JEKJAPALIASI O COOTBETCTBUHA

JEKJAPAHT, IPUHUMAROMHUNA JEKJTAPAIIAIO O COOTBETCTBUU

AO "TnakcoCrmumKasiiin Tpetiouna"

Ceedenun o pezucmpayuu opeanuzayuu: Mexcpaiionnan uncnexyus OedepansHoil HaR020601 cayorchut Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadcxuii npocnexm, 3. 374, kopnyc 4, amane 3, nom. XV, komuama 1.
Tenegpon:8(495)777-89-00.

B nuye: 'enepanouviti dupexmop Jybanckuii Onez

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

3AABJISIET, UTO

nexapcmeenHoe cpedcmeo. Pauxcomud, azposons 043 unzarsyuli dozuposannsiii 250 mxz/do3a 60 do3,
UHZATAMOPYI, OCHAUeHHbIE DOIUPYIOWUM YCMPOTICIEOM C 3aujumHbiM Koanauxom (1 ), nauxu kapmounwie, PY
Ne ITN0O15734/01 om 18.05.2009 (dama samensi 18.02.2019) svidano AO "TaxcoCyuumKasiin Tpeiidune",
cepus EN2L, napmusn 11470 ynaxoeox, 20den do 09.07.2021, npouséodcmea I'axco Bannxom C.A., Henanus,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, kod OKH,ZZ?
21.20.10.254, koo TH B3] 3004320009, Jucmpubsiomop. coenawenve 6/ om 01.01.2013, uneoiic N
4205288289 om 23.09.2019

COOTBETCTBYET TPEBOBAHUSIM

ITN0O15734/01-281117 uam . Ne -2

JAEKJIAPAITUA ITPHHATA HA OCHOBAHHU

npomoron ucneimaruti Ne 633 1m om 11.10.2019 HJ1 000 HL] "®APMOBOPOHA" ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpuxam POCC ES.DPMO8.C50924 om 11.10.2019
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OPr'AH IO CEPTU®HUKAITHH, 3APETHCTPHPOBABIIHI JEKJAPALIAIO T
RA.RU.11 ®MO8 OPIAH ITO CEPTH®HKALJHH ITPONYKI[HH OBLIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJISA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. 1, xom. 1, adpec opeana no
cepmugpuxayuu.: 115280, POCCHA, 20pod Mockea, yn. Macmeproea, 0. 4, sm. 5., men. :(495)788-02-88, eef-
caim: oyxx.pg.

AEKJTAPAIIMA O COOTBETCTBHH 3APET'HCTPHPOBAHA M POCC RU JI-ES. ®M08.A.40140/19
AATAREFEHGT AHI/IPI 14.10.2019
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CERTIFICATE OF ANALYSIS
CEPTUOUKAT AHANK3A

Glaxo Wellcome, 5.4,
Avdda, Exdrematum, 3
Flixotide Inhaler 250 g/ 60 doses : 09400 ARANDA DE DUERD

PrinkcoTUA® a3p030ik [N1A MHIANALMA SO3UPOBAHHLIA 250 MKr/oga  wone - FoPARASRAN

T +34 947 52 97 00
F o434 947 52 98 00

PRESENTATION: finished pack sevrer gk com
Bug npoayxTa: roToBbIf NpoaykT (noTpebutenbekan yrnakoska)

Supplier Code: 60000000002613

Parameters controfled on the Russian Federation territory and not performed by Aranda
(Glaxo Wellcome,S.A) / Cnegyrowue napaMeTpbi KOHTROMMPYIOTCA Ha Tepputopuy
Poccuiickoit @enepauun 1 He npoogaTes Ha nnowaake «naxco Bannkom C.A»:

Parameter Moxaszatens

Number of*Dases in the Inhaler Konnueerso o3 B HHrajsirope
Related Tinpurities [TocTOpUHHKE NPHMECH
Microbial Limit Tests MukpoGuonornueckas YHCTOTa
Packaging Ynaxorxa
Labelling MapkHposka

Batch N°: EN2L

Cepus Ne:

Date of Manufacture: 10-07-2019

HAarta unar.:

Expiry date (24 months):  09-07-2021
lNogex go (24 mecaua):

API: fluticasone propionate (micronised)
A®C: dnyTukaloHa NPoONuoHaT (MUKPOHU3UPOBAHHbLIN)

APl manufacturer: Glaxo Wellcome Production, France
Mpoussoaurens APC: Makco Bannkom Mpogakied, PpaHuma

TEST RELEASE SPECIFICATIONS RESULTS
TECT CMNELMPUKALINA PE3YIIBTAT

Metal can with concave base fitted with a
metering valve
DESCRIPTION MeTannu4ecknia MHrans\Top C BOFHYThIM
OCHOBAHUEM 1 € JO3MPYHOUIMM
YCTRONCTBOM, CHaBMEHHBLIA MYHOLUTYKOM,
IoBEPXHOCTL WHrANATOpa U KanaH He
JOMKHBl MMETE BUAUMBIX feterTos.
OfMUCAHME COAEPIMMOE UHMaNATOPa MPEACTaBNseT
cofoi cycneHauio ot Benoro 4o nouTu
Bernoro LBeTa.

