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JIEPIJIIKCITY KB A
JEPYKABHA CJIIYIKBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIO 3A
HAPKOTHUKAMM ¥ KHIBCHKIM OBJIACTI

npocnert Banepis JlobanorepKoro, 51, m. Kuis, 03110, ten/(paxe: (044) 363-06-50
E-mail; dls.ko@dls.gov.uaJths://’\-vww.d13.20\'.,@“, Kon €JIPTIOY 37078774

BHCHOBOK

Npo AKiCTL BBE3eHOTO B Y Kpaily AiKkapenKroro 3aco0y

19.04.2021 No 18560/2.1/10

ABAMIC™

{naiireHyBAHHA NiKaPCLKOro 3acoGy 3rifno 3 peectpatiiinin NOCBIAYMCHIANM)
crpeil nazajasumii, cycnensis, nozoBanii, 27,5 mkr/posy mo 120 103y Ao 3 {03Y10UIIM
IIPICTPOEM TA PO3MILTIOBAYEM i KOBIIAMKOM; T10 1 dpuaxony B KAPTOHHII wopofiti
((pophsa BunycKy, IO3YBATIHA, BILA NAKYBAHHA nikapcLkoro 3acody)

Honep peectpatiifinoro noenimyenns UA/9306/01 /01 crpor aii peectpartiinioro nocsizucnna 01.0 1.2099
Cepis nikapcroro 3acofy Ne 642F Kinbiicts Baezenoro nikapcwkoro sacody 27312

BrpobHitk iakco Ornepetimne IOK JlimiTen, Bennka Bputatis
(naiiveryBanHa BipoGHiKa JiKapCLROro 3acoBy, Kkpailia N0XOIGKENHS)

Bueseno B Yipainy Topapnereo 3 00MeKeH010 BiANOBIANLIICTIO "TiaxcoCnmiTICaniim

dapmacnlotikaice Yipaina', inenr. con: 35619519

(HaiineyBayis Ta koJ 3a €JIPTIOY 1opsainei ocolu abo NpissiilLe, in'st, o GaThkoni Giznunol
¢coGH - nianpuesius, it MiCUE HPOWHBARNA T peecTpauiiinidi omep 051iKeROT KAPTIA TATHINK
nofaTkis ao cepia Ta HoMEp NAcNopTa)

[IpoToion BisyanLbHOTO KONTPOJIO Bid 09.04.2021 Ne 1112/1.

33 pe3yNBTATAMIL  OCPPKABHOTO  KOHTPOMO  BCTRHOBNCHO, HIO nikapebkuii  3aci6  swesero B YRpainy 3

AOTPUMAHHM EMOT 3aKOHOAABCTRA 1010 2abe3neUeHH SKOETI TIKapChKHX sacolis.
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suued by

GlaxoSmithidine L i
Harmire Road Y
BARNARD CASTLE

Ourhem D12 8DT TR T

UNITED KINGDOM Batch Gertificate / Ceprudiikar nxacT cenit
Ceriificate Date Cerlificate Numher
Dara ceprudinary Homep ceprudiary

Tel:  +-44{0)1833 690800 Fax:  +44(0)1833 692300 04-MAR-2021 BCI 00600082
Page/Grop. T offs 5

Material Deseription: AVAMYS™ nasal spray, suspension, dosed, 27.5 MCG/dose, 120 doses in vials i+

with a dosing device, spray pump, lid

Hafmenyzatnn npogytuii: - ABAMIC™ cnpei Ha3anbHWii, CycreHsis, Ao30BaHNHN, 27,5 nirifosy, no 120 goa v
thnakohi 3 gosyiounm NPUCTPOEHM Ta POArUICBAaYEn | KoBnaykom No

Material Mumber: 1000000006240 Dosage Form: Liquid Suspension
Mewmep npogyiry: 100000000682101 Nikapcbia dopma: cycnarais
Package size / type: 120 Dose Bottle Strength: 0.05 %wiw
Poawmip / 'run naysanms: 1o 120 fosy hnacHi Cuna pii: 0,05 %mim
Markefing Authorisation Number: UA/9306/01/01

Homep Peccrpauitinoro noceiguensi: UA/D306/01/01

Manufacturing Authorisation Numbey: MiA4

Homep niyensii na BupeSnnuTRo; A4

Site of Manufacture, Packaging and Glaxc Operations UK Limited, Hatmire Road, Barnard Castle,
Quality Control: DL12 8DT, United Kingdom

3apof-supobHni: Mnarkce Onepeiunc KK Nimites, Xapwmip Poyn | BapHapa Kacrn,

DL12 8DT, Benuia EpuTanist

| hareby cartify that the information provided within this ceriificate is authentic and accurate.
Uum 8 nigreepioryio, wo iHthopmavia, HagaHa B Ubony cepriichikaTi, & JOCTORIPHOIO Ta TouHo!W0,

I hereby certify that all the manufacturing stagas of this batch of finished product has been manufactured, including
packaging/labeliing and Quality Control at the above-menticned site(s) in full compliance with the GMP
requirements of the EU and the iocal Regulatory Authority with the spacifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

L 9 nigTeepayie, 10 sei eTany BUPOBHWLTRA Uici napTii roTorol RPOAYKUT Oynv BUroToRNeH], Brodaloy
Ynakasky / mapkysaHHs Ta OHTPOMbL SKkOCT] Ha BULiEsraflanomy cainti (cafTax) y nosHin sinnopigHocT OG0 BUMOr
GMP €C Ta micuesoro PETYAATORHOrO oprany cnauudikayli B 4o3som Ha MapreTUHr kpatiu-imnoptepa. MNaxketna
oBpodka, narysanbHi Ta aHanitus sanucy Gynu nepernanyTi Ta BU3HaHI BigNoOBIAHNMY GMP.

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

Bei pocnimering, siaue Taw e, sigrocaTees AG NapTil (BrNCYAI0NN BIAXMASHHS, 3annaHosaHi 3MiHK Ta / abo
BigXUneHHA Temnepatypu) Gynu aapeecTposani Ta JapepuieHi Ha facTaTisoMy pigHi ans NIATPAMIM cepTudhikadi’,

Active drug substance; Fluticascone furoate
AKTURHA Biloua peyoBUna: ProTUKa30HY dypoart

One spray actuation contalns 27.5 micragrams of fluticasone furoate
Opra foaa npenaparty MicTHTh bnoTurasony dypoary 27,5 mir

Quantity of the batch (packs): 27312
Poamip cepil (ynakonox): 27312

CofA generated manually by ag982924 on 5 March 2021 1 1.30




lssued by:

GlaxoSmithidine
Harmire Road
BARNARD CASTLE
Durhaim DIL12 8DT
UNITED KINGDOM

Tel  +44(0)1833 60600

Fax:

+HAM01833 692300

Certificate Date
Hara ceprudikary

04-MAR-2021

Bafch Ceviificate / Ceprudiar sicocvi cepii

Certificate Number
Homep ceprudiary

BCI 0000001082

2 oifs 5
LotiZatch: 642F Date of Expiry: 02-2024
Cepis { Geplst: G42F Tepmin npugartnoeyl: 022024
Date of Manufacture: 02-2021
Harta Bupodunrursa; 02-2021
tmporting Country: Ulkraine
Kpaiua imnoprep: Yipaina
Test Specification Results
TecT Cneuyndrinanin PesynnraTy
Description — Form Uniform Suspension Conplies
SOBHILUKIR BUrSg ~ Dopma OfRopigHa cycneHais Bigrogigae sumoram
Description — Calour White Complies
7@_9}3@_@1@ eurnan ~ Konip Binwit Binnoeinae rumoram

Cantainer

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

Complies

Kontelinep

MNractawopuit kopnye clpysaro Ginoro
KOALOPY i3 CBITNOBNAaKWTHOIO [03YioM0oI0
KHONKOIO 3601y, 13 CRITNOBNAKUTHIM
3axucHUM Kosnadkom. Beepegut kopnyca
MICTUTECR ONEKOH TEMHOTO cikna,
OCHaLeHWl MipHUM BO3aTAPOM.

Bianoesigae sumoram

Fluticasone furcate identity
(IR spectroscopy)

The spectrim of the sample is concordant
with the specirum produced from the
Fluticasone Furoate reference standard

Complies

laeHTHchikaLlis dnioTukasony dypoary
{14 cnexTpockenis)

Cnewrp 3paska nosHicTio cnisnasas ai
CNEeKTPOM PEdHEPBHTHOFO CTanaapTy
hnioTrkasony dypoary

Bignosinae sumoram

| Fluticasone furoate content (HPLC) %1.C

_HOMIHansHOTO

£ 5
(Gorresponds to 0.047 — 0,053 %w/w) 95 -105 =0
BuicT diieTurasoty dypoary (BEPX) %
Bin saneneHoro emicty (Bianosigas 0,047 | 95 - 105 g9
— 0,053 %m/m)
Benzalkonium chloride contant % of
nominal (potentiometric titration) 20 110 107
BuicT GenzankoHio xnopuay %
HOMIHESTbHOrO (NeTeHuioMaTpuUHe a0 - 110 107
TUTPYBAHHS)
H— =

Ecie{ate disoditm content (HPLG) % of 90 - 110 101
nominal

H H o,
Buict aunarpic egeraty (BEPX) % 80 - 110 101

CofA generated manually by ag982924 on 5 March 2021 11:30




[ssued hy:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

—

Certificate Date
Hata cepruixary

Batch Certificate | Cepruditar siocTi cepif

Cerlificate Number
Homep cepruchikary

PagaiCrop, 3 offs 5
- 7__'(:&# - Specification T mWtiésu'l"i.“:‘.___ _
Taor N N Cneumdiianist Pasynbrar
pH o 50-7.0 6.1
pH 50-7,0 6,1

Delivered Dose Uniformily of Flulicasone
Furcate by HPLLC through container lite:

Each determination - the average content of
fluticascne furoate per dose in a composite
sample of 2 doses obtained by pressing the
dispensing hutton. Determination s carried
out twice {using 2 first pressings after filling
and last two pressings with the specified
number of doses an the label), Tha fest is
berformed using at least 5 hottles

