NTEKJAPAIIASI O COOTBETCTBHH

JNEKJAPAHT, IPHHUMAOHIANA TEKJTAPAIIAIO O COOTBETCTBHH

AQ "ThaxcoCuumKaaiin Tpetiouna"

Ceedenus o pezucmpayuu opeanusayuu.: Mesicpationnan uncnexyus Pedepanvioti Hanozoeoi caychvr Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, oama npuceoenust OI'PH 24.07.2002.

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

B nuye: lenepanvusiii Oupexmop Jlybsanckuii Onez

Hosepennoe nuyo: Kyzuneyos A.A., dosepennocns 18-09.08.2019 om 09.08.2019 2.

3ASBJISET, UTO

nexapemeennoe cpedemeo: Cepemud Mynsmuduck, nopowiox Ons urzanayui 0osuposarinvtit 50 mxe+250
Mmr2/d03a 60 003, unzansmoput co cmpunamu (1), nauxu kapmonnsie, PY Ne I N011630/01 om 10.06.2010
(dama zamenw 08.02.2019) ewidano AO "ThaxcoCmumKnsin Tpetiounz", cepus 3A2B-A, napmus 56334
ynaxosox, 2oden do 07.07.2021, npouséodcmea Iaxco Boankom Ipodaxwen, Cpanyun, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier; 27000 Evreux, France, ko0 OKITJ]2 21.20.10.254, ko0
TH B3/ 3004320009, Jucmpubsiomop. coznauenue 6/n om 01.01.2013, uneoiic Ne 4205288316 om
23.09.2019

COOTBETCTBYET TPEBOBAHHAM

1 NO11630/01-050218 uzm. Ne 1-2

JEKJAPAIIAA ITPUHATA HA OCHOBAHHH

npomoxon ucnsimanuii Ne 5978w om 02.10.2019 HJT 000 HL] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.®OMO8.C50027 om 02.10.2019

0 07. 0? 2021
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CBEJIEII/IH O PETUCTPALINU

OPrAH ITO CEPTH®HKAILIHH, 3SAPETHCTPUPOBABIIU I AEKJIAPALINIO
RA.RU.11OMO8 OPTAH IIO CEPTHCDHI{AUHH ITPONVKIJHH OBLIECTBO C OI'PAH.
OTBETCTBEHHOCTBIO "OKPYKHOH IJEHTP KOHTPOJIA KAYECTBA",

catim: Oyxx.pep. 2z
JIEKJIAPAHPIH O COOTBETCTBH_H 3APETUCTPUPOBAHA N POCC RU 4-FR.®M08.A. 38997!19

Huneuxo H.B.
MO/IHCE Pyxoeoaurens OC

For s
Eﬁmﬂﬂ ii.i'.?;"é ,, ?
adpec opeanwzayuu: 115280, 2. Mocxea, yn. Macmepxosa, 0. 4, am. 5, nom. I, kom. 1, adpec dgéa;(am // v/
cepmucpuxarpuw: 115280, POCCHA, 20pod Mocksa, yn. Macmepkosa, 0. 4, am. 5., men.. (495)7&? 0.2‘88&&6’/%
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Issued by: / BrigaHo :

GlaxoWellcome Production / Mnakco Bannkom Mpogakiuen

ZIN2, 23 Rue Lavoisier / 3oHa WnaycTpuans Ne 2io Pio flasyasse
F-27091 EVREUX/3BPO

France / @PAHLINA

Tel: ] Ten+ 33(0) 232235500 Fax: / dakc+33(D) 232235529
Certificate of Analysis
CepTutburar aHanusa
Certificate Dale Certificate Number
Hara ebinaun ceptudbmkata  Homep ceprudvrata
18-SEP-2019 3000641131
18-cenTabps-2019 Page 1 CrpaHuya of ua 3

Material Description: SERETIDE DISKUS 50/250MCG 1X80D_RU/T

OnucaHue marepuana: CepeTtua® MynbTuanck, nopoLLok aAns nHransLmi

HoanposanHbii, 50 MKr +250 mir/goaa (60 goa)

Material Number: 60000000010493

Homep matepuana: 60000000010493

Package size [ type: 1 diskus/carton

Ynakoska: 1 uHranATop/ KapToHHas nayka

Marketing Authorization Number: N011630/01

Howmep perucTpaumonHoro ynoctosepenna: NO11630/01

Manufacturing Authorisation Number: M 18/172

NuueHaus npousBoguTEns: M 18/172

Regulatory Statement:
PerynaTopHoe noATBepHASHUE |

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

We hereby certify that the above information is authentic and accurate. This baich of product has been
manufaclured, including packagingfiabeliing and quality control in full compliance with the GMP requirements of
the locai Regulatory Authority and the specifications in the Marketing Autherization 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.

