. TEPKIIIKCNYHBA YKPATHH
IEPKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA LOHTPOIO 3A
HAPKOTHKAMMU ¥V KUIBCHKIHA OBJACTI

npocnexr Basepis JloBanoscuicoro, 51, m. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kop CIPTIOY 37078774

BHUCHOBOK
[po AKICTH BBE3EHOT0 B Ypalny Jikapenioro 32000y

21.01.2020 7 Ne 567/20/10

OJIKCOTU™ HEBY LI

(nafimMenyBants NiKapCLKONe sacely SriAH0 3 PECCTPRUTRAM HOCRIMCHINN)
CyCIen3is AuTs iHrassiuif, 2 Mr/2 My no 2 ma y gebyai; 10 5 nebyn y nakeris amominiesol
Jonbri, N0 2 BAKETH y KAPTOHHIT ropoful

(ibopha BUAYCKY, AD3YBAHNS, BhL TAKYNAHHN JIIPCLKOFQ acedy)

Howep pecctpauitinoro nocsizgenus UA/7512/01/01 erpok ail peecrpmiiitioro nocrimenua 01.01.2099

Cepin nikapenkoro 3acoGy Ne XT0837 [CinbKicTs BBe3eHOTO Aikapeskoro sacoby 25920
Bupobuux TnaxcoCmitICusiin Apcrpanis Ty Jitu, Ascrpanis

(HaiiMenynanls sHPOGIHKA Ak PeLIEoTY Jac0dy. KpaiH foXeDESHHT )

Baeseno 8 Vipainy TOBAPHCTEO 3 OGMEKEHOI0 BIALIORIAALBIICTIO "CiarcoCviTKasiin
dapmacriorikane Yipaina', ineur. xon: 356 19519

{uaiimelypantii T3 KO/ 82 CIPTIOY wpuiol ocobit abo npissrute, ', no Garsxoni gisudHOL
ocobu - ninpuenis, T Miclie IPWKHETHIL T peecrpaniindi noviep 08AIROBUT KAPTI IKTHHKE
BOAATKIB a0 copii TR HOMCD TIMCHONTi]

MpoTokon sisyasenoro contpoune six 14.01.2020 X 0052/1.

34  pesynsTAaTAMH  [SDMKABHOTO  KOHTPOND  BUTAHOBASHO, L0 RikapchrMiT  sacid speseno B Ykpaiwy 3

JOTPHMAHHSM BUMOT 3aKOHOMEBCTBA LIOAO afesneyeiig akocTl AKApeLIRNX 3acodis,
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Issued hy:

GlaxoSmithKline Australia Pty Ltd
I'nakcoCmiTKnAiR Ascrpania [ty NTg
1061 Mountain Highway

1061 MayHren Xaiisei

Boronia, Victoria, 3155

BopcHig, BikTopia, 3155

Australia

AscTpanin

Tel: 61 3 9721 6000, Fax: 61 3 9729 5318
ABN 47 100 162 481

GlaxoSmithKline

1
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.
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]
#

Quality Certificate

CEPTHOIKAT SKOCTI Ll
Cenrtificate Date: 23-Oc¢t-20 i9 " Cerificate Number: 30843
Nara cepTuchikary: 23/10/2019  Homep cetpudikary: 30843
Purchase Order item/date / 3amosnaHHs Ha Kynisrio Toeapy / aata ]
Not Applicable , bl
Delivery item/date/ Toeap, Wo nocrasnaeTbes / gara *

Not Applicable

Order item/date / Tosap b saMosnenHi / gara

Not Applicable
Customer number f Homep wiienta: N/A i
Page 1 of 4/ Ctop. 1i3 4

Product: FLIXOTIDE™ NEBULES™ suspension for inhalation, 2 MG/2 ML, 2ML in nebules #10(5x2)

in a carton box

(FLIXOTIDE™ NEBULE™ 2MG/2ML 1x10) |
Npoayir. $NIKCOTUA™ HEBYJIM™ cycnenaia ans iHranauii 2 mr/ 2 mn, no 2mn y HeBynax Ne10 (5x2) 8 Cd
KapToHHIR Kopobul fod

ltem code: 10000000078264

Kog rosapy: 10000000078264 . ‘
Efficacy/Strength of preparation: Active drug substance; Fluticasone Propionate (micronised); 1 nebule
(suspension 2 ml) contains: Fluticasone Propionate (micronised) 2.0mg

