AEKJIAPAIIASI O COOTBETCTBUHA

AEKJIAPAHT, MPHHUMAFOUIUIT AEKJIAPALIMIO O COOTBETCTBHHU
AO "ThaxcoCymumKasniin Tpetiounz"

Ceeoenun o peaucmpayuu opeanusayuu: Mexcpaiionnas urcnexyus, Gedepanvroii narozogoil cayxctor No 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, kopnyc 4, smac 3, nom. XV, komnama I.
Teneghon:8(495)777-89-00.

B nuye: I'enepansuviii dupexmop Jy6anckuii Onez

Hosepennoe nuyo: Kysneyoe 4.4., dosepennocmsy 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, YTO

nexapemeennoe cpedcmao. Aeamuc, cnpeii nasanohvill dosuposannvii 27.5 mrz/dosa 120 dos, @naxont
MEMHO20 CMexna craboicennvie OO3UPYIOUUM PACTBIAAIOUUM yempaoticmeom (1), nauxu kapmonnvie, PY Ne
JICP-000477/10 om 28.01.2010 (dama samenw 30.11.2017) emdano 340 "ThaxcoCruumKusiin T petidunz",
cepus B82V, napmus 66685 ynaxosox, 20den do 31.08.2022, npouseodcmea Inakco Onepaiiuenc
Benuxobpumanus Jlumumed, Beruxobpumanus, Glaxo Operations UK Limited, Harmire Road, Barnard Castle,

Durham, DL12 8DT, United Kingdom, xod OKIIJ2 21.20.10.251, xod TH B3[T 3004320009, Quempubsiomop.
coanauene 6/n om 01.01.2013, uneoiic Ne 4205287719 om 18.09.2019

COOTBETCTBYET TPEBOBAHHUSIM

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

AEKJIAPAIIUSA NPHHSATA HA OCHOBAHUU

npomoxon ucneimanui Ne 6159w om 07.10.2019 HII 000 HI] "®APMOEOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuram POCC GB.OMOS.C50456 om 08.10.2019

JATA IPYHSATHSI JEKJTAPAIIMH 08.10.2019

SHCTBUTEJBHA J10 31.08.2022
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cnmbéim O PETUCTPAIIAU

OPI'AH ITO CEPTH®HKAIIAH, 3APETHCTPUPOBABIIHM JEKJIAPALTUIO

RA.RU.11®MO8 OPI'AH 110 CEPTHOHKALIHH HPONYKI[HH OBLJECTBO C OIPAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYXHOH LJEHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu. 115280, 2. Moexea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opeana no

cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeproea, 0. 4, sm. 5., men. H(495)788-02-88, aed-

caiim: oyxx.pe.
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AVAMYS NASAL SPRAY 0.05% 120SPRX1 RU-GSK
ABAMWC Cripeil HasanbHeIR foauposanHsifl 0,05% (27,5 mkr/poas) 120 pos

Material Description:
OnucaHue marepuana

Material Number: 1000000007 1848 Package size / type: 120 Dose Botlie
Homep matepuana: 10000000071848 Paamep / Tun ynakosiu 120 o3 Bo chnanad
Product Name: Avamys Strength: 27,5 ugldose
HaumenoBaHue Tosapa: ABAMWC Hoauposua: 27,5 mKr/noaa

Dosage Form:
Nexapcreexnan gopma:

Metered dose nasal spray
Cnpeil HasankHkI# A03UPOBaHHBIN

NCP-000477/10
NCP-000477/110

Marketing Authorisation Number:
Homep pervcTpayoHHOro YA0CTOBepeHus

Manufacturing Authorisation Number: MIA4
Homep paapeileHus Ha NPOUIBOACTBO MIA4
Manufacturer's GMP Certificate Number: GMP/IMP 4/3848
Homep GMP ceprudmiara npoussoaUTens: GMP/AMP 4/3848

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

Castle, Durham, DL12 8DT, United Kingdom

naxco Onepaiiers BenukoBpuranua Jlnmures,
BenvoGputanus

[nowjagka NpoN3BOACTEA, YNaKoBKW W KOHTPONA
Ka4yecrea:

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

Hacrosium noaTeepigaio, YTo WH(popMaUua, NpeacTasneHHas B 3TOM CepTuthuKaTe, ABNAETCA AOCTOBEPHON W
TOMHOW

| 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 Imperting
country. The batch processing, packaging and analysis records were reviewed and found to be in compliance with
GMP,

