Certificate of quality
Ceprudiuxar sroCTi

NOCHBILAHeHHA

Product name: FORTEZA
HaliMeny BanHs IPoAyKuT: HOPTE3A
The state of manufacturer: Turkey
Kpaita-pupolbnik: Typewsnna
Registration certificate number

Homep peectpauiiiioro

UA3797/02/01

Strength/activity:

30 ml solution contains: 0,045 ¢ benzydamine hydrochloride

Cyng Ri/aKTsricTs:

30 Mn posunHy MiCTUTB! 0,043 r Gensmpaminy TIPOXIOPHIY

Pharmaceutieal forn:

m':ﬂ spray 0,15%

Jlixapenka dopma:

crpeit uist pOTOBOT TIOPOKHHHH 0,15%

Size and type of packaging:

30 ml solution in bottle with sprayer; 1 botile in carton

Posmip Ta B YNAKOBKH

30 mn posuMHY ¥ raKoHi 3 PONHIOBAMEM, 1 prakos B KAPTOHHII
ropobui

APHAATHOCTI

Bateh number: 44 A860

Honep cepil 24 AB60

Bateh size: 98,190 packs
Poamip cepil: 98.190 ynaxoBoK
Manufacturing date: 03/02/2024

Jlara pupobminrsa 03/02/2024
Expiration date: 0212027

Hara sakigaenus Tepsaiy 02/2027

Name, address, ngmbers of lcense
and Certificate of GMP
Compliance of all manufacturing
sites

Name: ABDI IBRAHIM llac Sanayi ve Ticaret A5,

Address; Orhan Gazi Mahatlesi Tunc Caddesi No 3, Esenyurt,
Istanbul, Turkey

Livense #: TR/UY/2020/8-5

Certificate of GMP Compliance #:04972021/GMP

Ha3sa, a4peca, BOMEpH uesii Ta
ceprndiratis pipnonimoct
sunMoram GMP Beix BUpOOHAYAX
ALBHHI

In's: ARJTT TBPAXIM Inay Canai B¢ Tigmaper AL
Anpeca: Opxan [aat Maxannemi, Tyuy Ilxanneci Ne3, ECCHIOPT,
CrramBys, Typeuinna

Tinensiag Ne: T RAJYI2020/8-5

Cepruhixar simrosignocTi aumoram GMP N (49/2021/GMP

;’w"* | Names Requirements  of Quality control | The results of | Quality
] of parameters methods (specification} analysis control
methods
i Ne | Haiimenysasus BaMors METORiR KOHTROIO grocTi PesyapTaTh Meroan
§ napaMerpis {cretprdrikanin) aHanisiB
i




pigxungTies Ha 25% Bijl COPCAHLOTO
apauenyy, 1 BiacyTHI PO3Y/IBTATI, Kt
MOKYTH  BIARWANTHCH 1A 35% sin
CEPEARBOTO BHAHCHNS

TOR “Renmuo, JiT
V0rosHGaUmens
KyrmH g

T.A

{1 ! Appearance Colorless, clear, solution with mint . Complies Visual
Orne BeaBappiuil, TpOSOpHi  pouME 3 Bizriosinae BisyanpHo
MUSTHEM 3A1EX0M
l} - % }
2 pH 5,0-6,5 ‘ 6,0 P 223
3 Viscosity (20°C) 1,542,5 ¢St 1,6 ¢St EP2.2.8
Blaskicrs (20°C) 1,5-2,5 ¢ 1,6 cCr Co2.238
4 | Identification: : EP 2225
«  benzydamine The refention time of the peak of , Complies HPLC
hydrochloride henzydamine hydrochloride in the
chromatogram of the test solution
must correspond to the retention time
of the peak in the chromatogram of
benzydamine hydrochloride standard
solution
- methylparaben | The retention time of the peak of Complics EP 2.2.29
methylparaben in the chromatogram HPLC
of the test solution must correspond 1o
the retention time of the peak in the
chromatogram of methylparaben
standard solution
; Inenrndixauia: ' ' ' o
- Gewaugaminy UYae YIPHMYBaHHR HKY Genanaaminy | Bianosinac £ 2.2.29
f FIAPOXAODURY rigposiopuay Ha xpomarorpami BEPX
BHnpodyBRHOTO POBIHBY Mag
! L gipnosizary 4acy yTpHMYBaHUA iKYy |
; Gewsunaminy FIHPOXAOPHAY Ha |
I XpoMaTorpaMi posHHHY CTaHAAPTY. ’
| - meraamapabeny | Hac yTpHMyBaHHd miky merwrnapabeny | Bignonigac CPp 2229
wa  xpomarorpami puripoByparoro BEPX
: po3uHHY  Mae gianonigary  uacy |
: YTpUMYBanys DKy setnnapabeny Ha ! “
XpOMATOrpami po3HHHY CTAHAAPTY
3| The average volume No less than 30,0 mi Complies usp <735>
Cepenntit 06 e He mennine 30,0 ma Bignosigae | CUIA <735
| 6 | Uniformity of Mass Wiaximum 2 of results can deviate 25% Comphies EP2.8.6
from mean value and no results can be
! deviate 35% from mean value
‘ Ommgm)imxicrb MacH MakcuMyM 2 PE3YNLTATd  MOKYTH Bianosizac D296




