JEKJIAPAIIASA O COOTBETCTBHHA

JEKJAPAHT, TIPUHUMAIOM{HI JEKJIAPAIIHIO O COOTBETCTBUH

AQ "TaarcoCmumKnniin Tpetioun2"

Ceedenus o pezucmpayuu opzanuzayuu: Meacpationnan uncnexyun Pedepanvroii Kanozoeoi caydichvi N 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec; 125167, 2. Mockea, Jlenunzpadckui npocnekm, 0. 374, kopnyc 4, amaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuviti oupexmop [lybancxuii Onez

Joeepennoe nuyo: Kysneyos A.A., doeepennocmy 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

nexapcmeenHoe cpedcmgo. Peneap Daaunma, nopowiok ons uneanayuti dosuposanusiii 22 mxz + 184 mxe/dosa
30 003, unzanamopei (1), nauku xapmonnvie, PY Ne JII1-002451 om 06.05.2014 (dama 3amens 07.11.2017)
gvidano 340 "ThaxcoCmumKnsiin Tpeiiounz", cepua R867917, napmun 22368 ynaxoeok, 20den oo 12.11.2020,
npouseodcmea Inaxco Onepaiiuenc Benuxobpumarnus Jumumed, Besuxobpumanus, Glaxo Operations UK
Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, United Kingdom, xod OKII[]2 21.20.10.254, ko0 TH
B3JT 3004320009, Jucmpubsiomop. coanawenue 6/u om 01.01.2013, unsoiic No 4205258685 om 22.03.2019

COOTBETCTBYET TPEBOBAHHAM
JI1-002451-120517 usm. Ne 1-2

JEKJIAPALLHS ITPHHATA HA OCHOBAHHH
npomoxon ucnsimanuii Ne 2110m om 18.04.2019 HIT OO0 HI] "®PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmucpuxam POCC GB.®M08.C38572 om 18.04.2019

,EiATA H 111 KTH}I JEKJIAPAITUH 19.04.2019

%/ Kyznenos A.A.

(no% ®.U.0

= M CBEﬁfﬁm O PETACTPAIIAN

OPTAH IO CEPTUOHKAIIUM, 3APETHCTPHPOBABIIWN JEKJIAPAITHIO

RA.RU.11®MO8 OPTAH ITO CEPTH®HKALIMH IIPOJVKIHH OFLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)XHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mocksa, yr. Macmepxoea, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, yn. Macmepxosa, 0. 4, am. 5., men. :(495)788-02-88, geb-
caiim: oykx.pe.

,IEEKJIAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-GB.®M08.4.22076/19

1] AIIHH 19.04.2019

@9 Tlunenxo M.B.
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GlaxoSmithKline
Glaxa Wellcome Cperations

Certificate Of AnaiYSiS Priory Street
Hertforihire
$G120D)

T+44 1920462 993

www.gsk.com
0000000003983 PETBAP 3/INMWITA, nopowok 0na ukzanayul doauposanHsill, 22 Mxz + 184
mra/0osza 30 doa
RELVAR ELLIPTA 184/22MCG 1X300
MonyyeHHbIe pe3ynbTaThl COOTBETCTBYIOT OACBPERHO| CneunpuKaLmg.
The results obtained show compliance with the approved specification.
Homep naptuu R867917
Batch Number R867917
fara npouasopgcTsea 13-11-2018
Date of Manufacture 13-11-2018
Cpok rogHoCTH 12-11-2020
Date of Expiry 12-11-2020
MoxaaaTenu Crneunduxanmnn Peaynerathl
Description Specification Resulfts
Onucanne Mnacrvkosblid wHransTop c kopnycom  CooTeeTcTeyer

cBeTno-ceporo ugera, bnegHo-
ronyGoN KPbILLKOR MYHAIITYKE W
CYETYUKOM [03, YNaKoBaHHbI# B
KOHTERHEP 13 (honsry, cogepKatlni
nakeTuk ¢ ocyluutenem. KoHTeiHep
Janeyaran Nerko OTRpLIBaIoLEeRcs
KpbliLikow. MHranaTop cogepxnT aga
CTPUN3, KaXOkIA CTPUN COCTOWT 13
30 paBHOMEPHO pacnpefeneHHbix
RUEEK, KEKASA M3 KOTOPbLIX COASPMNT
nopowox Genoro Ugera
A plastic inhaler with a light grey

Description body, a pale blue mouthpiece cover Complies

and a dose counter, packed in a foil
tray which contains a desiccant
packet. The tray is sealed with a
peelable lid. The inhaler contains
two strips of 30 regularly distributed
blisters, each containing a white

powder.
MoanuHHOCTL hnyTrikasoHa dypoata Yo- B cooTBETCTBUY C 3TaN0OHOM CooTBeTCTEYET
cnekTpodoToMETPUA
1D of Fluticasone Furoate by UV Spectrophotometry Concordant with reference Complies
NoanusHoCTL BunaxTepona BAMX CooTeeTCTBYET TECTY CoorseTcTayeT
ID of Vilanterol by HFLC Complies with test Complies
G’Pﬂ%ﬂce“nwamtiws
& Ty noenn of
Gtasn Opaestinns DX Limiini
Regiatered in England & Wales
Certificate Preduced 22/03/2019 ) ek TH1ES L
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Certificate of Analysis

