JAEKJIAPAIIMA O COOTBETCTBUH

AEKJIAPAHT, HPHHUMAIOI W JEKJIAPAIIUIO O COOTBETCTBHH

AO "InaxcoCymumKasiin Tpestduna"

Ceedenus o pezucmpayuu opeanuzayuu: Mexcpationnan uncnexyus Dedepanvroit nanozosot cayicost Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, Kopnyc 4, amaxc 3, nom. XV komnama 1.
Teneghon.8(495)777-89-00.

B nuye: I'enepanensiii Oupexmop qy6ancruti Onez

Hosepennoe nuyo: Kysneyoe A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3ASIBJISIET, YTO

nexapemeennoe cpedcmeo: Orukcomud, aspozons O uneanrayuii dozuposannviii 125 mxz/dosa 60 dos,
UH2ANAMOPb, OCHAUJEHIbIE OOIUPYIOUUM YCIPOTICMEOM ¢ 3auyumnbim koanauxom (1), navuku kapmonusie, PY
Ne [T NOI5734/01 om 18.05.2009 (dama samenwr 18.02.2019) ssidano AO "ThaxcoCaumKnsiin Tpetiounz",
cepus ELSH, napmus 32168 ynaxosox, 200eu oo 08.07.2021, npouzeodcmea Inaxco Bannxom C.A., Henanus,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, koo OKIT]2

21.20.10.254, koo TH B3] 3004320009, Jucmpubsiomop. coznawenue 6/n om 01.01.2013, uneotic Ne
4205288288 om 23.09.2019

COOTBETCTBYET TPEEROBAHUSIM

ITN015734/01-281117 usm.Ne 1-2

JAEKJIAPAITHSA IPHHSTA HA OCHOBAHUU

npomoxon ucnetmanuu Ne 6329w om 11,10.2019 HII 000 HI] "®PAPMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.2] ®JT40, Cepmugpuxam POCC ES.®OM08.C50922 om 11.10.2019
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CBEEHEgﬂ/Lﬂ O PE'’HCTPALIUA

OPI'AH IO CEPTH®UKAIIAH, 3APET'ICTPHPOBABIIHI JEKJIAPAIIUIO
RA.RU.11DOM08 OPI'AH ITO CEPTHDHKALIHH TPONYKIHH OFLIECTBO C OIPAHHYEHHOMH
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIS KAYECTBA",

aopec opzanuzayuu: 115280, 2. Mockea, yn. Macmeproea, 0. 4, om. 5, nom. I, kom. 1, adpec opeana no

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, ee6-
catim: oykx.pe.
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CERTIFICATE OF ANALYSIS

CEPTUGUKAT AHATIU3A

Flixotide Inhaler 125 ug/ 60 doses

DnurcoTua® aspo3orih AN UHranaunii fnosupoBattbiin 125 mir/dosa

Glaxo Wellcome, S.A

Avdda, Extremadura, &
08400 ARANDA DE DUERO

PRESENTATION: finished pack

Buigos - ESPANA/SPAIN

T +34 047 52 97 OO

F +34 947 52 98 00
www,gak.oom

Bua npoayKTa: roToBbIA NPOAYKT (NoTpeduTenkbekas ynakoska)

Supplier Code:

60000000002617

!
Parameters controlled on the Russian Federation territory and not performed by Aranda
(Glaxo Welicome,S.A) / Cnepyioiive mnapameTpbi KOHTPONMPYKTCS Ha Tepputopun

Poccuiickoit @efepaluu U He NPoBOAATCA Ha nnowaake «nakco Bannkom C.A»:

Parameter

Tokazareas

Number of Doses in the Inhaler

KO/M4ECTRO 103 B HHIANATOpE

Related Impurities

[TocTopOHHNE NPUMECH

Microbial Limit Tests

MukpoGHogornieckas yucToTa

Packaging Vnakopka
Labelling Mapkuposxa
Batch N°: EL5H
Cepwus Ne:
Date of Manufacture: 09-07-2019
Oara u3r.:
Expiry date (24 months):  08-07-2021
logen Ao (24 mecsiua):

API: fluticasone propionate (micronised)

