JIEPIKABHA CJYIKBA 3 JIKAPCHLKUX 3ACOBIB TA KOHT POJTIO 3A
HAPKOTUKAMM Y KHIBCHKII OBJIACTI

npos. Caitmmynot Haaii, 3, m.Kuis, 02099, Ten/pake: {044) 363-06-50
E-mail: dis.ko@dls.govaa, Koa €JIPTIOY 37078774

BMCHOBOK
1po SIKICTH BBE3ENOro B YKpainy Jikapenroro 3acody

30.04.2024 Ne 13396/24/10

DIIKC

(HuiiMey BT SRKAPCLROTO 3acaBy 3rizmo 3 peeerpartiflinmg NIOCRLAUCHEAM )
L(IPCH Hd}d‘llal”ll’l LVCIIQ!HHY 0 03 %o 9r ¥y o) et JACHOBOMY (t) JAKOHT 3 HACOCOM-
A03aTGPOM; 11O 1 baarony y Kapxmmm K‘()p(}ﬁm

(hopNa BIHIYCKY, AXIYBANIA, BIJL TAKYBAII AIRAPCHKOTQ 3aC0hy)

Hostep percrpaniitnoro nocsisuerms UA/13463/01/01 crpox aif pecerpatiiinara nocsizicins 01.01.2099

Cepis sikapeskoro sacoby No 24 A 765 Kigbkicri saesenoro mikapesroro sacoby 20800

Bupobuus ABJI IBPAXIM Inau Cauai se Tizpkaper A UL, Typeurtiina
Ciiney BT BUPOBHIKR AIKAPCHKOTS FaC0BY, KPATI HOXOTRCHHI)

Breseiio s Yipainy Torapuerso 3 odvexenow gianosinatpuictio "JAEJIBTA

MEJITKE, iaent, won: 39448817

(rafieenysanss 1 xo:ta CAPTIOY opieurieol vcobi alo upisminie. s, 0 GarLKoRi dhiyunod
0colnt - HLUPHEMIYT, 1T MG NPORHIAIIR T3 pecoTpalitiinail nosep oBIIROBOL KAPTRIE HAGTIHKG
HOANTKES ab0 Sopit Ta HoMep NACTIOpTR)

[poTokoa sizyaasnore kowrpomo via 27.03.2024 N 0617/8.
HaBoparopntil antams sxocti aikapesrare sacedy saiicuenuii

JUT "Lientpansua naboparopis 3 aHanisy skoeTi NiKapehKax 3acobis i meinynol npojyKuii”
(M. Kuis, By, I\wmmmsm FOr m.Kuis, Byn. Kyapssceska 8B Kuircska ofzacts, ¢, Hosi Terpisui,
py:1. Isana Mpanka, 19)

(IMHMLH\/HM(HH TR MICUE ZHIR O ACHHN M(mchOPH Ul nponena ‘MU()}‘&]()WIHH AL AKOCTE)

BHCHOBOK BHOA0 SKOCT] T1KAPCHKOro 3acody, sunanyii saboparopicio vix 29.04.2024 Ne (855
Peayantary 3adopaToproro anasiizy skoc THAIKAPCLROI 3a¢o0Y 38 NCPCHIPEHUME IOKAZHIKAMY BiANOBIIAIOTH
RUMOTAM MCTOIB KOHTPOIIO AKOCT (aHANITHYHO-HOPMATHBHOT A0RYMEHT anit).
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Certificate of quality
Cepridiar AKOCT

Product name:

[FLIX

Tajiser Bares pojyEWs:

[ aine

The state of manufacturer:

e

Turkey | .

k'nmm BHOOGHIK:

Typeuiuig

Rc;,mmtmn certificate

| number
- Hosep pecorpariiinoro
HOCRLHCHYR:

UA/13403/01/01

[ Strength/activity;

Cona j7aKTennicts:

71 dose contains: 51.8 pg mometasone furoate monohydrate cquivalent

50 ng mometasone furoate

{ oa wicTters: 51,8 s moserasony Gy pom» wmon'lpan
eKBIBAACHTHOTO 50 MK MOMETAIONY PYPOATY

Pharmaceutical form;

| Spray nasal, suspension 0,05%

y

Jliapepke dopaa:

Cripell o ab K, eyenensin 0,05%

Size and tvpe of packaging:

9 g in a plastic bottle with a dosing pump | bottle in cartou

Pﬂ‘i.‘v!i’) Ta BHIL VITAROBRHT

U:nLh mxmbcx'

9 ry nOJIETHACHOBONY (hHRKOH! 3 HACOTOM-ALN -opoM; | (1akon B
| Kaproiniy kopoGui
’4!\76‘1

Homep ce

765

o pwk’

FALD

Batel

Poamip copil: 20,800 viiawonox.
_Munafacturing date: LL/e/a02 e
JlaTa pupodbupree: Lolernn
xpiration date: ()2,’20”7‘ .
AT IAKTHCHHR TEPMIRY 029027

:mlli'.’lli&ii'l‘!i(w‘ﬁl

© Name, address, numbers of
license and Certificate of

{ GMP Compliance of all

E manufacturing sites

UName: ABDT IBRAHIM lac Sanayi ve Ticaret A.S.