Cucna aiifAxTuBHicTs: [Jilova pevoBmia; oTUKAa30HY npormioHaT (Mikponisosanuit); 1 HeByna (2 mn
cycneHsii) MicTuTb: inioTUKa3oHy nponioHar (MikpoHizoeaHoro) 2,0 mr. -

Regulatory Statement:

I heraby cetlify 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
buiiding(s) in full compliance with the GMP requirements of the local regulatory authority 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.,

HopmarusHa 3asiga:

Lum 7 nidmeepdiyio, wWo Hasedena iHhopmauin & crpagxHeolo | moyxolo, Cepig
apenapamy Oynia euszomoeneHa, & momy utcni yrakosaHa | nepesipena e mexax npouyedypu
KOHIMPOMO ARKOCI, Ha 3a3naveHil suwie supobHuvild dinbruyl e noskill aidnosidnocmi do eumos
npasun  Hanexwol supobruyol npakmuku (GMP), ecmaHosfientx Micuesum pesynamopHum
sidoMcmeom, a makox e noehifl sidnosidnocmi do cneyudbikauild, nepedbavenux y JliyeHsii Ha
supobHUYmMeo Kpaiku-imnopmepa/dalini 3i cneyudpixauiamu Ha npodykuio, nepedbavertmu Ons
dociTidxysarnux nikapcsicux 3acobie. [joxkymenmauis cmocoeHo 0bpodiu, nakyeanHs | aHaniay cepil
byna nepesipena, | 6yno ecmaHosneHo, Lo soHa sidnosidae eumoaanm npasun HanexHol aupobruyol
npakmuu (GMP}.

Manufacturing authorization licence number MI-15082005-L1-000773-2
TiyeHzis Ha sBupodHuuTBO HoMep MI-15082005-L1-000773-2

i 267 %/ W05 Ao




Issued by:

GlaxoSmithKline Australia Pty L.td
naxcoCmitKnain Asctpanis Nry Jita
10681 Mountain Highway

1061 MayuTeH Xalisei

Boronia, Victoria, 31565

BapoHin, BixTopia, 3155

Australia

ABsctpanisi

Tel: 61 3 §721 6000, Fax: 61 3 9729 5319
ABN 47 100 162 481

GlaxoSmithKline

Quality Certificate
CEPTHDIKAT SAKOCTI _
Certificate Date; 23-Oct-2019
[Jara ceprudplkary: 23/10/2019
Page 2 of4/Crop. 2ia 4

Certificate Number; 30843
Homep ceprudlkary: 30843

FLIXOTIDE and NEBULES are registered trade marks of the GlaxeSmithKline group of companies.
®NIKCOTUN Ta HEBYNW - Toprosi mapku rpynu koMnaHiin GlaxeSmithKline

Country where Manufactured: Australia

Knaiua-gunofuny — Arctnania

Country where Packed: Australia
Ynakoeaso — ABCTparis

Importing country: Ukraine
KpaiHa imnopTtep: YrpaiHa

Manufacturer: GlaxoSmithKline Australia Ply Lid, 1061 Mountain Highway, Boronia, Victoria, 3155, Australia
BupobHuk: IMakcoCmiTKnsnH Ascrpanist [Ty jita, 1061 MayHteH Xaise#, Bopoisi, Bikropis, 3155,

ArcTpanis
Registration Number: UA/7512/01/01
Valid until: Unlimited

Batch Quantity produced in total: (packs} 25,920

KinbKkicTb npoaykuil B cepit: (yn) 25,920

Batch Number: XT0837
Homep cepiic:  XT0837
Date of Expiry: 31 AUG 2022
BxuTtu go: 0872022

Description
Tecr

Description

Onue

Identification by HPLC

laenTucikavis:
BEPX

Date of Manufacture: 03 SEP 2019

Hara surotoBnedus: 03/09/2019

Specification
Mapametp cneuutikadlii

White, opaque freely dispersed
suspension free from any visible foreign
matter.