Find resulis below

OnHopighicts [oan oTHIKAROHY
hypoaty, wo nocravasThes, FPOTSIroM
MepIOfly BHKOPUCTAHHS! YNakosK:, METOH
BEPX, Mt/ foay:

KoxeHe pusHauesilin - L cepenHii suict
thrHioTra3oky thypoaty Ha goay B
crNanedamy spasky s 2 103, ogepiyBaHny
LUNAXOM HaTUCKaHHA [O3YIOHOT KHOPKK.
BuaHadenHs NpoROARTL AR
(BUKOPUCTOBYIGUY 2 NEPILVX HATACKaHHS
ricns aanpa.ku | ocTalki 2 HaTucanHs 3
YpaxysaHHam 3a3+a4eHol Ha eTvreTL|
KineKoCTi 103). BUNpoGyBanka nposogsTs,
BRROPUCTOBYIOUN He MeHLle 5 thnaikoHis

Huairnes pesynsrtar
HUuHUe

Mean dose deliverad — start hoitle

9_9‘{/9 FOKPUTTS 3 PermMaMeHTyIounMy

00 125%, sansreHumu Ha erareTyl (L
<=28) xR

Ho/spray (Corresponds to 85.0 — 115.0 234-3186 257
%LC)

CepefHa J03a, 10 NOCTAaYACThES 3

nodyatky hnaxoHa, mrr/aosy {Bignosigae 234-316 257
85,0 ~115,0 % sansneHore xa BTHKeTU))

Meat: dose delivered — end boltle

Hg/spray (Corresponds to 85.0 - 115.0 23.4-3186 27.9
%1C)

CepeHa 033, Lo NOCTaYacThea B IKHL

chnakona, mir/aosy (Binnosiaae 85,0 — 234 -316 27,9
150/ %orrienononomaremeeriy | -~

Dose uniformity — The label claimed 27.5 | 85% coverage with targels of 80 to 120% 12
g fdose L 85% coverage LC (L<=20)

CAHOPIAHICTS 03K, L0 NOCTAYEETLES — 85% nokpnTTa 3 pernaMeHTyIoNUMy Big 80

Ha eTuxeTui 3ansneto 27,5 MKr/nosy L Ao 120%, aansneHumn Ha eTieTi (L 13
85% NOXDUTTA 3 pernamenTyIounMu <=2Q}

Dose uniformily — The label claimed 27.6 | 9%, coverage with targets of 75 to 125% 50
t1g /dose L 99% coverage LG (L <=25)

OaropigHicTs 4034, WO NoCcTadaeTkes — 99% nolpuTTs 3 pErNBMEHTYIONMMA BifL 75

Ha erwietyi sassnedo 27,5 mir/moay L 20

CofA generated manually by ag982824 on 5 March 2021 11:30




Issuad by

GlaxoSmilhidine
Harmire Road
BARNARD CASTL)?
Durham DL12 80T
UNITED KINGDOM

Cerlificale Date
Hara ceprudikary

Batch Certificate / Coprudikat stwoeri copii

Certificate Mumber

Homep ceprugicary

Page/Crop. 4 offs b
r 7 Test Specification - -Restalts
Tecr Crnenudvixagis Pesyrabrarn
Number of Sprays >=120 Complies )
Kinsricts mipHux aos >=120 Bignosinas sumMoram

Weight of contents (g)

8.5 - 10.5 (Target £ 0.5¢)

10.0

{(nazeprioic Andipartien)

Macea smicTy (r) 9.5 - 10,5 (PernamenTyersen + 0.5r) 10,0 _
Droplet Size Distribution: mean D10 um .
(laser diffraction) 20l 41
Posnoginentn kpanent 3a poamipoM:
cepenHin D 10 mkm (nasepHolo 20-40 31
Avdpanielo
Droplet Size Distribution: mean D50 um .
(laser diffraction) 40119 4
Posnopinenns ipaners sa poaMipom;
cepeyi D 50 mim (nasepho 40 - 110 74
Anchparuielo)
Mean % of droplets < 10um % (laser Less than 1.5 (<1.5)

: : 0.1
diffraction)

~ [ le) 5 MO E 0 i
Cepeptlli % kpanens menwe 10 mikm, % MeHbLL pisk <1,5 (<1,5) 0,1

Microbial Limit Test (Tier 2)
(as per harmonized methad
USPPREWIP)

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

Find results below

MikpeBionarivda vuctoTa {spyc 2),
BiANGBIAHO rapmoHizosarwm &, ClLA €@
{An, @

Bianosinae rapmonizoparum ¢, CLUA €4 /
HAn, d.

Aueurucs pesynbrarti
Hpiye

Total viable asrobic count cfufg

Not more than 10? (<=100}

Complies

KiflbKicTh JUTTESHATHIX AepoGHKX
mikpoopratismie KYOIT, eymMapHo

He Ginbue 10?2 {<=100)

Bignosinac nlimoram

Total yeast and mould count cfuly

Mot more than 10! (<=10)

Cormplies

Hueno apbigpids i roubis KYOSF, cymapho

He Ginewe 107 (<=10)

Bignoeinae sumoram

Specific micro-organisms include:
Creludiuni mikpoopradiamy srmovaloTs:

Pseudoimonas aeruginosa

Complies

Pseudomonas aeruginosa

BincyTra B 1 ma afo 1r amiwanoro
Marepiany

Bianoeinae sumoram

ColA generated manually by ag882924 on 5 March 2021 11:30
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lesuaed by:

GlaxaSmithiline
Harmire Roacd
BARNARD CASTLE
Durham DLTZ 80T
UNITED KINGDOM

Tel:  +44(0)1833 GOOBOO

[~&3;

Test
Teer

Rateh Gertificate / Gepruditar sixoori cepir

Certfificate Date Cerlificate Number
Hara cepruchicary  Homep ceprudiary
+44(0)1833 692300 0d-MAIR-202 1 BCL 0000501082
Page/Crop. 5 aoifa 5
Specification Resulis
Crienudvicaris Pesyrikraiu

Staphylococcus aureus

Absentin tmi or 1y of composite material Complies

Staphylococcus aureus

BigcyTHiit 8 1 mn aBo 1r amitbaroro
mareplany

Bipnosigae BuMoram

Qualified Person / YnoeHoeameHa ocolba

(

AL U
Signature / Nipnwe ‘u/?’-\'li"\\'\"* ke

NV it des
Name / Npiasuige R A

e ) Y
Date { flaTa K Me i

SCRTAN

GolA generated manually by agh82924 on 5 March 2021 11:30




| JIEPKIIKCIIYKBA
JAEPIKABHA CJIYIKBA 3 JIKAPCBKMX 3ACOBIB TA KOHTPOJLIO 3A
HAPKOTHKAMU Y KMIBCBKII OBJACTI

npocriext Banéepis Jlobanoscrroro, 5 1, m. Kuis, 03110, ten/axe: {044) 363-06-50
E-mail: disko@dis.gov.uaittps://www.dls.gov.ua, Kog €JIPUIOY 37078774

BHUCHOBOK
HPO SRICTH BBE3eHOr0 B YKpalHy JIKAPChKOro 3ac00y

28.02.2022 Ne 8587/22/10

ABAMIC™

N

(HaitsenyBanss nikapCeEROrs 3ac0Gy 3ULIHO 3 peeCTpaui s NI0CBiTIeHNAM)
CpeH Ha3aABHMI, Cycnensis, qo3opanuit, 27,5 mxr/zo3y no 120 noz y dakoni 3 gosyrouum
MDUCTPOEM T4 DOINMIHOBAUCM | KoBnawom; no 1 dutakoeny B kapronunii koponi

{opma BHIYCKY, AOTYBAHNS, BUA TAKYBAHLS HIKAPCHKODO 3acaby}
Howmep peecrpautitioro nocslgenms UA/93G6/01/01 erpox ait pescrpaniitnors nocsiguenny 01.01.2099
Cepin mirapebkoro 3acody Mo CK6Y . KiangicTy spesetioro nikapesioro shcoby 25237

Bipofauk Tnaxee Onepefiwnc HOK Jliviten, Bemwra bpwranin

(Hafinerypanns BHpoBUNKE BiKAPCHKOTO 3"1006\’ xpaina lT()k{‘,\,{{}KCHI[Si\;!

Breseno s Vipainy TosapueTso 3 ofMexenoto sinnopigaasrictio "IakcoCmitK asitn
Dapmackotirane Yrpaiua', izeur. koa: 35619519

(walimenysamus 1a Kot 3a SAPTIOY wpnnsanol ocobu afe apissuue, iM's, 1o Sarskosi
izl ocolin - ninnpuesi, 17 wicue npoxueanEa ta peecrpanilineii noMep o8nixonoi
KapTRK NIATHARL NOZaTKIB 480 cepld ta HosMep nacropra)
IipoFoekod Bisvannuore keurpomo six 18.02,2022 N 0533/1.
3a. pesyapTatamMu ICPHABHOTO KONTPONI BCTAHOBASHS, W@ MIKAPCEKEH 33¢i6 mReitRo B Vibainy i

JAOTPHMAHHSM 5itvor 3aKOH0JABCTE 1010 3a0e3eussi g ARUeT] JHRApChHX zacohis.

