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JEKJIAPALIASI O COOTBETCTBUH

JAEKJIAPAHT, MIPUHUMAIOU U JEKJAPAIIAIO O COOTBETCTBHU

AO "TharcoCrxumKnsiin Tpeiiouna"

Ceedenus o pezucmpayuu opeanusayuu; Mexcpationnas uncnexyus Dedepanvroii Harozo6oi cayxchut No 46 no
2. Mocxse 01.01.2008, OF'PH 1027739011486, dama npuceoenus OTPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadexuii npocnexm, 0. 374, xopnye 4, amaoic 3, nom. XV, xomnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanvusiii Oupexmop dybancrkuii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepernocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, UTO

rexapemeenroe cpedemeo: Asavuc, cnpeti Hazansuoii dosuposannsidi 27.5 xmre/do3a 120 dos, narorst
MeMHO20 CIEKAA CHAOXCeHHbIE 03UPYIOWUM pacnbiagiowum yempoticmeom (1), nauxu kapmonnsie, PY Ne
JICP-000477/10 om 28.01.2010 (dama zamensr 30.11.2017) esidaro 340 "ThaxcoCuumKaaiin Tpetiouna”,
cepus 9F2H, napmus 68290 ynarosox, 20den 0o 31.08.2022, npouseodcmea Inaxco Onepatiumenc
BenuxoGpumanus Jumumeo, Benurotpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle,
Durham, DL12 8DT, United Kingdom, xod OKII/2 21.20.10.251, koo TH B3] 3004320009, Hucmpuburomop.
coz2nawenve 6/u om 01.01.2013, uneotic Ne 4205286675 om 11.09.2019

COOTBETCTBYET TPEBOBAHUSIM

JICP-000477/10-280110 usm. Ne 1-2

AEKJIAPAIIHA ITPHHSATA HA OCHOBAHHUH

npomoxon uchvimarnuii Ne 6158m om 07.10.2019 HIT OO0 HI] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21 @JI40, Cepmughuxam POCC GB.DMOS.C50455 om 08.10.2019

I{ATA HPHHKTH?I JEKJIAPATIMH 08.10.2019

ACTBUTEJIBHA 10 /3/[/08 2022
x’/
/ Kysnenos A.A
i\ TIOATIHCH O.HU.O
/

CBEﬁﬁm O PETUCTPAITUA

OPT'AH I1I0 CEPTU®HUKAITHH, 3APETHCTPHPOBABIIHUI JEKJIAPAIIMIO 5

RA.RU. 11®OM08 OPI'AH I10 CEPTH®HKALIHH IMTPONYKIHH OBIJECTBO C Ol PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)KHOH L[JEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmepkoea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no

cepmucpurayuu: 115280, POCCHA, 20poo Mocksa, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ge6-

catim: oyxrx.pep.

}IEKJLAPAIJ,HH O COOTBETCTBHH 3APETHCTPUPOBAHA N POCC RU /I-GB.®M08.4.39529/19
. w 08.10.2019

d
M’f Junenko H.B.
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Material Description:
Onincanue matepuana
Material Number:
Homep maTtepuana:
Product Name:
HaumenoBsanue Tosapa:
Dosage Form:
NekapcToexnan thopma:

P B
Certificate Date:  Certificate: Number
fara ceptucpukata  Homep cepmcbu;(a?a ;

06-SEP-2019  BCI_0000000476 -
Page/Crp 1 offus 6 -

Fax. +44(0)1833 692300

AVAMYS NASAL SPRAY 0,05% 120SPRX1 RU-GSK ; S5
ABAMUC Cripeit HasanbHeil fosuposanHbiil 0,06% (27,5 mur/posa) 120 gos . ;

1000000007848 Package size / type: 120 Dose Bottle
10000000071848 Paamep / Tun ynakoBku 120 Aoa Bo dhnakoH
Avamys Strength: 27.5 ugldose
ABAMUC Hosuponka: 27,6 mir/nosa

