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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

Halmenyeanng npoaykuii:  ABAMICT™™ cnpert HazanbHWIA, CycneHsia, noaceaHmii, 27,5 mkrigesy, no 120 Aosy
ghriakoHt 3 aoayiouum NPUCTROEM Ta posnuoBaYemM | KoBnaykom Ne1

Material Number: 10000000062104 Dosage Form: Liquid Suspension
Howmep npoayiry: 10000000062101 Nikapcbka gropma: cycneH3is
Package size / type; 120 Dose Bottle Strength: 0.05 Y%wiw
Poamip / Tun NakyBaHHA: no 120 no3 y dnakoni Cuna gii: 0,05 %m/m
Marketing Authorisation Number: UA/S306/01/01

Homep Peecrpauiiinoro NocBigYeHHN: UA/9306/01/01

Manufacturing Authorisation Number: MiA4

Homep ninensii na BUPOBHULTBO: MIA4

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Bamard Castle,
Quality Control; DL12 8DT, United Kingdom

3aBoa-BupoGHuk: - I'nakco OnepeiiwHe FOK Nimireg, Xapmip Poyg, BapHapga Kacrn,

D112 8DT, Berwka Bputanis

! hereby certify that the information provided within this certificate is authentic and accurate.
Ll 5 nigTeepaxyio, 1o IHpopmatlis, Hagana B UbOMY cepTudpikari, & ACCTOBIPHOIO Ta ToYHoI,

| hereby certify that all the manufacturing stages of this batch of finished product has bean 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 local 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 1a MicLesoro PErynsTopHora oprany Chedmepikalii 8 Ao3soni Ha MEapKeTUHr KpalHu-imnopTepa. MakeTHa
05pobika, nakyrameHi T3 aHaniTuyHi 3arvcy Gynu NepernsHyT Ta BuaHaHi BIANOBIgHMMK GMP,

All Investigations, if any, pertaining to the batch {including deviation, pblanned changes and/or temperature
deviations) have been recorded and completed to a sufficient level to support certification.

Active drug substance: Fluticasone furoate
AKTuBHa fiiloua PeyYoBUHa: PrioTUKazoHy typoat

One spray actuation contains 27.5 micrograms of fluticasone furoate
OaHa fosa npenapary MicTuTs PrOTUKA3OHY ypoaty 27,5 Mkr

Quantity of the hatch (packs): 67187
Posmip cepil (ynakosok): 867187
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Lot/Batch: WV3w Date of Expiry: 07-2027
Cepina / Cepin: WV3w TepmiH npuaatHocti:  07-2027
Date of Manufacture: 07-2024
Hara BupoGHuLTEA: 07-2024
Importing Country: Ukraine
Kpalna iMmnoprep: Ykpaina
[ Test Specification - Results j
Tect Creundikanin Pezynstatn
Description — Form Uniform Suspension Complies

30BHILWHI BUMSA — bopma

OpgHopigha CYCNeHsis

Description — Colour

Bignosinae sumoram

Complies

3AXMCHUM KOBMAqKOM. Bcepeauni Kopryca
MICTUTLCA (haKoH TemHoro ckna,
OCHALLEHUIA MipHAM Ao3atopom,

White
30BHILWHIA Burnsig — Konip Binwii Bignoeigae sumoram
A predominantly off-white, side-actuated
plastic device with a light blue lever and lid
Container containing a stopper, The device contains Complies
an amber glass bottle fitted with a meteting
atomizing spray pump.
MnacTtukosuii kopnyc cipysaTto 6inoro
KONMbopy i3 cBITNodnaKkuTHOK BO3Y0Y0K0
KoHTerirep KHOMKOK 300Ky, i3 cBITROBNaKUTHIM Bianosiaac sunoran

Fluticasone furoate identity
(IR spectroscopy)

The spectrum of the sample is concordant
with the specfrum produced from the
Fluticasone Furcate reference standard

Complies

laenTudikayis thmoTKasoHy tbypoary
(I4 cnextpockonis)

Fluticasone furoate content (HPLC) %LC
{Corresponds to 0.047 — 0.053 Yow/w)

CnexTp spaska nosHicTio chisnagae 3i
CnexTpoM pedhepeHTHOrO CTaHaapty
PrrTUKaZOHY thypoaty

Buict PaTHKazaHy thypoary (BEPX) %
Bif] 3asBNeHoro BMicTy {Bignoaigae 0,047
— 0,053 %mim)

Benzalkonium chloride content % of
hominal (potentiometric titration)

Bmict GeHsanxotio Xnopuay %
HOMiHaneHoro (noTenuioMeTpuYHe
TUTPYBaHHA)

