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NEKJAPATIUSA O COOTBETCTBUHA

JEKJIAPAHT, NPUHUMAIOMIWN TEKJIAPAIIAIO O COOTBETCTBHH

AO "TnaxcoCumumKaniin Tpeiiduna"

Ceedenun o pezucmpayuu opeanuzayuu: Mescpationnas uncnexyusn Qedepansroti HaN020801 ciydKbbl N 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadckuit npocnexm, 0. 374, xopnyc 4, smaoic 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B auye: Ienepanvrwiti Oupexmop [yoanckuii One2

Josepennoe nuyo: Kysneyos A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 2.

3AABISIET, UTO

nexapemeennoe cpedcmeo: Agamuc, cnpeil HazansHeill dosuposannviii 27.5 mxe/doza 120 003, praxonbr
MeMHO20 CIMeKAd CHABNCEHNbIE OO3UPYIOUUM PACKLIIAIOu UM yempotcmeom (1), nauxu xapmornsie, PY Ne
JICP-000477/10 om 28.01.2010 (dama 3amenst 30.11.2017) awioano 340 "IaxcoCmumKaaiin Tpeudune”,
cepust CC8T, napmus 67673 ynaxoeok, zoden do 31.08.2022, npouseodcmea I'naxco Onepsiiuerc
Benuxo6pumanus JTustumed, Beruxobpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle,
Durham, DL12 8DT, United Kingdom, ko0 OKIIZ2 21.20.10.251, ko0 TH B3] 3004320009, Jucmpubviomop.
coanawenue 6/v om 01.01.2013, unsotic Ne 4205288462 om 23.09.2019

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

JAEKJAPAIIUS TPHHATA HA OCHOBAHHHU
npomoxon ucneimanuii Ne 7002m om 30.10.2019 HJI 000 HIL] "OAPMOEBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC GB.@M08.C52775 om 31.10.2019

,[I,ATA IIPHHHTHH JEKJIAPAITHM 07.11.2019

/ Kyznenos A.A.
MOMIHCH D.HU.O

/

CBEﬁﬁf‘mﬂ O PETUCTPALIIUHA

OPTAH IO CEPTH®UKAIIUH, 3BAPETUCTPHPOBABIINI JEKJIAPALTHIO

RA.RU. 11 ®MO8 OPTAH ITO CEPTHOHKALIMH MPOLVKLIHH OFIJECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocksa, yn. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmudpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxosa, 0. 4, am. 5., meu.:(495) 788-02-88, seb-

caiim: oyKkr.pe.

JEKJIAPALIFSI O COOTBETCTBHM 3APETMCTPUPOBAHA ¥ POCC RU I-GB.®#M08.A4.42 776/19
LERLCT PAIJ,I‘IK 01.11.2019
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Material Description: AVAMYS NASAL SPRAY 0.05% 120SPRX1 RU-GSK

Onuncanue MaTepuana ABAMUC Crpeit HazanbHeiil fo3uposanHei 0,05% (27,5 mxr/goza) 120 aos

Material Number: 1000000007 1848 Package size / type: 120 Dose Bottle

Homep matepuana: 1000000007 1848 Paamep / TUn ynanosii 120 nos so hnakox

Product Name: Avamys Strength: 27.5 ugfdose

HaumeHosaHue Tosapa: ABAMWC Hosuposka: 27,5 MmKr/nosa

Dosage Form: Metered dose nasal spray

NexapcTBennas opma:  Crpel HasanbHbi [O3MPOBERHEIR

Marketing Authorisation Number: NCP-000477/10

Homep perucTpaumorHoro yaoctosepenns  JICP-000477/10

Manufacturing Authorisation Number: MiA4

Homep paspeweHns Ha NPOU3BOACTEO MiA4

Manufacturer's GMP Certificate Number: GMP/IMP 4/3848

Homep GMP cepTudmkaTta nponsBoguTens: CGMP/IMP 4/3848

Site of Manufacture, Packaging and Quality Control: Glaxo Operations UK Limited, Harmire Road, Barnard

Castle, Durham, DL12 8DT, United Kingdom
Mnowagka NPovM3BoACTBA, YNSKOBKU K KOHTRONSA axeo Onepadiwenc Benukobputanua Numures,
Kavecrsa: BenukoBputanus

| hereby certify that the information provided within this certificate is authentic and accurate.

