JEKJAPAIIASA O COOTBETCTBUHA

JEKJIAPAHT, MIPHHUMAFOIIWA TEKJIAPAIIMIO O COOTBETCTBHMI
AO "ThaxcoCmumKaaiin Tpetiounz"
Ceedenusn o peeucmpayuu opeanuzayuu: Meicpationnan uncnexyus Pedepansnoii Haroz060t cayacte No 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.
Aodpec: 125167, 2. Mocxsa, Jlenunzpadckuti npocnexm, 0. 374, xopnye 4, smaxe 3, nom. XV, xomnama 1.
Teneghon:8(495)777-89-00.
B nuye: Fenepanvusiii dupexmop Jybancrkuii One2
Hoeaepennoe nuyo: Kysneyos A.A., dosepennocme 18-09.08.2019 om 09.08.2019 .
3ASIBJSIET, UTO
nexapemeentoe cpedemso. Pauxcomud, azpo3ons Ons urzanayuli dozuposantvii 50 mxe/doza 120 dos,
UHZAIAMOPSL, OCHAWCHHbIE BOIUPYIOWUM YCMPOUCMEOM ¢ 3aujumnsim koanayxkom (1), nauxu xapmonnwvie, PY
Ne [T N0O15734/01 om 18.05.2009 (dama 3amener 18.02.2019) evidano AO "IhaxcoCuumKnsziin Tpetidunz",
cepus HV5G, napmus 18647 ynaxosox, 200en do 07.08.2021, npouseoocmsa naxco Banaxom C.A., Henanus,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, koo OKIT2

21.20.10.254, koo TH B3] 3004320009, Quempubviomop. coznautenue 6/w om 01.01.2013, unsoiic Ne
4205290693 om 07.10.2019

COOTBETCTBYET TPEEOBAHWSIM
I N0O15734/01-281117 uzm. Ne 1-2

JEKJAPALINA IIPUHSITA HA OCHOBAHHH
npomoxon ucnuimaruti Ne 6907yn om 29.10.2019 HIT OO0 HL] "CAPMOFEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21 D40, Cepmugpuxam POCC ES. OMO8.C52609 om 30.10.2019

JATA HPHHHTH}'I JEKJIAPAIIHM 01.11.2019
it U NEHCTBUTEBHA ,I{O 07,08.2021

/ // Kyanenos A.A.
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CBE);[EimH O PETUCTPALIANA

OPI'AH 110 CEPTH®HKALIUH, 3APETUCTPHPOBABIIHI JEKJIAPALTHIO

RA.RU.11®OM0O8 OPIAH ITO CEPTHOHKALIHH ITPOAVKI[HH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH [JEHTP KOHTPOJIA KAYECTBA",

aopec opeanuzayuu: 115280, 2. Mockea, yr. Macmepxoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
catim: oyxx.peh.

IIEKJIAPAIIHH O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU J-ES.®M08.A.42475/19
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CERTIFICATE OF ANALYSIS

CEPTU®UKAT AHAJIVISA Glaxo Wollcome, SA,
Aucla, Extremadira, 3
Flixotide Inhaler 50 ual 120 doses 09400 ARANDA DEZ DUERG
Flixotide Inhaier oU Hgl 1£U GOSEsS 5 o Burgos - ESPANASPAIM
DrukcoTna® a3po3onk ANA UHTANSLMA SOIMPOBANHLIA B0 Mkrfnoza
Foadd 947 B2 96 00

e gnk com

PRESENTATION: finished pack
Bug NpoayKTa: rotoBbid NPoAyKT (noTpebutenbokan ynakoska)

Supplier Code: 60000000002616

Parameters controlled on the Russian Federation territory and not performed by Aranda
(Glaxo Wellcome,S.A) / Cnegyiouive napaMeTpbl KOHTPONUPYIOTCS Ha Tepputopun

Poccuiickoin Pefepaunn u He NpoeoAATCeA Ha nnowagke «nakco Barsikom C.A.»:

Parameter

TlokazaTean

Number of Doses in the Inhaler

KonnyecTno 103 B HHramaTope

Related Impurities

IlocTopouHue HpHMecH

Microbial Limit Tests

MiKpoGHOIOTHMecKas YHCTOTa

Packaging Y naxkozxa
Labelling Mapknaponka i
Batch N°: HVEG
Cepusa Ne:
Date of Manufacture: 08-08-2019
Nara uar.:
Expiry date (24 months):  07-08-2021

NopgeH po (24 mecnaua):

API: fluticasone propionate {micronised)

ADC: hnyTUKa3oHa NPONUOHAT (MUKPOHU3UPOBAHHLIA)