HacToswmm noaTEERHAalo, YTo BCE 3Tanki NPCOWIBOACTBE AAHHOW CEpUW rOTOBOrD NPOAYKTA, BKNIOHAA onepauui no
yRakoBKe/MapkUpOoBKE W KOHTPONb KaYecTBa, Ha BhILLEYNOMAHYTON NPOUSBOACTBEHHOR NNowagie Beinu nposeaeHsl
B rIONHOM COOTBETCTBUM ¢ TpeGoanuamy GMP Eaponefickoro cowaa, nokaneHsinu perynatopHiimu TpeGosaHnamm
1 TpeGoBanuamMK cneumrdikauuy PErMeTPaLMOHKHOrO YA0CTOBEPEHNA CTPaHbI HAadHaqYeHnA. 3anncy, OTHOGALLIMECA K
NPOW3BOACTEEHHOMY MPOLECSY, YNAKOBKE U TECTUPOBAHWIO cepuy, Bbinv NPoBepeHs! ¥ COOTBETCTAYIOT TPeBoBaHUAM
GMP.
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All Investigations, if any, pertaining to the batch (including deviation, planned changes and/for temperature deviations)
have been recorded and completed to a sufficient level to suppoert certification.

Bce paccnenoBatis, €N TAKOBbIE MMEIOTCH, OTHOCALUECA K cepuy (BrIoYan OTKIOHEHUA, 3aNNaHUpoBaHHEIS
M3MEHEHNA 1 / UMY TEMNEPaTypHsie OTKNOHERURA), bl 3aperncTpUpeBaHhl 1 3aBepLUeHbl 40 YPOBHA, AOCTATOYHOMQ
ANA NOATEEPNASHNS cepTHMIELK,

(*) 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 iabeiled number of doses) on a minimum of 10 bottles.

(*) OpwopoaHoCTs AoIupoBarun / OpHOpoaHOCTh  JocTasnfemet [odbl (BOMX) - kawmgoe onpeaeneHue
npeacTasnaeT coboll cpegHee Copepi@Hue dhnyTukasona ypoara Ha pacnbineHie B cocTaskom ofpasde us 2
pacneineHuii, BeINCAHWTE MOBTOPHbIE ONPEAEneHnA (Mcrionbays nepsble 2 pacnbiNeHns NOCNe MpOoKaHKa "
nocrieaHue 2 pacnbifieHns ykasaHHoro KonuyecTsa A0a) kak MuHUMYM Ha 10 drakoHax.

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: PoacTeenHbie NpUMech (BKMIONEA CUHTETUHECKME MpuUMecH) KOHTPONUpYioTCeA B cyGeTaHuuu
hNyTMIKA3CHA (hYpoaTa 1, CREAOBATENBHO, OTCYTCTEYIOT B cepTUchUKaTE Ha AaHHbIA NPORYKT,
APl name: Fluticasone furcate micronized

HaumeHoBaHWe GapMaLesTUHECKOR cyBeranumn, PnyTURazoHa hypoat MUKPOHUNPOBEHHBIN

AP| manufacturer: Glaxo Wellcome Manufacturing Ple, Ltd, Singapore
Mpouasogurent cyGeTaHumu: Mhakco Bannkom MaubiodaraypuHr [T, fivg, Cukranyp
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Lot/Batch: B82vV Date of Expiry: 31-08-2022
Jiot / Cepus: logex go:
Date of Manufacture: 20-08-201¢
[ara npoussoicTea:
mporting Country:  Russia
Crpaxa-umnoprep:  Pocows
Description Specification Results
MokasaTens Cneuunduraumna PeaynbTaTkl

Appearance (Visual) A predominantly off-white plastic case Complies

. with a light blue push-button and a fid
with a stopper. In the case an amber
glass bottle is placed, with a dosing
nebulizing device, filled with a white
uniform suspension.

Onucanvie (BrayanbHeii) MpeumyLLecTeeHHO NoYTH Genbii CooTReTCTBYET
nnacTukoBeli yTAAP C ronyBeim
HAXUMHBIM KTEnNasoM v Konnadkom ¢
orpaHuuuTenem. B dyTrap noMeLlen
hnakoH TEMHOTO CTEKNA ¢ A03NPYIoWUM
pacnLINAICILMM YCTPOVCTBOM,
32M0NHEHHbIA OAHOPOAHON cycneHaned
Genoro usera.

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.

