CERTIFICATE OF ANALYSIS

CEPTHOIKAT AKOCTF
Product name:

Hesea upodyrnn:
Pharmaceutical form,
package type and size:
Jinapcora hope, num e
Posvip yrakoani;

ETaumg cnpei N9401003540_C1'p3m125£—.ﬁ!g
‘/

Munefactured by WORLD MEDICING ILAC SAN. VE TIC, AN,
Location: 13 Temmus Mahillesi Cami Yolu Caddest
Noc30 Gunasdi Bageibar Istanbul, Turkey
License: TR LY 209 120

Bupadaene: YOPTEME UL LIAY CAL BE LU, LI
Miene snaxerennn 18 Tosy s Masacreani faa Shen M e
NERO D OHENETE Ban s iap iy Ly pesaii

Janensins FRUY 2609 1240

Ne.46000036288

ETACID

ETALTHT

metered-dose nasal spray, suspension 30 meg/dose, 18 g (140 doses) in a vial sith o

metering device and a safety eap; I vial together with o lmﬂu: i a carron hox

cn]:eu NAIA T, QUUBUINI, CYenen st 30 e Do o 15 > F100 0050 v hcnconi: e
I thaarony pazon 3

HHCHPVRIICI) QU0 MCOWHOCO. JUCHOCYGUIIG. v Kapiionnii
KOPOGIYL.
Dosage / potency: Mometasone furoate 50 mcg/dose
Hesa ) cucta 9l Mosrenesony hypounne 30 ame'oo s
Registration certificate: =
= ce ) UA/16256/01/01
Peccmpayiine noceiovenns:
Batch no.:
e 4010
Ne cepii: 03540
Batch size;
. 52 905 packagesinarosor
Pusatip cepii: 905 packageshnno
Manufacture date:
- 01.2024
Haa supodumpga:
Expiry date;
pIty . 12.2026
Tepsiin npuoamnocmi;
TEST LIMIT RESULT
Horesmurn saxocmi Homunaanis — o Periin ‘
Appearance White or off-white suspension " Conform 7
3oeninenii gusno Cyenensin 6lrocc ado saivice diroco RO 1buY  Bionoigae
Identification

foewmmudbiranis
~ momietasone furoate

= Movwemasony hvpoamy

= benzalkonium chioride

- densainonin Xaopuoy

The retention time of main peak obiined from = Conform
sample solution chromatogram should be the same ,
with the retention time of main peak obtained from -
standard solution chromatogram ;
nGMCTI waCy  VEIPDINVGUHIS  OCHORI0M0 HIRY ter
XPONUMOCPEM] QUCTIONC GO0 pasw)-
sionosidumu  makoMv e na
CHRIIOUPIINOCTD PRty

Retention times of 2 peaks of benzalkonium chloride & Conform

in the sample solution chromatogram  should e '
similar  to  those in  the standard  solution
chromatogram. ‘
Suawennst wacy ympusveannn 2 nisie Gonsdisonin
SAOPUON Het XPOMUROCPAME QOCTIONCYRQUOCS st
HOGHING GIONOGIUNIT ke e it NPt
CRIMOUPIING O PO :

Bicnosiong
RoGHHG
Npoamramepani

Ricnoioae

Nominal weight
Hoxvincna vaca

18.0 2+ 5.0 % R S ;
180 .- vk 5.0 Y

Liniformity of delivered dose

COdueapicnicing sugitanenal ooz

Not more than 1 of the individual contents devic IE;/
frony the limit of 75-1235 *4. and none deviates fre o
the lmit o 65-135 4 /
He Giaste | inousioversnoss pesvismeanny =
gloxisemoes aid Mese 75 - 123 % g srcuodin. -

PeVibman ke sloxwmemsen eio weye 65-135 % \
3.5-6.0 L

Ly ope S OFALE
AG /1. Y

(e



Erauug cnpeit Ne401003540_Crpanvua_2.jpg

Munafactered by WORLD MEDICINE i1 AC S AN, VETIC, A,
Locativa: 15 Temtours Malallesi Camni Yols Ciaddes
NoiS0 Gunesli Bageilar btanbul, Turhey
Liconse, TR 0¥ 20019 1240

