AEKJIAPAIIMST O COOTBETCTBUHU

AEKJIAPAHT, TPHHUMAIOU M AEKJAPAITHIO O COOTBETCTBHHU

AO "InaxcoCyumKaniin Tpetiounz"

Ceedenus o peeucmpayuu opeanusayuu: Medicpationnas uncnexyun @edeparorioii nanozosoii cayorchbur Ne 46 no
2. Mocxee 01.01.2008, OTPH 1027739011 486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jenunzpadcruii npocnexm, 8. 374, kopnyc 4, amaore 3, nom, XV, komuama 1.
Tenedhon:8(495)777-89-00.

B nuye: I'enepanshbiii oupexmop Hybanckuii Onez

Hosepennoe mujo: Kysueyos A.A., dosepernnocme 18-09.08.2019 om 09.08.2019 .

3ASIBJISIET, YTO

Aexapcmeennoe cpedcmeo: Daukcomud, aspozons Ora uneansyuii dosuposannsiti 250 mxz/doza 60 dos,
UHEAIAMOPBL, OCHAYEHHbIE QOIUPYIOULUM YCIPOLICEOM C JAWUmMHbLIM Koanavxom (1), nauxu xapmounwvie, PY
Ne ITNO15734/01 om 18.05.2009 (dama samens: 18.02.201 9) svidano AO "[axcoCymumKasiin T ‘peliounz",
cepust DT2M, napmus 18196 ynaxoeox, 200en do 09. 07.2021, npouseodcmsa Inaxco Baaaxon C.A., Henanua,
Glaxo Wellcome S.A., Avda de Extremadura 3, 09400 Aranda de Duero, Burgos, Spain, koo OKI]J]2
21.20.10.254, koo TH B3] 3004320009, Huempubviomop. coanawenue 6/u om 01.01.201 3, uneotic Ne
4205288289 om 23.09.2019

COOTBETCTBYET TPEBOBAHUSIM
ITNOI5734/01-281117 usm.Ne 1-2

AEKTAPAIIMSA ITPHHSTA HA OCHOBAHUU
npomoion ucnsimanuii Ne 6330m om 11.10.2019 HJT 000 HI] "®APMOEOPOHA ", ammecmam
axxpedumayuu POCC RU.0001.21 /140, Cepmugpuxam POCC ES.DMO8.C50923 om 11.10.2019

JATA TIPHHSITUS] AEKJIAPAITHAY 14.10.2019
JAPALIH %Eﬁcmmmam J0 09,07.2021
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e CBEJIEHUSA O PETUCTPAIINU

OPT'AH IO CEPTU®HKAIIHH, 3APEIT’HCTPUPOBABIIHIA JAEKJIAPAITUIO

RA.RU.11®OMO8 OPTAH ITO CEPTHOHKAIIMH IIPOIVKIJHH OFIECTBO C OIrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocrea, ya. Macmeprosa, 9. 4, sm. 5, nom. I xom, 1, adpec opeana no
cepmugpurayuu: 115280, POCCHA, 20po0 Mocxkea, yn. Macmeproea, 0. 4, sm. 5., men. (495)788-02-88, aet-
caim. oyxK.pep.

AEKJAPAITHS O COOTBETCTBHH 3APETHCTPHPOBAHA Me POCC RU JI-ES.®M08.4.40139/19
A-PEFUCTPAIIUMY /4.10.2019
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CERTIFICATE OF ANALYSIS
CEPTUDUKAT AHATIU3A

Glaxo Wellcame, S.A,
Ayda, Exteamadun, 3

Flixotide Inhaler 250 pgf 80 doses 08400 fa.re»:;szﬁ{\ nﬁlf;lu%:m
s e Brrgos - ESPANAISPAIR
DrivkeoTUA® 330301 4NN UHTANALMI [OIMPOBaHHEI 250 Mkrlgosa  E700 - ESPANA/SPAL

PRESENTATION: finished pack
Bua nponyxra: rotoRbii npoaykT (noTpebutensekan ynakoska)

Supplier Code: 60000000002613

Parameters controlled on the Russian Federation territory and not performed by Aranda
(Glaxo Wellcome,S.A) / Crnepyiowue napametpoi KOHTPONMPYIOTCA Ha Teppuropun
Poceuiickoi Denepaumn u He npoBogaTcst Ha nnowaake «naxkeo Bannkom C.A.»:

Parameter Howxasarens

Number of Doses in the Inhaler Konnuecteo 103 B nuransTope
Related Impurities [Mocrepornne npumecn
Microbial Limit Tests Mukpo@uosornyeckan ynerora
Packaging V¥ rakosia
Labelling Mapuuponka

Batch N% DT2M

Cepus Ne:

Date of Manufacture: 10-07-2019

Lata uar.:

Expiry date (24 months):  09-07-2021
lopeH po (24 mecsua):

API: fluticasone propionate {micronised)

ADC: hyTUKAI0HA NPONUOHAT jmmigonmugosauﬂum

APl manufacturer: Glaxo Wellcome Production France
Mpounzsoantens ADC: Mnakco Bannkom Mpopakwen, Ppanims

