JAEKJIAPAIIAST O COOTBETCTBHUA

JEKJAPAHT, IPHHUMATOIIUHN JEKJTAPAIIMIO O COOTBETCTBUH

AO "ThaxcoCmumKnsaiin Tpetiounz"

3apeaucmpuposano : Mespaiionnas uncrnexyus @edepanvroii Hanro20601 cayscéul Ne 46 no 2. Mockee OI'PH
1027739011486 om 24.07.2002

Adpec: 125167, 2. Mockea, Jlenunepadckuii npocnexm, 0. 374, kopnyc 4, smac 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: I'enepanenwiii oupexmop Buwnuyxuii JI.A.

Hoeepennoe nuyo: Kysneyoe A.A., dosepernocms 60-13.09.2018 om 13.09.2018 2.

3AABIISET, UTO

nexapemeennoe cpeocmeo: Peneap Dnnunma, nopouiok 0ns unzanayuii Oosuposanusiii 22 mxz + 92 mra/doza 30
003, unzanamopei (1), nayku kapmounwie, PY Ne JII-002451 om 06.05.2014 (0ama 3amens: 07.11.2017) svidano
340 "ThaxcoCvumKnsiin Tpetiounz", cepus R855004, napmus 35544 ynaxosox, 20den do 20.05.2020,
npouszeodcmea Iaxco Onepaiiuwenc Benuxobpumanun JTumumed, Beruxobpumanus, Glaxo Operations UK
Limited, Priory Street, Ware, Hertfordshire, SG12 0DJ, United Kingdom, koo OKII/]2 21.20.10.254, koo TH
B3] 3004320009, Jucmpubvlomop. coznawenue 6/1 om 01.01.2013, uneotic Ne 4205168765 om 07.09.2018

COOTBETCTBYET TPEBOBAHHSIM
J1-002451-120517 uzm.Nel

JEKJIAPAIIUASI IPHHSITA HA OCHOBAHHU
npomoxon ucneimanuii Ne 6233 m om 11.10.2018 HIT OO0 HI] "OAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuram POCC GB,®M0O8.C24992 om 12.10.2018

JATA IPHHSATAS NEKJIAPAIIAH 16.10.2018
I[,Ef{JIAPAI{Hﬁ gpﬂCTBHTEJIbHA 1O 20.45.2020

/ Kysnenos A A.

( no,nnﬁb d.1.0

T cBE):\[EHh;I O PETUCTPAIINI

OPI'AH 10 CEPTH®HKAIIHH, 3SAPETHCTPUPOBABIIIUHT JAEKJAPAITMIO

RA.RU.11®M08 OPI'AH ITO CEPTHOHKALIHH ITPONYKIIHH OBIECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPV)KHOH I[EHTP KOHTPOJIA KAYECTBA",

aodpec opzanusayuw. 115280, 2. Mockea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurxayuu: 115280, POCCHA, 2opoo Mockea, yn. Macmepioea, 0. 4, am. 5., men.:(495)788-02-88, geb-
caiim: oykk.pg.

NEHTyHOR
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Certificate of Analysis

~ GlaxoSmithKline

60000000003984 PENBAP 3IITANTA, nopowox 0ns uHaanayud dosupogantbit, 22 mke + 92

mia/0oza 30 dos
RELVAR ELLIPTA 32/22MCG 1X300

MornyyeHHbIe peaynsTaThl COOTBETCTBYIOT ofoBpeHHo cneurpukauni.
The results obtained show compliance with the approved specification.

Cerlificate Produced 07/09/2018
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Homep naptum R855004
Batch Number R855004
Hata npouasoacTea 21-05-2018
Date of Manufacture 21-05-2018
CpoK rogHoOCTH 20-05-2020
Date of Expiry 20-05-2020
MokazaTtenu Cneundnkauuna PesynbTaThl
Description Specification Results
Onucarue MnacTukosblit MHrANATOP ¢ Kopnycom  CoorseTcTeyeT
ceeTno-ceporo usera, bnegro-
ronyBoi KpoILLKON MYHALUTYKE ¥
CHETHWKOM 03, YNakosaHHbIN B
KOHTEWHEP U3 honbri, coaepxaliui
nakeTyk ¢ ocywutenem. KOHTeRHep
3aneqarad Nerko oTKpbIBAIOWENCs
KpbilWwkoh. ViHranaTop CoaAemyuT ABa
CTPANA, Kaxablh CTPYn COCTOUT U3
30 paBHOMEPHO pacnpefeneHHbIX
AYEeK, KDKAAA U3 KOTOPbLIX COARMKUT
nopowsck 6enoro useta
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.
MoanuHHocTb dnyTukasoHa dypoara Ye- B cOQTBETCTBUM C TANOHOM CooTseTcTBYET
cnekTpodoToMeTpus
1D of Fluticasone Furoate by UV Spectrophotometry Concordant with reference Complies
MoanvHHOCTb BMAaHTepona BAMX CooteetcTayer Tecty CootseTcTBYET
iD of Vilanterol by HPLC Complies with test Complies




‘Certificate of Analysis

Homep naprun R855004
Batch Number R855004

MoanuHHocTs hriyTukasoHa dypoata BOMX
1D of Fluticasone Furoate by HPLC

MoanuHHoCTs BUnaHTepona BOXMX
ID of Vilanterol by HPLC

KonudecTseHHoe onpeaenexne dnyTukasona ypoata
B3IXX
Mean Fluticasone Furoate Content by HPLC