Bina, Henpo3aopa cycneHais, nerko
avcrieprye, sireHa Big 6yab-AKuX
BUAMMUX CTOPOHHIX BKMIOYEHDL

Principal peak in the HPLC
chromatogram of the sample
corresponds with peak produced by
fiuticasone propionate working standard,

BignosigHicTb yacis yrpumysatta niids
(hnioTUKA3OHY NponioHaTy Ha
XpomMaTorpamMax AoChimKyBaHoro Ta
CTaHAapTHOro po3s4uis.

Homep peecTpauiiiHoro nocsigyenns: UA/7512/01/01
DiiicHe po: beacTpokope ¥

Resulis
PeasynbTaTtn

Complies

Bignosigae

Complies

Bignosinae




Issued by:

GlaxoSmithKline Australia Pty Ltd
MmaxcoCmitKnsin Asctpania 1y It
1061 Mountain Highway

1061 MayHTeH Xaleei

Boronia, Victoria, 3155

Boponis, Bikropis, 31565

Australia

AacTpanis

Tel: 61 3 8721 6000, Fax: 61 3 9729 5319

ABN 47 100 162 481

Description
Tecr

Identification by TLC

IgeHTudikauyis:
TLEX

pH
pH

Mean Fluticasone Propionate Cont HPLC

CepepnHiit BMICT (DNIOTUKa30HY
nporioHary (BEPX)

Related Impurities HPLC (by Area):
CynyThi gomiliku BEPX(3a nnoweso):
GR36264X

GR36264X
Any other impurities

Byab-aKka iHLWa gomillka
Total impurities
Boi gomiwtin

Fine Particle Mass (alass impinger)

Maca HahapiDHILLKX YacTOYOK (CINAHIAM
Binbveayem)

Fine Particle Mass (by multistage
cascade impactor)®

Maca HaigpiBHILWMX YaCTOYOK .
{GaraTocTaditHum KackaaHum
posnunosayem)”

GlaxoSmithKline

Quality Certificate
CEPTHPIKAT SJKOCTI
Certificale Date: 23-Oc¢t-2019

Dara ceprudixary: 23/10/2019
Page 3 of 4/ Cyop. 3 iz 4

Cerlificate Number: 30843
Homep ceptudikary: 30843

Specification
MNapametp cneuudrikanil

Main spot in sample and fluticasone
propionate working standard have the
same intensity and Ry value.

OcHoeHa NNsiMa Ha XpomaTtorpami
AccnimKkyBaHoro posynHy Ta poboyoro
cTaHpapTy hroTUKasoHy nponioHaTy
BiANOBIAAIOTE 38 IHTEHCUBHICTIO Ta 33
senuiuHol Rf,

55-6.5,

55-65

95.0 - 105.0% of label claim.

95,0 -105,0% Bif BKA3EHOrC HA BTUKETL

Not more than 1.0%
He Ginslite 1,0%
Not more than 0.5%
He Binbie 0,5%
Not more than 3.0%
He Binblue 3,0%

Not less than 10% of label claim
deposited in Stage 2.

He meHiue Hik 10% Big BKaaaHoro Ha
eTuKeTUi Bigknanoca Ha cTyneHi 2

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

Cyma BifknafeHux Ha crynexsx 1-7 He
mMeHle 10% BkazaHoro Ha eTukeTui

Results
PeaynbTaT

Complies

Binncsigae .

