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Material Description: AVAMYS™nasal Spray, suspension, dosed, 27.5 MCG/dose, 120 doses in vials #1

with a dosing device, spray pump, lid

HarmeHyBaHHs npo,n,yk'ui'l':.' ABAMIC™ cnipein Ha3ankHWA, cycnexsis, A030BaHUN, 27,5 MKr/aoay, no 120 403 y
PNaKkoHi 3 403yI0uUM NPUCTPOEM Ta posnuniosavem i kosnaykom Ned

Material Number: 10000000062101 Dosage Form: Liquid Suspension
Homep npoaykry: 10000000062101 Nikapceka dropma: CYCNeHsiq

Package size / type: 120 Dose Bottle Strength: 0.05 %wiw

Po3Mip / TUn naxyBatiis: no 120 poz y donakoH; Cuna pii: 0,05 %mim
Marketing Authorisation Number: UA/9306/01/01

‘Homep PeectpauitiHoro NoCBIAYeHHA: UA/9306/01/01

Manufacturing Authorisation Number- MIA4

Homep niyensii Ha BUPOGHULTBO: MIA4

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Barhard Castle,
Quality Control: DL12.8DT, United Kingdom |
3asog-BUPOOHUK: Tnakco Onepéiitutc KK Nimiten, Xapmip Poya , Baprapn Kaetn

DL12 8DT, Benuka BpuTania

| hereby certify that the inform ation provided within this cerlificate is-authentic and accurate
Uum 5 nigTeepaxyio, Wwo IHopMaLin, Hagana B USOMY CepTudikaTi, € AOCTOBIPHOI Ta TOuHOK:

All investigations, if any, pertaining to the batch (including deviation, planned changes-and/or temperature:
deviations) have been recorded and completed to a sufficient level to support certification. |

‘Bel AgocnifpkenHs, FKLLC TaKi €, BIgHOCATLCS Ao napTii (Bknovatouy BIAXVNEHHSA, 3annaHoBari 3MiHu Ta/abo
BIAXUIEHHS TemnepaTypu) Gyau 3apeecTpoBaHi Ta 3aBepLUeHi Ha AOCCTATHLOMY pisHI ANS NIZTPUMKN cepTudikaLii.

Active drug substance:. Fluticasone furoate
AKTUBHa Zi0ya pevoBUHA: PAIOTVKA30HY hypoar

One spray actuation contains 275 micrograms-_of fluticasone furoate
Oana A03a npenapary MICTUTb PritoTUKasoHy dypoaty 27,5 mkr

Quantity of the batch (packs): 33360
Poswmip cepit {ynakoeok): 33360

CofA generated manually by sdj10465 on 9 November 2023 07:00
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Lot/Batch:- AP3Y Date of Expiry: 09-2026
Cepin I Cepis: AP3Y ‘Tepmin npugatHocTi:  09-2026
Date of Manufacture: 09-2023
HaTta Bupo6HUYTRA: 08-2023.
Importing Country: Ukraine
Kpaita iMnoprep: YKpaiHa
Test ~ Specification " Results ]
Tecr. Cneuudikatiis Pesynbraru
1 Description — Form Uniform Suspension Complies
SOBHILLHIA BUrNsg — dopma OaHopigHa cycneHsis Bignosigae BuMoram
| Description — Colour White Complies
30BHILHIKA BUrNsg — Konip binwii

Container

A predominantly off-white, side-actuated
plastic device with a light biue lever and lid
containing a stopper. The device contains
an amber glass bottle fitted with a metering
atomizing spray pump,

Bignosigae Bumoram

Complies

KoHteinep

3aXNCHUM KOBNAYKOM. Bcepe,qmm.mpnyca

| OCHALLEHUIA MIDHUM A03aTOPOM.