i
Bramuesian IETPOCOB

{ninnucy {iniufany 1o apisoumeed




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

Durham DL12 8DT

Cortifi ; o
UNITED KINGDOM Batch Certificate / Ceprudpikar sikocTi cepii

Certificate Date Certificate Number
dara ceptucpikaty ~ Homep ceptudpikaTy
Tel:  +44(0)1833 690600 Fax: +44(0)1833 692300 05-JAN-2022 BCI 0000001156
Page/Crop. i ofla 5
Material Description: AVAMYS™ nasal spray, suspensicn, dosed, 27.5 MCG/dose, 120 doses in vials #1
with a dosing device, spray pump, lid
HaiimeHyBaHnHa npoaykuils  ABAMIC™ crnipelt HasansHwWiA, cycnensis, nososannd, 27,5 MKr/goay, no 120 gos y
¢hnakoHi 3 O3YIUNM NPUCTPOEM Ta PO3NUMI0BAYEM | KOBRAYKOM Nei
Material Number: 10000000062101 Dosage Form: Liguid Suspension
Howmep npoaykry: 1000000006210 TNikapcbKa tpopma: CYCneHain
Package size / type: 120 Dose Bottle Strength: 0.05 %whw
Pozmip / Tun nakyBaHHs: no 120 go3 y dnakoHi Cwvna gii: 0.05 %mim
Marketing Authorisation Number: UA/9306/01/01
Homep PeectpauifHoro noceigueHHn: UA/S306/01/01
Manufacturing Authorisation Number: MlA4
Homep niuensit Ha Bupo6HUMUTEO: MlA4
Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Road, Bamard Castle,
Quality Control: DL12 8DT, United Kingdom
3aBoa-BUpPOGHUK: Maxco OnepeiwHe KOK Nimitea, Xapmip Poys , Baphapa KacTn,

DL12 8DT, Benvka Bputasia

I hereby certify that the information provided within this certificate is authentic and accurate.
Lum s nigteepmkyto, WO iHdopMalisi, HaaaHa B Usomy cepTudixaTi, € AOCTOBIPHOIO Ta TOYHOK),

I hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, inchuding
packaging/tabelling and Quality Control at the above-mentioned site(s) in full compliance with the GMP
requirements of the EU and the locaf Regulatory Authority with the specifications in the Marketing Authorisation of
the importing country. The batch processing, packaging and analysis records were reviewed and found to be in
compliance with GMP.

Livm 7 nigTeepaxyio, Lo BCi eTani sMpobHULUTBA Liei napTii roTOBOT NPOAYKLIT 5Ny BUIOTORNEHI, BKNKYAI0YA
YNakoBKy / Ma8pKyBaHHS Ta KOHTPOMb AKOCTI Ha BULLE3ragaHomy caiiTi (CaiiTax) y moBHii BiANOBIAHOCTI 40 BAMOT
GMP €C Ta micueBoro perynsTopHOro aprady cheuvdgikayii B 403BONI HA MAPKETUHT Kpaiau-imnopTepa. MakeTHa
o6pobika, NnakysansHi Ta aHaniTWYHI 3anucw Gynu nepernaHyTi Ta BU3HaHI BignosigHuMu GMP,

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.

Bei aocnigpkeHHs, axWe Takl €, BIOHOCATLCA 40 NAPTIl (BKIIOHAKMM BIAXUMEHHS, 3annaHoBani 3MiHv Ta / abo
BiOXWUNeHHs Temneparypy) Bynu 3apeccTposaHi Ta 3aBepLUeHi Ha AOCTATHBOMY PiBHI 4NA NIATDMMKA CepTUiKaLlil.

Active drug substance: Fluticasone furoate
AKTMBH2 girovya peyoBUHA: PnoTNKa3oHY hypoaT

One spray actuation contains 27.5 micrograms of fluticasone furoate
OaHa po3a npenapaty MicTuTs nioTUKa3oHy dypoaty 27,5 Mkr

Quantity of the batch (packs); 25237
Posmip cepit (ynakosok): 25237

CofA generated manually by ag882924 on 13 January 2022 14:41
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Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tet:  +44{0)1833 690600  Fax:

+44(0)1833 692300

Certificate Date
daTa ceprudiikaTy

Batch Certificate _1-' bepTuq:\iKaT AKocTi cepil

Certificate Number
Homep ceptudikaty

05-JAN-2022 BCI_0000001156
Page/Crop. 2 offs 5
Lot/Batch: CKevV Date of Expiry: 11-2024
Cepin / Cepin: CKeV Tepmid npupatHocTi:  11-2024
Date of Manufacture: 11-2021
Hata eupoBHuurea: 11-2021
Importing Country: Ukraine
Kpaina imnoprep: YkpaiHa
Test Specification Results
Tect Cneuunchikauin PezynbTaru
Description — Form Uniform Suspension Complies
30BHILUHIA BUrnsg — Gopma OaHopigHa cycneHsis Bignosigae Bumoram
Description — Colour White Complies
3oBHilWHIA Burnsg — Konip binui Bianosigae Bumoram

Container

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

Complies

KoHrelhnep

MNnacTukoenia kopnyc cipysaTto 6inoro
KONBLOPY i3 CBITNOBNaKMTHOI A03YH04O0I0
KHOMKOW 3Boky, i3 crITNOBNaKKTHUM
3aXMCHMM KoBnauxoM. BcepepwHi kopnyca
MICTWTbCA hNaKkoH TEMHOro CKna,
OCHALLEHUA MIDHKM L03aTOPOM,

Bianosigae sumoram

Fluticasone furoate identity
{IR spectroscopy)

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

Complies

laeHTUbikaLis droTrKasaHy thypoaTy
(I cnekTpockonis)

Crnekrp spaska noBHICTIC cnisnanac ai
CINEKTPOM pedtepeHTHOro craHgapTy
pnoTukasoHy dypoaty

Bianogigae Bumoram

Fluticasone furoate content (HPLC) %LC

(Corresponds to 0.047 — 0.053 %w/w) farill 100

BwmicT dhniotuiasony dhypoary (BEPX) %

BiO 3asiBneroro emicTy (Bignoeigae 0,047 | 95-105 100

~ 0,053 %mim)

Benzalkonium chloride cantent % of

nominal (potentiometric titration) 8g-T10 104

BwmicT GeHaankoHito xnopuay %

HOMiHanLHoro {NoTeHUioMmeTpuyHe 80 - 110 104

TUTPYBEHHS)

Edetate disodium content (HPLC) % of

e o 90-110 100
H i o,

Bumict gunatpito egeTtarty (BEPX) % 90 - 110 100

HOMIHaRbHOrO

CofA generated manually by 9982924 on 13 January 2022 t4:41




issued by:

Glaxo3SmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Batch Certificate / CepTuépixaT AKocTi cepil

Certificate Date Certificate Number
Hata ceprudikaty Homep ceprudikaTy
Page/Crop. 3 offa 5
Test Specification Results
TecTt Cneuundpikanin PesynbTatm
pH 50-7.0 6.1
pH 50-70 6,1

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

Each determination - the average content of
fiuticasone furoate per dose in a composite
sample of 2 doses obtained by pressing the
dispensing butten. Determination is carried
out twice (using 2 first pressings after filling
and last two pressings with the specified
number of doses on the [abel), The test is
performed using at least 5 bottles

Find results below

OpHopiaHicTs A03u PRITUKA3OHY
thypoaTy, WO NOCTa4YaEThCH, MPOTAMOM
Nepioay BUKOPUCTAHHA YrakoBKu, MeTes
BEPX, mkr/ gosy;

KoxHe BU3Ha4eHHA - Lie cepeaHiid BmicT
hnoTrKasoHy dypoaTy Ha 103y B
CHTaeHOMY 3pa3ky 3 2 103, OJepXYBaHUX
LMIAXOM HATUCKaHHA [03Yi0N0T KHOTIKN.
BuaraueHHa NpoBoaaTh ABiYi Lueutucs peaynbTtati
(BUKODWMCTOBYHOYM 2 NEPLUWX HATUCKSHHS HIKYE

NICNS 32MPaBKkK | OCTaHK 2 HATUCKAHHS 3
YpaxyBaHHAM 3a3HaqeHol Ha eTukeTyi
KinbrocTi A03). BunpoByBar+a NpoRoAdTE,
BUKOPUCTOBYIOYN HE MeHLuIe 5 hnakoHis

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

23.4-3186 26.7

CepegHa f03a, WO NOCTAYAETHCS 3
novartky dbnakoHa, mxr/goay (Bignoeigae
85,0 — 115,0 % 3asBneHoro Ha eTukeTL )

234-31,6 26,7

1

Mean dose delivered — end bottle
ug/spray (Corresponds to 85.0 - 115.0
%LC)

234-318 28.5

Cepegra 0osa, Wo NOCTayacTLes B KiHU
dhnakoHa, mkr/acay (Bignosigae 85,0 -
115,0 %3asBneHoro Ha eTukeTyi)

234-318 28,5

Dose uniformity — The label claimed 27.5

85% coverage with targets of 80 to 120%

Mg /dose L 85% coverage LC (L<=20) <
OaHopigHicTE A03W, WO NCCTAYaETLCH ~ 85% NoKpUTTR 3 pernaMeHTylounmu Big 80

Ha eTvkeTyi 3anBneHo 27,5 MkF/gosy L 00 120%, 3agsneHnmu Ha etukeTdi (L 9
85% NOKPUTTH 3 pernaMeHTyIoHnMN <=20)

Dose uniformity — The label claimed 27.5
Hg /dose L 99% coverage

99% coverage with targets of 75 to 125%

OaHopigHICTe 003K, WO NOCTAYaETECH —
Ha eTukeTLi safBneHo 27,5 mkr/goay L
99% NOKPUTTA 3 PErNAMEHTYHOYUMM

99% noKpUTTA 3 pernamMeHTyIe UMK Big
40 125%, sanaenexHumy Ha eTukeTw (L :
<=25)

LC (L <=25) P an
‘4
r

CofA generated manually by 29982924 on 13 January 2022 14:41




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel: +44(0)1833 69060C  Fax:

+44(0)1833 532300

Certificate Date
Hata cepTuchikary

Batch Certificate / CepTudpikar sixocti cepif

Certificate Number
Homep ceptudikaTy

05-JAN-2022 BC1_0000001156
Page/CTop. 4 offa 5
Test Specification Results
Tect Cneumcpixauin Peaynbtatn
Number of Sprays »=120 Cemplies
Kinbxictb mipHux 8o3 >=120 Bignosifae Bumoram

Weight of contents (g)

9.5-10.5 (Target £ 0.5g)

10.0

Macca smicty () 9,56-10,5 (PernamenTtysTocs + 0.55) 10,0

Droplet Size Distribution: mean D10 um

(laser diffraction) 20 - 40 $

Po3noainenHs kpanenk 3a poamipom:

cepefHii D 10 mkv (naseproto 20 - 40 31

Avdbpakuieto)

Droplet Size Distribution: mean D50 um

{laser diffraction) 40 - 11 %a

PoanoaineHHn kpanens 3a posmipom:

cepepHiin D 50 mkm {nasepHow 40 - 110 75

Awndbpaxuiero)

Mean % of droplets < 10um % (laser Lessthan 1.5 (<1.5) 0.1

diffraction) ‘
i G [+)

CepepHiih % kpanens mevwe 10 MKM, % MeHbiw Hix <1,5 (<1,5) 0.1

{nasepHoi gudpakuicio)

Microbial Limit Test (Tier 2)

(as per harmonized methad
USP/PhEuUrtJP)

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

Find results below

MikpoGionoriyHa yuctoTa (Apyc 2),
BIANOBIAHO rapmoHizosaHum ®. CLIAS €0
! Hn. @,

Bignosigae rapmonizopannm @. CLUAS E¢ /
An. ©.