6.1
6.1
98.8% of label claim

98.8 % gin BrasaHoro Ha
eTureTu|

0.0%
0.0%
0.1%

0.1%

0.2%

0.2% .
20% of label claim

20 % Big BKa3aHOro Ha
eTUKETU

Not routinely tested

PYT¥HHO He npoBoAUTLCH




Isstied by:

GlaxoSmithKline Australia Pty Ltd
MakcoCmiTlKnsifin Ascrpanis Mty Jta
1061 Mountain Highway

1061 MayHTeH Xansei

Boronia, Victoria

bopotia, Bikropist

3185

Australia

ApcTpanis

Tel: 61 3 9721 6000, Fax: 61 3 9729 5318
ABN 47 100 162 481

GlaxoSmithKline

Quality Certificate
CEPTHOIKAT AKOCTX
Certificate Date: 23~0¢{-2019 Certificate Number: 30843

Hara ceprudikary: 23/10/2019 Homep ceprudikary; 30843
Page 4 of 4/ Cvop. 41 4

Description Specification Results

Tecr MapameTp cneyundiranii PeayneTtaru

Content Uniformity Complies with the requirements of Complies
the current USP <905>

QpHopigHicTb BMICTY Bignosiaae BuMoram YMHHo! Bipnosinae
drapmakonei CLUA <805>

Sterility Complies with the requirements of Complies
European Pharmacopoeia (EP/Ph.Eur.).
Sterile

CrepunbHicTb Bigriosigae Bumoram Espon. ¢apm. Bipgnosipae
CrepunbHUit,

Volume of Contents 2.0 -23ml Complies

Ob‘em BMicTY 2,0-23mMn _ Bignogeigae

*Fine Particle Mass by Multistage Cascade Impactor not routinely carried out./BuanaueHHs posmipy
YacToMoK Ha BaraTocTagifHoMy kackagHomy iMnakTopi pYTUHHO He NpOBOAUTLES,

Batch Approved by:
Cepis nigTeepaneHa:

A
Hongloi Zou / “onf " |
/)/ / % 2 {g - 59(,';15//9;7 y 57

QA Authorized Person Name, Slfnare and Signature  Date of signature/[iata nianvcy: L
Im', Mpizeule Ta nignuc YnoBHoeaxeHoi ocobi Release Date/ [laTta sunycky: 20— CGE-2/ 7




. TEPKIIIKCNYHBA YKPATHH
IEPKABHA CIIYIKBA 3 JIKAPCBKHX 3ACOBIB TA LOHTPOIO 3A
HAPKOTHKAMMU ¥V KUIBCHKIHA OBJACTI

npocnexr Basepis JloBanoscuicoro, 51, m. Kuis, 03110, ren/daxc: (044) 2753030
E-mail: dls.ko@dls.gov.ua, Kop CIPTIOY 37078774

BHUCHOBOK
[po AKICTH BBE3EHOT0 B Ypalny Jikapenioro 32000y

21.01.2020 7 Ne 567/20/10

OJIKCOTU™ HEBY LI

(nafimMenyBants NiKapCLKONe sacely SriAH0 3 PECCTPRUTRAM HOCRIMCHINN)
CyCIen3is AuTs iHrassiuif, 2 Mr/2 My no 2 ma y gebyai; 10 5 nebyn y nakeris amominiesol
Jonbri, N0 2 BAKETH y KAPTOHHIT ropoful

(ibopha BUAYCKY, AD3YBAHNS, BhL TAKYNAHHN JIIPCLKOFQ acedy)

Howep pecctpauitinoro nocsizgenus UA/7512/01/01 erpok ail peecrpmiiitioro nocrimenua 01.01.2099

Cepin nikapenkoro 3acoGy Ne XT0837 [CinbKicTs BBe3eHOTO Aikapeskoro sacoby 25920
Bupobuux TnaxcoCmitICusiin Apcrpanis Ty Jitu, Ascrpanis

(HaiiMenynanls sHPOGIHKA Ak PeLIEoTY Jac0dy. KpaiH foXeDESHHT )

