AEKJIAPAIIUSI O COOTBETCTBUU

AEKJAPAHT, IPHHUMAKOIIHIA TEKJIAPAIIHIO O COOTBETCTBUM

AO "ThaxcoCyumKaaiin Tpetidunz"

Ceedenus o peeucmpayuu opeanuzayuu: Meacpationnas uncnekyua Pedepanvroll Hanoz08ou cayicbst Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mocxea, Jlenunzpadckusi npocnexm, 0. 374, xopnye 4, smaxe 3, now. XV, xounama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvwoiti dupexmop [ybanckuii Onez

Hoeepennoe nuyjo: Kysneyoe A.A., dosepenrocms 60-13.09.2018 om 13.09.2018 2.

3AABJISIET, UTO

aexapemeennoe cpedcmeo: Cepemud Mynomuduck, nopoutok 0is unzansuii dosuposanusiii 50 mxz+250
Mx2/Do3a 60 o3, unzanamopel co cmpunamu (1), nauxu xapmonnwvie, PY Ne IT NO11630/01 om 10.06.2010
(0ama savensi 09.11.2018) ewidano 340 "ThaxcoCuumKnsim Tpetidunz", cepus J8IM-A, napmus 54792
ynaxogok, zooew do 10.04.2021, npouseodcmea Thaxco Bonnxom Hpodaxuen, ®panyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France, xod OKII2 21.20.10.254, xod
TH B3J] 3004320009, Jucmpubsiomop. coanawenue 6/u om 01.01.2013, unsoiic Ne 4205271850 om
11.06.2019

COOTBETCTBYET TPEBOBAHHSIM
T NO11630/01-050218 uzm. Ne |

AEKJAPALIMSE [IPUHATA HA OCHOBAHHHA
npomoron ucnstmanuii Ne 3306m om 19.06.2019 HIT OO0 HI] "PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®DJI40, Cepmugpuxam POCC FR.DMO8.C42287 om 19.06.2019

AEACTBUTEJIBHA J0,10:04.2021
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CBEIEHWS O PETUCTPAITUH

OPTAH 110 CEPTH®HUKAITUHU, 3BAPETHCTPUPOBABINHN JEKJIAPALIAIO

RA.RU.11®OMO08 OPTAH 110 CEPTHOHKAIIHH TPONYKIHH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYIKHOH [[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, om. 5, nom. I, kom. 1, adpec opeana no
cepmucgpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmeprosa, 0. 4, am. 5., men. :(495)788-02-88, eef-
catim: oyrK.ph.

AEKJIAPAIINSA O COOTBETCTBHH 3APETHCTPUPOBAHA N2 POCC RU J-FR. ®M08.A.27630/19
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Issued by: / Boinano ;

GlaxoWellcome Production / Cnaxco Banniom MpogaxweH

ZI N°2, 23 Rue Lavoisier { 3oHa WHaycrpuane Ne 210 Pio flasyasse
F-27091 EVREUX / 3BPO

France / ®PAHUNHA

Tel: / Ter+ 33(0) 232235500 Fax: / ®akc+33(0) 232235529

Certificate of Analysis
Ceprudmkar aHanu3a
Certificate Date Certificate Number
Para suinaun ceptudmkata Homep cepruchukara
04-JUN-2019 3000581329
04-noHe-2018 Page Crtpanvua 1 of ua 2
Material Description: SERETIDE DISKUS 50/250MCG 1X60D_RU/T
Onucanne matepuana: Cepetna® MynbTUANCK, NOPOLIOK ANS UHFAMsLMA
AosvpoeakHbif, 50 mkr +250 Mkr/gosa (60 noa)
Material Number: 60000000010493
Homep maTepuana: 60000000010493
Package size / type: 1 diskus/carion
Ynakos«a: 1 MHranAToOP/ KAPTOHHARA Navka
Marketing Authorization Number: NO11630/01
Homep peructpayuorHoro yaocroseperus: N0O11630/01
Manufacturing Authorisation Number; M 18/172
NMuueHsun npounasoguTens: M 18/172

Regulatory Statement:
PerynaTtopHoe nogTEepKaeHus |

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprucbukara npoussogurens: 2018/HPF/FR/226

We hereby cerify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control in full compliance with the GMP requirements of
the local Regulatory Autherity and the specificalions in the Marketing Authorization of the importing country. 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.

