Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

CSK

24

Durham DL12 8DT
UNITED KINGDOM

‘Batch Ce
Etoh

SRR = R

‘-Certif-icate Date

Hata ceptudikary
22-AUG-2024
Page/Crop. 1

Certificate Number
Homep ceptuchikary

BCI_0000001264
offa 5

Tel: +44(D)1833 690600  Fax: +44(0)1833 692300

ﬁif?cé’t&%}%eﬁ"rhcbixa'r sKoCT] cepif
; TN ;&5 s SRS

Material Description; AVAMYS™ nasa| spray, suspension, dosed, 27.5 MCG/dose, 120 doses in vials #1

with a dosing device, spray pump, lid

ABAMIC™ cnpeiy Ha3aneHWA, cycnexsis, A030BAHWA, 27,5 mKrifeay, no 120 Ho3y
thnakoHi 3 gosyrounm NPUCTPoEM Ta poanuniosaven | Koenavkom Ne1

HaitmenyBanns npoAaykuyii-

Material Number:

10000000062101 Dosage Form:

Liquid Suspension

Homep npogykry: 1000000006210 Nikapceka gropma: GYCnerais
Package size / type: 120 Dose Bottle Strength: 0.05 %wiw
Posmip / Tun NakyBaHHA: no 120 503 y hnakoHi Cuna gii: 0,05 %m/m
Marketing Authorisation Number: UA/9306/01/01

Homep Peectpadiiinoro noceigyeHnn: UA/S306/01/01

MiA4
Mtag

Manufacturing Authorisation Number:
Homep niuensir na BUPOGHUUTBO;

Site of Manufacture, Packaging and
Quality Control:
3an,q-EMp06ku:

Glaxo Operations UK Limited, Harmire Road, Barnard Castle,
DL12 8DT, United Kingdom

['nakco Onepeiiwne KOK Nimiten, Xapmip Poyn , BapHapg Kacrn,
DL12 8DT, Benuika Bputadis

I hereby certify that the inforrmation provided within this certificate is authentic and accurate.
Liyns 5 nigTeepaxyio, 1o iHtbopmatlin, Hagana B HUbOMY cepTudikarTi, ¢ ACCTOBIPHO Ta ToYHol,

| hereby certify that all the manufacturing stages of this batch of finished 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 EU and the facal Regulatory Authority with the specifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed and found fo be in
compliance with GMP,

GMP €C Ta Micuesoro DETYRATOPHOrO opraxy Cneuudikalii 8 4o3BoNi Ha MapKeTUHr KpalHu-imnoptepa, MakeTHa
0Bpobia, nakyransLHi Ta ananituyHi aamacy Synu NepernsanyTi Ta BusHawi BIAMoBigHMMY GMP,

Fluticasone furoate
drioTukasoHy dypoar

Active drug substance:
AxkTuBHa fiilova pevyoBuHa:

One spray actuation contains 27.5 micrograms of fluticasone furoate
OpnHa posa npenapary MicTuTs PNOTUKAZOHY typoary 27,5 mkr

67187
867187

Quantity of the batch {packs):
Poamip cepil (ynakogok):
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Lot/Batch: Wv3w Date of Expiry: 07-2027
Cepin / Cepin: WV3w Tepmin npugartHocTi:  07-2027
Date of Manufacture: 07-2024
Hara BUPOBHKETRA: 07-2024
Importing Country: Ukraine
Kpaina imnoprep: Ykpaina
[ Test Specification Results j
TecT Cneuu@ikauin PeszanaTH
Description — Form Uniform Suspension Complies
30BHiWHIK BUrNsR — Dopma OfHopigHa cycnenais Bignosiaae suMoram
Description — Colour White Compilies
T o . s T TE s ]
30BHILWHIiA BUNsA — Konip Binui Bignoeigae sumoram
A predominantly off-white, side-actuated
plastic device with a light blue lever and [ig
Container containing a stopper. The device contains | Complies
an amber glass bottle fitted with a metering -
atomizing spray pump.
-_ - ' i ]
MNnactukosui Kopnyc cipyeato 6inoro

