AEKJIAPATIUSI O COOTBETCTBUHA

AEKJIAPAHT, TIPUHUMAIONIHN AEKJIAPALIAIO O COOTBETCTBUU

AQ "ThaxcoCmumKnsiin Tpeiioun2"

Ceedenust 0 pezucmparuu opeanusayuu: Mesicpationnasn uncnexyus Dedepansioit nanozosoi cayctvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, &, Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnye 4, amaic 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: enepanvuerii dupexmop [yoanckuii Onez

Hoeepennoe nuyo: Kysneyos A.A., dosepennocmy 18-09.08.2019 om 09.08.2019 .

3ASIBJUIET, UYTO

Aexapemeenroe cpedcmeo: Cepemud Mymsmuouck, nopowox 018 unzanayuii dosuposannvtti 50 mxe+ 100
Mi2/003a 60 dos, unzaramopet co cmpunamu (1), nauxu kapmonnvie, PY Ne IT NO11630/01 om 10.06.2010
{0ama zamener 08.02.2019) evidaro AO "TharcoCuumKnsiin Tpeiioun”, cepua T38Y, napmus 24491 YRARoGoK,
2oden 0o 27.05.2021, npouzsodcmea Thaxco Bouixom Hpodaruen, DPpanyus, Glaxo Wellcome Production,
Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France, xod OKIIf2 21.20.10.254, koo TH B3J]
3004320009, Jucmpudviomop, coznawenue 6/n om 01.01.2013, uneoiic Ne 4205288323 om 23.09.2019

COOTBETCTBYET TPEBOBAHUSIM
1T NO11630/01-050218 usn. Ne [-2

ACKJTAPAITUSI IIPUHSITA HA OCHOBAHUU
npomoxon ucnsimanui Ne 6012m om 02.10.2019 HIT 000 HI] "®APMOEOPOHA", ammecmam
axipedumarpuu POCC RU.0001.21®J140, Cepmucpuxam POCC FR.®MO8.C50031 om 03.10.2019

JIATA IIPHHSITHST EKJIAPALHH 03.10.2019
CIAPALHST AEACTBUTEILHA JIO 27.05:2021
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CBEJEHUS O PETUCTPALIIUU

OPTAH IO CEPTH®HKAIIUH, 3BAPETUCTPHUPOBABIINI JEKJIAPALIHIO

RA.RU.11PMO8 OPIAH IO CEPTHOHKALHH ITPORYKIJHH OFLIECTBO C O PAHHYEHHO
OTBETCTBEHHOCTBIO "OKPY)XHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, sm. 5, nom. I, kos. 1, aopec opzana no
cepmugpurayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepioea, 0. 4, sm. 5., men.:(495 )788-02-88, 6eb-
caiim: oyxr.pe.

JAEKJIAPAIIHS O COOTBETCTBHH 3APETHCTPUPOBAHA M POCC RU JJ-FR. ®M08.A.38998/19
JATA. E‘FH@‘EF WU 03.10.2019
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Issued by: / Beigano :

GlaxoWelicome Production / Tnakco Bannkom Mpoaaswex

ZI N°2, 23 Rue Lavoisier / 3ona Wkgyctpuens Ne 2i0 Pio Jlasyasee
F-27081 EVREUX/3BPO

France / ®PAHLIUS

Tel: { Ten+ 33(0) 232235500 Fax: / daxct33(0) 232235629
Certificate of Analysis
Ceprudurar ananuaa
Certificate Date Certificate Number
Dara swipaun ceprudpucara  Homep ceptudmiara
30-SEP-2019 3000641587
30-cenTabpL-2019 Page Crtpanuya 1of us 3

Material Description: SERETIDE DISKUS 50/100MCG 1X60 RU/T

Onucanve matepuana; Cepetna® MynbTuauck, NOPOLIOK ANA MHranaLui

noauposatibi, 50 mir +100 mkr/gosa (60 poa)

Material Number: 60000000010607

Homep maTepuana: 60000000010507

Package size / type: 1 diskus/carton

YnakoBra: 1 wHransTop/nayka KapToHHan

Marketing Autharization Number: N011830/01

Homep peructpayuonHoro yaocTosepenus: N011630/01

Manufacturing Authorisation Number: M 18/172

JvueH3nA NponssoanTens: M 181172

Regulatory Statement:
PerynsiropHoe NoOATBEPHASHUE ;

