JEKJIAPAIIUS O COOTBETCTBUH

JEKJAPAHT, IPUHUMAIOUIHNA JEKJIAPAIIAIO O COOTBETCTBHH

AO "ThaxcoCyvumKnaiin Tpetiounz”

Ceedenun o pezucmpayuu opeanusayuu: Meokpaiionnan uncnexyun Dedeparvroi Haro2060i cayictvr Ne 46 no
2. Mocxse 01.01.2008, OI'PH 1027739011486, oama npuceoenus OIPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, xopnye 4, smaoic 3, nos. XV, xomnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvrviit dupexmop [ybancruii Onez

Hosepennoe nujo: Kyzneyoe A.A., dosepennocms 60-13.09.2018 om 13.09.2018 2.

JASBJISIET, UTO

Jexapemeenroe cpedemso: Asamuc, enpeil nasaronwiti dozuposannsiti 27.5 mxz/d03a 120 do3, daaronsi
memnoz0 cmekaa chaboicennvie Jo3upylowum pacnsiasiowum yempoiicmeom (1), nauru kapmonnsie, PY Ne
JICP-000477/10 om 28.01.2010 (0ama 3amenw: 30.11.2017) swidano 340 "ThaxcoCyumKnnin Tpeiiounz",
cepust LR2C, napmust 68294 ynaxoeox, 200en do 30.04.2022, npouseodcmea Inaxco Onepaiiuenc
Benuwobpumanus Jluvumeo, Berurxobpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle,
Durham, DL12 8DT, United Kingdom, koo OKIIJ2 21.20.10.251, xod TH B3J] 3004320009, Hucmpubeiomop.
coenawenue 6/n om 01.01.2013, uneotic Ne 4205268583 om 21.05.2019

COOTBETCTBYET TPEBOBAHUSM

JICP-000477/10-280110 uzm. Ne I-2

AEKJAPAIIHS IPHHSTA HA OCHOBAHUHA

npomokon ucnoimanuti Ne 3163m om 17.06.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmucpuxam POCC GB.PMO8.C42118 om 17.06.2019

,}_[A'I“A HPHHH’F U JTEKJIAPAIIUH 18.06.2019

xugnj {hxime s # Kyzneuos A.A.

Trading
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CBE)I\EL}JII/IH O PETHCTPALIMHA

OPT'AH IO CEPTHO®HKAIIUH, SAPETHCTPHPOBABIINH JEKJIAPALIHIO

RA.RU.11®MO08 OPI’AH I10 CEPTHOHKALIHH [TPONYKILHH OFIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJISA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxsa, yn. Macmepxosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmutghurxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, ge6-
catim: oyxx.pe.
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Material Description: AVAMYS NASAL SPRAY 0.05% 120SPRX1 RU-GSK

Onucanne marepuana ABAMWC Cnpeit HasanbHbii qosuposanHem 0,05% (27,5 Mkr/gosa) 120 pos

Material Number: 10000000071848 Package size / type: 120 Dose Bottle

Homep matepuana: 10000000071848 Paamep | TUn ynakoeku 120 pos BO (hnako

Product Name: Avamys Strength: 27.5 ugidose

Haumenosauue ToBapa: ABAMWC Hoauposka: 27,5 mir/goaa

Dosage Form: Metered dose nasal spray

TexapcTeenHan popma:  Cnpeli HazanbHbiA A03MPOBAHHbI

Marketing Authorisation Number: NCP-000477/10

Homep peructpauuonHoro yaocroseperuss  JICP-000477/10

Manufacturing Authorisation Number: MiA4

Homep paspettienusi Ha NPOU3IBOACTBO MIA4

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

Homep GMP cepTuthukata npoussoauTens: GMP/IMP 4/3848

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

Castle, Durham, DL12 8DT, United Kingdom
MnowaaKa npouIBoAcTaa, YNAKOBKW ¥ KOHTPONS naxkco Onepatiietc BenukoBputanua flumures,
Kadecrea: BenukoBpuratus

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

Hacroswum nogTeepwaal, YTo vk opmauus, npeacTasnexHas 8 3TOM cepTudukaTe, SBMASETCR JOCTOBEPHOR W
TOUHOH

| 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 baich processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