KonvdecTserHoe onpeaenexue snnanTepona BEMX
Mean Vilanterol Content by HPLC

OnHOPOAHOCTh ACCTABNAEMON A03bI (hyTHa3oHa
thypoata BIHKX

Fluticasone Furoate Uniformity of Emitted Dose by
HPLC

OAHOPOAHOCTL AOCTABNAEMON A03bl BUNGHTEPONA
BOXX

Vilanterol Uniformity of Emitted Dose by HPLC

Macca TOHKOAWCNEPCHBIX YacTul — (PnyTukasoHa
dypoart(1) (Ctynenn 3, 4 v 5)

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

Macca TOHKOAUCNEPCHBIX YacTuy — (payTnkasoHa
typoart (2) {Crynenn 3, 4 v 5)

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

Macca TOHKOAWGNEPCHBIX HacTuL — pnyTnKaaoHa
thypoar (3) (Ctynenu 3, 4 1 5)

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

Macca TOHKQAWCNEPCHbIX YacTuy — nyTikasoHa
¢ypoar (4) (Ctynenn 3, 4 v 5)

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

Macca TOHKOANCNEPCHBIX YacTuL — sunaxTepon (1)
{CTyneu 3, 4 u 5)

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

Macca TOHKOAACNEPCHBIX YacTuL, ~ BunawnTepon (2)
(Ctynenu 3,4 v 5)

Eine Particle Mass - Vilanterol (2) (Sum of slages 3, 4
and 5)

Certificate Produced 07/09/2018

CooTBeTCTBYET TECTY
Complies with test

CooTteeTcTBYET TECTY
Complies with test

95 — 105 mrrinosa
95 — 105 pg/blister

23,75 - 26,25 mkr/gosa
23.75 - 26.25 pg/blister

CoOoTBETCTBYET TECTY
Complies with test
CoQTBETCTBYET TECTY
Complies with test

17 - 26 mkr/go3a

17 - 26 (ug/inhalation)
17 - 26 mKkrigosa

17 - 26 (ug/inhalation)
17 - 26 mKkrinosa

17 - 26 (ygﬁni;a!affon)
17 - 26 mrr/fo3a

17 - 26 (ug/inhalation)
6 — 9 mkr/no3a

6 — 9 (ug /inhalation)
6 — 9 mxr/gosa

6 — 9 (ug Ainhalation)
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CooTseTCTBYET
Complies

CooTBeTCTBYET
Complies

99
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CooTteeTcTayer
Complies
CootBeTCTBYET
Complies
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Homep naprun R855004

Batch Number R855004

Macca ToHKkoAWCnepCHbIX “acTul — BunanTepon (3)
(Ctynenu 3, 4 u 5)

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

Macca ToHKoaucnepeHsIX YacTuy — sunaxtepon (4)
(Ctyneun 3, 4 u 5)

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

MukpoBuonoruieckan YucToTa — (PNYTUKA3OHS
thypoar:

Microbiological Quality — Fluticasone Furoate:
O6wee 4yncno aspobHbIX MUKPOOPraH\3mMoB
Total Aerobic Microbial Count

Obuiee YACNO APOHOKEBLIX U NNecHeBbIX rpubos
Total Yeast and Mould Count

YCTOWYMBLIE K MENYM rpaMoTpuLiarensHbie
Baxkrepun
Bile- tolerant Gram negative bacteria

Pseudomonas aeruginosa
Pseudomonas aeruginosa

Staphylococcus aureus
Staphylococcus aureus

MuxkpoBuonoriyeckan Y1ucToTa — BUNaHTepon:
Microbiological Quality - Vilanterol:

Obuwee 4ueno azpobHbIX MUKPOOPraHWsmMoB
Total Aerobic Microbial Count

Obuee 41cno 4poxoKesbiX 1 nnecHessix rpubos
Total Yeast and Mould Count

YcToiuuesie K Xenyu rpamoTpuLiaTensHble
BakTepun
Bile- tolerant Gram negative bacteria

Pseudomonas aeruginosa
Pseudomonas aeruginosa

Staphylococcus aureus
Staphylacoccus aureus

Certificate Praduced 07/09/2018

6 — 9 MKr/noaa

6 — 9 (ug /Ainhalation)

6 — 9 mkr/nosa

6 — 9 (ug /inhalation)

<=102 KOE/r
<=107 cfu/g

<=10"' KOE/r
<=10" cfulg

Orcytcreyere 1r
Absentin 1g

Otcyterayets 1 r
Absentin 1g

OtcyTcTeyers 11
Absentin1g

<=102 KOE/r
<=10°% cfulg

<=10" KOE/r
<=10" cfulg

OtcytcteyerB 11
Absentin1g

OrcytcreyerB 11
Absentin 1g

OtcyrctByeTB 11
Absentin1¢
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0

OrteyrerayeT
Absent

OrcytcrayeT
Absent

OteyTereyeT
Absent

0
0

0
0

Orcyrcrayer
Absent

OteyteteyeT
Absent

OrtcyrereyeT
Absent
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Homep naptun
Batch Number

Hoctaexa / MNo3anuuna
Delivery / item
3akaz/No3uuusa
Order/ Item

Crpana

Country

R855004
RB55004

14789647 900001
14789647 900001
58312850 000010
58312850 000010
POCCUA
RUSSIA
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