MoanvHHOCTE (WUK-cnekTpomeTpus) WK-cnektp ucneityemaro obpaua CooTeeTcTBYeT
[lOMmKeH COOTBETCTBOBATE Wit-cnekrpy
craHpapTHoro ofpasua hnyTuiasoHa
hypoaTa unu Npunaraemony pUcyHIy
cnexrpa cranpapTHoro obpasua ; i
thryTvkasona (ypoara.
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Description Specification Rasults
[Moxaszavenb Crieyuthukauus Peaynbrartsl
Fluticascne 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
NoanuxHocTe (B3YKX) Bpems yAEpKUBaHUA OCHOBHOTO Nuka CooTBeTCTBYET
Ha XPOMATOrPaMMe CabITYEMOro
pacTeopa [OMHHO COQTBETCTBOBATE
BPEMEHN YASPKWBAHUR OCHOBHOFO NWKE
Ha Xpomarorpamme CTaHaapTHoOro
pacTeopa (nyTukasona (ypoara
pH From50to 7.0 6.0
pH Or50m070 6,0
Weight of bottie content (g) 95101064 10.0
Macca copepxumore ynakoeku (r) Or9.5001056r 10,0
Delivered Dose Uniformity of Fluticasone | 85% of results In the interval of 80 — 120 | 10
Furoate by HPLC- Uniformity of Delivered % of label claim (L.s20)
Dose (HPLC) (*) - L@ 85% coverage
OpHOpOAHOCTL AOSUPOBAHAR (B3WKX) - 85 % peaynbTaroB B wHTepsane 80- 10
OQHopoaHOCTb foctasnaemoi A3kl 120 % OT 3aRBMERHOTC COAEPHaHWA
(BOPKX) (*) - BepoaTHOCTE 85% {L=20)
Delivered Dose Uniformity of Fluticasone | 99% of results In the interval of 76 - 125 | 16
Furoate by HPLC- Uniformity of Delivered % of label claim (Ls26)
Dose (HPLC) (*) - L@ 99% coverage
ORHOPOAHOCTE JOIUPOBAHUA {(BAWX) - 99% pesyneTaToB B WHTEpRane 75—~ 1 16
OpHOPOAHOCTE AOCTABIAEMO A03bI 126 % OT 3anBNERHOTO COAEPXaHURA
(BIYKX) (*) - BeposHocTs 99% {Ls28)
Uniformity of Delivered Dose (HPLC) (%} - From 23.4 to 31.6 pg/dose (from 85 to 271
Mean content of fluticasone furoate in 116 % of label claim)
dose delivered from beginning of bottle
use.
OpHopoaHocTe fosuposatius (*) - Ot 23,4 o 31,6 mkr/aoaa (ot 85 po 115 | 27,1
cpeaHee coaepxanve nyTuiasoHa %, OT 338BMNERHOTO COAEPHAHWNSA)
tdhypoara 8 AoCTaBNAEMONR 030 B Havane
ycrionsaceanua nakoHa.
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Description Specification Results
nqnaaamnb Creundmraumn PeaynbTaThi .

Uniformity of Delivered Dose (HPLC) (*) - | From 23.4 to 31.6 pg/dose (from 85 to 28.9

Mean content of fluticascne furcate in 115 % of label claim)

dose delivered from end of bottle use.

OnHOPOAHOCT A03KpoBaHMsA () - O 23,4 o 31,6 mr/aoaa (ot 86 go 116 28,9

cpeaHee coaepiaHne qnyTukasona % OT 3aABMNEHHOI0 CoAEPIaHna)

hypoata B JOCTAB/IAEMO A03€,

[OCTABNSEMON B KOHLE UCMIONB30OBAHMA

dpnaKoHa.

Number of Doses =120 Complies

KonuuecTeo Ao3 2120 CoorseTcTBYET

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.

PopcTeesHbie npumeck (BOHX)

EAvHUMHOW HeupeHTUULUPOBaHHOR
npumecy — we Gonee 0,2%;

[laHHbI# nokasatens
mmpﬂnnpyerm Ha

Cymma npumeceil - He Gonee 1,5%. TeppuTopui Poccuiickoit
bepepayny,

Edetate disodium content ;HPLC) %LC From 75 to 110 % of nominal 100

[vHatpus aaeTat (Ba>l<$§) '% Ot 75 ao 110 % oT HoMUHanLHoro 100

Benzalkonium chioride content %LC From 75 to 110 % of nominal 100

Benaanxkonua xnopng % Ot 75 go 110 % oT HoMUHANLHOro 100

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

KonudecTeeHHoE onpeaenesne (BOWX) Ot 95 no 105 % ot 3aAeneHHoro 99

% coflepranus

Total viable aerobic count cfulg <=200 cfulg <3.3

O6uwee yucno aapoﬁnﬁx Gakrepuit KOE/r | <=200 KOEr <33

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

OBwee KenusecTso rpubos u nneceHit <=20 KOE/r <3,3

KOE/r

Ps. Aeruginosa Absent Complies

Otcyrereue Ps. Aeruginosa OtcyTcTayeT CooraeTcrayer

S, aureus Absent Complies

OreyreTaue S, aureus OvcyreTyer CooTBeTcTaw»’i“ ey,
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Qualified Person

YNONHOMOHEHHO® NLO
Slgnature T
Moanucs b
Name e

a e
Unst pa (L(c:?/

A\

Date -
Pata n Eg? 2419
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