Baeseno 8 Vipainy TOBAPHCTEO 3 OGMEKEHOI0 BIALIORIAALBIICTIO "CiarcoCviTKasiin
dapmacriorikane Yipaina', ineur. xon: 356 19519

{uaiimelypantii T3 KO/ 82 CIPTIOY wpuiol ocobit abo npissrute, ', no Garsxoni gisudHOL
ocobu - ninpuenis, T Miclie IPWKHETHIL T peecrpaniindi noviep 08AIROBUT KAPTI IKTHHKE
BOAATKIB a0 copii TR HOMCD TIMCHONTi]

MpoTokon sisyasenoro contpoune six 14.01.2020 X 0052/1.

34  pesynsTAaTAMH  [SDMKABHOTO  KOHTPOND  BUTAHOBASHO, L0 RikapchrMiT  sacid speseno B Ykpaiwy 3

JOTPHMAHHSM BUMOT 3aKOHOMEBCTBA LIOAO afesneyeiig akocTl AKApeLIRNX 3acodis,
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Issued hy:

GlaxoSmithKline Australia Pty Ltd
I'nakcoCmiTKnAiR Ascrpania [ty NTg
1061 Mountain Highway

1061 MayHren Xaiisei

Boronia, Victoria, 3155

BopcHig, BikTopia, 3155

Australia

AscTpanin

Tel: 61 3 9721 6000, Fax: 61 3 9729 5318
ABN 47 100 162 481

GlaxoSmithKline
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Quality Certificate

CEPTHOIKAT SKOCTI Ll
Cenrtificate Date: 23-Oc¢t-20 i9 " Cerificate Number: 30843
Nara cepTuchikary: 23/10/2019  Homep cetpudikary: 30843
Purchase Order item/date / 3amosnaHHs Ha Kynisrio Toeapy / aata ]
Not Applicable , bl
Delivery item/date/ Toeap, Wo nocrasnaeTbes / gara *

Not Applicable

Order item/date / Tosap b saMosnenHi / gara

Not Applicable
Customer number f Homep wiienta: N/A i
Page 1 of 4/ Ctop. 1i3 4

Product: FLIXOTIDE™ NEBULES™ suspension for inhalation, 2 MG/2 ML, 2ML in nebules #10(5x2)

in a carton box

(FLIXOTIDE™ NEBULE™ 2MG/2ML 1x10) |
Npoayir. $NIKCOTUA™ HEBYJIM™ cycnenaia ans iHranauii 2 mr/ 2 mn, no 2mn y HeBynax Ne10 (5x2) 8 Cd
KapToHHIR Kopobul fod

ltem code: 10000000078264

Kog rosapy: 10000000078264 . ‘
Efficacy/Strength of preparation: Active drug substance; Fluticasone Propionate (micronised); 1 nebule
(suspension 2 ml) contains: Fluticasone Propionate (micronised) 2.0mg

Cucna aiifAxTuBHicTs: [Jilova pevoBmia; oTUKAa30HY npormioHaT (Mikponisosanuit); 1 HeByna (2 mn
cycneHsii) MicTuTb: inioTUKa3oHy nponioHar (MikpoHizoeaHoro) 2,0 mr. -

Regulatory Statement:

I heraby cetlify 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
buiiding(s) in full compliance with the GMP requirements of the local regulatory authority 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.,

HopmarusHa 3asiga:

Lum 7 nidmeepdiyio, wWo Hasedena iHhopmauin & crpagxHeolo | moyxolo, Cepig
apenapamy Oynia euszomoeneHa, & momy utcni yrakosaHa | nepesipena e mexax npouyedypu
KOHIMPOMO ARKOCI, Ha 3a3naveHil suwie supobHuvild dinbruyl e noskill aidnosidnocmi do eumos
npasun  Hanexwol supobruyol npakmuku (GMP), ecmaHosfientx Micuesum pesynamopHum
sidoMcmeom, a makox e noehifl sidnosidnocmi do cneyudbikauild, nepedbavenux y JliyeHsii Ha
supobHUYmMeo Kpaiku-imnopmepa/dalini 3i cneyudpixauiamu Ha npodykuio, nepedbavertmu Ons
dociTidxysarnux nikapcsicux 3acobie. [joxkymenmauis cmocoeHo 0bpodiu, nakyeanHs | aHaniay cepil
byna nepesipena, | 6yno ecmaHosneHo, Lo soHa sidnosidae eumoaanm npasun HanexHol aupobruyol
npakmuu (GMP}.

Manufacturing authorization licence number MI-15082005-L1-000773-2
TiyeHzis Ha sBupodHuuTBO HoMep MI-15082005-L1-000773-2

i 267 %/ W05 Ao




Issued by:

GlaxoSmithKline Australia Pty L.td
naxcoCmitKnain Asctpanis Nry Jita
10681 Mountain Highway

1061 MayuTeH Xalisei

Boronia, Victoria, 31565

BapoHin, BixTopia, 3155

Australia

ABsctpanisi

Tel: 61 3 §721 6000, Fax: 61 3 9729 5319
ABN 47 100 162 481

GlaxoSmithKline

Quality Certificate
CEPTHDIKAT SAKOCTI _
Certificate Date; 23-Oct-2019
[Jara ceprudplkary: 23/10/2019
Page 2 of4/Crop. 2ia 4

Certificate Number; 30843
Homep ceprudlkary: 30843

FLIXOTIDE and NEBULES are registered trade marks of the GlaxeSmithKline group of companies.
®NIKCOTUN Ta HEBYNW - Toprosi mapku rpynu koMnaHiin GlaxeSmithKline

Country where Manufactured: Australia

Knaiua-gunofuny — Arctnania

Country where Packed: Australia
Ynakoeaso — ABCTparis

Importing country: Ukraine
KpaiHa imnopTtep: YrpaiHa

Manufacturer: GlaxoSmithKline Australia Ply Lid, 1061 Mountain Highway, Boronia, Victoria, 3155, Australia
BupobHuk: IMakcoCmiTKnsnH Ascrpanist [Ty jita, 1061 MayHteH Xaise#, Bopoisi, Bikropis, 3155,

ArcTpanis
Registration Number: UA/7512/01/01
Valid until: Unlimited

Batch Quantity produced in total: (packs} 25,920

KinbKkicTb npoaykuil B cepit: (yn) 25,920

Batch Number: XT0837
Homep cepiic:  XT0837
Date of Expiry: 31 AUG 2022
BxuTtu go: 0872022

Description
Tecr

Description

Onue

Identification by HPLC

laenTucikavis:
BEPX

Date of Manufacture: 03 SEP 2019

Hara surotoBnedus: 03/09/2019

Specification
Mapametp cneuutikadlii

White, opaque freely dispersed
suspension free from any visible foreign
matter.

Bina, Henpo3aopa cycneHais, nerko
avcrieprye, sireHa Big 6yab-AKuX
BUAMMUX CTOPOHHIX BKMIOYEHDL

Principal peak in the HPLC
chromatogram of the sample
corresponds with peak produced by
fiuticasone propionate working standard,

BignosigHicTb yacis yrpumysatta niids
(hnioTUKA3OHY NponioHaTy Ha
XpomMaTorpamMax AoChimKyBaHoro Ta
CTaHAapTHOro po3s4uis.