TEST RELEASE SPECIFICATIONS RESULTS
TECT CNELIMOUKALIKA PE3YNBLTAT

Metal can with concave base fitted with a
metering valve
DESCRIPTION MeTannuueckuii uiranatop c BOTHYThIM
OCHOBaHWUEM U C AO3UPYIOLLIMN
YCTPOUCTBOM, CHaBMEHHBIN MYHALLTYKOM,

Complies
lNoBepxHOCTs MHranaTopa W KnanaH He
FAOMKHLI UMETh BUANMEIX AetheKToB.
OIMMCAHVE Conepiumoe uHransTopa npeacTasnser
caboit cycneHavto ot Genoro Ao noyT
Beroro Lgera. :
R R e Bge
Torne 473, Libau 264, Folin 144
' Seccon B - Mojs BU-B891
Supplier Code: 0000000002613 baccpclin 2 .
. L A-0G25081
Batch: DT2M Sacicdad Unpersongl
Page 1 of 3 ¥ Industng Allendodues i

Ay, Exivsronchaa, 3
G400 Arandn de Duoro (Burgos)




Giaxo Wellcorme, 5.4,

Avcda. Exlremadura, 3

03400 ARAMDA DE DUEROD
Burgos - ESPARNA/GPAIM

T 434 047 59 97 00
Foras f’j‘{’i’ He an oo
IDENTITY TEST BY IR Complies with the test ——
MOAMMHHOCTb MILCTIEKTPOCKOMUSA 5 PSS
COQTBETCTBMA C TECTOM
IDENTITY TEST BY HPLC Complies with thetest Somiles
NOANMHHOCTbL BOMX 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)

KOJMMYECTBEHHOE  OMPEOENEHWE
OIYTUKAZOHA  TMPOMMOHATA B
PACTIbINTAEMOW [O3E B HAYAJIE U B
KOHLIE MCNONL3OBAHNA
VHTATTATOPA  (cpepHee  copepcaHue
thnyTukazoHa NponuMoHaTa B aose)

(80 - 110 % of ex-actuator target of 220 ug)

o1 198 go 242 mir
(80 — 110% ot uenesoro cofepwanus 220
MKT)

224

CONTENT OF FLUTICASONE
PROPIONATE PER ACTUATICN
DELIVERED THROUGH THE
ACTUATOR, COMBINED BEGINNING
AND END OF USE (Content Uniformity)
OOHOPOOHOCTL [O3UPOBAHWA
ONYTUKASBOHA  NPOIMMOHATA B
PACTIBINIAEMOW [IO3E B HAYASE W B
KOHLUE HNCNonk30OBAHKWA
VHTATTATOPA

Complies with the test

B cooTeeTcTBUM C TECTOM

Complies

Supplier Code: 60000000002613
Batch: DT2ZM
Page 2 of 3

Repsho Maveanhl de Burgos,
Tome 473, Livo 264, Folia 143

Beccitn 8 - Hep BU-8851

Inscripeicn 2

MLF: A-QA250805
Semedad Unipersanal
i . Indusingl Alendsdunro
A Exticoadhaa, 3
00400 Aranda de Duvro (Burros)




Glaxo Wellewmne, 5.4,
Avda, Extremachin, 3

t £9400 ARANDA OF DUERD
Burges - ESPANA/SEAIN
T +34 047 58297 00
F 434047 52 98 00
vawwguk.com

MEAN FINE PARTICLE MASS BY
CASCADE IMPACTION (SUM OF P
STAGES 3,4, and 5) Not less than 70 g
99
PECHMPAE[::H!:HAH DOPAKLINS, BIXKX, He MeHee 70 mkr.
KACKALHbLIA UMMAKTOP AHOEPCEHA
(cymma cryneséii 3, 4 u 5)
Complies with the requirements of the
LEAK RATE United States Pharmacopoeia
Complies
CKOPOCTb YTEYKM B cooretcTaum ¢ TpeGosaruamu
Papmaxkonen CLUA
Complies with the requirements of British [ |
PARTICULATE MATTER Pharmacopoeia [
Not inspected é
MEXAHUHECKWE BKITKOUEHWS] B coovseTcTamm ¢ TpeGosarmamu I
BpuTanckon dpamakonen
Customer: GlaxoSmithKline Russia |
Sakazuuk: InaxkcoCmutKnsiin Poceus
QP Signature/ Date
Moanwucs yronHomouerHoro nwmuya / data .
Elena Tapia
Qualified Person [ :
112 SEP, 2919 g
Aert? |1
NPT | ]
Signature: R
A7 f
;
Registo Mercantit de Burgos, 2 :
Tomn 473, Libro 284, Folis 143
Seocion 4 - Hols BU-po01
Supplier Code: 60000000002613 Wseaipciin 2 i
Batch: DT2M s 1
Page 3of3 . dndusinagl Allendedusro i 5 4
. Extremadira, 3 H
08400 Avanda de Duero (Burgas) }