[Nnactvkoswid Kopnyc cipysato Ginoro
KONbOPY i3 CBITNOGNakUTHOK A03YI0M010
KHOMKO0 300Ky, i3 CBITNOSNaknTHIM

MICTUTBECA (PnakoH TEMHOro ¢ckna,

Bignosigae sumoram

F luficasohe fﬂroate identity
(IR spectroscopy)

The spectrum of the sample is cc:n'cordant
with the spectrum produced from the
Fluticasone Furoate reference standard

Complies

IReHTUdiKawis PrIOTUKa3OHY ypoarty

| (M cnexTpockonis)

CnekTp 3paska nosHICTIO cnisnagac 3i
CAEKTPOM pedepeHTHOro CTaHgapTy

Bignosigae sumoram

HOMIHANLHOro

CofA generateg manually by sdj10465 on 9 November 2023 07:00

DNIOTVKa3oHY gypoary
Fiuticasone furoate content (HPLC) %LC
| (Corresponds to 0.047 — 0.053 Yow/w) 95-105 100
Bwicr PIIOTUKIZOHY tbypoaTy (BEPX) %
Bif 335BNEHOro BMICTY (Bignosigae 0,047 | 95.- 105 100
— 0,053 %m/m) | )
Benzatkonium chloride content % of
nominal {potentiometric titration) 90- 110 106
BwicTt 6eHaankonito xrepuay %
HOMIHanbHOrO (NoTeHLioMeTpuyHe 90 - 110 106
| TUTPpyBaHHsa)
| Edetate disodium content (HPLC) % of 90- 110 100
nominali N
| BMicT aunatpito egeTary (BEPX) % 90 - 110 100
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Test | Spécification Results
TecT Cneumdixanis PelynbTaty
pH 50-7.0 6.1
pH 50-70 6,1

Delivered Dose Uniformity of Fluticasene.
Furoate by HPLC through container life:

Each determination - the average content of
fluticasone furoate per dosein a com posite
sample of 2 doses obtained by pressing the

| dispensing button. Determination is carried

out twice (using 2 first pressings. after filling
and last two pressings with the specified
number of doses on the label). The test is
periormed using at least 5 bottles

Find results below

OaHopiaricTs No3u CDH}OTHKH'SDHy

| ypoaty, wo nocTavaeTbes, NpoTarom

| nepioay BUKOpUCTaHHS YMakoBkW, MeToAn
BEPX, Mkr/ a03y:

KOXHe BU3HaJYeHHS - e cepeaHit BMiCT
(hrIOTUKE30HY (hypoaty Ha aosy B
CKNajleHoMy 3pasky 3 2 403, opepxyBaHNX

WNAXOM HAaTUCKAHHS J03YIO40T KHONKMY.

BuaHayenns nposogste ABIvi

{(BUKOPUCTOBYIONM 2 NEPLUIMX HATUCKAHHS

MiCNA 3anpasky | ocTaHH] 2 HaTNCKaHHSA 3
yPaxyBaHHsAM 3a3HayYeHol Ha eTukeTw)
KINBKOCT] 03). BunpoBysarHs NpoBOASATE,
BUKOPUCTOBYIOUN He MeHule 5 thnakoHis

AVBUTUCA peaynbTaTy
HUXYe

Mean dose deli've'réd - é,tart bottle

Mg /dose L 99% coverage

L C (L <=25)

Ha/spray (Correspondsto 85.0 — 115.0 23.4-31.6 26.0
%LC)
CepenHa gosa, O NOCTaYaeThea 3
‘NOYaTKy onakoHa, MKr/ao3y (Bignosigae 23,4-316 26,0
185,0 - 1150 % 3agasneHoro Ha ETUKETL]i)
| Mean dose delivered — end bottle
Ha/spray (Corresponds to 85:0 — 1 15.0 23.4-318 278
%LC)
CepepHs fo3a, wo NOCTAMAETLHCSA B KiHL;|
dnakoHa, MKr/aosy (Bianoeinae 85,0 — 234 -316 278
115,0 %3asaBneHoro Ha ETUKETL))
Dose uniformity ~ The label claimed 27.5 | 85% coverage with targets of 80 to 120% 12
Mg /dose L 85% coverage . LC (L<=20)
OaHopigHicTs A03U, UIC NoCTayaeThes — 85% nokputTa 3 pPernamMenTyiouumu sig 80
- Ha.ETMKETLﬂ JassneHo 27,5 Mkr/goay L Ao 120%, 3asBrneHuMu Ha eTUKeTL {L 12
| 85% nokputTa 3 pernameHTyoY MK <=20) |
Dose uniformity — The label claimed 27 5 99% coverage with targets of 75 to 125% 19