Homep peecTpauiiiHoro nocsigyenns: UA/7512/01/01
DiiicHe po: beacTpokope ¥

Resulis
PeasynbTaTtn

Complies

Bignosigae

Complies

Bignosinae




Issued by:

GlaxoSmithKline Australia Pty Ltd
MmaxcoCmitKnsin Asctpania 1y It
1061 Mountain Highway

1061 MayHTeH Xaleei

Boronia, Victoria, 3155

Boponis, Bikropis, 31565

Australia

AacTpanis

Tel: 61 3 8721 6000, Fax: 61 3 9729 5319

ABN 47 100 162 481

Description
Tecr

Identification by TLC

IgeHTudikauyis:
TLEX

pH
pH

Mean Fluticasone Propionate Cont HPLC

CepepnHiit BMICT (DNIOTUKa30HY
nporioHary (BEPX)

Related Impurities HPLC (by Area):
CynyThi gomiliku BEPX(3a nnoweso):
GR36264X

GR36264X
Any other impurities

Byab-aKka iHLWa gomillka
Total impurities
Boi gomiwtin

Fine Particle Mass (alass impinger)

Maca HahapiDHILLKX YacTOYOK (CINAHIAM
Binbveayem)

Fine Particle Mass (by multistage
cascade impactor)®

Maca HaigpiBHILWMX YaCTOYOK .
{GaraTocTaditHum KackaaHum
posnunosayem)”

GlaxoSmithKline

Quality Certificate
CEPTHPIKAT SJKOCTI
Certificale Date: 23-Oc¢t-2019

Dara ceprudixary: 23/10/2019
Page 3 of 4/ Cyop. 3 iz 4

Cerlificate Number: 30843
Homep ceptudikary: 30843

Specification
MNapametp cneuudrikanil

Main spot in sample and fluticasone
propionate working standard have the
same intensity and Ry value.

OcHoeHa NNsiMa Ha XpomaTtorpami
AccnimKkyBaHoro posynHy Ta poboyoro
cTaHpapTy hroTUKasoHy nponioHaTy
BiANOBIAAIOTE 38 IHTEHCUBHICTIO Ta 33
senuiuHol Rf,

55-6.5,

55-65

95.0 - 105.0% of label claim.

95,0 -105,0% Bif BKA3EHOrC HA BTUKETL

Not more than 1.0%
He Ginslite 1,0%
Not more than 0.5%
He Binbie 0,5%
Not more than 3.0%
He Binblue 3,0%

Not less than 10% of label claim
deposited in Stage 2.

He meHiue Hik 10% Big BKaaaHoro Ha
eTuKeTUi Bigknanoca Ha cTyneHi 2

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

Cyma BifknafeHux Ha crynexsx 1-7 He
mMeHle 10% BkazaHoro Ha eTukeTui

Results
PeaynbTaT

Complies

Binncsigae .

6.1
6.1
98.8% of label claim

98.8 % gin BrasaHoro Ha
eTureTu|

0.0%
0.0%
0.1%

0.1%

0.2%

0.2% .
20% of label claim

20 % Big BKa3aHOro Ha
eTUKETU

Not routinely tested

PYT¥HHO He npoBoAUTLCH
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Description Specification Results

Tecr MapameTp cneyundiranii PeayneTtaru

Content Uniformity Complies with the requirements of Complies
the current USP <905>

QpHopigHicTb BMICTY Bignosiaae BuMoram YMHHo! Bipnosinae
drapmakonei CLUA <805>

Sterility Complies with the requirements of Complies
European Pharmacopoeia (EP/Ph.Eur.).
Sterile

CrepunbHicTb Bigriosigae Bumoram Espon. ¢apm. Bipgnosipae
CrepunbHUit,

Volume of Contents 2.0 -23ml Complies

Ob‘em BMicTY 2,0-23mMn _ Bignogeigae

*Fine Particle Mass by Multistage Cascade Impactor not routinely carried out./BuanaueHHs posmipy
YacToMoK Ha BaraTocTagifHoMy kackagHomy iMnakTopi pYTUHHO He NpOBOAUTLES,

Batch Approved by:
Cepis nigTeepaneHa:

A
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QA Authorized Person Name, Slfnare and Signature  Date of signature/[iata nianvcy: L
Im', Mpizeule Ta nignuc YnoBHoeaxeHoi ocobi Release Date/ [laTta sunycky: 20— CGE-2/ 7
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