AEKJAPAITUS O COOTBETCTBHM

AEKJIAPAHT, NPUHUMAIOLIAH AEKJIAPAIIHIO O COOTBETCTBHHM
AO "ThaxcoCmumKnsiin Ipeiiouna"

Ceedenus o pezucmpayuu opeanusayuu: Mesicpaiionnas uncnexyun Dedepanvroii nanoz06o4i cayoicbor Ne 46 no

Tenedpon.8(495)777-89-00.
B nuye: I'enepansuuii oupexmop [ybancxuti Onez
Hoeepennoe nuyo: Kysneoe 4.4., dosepeniocms 60-13.09.2018 om 13.09.2018 .

3AABJISIET, UTO

Hucmpuboiomop. coznauenye 6/ om 01.01.2013, uneoiic Ne 4205264655 om 29,04.2019

COOTBETCTBYET TPEBOBAHHUSIM

I N015937/01-241117 wsm. Ne |

AEKJIAPALIHS [TPHHSITA HA OCHOBAHUH

npomoxonr uchetmaruii Ne 2430xm om 1 6.05.2019 HIT 000 HI[ "PAPMOBOPOHA ‘s ammecmam
axkpedumayuy POCC RU.0001.2] DJI40, Cepmugpuram POCC FR. PMO8.C40106 om 16.05.2019
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OPT'AH ITO CEPTHOHKAIIUH, 3APErCHCTPHPOBABIIMIT AEKJIAPAITHIO

RA.RU. 11®OM0O8 OPIAH 11O CEPTHOHKAITHH ITPOJYKIJHH OBIJECTBO C OIr'PAHHYEHHOIH
OTBETCTBEHHOCTBIO "OKPY)KHO HEHTP KOHTPOJIA KAYECTBA "

adpec opzanuzayuu: 115280, 2, Mocxkea, yn. Macmepioea, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxosa, 0. 4, sm. 5., men. :(495)788-02-88, gep-
caum: oykx.pe.

AEKJIAPA O COOTBETCTBUH 3APETHCTPHPOBAHA M POCC RU A-FR.®M08.A.24291/19
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Issued by: / Beipaso :

GlaxoWellcome Production / Mnakco Bannkom Mpogaxwien

ZI N°2, 23 Rue Lavoisier / 3oua Wuaycrpuane Ne Zio Pio Nasyasse
F-27091 EVREUX/3BPQ

France / ®PAHLNA

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

Certificate of Analysis
Ceprudpukar ananuaa
Certificate Date Certificate Number
Hata sbinaun ceprudmkara Homep ceptudukara
16-APR-2019 3000557538
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Material Description: SERETIDE AER 25/250MCG 1X1 20D_RU/T
Onuncawnve matepuana: Cepetnn®, asposons ans UHFaNAUUA A03UPOBaKHLIR, 25 MKT +250
mMKr/gosa (120 gos)
Material Number: 80000000002640
Homep maTtepuana: 60000000002640
Package size / type: 1 can/carton
¥nakoBka: 1 MHranaTop/ kKapToHHas nadka
Manufacturing Authorisation Number: M 18172
Nuuenaus nponseopurens: M 18/172
Regulatory Statement:

PerynsitopHoe noareepxaenue |

Manufacturer's GMP Certificate Number: 201 8/HPF/FR/226

Homep GMP ceprucbukara npouseogurens: 2018/HPFIFR/226

We hereby certify 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 Authority and the specifications 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.

