JAEKJIAPAITAS O COOTBETCTBUH

JEKJIAPAHT, IPHHUMAIOIHAN JEKJIAPAIIMIO O COOTBETCTBUH
AQ "ThakcoCymumKnaiin Tpeiiouna"

3apezucmpuposano : Meoicpaiionnan uncnexyus MHC Poccuu Ne 39 no 2. Mockee OI'PH 1027739011486 om
24.07.2002

Adpec: 125167, 2. Mocxea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, amaoic 3, nom. XV, komnama 1.
Tenecpon:8(495)777-89-00.

B nuye: I'enepanvruiii Oupexmop Buwruykuti J].A.

Hosepennoe nuyo: Kysneyos A.A., dosepennocmo 60-13.09.2018 om 13.09.2018 <.

3ASIBJISIET, UTO

nexapcmeennoe cpedcmeo: Peneap Snnunma, nopowiok ons unzanayuti 0ozuposannuiii 22 mxz + 184 mxe/oo3a
30 903, unzanamopu (1), nauku kapmounwvie, PY Ne JIIT-002451 om 06.05.2014 (dama 3amenwvt 07.11.2017)
ev10ano 340 "ThaxcoCmumKnaiin Tpeiiounz”, cepus R855063, napmus 28008 ynarosox, 200en do 11.06.2020,
npouzgodcmaa haxco Onepatiuenc Benurxobpumanua Jlumumed, Beauvobpumanus, Glaxo Operations UK
Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, United Kingdom, koo OKIT/[2 21.20.10.254, koo TH
B3] 3004320009, J{ucmpubsiomop. coznautenue 6/n om 01.01.2013, unsoiic Ne 4205166115 om 06.09.2018

COOTBETCTBYET TPEBOBAHHSIM
JITT-002451-120517 usm.Nel

JEKJIAPAITUSI TIPUHSITA HA OCHOBAHUHA
npomoxon ucnuimanuti Ne 6082 m om 05.10.2018 HII 000 HI] "PAPMOFOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC GB.®@MO8.C24534 om 08.10.2018

JATA HPHHHTHSI JAEKJIAPAIIUM 08.10.2018
CIAPATY 2020

Kyzneuos A A,
O.N.0

(nonn%

CBEI[EH]!IH O PETHCTPALIUH

OPI'AH IO CEPTH®HUKAIMH, 3APETUCTPUPOBABIIHI JTEK/JIAPAIIAIO

RA.RU.11®MO08 OPTAH 110 CEPTH®HKALJHH ITPOAYKLHH OFL[ECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mocxkea, yn. Macmepxoea, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opod Mockaa, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim: oykK.pep.

J.[E!(JIAPAI.IHH O COOTBETCTBHHU 3APET'HCTPHPOBAHA N POCC RU /I-GB.®M08.A4.03329/18
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=7 GlaxoSmithKline

Certificate of Analysis

60000000003983 PENBAP 3ITAMNTA, nopowok ns uHzansayuli dosuposatHeil, 22 mia + 184
mMK2/doza 30 dos
RELVAR ELLIPTA 184/22MCG 1X30D

MonyyeHHbie pesynsTaTel COOTBETCTBYIOT OA0OPEHHON CreumpukaLiug.
The results obtained show compliance with the approved specification.

Homep napTuun RB855063

Batch Number R855063

[arta npoussoacTea 12-06-2018

Date of Manufacture 12-06-2018

Cpok rogHocTH 11-06-2020

Date of Expiry 11-06-2020

MNokasaTenu Cneundrraums PeaynbraThl
Description Specification Results
OnucaHue MnacTukosbii uHransTop ¢ kopnycom CoorsertcTayeT

cBeTno-ceporo userta, Gnegxo-
ronyGoN KpeILUKOW MyHALUTYKE W
CUETYUMKOM 103, YNAKoBaHHbIA B
KOHTENHEP W3 honbry, coaepXallui
nakeTuk ¢ ocywurenem. KoHTenHep
3aneqaraH Nerko OTKpLIBaoLLEncs
KpoIWKO#. WHranaTop coaepxur asa
CTPUNA, KaXAbIA CTPUN COCTOWT W3
30 pasHomMepHO pacnpefeneHHbIX
AYEEeK, KBNAAs U3 KOTOPLIX COAEPIUT
nopowox Benoro yseta
A plastic inhaler with a light grey
Description bady, 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.

