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lssued by |

GlaxoSmithKling Australia Py Ltd
marcaCmitkKnaiin Ancrpanis ey It
10617 Mountain FHighway

1061 Mayiren Xalioe

Boronia, Victoria, 3155

Loponis, Bikropls, 3155

Australia

ABCTpaIS
Tel: 61397217 6000, Fax: 613 9729 5319
ABN 47 100 162 48

”Q.ua!ity Certificate
CEPTHOIKAT SKOCTI

Not Applicable
Dolivery itern/date/ Tosap, 1o noctanfisiersss / aaTa:
Not Applicable
-Order ilemidale ! Tosap v sarosneini { jaTa
Not-Applicable
Customer panbar / Homep kifenira: - N/A
Paga 1 of 4 Crop. 1 ia 4

Certificate Dale: 18-Aug-2020 Gerlificate Number: 30908
Nars cepruchivary: 1870872020 Homep catpuhikary: 30008

Purchase Order item/date / Samosnsnim va: kyniamo Tosapy / gara

Product: FLIXOTIDE NEBULES suspension for inhalation, 2 MG/2 ML, 2ML in hebules #10(5%2) in a
Garton box (FLIXOTIDE NEBULE 2MGI2ML 1x1 0)

Mpoayir: BGRAIKCOTW™ HEBY i T CYCIEeHaIn A1 IHransawii 2 mr 12 wan, 0o 2mn'y HeGynax Ne10 (5%2) 1
KapToHHIA Kopobui

ltem code: 10000000078264.

Kop ronapy: 10000000078264 | - ) o
Efflcacy/Strength of preparation: Active drug substance: Fluticassie Propionate {micronised); 1 nebule
{suspension 2.ml) contdins: Fluticasone-Pmpionate_(mfcronised)-2.0mg

Cuena giifAcrusnicTi: [Jlioua peuosuna: (PIIOTUIASOHY NPOMIOHAT (MIKPORIA0BAHIN); 1 HeByna (2-mn
cycnenali} MICTUTL: OIoTUKAa3oHY nponioHar (MiKpoHizosaHore) 2,0 mr.

Regulatory Statement: |

I hereby certily that the information is authentic and accurate. This batch of product has been
fabricated/manufactured, including packaging and quality control, at the above-mentioned recognized
building(s) in full compliance with the GMP requirements of the local regutatory authotity and with the
specifications in the marketing authorization of the importing country. The batch processing, packaging,
and analysis records were reviewed and found to be in compliance with GMP. |

Hopmaruana 3anaa:

Lium s nidimeepdmyio, wWo #acedena iHhopMaylsn ¢ cnpagikeo. i MovyHoIo. Copis
fpenapamy byna cugomosneHa; 8 MomMy wuchi ynakosana | nepegipeHa & mewax npoyedypu
KONMPONIo AKOCIN, Ha 3asHavewili suie eupobHiNi Oinenuui & noawii eidnoeidrnocmi do sumoz.
Npacun  Hanex ol supebHUNOT  npaKmiuKy (GMF),  ecmancenenux Mictjeaum POBYNAMOPHUM
@idomemeomM, a maxox 6 nosHill aidnosionocmi do crayudbinayid, nepedfatenux y JliyeHsii na
GUPOBHUYMEO Kpainu-ImMnopmepa/paiini si cnoyubikayinmu na npodyiuio, nepedbavenumu dns
docniGxyaanux nikapesiux sacobia, Liokymetimaiin cmocosHo o6pobixy, naxyeaHHss i aHaniay cepii’
Gyna nepegipeta, | BYno GcmanosieHo, wio soHa eidnoeidac gumozam npaaisn Hanewnoi eupobiiyor
npakmuiat (GMP),

ptiinatls -

"

Manufacturing authorization licence numher MI’J‘I'ﬁf}BZﬂ'DﬁéLi" 22 ”
JlieH3in na aupobHUYME s HOMED Mf«'!SGBZUDS-L!-ﬂUU??S : N P




