponrin 04 kpanai Ne3

Maunfactired by WORLD MEDICINE ILAC SAN. VETIC A8,

Loestion: 15 Temnwz Mahallesi Cami Yolu Caddesi
No:58 Gunesl Bageilar/Istanbul, Turkey
License; TR/UY/2019/12-2

11001750_Crpanuya_Ljpg

g

Bupofaeno: YOPMI METUHH PIAT CAR. BE TIDI AHL

Micnessaxomrerms: 15 Toanays Maxaitreusi [Dxnwi Hoay Moz
o350 Fronenuni Bavpaurap/ranGys, Typermma:
Hittespsln: TRATY/2019/12-2

No.400600032911

MEDROLGIN

MEINPONTIH

Eye drops, svlution, S mghnl, 5 ml in @ flacon-dropper M1,
togelher with a leaflet I a carton box

el

1 flacon-dropper

Kpangii ouwi, pozuun 5 mzfun, no 5 wmn y daaroni-xpanensruyi; | gaaxon-
KpaneReHuys pazoM 3 INCIpyKyleio Ong MeduNHOzO 3ACTMOCYEUHHS ¥ KAPMORHIT

Kopobyi
Ketorolac tromethamine 5 myg/ml
Kemoponaxy mposemaniny 5,0 ma/va

UA/18688/01/01
311901750

28 309 packages/ynarxosox

Llama supobuuymsa: 11.2023
Expiry date: 10.2026 :
Tepumin rpigamnocini:
TEST LIMIT RESULT
Hoxasmucu arocmi _ Hopmysanria Pesynomam
Appedrarce Clear, colourless or light yellow solution Conform
Onuc 1Ipozopuif posyun ¢id besbaperozo do BRido-secemoso KORBODY Bidnogidac
Tdentification The retention time. of the principal peak in the chromgtogram | Conform
Penmugpixayin ) obtained from sample solution should correspond to that of the
-Ketorolae tromethamine standard sclution in the assay
-Kemopoaafgz Hacu ympusmyeawns — ocwosHux  nixia  wa xpomamozpasi | .
MPOMEmaminy ‘Gunpodysanozo  possuiy  maloms  eidnoeidumu  maxwa  wa | DlOn0sidac
tpoanozpomi  cinandapmnozo  poaviky € x00i  KiZbKICHOZO
) o GUSHAYCHNSA.
-Benzalkonium chloride | tho rerention times of the principel peaks in the chromatogram
~Benzanikontio xnopud obtained from sample solution should correspond to those of the | COPfor
standard solution in the assay
Yaeu ymipumysanns I ocwosnwr  wicie  wa XPOMANOZpamME . fs
GulpoByeanczo  posviny vaioms  sidnosidamu maxum o Bionosidae
xpomamogpami  cmandapmitozo  posvumy 8 X00i  KineKicHG20
SUIHAYEHHA,
Clarity Solution is clear. Conform
Hpozopicme Posuus vac-Gyinu npozopum. Bidnogidac
Colour The solution is colourless or light yellow and no more ntense Conform
Crynins sabapenenns soloured than reference solution ¥ Bidnosidae

Pozyun Gesbapemidi abo ne Gitowe inmencusHo sabapenenytl, Hine
entenon ¥y

Particulate
contamination
Mexaniuni sxmiovens
Sub-visible particles

10 pm: not more 6000 particles/ flacen

12 particles/flae,

Heguduni wachicu & 10 asem: e Ginvuie 6000 wacmon/dnarxon {wacniox/gnarc)
#2353 pm: not more 600 particles/ flacon I particles/flat.,
2 25 o we Siteme 600 vacmor/haacon L [acmor/dhuason)

Nominal volume
Hominansidi 06 'em

Not less 5.0 ml

He senwe 5, Omn

5
{g O
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Manufactured by WQORLD MEDICINE ILAC SAN. VETIC, A.S.