OWBUTUECS pesynbTaTH
HMKHe

Tatal viable aerobic count cfu/g

Not more than 102 (<=100)

Complies

KinbkicTs xMTTeagaTHUX aepobHKMx
mikpoopraHiamie KYO/T, cymapHo

He binswe 102 (<=100)

Bignosigae sumoram

Total yeast and mould count cfu/g

Not more than 10" (<=10)

Complies

Hucne apixapxis i rpubis KYO/T, cymapHo

He Ginbwe 101 (<=10)

Bianoeigae Bumoram

Specific micro-organisms include:
CneundivHi MIKpOOPraHiaMn BKMICYAKTh;

Pseudomonas aeruginosa

Absent in 1ml or 1g of composite material Ak
i e

Pseudomonas aeruginosa

BiacyTths B 1 mn abo 1r amiwaHoro
MaTepiany

CofA generated manually by ag982924 on 13 January 2022 14:41




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

Durham DL12 8DT

UNITED KINGDOM Batch Ce.r;:ficate 1 CepTudpixar AKOCTI cepil
Certificate Date Certificate Number
[laTa cepTuddikaty Homep ceptrdikaTy
Tel: +44(0)1833 690600 Fax: +44(O)1 833 692300 05-JAN-2022 BC! 0000001156
Page/Crop. 5 offs 5
Test Specification Results
Tecr Cneuudpbikauin PezynbraTtn
Staphylococcus aureus Absent in 1ml or 1g of composite material Complies
BigcyTHiti 8 1 mn abo 1r amiwaHoro ; :
Staphylococcus aureus martepiany Bignoeigae sumoram

Qualified Person / YriosHopaxeHa ocoba
Dugitally signed by SHELLY EDGAR

S#ELLVE\DGA? Reason ! am signing far the

reasons as staied m the documaent

S!gnature ',' r]i,EI,I'IMC Oate: 2022-01-13 15:34:212

Name / Npissunile

Date f faTa

CofA generated manually by ag982924 on 13 January 2022 14:41
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Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

Durham DL12 8DT e s T e g ]

UNITED KINGDOM  Batch Gertificate  Cepradvikat scocticepii
Certificate Dats Certificate Number
Harta cepTudikary  Homep cepiucirary

Tel +44(0)1833 690600  Fax +44(0)1833 692300 08-NOV-2020 BCI_0000001041
Page/Crop. 1 offs 5

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

with a dosing device, spray pump, lid

Haiimenyeanun npogyxuiic: ~ ABAMIGT™ Crpel HasanbHul, cycneHais, A030BaHWR, 27,5 mMir/goay, no 120 goay
¢hnakoti 3 goavicyum NIPWCTPOEM Ta posnUntoBaYem i Kosnadkom Net ¢

Material Number: 10000000062101 Dosage Form: Liquid Suspension
Howmep npogyiry: 10000000062101 flikapceka dropma: cycneHsis
Package size / type: 120 Dose Bottie Strength: 0.05 Yewiw
Poswmip / Tun naxysanus: o 120 gos y chnakoni Cuna gii: 0,05 Yna/m
Marketing Authorisation Number: UA/9306/01/01

Howmep Peectpauiiinoro nocBifgYeHHs: UA/9306/01/01

Manufacturing Authorisation Number: MIA4

Howep nivexsii na Bupo6umnureo: MIA4

Site of Manufacture, Packaging and Glaxo Operations UK Limited, Harmire Read, Barnard Castle,
Quality Control: DL12 8DT, United Kingdom

3aR0D-BUPOBHUIC Imakco OnepelituHe HOK Jlimitea, Xapmip Poyg , Baprapg Kacrn,

DL12 8DT, Benuka Bputatis

| hereby certify that the information provided within this certificate is authentic and accurate,
Lum s nigreepmuyio, Wwo iHtbopmaLis, HafaHa B Lsomy ceprichikari, € AOCToBIpHOW T4 TouHow.

| hereby certify that all the manufacturing stages of this batch of finishad product has been manufactured, including
packaging/labeliing 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 to be in
compliance with GMP.,

Lum s nigTeepmxyio, 1o sci eTanu 8UpoBHUYTES il napTii roTosol npoaykuii Gynu BuroTosneHi, BrAYaoun
YNaKOBKY / MapKyBAHHSA Ta KOHTPOSb SIKOCT] Ha BuLesrafaHomy caiiTi (caiitax) y nosHiit signosigHocT 00 BUMoOr
GMP £C ta micuesoro PerynaTopHoro oprany crneyudixkallii 8 gossoni 4a MaPKeTUHI Kpailu-iMnopTepa. MNakerha
obpobka, nakyBankHi Ta aHaniTyHi sanucy Synv riepernsnyTi T2 BUaHaHi BigrosiaHMy GMP.

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

Bci pocnimkerns, axuwo Tai g, BIOHOCATLCA [0 NapTil (BKNIovaKYM BiGXUNEHHs, 3annaHosaHi sminu Ta / abo
BIAXUNEHHA TeMnepaTypu) Bynw sapeecTpoBaHi Ta saBeplueni Ha AOCTaTHLOMY pPisHi A4Ns NATPUMKM cepTudbikadii,

Active drug substance: Fluticasone furoate
AkTrBH2 gitcva peyoBuHA: droTukasoHy dypoar

One spray actuation contains 27.5 micrograms of fluticasone furoate
OpHa posa npenapary micrute dnioTukasony dypoary 27,5 MKr

Quantity of the batch (packs): 68174
Pozmip cepil {ynakosox): 68174

CofA generated manually by 29982924 on 9 November 2020 08:33
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issu{gd by:

GlaxoSmithKiine
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Certificate Date
{ata ceprudikary

EﬁatchCemﬁcate / ﬁepff_ﬁdﬁt{érhméﬁ cepit

Cariificate Number
Howmep ceprudikaty

Tel: +44(0)1833 690600 Fax: +44{0)1833 692300 06-NOV-2020 BCI_0000001041
Page/Crop. 2 offs 5
Lot/Batch: DX34 Date of Expiry: 10-2023
Cepia / Cepis: DX3J Tepmin npugarnocrti:  10-2023
Date of Manufacture: 10-2020
7@ BUPOOHKUTES: 10-2020
Importing Country: Ukraine
Kpaina imnioprep: Yxpaina
B Test Specification Resulis
i Tect Cneundikayis Peaynbrary
Description — Form Uniform Suspension Complies o
308HILLHIA BUrnAa — dopva OpnHopigHa cycnensis Bignosinae sumoram
Description — Colour ' White Complies
S0BHILWHIR BUrnsg — Konip Binui Bianoeigae sumoram

Container

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

Complies

KoHTelHep

Mnactukosawii kopnyc cipyeaTo Ginoro
KCNBOPY i3 CBITNOBNAKUTHOW A03YRHO0I0
kHonka 36oky, i3 caiTRoBnakuTHUM
S8XMCHUM Kosnaykom. BcepeauHi koprnyca
MICTUTBCS hNAKOH TeMHOrO cia,
OCHaLERWA MipHUM fo3aTopoN.

Binnosinae sumioram

Fiuticasone furoate identity
{IR spectroscopy)

The spectrum of the sample is concordant
with the spectrum produced from the
Fiuticasone Furoate reference standard

Complies

lnenTudgikain hrioTukazory dypoary
{4 cnexTpockonis)

CriekTp spa3ska nosHicTio crniBrnagas 3i
crexTpom pedepeHTHOro cTaHgapty
DroTHKazoHY dhypoaty

Bignosigae sumoram

Fluticasone furoate content {(HPLC) %LC

(Corresponds to 0.047 — 0.053 %w/w) s~ 105 W

Bwmict hmoTukasory dypoary (BEPX) %

Big 3asBneHoro BMicTy {Binnoeinae 0,047 | 95 - 105 101

- 0,053 Y%mim) -
Benzalkonium chloride content % of

nominal (potentiometric titration) 90 - 110 ibe ]
BmicT BensankoHiio xnopuay %

HoMIHamsHOro (noTeHuioMeTpUUHE 90 - 110 108

TUTPYBAHHA)

Edetate disodium content {HPLC) % of 90 - 110 100

nominal

BwicT gunatpiio egerary (BEPX) % 90 - 110 100

HOMiHarbHoro |

CofA generated manually by 29982924 an 9 Novermber 2020 08:33




Issued by:

GlaxeSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Certificate Date
Hara ceprudiraty

‘Batch Certificate / Coprudiar axocri cepir
Certificate Numbear

Homep ceprudikary
BCI_0000001041

Tel +44(0)1833 690600 Fax: +44(0)1833 692300 06-NOV-2020
Page/Crop. 3 offls &
Tast Specification Resulis
Tect Creundpivauis Peaynbramm
pH 50-7.0 6.1
pH 50-~70 51

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 helow

OnropigHicTs gosn PIOTUKA3OHY
ypoarty, Wo nocrauaeTbes, NpoTarom
NepioAy BUKOPUCTaHHS YNaKoBKK, mMeToa
BEPX, mxr/ noay:

KoxHe BusHaveHHs - Ue cepeiiRii evicT
ProTIKaIcHY tbypoaty Ha fosy B
CKITaAeHOMY 3pasky 3 2 103, OAepKyBaHUX
LITAXOM HaTUCKaHHA J03y1I040T KHOMIKU,
BusHauerHs nposoasith ggivi
(BUKOpUCTORYIONU 2 NepUIMX HaTUcKaHHs
MiCNs 3anpasky | ocTaHHi 2 HaTUCKaHHS 3
YPEXyBaHHAM 333Ha4YeHOT Ha eTukeTL)
KineracTi gos), BunpobyeanHa nposogsTs,
BYIKCPUCTOBY 04U HE MEHIUe § thnakoHis

Lvsurucs pesynerary
Hikye

Mean dose delivered — start bottle

ug/spray (Corresponds to 85.0 — 115.0 234-318 26.4
%LC)

CepenHs go3a, 1o nocTavaeTos 3

nosariy nakona, mer/qosy (Bigrosinae 234-~318 26,4
85,0 - 115,0 % 3asBneHoro Ha ETUKSTLL)

Mean dose delivered — end bottie

ug/spray (Corresponds to 85.0 — 115.0 23.4-316 286
%LC)

Cepenns 4033, D NOCTaYacTbes B KiHL

dnakoma, mkr/posy (Bignosinas 85,0 — 23,4-3186 28,6
115,0 %3assneHoro Ha STUKETL)

Dose uniformity — The label claimed 27.5 85% coverage with targets of 80 to 120% 11
Hg /dose L 85% coverage LC (L=<=20)

ORHODIAHICTS 403, U0 NOCTaYaeTbes — 85% nokpuTTs 3 pernamenTyrodrmn Big 80

Ha etukeTui 3aseneno 27,5 Mir/gosy L A0 120%, 3asBneHUMY Ha eTUKeTL {L 11
85% niokpuTTH 3 PErnamMenTyo MmN <=20)

Dose uniformity — The label claimed 27.5 98% coverage with targets of 75 to 125% 18

g /dose L 99% coverage

LC (L <=25)

OpHopigricTs Aosy, Lo nocTayaeThos —
Ha etukeTui 3aseneno 27,5 mKr/goay L
99% nokpuTTs 3 PErnameHTyIoU1MK

99% NoKpUTTA 3 pernamenTyuUMY Bin 75
00 125%, 3aseneHumm Ha eTukeTw {L
<=25)

18
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issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Burham DL12 8DT
UNITED KINGDOM

Certificate Date
Dara ceprudikary

Batch Gertificate / Ceprudikarakocl cepii 7
Certificate Number
Homep ceprudikary

Tel: +44(D)1833 690600  Fax +44(0)1833 692300 06-NOV-2020 BCI_0000001041
Page/Crap. 4 oflza §
- Test Spacification Resulfs ]
Teor Crneundirayis PeaynbraTn
Number of Sprays >=120 Compliss:
KifibKicTs MipHux goa >=120 Binnozinae sumaram

(naseprorn gudpaiwieio)

Weight of contents (g) 8.5 - 10.5 (Target + 0.5g) 10.0
Macca Bmicty (r) 9,5 - 10,5 (PernameHTyeTocs + 0.51r) 10,0
Droplet Size Distribution: mean D10 um
(laser diffraction) ; 230 92
Posnoginexrs kpanens aa poamipom:
cepegHin D 10 mrm (nasepHoio 20-40 32
AndbpatLieto)
Droplet Size Distribution: mean D50 um
(laser diffraction) 40-110 e
Posnopinerts kpanens 3a poamipom:
cepegHiit D 50 mkm (naseproro 40-110 78
Auchpakilicio)
Mean % of droplets < 10um % (laser Less than 1.5 (<1.5) o1
diffraction) ‘

i O L)
CepenHiit % xkpansns meHwe 10 MKM, % MeHb1u Hb <1,5 (<1,5) 0,1

Microbial Limit Test (Tier 2)

(as per harmonized method
USP/PhEur/JP)

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

MikpoGionoriyHa uucroTa {(apyc 2),
BILNOBIAHO rapmMoHizoradim &. CLLIA/ €
/4n. &

Find results below

Bignosinae rapmoHisosannm &, CWA/ ed /
An. P

Auautuca pesynsrary
HibKYe

Total viable aerobic count cfulg

Not more than 102 (<=100)

Complies

KinsKicTs suTTesnarhmnx aepobHux
Mikpoopradismis KYOSr, CymMapHo

He Ginbiue 102 (<=100)

Bignosiaze sumoram

Total yeast and mould count cfu/g

Not more than 101 {<=10}

Complies

Hucno gpixpxia i rpubis KYOIr, cymapto

He Binbie 101 (<=10)

Binnosigze sumoram

Specific micro-organisms include:
Crieuydivni mikpoopranismu exnouaioTs:

Pseudomonas aeruginosa

Absent in 1ml or 1g of composite material

Complies

Pseudomonas aeruginosa

Bigeytha B 1 mn aBo 1r aMitwanoro
matepiany

CofA generated manually by ag982924 on 9 November 2020 08:33
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Certificate Number
Homep cepruikaty
BCI_0000001041

Certificate Date
fara ceprudikary

06-NOV-2020

—

Page/Crop. 5 oifs 5
Test Specification Results
Tect Creyudviranis Peaynnrari
Staphylococcus aureus Absentin 1mior 1g of composite material Complies o
o BigecyTHii B 1 Mn aBo 1r amiwanoro : .
Staphylococcus aureus marepiany Bignosinae sumoram

CofA generated manually by ag982924 on 9 November 2020 08:33
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TEPKITIKCITYKBA
JEPIKABHA CJIVIKEA 3 JUKAPCHKHX 3ACOBIB TA KOHTPOJIED 34
HAPKOTHKAMM Y KHIBCBKI OBJIACTT

npocniext Banepisa Jlo6awoscexero, § 1, M. Kuis, 03110, Ten/daxe: (044) 363-06-50
E-mail: dls. ko@dis. gov.ua,h;t_ps://ww.dis.gov.ua; Kon € IPITOV 370778774

BHCHOBOK
PO AKICTh BBE3EHOro B Yrpainy nikapeskoro 3aco0y

24.12.2020 Ne 66397/20/10

ABAMICT™™

(nakiMenysanug nikapeskoro sacofy arifuo 3 peccrpauiiinum TI0CBIAMeHHAR)
Cnpei Ha3anLHmif, cycnensis, nososanmit, 27,5 MEX/Ro3y no 120 noz Y $aaiconi 3 mo3yioumng
IPHCTPOEM Ta POINHIIOBAYeM | Xobnavukom; mo 1 duiakouy B Kaprouniii xopobui
(thopma sunyoxy, AO3YBAHHA, BHA IAKYBANIIS J1iKaPChKOro 38c00y)

Howmep peectpatiifinoro mocsimenns UA/93 06/01/01 crpox i peecTpauiitnoro noceimuenns 01.01.2099
Cepis sikapcsioro sacoby Ne IVX3J Kimskicte sBeseHoro nikapeskoro sacoBy 68174

Bupofunxk I'naxco Onepeitmuc IOK Jlimiren, Benuxa Dpuranis
(nakvenynanns BHPOGHHKA IIKAPCEKOrD 3acoly, kpaina TIOXOIKE HEs }

Breseno p Yipaiuy Torapuerso 3 06mexenorn BiANOBiAANEHiCTIO "I'maxcoChiTiC s iin
DapmaceroTicanc Yrpaina", ineur. won: 35619519

(naiimMenysarnis Ta koa 3a EAPTIOY 1opuanuuol ccobn abo npisshue, iv's, no Garnroni hiznunor
0C00H - mianpueMus, i Micue HPOMHBALHS Ta peccTpaniiinui HOMER O0MiKeB0T kapTii e ks
nopatkie afo cepis ta HOMED nacropra)

Hpotoron sisyansnoro xouTpoumio Bix 24.12.2020 N» 4280/2. )

3a  pesyasratamu ACPIKABHOTO  KOHTPOIIO BCTAHOBNCHO, w0 JiKapcrkuit  sacis BBE3CHO B Vipainy 3
AM sHuMor 3aK0HOAABCTRA MO0 3abesnmeyenms

{OCTi NKapCehkiX 3ac06]s,

]
m E e 00 BT

-‘ (2‘:}?/ ‘:(‘{_‘—’-7 w
/Jﬁf Onexciit COJIONP AR

EPIAABIIONO KOHTPONIO) (minmmc) (Teiuiany ta opissue)

LT

2 Inewtdiayiiumg 103 &
3918519 P




JEPKITKCIYXBA VKPATHMA
AEPFKABHA CIIVIKBA 3 JIKAPCEKHX 3ACOBIB TA KOHTPOJC 2A

HAPKOTHKAMMH ¥V KHIBCBKIN OBJIACTI

npocriexr Banepis Jlo6asoscrkoro, 51, m. Kais, 03110, Ten/daxe: (044) 2753030
E-mail: dis.ko@dls.gov.ua, Kox EAPIIOY 37078774

BUCHOBOK
Ipo SAKICTL BBe3eHOro B YKpaiay JiKkapebKoro sacoly

12.08.2020 Ne 38638/20/10

ABAMICT™

(maitverrysanus Aikapcekoro 3acoGy 3rigno 3 PeeCTpalifHuM [TOCBITTCHHM) ;
cHpelf HasalLHUH, cycnenzia, fozopanuii, 27,5 MKr/mosy mo 120 fo3 y duraxowi 3 gesyioanm
TPUCTPOEM T2 posnamoBaieM i kopnauxom; mo 1 guaxony B kapronsiii Kopobui

(Gopwa BHITYCKy, NO3YBAHELT, BUA NAKyBAHHA NIKaPCELOrO 3ac06y)
Howep peectpaniitroro nocsimuenns UA/9306/01/01 crpox xii peecrpaniiinoro noceimerms 01.01.2099
Cepis nikapcekero 3acoby Ne GG7TM Kinexicrs Besenoro nikaperkoro sacoby 68160

Bupofimik I'naxco Onepeitmuc FOK JliMiten, Bemmxa Bpuranria

(HakiMenysaurs BRPOGHHKA MIKAPCEROTO 3acoly, kpaisa noxomkcHns)

BBezero & Vipainy Tosapucrso 3 06Mexenoo BiznopinaLHicTIO "TnarccoCriTi adin
PapmacpoTicanc Yipaina", izenr. xoa: 35619519

(HaiiMeRysaHHs Ta ko 3a CAPIIOY toprarsHof 0co6H abo npispume, iv'a, no GaTsrosi (ianyLor
0COBH - THATpHEMIY, 1f MiCIie IPOKHBARHS T4 peecTpaniHamit HoMsp 06/1ikoBol KapTky IIaTAUIE
niofaTkie afo cepid Ta Homep nacropra)

Hporoxen isyansroro korrpoo siz 04.08.2020 Ne 2442/3.