Metered dose nasal spray
Cnpeit HasanbHbIll 4O3UPOBAHHbI

Marketing Authorisation Number;

JICP-000477/10

Homep perucTpaunontoro yaoctosepenust  JICP-000477/10
Manufacturing Authorisation Number; MiA4

Homep paapewenus va npoussoacTeo MIA4

Manufacturer's GMP Certificate Number; GMP/IMP 4/3848
Homep GMP cepruduiara npoussogurens: GMP/IMP 4/3848

Glaxo Operations UK Limited, Harmire
Castle, Durham, DL12 8DT, United King
Inakco Onepaiiwerc BenukoBpuranus
BenukoBpuraHus

Site of Manufacture, Packaging and Quality Control:

MnowagKa NPOU3BOACTBA, YNAKOBKM U KOHTPONS]
Kavecrsa:

I hereby certify that the information provided within this certificate js authentic and accurate.

Hacroswmm nogreepkaaio, yro uHchopMaLWA, NpeacTaBneHHas B aToM cepTuchuare, senaeTca gcci
TOUHOW

| hereby certify that all the manufacturing stages of this batch of finished product has been manufactured, including
packaging/labelling and Quality Conirol 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.

HacTosuum NoATEEPIAAI0, YTO BCE 3TaMkI NPOM3BOACTRA AaHHOM Cepun roToBOre NPOAYKTa, BKMioYas onepaLuy no
YNaxoBKe/MapkupoBKE 1 KOHTPOMb KayecTBa, Ha BbiLLSYNOMSHYTOH NPOUIBOACTBEHHON nnowaake Gbinu npoeeaeHkl
B NOMNHOM COOTBETCTBUM € TpeBGosanuami GMP Esponelickoro coiosa, nokansHsiMu perynaTopHeimuy TpeboBaHuaMu
u TpeGoBaHuAMK cneundbuKaurn PerucTpaLUMoHHore YAOCTOBEPEHWNA CTRaHKI HasHaveHusl, 3anucy, OTHOCAILMECH K.
NPOU3BOACTBEHHOMY NPOUECCY, ynaKkoBKe U TecTUpoBaHuio cepui, Goinu nposepeHsl W cooTBETCTBYIOT TpeGoBaHuAM
GMP.
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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,

Bce paccreposatus, ecnv TaKoBbIE UMBIOTCH, OTHOCAILMECS K CepuM (BKNIOYAS OTKNOHEHWS, 3annasupoBaxHeie
M3MEHEHWA 1 / Wk TemnepaTypHble OTKNOHeHNR), Gbinu 3aperucTpUpoBaHhl U 3aBeplueHs! A0 YPOBHS, AOCTATOUHOMD
ANs noaTBepXASHUs cepTudmnKaLmm,

(*) Uniformity of delivered dose / Delivered dose uniformity (HPLC) - Each determination is the mean fiuticasone
furoate content per spray in a composite sample of 2 sprays. Perform duplicate determinations (using the first 2 sprays
after priming and the last 2 sprays of the labelled number of doses) on a minimum of 10 botties.

(*) OanopopHocTs poaupoBaHus /| OfHOPOAHOCTE AOCTABASEMON fosbl (BOMCX) - rawpoe onpegeneHwe
npeacraenser coloi cpeaxee coaepianne nyTukasoHa gypoaTa Ha pacneineHne B COCTABHOM obipasue 13 2
pacnbineruid. BuinonHute nOBTOPHLIE ONpPefeneHUs (UCnonkays nepsble 2 pacnbifieHus nocne npoKayKku u
nocneaHwue 2 pacnbinedus yKasaHHoro Konu4ecTsa fo3) kak MUHUMYM Ha 10 cinakoxax,

NOTE: Drug Related Impurities (including synthetic impurities) are controlled in the drug substance of fluticasone
furoate and are therefore not reported on this drug product certificate.