Complies

Registo Mescantil de Burges,
Tomo 473, Libeo 264, Folio 143
Secoon § - Hoja BU-8091

Supplier Code: 60000000002613 Iragiipcion 9
Batch: ENZL N ;;—gelz;:a.u:mu
Seciodud Unipsrsonal
F’age 10f3 . Inctusinal H\n;:ndnriumn )
Av, Estrensalura, 3

QU406 Arandha tle Duero (Buraos)

.



Glaxe Wellcome, SA

Avdo. Extremadum, 3
0Y400 ARANDA DE DUERO
Burges « ESPAMA/SPAIM
I +34 947 82 97 0.
Fo+34 947 82 98 0D
\‘.’W‘.‘;,{]!ﬁﬁ'..{:ﬁlﬂ
IDENTITY TEST BY IR Complies with the test | S
MOMIMHHOCTb WK-CMEKTPOCKOMAS | Mgt
COOTBETCTBUW C TECTOM
IDENTITY TEST BY HPLC Complies with the test S
MOAMHHOCTb BI3MX B cootBeTcTBUM C© TECTOM
CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH THE | 198 - 242 g

ACTUATOR, COMBINED BEGINNING
AND END OF USE (Mean content of
Fluticasone propionate per actuation)

KONMMYECTBEHHOE  OMPELENEHWE
CDJ'EB’TMKABOHAH MPOMMOHATA B
PACMBINAEMOW OO3E B HAYHANE 1 B
KOHLUE NCTONBIOBAHKA
WHTANATOPA  (cpeaHee copepiaHue
chryTUKA30Ha nponvoHaTa B Acse)

(90 - 110 % of ex-actuator target of 220
g Hg

oT 198 go 242 mxr
(90 — 110% o1 uenesoro copepxarus 220
MKr)

221

CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATION
DELIVERED THROUGH
ACTUATOR, COMBINED BEGINNING
AND END OF USE (Content Uniformity)
OOHOPOOHOCTE OO3UPOBAHINA
ONYTUKASOHA ~ TPOMUOHATA B
PACMBINAEMOW OO3E B HAYANE U B
KOHLUE UCNONL3OBAHWA
WHFANIATOPA

THE|

Complies with the test

B cooTBETCTBUM C TECTOM

Complies

Supplier Code: 60000000002613
Balch: EN2L
Page 2 of 3 '

Fegishio Mercont] da Buigos,
Terna 473, Libea 204, Folin 143
3nccion § - Hojn BU-8891

Ingengedn 7

MLE: A-QU250808

Sociedad Unipsisonal

P Indwsivial Aleraledusro

Av. Extremadum, 3

Q9400 Aranda de Duso ([Burgos)




Glaxn Welloome, 8.4,
Avda. Eseemadura, 3

* QU400 ARANDA DE DUERD
Hurgos - ESPANASPAIN
T 34 947 32 G700
F +34 947 52 88 00
VAgRILCOm

MEAN FINE PARTICLE MASS BY
CASCADE IMPACTION' (SUM OF

STAGES 34, and 5) Not less than 70 ug
100
PECTWPABENBbHAA GPAKLINA, BIXX, He meHee 70 MKr,
KACKAOHbIW UMIMAKTOP AHOEPCEHA
{cymma cTynexeit 3, 4 u 5)
Complies with the requirements of the
LEAK RATE United States Pharmacopceia
Complies

CKOPOCTb YTEYKA B cooTeeTcTBIM C TpebosaHUsAMN

dapmakonen CLUA

Complies with the requirements of British
PARTICULATE MATTER Pharmacopoeia
Not inspected

MEXAHWYECKUE BKITHOYEHWA B cooTeeTcTWN ¢ TpeboBaHMsMK

Bputarcion @pamakonen

Customer: GlaxoSmithKline Russia
3arkasyni MmakcoCmutKnsiin Poceua
QP Signature/ Date

Mognuek yrnonHomoseHHoro nuua / flata

Elena Tapia
Qualified Person
12 se 2,
9 o Jom
R
Signature: { ‘W
P
ey
\s
Registn Meseaohl da Burgos,
Tonmw 473, .Li!.*m ‘.’ﬁ»{. Folip 143
Supplier Code: 60000000002613 el el
Batch: EN2ZL MLLE: A-ORZBOBNE

Saetedad Uripersona!
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# industis! Allendeduens
Ay, Extremadurm, 3
GE400 Aranda de Duwro {Bumgos)
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