3 Identification Retention time of peak of Complies EP 2.2.29

benzalkonoum chloride obtained HPLC

of benzalkonoum

chlorida from sample and standard
chromatograms should be similar

Inemridixania l.{ac VTPHMYBAHHA NiKy OEH3ANKOHiI0 Binnosizae €D 2.2.29

R XJIOPHAY. OTpHMAHOTO Ha BEPX
XpamartorpaMmax 2paska i cTaHaapTy

Xiaopuay FL g
noBHHHI OVTH aHanorivui

4 H 4,30-4,90 4,57 EP 2.2.3

p (potentiomet-ric)
4.30-4,90 4,57 (€D 2.2.3)
pH noTeHuiomMeT-
PHYHMHIT)

5 Density 0,95-1,05 g/ml 1,00 g/ml EP2.2.5
I'veTitHa 0.95-1.05 r/mn 1,00 r/mn €D 225

6 Viscosity 60-200 cP 75 cP EP2.2.8
Baskicts 60-200 cIl 75 cll €9 228

7 18,0 g + 5,0% (17,1-18,9 g/bottle) 18,1 g/bottle | Internal
Average fill weight specification

(gravimetric)
18.0 r+5,0% (17,1-18.9 r/¢nakon) 18.1 r/dnakon | BuyTpiwna
CepenHa mMacca cneumnixauia
HaNOBHEHHS (rpasimeTpuu-
Huit)

8 Assay mometasone 95-110 % 100,8% EP 2.2.29
furoate (47,5-55,0 pg/100 mg) 50,4 ug/100 mg | HPLC
Kinskiche 95-110 % 100,8% €Pp 2229
BH3HAYMEHHA (47,5-55,0 mir/100 mr) 50,4 mir/100 mr | BEPX
MOMETa30HY
¢ypoary

9 Uniformity of 100 mg+ 10 % Complies EP 2.9.27
delivered dose (gravimetric)

i 100 mr+ 10 % Bianoginae €D 2927
OaxopinnicTs :
AOCTABAAEMOT 1031 i oo

HU)

10 | Number of No less than 140 162 Internal
Actuation specification
Kinskicte He mensiie 140 162 BuyTpimss
Bit 106y THX 103 cneundikais

11 50 % <20 pm 5% Internal
Particle size 90 % <50 pm 12% specification

; 50 % < 20 MKwM 5% BryTpinius
EISMIpSaCTOR 90 % < 50 MkM 12% crneundikauis

12 | Uniformity of Conforms to E.P. 2.9.40 Complies EP 2.9.40
dosage units HPLC
OnuopiaHicts Binnopizae Bumoram €8, Dapm. Bianogsinae ®2.9.40
/1030BaHUX OJHHHUL 2.9.40 BE

13 | Assay 0,30 mg/ml + 10,0 %
benzalkonoum (0,27-0,33 mg/ml)
chloride
KinekicHe 0,30 mr/Ma + 10,0 %

BHIHAYEHHA (0,27-0,33 mr/mn)
Oenzankoniw

XJaopuay




Impurity:

Each individual
impurity

Total Impurity

<0,5%

< 1,5%

0,0 %

0,0 %

EP 2.2.29
HPLC

JloMilku:

by ne-ska
iHaMBIAYATEHA
JOMILUIKA

3araibHa KiAbKIiCTh
JOMiLLOK

<1.5%

0,0 %

0.0 %

€02.2.29
BEPX

Microbiological
Purity

-Total aerobic
microbial count
-Total combined
veasts/moulds count
-S. aureus

- P, aeruginosa

<100 CFU/ml
<10 CFU/ml

Absent in 1 ml
Absent in 1 ml

0 efu/ml

0 cfu/ml

Absent in 1 ml
Absent in 1 ml

EP 5.1.4, 2.6.12/
2.6.13

Mikpobionoriuna
4icToTa

3aranwHa KiabkicTh
JKHTTE3JaTHHX
MiKkpoopraniamis
3aranbHa KilbKIiCTh
APIAKILKOBHX |
uginesux rpubis

- 8. aureus

- P. aeruginosa

< 100 KYO/mn
<10 KYO/mn

BiacyTsi 8 1 Ma
BigcvTtai B 1 Ma

0 KYO/mn
0 KYO/mn

BiacytHi B 1 Ma
BiacyTtHi B 1 Ma

€ED5.1.4,2.6.12/
2.6.13

1 hereby certify that the above information is authentic and accurate. This batch 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 local 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 to
be in compliance with GMP.