3a  pesymeTatamME  NEpKABHOTO KOHTPOIIO BCTHOBNCHO, MO JKApCEKMH 3aci6 BBesemo ® Vipaimy 3
MOTPHMAHHSIM BUMOT 32KOHOABCTEA WO/I0 326839 H s HKOCT JKapChKHX 3ac0GiB.
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lssued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Tel:  +44(0)1833 690600

Material Description:

HafimenyBanus npoayiuii:

7

Batch Gertificate / CepTudhikar awocyi cepit
Cerlificate Date Certificate Number
Hdara ceptudikary
02-JUL-2020

Homep ceprudikary
BCi_0000000903
5

Fax:  +44{0)1833 692300

Page/Crop. T offs

e}

AVAMYS™ nasal spray, suspension, dosed, 27.5 MCG/dose, 120 doses in vials #1
with a dosing device, spray pump, lid

ABAMIC™ cripelt nasarnsrii, cycnansis, gososanui, 27,5 mMir/aosy, no 120 nos y
tnaxoni 3 fo3yiouMm NprucTpoemM Ta posnuiosayem | koBnadkom Ned

Material Number: 1000000006210 Dosage Form: Liguid Suspension
Howuep npogyury: 10000000062101 Tlikapesia dropma: cycnexain
Package size / type: 120 Dose Bottle Strength: 0.05 Yow/w
Poswmip / Tun nanysanus: no 120 pos y dnakowi Cunz aiv: 0,05 %mim
Marketing Authorisation Number: UA/9306/01/01

Howmep Peecrpauifinoro nocrinyenns: UA/S306/01/01

Manufacturing Authorisation Number: MIA4

Homep niuensii #a BupoBHULTRO: MiAd

Glaxo Operations UK Limited, Harmire Road, Barnard Castle,
D112 8DT, United Kingdom
Fnakce Onepenunc KOK fimitea,
DL12 8DT, Benuka BpuTanin

Site of Manufacture, Packaging and
Quality Control:

3agop-Bupobfuui: Xapwmip Poya , Bapnapn Kactn,

| hereby certify that the information provided within this certificate is authentic and accurate.
Uwm a nigreepmkyio, wo iHhopmalis, HagaHa 8 Usomy ceptudiikati, € OCTOBIDHOIO T3 TOHHOW.

| 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 ELJ 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 to be in
compliance with GMP.

Ly a nigreepaiyio, 1140 sci eTanu supoBxulTEa Yiel napTit roTossi NPoAYKUIT Bynu BuroToBMEH i, BrTIOYaIGUY
YRaKkosky / MapkysaHHs Ta KOHTDOMb SKOGT! Ha Builesraganomy caiiti (cafitax} y noewil signosigHocti no Bumor
GMP €C 12 micyesorc PEFYNATOPHCrO OpraHy cnetluchitallii 8 goasoni Ha MBPKETUHE KpaiHn-imnopTtepa. MNakeThs
0Bpobka, nakysanoHi Ta aHaniTuyHi 3anuey Bynu nepernsnyTi Ta susHaki sianoeigHumu GMP.

All investigations, if any, pertaining to the batch (inciuding deviation, planned changes and/or termperature
deviations) have been recorded and completed fo a sufficient lavel to support certification.

Bei gocnigkeHns, skuo tagi €, BIHOCATLCA A0 napTii (Bkniovacyu BIBXUNEHHn, 3annaHoBani 3MiHk Ta / afo
BiAXUNEHHR Temneparypn) Gynin 332PLECTPOBAH] Ta 3aBeplleHi Ha AOCTaTHLOMY PIBHI Ans MiaTpUMKY ceprudhikady,

Fluticasone furoate
PriroTUKAZ0RY hypoaT

Active drug substance:
Axtubna piroua peyoBuna:

One spray actuation contains 27.5 micrograms of fluticasone furocate
OnHa fgosa npenapary mMicTuTs hnioTrkazoHy dypoaty 27,5 mir

68160
68160

Quantity of the batch (packs):
Poswmip cepii {(ynakosox):

CofA generated manually by ag982924 on 3 July 2020 10:24
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lssued by:

GlaxoSmithKline
Harmire Road
BARMNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Fax:

Certificate Dale
[lata ceprubikary

Batch Certificate / Cepruchikar sikoci cepii
Certificate Nurmber
Honep ceprudsivary

Tel  +44(0)1833 690600 +44(0)1833 692300 02-JUL-2020 BC| 0000000909
Page/Crop. 2 offs 5
LotiBatch: GBTM Date of Expiry: 06-2023
Cepin | Cepia: G67M Tepmiv npupatnocri:  08-2023
Date of Manufacture: 08-2020
Dara pupobiuuTea: 06-2020
Importing Country: Ukraine
Kpalua iMnoprep: Yupaina
[ Test Specification Results j
Tecr Cneuwndixauin Peaynkraty
Description — Farm Uniform Suspension Complies |
3oaHilwHIi BUmag -~ Gopma OpropigHa cycnensia Bignorigae sumoram B
Description ~ Colour White Complies
SoBHILUHIY BUrMSL — Konip Binuit Bignosinae Bumoram a
A predominantly off-white, side-actuated

Container

plastic device with a light blue lever and lid
centaining a stopper. The device contains
an amber glass botile fitted with 2 metering
atornizing spray pump.

Complies

Kenteitnep

MnacTukoswit kopnyc cipyeato Ginoro
KOMbOPY i3 caiTnOBNakuTHOW HO3YIoYoH
KHOMKOW 360wy, i3 cBITNOBNaKUTHIM
3axNCHUM KoBnadkoM. Beepeaunni kopnyca
MICTUTBLCH dNaKoH TeMHorD cKa,
OCHalLEHWA MipHUM [O32TOROM,

Bignosinae sumoram

| Fluticasone furoate identity
(IR spectroscopy)

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

Complies

laenTUthixauis dnioThrkasoHy thypoaty
(4 cnekrpockonis)

Criextp 3paska nosHicTio cnisnaznae 3i
CHeKTPOM DEPEPEHTHOrD CTaHAapTY
thriioTukascHy cypoary

Bignosigze sumoram

| Fluticasone furoate content (HPLC) %LC

HOMIHaNkLHOro

(Corresponds to 0.047 — 0.053 Y%wiw) 5165 i B
BuicT dntoTukasomy dypoary (BEPX) %

8i71 38ABNEHOrO BMICTY {Bignosinze 0,047 | 95- 105 100

~ 0,063 Y%m/m) ]
Benzalkonium chlaride cantent % of

nominal {potentiometric titration) 50~ 118 10e E
Buict BeHsankeHin xropuay %

HOMIHaNbHOrD {noreHuiomeTpuyre 90 - 110 105

TUTRYBEHHSA)

Edetate disodium content (HPLC) % of 90 - 110 100

nominal g
Buict aunatpito egetary (BEPX) % 90 - 110 100

CofA generated manually by ag982924 on 3 July 2020 10:24




lesued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Batch Certificate / CeprudixaT aiocri cepif
Certificate Number
Homep ceprudiary

Certificate Date
Hata ceprudiixary

Page/Crop. 3 offa 5
F—_ Test T Specification ) —Resu!is -
Tecr e ] Crneumdinauin s o %_ngfﬂt;@uw ok
pH R X ) 6.2 M{
pH e 50-7.0 62 -

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

CaHopigricTs noau hrHOTVKagOHY
thypoary, wo MOCTavaeTses, NpoTArom
Nepioay BUKODUCTAHHS YNakosIm, MeTes
BEPX, mxr/ noasy:

Mean dose delivered — start bottle
Kg/spray (Corresponds to 85.0 — 115.0
%L.C)

CepeaHn gosa, ujo foCTaY8eTREA 3
noYaTry dnakoma, Mir/nosy (Bignosinae
85,0 — 115,0 % sasneHoro Ha ETUKSTL)
Mean dose delivered — end bottie
Mg/spray (Corresponds to 85.0 — 1 15.0
%l.C)

hnakona, MKr/nosy (Bignosigae 85,0 —
115,0 %aassnenoro Ha ETUKETL)

Dose uniformity — The label claimed 27 .5
Mg /dose L 85% coverage

OpnHopigHicTs 003K, 10 nocTavyasTeos —

Ha eTuketyi 2assneno 27,5 mir/gosy L
85% nokputTa 3 permameHTyioHMi

Dose uniformity ~ The label. claimed 27.5

Mg /dose L 99% coverage
OanopinHicTs A03n, WO NocTayseTsog —
Ha etukeryf 2aseneno 27,5 miriaosy L

99% nokpuTTs 3 DernamMeHTy oYM

Cepents no3a, wWo nocravaetocs & KiHLg

Each determination - the average content of
fluticasone furoate per dose in & composite {
sample of 2 doses obtained by pressing the
dispensing button. Determination is carried
out twice (using 2 first pressings after filiing
and last two pressings with the specified
number of doses on the label), The test is
performed using at least 5 bottles

Koxre BuanayeHHs - Lg cepegHii
braTukazoHy thypoary Ha £o3y B
CiNajfeHomy spasky 3 2 gos, CAepHYRaHuK
LINSAXOM HaTHCKaHHs! [oaYoUoT kKHOTiY,
BuaHauewHs nposoAsaTsL Asiyi