OpHopigHicTs fo3u, LLIC NOCTa4YaeTbCA —
Ha eTukeTui 3assnexo 27,5 mKr/gosy L
| 99% nokputTs 3 pPernaMeHTyIoYumMn

99% nokpuTTA 3 pernameHTyiouMU Big 75
A0 125%, 3assnervMy Ha eTukeTLi {L
<=285)

‘CofA generated manually by sdj10465 0on 9 November 2023 07:00
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Téét ] Specification Results
Tect Cneyudikadis PE3Y.I1I:TEITM.
I Number of Sprays >=120 Complies
KinbkicTs MipHUx 103 >=120 Bignosigae sumoram

Weight of contents (g)

9.5-10.5 (Target + 0. og)

10.0

| (ﬂElSepHD}D_,D,Md)paKU,iBK))

Macca BmicTy (r) 9,5 - 10,5 (PernameHTyeThes + 0.5r) 10,0
Droplet Size Distribution: mean D10 um
(laser diffraction) | 20-40 S
PoanogineHHs kparens 3a posmipom;
cepeaHivi D 10 mkm (NazepHoto 20 - 40 31
Avicbpakuiero)

| Droplet Size Distribution: mean D50 um

{ (laser diffraction) | 40-110 7
Po3nogineHHs kpanens 3a PO3MIPOM:.
cepegHin D 50 mkm (NasepHoio 40 - 110 77
AVbpakLLieo) | |
Mean % of droplets < 10um % (laser Less than 1.5 (<1.5) 0.1
diffraction) '

A O g

CepenHin % kpanenb meriue 10 MKM, % MeHbLL Hix <1,5 (<1,5)

0,1

Microbial Limit Test (Tier-2)

1 {as per harmonized method
USP/PhEuUr/JP)

Corresponds to harmonized USP / Eur. Ph.
/ Japanese Ph

Find results below

MikpobionoriyHa uncroTa {(apyc 2),
BIANOBIAHO rapMoHizoBaHm . CLLA/ €0
/An. &

Bianosiaae FapMoHI3oBaHum ®. CLUA/ € /

An. o,

AvBuTUCA pesynbTaTu
HUXYe

Total viable aerobic count cfu/g

Not more than 102 (<=100)

Complies

KinbkicTs xuTTe3aaTHX aepobHux
| Mikpoapranismis KYO/T, CYMapHo

He Ginblue 102 (<=100)

Bionoeinae BuMoram

| Total yeast and mould count cfu/g

Not more than 10" (<=10)

Complies

| Hucno apbxgkis | rpubis KYO/r, cymaprio

He bGinbure 10" (<=10)

Binnoceigae sumoram

Specific micro-organisms include:
CneumeivHi mikpoopraHiamm BKIMOYAKDTL!

Pseudomonas aeruginosa

Absent in 1ml or 1g of composite material

Complies

Pseudomonas aeruginosa

BigcytHa B 1 Mn afio 1 Isicermong
Marepiany

CofA generated manually by sdj10465 on 9 November 2023 07:00

Bianosinae sBumoram
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Test Specification Results
Tecr Cneuudikadin Pesynkstatm

Staphylococcus aureus

Absentin 1ml or 1g of composite material Complies

Staphylococcus aureus

MaTepiany

BigcyTHiti B 1 mn a6o 1r aMiwanoro

Bianosigae smoram

Qualified

Person/ YnoeHoBaxeHa 0coba

- Digitally signed by NIZHOLA MARIA JOHNSTON-
- Reasan; [am signirg for tha masons as stalad in
_tha document.

Pale: 2023.11-10 520177

.Sli.g.naturel [Mignuc
Name/ MNMpissuniye.
Date / AaTa

-CofA generated mariually by sdji0465 on o November 2023 07:00