Bianoeigae sumoram

90 -110

Edetate disodium content (HPLC) % of
neminal

90 - 110

Bwict guHarpio enetaty (BEPX) %
HOMiHaNbHOMO

20 -110
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r Test Specification Results
Tect Cneuudsikauis Peazyneratn
pH 5.0-7.0 6.1
pH 50-7,0 6,1

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

Each determination - the average content of
fluticasone furcate per dose in a composite
sample of 2 doses obtained by pressing the
dispensing button. Determination is earried
out twice (using 2 first pressings after filling
and last two pressings with the specified
number of doses on the label). The test is
peiformed using at least 5 bottles

OpHopigHicTs gosu ProTHKazOHY
tdbypoary, wo NoCTauaeTbCs, NPOTArOM
Nepiody BUKOpWCTaHHs YNaKosku, MeTop,
BEPX, mxr/ goay:

Mean dose dalivered — start bottle
Mg/spray (Corresponds to 85.0-115.0
%LC)

CepegHa goaa, Lo MocTavaeTbes 3
novaTky dnakona, MKI/Rosy (Bianoeigae
85.0-115,0 % 3aABMEHOT0 Ha eTUKeTL))
Mean dose delivered — end bottle
Hg/spray (Corresponds to 85.0 — 115.0
%LC)

Find results balow

KoxHe BusHaueHHst - I{& cepeaHid emicT

dmoTUkazoHy hypoary Ha acay e
CinaneHoMy spasky 2 2 gos, CAepKyBaHMUX

LUMAXOM HATUCKAHHA 403YI0MGT KHONKM,
Buatauenna nposogaTs ABii
(BrKopUCTOBYIOUN 2 NEPWNX HATUCKAHMSA
nicns 3anpasky | ocTanHi 2 HaTUCKaHHSA 3

YPaxyBaHHAM 3asHaveHoT Ha eTUKeTUi
Kinbkocti aoa). BunpoGysanys NpCBOgHT,
BUKORUCTOBYIONM He MeHLwe 5 hrakoHis

Auvsutucs pesynusTaTn
Hikue

Cepefnina fosa. Lo nocTavacThes B KiHL
cbrakoHa, Mxr/gosy {Bianosigae 85,0 —
115,0 %3aasnexoro Ha STHUKeTUI)

Dose uniformity — The label claimed 27.5
Mg /dose L 859, coverage

QaHopigHicTs goam, wo NOCTaYaeTHCS ~
Ha eTukeTw 3aseneHo 27,5 MKr/acsy L
85% rnokpuTTH 3 PermamMeHTyoqumMuy
Dose uniformity — The label claimed 27.5
Hg /dose L 999, Coverage

OnHopigHicTs A03U, WO MocTavaeTsCH —
Ha eTukeTwyi 3agenens 27,5 mxr/gosy L
89% nokpuTTA 3 pernaMeHTyioYMmMm

234-316
23,4-3186 26,7
234-316 27.9
23,4--318 27,9
85% coverage with targets of 80 to 120% 7
LC (L<=20)

85% nokputrs 3 pernamenTyioqmmm sig 80

A0 120%, 3asBnenuMn Ha eTukeTy (L 7
<=20) '

99% coverage with targets of 75 to 125% 12
LC (L <=25)

89% nokpuTTa 3 pernameHTyounmy Big 75

A0 125%, 3asenennmu Ha eTukeTui (L 12

<=25)
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r Test Specification Results
Tecr Crneuundikagia Peaynbratu
Number of Sprays >=120 Complies
KinskicTs MipHux gos >=120 Binnoeinae umoram

Weight of contents (g)

9.5 - 10.5 (Target 0.5g)

10.0

Macca smicTy (r)

(laser diffraction)

Avibpaniero)

(laser diffraction)

9.5 - 105 (PernamenTyetocs + 0.5) 10,0
Droplet Size Distribution: mean D10 um 20 - 40 30
- . e E
PoanoaineHHs Kpanens 3a poamipom:
cepepHin D 10 mrw {nazepHomw 20-40 30
Droplet Size Distribution: mean D50 um 40 - 110 75

Poanoginenus kpanens 3a poamMipom:

cepeaHii D 50 mkm (razepHoto 40- 110
Avpakiiero)

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

0.1

Cepennin % Kpanenb MeHwe 10 mkm, %
(naseproK Avdpakuieo)

Microbial Limit Test {Tier 2

(as per harmonized method
USP/PhEur/JP)

MikpoGionoriuna uncrora (Apyc 2),
BlANOBIAHO rapMoHizoBaHmM ¢. CLLA/ €0
1 An, &,

Total viable asrobic count cfu/y

KinekicTs MUTTEINATHUX aepobHMX
MikpoopraHiamis KYO/r, cymapho

Corresponds to harmo
/ Japanese Ph

-— —

PMOHizoBaHM &, GLUIAS £ /

MeHbLu Hix <1,5 (<1 \5)

o

Bianosigae ra
An, ¢.

nized USP / Eur, Ph.