7| Assay ! ;
H i
. benzydamine (},(?427?(),{}4725 gf:?)(g mi 0,04459 ¢/ ; EP2.2.29
hydrochloride {0,045 g/30 ml =5 %) : 30 mi |
- methylparaben 0,0285-0,0315 g/30 ml L0029 ¢ P22 |
A (0,030 /36 mi =5 %) 30 ml
. ethanol 7,39-8,91 g/100 ml 7,78 100 mi | EP 2.2.28
(8,1 g/100 m} = 10 %)
KiapKicHe BUSHauCeHui
- GemsupaMiuy 0,04275-0,04725 r/30 Ma 0,04459 1/ 2229
FYAPOXIOPHAY (0,045 r/30 M £ 5 Ys) 30 Ma
- seruanapaleny 0,0285-0,0315 r/30 nut 0,0293 £ 2.2.29
{0,030 r/30 w5 %) 30 Ma
: - graioay 7,29-8,91 v/100 M2t 7,78 /100 ma @ 2.2.28
(8,16/100 mn = 10 %) '
§ | Impurity: i
L - impuriy A Max. 0,2% g 0,0% !
- tmpurity B Max, 0,5% | 0,0%
- impuriy € Max. 0,1% 0% EP 2,229
- each unknown HPLC
impurity Max. 0,5% 0,0%
- oral  anknown
impurities Mazx. 1,0% #,0%
¢
Jombumca:
- nowikas A Maxcamys 0,2 % 0,0%
- gomimxa B Maxcnmym 0,5 % « 0,0%
- nowmiura C Makcrmym 0,1 % 0.0%
- KOWHA WeBlaoMa ; € 2.2.29
AOMETIRE Maxcrmym 0,5 % 0,0% BEPX
- saramsia KiapkicTs *
seigeHTHOIKOBAHNX mMaxcunmys 1,0 % ; 0,0%
JoMitoK
g | Uniformity of dosage
unifs Conforms o Eur,Ph 2.9.40  Complies | EP 2.9.40
OnwopisicTs . | :
; OIORABIX OINHHID Binnosizro a0 €ap.dapy. 2.9.40 © Biggosigac €P 2940
710 | Micrabiologieal T
Purity
- "Total aerobic
microbial count TAMCL160 cfu/ml § efu/mi EP sS4
- Total combined . a1 120 6.13
yeasts/moulds count TYMCSL0 efw/ml O ¢fufml PR
- S.aureus Absent in Tml . Absent in fml |
- P.acruginosa i Absent in 1ml . Absentin tml |

e I # ) r;«;z“—{&i}i} LT}
TOB "Berli s Ui THOIRATIB
YrioaHOe e,

Hywnina 7.




| MixpoGionoriuna
YHCTOTA

- Jaraapua Kinekicrs
KHTTEIAATHHX
aepobunx
mikpooprasizmis

- JapasLHa KILKiCTh
ApiKKIB T uBineBux
rpubin

- S, aureus

- P agruginosa

TAMC < 100 KYO/ma

TYMC < 10 KVO/mn

Bigcyrni p | Ma
Bizcyrai B 1w

8 KYOian

[AINICH
0 KYO/ma 2.6.12/20.1

Lol

Rizoyrai B 1ma
Bigcyruin | un

I hereby certify that the above information is authentic and accurate, This bateh of product has been
manufactured, including packaging/labelling and quality control at the above mentioned site(s) in full
compliance with the GMP requirements of the loeal Regulatory Authority and with the specifications in
the Marketing Authorisation of the importing country or product specification file for Investigational
Medicinal Products. The batch processing, packaging and analysis records were reviewed and found fo be

in compliance with GMP.

IR 5 3aCBiAUYI0, N0 HABCACHA BHINEG inhopwmanis € AOCTOBIPHOIG T8 TOYHOIO, Lo cepito npoayxnil Gyao
1poGACHO, BRAIOURIOUH naKkyBaBg/Maprysanns, 14 ApoBSHENO KOHTPOIER i skoeTi Ha BuILesazHaueHil
snsnuui{ax) y nosuili slanosizuocsl 3 suMorami GMP, BCTAHOBICHIMH MICIEBIM PEry IATOPUHHM OprafoM, 4

rakos Bizmosizuo no cnenndixani, wo MicTaThCR v peecTpaniiy

OMy NOCLE KpalHH-iMIOpTepa, abo vy AOChE

cnepixaniii ua apenapar A AOCHLDKYBAROTO JIKAPCHKOre agcoby. poTokom BupoBHUIITE, NaKyBaNl Ta

auanisin Gy/0 DEPETIAIYTO T8 seratopseno BianosianicTs GMP.

Name and position of the person issuing the permit for batch velease
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