KoHTetiHep

KO/bOPY i3 CBITNoBNakuTHOK A03Y1040I0
KHOMKOI 300Ky, i3 CBITROBNaKUTHUM
3AXMCHUM KOBRAWKOM. Becepeguni Kopnyca
MICTUTLCS chnakoH TemHoro ckna,
OCHaLLEHUA MipHUM Acsatopom,

Binnosigae sumoram

Fluticasone furoate identity
(IR spectroscopy)

The spectrum of the sample is concardant
with the spectrum produced from the
Fluticasone Furoate reference standard

Complies

laeHTudikaLis thmoTvkasony thypoary
(M cnexTpockonis)

Fluticasone furoate content (HPLC) %LC
{Corresponds to 0.047 — 0.053 %wiw)

PrrTUKasoHY dypoary

Bumict PMOTHRaZOHY typoaty (BEPX) %
Bif\ 3asBNeHoro BMicTY (Bignosiaae 0,047
— 0,053 Y%mim)

Benzalkonium chioride content % of
nominal {potentiometric titration)

Bmict Gensanxonito xnopuay %
HOoMiHanbHere (noTenyiomeTpuyHe

CnexTp spaska nosHicTio chisnagae 3i
CnexTpom pecpepeHTHOrO cTaHaapTy

Bianoeigae sumoram

90 -110

TUTPYBaHHSA)

Edetate disodium content (HPLC) % of
nominaf

90-110

20 - 110

BwmicT guHarpin efeTaty (BEPX) %
HOMiHanbHoro
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F Test Specification Resulis
Tecr Cneundgikanis Peaynkraty
pH 50-7.0 6.1
pH 50-7.0 6,1

Delivered Dose Uniformity of Fluticasone
Furoate by HPLC through container life:

Each determination - the average content of
fluticasone furoate per dose in a composite
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
performed using at least 5 bottles

Find results below

GaHopigHicTs foau $noTUKazOHY
hypoary, wo nocrayvaeTbes, NpoTsrom
nepiogy BUKOpUCTaHHS YNaKoBKK, MeTop,
BEPX, mkr/ aoay:

Mean dose delivered — start bottle
Hg/spray {Corresponds to 85.0 — 115.0
%LC)

CepenHa fo3a, WO NocTavaeThes 3
novaTky nakona, MKr/Rosy (Bisneeinae
85,0-115,0 % JARBNEHOTO Ha eThkeTy)
Mean dose delivered — end bottle
Hg/spray (Corresponds to 85.0 — 1 15.0
%LC)

KoxHe BUsHaveHns - L& cepeaHili BMmicT
nioTUkasoHy thypoary Ha Ao3y B
CknajeHomy spaaky 3 2 gos, OAepKyBaHUX
WNAXOM HATUCKEHHS 403yioya] KHOMKw,
BuarHauernn NPOBOOATL OBi4i Ausntuca pesyneTaTn
(BuKkopUcTOBYIOUYN 2 NEPWNX HATUCKAHHS HIKYe

RICNs 3anpaskk | ocTam 2 HaTuckanHs 3
YpaxysaHHam 3azHaveHo! Ha eTukeTui
KinbkocTi Ao3). BunpoGysanHs NPOBOGATD,
BUKOPUCTOBYIOUM HEe MeHLwe 5 dakoHis

Cepenns foza, Wo nocTayaeThes B KiHyj
briakoHa, MKr/go3y (Bignosigae 85,0 —
115.0 %3assneqoro Ha eThKeTI)

Dose uniformity — The label claimed 275
Mg /dose L 85%, coverage

234-3186 267
23,4-31,6 28,7
234-3156 27.9
2343186 27,9

85% coverage with targets of 80 to 120%
LC (L<=20)