Find results below

BuMicT

Ouskrycs pesynstaTy

(BuKOpMCTOBYIOHN 2 NepLUnX HaTUCKaHHs HiprYe
nicns 3anpasky | ocTasH] 2 HATUCKaHHS 3 !
YpaxysaHHsM 3asHayeHol Ha eTUKeTy|
KinbKkocti f03), BunpoBynanng NpoBCAsTh,
BUKOPUCTOBYI0U4M HE MeHLLe 5 dnakoHia
234-316 26.5

— — ]
234-318 26,5

. e e g Sy TS M e gy

234-318

234-3186

85% coverage with targets of 80 to 1209%

| LC (L==20)

85% nowputrs 3 pernamMeHTyiouumn sig 80

80 120%, 3aseneHumMK Ha etukeTyf {L

<:.2£|)

G ————— ]
89% coverage with targets of 75 to 125%

LC (L <=25)

99% nokputTs 3

no 125%,

<=25)

PErMamenTyoNuMy Big 75
SanABNeHnMK Ha etukeTyi (L

CofA generated manually by ag982924 on 3 July 2020 10:24




lssued hy:

GlaxoSmithKline
Harmire Road
BARMARD CASTLE
Durham DL42 80T
UNITED KINGDOM

Bg'tch Cestificate / Ceprudpixar axocri cepll -

Cerdtificate Date Cerlificate Number
Lata cepTuddikaty Homep ceprudivary

Page/Crop. 4 offls 5
Test Specification Resulls
Tect Crneundrinanis PeayneTaty
Number of Sprays >=120 Complies
KinbKicTb MipHIX 503 >=120 Bignosigas sumMorai
Weight of contents (g) 9.5 - 10.5 (Target £ 0.5g) 10.0
Macca smicty (1) 3,5 - 10,5 (PernamenTyeTecs + 0.51) 10,0
Droplet Size Ristribution: mean D10 um
(laser diffraction) 20 -4 &2
FosnoginexHa kpanens 3a peamipom:
capepHiii D 10 mxm (nasepHoio 20 - 490 32
nudpaxdien)
Droplet Size Distribution; mean D50 um
(laser diffraction) 0= L
PoznopineHHs kpanesb 3a po3Mipom:
cepefHiti D 50 Mitm (nazepHowo 40 - 110 77

aundpakLic)

Mean % of droplets < 10um % (laser
diffraction)

Less than 1.5 (<1.5) 0.1

Cepepniii % wpanent merwe 10 mim, %
(nasepHolo gudpakyicto)

MeHut Hix <1,5 (<1,5) a,1

Microbial Limit Test (Tier 2)

(as per harmonized method
USP/PhEUr/JP)

Corrgsponds to harmonized USP / Eur. Ph.

! Japanese Ph Find results below

MixpoGionoriyna yuctoTa (spyc 2),
BiAnosigHo rapmoriaceakum ®©, CUIA/ €3

Bignosigae rapmonisoparum @, CLUA/ €0/ | AuBUTUCS pesynbTaTh

[ Sn. @, An. . HIDKkYE

Total viable asrcbic count ciufy Not mare than 102 (<=100) Complies
L;lﬁ;fg;?aﬁgggﬁigwfca;f;i?x He Ginbwe 102 (<=100) Binnceiaas pumora
Total yeast and mould count cfu/g Not more than 10! (<=10) Complies

Yuene gpiaxde | rpubie KYO/T, cymapHo | He Ginbiue 107 (<=10) Bignosigas sumoram
Specific micro-organisms include; /

Creundivni mikpoopraniamu BIIHOHaKTh;

Pseudemonas aeruginosa Absentin 1ml or 1g of compasite material Complies

Pseudomonas asruginosa

BincyTHs 8 1 Mn aBe 1t awitanoro

L : Bignogigae Bunmoran.
marepiany

CofA generaled manually by agS82924 on 3 July 2020 10:24




issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL1Z 8DT
UNITED KINGDOM

Tel: +44{0)1833 690600  Fax:

+44(0)1833 692300

Cerlificate Date
Hara ceprudiary

02-JUL-2020

Certificate Number
Homep ceprudbikaTy

BCI_000000030%

‘Batch Certificate | Cepristhikar axocTi cepil

Page/Crop. 5 offs 5
Test Specification Resulis -
Tect Creuudikayin Peaynsrary

Staphylococcus aureus

Absent in 1mif or 1g of composite material

Complies

Staphylococcus aureus

BigcyTHidt B 1 mn afo 1r smilanore
mMarepiany

Bignoginae suvoram

Qualified Person / YrnossosaneHa acoba

Signature / Mignng_ =YY £

71

—
LWL

CofA generated manually by ag982924 on 3 July 2020 10:24




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE

<

Durham DL12 8DT 5 ; - =

UNITED KINGDOM Batch Certificate / Ceptudbikar sikocTi cepii
Certificate Date Certificate Number
Data ceptudpikaty  Homep ceptudpikaty

Tel: +44[U)1833 690600 Fax: +44(0)1833 692300 03-NOV-2022 BCI 0000001204
Page/Crop. 4 offs 5

Test Specification Results
Tect Cneuucpikauin PesaynbTaru

Number of Sprays >=120 Complies

KinbkicTe MipHWUX 003 >=120 Bianoeinae Bumoram

Weight of contents (g) 9.5-10.5 (Target + 0.5g) 10.0

Macca BmicTty (r) 9,5 - 10,5 (PernameHTyeTbes = 0.5r) 10,0

Droplet Size Distribution: mean D10 um

(laser diffraction) 20-40 2

PosnopineHHs Kkpanens 3a po3mMipom:

cepeHin D 10 mkm (nasepHoto 20-40 29

Avdpakuiero)

Droplet ISIZE Dlstrlbutlon: mean D50 um 40 - 110 69

(laser diffraction)

PoanogineHHs kpanenkb 3a po3amMipoMm:

cepegHii D 50 mkm (nasepHoto 40-110 69

Audbpakuieto)

Mean % of droplets < 10um % (laser Less than 1.5 (<1.5) 0.2

diffraction) ’

Hr i) 0,
CepepgHin % kpanenes mexwe 10 mMkm, % MeHblu Hix <15 (<1,5) 0.2

(nazepHoto andbpakLieto)

Microbial Limit Test (Tier 2)

(as per harmonized method
USP/PhEur/JP)

Corresponds to harmonized USP / Eur. Ph.

/ Japanese Ph Find results below

MikpobionoriyHa ynctoTa (apyc 2),
BianoBiaHo rapmoHizoeaHum @. CLUA/ €
/8An. o.

Bianosigae rapmoHizosaHum ®. CLUA/ €D/
An. &,

OuBUTUACS pesynbTaTh
HWXYe

Total viable aerobic count cfu/g

Not more than 102 (<=100) Complies

KinbKicTb XWUTTE34aTHUX aepobHmX
MikpoopraHiamie KYO/r, cymapHo

He 6inbwe 102 (<=100) Bianosigae sumoram

Total yeast and mould count cfu/g

Not more than 101 (<=10) Complies

Yucno gpixaxis i rpubis KYO/r, cymapHo

He 6Ginbwe 10" (<=10)

Bignosigae sumoram

Specific micro-organisms include:
CneumchivHi MiKpoopraHiamu BKNoYa0Th:

Pseudomonas aeruginosa

Absent in 1ml or 1g of composite mate_piéﬁ T""Cc':mpiies e

Pseudomonas aeruginosa

BigcyTHs B 1 Mn a6o 1r amiwaHoro || - j"f.f‘_,fﬂ;‘f_-’..,-"“_m ' _
maTepiany Wt T“BP-‘%‘“‘BLEX@@“? p

CofA generated manually by Ka Keung Fong. on 4 November 2022 11:03 = o )




Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Batch Certificate / Ceptudbikar sikocTi cepii

Certificate Date Certificate Number
Data ceptucpikaty  Homep ceptudpikaty
Tel: +44(0)1833 690600 Fax: +44(0)1833 692300 03-NOV-2022 BCI 0000001204
Page/Ctop. 3 offs 5
Test Specification Results
Tect Cneuudikania PesynbTaTtun
pH 50-7.0 6.0
pH 50-7,0 6,0

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

OaHopigHICTb 03K NIOTUKA30OHY
dypoary, Wo NnocTavaeTsCs, NPOTArom
nepioay BYKOPUCTaHHS YMaKoBKW, MeTon
BEPX, mkr/ noay:

KoXHe BU3Ha4YeHHs - Lue cepegHii BMICT
chnoTUKa3oHy ypoaTy Ha [o3y B
CKMajJeHoMy 3pa3ky 3 2 003, ogepiKyBaHuX
LUMIAXOM HaTUCKaHHS [O3YH40T KHOMKW.
Bu3aHayeHHs NnpoBOAATL ABii [uenTHCA pesynbTatu
(BUKOPWCTOBYIOYM 2 NEPLUNX HATUCKAHHS HIDKYe

nicns 3anpaBKku | OCTaHHI 2 HAaTUCKaHHA 3
ypaxyBaHHAM 3a3HayveHol Ha eTukeTLi
KinbKocTi 0o3). BunpobyeaHHs NpoBoAATh,
BMKOPMCTOBYIOYW HE MeHLWe 5 hnaKkoHiB

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

23.4-316 26.3

CepenHs 003a, LU0 NOCTa4aeThes 3
noyartky cpnakoHa, mkr/aosy (Bignoeinae
85,0 — 115,0 % 3asBNeHOro Ha eTUKeTL;)

23,4 -316 26,3

Mean dose delivered — end bottle
Hg/spray (Corresponds to 85.0 — 115.0
%LC)

23.4-316 28.0

CepefHa Oo3a, WO NocTavyaeTbea B KiHLi
nakoHa, MKr/gosy (Bionoeinae 85,0 —
115,0 %3asBneHoro Ha eTukeTLi)

23,4-316 28,0

Dose uniformity — The label claimed 27.5

85% coverage with targets of 80 to 120%

pg /dose L 85% coverage LC (L<=20) g
OpHopigHICTL 003U, WO NOCTaYaeTbes — 85% nokpuTTA 3 pernameHTyouuMmn Big 80

Ha eTukeTui 3aseneHo 27,5 mkr/goay L 0o 120%, 3aqaBneHumu Ha eTukeTLi (L 9_
85% MOKpUTTS 3 pErnameHTyrYUMU <=20) . a0h

Dose uniformity — The label claimed 27.5
Mg /dose L 99% coverage

99% coverage with targets of 75 to 125% X

OpfHopigHicTb [o3u, Wo nocTa4vaeTbes —
Ha eTukeTui 3aneneHo 27,5 mkr/gosy L
99% noKpWTTS 3 pernaMmeHTyYUMn

LC (L <=25) /
99% NOKPUTTA 3 PernameHTyio MMI BI"I- ‘ M;—;; P 4
Ao 125%, 3aaBnexumn Ha etuketui (L) = | “ib/ 4 r;'ﬁ"',, .