Lium 8 3acBiauyio, Lo HagedeHa BHILe iH(OPMALIA € AOCTOBIPHOK Ta TOYHOK. Lo cepito npoaykuii dyio
BHPOGIEHO, BKIIOMAIOMH NAKyBaHHA/MAPKYBAHHS, Ta MpPOBEIEHO KOHTPOML 11 AKOCTI Ha BHLe3a3HaueHiil
NinLHALI(AX) ¥ nosHiit BianopiaHocTi 3 BuMoramit GMP, BCTaHOBNEHUMH MICIEBUM PerySTOPHUM OPraHoM,
a Tako¥ BiamosimHo 10 cneundikallif, U MiCTAThCA ¥ peccTpaliiiHoMy A0cke Kpainu-iMnopTepa, abo y Jocke
criewdikaniii Ha npenapar NS A0CNIAKYBaHOTO aikapebkoro 3acoly. [TpoTokonu BHpoOHUUTBA, NaKyBaHHS
Ta aHani3iB Oyn0 meperisHyTO Ta BCTAHOBNEHO BianosiaHicTs GMP.

Name and position of the person issuing the permit for batch release
Im's Ta nocasa ocolu, AKa B Aaia J103BiN Ha BHNYCK cepil

Name:
Im'a:

Position:
lMocana:

1o =
Signature: Date: 2. 323 %
IMianuc: JHara:

STAMP
LTtamn

© ABDIBRA"'M
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Certificate of quality
Ceprudikar axocri
Product name: FLIX
HaiimenyBsauns npoaykuii: Daike
The state of manufacturer: | Turkey
Kpaina-eipobHHK: Tvpeuunna
Registration certificate
number:
Howmep peectpauiiinoro UA/13463/01/01
NOCBIAYCHHA:
Strength/activity: 1 dose contains: 51.8 ng mometasone furoate monohydrate equivalent

50 pg mometasone furoate

Cuna 2i1/ak THBHICTh:

1 no3a micTiTs: 51,8 MKr MomeTasoHy dypoary MoHoriapaty
exBisasieHTHOro 50 MKr momeTtasoHy dypoary

Pharmaceutical form:

Spray nasal, suspension 0,05%

Jlikapcoka dpopma dopma:

Cnpeii nasansuuii, cycnensis 0.05%

Size and type of packaging:

18 g in a plastic bottle with a dosing pump; 1 bottle in carton

Po3smip Ta BHA ynakoski:

KapToHHiil kopodui

18 r y noniernneHoBOMY (h1akoHi 3 HacocoM-a03aTopoMm: 1 haakoH B

Batch number:

22B486

Howmep cepii:

22B486

Batch size:

10.160 packs

Poamip cepii:

10.160 ynakosok

Manufacturing date: 19/02/2022
Jlata supobuuursa: 19/02/2022
Expiration date: 02/2025
Hata 3axiHueHHs TepMiHY 022025

NPHIATHOCTI:

Name, address, numbers of
license and Certificate of
GMP Compliance of all
manufacturing sites

Istanbul, Turkey
License #: TR/UY/2020/8-5

Name: ABDI IBRAHIM llac Sanayi ve Ticaret A.S.
Address: Orhan Gazi Mahallesi Tunc Caddesi Ne 3, Esenyurt,

Certificate of GMP Compliance #:049/2021/GMP

Haspa. anpeca. Homepn
niuensii Ta ceprudpixaris
BiANOBITHOCTI

pumoram GMP scix
BHPOOHUYHX JiJIbHHLb

Cramdyn, Typeuunna
Jlinensia Ne:TR/UY/2020/8-5

Im's: ABJII IBPAXIM Inav Canai Be Tiaxaper A.LLL
Ajnpeca: Opxan IMasi Maxanneuwi, TyHu Jxanneci Ne3, Ecentopr,

CepTtidikaT BianosiaHocTi Bumoram GMP Ne 049/2021/GMP

Na | Names of Requirements of Quality control The results of Quality control
parameters methods (specification) analysis methods
Ne | HaiimeHyBanHs Bumory MeroaiB koHTpomo skocti | Pesyastati MeToau
napamMeTpiB (cneundixatlia) ananilis KOHTPOJIIO SKOCTI
1 Whitish, odorless, viscous and Complies Visual
Appearance
homogeneus suspension
Ot B'saka oaHopiaHa Ginysara Binnosrinae BisyanbHo
cycnensis Ge3 3anaxy
2 ; Retention  tim of eak of
Identification o g P
mometasone furoate obtained from
of mometasone
sample and standard
furoate

chromatograms should be similar

LaenTudikanis
MomMeTa3loHa

dypoary

Yac yTpHUMYBaHHA MIKY MOMETa30Ha
dypoarty. OTpPHMaHOro Ha
XpamMaTorpaMMax 3paska i CTaHaapTy
noBHHHI BYTH aHanoriyui