Homep naptuw R867917

Batch Number R867917

MoanuHHocTs hnyTukasoxa dypoata BIMX
1D of Fluticasone Furcate by HPLC

MoanuHHocTs Bunautepona BAMX
1D of Vilanterof by HPLC

KonndyecTeexHoe onpeaenenye dnytukasora gypoara
BIKX

Mean Fluticasone Furoate Content by HPLC
Konuuectsexroe onpeaenexue sunaxTepona B3XX
Mean Vilanterol Content by HPLC

OfHOPOAHCCTL AOCTaBNAEMON A03bI DNYTUA30HE
thypoata BKX

Fluticasone Furoate Uniformity of Emilted Dose by
HPLC

OAHOPOAHOCTL ACCTABNAEMOR 4036l BUNEHTEPONA
BIHKX

Vilanterol Uniformity of Emitted Dose by HPLC

Macca TOHKOAUCNERCHbIX YacTHL — NyTuKasoHa
thypoar({1) (CryneHn 3, 4 u 5)

Fine Particle Mass - Fiuticasone Furoate (1) (Sum of
stages 3, 4 and §)

Macca TOHKOAUCNERCHBIX YacTuLl — NyTUKasoHa
dypoar (2) (Ctyneuu 3, 4 u 5)

Fine Particle Mass - Fluticasone Furoate (2) (Sum of
stages 3, 4 and §)

Macca TOHKOAMCNEPCHEIX YacTuy ~ (hnyTukascHa
thypoar (3) (Crynenn 3, 4 v §)

Fine Particle Mass - Fluticasone Furoate (3} {Sum of
stages 3, 4 and §)

Macca TasKOANCNEPCHBIX YacTul — hnyTukasoxa
thypoar (4) (Ctynesu 3, 4 v 5)

Fine Parlicle Mass - Fluticascne Furoate (4) (Sym of
stages 3, 4 and 5)

Macca ToHKOgUCNepCHBIX YacTul, — aunaxHTepon (1)
{Crynenn 3, 4 u §)

Fine Particle Mass - Vilanterol (1) (Sum of stages 3, 4
and §)

Macca TOHKOANCNEPCHBIX YacTuL ~ BunanTepon (2)
{Ctynenu 3, 4 u §)

Fine Farticle Mass - Vilanterol (2) (Sum of stages 3, 4
and 5)

Macca ToHKoANCnePCHBIX YacTul — sunanTepon (3)
{Ctynenn 3,4 u 5) '
Fine Particle Mass - Vilanterol (3) (Sum of stages 3, 4
and 5}

Macca ToHKOAUCNepCHBIX YacTul — BunanTepon (4)
(Crynexu 3,4 u5)

Fine Particle Mass - Vilanterol (4) (Sum of stages 3, 4
and 5)

Certificate Produced 22/03/2019

CooreercTayeT Tecry
Complies with test

COOTBETCTBYET TECTY
Complies with test

180 - 210 mxr/po3a
180 ~ 210 pg/blister
23,75 - 26,25 mur/nosa
23.75 — 26.25 pg/blister
CooTBeTCTBYET TECTY
Complies with test
CooTseTcTBYeT TECTY
Complies with test

33 - 52 mxriposa

33 - 52 (ugfinhalation)
33 - 52 mxr/posa

33 - 52 {ugfinhalation)
33 - 52 mxr/posa

33 - 52 (ug/inhalation)
33 - 52 mxr/posa

33 - 52 (ugfinhalation)
6 — 9 mkr/go3a

6 — 9 (ug finhalation)}
68 — 9 MKr/goaa

6 - 9 (ug /inhalation)
6 ~ 9 mxrigoza

6 - 9 (pg finhalation)
6 — 9 mir/nosa

6 - 8 (ug Anhalation)
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Certificate of Analysis

Homep napTumn
Batch Number

MukpoBianorieckas YucToTa — hnyTHkasoHa
dypoar:

Microbiological Quality — Fluticasone Furoate:
Qfuwee uncno aspobHeix MUKPOORraHu3Mos
Total Aerobic Microbial Count

OBLee YUCNO APONOKEBLIX W NNECHEBLIX rpudos
Total Yeast and Mould Count

YCTOWUMBLIS K HEMHU rpamMoTpuuarensHsie
Gaxrepuw
Bile- tolerant Gram negative bacteria

Pseudomonas aeruginosa
Pseudomonas aeruginosa

Staphylococcus aureus
Staphylococcus aureus

MutkpoBUONOruecKan YNCToTa — BUNAHTEPO:
Microbiological Quality - Vilanterol:
Obies Yrcno asapobHbix MUKPOORraHUamMoe
Total Aerobic Microbial Count

OBiiiee HUCro APONOKEBLIX U NNECHEBLIX rpruGoB
Total Yeast and Mould Count

YCTORUUBLIE K MENUK rpamoTpuljarensHsie
BGaxkrepun
Bile- tolerant Gram negative bacteria

Pseudomonas aeruginosa
Pssudomonas aeruginosa

Staphylococcus aureus
Staphylococcus aureus

Certificate Praduced 22/03/2019
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Homep napTun R867917 Mognuce
Batch Number R867917 Signature
i
Oocraska [ Mosuuus 14791406 900001 e
Delivery / item 14791406 900001 YNONHOMOMEHHOS NULIO
3akas/Mo3uuua 58317168 000010 Qualified Person
Order/ Item 58317168 000010 Baa
Crpana POCCHA Ware
Country RUSSIA
ﬁfm&ﬂéﬂﬁwavwm
e Dperations UK Limited
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