P Address: Orhan Gazi Mahallesi Tunc Caddesi M 3, Esenyurt,
Istunbul, Turkey

| License #: TR/UY2020/8-5

Certificate of GMP ompliance #:049/2021/GMP

Ha B4, Apeca, HOMEpH
sinensil Ta ceprudinarin
zmrmm,lnou)
| pusorast GMP seix
| BUPOBIHYHN AALHHLD

Iaf'n: ABJU IBPAXIM Inan Canal Be Tiokaper AL

Aapeca: Opxan [asi Maxasei, Tysa Jhwaiect Nn3 Eceniopr.
Crambyva, Typeiuna

| JTiewsis NetTRAUY/202008-5

| Cepradikar BIATOBIHOCT BUMOTAM GMP Ne 049/2021/GMP

;
{
!

CNe o . Requirements of Quality control The results of | Quality control .
! - Names of parameters . ) v .
: methods (specification) L analysis methods o
DNe o Hadlaernysadis Buyors MeTaLB KOHTPOJ SEOCTH | Pe3yasTar Mertoan
i N . . o s .
| | HADANEC IR L {Cnedngikatig) ‘ , | zHanizin KOHTPOAO0 AKOCT
[ T\Whitisk, odorless, viscous and Cmnphe\ Visual
C Appearance :
P _homogeneus suspension e
Onic Waaka oatopiiua Glryse M(\muwm Biananigae | Blayanbuo
______ L e Janaxy : ]
N Identification Retention  time  of  peak  of Complies | EP 1229
N mometasone furoate obtained from HPLC
of mometasone )
sample and standard

furoate

chromatograms should be similar

Laeirrueixastis
| vomeTazoHs Pypodry

| pomtiel 6yTH ananorivad

Yac yrprMyBORHE BIKY MOMCTAI0HA Bintiosigae
hypoary. aTpHMANOTT Ha

NPAMATOr PAMMAX 3pasKa e TaHaapTy
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0.0 %

Total Impurity
Jlonitni:

By ib-sKa

faneiny aneina
JOMILIKA

BaraThHa KBRS
Lonmiiox

g
{
H

I Micrehiological
Purity

i ~Total acrobic
microbial count
~Total cambined
veasts/maulds count
~S. aqurens

- P, gerugingsa

[ Mirpolicaorius

| ICTOTa

BaraakbHa KiALRICTH
FITVCIABTHIR
MikpoOpraismis
3araabEa KEBRICTS
AplamBKOBIX |
unizgsux rpubiv

- 8 aureus

1 hercby certify that the above information is authentic
manufactured, including puckuging/lul‘mning
compliance with the GMP requirements of the focal Regulatory Authority
the Marketing Authorisation of the
Medicinal Products, The batch processing, pack
be in compliance with GMP.

iy s 3CHIINYIO, 1O HABEACHA g ikdopma
ARIOUAOUI HEKY BAHHA/MADRY BAIUL,
noeti 4 mivorasit GMP, ACTAHQEACHIME MICHRBIM pet
oMy A0CKC Kpal up-inoprepa, afo ¥ AockE
SoroROTH BPOANHUTEA, DaKyBAHEA

BHPOBACHO,

Anpruiti{ax) y nosui giAn0BiA
A TARKOA BTOHHIO A0 cnetdiraiii, Bo sicTRTLER Y peceTpatt
criciigikailill na npenapat 2ia HOCALIKY BAHOPD IKRPELRQIY sacoly. Ty

Fa anaiain GYA0 HeperaRyTo T B0 THORS

Name and position of the persan issuing the

P agruginose L

< 100 CFU/mi
< 10 CFU/ml

Absent in 1 ml
_Absent in 1 ml

0,0 %

< 10 ¢fu/ml

< 10 cfuiml

i

‘ Absent in 1 ml

< 100 Ky Qi
< 10 KYQOimn

Bigcyrni B 1
ey ik 1wt

Ing'st Th flOCAAG 0COBH, AKD BHAAN o 113 BREYeE Cepil

H

Name: | Sepde AP ET
fw'a:

- ! ,
Position: }ood,et
[Mocasa

Signnture:
[Tiagmc:

STAMP
P ramn

)2{.-&' leejta © éf/;ci/ i oe”

Date: f}f;'rgﬂ i 24

Hara:

and quality control af the a
importing country ov product spe

aging and analysis records

1 € JOCTORIPHOK T TOUHO. L
Ta NPOBEARHO KOWTPOIL

| Absentin I ml

€ 2.2.29
BEPX

EP 514, 2,612/
2.6.13

e 54,2612

L <i0 KY Qi ¢ 2.6.13
Ll RYOMA
(BigeyTad a ! \:zzi!

and accurate. This batch
bove mentioned site(s) in full
and with the specifications in
¢ification file for Investigational
were reviewed and found to

RO BAGORAMICTL (v,

permit for batch release

TORKOCT

of product has been
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3 - Retention_tme of peak of i Complics £P2.229
s . kdentification . . o ;
A benzalkonoum chloride obfained HPLC
i of benzalkonoum i
. from sample and standard
! i chiloride
| hromatograms should be simifar )
ac 3,rpnmmxum TiKy Ger3aaKonin Binmosigae €O 2.2.29
s LeHTidikaiia KIOPHILY, OTPIMAHOTO Ha BEPX
ferankonis XIOpHAY ¢ Xpamatorp SAMMOX, 3PAIKA | CTRIIAPTY
l T . X,C) k‘p’H‘il ()V l“ ‘lt{(ul()r "(Ht eeuted A ¢ PN AN Y o cosien wepensseerc e
4 pH 4,30-4,90 4,74 EP223
§ ) {potentiomet-ric)
- pH 4,30-4,90 4,74 (€®2.2.3)
i , HOTEHIHOMC T
’ s | — PHAHVRY
'3 , f 0,95-1,0% 1,01 g/ml | EP2.2.5
Density 1,95-1,038 g/ml 1,01 g/ml EP2.2
o [ R R 09510508 1oL €D 320
S Viscosity 60-200 ¢ ek 2.8
e i . 60200l %o (€0228
7 9.0 ¢ + 5.0% (8,55-9, 45 mh()tflc) 9,00 ;,ilmtﬂe Internal
| Average fill weight | ! specification 3,
- ' . . e L (aravimetric) |
L 9.0 L 50% (8.35.0.45 p/gmarony 9,00 r/raxon » Buyrpitnig ;
{ Cepedns Macca , : crgipiKa-1iia
l HAnOBHEKHH ‘ 5 (rpasiverpuy-
B ey mometasond 93110 % (053w Trp2229
; ; SNy & Y y - f 3 - {
- (47,5-55,0 pg/100 mg P32 ug/loo | HPLC :
! furoate (47,3-32,0 gy 1) ; He ;
K 05110 % W53 % | €w2229
i ARG CTIE BUIHAYLHIA U T
: U X {(47,5-85,0 Mrt/100 1) §2.7 wxr /100 | BEPX :
,{ soMeTazoy Qypoarty ' . !
9 Uniformity of 100 mg+ 10 % 1 Complies EP 2.9.27
' - delivered dose ! (gravintetric) ;
| - | |
; o 100 M 10 %% Bianosiee | CD 2927 |
! QRHOPIIWICTE : - U enariare :
) . ; - {rpasneTpiit ;
:, SOCTARIREMOT JOH | e
i » i B L) S
10 ' L N less than 70 Tuternal |
i | Number of Actuation
I S specifieation
pricTs BLToByTHX He senie 70 78 Bryrpiuis
Lo . R e creuptdikanis
L A Y% < 20 pm . 12 % Laternal ;
; | Particle sive 90 %o < S0 pm 46 % specification ;
|
30 W < 20 MK : 12 % : anpumm
- Poaip Hac oK 91 i < 30 MEM | 40 % : cnenudirantis
: U mtmmxlv of (msa;_«, : Conforms to E.P. 2.9.40 o Complies EP 2.6.40 ’
_unity U 11 id 7L SR —
5 OuiopiadicTt Bixnowiaac susoras U, dapM. “Bimovizas | €D 2.9.40
AOSOBAHILX OLHHHILD ) 2.9.40 L BEPX o
13| Assay beazalkenoum ; 0,30 mg/ml £ 10,0 % 0,28 mg/ml | EP 2.2.29
: | chloride . (0,27-0,33 mp/mb) HPLC »
2 | Kl THRICHE BHALAUCHNSA 0,30 mrima £ 10,0 % 0,28 mrima | €02.2.29 !
o TROHDO XIOPIAY (0,270, ngqgg;'i . BEPX —
Fﬂch mdmdu.xl < (1,5% 4,0 %

%{’5 %‘7 4
W, “4is ‘m it 7N &
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