Certificate of quality
Cepridixar skocti

Producet name: FLIX

Haiimenysanus npoaykuii: Grike

The state of manufacturer: | Turkey

Kpaiua-gupobuni: Typeuuina

Registration certificate

number: )
UA/13463/01/01

Homep peectpaniitnoro
NOCBIANE S

Strength/activity:

50 ng mometasone furoate

{ dose contains: 51.8 ng mometasone furoate monohydrate equivalent

Cuna 7akTiBHICT b

I ao3a mictiure: 51,8 MKr momerasony Qypoary mouoriapary
expipaseTHOrO 50 MK MOMeTazony Qypoary

Pharmaceutical form:

Spray nasal, suspension 0,05%

Jlikapewka gopsma dopma:

Cripeit mazanernit, cvenensin 0.05%

Size and type of packaging:

18 ¢ in a plastic bottle with a dosing pump; 1 bottle in carton

Posmip Ta B yIakoski:

KApTOHHIR Kopolui

I8 vy noaieriaenosomy (aakoni 3 HacocoM-103aTopom; | Qaaxon i

Batch number; 228594
Homep cepil: 2283594

Batch size:

10,040 packs

Posumip cepir:

10.040 yniakosox

Manufacturing date: 23/02/2022
HaTta pupoShuursa: 2370272022
Expiration date: 02/2025
ITATA 3AKITHUCHITT TRV

Hara saxinuenns repaminy 022025

TPIAATH 0eTi:

Name, address, numbers of

license and Certificate of
GMP Compliance of all
manufacturing sites

Istanbul, Turkey
License #TR/UY/2020/8-5

Name: ABDI IBRAHIM lac Sanayi ve Ticaret A.S.
Address: Orhan Gazi Mahallesi Tune Caddesi Ne 3, Esenyurt,

Certificate of GMP Compliance #:049/2021/GMP

Hasra. anpeca, nomepn
Alensil ta cepridikarin
planosinnoer

suMoram GMP reix
BAPOUHIHEX ALLHHILD

Crambya, Typeuunna
JHuessis N TR/UY/2020/8-5

Imv's: ABIT IBPAXIM Laau Canal pe Tiamaper A.LL
Anpeca: Opxan I'azi Maxaanewt, Tymwu Dxanneci Ne3, Ecemiopr,

Ceprudiar sianosimocti spvorane GMP No 049/2021/GMP

No | Names of Requirements of Quality control The results of Quality  control
parameters methods (specification) analysis methods
Noo | Halimenyieans Bumory merogin xourpomo sxocri | Pesyawraru Merozn
napaMeTpis {eneundirais) ananizis KOUTPOIIG SKOCTI
1 ] Whitish, odorless, viscous and Complies Visual
Appearance : .
homogeneus suspension
i Blaska . ﬂo,a:mmizma Ginypara Binnopinac Bizyaanno
cyenersis Ges sanaxy
2 Retention  time of peak of Complies EP2.2.29

Identification

MOMETAZOHA
(pypoary

xpam:"':'ror;:m?ymax 3]321’3!(2}. ! C'l"ﬁf‘f,’.lé’a}f}’l‘y
nopunEi OyTH asasorivmi

- , mometasone furoate obtained from HPLC

of mometasone e

; sample and standard

furoate ) ) , .
chromatograms should be similar

T Yac yTpuMyBaHHs iky MoMeTasona Bixnoninae € 2.2.29

Laerrrdiganis v ¥ 2 B
Grypoary, OTPUMAHOIe Ha BEPX




Sl

Identification
of benzalkonoum
chloride

Retention  time  of peak of
benzalkonoum chloride obtained
from  sample and  standard

chromatograms should be similar

Complies

EP 2229
HPLC

Taenrndiranin
GeH3AIKO IS

Hac yrpusysanus niky Seusanxouiio
XAOPHAY, OTPHMAHOTO Ha
XPaMaTorpaMMa 3paka i crasaapTy

Bianorigae

€D 2.2.29
BEPX

NAOPHIY BT e g e
fopuHil OyvTu aganorivMi

4 H 4,30-4,90 4,66 EP 223
p (potentiomet-ric)

4,30-4,90 4,66 (€ 2.2.3)
pH AOTeHIOMET-
pHHHHiT)

5 Density 0,95-1,05 g/ml 1,00 g/ml EP 2.2.8
veruna 0,95-1.05 r/ma 1,00 r/man D 225

6 Viscosity 60-200 cp 64 P EP2.28
Blaskicrs 60-200 ¢l 64 cll €D 228

7 18,0 ¢ +5,0% (17,1-18,9 g/bottle) 18,0 g/bottle | Internal
Average fill weight specilication

(gravimetric)
18.0 v 4 5,0% (17.1-18.9 r/daakon) 18.0 vidpnaxon | Buyrpiuns
Cepeun macca crenndixanis
HATOBHEHHA (rpasiveTpis-
Hitit)

