JEKJIAPALIIASA O COOTBETCTBUHA

JEKJAPAHT, IPHHAMAOIIU JEKJTAPAITUIO O COOTBETCTBUA

AO "TnaxcoCmumKaniim Tpetiounz"

Ceedenun o pezucmpayuu opeanuzayuu: Mexcpationnan uncnexyus Pedepanviioti Hano206oi cayocbor Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, xopnyc 4, smaoic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvruiti dupexmop Buwnuyruii J[.A.

Hoeepennoe auyo: Kysneyos A.A., dogepennoems 60-13.09.2018 om 13.09.2018 2.

3ASBJHSIET, UTO

nexapemeennoe cpedemeo: Ouuxcomud, aspoions 0 unzanayuii dosupoeannstii 125 mxe/doza 60 dos,
UH2QAANMOPbI, OCHAUfeHHbIE OO3UPYIOUUM YCIPOLICMEOM € 3aujumubiym Koanaukom (1), nauxku kapmonnvie, PY
Ne IT NO15734/01 om 18.05.2009 (0ama 3amenwt 28.11,.2017) evidano 340 "TnaxcoCmumKnsiin Tpeiidun2",
cepus P67N, napmus 12835 ynaxoeox, zo0en do 19.09.2020, npouseodcmea I'naxco Bannxom C.A., Henanus,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, ko0 OKIT/2
21.20.10.254, koo TH B3/ 3004320009, Jucmpubviomop. coanawenue 6/1 om 01.01.2013, uneoiic No
4205239495 om 21.11.2018

COOTBETCTBYET TPEBOBAHUAM
1T N015734/01-281117

JAEKJTAPALIHA IPHHSATA HA OCHOBAHHH
npomoxon ucneimanuti Ne 7701m om 12.12.2018 HIT OO0 HI] "OPAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC ES.@M08.C29746 om 12.12.2018

/
/ Kysneuos A.A.
( no;u?x\cn: D®.H.0

CBE,I\[ﬁ'I-{I/IH O PETUCTPAIIUN

OPTAH 11O CEPTUO®UKAIIMH, 3APETHCTPHPOBABIIHIA JEKTIAPAIIHIO )
RA.RU.11 ®M08 OPITAH IO CEPTHOHKALIHH TPOOVKIIHH OFIIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepxoaa, 0. 4, am. 5, nom. 1, xom. 1, adpec opzana no
cepmucpuxayuu: 115280, POCCHA, zopod Mocksa, yn. Macmepxoga, 0. 4, am. 5., men.:(495)788-02-88, ee6-
catim: oykx.pe.

JEKJIAPAIIHS O COOTBETCTBHH 3APETHCTPHPOBAHA M POCC RU [J-ES.®M08.4.10092/18
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CERTIFICATE OF ANALYSIS

CEPTUOUKAT AHATIN3BA

Flixotide Inhaler 125 pg/ 60 doses

PnukcoTna® aspo3oib ANs MHransauui [03UpOoBaHHLIN 125 Mkrigo3a

PRESENTATION: finished pack

Bua npoayKTa: roToBblit NPOAYKT (noTpebuTensekasn ynakoBka)

Glaxo Wellcome, S.A,

Avda. Extremadurs, 3
08400 ARANDA DE DUERQ

Burgos - ESPANA/SPAIN
[ 434 947 &2 97 00

F +34 947 5290800

vnwvngsk.oom
Supplier Code: 60000000002617
Batch N% P&7N
Cepua Ne:
Date of Manufacture: 20-09-2018
Data uar.:
Expiry date: 19-09-2020
FopeH go:
TEST RELEASE SPECIFICATIONS RESULTS
TECT CNEUMDUKALINA PE3VIIbTAT
Metal can with concave base fitted with a
metering valve
MeTtannu4eckuit VHranaTop ¢ BOTHYThIM
DESCRIPTION OCHOBAHVUEM W C [LO3VPYIOLMM
YCTPOWCTBOM, cHaBEeHHbBIA MYHALLTYKOM, Complies
OMUCAHWE lMoBepxHOCTb UHraNAToOpa 1 Knanax He
[AOSMKHBL MMETE BUAWMBIX Aedhexros.
CopepHIMOe NHIransTopa nNpeacTasnser
coBoit Benyro unn noyTy Benyo CycneHauto.
IDENTITY TEST BY IR Complies with the test
MOANMHHOCTb K- Complies
CMEKTPOCKOMWA B cOOTBETCTBUM C TECTOM
IDENTITY TEST BY HPLC Camplies wih the test —
MOANVHHOCTb BSMX 3
B cooTeeTCcTBUM C TECTOM
CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH THE 99 - 121 pg
ACTUATOR, COMBINED BEGINNING ) & )
'AND END OF USE (Mean content of (90 - 110 % of ex-actuator target of 110 pg) A

Fluticasone propionate per actuation)

KONMYECTBEHHOE OMPELENEHNE
ITYTUKASOHA MPOMMOHATA B
[O3E

oT 99 ao 121 mkr (90 — 110% ot Lienesoro
copeparust 110 mxr)

Suppler Code: 60000000002617
Batch: P67N
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Regstro Morcaniil de Burgos,
Toma 473, Litwo 264, Folio 143
Seeeinn 8 - Hojs BU-8821

Insaripcion 2

MiF: A-08B250880

Sociedad Unparsanal

2 fndusteial Alendedumo

Ay, Extrematha, 3

00400 Aands do Dueo {Burgos)




Glaxo Wellcome, SA.

Avda, Extremadug, 3

00400 ARANDA DE DUERC
Burgos - ESPARASPAIN

T +34 947 52 97 00
F o 047 5298 00
wrwvagsleom
CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION "
DELIVERED THROUGH THE Compiis witvite 18
ACTUATOR, COMBINED BEGINNING Complies
AND END OF USE (Content Uniformity)
B cooTBETCTBWM C TECTOM
OAHOPOAHOCTL AO3UPOBAHNA
MEAN FINE PARTICLE MASS BY
CASCADE IMPACTION (SUM OF Not less than 35
STAGES 34, and 5) = A2 e .
PECTIMPABENbHAS] ®PAKLIVSA, BOXKX, He metee 35 MKr.
KACKAQHbBIA UMIMAKTOP AHOEPCEHA
Complies with the requirements of the
LEAK RATE United States Pharmacopoeia
Complies
CKOPOCTb YTEYKK B cooTseTcTBUM C TpebosaHuAMU
dapmaronen CLUA
Complies with the requirements of British
PARTICULATE MATTER Pharmacopoeia
Not inspected
MEXAHWYECKWME BKNHOYEHWA B cooTeeTcTBUM C TpeboBaHUAMU
BEpuTaHckon Gpamakonen
Customer: GlaxoSmithKline Russia
Teresa Gonzalez
QP Signature/ Date Qualified Person
15 mw.ﬁgma
A} __
Signature: e ‘ o
ftegistro Morcantd de thigos,

Suppler Code: 60000000002617
Batch: P67N
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Tomo 473, Libno 264, Folio 143
Seccidn § - Hoja BU-0001

Inseupaiin 2

MLF: A-OB250u8E
Soriedad Unposonzl

P, Industrial Allandoduena
Av. Exivemadisn, 3
00400 Arandi do Duero (Burgos)