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226 vl
Homep GMP ceprudinkarta npoussoautens: 2018/HPF/FR/226 &

ol A2
We hereby certify that the above Information Is authentic and accurate. This batch of producté:haé een 3
manufactured, including packagingflabelling and quality control in full compliance with the GMP requirements of . : J oh !
the local Regulatory Autherity and the specifications in the Marketing Authorization of the importing counfry: The & :
batch processing, packaging and analysis records were reviewed and found to be in compliance with\GMP and:"
has been released by a Qualified Person. \\& 2%
HacTosiuuM OATBEMKAAEM, YTO WHGOpMaUWA, NPeACTABNEHHAR B [aHHOM  cepTudvkate, ABnneten. g
focTOBEpHOM ¥ TouHol. [aHHas cepwa npogykra Obina npoussefena, BKMOMAA ONEpaUuu no ynakoske /
MapKWpOBKE W KOHTPONb Ka4ecTsa, B IONHOM COOTBETCTBUK C NOKANBLHLIMA TpeGosanuamu GMP 1 Tpebosanuamm
cneUnthbUKaLMH  PerMCTPALMOHHOTO  YAOCTOBEPEHUA  CTpaHbi  HadHaueHus. 3anucd, oTHOCAUpecR K
npou3BOACTBEHHOMY NpoUeccy, yNakoBke W TecTUpoBRaHuio Ccepuu, Gbinu npoBepeHol W COOTBETCTBYIOT
TpeGosanuam GMP, cepus Gbina BeinylieHa YNoNMHOMOYEHHLIM MUOM,.

Batch N°: T38V EXPIRY DATE: 27.05.2021
Cepus Ne : T38V Mopex po 27.05.2021
Manufacturing date: 28-MAY-2018

Hara npouasogcTea: 28-main-2019

Importing Country: Russia
Wmnoprupyowan ctpana: Poccus

APL: salmeterol xinafoate (micronised) + fluticasone proplonate (micronised)

AQC: canMeTepona KCMHAMoaT MUKPOHNIMPOBaHHEIR + (hIYyTUKA3OHA NPONMOHAT MWKPOHU3MPOBAHHBLINA
APl manufacturer (micronised): Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome
Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome Production, France
Mpoussogurens A®C: Mmakco Onepaitwedc BenukoSpuranus fumuten, BenukoBpuranun / makco
Bansikom MpopakieH, ®panuun + Mnakco Onepafiwenc Benuiobputanua Numuted, BenukoBpuranun !
naxco Bannkom lMpogakwen, Gpaduusn



Issued by: / Boigano :

GlaxoWelicome Production / Tnakco Bannkom MNpogarien

ZI N°2, 23 Rue Lavoisier / 3ona WHayctpuans Ne 210 Pio flasyaske
F-27001 EVREUX/ 3BPO

France / ©PAHLIUA

Tel: / Ten+ 33(0) 232235500 Fax: / dawc+33(0) 232235529

Certificate of Analysis
Ceprtuchurar ananuza

Cerlificate Dale

30-8EP-2019
30-cenrsbps-2019

fara sbigaun ceptudukara

Cerlificate Number
Homep cepruchukata

3000641687

Page Crpanuya 2 of ua 3

Materlal Description:
Onucanune MaTepuana:
mikr +100 mrr/gosa (60 fos)

Materlal Number: 60000000010507

Homep martepuana; 60000000010507

Package size / type: 1 diskus/carton

YnakoBka: 1 uHranaTop/navka KapToHHan
Marketing Authorization Number: NO11630/01

Homep perucrpanuoHHoro ynocrosepenusi:  NO11630/01

Manufacturing Authorisation Number: M 18/172

Nuuenaus nponasoguTens: M 18/172

SERETIDE DISKUS 50/100MCG 1X60 RU/T
Cepetua® MynbTuaWCK, NOPOLICK ANA WHranauui Aoauposantibii, 50

Specification Results
Description Mokalatens Cieqn@mxauun PeaynuTatel
DESCRIPTION COMPLIES COMPLIES
Onucaxne COOTBETCTBYET COOTBETCTEYET
IDENTITY OF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
MoanuHHocTe canmeTtepona W (hnyTUKaaoHa nponuoHara metoaom Yo- cooTBeTCTRYET COOTRER ﬁ?ﬁy'e'r
CMNEeKTpoCKonuu Ao\
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE Lo b2
BY HPLC COMPLIES QﬂME;[H;S*? UL
[MopgnuHHocTe canMeTepona W (hnyTWKa3oHa NPONHOHATA METOAOM COOTBETCTBYET gindf?eycmym &