HacTosimm noaTasepkaalo, YTo BCe aTanbi NPoWM3aBoACTBa AaHHOR CepUu roTOBOro NPOAYKTA, BIUTIOMan onepauuu no
YNaKoBKE/MaPKMPOBKE U KOHTPOMb KQYeCTBa, Ha BbILLEBYNOMSHYTON NPOU3BOACTBEHHON nnowjagke Bbinv npeBefeHs
B NONHOM cooTBeTCTBUK C TpeGoeanuamu GMP EBponeiickoro cooaa, NoKanbHbiMy perynsTopkbiMi TpeGosaHuamn
u TpeboBaHusMK cneyndnkaU PErncTPaLMoHHOro YAOCTOBEPEHUS CTPaHb! HAa3HaueHns. 3anucu, OTHOCALLMECR K
NPOU3BOACTBEHHOMY NPOLECCY, YNAKOBKE U TECTUPOBaHMIO cepul, Bbinu NpoBepeHsl U COOTBETCTBYIOT TpebosaHusam
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 paccnefoBanns, ecrim TaKOBbIE UMEIOTCS, OTHOCSILWECS K Cepu (BKMIOYAn OTKNOHEHWS, 3annaHupoBaHHbie
MIMEHBHUS U [ NN TEMNEPATYPHBIE OTKAOHEHUN), BbiNK 3aPerncTPUPOBaHL! U 3aBEPLLEHBI 10 YPOBHS, AOCTATOMHOM
[N NOATBEPMAEHUA CepTuduKaLuy.

{*) Uniformity of delivered dose / Delivered dose uniformity (HPLC) - Each determination is the mean fluticasone
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.

() OanHopoarocte gosuposaHus / OAHOPOAHOCTL AoCTaBnsemoil Aossi (BAMX) - kaxaoce onpepenexuve
npegcraenset cofoil cpeuee cogepiadue dinyTukasoHa gypoarta Ha pacnsineHue B cocTasHom obpasye w3 2
pacnuineHuit. BeinonHuTe NOBTOPHLIE ONPEAensHus (MCTONb3ys Nepsbie 2 pacnbIfeHus Nocne npoKaukud u
nocrneguue 2 PacnbieHins YKasarHoro KonuiecTsa A03) Kak MuHuMyM Ha 10 hnakoHax,

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.

APUMEYAHWE: PoacTeeHHble npumecn (BKNIOMES CUHTETWHECKWE MPUMECH) KOHTPOMMPYIOTCA B cyBeTaHumu
thnyTukasona dypoara u, CrefoBaTenbHo, OTCYTCTBYIOT B CEPTUDUKATE Ha A@HHbLIA NPOLYKT.
APl name: Fluticasone furoate micronized

Haumeriosanue hapmadesTudeckoi cybetaHumm dnyTuraoHa dhypoaT MUKPOHUSUPOBEHHBINH

AP manufacturer: Glaxe Wellcome Manufacturing Pte, Lid, Singapore
Mpouseogurtens cybcranyun: Mnakco Bannkom Mansiodakyypunr M., fira, Cudranyp
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Lot/Batch: LR2C

fot [ Cepua:
Date of Manufacture:
[ara npoussopncTea:

importing Country:  Russia
CrpaHa-umnoprep:  Poccus

+44(0)1833 692300

Certificate of Analysis
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Hara ceprugukara

16-MAY-2019
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Date of Expiry:
loped go:

29-04-2019

30-04-2022

Description
lNokasaTenb

Specification
Crneyudmkayus

Results
PesayneTathl

Appearance (Visual)

. A predominantly 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

Onucanue (Br3yancHelid)

MpeuMyLecTBEHHO NOYTH Benbii
nnacrukoeli dytnap ¢ ronyoeiM
HaMUMHBIM KNanaHoM W KONMayukom ¢
orpanuduTenem. B dyTnap nomeweH
hrakoH TEMHOro CTeKna ¢ A03UPYIoLLMM
pacnbINAOLMM YCTPOWCTBOM,
34AnOnNHEeHHsIR OAHOPOAHOR cycneHanekh
Benoro LeeTa.

CoorseTcTByET

Fluticasone furcate 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.

Complies

Hoanm&ocm (MK-cnekTpomeTpus)

Wi-cnekrp vcnbiTyemoro obpasua
gomieH cooTpeTeTBOBaTH MIK-CnexTpy
crangaprtHore ofpasua gnyTukasona
hypoara unv NpUNaraeMomy PUCYHKY
cnekrpa crasaapTHoro obpasua
thnyTurazoHa ypoata.