Bupedtenn: YOPLLME UBHUL L LAY (AL BLTLTAL wn,
Micnesnaxozmenmm 15 Fevaey s Mavact ican ot 1o nwn e
NSO T wnienen b BRICKIP My 1 [ypeasiig

Aliteiran. TRAUTY. 20049 (2

TEST
Hoxcsnurcy sscocmi

) - RESULT

Pencomenn

LIMIT
Hapaveans

Osmolality
Ocvoaiivnicns

250-370 mosmol/kg
230 - 370 vocvoan ko

- 272 mosmal-ky

Uniformity of dosage units
onopioniems dooaani
0oL

273 vecviom K
Conlorm
Bichiessionn

Acceptance value (AV) should mect the requirements
Hoxasun npuimnmnocnii (V) uae cionosioam
SHMOCUW

Assay

Kitbxicne cumaveinns

- monetasone furoate
-Movemazony dnpoany
- benzalkonium chloride
|~ OCeNSRating X30p10n

USRS mg g (97.04,)
(LA83 ae o (9T 110y
020 mg ¢ (103,09,

0.20 3 1030 iy

0.475-0.525 mg/g (95-105 o4
QA475-0.525 a0ip (95-103 %
0.13-0.22 mg’g (90-110 %)
018-0.22 uole (Y0-110 95)

Related substances
Cynposioni ootineu

- any single impurity

= OVOb-s1K dwNIIG SOt
- toral impurities

- CVM JOMINIOR

nol more than 0.5 %
ne Girstite niwe 003 %
et more than 1.0 %
He Giastiee wine 1.0 %%

- Reporting i
= Mo vanstes vy
- Reporting timn

Microbiological quality
Mikpodioraeivia wuemome

= total acrebic microbial count
(TAMC)

= HUUIGIU KETRICHIS aepodiniy
MiRpoupeatiaic (TAMNC)

~ total yeast/moulds count
(TYMCy

= UCLRIBIA KETORICHI
OPLACONCOBUN it BAiCHsGUY
puciic (1YMC)

-~ Staphylocoaccus aureus

- Staphylococens aurens

- Psendomonas acruginosa

- Pseudomonas wernginosa

< Mo RO ICH I

not mere than 1 CFU4nl <10 CFUmi

He Giaone 1F KV S HORYE yy

not more than 10' CFU/ml 10 CF1 ml

He diaoue 100 KV STORY O vy
© Absem
should be absent/mi Biocvimi
HOBNIUHT OV sidevinnive g
should be absent/m]

nasu Svane giocvimie

Absent
L Biocyumi

! do hereby cerifi thar the abovementioned duta are trustworthy and aecurate, This producr barch is
manufuactured (packaging/labelling included) under the guality control on the abovementioned manufactinving
site in full conformity with the GMP requirentents, established by the reguilatory agencey of Turkey as well ax with
the specification and control methods of the analytic-normative dacumentation, registered in Ukraine. The

protocols of manufucture, packaging and analysis are reviewed; conforain: with the GMP s established,
e 5t suceionyo, o nepepaNagany siige indopmsayis o dvcmeipiois | oo, [y CUPHH BPOOUKIEE O3 1
BUCOMOGICHU  (BRUIOUAIONN NaRVGaiis MUAPKYEUINA) 3 DPOGCOCHIANT Kowmpous siocmi e SUICHR 16

SUpOGNIIR Oltenugi ¢ noguii sionoeionacit 3 swvocwn GMP,
aionogionueni - 3§

Dypewamn, a marose i

AU ICHA N TGS (U HE M HAY OpLcliog

CHENNDiRaiC T vemooaan Korpocho  arocmi ot AR

Jpecemposamain ¢ Yepaini, Hpomoko.an SUPOOINNINGE, NRUROGKI B (e e OV RCPUSIHINOI DEE e Memsesnt foniie

P “—\\

gionagionicnns G

Surname and position aof person, approving batch release to market
Lipisatege ma nocaou - e OCOON, KU AUt Ooeit a GUHYCR Cepif

Signature and dare, Stanip
Lionue nt dume m'ummm;@»
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