B3IX

CONTENT OF SALMETEROL
Konu4ectsenHoe onpeeneHie canMerepona

97.5-107.5 %
97,5~ 107,5%
{488 — 53,8 mur/goaa)
(48.8 — 53.8 pg/blister)

CONTENT OF FLUTICASONE PROPIONATE
KonusecTeennoe onpegenetue nyrukasona npon1oHara

86.0 - 107.5 %
96,0 - 107,5%
(96,0 — 107,5 mkrinoaa)
{96.0 ~ 107.5 pg/blister)

FINE PARTICLE MASS SALMETEROL 8 - 15 pg/bls

PecnupaBenskan dipakuus canmerepona 8 — 15 mkr/ayedika 10

FINE PARTICLE MASS FLUTICASONE PROPIONATE 15 —~ 30 pg/bls 24
Pecnupabenehan gpaktia qnyTUKaloHa nponueHata 15 ~ 30 mer/adedixa 24

CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OpHopogHocTe gocTasnaemolt foasl/canmeTepon cooTBeTCTBYET coOTBETCTRYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE | COMPLIES COMPLIES
OpHopoaAHoCTL AocTasnaemoi Aoasl/chnyTHkasoHa nponvoHara COOTBETCTBYET cooTBETCTBYET




Issued hy: / Beigano ;

GlaxoWellcome Production / Inakco Bannkem Npopakwen
ZEN*2, 23 Rue Lavoisier / 3oxa Muaycrpuans Ne 2i0 Pio Jlasyasse

F-27091 EVREUX/3BPO
France / @PAHLIUA

Tel: / Ten+ 33(0) 232235500 Fax: / dakc+33(0) 232235529

Materlal Description:
Onucanue matepuana:

Materlal Number:

Homep matepuana:

Package size / type:

Ynanoaxa;

Marketing Authorization Number;

Homep perucTpallOHHOrO yaocToBepeHun:
Manufacturing Authorisation Number:
ITuyenana nponaBoauTens:

Certificate of Analysis

Ceprudhuxar aHanuaa

Certificate Date Cettificate Nurnber

Hata suigauu ceprudiukata Homep ceptudurara
30-SEP-2019 30006415867
30-cenTabpe-2019 Page Crpanwyga 3cf u3a3

SERETIDE DISKUS 50/100MCG 1X60 RU/T
Cepetvn® MynbTyAMCK, NOPOLICK ANA UHTANAUWIA 403UpoBaHHbIH, 50
mur +100 mrrfnoza (60 noa)
60000000010507

60000000010507

1 diskus/carton

1 uHranaTop/nayka kapraxHan

NO11830/01

NO11630/01

M 18/172

M 18/172

Description lNoxazarens

Results

Specification Cneyupukaunn PeaynbTathl

RELATED IMPURITIES
PoacTaeHHbie npumec

This parameter is controlled on the Russian
Federation territory

HanHblit nokasaTens KOHTPONMPYETCA Ha
Tepputopun Poccuickon Genepauuu oA

MICROBIOLOGICAL PURITY
Mukpobuonorudeckas wicToTa

This parameter Is controlled on the Russgm
Federation territory

[aHHbifi nokasarent KOHTPONUpYeTeA HH
Tepputopun Pocculickoid Peaepauuun [

This parameter is controfled on the Rus%:aﬁr' N
e

PACKAGING Federation territory INZAS]
¥naxoska LaHHbIA nokasaTens KOHTPONUPYETCA Ha \:. .j\'\fv Py
TeppuTopry Poccuiickoi Depepalnum i‘zn Ay =10
This parameter is controlled on the Russlan “"‘*ﬁ!a:m s
LABELLING Federation terrilory a
Mapkupoeka [aHHbiit nokasaTent KOHTPONUPYETCA Ha
TeppuTopun Poccuickei deaepaumu
Signature
Moanuce
Name Marie-Eva BELLIER
imn

Qualified Person
YnonHoMoveHHoe nuuo

17-SEP-2019
17-ceHTabpb-2019

Dale of balch release
flara sbinycka cepuu