CooTeeTcrayeT
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Description Specification Results
B ~ MNokasarens Crneundukaumn Pe3ynLTaThbl
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
fiuticasone furoate standard solution
MoanuHHocTb (BIXKX) Bpems yaepuuBaHina OCHOBHOIO nuka CoorsetcTeyer
Ha XpomaTorpamme UCNbITYEMOro
pacTeopa SOMKHO COUTBETCTBOBATD
BPEMEHU YAEPHUBAHUA OCHOBHOMO NMUKa
Ha xpomarorpaMmme CTasgapTHOro
pacteopa hnyTukasona gypoarta
pH From 5.0to 7.0 6.0
pH Or50p07,0 6,0
Weight of bottle content (g) 95t0105g 10.0
Macca coaepumoro ynakosiu (r) OT958010,5r 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
OpaHopoaHOCTb AoaupoBatns (BOXKX) - 85 % peaynbTatos B8 wHTepsane 80— | 11
QOAHOPOAHOGCTL KOCTABAAEMON 403k 120 % oOT 3afBNEHHOrO coaepwaHus
(BEXX) (*) - BeponaTHocTb 85% (L=20)
Delivered Dose Uniformity of Fluticasone | 99% of results in the interval of 75 - 125 17
Furoate by HPLC- Uniformity of Delivered | % of label claim (Ls25)
Dose {HPLC) (*) - L@ 99% coverage A
OpHopogHoCTL Aoauposarns (BAXKX) - 99% pesynbTatos B WHTepeane 75-| 17
OfHOPOAHOCTL AOCTABNAEMON 403k 125 % OT 3a\BNeHHOro cofepKaHns
(BIMKX) {*) - BeposiTHocTs 99% (L=25)
Uniformity of Delivered Dose (HPLC) (*) - | From 23.4 to 31 .6 pgidose (from 85 to 27.4
Mean content of fluticasone furoate in 115 % of label claim)
dose delivered from beginning of bottle
use.
OpHopoaHOCTb AositposaHus (7) - OT 23,4 go 31,6 mkr/go3a (o7 85 go 115 | 27,4

cpepHee cofepanmne hnyTukasoHa
¢hypoata 8 [OCTABNASMON [03€ B Havane
ucnonb3oBaHua MNakoHa.

% OT 3aRBIMNEHHOIO COAepKaHns)
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Description Specification Results
) Mokazaren. Cneundpuxaumns Pesynsrathl
Uniformity of Delivered Dose (HPLC) (*) - | From 23.4 to 31.6 pg/dose (from 85 to 29.0
Mean content of fluticasone furoate in 115 % of iabel claim)
dose delivered from end of bottle use.
OAHOPOAHOCTE Ao3nposaHus (') - Ot 23,4 po 31,6 mkr/go3a (o1 85 po 115 | 29,0
cpenHee copepxanve dryrukasoHa % OT 3a9BNEHHOIC COAemKanmn)
dhypoara B focTasnseMoi Ao3e,
[OCTABNAEMOi B KOHLE NCNonb30BaHus
¢nakoxa. -
Number of Doses 2120 Complies
KonwuyecTeo A03 =120 CooTeertcieyer

Drug-related Impurities (HPLC)

Single unspecified impurily - not greater
than 0.2 %,;

total impurities - not greater than 1.5 %.

This parameter is controlled
in the Russian Federation
territory.

Popcreentbie npﬁmecw {BIXX)

EAWHUNHOR  HEWaeHTUDMUNPOBaHHON
npumeck — He Bonee 0,2%;

Cymma npumeceit — He Gonee 1,5%.

[aHHbli nokasatens
KOHTPONWPYETCS Ha
Tepputopun Poccuinckoi
depepalm.

Edetate disodium cohient (HPLC) %LC From 75 to 110 % of nominal 100
ﬂ]ﬁHanHf; speraT (BOXHKX) % Ot 75 ao 110 % oT HOMUHENBLHOrO 100
"é;.nzalkonium cﬁnﬁde content %LC From 75 to 110 % of nominal 100
BeHzankorua xn'épw,n % Ot 75 oo 110 % OT HOMWUHANBHOTO 100

" Assay - Fluticasone furoate (HPLC) %LC | 95 to 105 % of label claim 101
KonuuecTserxoe onpeaenerue (BEXX) Ot 95 no 105 % OT 3asBNeHHOro 101
% cofepmaHna
Total viQGEe aerabic cotnt cfu/g <=200 cfulg _ m<3.3
O6wwee yucno aspobHbix BakTepuit KOE/r | <=200 KOE/r <3,3
Total yeast and mould cdunt cfulgﬂ <=20 cfu/g <3.3
Ofuiee konuiecTso rpubos 1 NNeceHu <=20 KOE/r <3,3
KOE/r o
Ps. Aeruginosa Absent Complies
Owcyrcréue Ps. Aeruginésa OtcyTerayeT CooTseTcTByeT
S. aureus Absent Complies
OtcytctBve S. aureus OTcyTcTeyeT CoOTBETCTRYET
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Qualified Person
YnonHomodesHoe nuLo

Signature )
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