Find results below

AvsuTrea peaynetaTy
HIDK4e

Not more than 102 (<=1 00)

Complies

He Binblue 102 (<=1 o0}

Total yeast and mould count cfu/g
Hucno apikakis i rpubia KYO/T, cymapho

Specific micro-organisms inciude:
Cneyudiuni Mikpooprariamn BKITIOYAIOTE:

Bianoeigae sumoram

Not mere than 101 (<=10)

Complies

He Ginbwe 10 (<=10)

Bignosigae sumoram

Pseudomonas aeruginosa

’ Absent in Tml or 1

g of composite material

l Complies

Pseudomonas aeruginosa

BigcyTha s 1 mn abo 1r amilttaHoro
Matepiany

]

’ Binnoeifgae sumoram
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Test Specification Results
TecT Cneuudcpikauin PesynbTatm
Staphylococcus aureus Absent in 1ml or 1g of composite material Complies
BiacyTHiit 8 1 mn abo 1r aMillaHoro . )
Staphylococeus aureus Marepiany Binnosinae sumoram

Qualified Persony/ YNoBHoBaxeHa ocoba

SHELLY EDGAR

Digitally signed by SHELLY EDGAR
Reason: | am signing for the reasons
as siated in the document,

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

Signature/ Mignuc
Name/ Mpizsuye
Date / faTa
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AEPKABHA CJIYKBA 3 .JIIKAPCI)KI_/IX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTUKAMH Y KHIBCBKIN OBJIACTI

npos. Ceitmidsoi Hanii, 3, m.Kuis, 02099, ten/(akc: (044) 363-06-50
E-mail: dis.ko@dls.gov.ua, Kox E€PTIOY 37078774

BHUCHOBOK
Npo AKICTh BBe3eHOIo B YKpaiHy JikapchKoro 3acoly

25.09.2024 Ne 47284/24/10

ABAMIC™
(nafiMenysaHnA NikapckKoro 3acoBy ariHo 3 PpeecTpauiiinnM noceiqycnusm)
cupeil HasaNbHU, Cycnensis, 1o30Banmii, 27,5 MKr/n03y; mo 120 n03 y daaxoni 3 AO3YHOMUM
NPUCTPOEM Ta PONWIIOBAYEM i KOBnauKoM; no 1 daakony B Kaprousiii kopo6ui
(dropma Bunycky, no3yBatiis, Bua MaKyBaHHS NiKapcLKoro 3acoby)

Homep peectpaniiinoro nocsinuenns UA/9306/01/01 crpox aif peectpauiiinoro nocsimuenns 01.01,2099
Cepin nikapcskoro sacoGy Ne WV3IW _ KinexicTs BBesenoro nikapesxoro sacoby 67187

Brpobuuk I'nakco Onepeitmnc FOK Jimiten, Beauka bpuranis

(natiMenyBarHs BHpOGHHKA Nikapcrkoro 3acofy, kpaika HOXOKEHHA )

Baeseno B Ykpainy ToBapucTBO 3 06MexkEHOK0 BiAMOBITAIbHICTIO "T'nakcoCmitKasiin

DapmackloTikaac Ykpaina', izenr. xon: 35619519

(naitMenypanns Ta kox 3a EJJPIIOY IOpHIHYHOT 0c00H abo mpissumie, iM's, 10 GaThKOBI Qiznyrol
0colu - minnpuemi, T Micue npoxHBanHs Ta peecTpanitisuii Homep 067iK0BOT KapTKW [UIATHUKA
nofaTkis afo cepis Ta HoMep Macnopra)

IpoTokon BisyansHoro Kor-rrpomﬁ ix 20.09.2024 N= 2802/6.

3a  pesynsTaraMm  AepiaBHOrO KOHTPONIO ~ BCTAHOBNEHO, IO Jikapchbkuii 3aci6 BBeseHo B YkpaiHy 3

AOTPHMAHHAM sumor 3aKOHOJABCTRA II0JI0 3a0e3MeYeHHA TKOCTI JIiKapChKHX 3ac00iB,

o
[74

(mannc) (iniuianm ta npi3BHLLe)



http://www.tcpdf.org