Location: 13 Ternmuz Mahaitesi Cami Yolu Caddesi
No:50 Gunesii Bageilar/Istanbul, Turkey
License: TRAUY/2619/82-2

Bupofinene: YOPRJE MERHIMH LHAY CAHL jl‘?E TIUA AJH.
Micuessaxomientia: 13 Tesmys Maxannend s Hoay Txanasct

eSO Tromewni Barmswnap/CramByn, Typemuunz
Sinessia: TRAUY/2019/12-2

TEST LIMFErT RESULT

Hoxaznuxu srocmi Hopmysarns Pésynomam
pH 6.5—-8.3 75
pE 6.5-85
Osmolality 250 — 350 mosmoikg 310 mesmol/kg
Oemonsnsnicme 250 - 350 MocMone/k2 {MoCHORE/KE)
Density 0.95-1.4 g/ml 1.01 g/m! (2/0ai)
Tyemuna 3,95 — 1.4 2mn

Related substances
Cynpogioni dominirky

- impurity A, WNot mare 0.5% Not detected

- Soaiurg A, He Binvue 0,5% He :SHR'GJ!GHO‘ )

- impurity B, ‘Not more 0.5% <Disregard limit

- doutuxa B, He Ginue 0,5% Mede! eursrai
- impurity C, D Not moré 0.5% He gusaneno

- Somiuiva C.D He inviue 0,5%

- any unknown single Not more 0.2% <Disregard limit
impurity He 6insige 0,2% < Meoiti gunanenis
- Byde-sira

neidenmughixosara

0OUHWYRG OoMiTtRe Conform

- total impurities Not more 2.0% Bidnosidae

- CYMa QOMIULOK He Binsige 2,0%

Assay
Kinouicne suznavenns
Ketorolac tromethamine

4.75—-5.25 mg/ml 3.01 mg/ml (nainan)

Remoponarxy 95-105% of a label claim 100.2%
HMPOMEMGMIHY 4,75 — 5,25 meiaa

: 95 — J03% aid sansnenoi winskocmi
Assay
Kinoxicue eusnauenns £.09 - 0,11 mg/ml 0.09 mg/mi (aa/an)
Benzalkonium chloride 90-110% of a.lsbel claim 93 %
Beuzankowito xnopudy 0,09 — 0,11 metun

90% — 110% aid sansnenol kinskocmi

Sterility Solution should be sterile Sterile
Cmepunshiciis Losusn mac By CHepunbiim Cmepunennit

i do heréby certify that the abovementioned data are trustworthy and accurate. This product batel: is panufactired
{packaging/labelling included} wnder 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
metlods of the analytic-normative documentation, registered in Ukraine. The protocols of manufacture, packaging and
arnalysis are reviewed; conformity with the GMP is established.

Lum 7 savgideyro, wo nepepaxceana suye inghopmayin e docmosipuoio i mousoio. Lia cepia npodyxyiil Evaa guzomoenend
(GRIOQINY RAKYGAHHA [ MAPKYEAHHA) 3 RPOCEOCHNIM KORIMPONG SKOCHT 1A GUILEEKA3AN I SUPOBHUNIT dinsHunt 8 nosid
gionogidnocmi 3 sumozuwmy GMP, GCMIAHOBICHUMY PEYAAIOPHIM opzanom Typewywnu, a maxoxe y sidrogidnocmi 3i
cieyuhixayicro | memodamu xoninponio axocmi (MKS), sapescmposasumin 8 Vpaini. [Tpomoxony SHPODHUYINGEH, YRAKGERY
WO QRATIZG YAy nepeairHymi ma ecraroanero gionosionicme GMP,

Surname and position of person, approving batch release to market
fpizaumye fua nocada / 3eanns Gcobu, Axa eudana Josein wir Guryck sepii

Stenature and date, stanp
Iionue ma Sama nidnucanur, nevamsa / wmamn

15.01.2024
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