CofA generated manually by Ka Keung Fong. on 4 November 2022 11:03
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JEPXJIKCIIYKBA
JAEPXKABHA CJYXBA 3 JIKAPCBKHUX 3ACOBIB TA KOHTPOJIIO 3A
HAPKOTHUKAMM Y KHIBCBhKINA OBJIACTI

npocnekt Banepia JloGanosckkoro, 51, m. Kuig, 03110, Ten/akc: (044) 363-06-50
E-mail: dls.ko@dls.gov.ua,https://www.dls.gov.ua, Kon €IPI[10Y 37078774

BUCHOBOK
Npo AKICTh BBE3€HOr0 B YKpaiHy JiKapcbKoro 3acody

30.11.2022 Ne 50379/22/10

ABAMIC™

(HaiiMeHYBAHHA JTIKAPCHKOFO 3aco0Y 3riZHO 3 peccTpaltifinuM nocBiT4eHHAM )
cnpeii Ha3aAbHHUI, cycnensis, 1030BaHuii, 27,5 mkr/no3y mo 120 no3 y ¢p1axkoHi 3 103y104HM
NPHCTPOEM Ta PO3NMHIIOBAYEM | KOBaukom; 1o 1 ¢iakoHy B KapToHHiH Kopooui 3
MAPKYBAHHSIM YKPaiHChKOI MOBOIO

(hopma BHIyCKY, 103yBaHHA, BU/1 TAKYBaHHA NIKAPCLKOro 3aco0y)
Homep peecrpaniiinoro nocsinuenns UA/9306/01/01 crpox aii peccrpauiiinoro nocginuenns 01.01.2099
Cepis nikapebkoro sacoby Ne HB2S Kinbkicts BBe3eHoro Mikapebkoro sacoby 67321

Bupobink I'naxco Onepetimnc KOK Jlimiten, Benuka bpuranis

(HaliMeHyBaHHA BUPODHUKA NIKAPCHKOTO 3aco0y, KpaiHa NOXOKEHHS )

Beeseno B Ykpainy ToBapucTBO 3 00MekeHO00 BignoBiaaabHicTo "I'nakcoCmiTKnsiin
PapmaceloTikajic Ykpaina', inent. koa: 35619519

(Haiimenypanna Ta koj 3a CJIPIIOY opuanynoi ocodu abo npizeuiue, iM's, no darbkosi
(hizi4HOT 0COOH - MiIPHEMLA, TT MiClE MPOKHBAHHA TA peecTpalliiinuii Homep obnikoROT
KapPTKH IUIATHHKA 1101aTKIB abo cepis Ta HOMep nacnopra)

Mporoxona Bizsyansnore kontpomo sin 25.11.2022 Ne 3103/6.

3a  pesyabTaTtaMM  IEPKABHOIO  KOHTPOMIO BCTAHOBAEHO, 1O JiKapchkuit  3acid  Beeseno B Ykpainy 3
AOTPHMAHHSM BHMOT 3aKOHOIABCTBA 11010 3a0€31€4EHH AKOCTI JiKapchKUX 3ac00iB.

\ \ / ;
B.o. Haqa."lbnmga c.ufxﬁn \ \f Ipuna [TAJIAMAP
(nocanosa m.nﬁl dpﬂpy ltpxauuro xmn'riuum] '} (mianmc) (imitianm Ta npissmme)
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Issued by:

GlaxoSmithKline
Harmire Road
BARNARD CASTLE
Durham DL12 8DT
UNITED KINGDOM

Batch Certificate / Ceptudbikar sikocTi cepii

Certificate Date Certificate Number
Data ceptudpikaty  Homep ceptudpikaty
Tel: +44(0)1833 690600 Fax: +44(0)1833 692300 03-NOV-2022 BCI 0000001204
Page/Ctop. 2 offs 5
Lot/Batch: HB2S Date of Expiry: 10-2025
Cepis / Cepis: HB2S Tepmin npuaarHocti:  10-2025
Date of Manufacture: 10-2022
[ara BupobHuuTBa: 10-2022
Importing Country: Ukraine
Kpaina imnoprep: YkpaiHa
Test Specification Results
Tect Cneundikauisn PesynbTatu
Description — Form Uniform Suspension Complies
3oBHiwWwHIn Burnag — ®opma OpHopiaHa cycneHsin Bignosigae Bumoram
Description — Colour White Complies
3oBHilWHIA BUrnaa — Konip Binwi Bignosigae sumoram

Container

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

KoHTeiinep

MnacTukoBuii Kopnyc cipysato Ginoro
Konbopy i3 CBITNoBNaKUTHOI 403YI0HOK
kHonkoto 360Ky, i3 ceiTnobnakuTHUM
3axMcHUM KoBnaykom. BcepegwHi kopnyca
MICTMTLCA (PnakoH TEMHOrO CKNa,
OCHaLLeHU MipHAM JO3aTOPOM.

Bionosigae Bumoram

Fluticasone furoate identity
(IR spectroscopy)

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

IaeHTUcbiKaLis dnoTUKa3oHy dypoaTy

CneKTp 3paska NoBHicTo cnisnanae 3i

; cnekTpom pedepeHTHoOro cTaHaa Bianoeigae Bumoram
(IY cnekTpockonis) quOTF:*lKaaﬂH?cbl:fpoaTy Py
Fluticasone furoate content (HPLC) %LC 95 - 105 99
(Corresponds to 0.047 — 0.053 %wi/w)
BmicT contoTKKazoHy dypoaty (BEPX) %
Bif saseneHoro Bmicty (Bignosigae 0,047 | 95 - 105 99
— 0,053 %m/m)
Benzalkonium chloride content % of 90 - 110

nominal (potentiometric titration)

Bmict 6eHsankoHito xnopuay %

HOMiHaneHoro (NoTeHUioMeTpUyHe 90 - 110
TUTPYBaHHSA)
Edetate disodium content (HPLC) % of 90 - 110
nominal

. . 0,
Bwmict auHatpito egetaty (BEPX) % 90 - 110

HOMIiHanbHoOro
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Test Specification Results
Tect Cneyudpikauin Pesynbtatun
Staphylococcus aureus Absent in 1ml or 1g of composite material Complies
BincyTHii 8 1 mn abo 11 3amilwaHoro . .
Staphylococcus aureus matepiany Bignosigae sumoram

Qualified Person / YnoBHoBaxeHa ocoba

Signature / MNignuc

Name / MNpissuLLe

Date / [lata
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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

HanmeHyBaHHa npoaykuii:  ABAMIC™ cnpeit HazanbHUIA, cycneHsis, nososanHui, 27,5 mkr/aosy, no 120 nos y
bnaKkoHi 3 403YI0UYMM NPUCTPOEM Ta PO3NUMKBaYeM i KoBnadkom Nel

Material Number: 10000000062101 Dosage Form: Liquid Suspension
Homep npoaykry: 10000000062101 INikapckka hopma: cycneHsia
Package size / type: 120 Dose Bottle Strength: 0.05 %wiw
Po3mip / TMn nakyBaHHA: no 120 pos y dnakoHi Cwuna gii: 0,05 %m/m
Marketing Authorisation Number: UA/9306/01/01

Homep PeecTpayiitHoro nocBigueHHs: UA/9306/01/01

Manufacturing Authorisation Number: MIA4

Homep niyeHsii Ha BUpoOHWULUTBO: MIA4

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

3aBop-BUPOBHMK: nakco OnepenwHc HOK llimiteq, Xapmip Poyg , BapHapa Kactn,

DL12 8DT, Benwvka bputaHia

I hereby certify that the information provided within this certificate is authentic and accurate.
Lium s nigTeepaxyto, Wo iHcdopmauis, HagaHa B UboMy cepTudikaTi, € OCTOBIPHOK Ta TOYHOH.

| 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 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 to be in
compliance with GMP.

Lmm s nigTeepoxyto, Wo BCi eTanu BupobHMUTBA Uiel napTil roToBOT npoaykuii 6ynu BUroToBneHi, BKNoYawyu
YNaKoBKY / MapKyBaHHSA Ta KOHTPOMb SKOCTi Ha BULLe3ragaHoMy caiTi (caiTax) y NoBHii BignoBigHoCTi A0 BUMOT
GMP €C Ta micueBoro perynsTopHoro oprany cneuudikauii B O3B0 HA MapKeTUHT KpaiHu-imnopTepa. MakeTHa
obpobka, nakyBaneHi Ta aHaniTUuHi 3anucu Bynu nepernaHyTi Ta BU3HaHi BignosiaHumu GMP.

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.

Bci gocnimkeHHs, AKWO TakKi €, BIAHOCATLCA A0 NapTil (BKYaKYK BigXWNEHHs, 3annaHoBaHi 3MmiHu Ta / abo
BiAXuneHHs Temnepatypy) Bynu 3apeecTpoBaHi Ta 3aBepLUEHi Ha JOCTAaTHLOMY PIBHI ANSA MiATPUMKM cepTudikauii.

Active drug substance: Fluticasone furoate
AKTUBHa fgiloya peyoBMHa: dnoTUKa3oHy dypoar

One spray actuation contains 27.5 micrograms of fluticasone furoate
OpHa fosa npenaparty MiICTUTL ntoTUKa3oHy ypoaty 27,5 MKr

Quantity of the batch (packs): 67321
Po3mip cepii (ynakoBok): 67321
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