Hacrosiumm noaTBEPKAGID, Y4TO uHOPMAaLWA, NPeACTaBNEHHAN B 3TOM CepTudUKaTe, ABNRETCA AOCTOBEPHOH W
TOUHOW

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

HacToswM NOATBEPKARI0, YT BCE 3Tarnbi NPOMABOACTEA A3HHOW Cepuu roToBOrC NPOAYKTA, BKMIOYARA cnepalwy no
yNaKoBKe/MapKMPOBKe WU KOHTPOMb KaYeCTBa, Ha BbILUEYNOMAHYTOM NPOU3BOACTBEHHOR NNOWaAKe Beinv NposeaeHbl
8 NONHOM COOTBETCTBIN ¢ Tpebosanuamu GMP Esponelickoro coioaa, NoKansHLIMM Perynatoptisii TpefosaHuamMmu
1 TpeGoBaruaAMM cneLndURkaLMK PETMCTPALIMOHHOID YAOCTOREPEHNA CTPaHB! HAa3HAYEHUR, 3an1cK, OTHOCALLMECS K
NPOU3BOACTBEHHOMY NPOLIECCY, YNAKDBKE U TECTUPOBAHMICO cepum, Bbiny NpoBeperinl N COOTBETCTBYIOT TpeGoBaHnaM
GMP.
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All investigations, if any, pertaining to the batch (including deviation, planned changes andfor temperature deviations)
have been recorded and completed to a sufficient level to support certification.

Bce paccnefoBaHuA, BCAW TaKOBbIE UMBIOTCA, OTHOCALLMECH K CEpUM (BKNIOYEA OTKNOHEHWRA, sannaHupoBaHtsie
MAMEHEHWA 1 [ Ny TEMMepaTypHble OTRNOHERUS), BLINW 3BPErUCTPUPOBAHLI U 3aBEPLIEHE! A0 YPOBHSA, JOCTATOYHOMC
MR NOATBEPKASHNA CEPTHDNKALMK.

(*) Uniformity of delivered dose [ Delivered dose uniformity (HPLC) - Each determination is the mean fluticasone
furoate content per spray ina composite sample of 2 sprays. Perform duplicate determinations (using the first 2 sprays
after priming and the lasl 2 sprays of the labelied number of doses) on a minimum of 10 bottles.

(*) OnmnopogHocTe noavposarna [ OAHOPOAHOCTL [oCTABNAEMOR  [103bi (B3MX) - Kamaoe onpeasneHue
npeacrasnaeT coBoit cpearee copepxanve hnyTuiasora qypoara Ha pacnbinesye 8 COCTaBHOM oBpasye us 2
pacnbineHui. BeinonHuTe nosTapHEIE ORpefeneHus (WCnonL3ys nepebie 2 pacreinednst nocne fpoKadkm 1
nocrenHue 2 pacnbinedns yasahHoro KONWMHECTBA [03) KaK MUHWUMYM HE 10 drnaxcHax.

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.

MPUMEUAHUE: PoacToerHbie NpUMech (BKMIOYAR CUHTETAHECKUE NPUMECH) KOHTPORMPYIOTCR B cyBeTaHLmn
cnyTukasona dypoarau, crenosaTentHo, OTCYTCTBYIOT B cepTudpuiaTe Ha LaHHbIA NPOAYKT.