Issuad by: B |
GlaxeSmithikling Australia Ply Lid
InarcoCmirknann Ascrpanis Ity Jira.
1061 Mountain Highway

1061 Maynren Xaiise

Boronia, Victoria, 3155

boponis,; Bikropist, 3155

Australia

AsCcTpanin

Tel:61.3 9721 G0O0C; Fax: 6139729 5310
ABN 47 100 162.481

Quaiity Coriificate
CEPTHDIKAT AKOCTI

Page Z2o0f47 Crop. 2i3 4

GlaxoSmithiline

Corlificate Date: 18-Aug-2020 Cerlificate Number; 10968
Hara caprudikary: 18/08/2020 Homep copruchicary: 30968

FLIXOTIDE and NEBULES are registered ttade marlks of the GlaxeSmithKline group of companies.
BPNIKCOTHL ra HEBYJIU - roprosi mapkn rpyny koMnanii GlaxoSmithKline

Country where Manufactured: Australia

Kpaina-bupotuuk — Ascrpanis

Country where Packed: Australia Importing countiy: Ukraine
YnarosaHo — AscTpanis KpalHa imfoprep: Yipaina

Manufacturer: GlaxoSmithKline Australia Pty Lid, 1061 Mountain Highway, Boronia, Victoria, 3155, Atstialia

Bupebuuk: MaxcoCmiTKnaid Ascrpanin My Arg, 1061 MayhTen Xalpeid, Boponis, Bikropia, 3155,
Apcrpanis

Registration Number: UA/75612/01/01 'Hm;nepp'e&:c‘*rpauiiﬁnoro nocsigdennst UA/7512/0101
Valid until: Unlimited Hiicne po: Bescrpoxose

Batch Quantity prodiced In total (packs) 26,400

Kinukicts npogyxuir B cepii: (yn) 26,400

Bateh Number: XT0893
Homep copil;  XTO0893

Date of Expiry: 31 MAY 2023 Date of Manufacture: 29 JUN 2020
EuTY Jo: (05/2023. Hara nurorosneunn: 29/06/2020
Description Specification Results:
Tecy Itapamerp cheisdgicaii PesynLrarti
Description White, opaque freely dispersed Complies
suspension free fromt any visible foreign
maltter,
Onine binia, Henposopa cycrensis, nerko Bianosigae

aveneprye, BifbHa Big Byab-Akux
BUAUMUX CTOPOHHIX BKINIOUSHb
Identification by FIPLC Principal peak.in the HPLC Conmipligs
chromatogram of the sample
corresponds with peak produced by
fluticasone propionate working standaird.

|neiErehikanis BignosigHicTs vacis yrpuMysanHa nikis  Bigriosinac
BEPX e hNIOTHKAIOHY [porHoRaTy Ha
A ¥ o XpoMmaTorpamax AoCipKyBaHors T4

Pt

CTaNAanTHOro po3vyuniB, %ﬁf v




Issued by:

GlaxoSmithKline Australia Pty Ltd
[naccoCmitKnsiin-Ascrpanis Mty Ity
1061 Mountain Highway

1061 Maytren Xaiineh

Boronta, Vicloria, 31556

boporist, Bikropist, 3155

Australia

ABCTPATIS) | N .

Tel: 813 9721 8000; Fax: 6139729 5319

ABN 47 100 162.481

Destriptioi
Teor

Ideniification by TLC

G uiKais:
THIX

i
pH

Mean Fluticasone Propionate Gont HPLE

CepeaHin pMmicT hrroTnkasony
nponlonary (BEPX)

Related Impurities HPLC (by Area);
Cynyrhi flomituk BEPX (38 nnoleto);
GR3BZ264X

GR36264X

Any other impurities

byfib-sika iHwa gomivika.
Total impurities

Bei goMitun

TFine Particle Mass (glass Impinger)

Maca HatipiBHILIX HAGTOMOR {CKISTHIANM
-Bigbunavem)

Fine Particle Mass (by multistage
cascade impactor)*

Maca napnpinitmx vacTouok
{Dararocraniitiim kackagHum
poanuniesavam)®

mithKline

Quuality Certificate
CEPTH®DIKAT ALOCT]
Cerlificate Dale: [8~-Aug-2020
Nata ceprudivary: [8/08/2020

Lage 3 of 4/ Crop. 3 1a 4

Specification

MapameTtp criouudsianli

Main spot in sample and fiuticagone
propionate working standard have tha
same intensity and Ry vajue.