OuoHopigricTs goan, wo NoCTavYaeThLes ~
Ha eTukeTwi sassneHo 275 MKr/noay L
85% rokpuTTs 3 PernamMeHTyioumu
Dose uniformity — The label claimed 27.5
Hg /dose L 999 coverage

OaHopigmicTs A03K, Wo nocTavaeTees —
Ha eTukerwyi 3agenens 27,5 mur/gosy L
99% noxputTa 3 PErNamMeHTyiouMmMK

85% noxpurTs 3 PernaMmeHTyioummu sig 80
A0 120%, sasBieHMU Ha eTukeTy (L
<=20)

99% coverage with targets of 75 to 1259, (

—

LG (L <=25) 2

99% nokputTa 3 PernaMeHTyouMmy sig 75

Ao 125%, aasenennmm ya eTuKeTui (L
<=25)

12
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T Test Specification Results
Tecr Cneundikayin Peayncratu
Number of Sprays >=120 Complies
KinbkicTs MipHux g03 >=120 Binnosinae sumoram
Weight of contents {9 9.5 - 10.5 (Target + 0.59) 10.0
Macca BMicTY (r) 95-105 (PernameHTyeTbcn % 0.51) 10,0
Croplet Size Distribution: mean D10 um
(laser diffraction) 20-40 30
: . ]
PosnogineHHs kpanens aa poamipom:
CepeaHin D 10 Mkm (NasepHorw 20 -40 30
Andparkuieto)
Droplet Size Distribution: mean D50 um
{laser diffraction) 40-110 75

Poanoginerns Kpanens aa posmipom:

cepefHin D 50 mkm {(nasepHoio 40 - 110
Audbpakuieio)

Mean % of droplefs < 10um % (laser Less than 1.5 (<1.5)
diffraction)

0.1

Cepeanitt % xpanens Menwe 10 Micm, %
(nazeprHor Sudparicto)

MeHbiu Hix <1,5 (<1,5)

'0,1

Microbial Limit Test (Tier 2)

(as per harmonized method
USP/PhEur/JP)

MikpoGionoriusa yncrors (Apyc 2),

FAn, @,
Total viable aerobic count cfu/y

KinekicTs XUTTEIAATHUX aepobHux
Mikpocprawiamis KYOIr, cymapHo

8lANOBIAHO rapMoHizoBaHMM ¢. CUIA/ Eed

/ Japanese Ph

An. .

Corresponds fo harmonized USP/Eur. Ph,

-— ]

Bianosigae rapmonizosaHim ¢. GLIAS eb/

Find results below

Aueutics pesyneraty
HK4e

Not more than 102 (<=100)

Complies

He 6inblue 102 (<=100)

Total yeast and mould count cfulg
Hucno apixkmis i rpubia KYOJr, cymapHo

Bianoeigae sumoram

Not more than 107 (<=10)

Complies

He Ginblwe 10! (<=10)

Specific micro-organisms inciude:

Cneundiuni mikpoopraniamm BKIMIOYAOTE:

Bignosigae sumoram

Pseudomonas aeruginosa

l Absent in Tml or 19 of composite material

! Complies

Pseudomonas aeruginosa

BigcyTha 8 1 mn aBo 1r amiltiaKoro
matepiany

} Bianoeinae sumoram W
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Test Specification Results
Tect Cneumdikauin Pezynetarn
Staphylococcus aureus Absent in 1ml or 1g of composite material Complies
BizcyThiii 8 1 Mn a6o 1r amiwarioro . .
Staphylococeus aureus MmaTepiany Binnosinae sumMoram

Qualified Person/ YnoBHOBaXeHa ocoba

Digitaily slgned by SHELLY EDGAR
S/TLELLV 5@6’4? Reason: | am signing for the reasons
as stated in (he document.

Date: 2024-08-27 11:00:38+01:00

Signature/ Mignuc
Name/ Mpissuye
Date / flata
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