Hacroswum noaTeepxaaeM, Y10 MHGOpMauws, NpeacTasneHHas B JaHHoM  cepTudukaTte, SBMAETCA
pocrosepHon u ToqHoW. [laHHan cepws npoaykra Gbina npou3sBefeHa, BKNICYAR onepadwu no ynawoske /
MapKUPOBKE W KOHTPONb Ka4ecTaa, B NONHOM COOTBETCTBUM C NokanbHbiMu TpeGosaruamu GMP u TpeBosanuamm
cneuyudpMkaumMyu  PErMCTPaLMOHHOIO  YAOCTOBEpEHUA CTpaHbl  HasHaueHus. 3anucK, OTHOCAWMecs K
NPOUIBOACTBEHHOMY MPOUECCY, YNakoBKe W TecTWpoBaHWio cepuW, Bbink NpoBepeHsl M COOTBETCTBYIOT
TpeGosanuam GMP, cepusn Geina BhinylyeHa YNONHOMOYEHHbIM fKLOM.

Batch N°: JBIM-A EXPIRY DATE: 10.04.2021
Cepun Ne ; JBOM-A loped po 10.04.2021
Manufacturing date:11-APR-2019

[ara warorosnenusn.: 11 - anpens - 2019

Importing Country: Russia
VimnopTtupyiowan cTpada: Pocoua

L LS —————




issued by: / Buigaso @

GlaxoWellcome Production / Mnaxco Bannkom lMpopakiuex
ZI N°2, 23 Rue Lavoisier / 3oua WMuaycrpuans Ne 2io Pio Jlasyaske

F-27081 EVREUX/3BPO

France { PAHLINA

Tel: / Ten+ 33(0) 232235500 Fax: / daxc+33(0) 232236528

Material Description:
Onucanwe marTepuana:

Material Number:
Homep matepuana:
Package size / type:
YnaxkoBka:

Certificate of Analysls
Ceprtudruxar ananusa

Cerlificate Date

[aTa ebipayn cepTuhukaTa

04-JUN-2019
04-nioHp-2019

Cerlificate Number

Homep cepruchvrara
3000681329

Page Crtpanuua 2of ua2

SERETIDE DISKUS 50/250MCG 1X80D_RUIT
Cepeta® MynsTUAMGCK, NOPOLIOK ANA WHranALui AoavpoBattbid, 50
mir +250 mxr/goaa (60 goa)
60000000010493
60000000010493

1 diskus/carion

1 MHFENATOP/ KAPTOHHAR NavKa

Marketing Authorization Number: NO11630/01
Homep pernctpaunoHtoro yaoctosepesnn: NO11630/01
Manufacturing Authorisation Number: M 181172
Nuyenana npovasoauTens: M 18/172
Specification Resuits
Description MokasaTens Cneuudmaums PeaynuTatul
DESCRIPTION COMPLIES COMPLIES
Onucaxue cooTBETCTBYET COQTBETCTBYET
IDENTITY OF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
325:3:::?;?3 NOAMMHHOCTM canmeTepona ¥ nyTukasoHa NponuoHara COOTBETCTRYET cooTBETCTRYET
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE
BY HPLC COMPLIES COMPLIES
Onpefenexye NOANUHHOCTIA canMeTepona U dnyTukasoHa NponuoHaTa cooTBeTCTRYeT COOTBETCTBYET
meTogom BIMX
975-107.5% 101.6
CONTENT OF SALMETEROL 975-1075% 1018
KonuuecreerHoe onpefeneHue canvmeTepona (48,8 ~ 53,8 mur/posa) | 50,8
(48.8 — 53.8 yg/vlister) | 50 3
96.0 - 107.5 % 101.7
CONTENT OF FLUTICASONE PROPIONATE 96,0 — 107,5% 1017
KonuuecTeeHHoe onpeaenexue iNyTUKa3oHa NponuoHara {240 - 269 mxr/poaa) 254
(240 - 269 pg/blister) 254
FINE PARTICLE MASS SALMETEROL 8 - 15 pgfbls 11
PecnupabenbHan dipaxLua canMerepona 8 — 15 mur/aveitka 11
FINE PARTICLE MASS FLUTICASONE PROPIONATE 37.5 - 75 pglbls 61
Pecnupatenshan dpakUva GnyTUKascHa nponuoHara 37,5 — 75 mKriayenka 61
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OAHOPOAHOCTE ACCTABNAEMON fo3bl/canmeTepon COOTBETCTBYET COOTRETCTBYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE | COMPLIES COMPLIES
OaHOPOAHOCTE AOCTABNREMONR A03bIDNYTHKAIOHA NPONUOKHET COOTBETCTBYET COOTBETCTBYEY

Signature

Mognuck

Name

Qualified Person
YNONHOMOUYEHHOE AL

O lol o

Date of balch release
[ara seinycka cepuu

03-JUN-2019
03-uoHb-2018