AP! name: Fluticasone furoate micronized
HawmeHosanne thapmauesTHHECKaN cyBoranumm; GnyTUKa3oHa dypoat MUKDOHUIUPOBAHHBIR

API manufacturer: Glaxo Welicome Manufacturing Pte, Ltd, Singapore
MpouasoauTens cybcTaHLmi: nakco Bannkom MaHbIog3KWyprHr M., fiva, CuHranyp

CofA generaled manually by mac55853 on 20 Seplember 2019 07:27
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Lot/Batch: CC8T

Mot/ Cepus:
Date of Manufacture:
[aTta nponaBoacTea:

Importing Country:  Russia
Crpana-umnoprtep:  Poctcus

Certificate of Analysis
CepruchuKar aHanusa

+44(0)1833 692300 Cetlificate Date

[ara cepTudukara
18-SEP-2018

Page/CTp 3

Cerflficate Number
Houep ceprudurara

BCI_0000000493
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Date of Expiry:
foneH A0:

27-08-2019

31-08-2022

Description
MoxazaTesb

Specification
Cneyuhuralus

 Results
PesynbTaThl

Appéaranca (Visual)

A predeminantly off-white plastic case
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.

Complies

Onucanne (BuayancHeiln)

MNpenmyLiecTBeHHO nouTY Bensii
nAACTUKOBbLIR YTNSP C ranyduiM
HBKMMHEIM KNaNaHom 1 Konnaqkom ¢
orpaxuauTenem. B dytnap nomeuier
chnakoH TEMHOrO CTEKNa ¢ Ao3upYyiowium
pacnbNANLIMM YCTPOUCTBOM,
3anonHeHHbIV OHOPOAHOMA CycneHauen
Benoro UseTa.

CooTseTcrayeT

“Fluticasone furoate identity (IR)

The IR spectrum of the test sample
should comply with IR spectrum of
fluticasone furoate reference standard or
enclosed figure of spectrum of
fluticasone furoate reference standard.

Compiiés

I'Ig.qnmmoc*rb {Wi¢-cnekrpomeTpUn)

WK-cnekTp nenbiTyemoro obpasta
Aciken cooTeeTcTROBaTH WK-cneiTpy
cranpapTHoro obpasua gnyTuKascHa
dypoara unv npunaraeMoMy PUCYRIY
cnexTpa cTakfaprHoro obpasua
chnyTurkasoHa pypoara.

CooTBeTCTBYET

CofA generaled manually by mach5853 on 20 September 2019 07:27
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Deshcrtptian Specification Results
lNokasaTenb Cneyndpraius PesynbTaThl
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
s B _ _ i fluticasone furoate standard soiution |
MoanuHHocTs (B3 Bpems YAEPMKMBaHNA OCHCBHOMS NUKa CooTBETCTBYET :
Ha XPOMaTorpaMme UcnbLITyemoro :
pacTeopa AOMMKHO COOTBETCTEOBATS
BPEMEHW YAEPHNBAHNA OCHOBHOMG Nuka
Ha Xxpomarcrpamme cTaHAapTHoro
pactsopa hnyTukascHa dypoaTa -
pi From 5.0t0 7.0 6.0
iH o _ o _ or50p070 6,0
Weight of boltle content (g) 95101059 10.0
Macca CoaepKUMOro ynakosiw {r) 079,580 105¢ 10,0

Delivered Dose Uniformity of Fluticascne | 856% of results in the interval of 80 — 120 | 10
Furoate by HPLC- Uniformity of Delivered | % of label claim (L.<20)
Dose (HPLC) (*) - L@ 85% coverage

OpHOPOAHOCTE A03VMPOBAHVA (BOMX) - 85 % peaynbTaToB B MH"repeane 80— 10 I
OAHOPOAHOCTE AOCTABNAEMON! Q036 120 % OT 3aRBNEHHOIO CoAepPN@Hus i
(BIKX) (*) - BeposTHocTs 85% (Ls20) -

Delivered Dose Uniformily of Fluticasone | 99% of results in the interval of 75 ~ 125 115
Furoate by HPLC- Uniformity of Delivered | % of labe! claim (L$25) B
Dose (HPLC) {*) - L@ 99% coverage i