ADC: hnyTMKa30Ha NPONUOHAT (MUKPOHU3UPOBAHHBLIN]

APl manufacturer: Glaxo Wellcome Production, France

MpoussoanTens ADC: Mnakco Bannkom Mpogakwen, Spaniws

TEST RELEASE SPECIFICATIONS RESULTS
TECT CNEUUDUKALIMA PE3YNLTAT
Metal can with concave base fitted with a
metering valve
DESCRIPTION MeTanau4ecknin MHransaTop ¢ BOTHYTEIM
OCHOBAHWUEM U C [O3NPYIOLLIMM
YCTROWCTBOM, CHaBMEHHbIN MYHALWITYKOM. Complies
MoBEPXHOCTL UHIanNATopa W\ Kranax He
[LOMKHB! MMETE BUAUMBIX Ae]EKTOB. _
ONMNCAHUE

Copepumoe MHranaTopa npeacTasnser
coBoit cycneHauio oT Gernoro Ao no4T
Benoro LpeTa.

Supplier Code: 60000000002617
Batch; ELSH
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Glaxo Wellcome, S.A.

Avdy, Extremadra, 3

39400 ARANDA DE DUERO
Burgos - ESPANA/SPAIN

T +834 947 52 97 00
F 434 947 52 98 Q0
wvavgak.com

IDENTITY TEST BY IR
NOAMMHHOC T UK-CRIEKTPOCKOMASA

Complies with the test

B coorsaTcTBMM ¢ TECTOM

Caomplies

IDENTITY TEST BY HPLC
NOANMHHOCTL BAXKX

Complies with the test

B cooTtBeTCTBUM 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)

KONMMYECTBEHHOE  OMPEOENEHWE
OJIYTUKASOHA ~ MPOMVOHATA B
PACMBITAEMOWM IO3E B HAYANE U B
KOHLUE VCMNOJL30OBAHKA
VHTANIATOPA  (cpenHee cogepkaHve
hrnyTvkazoHa nponuoHaTa 8 foae)

99 - 121 g

(90 - 110 % of ex-actuator target of 110 pg)

o199 no 121 mur

(90 = 110% ot uenesoro cogepxanus 110

MKT)

114

CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH THE
ACTUATOR, COMBINED BEGINNING
AND END OF USE (Content Uniformity)
OOHOPOOHOCTL [O3VPOBAHWMA
GONYTUKASOHA  MPOMMAOHATA B
PACMLITAEMOW JO3E B HAYANE U B
KOHLIE MCMONB30OBAHUSA
WHIANTATOPA

Complies with the test

B coorBeTCTEWM C TECTOM

Complies

Supplier Code: 60000000002617
Batch: EL5H
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Glaxo Wellcome, SA

Aurda, L\irmmdum 3

OBI00 ARANDA DE DUERO
Hurgos - ESPARIMSPAIN

T +34 947 52 97 00
F +34 947 52 98 (0
wewergek.com

MEAN FINE PARTICLE MASS BY ! ,
CASCADE IMPACTION (SUM OF
STAGES 34, and 5) Not less than 35 ug
538
PECTUPABESIbHAR ®PAKLIMSA, BIXX, He meHee 35 mur,
KACKAOHBIA UMIMAKTOP AHOEPCEHA ;
(cymma cTynexei 3, 4 u 5)
Compiies with the requirements of the
LEAK RATE United States Pharmacopoeia
Complies

CKOPOCTE YTEYKH B cooTteETCTBMN ¢ TpeBoBaHUAMY

Gapmarkonen CLIA

Complies with the requirements of British
PARTICULATE MATTER Pharmacopoeia
Not Inspected
MEXAHUYECKUE BKIMMOYEHS B cooTeeTcTBMM C TpeBosaHaMU
BpuTatckoit ©pamaronen

Customer: GlaxoSmithKline Russia
3axasuuic IakcoCmutKnsiin Poccons
QP Signature/ Date

Mognuce yrionHomodeHHoro nua / fata

Elena Tapla
Qualified Person
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Supplier Code: 60000000002617 - ;a i
Batch: EL5H NAE: A-0850BED
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