8 Assay mometasone 95-110 % 100,9% EP2.2.29
furoate (47,5-55,0 ng/100 mg) 50,5 ug/100 mg | HPLC
Kinbricne 95-110 % 100,9% P 2.2.29
BUBHAUGHHS (47.5-55,0 mxr/100 mr) 50,5 micr/100 mr | BEPX
MOMETA3OHY
hvpoary

9 Liniformity of 100 mg+ 10 % Complies EP2.39.27
delivered dose (gravimetyic)
- 100 s 10 % Bianosizae €PH 2927
Ouuopiasicts AT
AOCTARASEMOT JI03H u p,,. pmMeTp-

wi)

10| Number of No less than 140 160 Internal
Actuation specification
KiapkicTs He menstue 140 160 Brvrpinms
BIAODYTHX 103 cnendikais

11 50 % <20 pm 5% Internal
Particle size 90 Y < 50 pm 12% specification
Poamip uacrok ‘?U Yo < Q(t) MEM 5% Buy"rpiz{x;m ‘

90 % < 50 mMrM 12% creungikailis

12| Uniformity of Conforms to E.P. 2.9.40 Complies EP 2.9.40
dosage units HPLC
Omuopianicrs Bianosigae pumoram €n. Gapwm, Bimuosinae € 2.9.40
JLOBOBAMIY. OAMHITLL 2.9.40 BEPX

13 | Assay 0,30 mg/ml + 10.0 % 4,30 mg/ml EP 2.2.29
benzalkonoum (6,27-0,33 mg/ml) HPLC
chioride
Kinexicue 0,30 mr/vr + 10,0 % 0.30 sr/an € 2,2.29

BUZHAUEHHA
Beusankouio
RAOPILLY

(0,27-0,33 mr/min)

BEPX




14| Impurity:
Fach tndividual <0,5% 0,0 % EP2.2.29
impurity HPLC
Total Impurity < 1,5% 0,0 %
Jlosminrn
By ib-ska
THANBLVanLHa < 0.5% 0.0 % €D 2.2.29
A0MILIKa BEPX
JaraseHa KIARKICTS < 1.53% 0.0 %
JLOMITLOK

15 | Microbiological
Purity
~Total aerobic <100 CFU/ml 0 cfu/ml
microbial count EPS5.1.4,2.6.12/
~Total combined <10 CFU/ml ¢ cfu/ml 2.6.13
yeasts/moulds count
-8 qurens Absent in 1 ml Absentin 1 ml
- Paeruginosa Absentin 1 ml Absentin 1 ml
MikpoGioaorivna
GHCTOTA
Zaradsia KIALKICTh
HTTEIAATHIN
MIKpOGpratizMis <100 KYO/mn 0 KYO/n €D 314, 2.6.12/
Barazabha KiAbKicTh 2:.6.13
APUKIKOBHY | <10 KYO/iva 0 KYOima
usinesnx rpudis
- S aureus Bigcyrsis 1 ma Bincyrui g 1 M
- Pogeruginosa Bigcvtuip 1 M2 Biacyruip | ma

I hereby certify that the above information is authentic and accurate. This batch of produet has been
manufactured, including packaging/labelling and guality control at the above mentioned site(s) in full
compliance with the GMP requirements of the local 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 to
be in compliance with GMP.

Llas o sacsinuyro, o va 14 Bute IdopManis € 1ocToRipHOO Ta Touynow. Lo cepiio npoaykuil Syao
BHPOOAEHD, BRUOHAONY HAKYBAHHA/ MAPKYBAHHI, T4 1TPOBEASHO KOHTPOIL 1T AKOCTI Ha BHUIEIazHadeHiil
ABRALIEX) ¥ toBHIE Bianosiaroeets 3 sivoravn GMP, RCTAHOBISHUME MICLERHM PErVIBITOPHIM OPIaHOM,
4 TAKOW BLANMOBLAHO 20 erenixaniil, 1o MicTarbes v peectpalifinomy 10ehe kpalnu-iMnoprepa, abo v 10che
cnenndiraii na npenapar aas 0Ky Baoro aikapenkoro sacoby. [potosoan supoSuuursa, nakynanig
Ta ananisis Gyno HeperisinyTo T4 BCTAHOBACHO BiANOBiAnicTE GMP.

Name and position of the person issuing the permit for batch release
Im'st Ta nocaga ocolu, gka BUAANA J03BIA HA BUTIYCK cepil

Names
Is's:
Position:
Mocana: \
,// g ) L.

Signature: ( ﬁf/ Date: . 4.0 %,

2 w
Mizutue: (e Jara;
STAMP
lramn
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