M&pKUDOBKE U KOHTPOSTb KAYECTBA, B NOMHOM COOTRETCTEUMN C NokaneHeiMi TpeGosanuamu GMP v TpeGosanusmu
cneundukaLMi  perucTpaLoHHoro YAOCTOBEDEHUS  CTPaHbl  HasHaueHus. 3anvcw, oTHocAwMecs K
MPOW3BOACTBEHHOMY NpPOUECCY, YNakoBKE M TeCTUpoBaHuio cepud, Gbinu npoeepexsi K CCOTBETCTBYIOT
Tpebosarnam GMP, cepun Guina BbINYLIEHa YNONHOMOYEHHBIM NULom,

Batch N°: B85H EXPIRY DATE: 03-03-2021
Cepus Ne : B85H Fogew po : 03-mapT-2021
Manufacturing date: 04-03-2019

[ara usrotosnenus.: 04-mapTt-2019

Importing Country: Russia
WmnopTupylowasn ctpana: Poccus




Issued hy: / Beigano ;
GlaxoWelicome Production / Makeo Bannkom Mpoaakiwen

ZIN°2, 23 Rue Lavoisier / 3oxa MHayctpuans Ne 2i0 Pio Nasyasse
F-27091 EVREUX / 3BPO

France / DPAHLIMS

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

Certificate of Analysis Lol
CepTudburar ananuaa e
Certificate Date Certificate Number
Harta eeinayn CepTuchukaTa Homep cepTucukaTa
16-APR-2019 3000557538
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SERETIDE AER 25/250MCG 1X 120D_RUIT
CepeTtun®, a3poaons ans UHranayui A03upoBsaHHbii, 25 Mrr +250
MKr/gosa (120 A03)

Material Description:
Onucanue mMarepuana:

Material Number: 60000000002640

Homep marepuana: 60000000002640

Package size / type: 1 can/carton

¥Ynakoska: 1 uHranaTop/ kapronkas nauka

Manufacturing Authorisation Number: M 18/172

TNuuenaus npoussogurens: M 18/172
Description Specification Results
DESCRIPTION COMPLIES COMPLIES
Onucanve CooTBeTCTBYeT CooTRETCTRYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MNoanuxnocTs canmeTepona kouHadoara / BIMX cooTseTCTRYeT CooTteeTcTRYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MognuiHocTs hnyTukazona nponuonHara / Ba)X CooTseTCTRYeT CooTBETCTRYET
CONTENT OF SALMETEROL PER ACTUATION 18.9-23.1 g 21.7 ug
Konuyectaennoe onpegerieHue CanMeTepona s oaHon fose 18,9 -23,1 mxr 21.7 mkr
FLUTICASONE PROP.CONTENT IACTUATION

198 - 242 yg 227 ug
Konw_eecmenuoe onpegenexne dnytukaaona nponuoHaTa B 198 — 242 wr 227 mkr
OfHOW flose
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OaHopogracTs A03vpoBaHua CanmeTtepona / BaMX CooTBETCTBYET CooTBeTCTRYET
CONTENT UNIFORMITY FLUTICASONE PROP. /HPLC COMPLIES COMPLIES
OgnropoasocTs gosuposarus nyTukasona nponmonara / B3X¥X CooTBETCTBYET cooTBETCTRYST
SALMETEROL FINE PARTICLE MASS 7413 g 9 ug
Cpeanss macca TOHKOAWCNEPCHBIX YaCTUL Ha KackagHom o 8 9 mEkr
“MnakTope, canmeTepon
FLUTICASONE PROPIONATE FINE PARTICLE MASS 70 - 120 ug 93 g
CpepHsn macca TOHKOAMCTIEPCHBIX YaCTHL Ha KackagHom 93
70 - 120 mxr MKr
“MnakTope, nyTUKasoHa nponuonaT
COMPLIES WITH Usp COMPLIES WITH
USP TEST
LEAK RATE ol Cootsercrayer
CkopocTs yreviu Cootsercrayer Hopmam HOPSEEY 4
Dapmakonen CLUA P
Papmakoney GLUA
Signature ‘fé q;-lr—\ Fo Zamoun Caline /'?Std{uq@?
Moanucs
Name Carine NISSERON
Qualified Person
Ynonxomouentoe Date
nuto Hata Aé!g( El 2 Q!E}
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