AP! manufacturer: Glaxo Wellcome Production, France

Mpouasoautens ADC: Makco Bannkom Mpopakwed, $paHums

WA

785
5
£
/e

TEST RELEASE SPECIFICATIONS RESULTS
TECT CNEUMDHIKALIMA PE3YINBETAT
Metal can with concave base fitted with a
metering valve
DESCRIPTION MeTannu4eckuid MHransaTop ¢ BOrHYThIM
OCHOBAHWEM 1 C 4O3NPYIOLLAM
YCTPOVCTBOM, CHabEHHBIA MYHALLTYKCM. Complies
MoBepxHOCTL UHranATopa W KnanaH He
LOMiHB! UMETL BUAKUMBbIX fedelTos.
OMUCAHWE CoAepMMOe MHIansTopa NpeacTasnaeT
coBoit cycneHauio oT Benoro 4o NeYTH
Benoro ugeTa.
Hesgalee Mercant! de Bugos,
] 73, Lime 264, Folio 143
s 8 - Hop BH-084 1

Supplier Code: 60000000002616
Batch: HV5G
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Glaxo Welleome, 5.A,
Avdn Extramndura, 3
QD400 ARANDA DE DUERO

Gugjos

- EBPANAGPAIN

Pl 947 52 W/ 00

P 947 52 08 a6

IDENTITY TEST BY IR
NOANMHHOCTb UK-CMEKTPOCKOMA

Complies with the test

B cooTtBeTCTBUM C TECTOM

Complies

IDENTITY TEST BY HPLC
NMOANMHHOCTbL BOXKX

Complies with the test

B cooTBETCTBUN C TECTOM

Complies

CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH THE
ACTUATOR, COMBINED BEGINNING
AND END OF USE (Mean content of
Fluticasone propionate per actuation)

KONWYECTBEHHOE  OMPEAENEHVE
OIIYTUKASOHA  MPOMUOHATA B
PACMBINAEMOW JO3E B HAYANE W B
KOHLE MCMNONb30OBAHWA
WHIFANATOPA (cpegHee copepkaHwe
hnyTUKazoHa NponuoHaTa B 4o3e)

396-484 ug
(90 - 110 % of ex-actuator target of 44 g)

ot 39.6 no 48.4 mir
(90 — 110% o1 Uenesoro cogepaHus 44
MKr)

43.3

CONTENT OF FLUTICASONE
PROPIONATE PER  ACTUATION
DELIVERED THROUGH THE
ACTUATOR, COMBINED BEGINNING
AND END OF USE (Content Uniformity)
OfHOPOAHOCTbL [O3UPOBAHUSA
ONIYTUKASOHA  MPOMMUOHATA B
PACMBLINAEMOW OO3E B HAYAJE W B
KOHLLE NCMONB30OBAHUA
WHIANTATOPA

Complies with the test

B coOoTRETCTBUM C TECTOM

Complies

Supplier Code: 60000000002616
Batch: HV5G
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Gloxe Wallcome, 5.4,

Aveda. Exbremadiuea, 3

39400 ARANDA BE DUERGO
Burgos - ESPAMASIPALN

T +34 47 52 97 00

Fo+dd Qa7 b2 ol o
swvrveequk.oom

MEAN FINE PARTICLE MASS BY
CASCADE IMPACTION (SUM OF
STAGES 3,4, and 5)

PECTMMPABENBHAS OPAKLINA, BIXX,
KACKALHbLIA UMMNAKTOP AHOEPCEHA
(cymma cTynenei 3, 4 u 5)

Not less than 16 g
22

He merHee 16 mir,

Complies with the requirements of the

LEAK RATE United States Pharmacopoeia
CKOPOCTb YTEYKH B cooTseTcTaum ¢ TpeboBarnsamMu
dapmaroneun CLUA
Complies with the requirements of British
PARTICULATE MATTER Pharmacopoeia
Not inspected
MEXAHWYECKUE BKIIOYEHWA B cooTBeTCTBUW C TPeboBaHAMM
Bpurarckoit ®pamaronen

Customer: GlaxoSmithKline Russia

3akasyuk: nakcoCmutKnaiH Pocena

QP Signature/ Date

Moanuce YyNonHOMOYEHHOo NUa { Qara

Elena Tapia
Qualified Person

30 §EP. 200
L ¥

A

V. N a
,/4-":, : '\kf‘: ’m*"‘fﬂ
Signature; ‘K}}“/‘”

”i" #
P |

4

Y
i

Supplier Code: 60000000002616
Batch: HV5G
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TRegisten Mescintl de Buigos,
T 473, Libre 284, Fabo 1473
Seseon B - Hop OU-0091
Inscnpeidn 2

RULE: ADR26080d

Saoniedatt Uipesona

P inddustent Addorothioro

A, Eelremindsia, 3

aa400 Arrada dis Duiseo (Duegeos)