MPUMEYAHWE: PopcteenHble npumec (BKIOMES CUHTETAYECKUE NpUMEcH) KOHTPONUPYKTCR B cyBcTaHLum
bnyTUkasoHa thypoara W, CreaoBaTenbHo, OTCYTCTRYIOT B CePTUhUKATE Ha AaHHBIA NPOAYKT.
APl name: Fluticasone furoate micronized

HaumeHoBaHue thapmaliesTudeckoit cybotanumu: dnytukasoHa dypoar MWUKPOHWaUpOBaKHbIA

APl manufacturer: Glaxo Welicome Manufacturing Pte, Ltd, Singapore
Mpouasoautens cyberanLmn: Mnakco Bansnkom MarbiodakyypuHr M., Jita, Cusranyp
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Lot/Batch: Date of Expiry: 31-08-2022
Jlot / Cepus: lNopew po:
Date of Manufacture; 08-08-2019
Hara npoussogcrea:
Importing Country;  Russia
Crpana-umnoprep:  Poccus
Description Specification Results
MNokazaTtene Cneuuntpnkauus Pesynbratel
Appearance {Visual) A predominantly off-white plastic case Complies
with a light blue push-button and a lid
with a stopper. In the case an amber
glass bottle is placed, with a dosing
nebulizing device, filled with a white
uniform suspension.
Onucanue (BU3yansHbINA) MpeumyliiecTBeHHO NoYTY Benbiii CootretcrayeT
nnacTukosbill yTnAp ¢ ronyGbiv i
HaMUMHBIM KNanaHoM 1 KONNaYKoM ¢
orpaHuuuTenem. B cdytnap nomeueH
hriaKkoH TEMHOrO CTekna ¢ Ao3UPYIoLLUM
pacneINAIoWnM yCTPOACTBOM,
3aN0ITHEHHbIA OAHOPOAHOM CycneHaual
Genoro ysera.
Fluticasone furoate identity (IR) The IR spectrum of the test sample Complies
should comply with IR spectrum of
fluticasone furoate reference standard or
enclosed figure of spectrum of
fluticasone furoate reference standard.
lMoanuHHocTe (WUK-cnekTpomeTpus) WK-cnekTp ucneityemoro oBpasua CooTteeTcTBYET