Hacronuwmm noateepwpaem, 4To WHGIOPMAUMR, NPeACTaBNeHHas B AaHHOM ceptuchuKare, ABNABTCA
AocToBepHol M TouHon. [awnan cepust npoayira Gwina NpoMSBEAeHa, BKUOMAR ONepauun no ynakoeke /
MapKWPOBKE U KOHTPONL KAYECTaa, B NONHOM COOTBETCTBIUN C noKansHuIMK TpeBosaxusmu GMP 1 TpeBopanusmu
creyudukaL  PErucTPaLUMOHHOTO  YAOCTOBEPEHUs CTpaHbl Ha3Ha4eHun. 3anuck, OTHOCALUMECR K
NPOUSBOACTBEHHCMY MNpOLBCCY, YNakoBKe ¥ TecTuposaHuic cepuy, Buinu npoBepeHsl W COOTBETCTBYIOT
TpeGosanuam GMP, cepusi Geina BoinyleHa YNonHOMOUSHHLIM TULOM.

Batch N°: 3A2B-A EXPIRY DATE: 07.07.2021
Cepun Ne2 : 3A2B-A lNopen go 07.07.2021
Manufacturing date: 08-JUL-2018

Hata npouasoacTaa: 08-uions-2019

Importing Country: Russia
WmnopTupylowas ctpada: Poccus

S WOHER, S

API: salmeterol xinafoate (micronised) + fluticasone propionate (micronised) . M.
AQC: canmeTepona KcMHa0aT MUKPOHNIUPORAHHLIA + (hNYTUKA30HA NPONMOHAT MUKPOHU3UPOBAHHEIT 1
APl manufacturer (micronised): Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome . »*
Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome Production, France
Mpoussopurens A®C: Mnakco Onepsilwenc Benukobputanus Numutes, BenmwoSpuranus / [Makco
Banniom MNpoparwen, Ppanyus + Mnakco Onepaitwenc BenuoBputanus Numutes, Benuxo6puranusn /

Inakco Bannkom Mpogakuwen, Gpanuun



issued by: / Beigato :

GlaxoWellcome Produclion / Tnakco Bannkom lNpogakwen

ZI N°2, 23 Rue Lavoisier / 3ona WHayctpnans N2 2io Pio llapyasse
F-27091 EVREUX/3BPO

France / ®PAHUWA

Tel: / Ten+ 33(0) 232236500 Fax: / dakc+33(0) 232235529

Certificate of Analysis
Ceprudhurar aHanuaa
Cerlificate Date Certificate Number
[arta seigaqmn cepTudmrara Homep ceprudpukara
18-SEP-2019 3000641131
18-ceHTabps-2019 Page Crvpannua 3of u33
Material Description: SERETIDE DISKUS 50/250MCG 1X60D_RU/T
Onucanue matepuana; Cepetva® MynbTHAWCK, NOPOLLIOK ANA wHransLwi gosupopanHsid, 50
Mir +250 mrrfnoaa (60 po3)
Material Number: 60000000010493
Homep maTepuana: 60000000010493
Package size [ type: 1 diskus/carton
Ynakosua: 1 uHranaTop/ KapTOHHARA NnavKa
Marketing Authorization Number: NO11630/01
Homep perucTpauuorHoro yaoctosepenus:  NO1 1630/01
Manufacturing Authorisation Number: M18/172
JluyeHaus npanasoauTens: M18/172
Results
Description MNokasaTans Speclfication Cneuyndukauua PeaynbTarht
This parameter is controlied on the Russian Federation
RELATED IMPURITIES territory n/a
PoACTBEHHLIE NPUMECH [aHHBIN NOKA3ATENb KOHTPONUPYETCA Ha TePPUTOPUK Hin
Poceuhckoil Pepepauuu
This parameter is controlled an the Russian Federation
MICROBIOLOGICAL PURITY territory va
MugpoBuonordeckan WieToTa [NaHHbIfl NoKazaTens KOHTPONUPYETCA HA TEPPUTOPAN Hin
Poccuiickod depepaunm
This parameter is controlled on the Russian Federation
PACKAGING territory n/a
Ynakoska [anHkiA noKasaTesnt KOHTPONNPYETCA Ha TeppuTopun Hn
Poccuiickoil ®enepaumu
This parameter is controlled on the Russian Federation
LABELLING territory nfa
Mapkuposka [lanHbIi NoKasaTenk KOHTPONUPYETCA Ha TEPPUTOPUM Hfn
Poccuiicxkolt Gegepauun
Signature
Mopnuce
Name Marie-Eva BELLIER
Wmsn P v
Qualifled Person 17-SEP-2019 £ LW EC]
YnonHomcueHHoe NUUo @ . I Dale of batch release 17-cenTabpe-2048 C ¥ ~
JAara ewinycka cepuu 7 =5

13 /08 ) 2049