OAHOPOAHOCTD A03UPOBAHNA (BIMWX) - 99% peaynbTaTos B MQTepaane 75—~ 1 15
OpHOopoAHOCTE ACCTABNREMON Q036! 125 % o7 3anBfEeHHOro coaepiaHng
(B3MX) (*) - BepostHocTs 99% (L=25)

Uniformity of Delivered Dose (HPLC) (- | From23.4to0 31.6 ug/dose (from 85 to 27.3
Mean content of fluticasone furoate in 116 % of label claim)

dose delivered from beginning of bottle

use. _
OpHOPOAHOCTE AO3UPOBAHURA ") - Ot 23,4 po 31,6 mxr/gosa (or 85 ao 115 | 27,3
cpegree coaepkatne nyTukaloxa 9% OT 33RBNEHHOIC COABPIKAHIA)

bypoara B JOCTABNAEMO fO3E B HAvYane
MCnonb3osanna nakora.
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Description Specification Results
. Mokazarens Cneuudukauus PeaynLrarhb!
Uniformity of Delivered Dose (HPLC) (*) - | From 23.4 to 31.6 pg/dose (from 85 to 29.0
Mean content of fluticasene furoate in 115 % of label claim)
dose delivered from end of bottle use.
OpHopoaHocTs Aoaupasanus () - Ot 23.4 no 31,6 mur/gosa (ot 85 go 115 | 29.0
cpearee cogepuanne QryTuKasoHa % OT 3asIBNEHHOIG COAEPKaHWA)
thypoara B AOCTABNAEMOR AO3E,
[OCTaBNREMOA B KOHUE WCNONB30BaHWA
dnaxoHa. -
Number of Doses z 120 Complies i
KonuuecTso [03 z 120 CootaeTcrayer 3

Drug-related impurities (HPLC)

Sihgle unspecified impurity - not greater
than 0.2 %,

total impurities - not greater than 1.5 %.

This parameter is controlled
in the Russian Federation P
territory. !

PopcTeenHsie npumecy (BEMNX)

EfuHWIHOR HenaeHTUhuLMpoBaHHON
npumeck — He Gonee 0,2%;

Cymma npumeceit — He Bonee 1,5%.

[arHbii nokaszaTent
KOHTPOMMNPYETCA Ha !
TeppuTopum Poccuickoi

deaepaLyu.
Edetate disodium content (HPLC) %LC | From 75 to 110 % of nominal 100
ﬁﬂMHa’TpMﬂ ageraT (B3WX) % Ot 75 po 110 % oT HoMUHANBHOMO - ' 100 . 3 A
Benzalkonium chioride content %LC From 75 to 110 % of nominal 99 1
Bexaankonus xnopud % 07175 go 110 % OT HOMUHANLHOIQ 99 o ) i
Assay - Fluticasone furoate (HPLC) %LC | 95 to 105 % of label claim g9 W o
KonuiecTeenHoe onpeaenerne (BOX) Ot 95 po 105 % o7 3aABNEHHOro 99
% coaepKaHun
Total viable aerobic count cfu/g <=200 cfulg <3.3 "
OBuee uncno aspodrbix Gakrepui KOE/r <=200 KOEIr <33
Total yeast and mould count cfulé <=20 cfufg <3.3
Ouiee KoNWUUECTBO rPUboB ¥ NieceHn <=20 KOE/r <3,3
KOE!r
| Ps. Aeruginosa Absent Complles/; =/ « :
Oteyrcraue Ps. Aeruginosa OreyretsyeT CooTBeTE 'Tg'r{?_'.\
S. aureus Absent Compliest, \
Orcytcreue S. aureus OTCyTCT.ByeT Comse*rcﬁgef\
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Qualified Person
YnonHoMo4YeHHee nyo

Signature i \Q
Moanucs ‘M\AAN“Q ‘

Name

Wms _)(\&g&‘-f %"";— .
s a3 Sep Bot
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