Aonxen cooTBeTCTBOBATL MK-CcnekTpy
cTakgapTHoro obpasua dbnyTukasoHa
bypoata U npunaraeMomy PUCYHKY
cneKTpa cTaHpapTHoro obpasua
(nyTurasoHa ypoara.
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Description Specification Results
lNokaszarens Creuuduxarms Pesynbrarsl
Fluticasone furoate identity (HPLC) Retention time of the main peak in the Complies
chromatogram of sample solution should
correspond to the retention time of the
main peak in the chromatogram of
fluticasone furoate standard solution
MoanuHHocTs (B3MKX) Bpema ygepKuBaHus 0CHOBHOIO NUKa Cootsercrayer
Ha XpPOMaTOrpaMmMe UCnbiTyemMoro
pacTeopa JOMIHO COOTBETCTBOBATE
BPEMEHN YAEPHUBAHUA OCHOBHOMO MuKa
Ha Xpomarorpamme CTaHAapTHOrO
pacteopa (nyrukasoxa pypoara
pH From&50to 7.0 8.0
pH Or50pm07,0 6,0
Weight of bottle cantent {g) 95101064 10.0
Macca copepvmoro ynakoesuy (r) Or95p0105T 10,0
Delivered Dose Uniformity of Fluticasone | 85% of results In the interval of 80 = 120 | 11
Furoate by HPLC- Uniformity of Delivered | % of label claim (L<20)
Dose (HPLC) (*) - L@ 85% coverage
OpHopogHocTs foanposanua (BIXKX) - 85 % peaynetatos B uHTepsane 80-| 11
OAHOPOAHOCTL ACCTARNAGMON 103k 120% o7 3amsBneHHore cogepiaHus
{BOXKX) (*) - BepoaTtHocTb 85% (L=20)
Delivered Dose Uniformity of Fluticasone | 99% of resuits In the Interval of 76 — 125 | 16
Furoate by HPLC- Uniformity of Delivered | % of label claim (L=25)
Dose (HPLC) (*) - L@ 99% coverage
OnHopoaHocTk fosuposanus (BOMKX) - 99% pesynbTaToB B wHTepsane 75- | 18
OnHopoaHOCTL AOCTABNAEMON A03b! 125% oOT 3aABNEHHOrO CcoaepiaHns
(BAMX) (*) - BepostHoeTs 99% (Ls25)
Uniformity of Delivered Dose (HPLC) (*) - | From 23.4 to 31.6 pg/dose (from 85 to 27.3
Mean content of fluticasone furoate in 115 % of label claim)
dose delivered from beginning of bottie
use.
OgHopogHocTb fosuposarus (*) - Ot 23,4 o 31,6 mir/gosa (or 85 go 115 | 27,3
cpeaHee coaepi@anue qnyTukasoHa % OT 3aRBNEHHOTO COABPKAHU)
thypoara B LOCTABASEMON [O3E B Haqane
“cnonL308aHKug dnakoxa.
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Description Specification Results
Mokazarens Cneundpuranun Pesynbrathi
Uniformity of Delivered Dose (HPLC) (*)- | From 23.4 to 31.6 ug/dose (from 85 to 20.0
Mean content of fluticasone furoate in 115 % of label claim)
dose delivered from end of bottle use.
OpHopoRHOCTL AoauposaHus (*) - Ot 23,4 o 31,6 mrr/gosa (o 85 fo 115 | 29,0
CpefiHee cofepxanne hnyTukasoHa % OT 3asBNEHHOro cogepanus)
thypoata B AocTasnAemoi foae,
[OCTasNAEMOR B KOHIE WCTIONL30BIHURA
tbnakoHa.
Number of Doses =120 Complies
KonuvecTso fos 2120 Coorsercrayer

Drug-related Impurities (HPLC)

Single unspecified impurity - not greater
than 0.2 %; .

total Impurities - not greater than 1.5 %.

This parameter is controlled
in the Russian Federation
territory.

PogcteenHsie npumecn (BOMX)

EAUANYHON  HeWOBHTU(DULMpOBaHHO!M
npumecy — He Gonee 0,2%;

Cymma npumecei — He Bonee 1,5%.

[anubiil nokasarens
KOHTPONUPYETCA Ha,
Tepputopuu Poccuiickoit
Degepauun.

Edetate disodium content (HPLC) %LC From 75 to 110 % of nominal 101

HOnvatpus aperar (BAMX) % Ot 75 no 110 % or HoMUHansHoro 101

Benzalkonium chloride content %LC From 75 to 110 % of nominal 99

Bexsankonua xnopua % OT1 75 no 110 % oT HomuHanLHoro 99

Assay - Fluticasone furoate (HPLC) %LC | 95 to 105 % of label claim 99

Konuyecteenroe onpeaenexue (BAMX) | OT 96 a0 105 % ot 38sB/IEHHOT0 99

% cofiepKaHusn

Total viable aerobic count cfu/g <=200 cfulg <3.3

O6wee yucno aspobHbix Gakrepuit KOE/ | <=200 KOE/r <3,3

Total yeast and mould count cfu/g <=20 cfufg <3.3

OfBujee konuyecTso rpubos 1 nneceHu <=20 KOE/r <3,3

KOE/r

Ps. Aeruginosa Absent Complies

Orcyteraue Ps. Aeruginosa OrcytetByeT COOTRETCTBYET __rrvmmnny,
S. aureus Absant ¢ o—
Oteytoreve S. aureus Orcyterayer
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Qualified Person

YNonHoMoHEHKoe Nnuo

Signature m
Moanuces A AV

Name

MMFi %\u\.}%
Date

[lata il %t.:fQ &@\c\

# O
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