OcHoBRa NNAMa Ha XpoMatorpamt

ACCHIIKYBAHOro pO3UKHY Ta. paboyoro

CTaHapTy (PRICTUKSIONY nponioHaTy

BINCHIAAIOTL 38 HTEHCUBHICTIC Ta a8
BenNU4rHo R,

5.5-6.5,
5565
95.0 - 105.0% of {abel claim.

95,0-105,0% vifl BK@3aHOIO HA GTURETLY]

Not more than 1.0%

ne Binbwe 1,0%

Not more than 0.5%

e Ginwiie 0,5%

Not more than 3.0%

He Binblue 3,0%

Not less than 10% of iabel claim

eposiled in Stage 2.

He menive Hix 10% Big srasamoro Ha
ETUKETLH BIZKNANOCs Ha cTynedi 2

Sum deposited in Stages 1 to7 is not
less than 10% of label claim

T HINafennx Ha cTyneHsax 1-7 He

e _
- a* BKA3AHOrQ Ha ETUKETL]

Gerlificate Nomber, 30968
Horep ceprndhikary: J0968

—— e P LI T

Restults
Peaynerari
Comglies

Bignosipnae.

o
6.1

100.2% of label claim’
100.2 % .Bi.ll'ﬁl{aiiai-i{)r(j Ha
eTUKETL

<0 1%

<0.1%

0.1%

Ot %

0.3%

0.3%

22% of tibel élaim
22-% niy Brasaroro Ha
ATUKeTL|

Not routinély testad
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Issued by:

GlaxoSmithKline Australia Ply Ltd
UnacoCnmirKnsiin Ancrpanisy vy i p
1061 Mountain Highway

10617 MayHreH Xaioei

Boronia, Vicloria

HopoHin, Bikropis

3155

Australia.

Ascrpanii
Tel:613.9721°6000, Fax: 61 307295319
ABN 47 100 162 481

Quality Certificate

T CHPTHOIKAT SIKOCTI
Certificate Date: 18-Aug-2020 Cedificate Mumber: 30968

| Hava ceprudslkary: 18/08/2020 Howep caprudivary; 30968
1 Pane 4 of 4/ Crop. 4ia 4

Y

Description Specification Results

Teor Tlapamerp crienudsiganiy Peayrit.rary

Content Uriifortiity Complies with the reguirements of Complies
the current USP <9085:»

Oaaopipnicts BMicTy: Bignosinae pumoram JyMHHGT Bignowsipae
‘thapmaronel CLUA <85>

Starility Complies witly the requirements of o Cmn‘plfes-_
LEuropean Pharmacopoeia {(ER/Ph.Eur).
Sterile

'Cﬁ"&'[jh'r;'tmi'f;"f‘b- Biancsizae pumoram €apon, Gapm. Bigroainae
CrepunoHui,

Voluime of Contents 2.0 -2.3ml 2.1 mi

O8'em smicry 2,0-23mn 2.1 mn

“Fine Particle Mass by Multistage Cascade [mpactor not routinely carried out/Busiaverivis posmipy
HacTayok Ha GararocrapiBHomMy kackagHOMY IMNAKTopi DYTUHHG HE NPOBCANTLOS,

Batch Approved by
Cepisi mursepmpxena’

. Muorina Vorobleva (T vy -
QA Authorized Person Name, Surname and Signatiire. ‘Date of signature/flata nignucy; /¢ '""/?r*’ffjij LA
na's1, FipizBuILe Ta Nignve YnonHosameHor ocobn Release Date/ fara bunycuy: AV r_”.'asf/ 2
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