MognuHHOCTL (hnyTukasoHa dypoarta Y- B cooTBeTcTBUM C 3TANOHOM CooTtsercTByer
cnekTpodoTOMeTpHA
ID of Fluticasone Furoate by UV Spectrophotometry Concordant with reference Complies
MoanurHOCTL BUNanTepona BOMX CooTBETCTBYET TECTY CootseTcTBYyET
ID of Vilanterol by HPLC Complies with test Complies
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Certificate of Analysis

Homep napTuum

Batch Number R855063

MNoanvHHOCTL hnyTukazaHa ypoata BAXKX
ID of Fluticasone Furoate by HPLC

MoanuHHOCTL BUNaHTepona BAMX
1D of Vilanterol by HPLC

KonuuecteeHtoe onpenenedue thnytukasoda dypoarta
BIKX
Mean Fluticasone Furoate Content by HPLC

KonwuecteeHHoe onpeaenerue sunantepona B3MX
Mean Vilanterol Content by HPLC

QAHOpPOAHOCTE AOCTaBNAEMON 036! hnyTWaaoHa
(ypoata BOXKX

Fluticasone Furoate Uniformity of Emitted Dose by
HPLC

OAHOPOLHOCTL AOCTABNREMO 103kl BUNaHTepona
BIXX

Vilanterol Uniformity of Emilted Dose by HPLC

Macca TOHKOANCNEPCHLIX YacTuy — hnyTukasoxa
chypoat(1) (CtyneHu 3, 4 n 5)

Fine Particle Mass - Fluticasone Furoale (1) (Sum of
stages 3, 4 and 5)

Macca ToHKoAWCNEPCHbIX YacTul — (nyTUKasoHa
cypoar (2) (Ctynenn 3, 4 n 5)

Fine Particle Mass - Fluticasone Furoate (2) (Sum of
stages 3, 4 and 5)

Macca ToHKOAMCNePCHbIX YacTuL — dhnyTKa3oHa
dypoar (3) (Ctynexn 3, 4 n 5)

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

Macca TOHKOAWCNEPCHBIX YacTuy — hnyTruKasoHa
dypoat (4) (Ctynenu 3, 4 n 5)

Fine Farticle Mass - Fluticasone Furoate (4) (Sum of
stages 3, 4 and 5)

Macca TOHKOAWCNEPCHBLIX YacTul — Bunadtepon (1)
(Ctynenu 3, 4 v 5)

Fine Particle Mass - Vilanterol (1) (Sum of stages 3, 4
and 5)

Macca TOHKOAMCNEPCHbIX YacTuu — BunadTepon (2)
(Ctynenu 3, 4 n 5)

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

Macca TOHKOAKCNEPCHbIX YacTul — BunanTepon (3)
(Ctynenu 3, 4 v 5)

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

Macca TOHKOAMCNEPCHbIX YacTuL — BUNaHTepon (4)
(Ctynenu 3,4 nb)

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

Cenlificate Praduced 06/09/2018

CoOTBETCTBYET TECTY
Complies with test

CoOTBETCTBYET TECTY
Complies with test

190 — 210 Mkr/nosa
190 - 210 pg/blister

23,76 - 26,25 mkr/po3a

23.75 — 26.25 pg/blister

CoOoTBETCTBYET TECTy
Complies with test
CooteeTcTBYeT TECTY
Complies with test

33 - B2 mKr/posa

33 - 52 {ug/inhalation)

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

33 - 52 MKr/gosa
33 - 52 (ug/inhalation)

33 - 52 mkr/gosa
33 - 52 {ug/inhalation)

6 - 9 mkr/poaa
6 — 9 (ug /Ainhalation)
6 — 9 mKr/posa
6 - 9 (ug /Ainhalation)

6 — 9 mkr/gosa
6 — 9 (ug /Ainhalation)

6 — 9 mrr/gosa
6 - 9 (ug /Ainhalation)
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Certificate of Analysis

Homep naprum R855063
Batch Number R855063

MukpoBuonorvyeckan yuerora — nyTukasoHa
hypoar:

Microbiological Quality — Fluticasone Furoate:
OBwwee yvcno aszpobHbix MUKPOOPraHU3amoB
Total Aerobic Microbial Count

QOBLyee yucno ApOXOKEBbIX U NNecHesbX rpubos
Total Yeast and Mould Count

YCTORYMBbIE K MENYu rpamoTpuuarenbHbie
Bakrepuu
Bile- tolerant Gram negative bacteria

Pseudomaonas aeruginosa
Pseudomonas aeruginosa

Staphylococcus aureus
Staphylococcus aureus

Jukpobuonornyeckas YMCToTa — BUNaHTepon:
Microbiological Quality - Vilanterol:

Obuwee Yucno aapobHeIX MUKPOOPraHU3Mos
Total Aerobic Microbial Count

OBujee Yucno ApoXcKeBbIX U NNecHeBbIX rpubos
Total Yeast and Mould Count

YeToRuuBbIe K XENUM rpamoTpulaTenbHbie
Bakrepuu
Bile- tolerant Gram negative bacteria

Pseudomonas aeruginosa
Pseudomonas aeruginosa

Staphylococcus aureus
Staphylococcus aureus
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Certificate of Analysis

i

> GlaxoSmithKline

Homep napTtun
Batch Number

focTaska / No3auyua
Delivery / Item
3akas/lo3anuus
Order / Item

CrpaHa

Country

R855063 Moanuck
R855063 Signature

14789581 900001
14789581 900001
58312346 000010
58312346 000010
POCCUA
RUSSIA
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