O

AEKJIAPAITISA O COOTBETCTBUM

AEKJAPAHT, IPHHUMAJIOLIUN AEKJAPAITHIO O COOTBETCTBHH

AO "ThaxcoCuumKnaiin Tpetidunz"

Ceedenun o pecucmpayuu opzanusayuu; Meaicpationnas uncnexyun @edepansioii nanozoeoii cayoichbut Ne 46 no
e. Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, xommama 1.
Tenegpon:8(495)777-89-00.

B nuye: I'enepanvroni dupexmop Lybanckuii Onez

Hosepennoe nuyo: Kysneyos A.A., Oosepennocmp 18-09.08.2019 om 09.08.2019 2.

SASIBJSIET, YTO

fexapcmeennoe cpedemeo: Cepemud, aspozoas 0 urzanayuii 0osuposannsiii 25 miz+250 ymx2/dosa 120 003,
unzanamopei (1), navxu xapmounvie, PY Ne IT NO15937/01 om 10.09.2009 (0ama samensi 15.02.2019) gwdarno
AO "ThaxcoCuumKnsiin Tpeiidunz", cepusn V374, napmusn 26083 ynaxosox, z00en do 06.06.2021,
npouseodcmea Ihaxco Bannxom Hpodaxwen, Opanyus, Glaxo Wellcome Production, Zone Industrielle No. 2,
23, rue Lavoisier; 27000 Evreux, France, xod OKIT[2 21.20.10.254, ko0 TH B3] 3004320009,
Hucmpubsiomop. coznawenue 6/n om 01.01.2013, unsoiic Ne 4205286712 om 12.09.2019

COOTBETCTBYET TPEFOBAHUSIM

IIN0I5937/01-241117 uzm, Ne 1-2

AEKJIAPAIIHS IIPUHATA HA OCHOBAHUU

npomoxon ucnvimarui Ne 5629 om 25.09.2019 HIT 000 HI] "®APMOEOPOHA " ammecmam
arxxpedumayuu POCC RU.0001.21 PJ140, Cepmugpuxam POCC FR.DOMOS.C49446 om 26.09.2019

SUAEUCTBUTENBHA O 06,06.2021
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CBEJIFHIS O PECHCTPALIUAM .

OPTAH ITO CEPTHOUKAIIMH, 3APETUCTPUPOBABII ML JAEKJIAPAITUIO '
RA.RU.11DPMO08 OPTAH ITO CEPT, HOHKALHH TPONYKIHH OBIJECTBO C OTPAHHYEHHO
OTBETCTBEHHOCTBIO "OKPY)KHOH LIEHTP KOHTPOJIS KAYECT BA”,

aodpec opzanusayuu: 115280, 2. Mockea, ya. Macmepxoga, 0. 4, am. 5, nom. I xom. 1, adpec opzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmeprosa, 0. 4, am. 5., men.:(495)788-02-88, ge6-
caitm: oyxx.peh.

JAERJIAPAITMSI O COOTBETCTBUMU 3APETUCTPUPOBAHA M POCC RU JI-FR.®M08.A.38158/19
}IATA,EEI‘HUEP@IIHH 27.09.2019
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Issued by: / Beigano :

GlaxoWellcome Produclion / Fnakco Bannkom [Npoaakwen

ZI N°2, 23 Rue Lavoisier / 3oxa Wuaycrpuans Ne 2io P Naeyazse
F-27091 EVREUX/3BPO

France / ®PAHLIUA
Tel: / Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 232235529
Certificate of Analysis
Ceprudiukar ananuaa Sl
Certificate Date Cerlificate Number
fata seigavu cepTuchikata  Homep ceptudiukara
04-SEP-2019 3000635424
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Material Description: SERETIDE AER 25/260MCG 1X120D_RUIT
Onucanuve matepuana: Cepetnn®, aapoaons ANA MHrANALUMA A03MPOBaHHLIA, 25 mKr +250
. MmKr/iaosa (120 goa)
Material Number: 60000000002640
Homep matepuana: 60000000002640
Paclkage size / type: 1 can/carton
Ynaxoska: 1 uHranaTop/ xapTokHas nadka
Manufacturing Authorisation Number: M 18/172
NuueHaua npouasoauTens: M 18/172
Regulatory Statement;

PerynsitopHoe nogreepmpeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/228

Homep GMP cepruduxkara npouasogurtens: 2018/HPF/FR/226

We hereby cerlify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/labelling and quality control in full cempliance with the GMP requirements of
the lacal Regulatory Authorily and the specifications in the Marketing Authorization of the importing country. The
batch processing, packaging and analysis recerds were reviewed and found to be in compliance with GMP and
has been released by a Qualified Person.

HacrosumM nofTveepxgaes, 4To WHOPMauMs, npeacTasneHHas B AaHHOM cepTuduKkaTte, FABNAGTCA
flocroBepHo# W TouHoiA. [anHas cepus npopykTa Geina npowsBefeHa, BKMOYas ONEPaUMW No ynakoeke /
MapKUpOBKE U KOHTPOMb KA4ECTBa, B NOMHOM COOTRETCTBAM C NOKanbHeIMY TpeBosaHuaMu GMP 1 TpeboBaHuaMu
cneunhnkaluin - PErMcTPALMOHHONO  YAOCTOBEPEHUs CTPaHel Ha3HadeHMuA, Sanuck, OoTHOCALUMEcA K
NpOU3BOACTBEHHOMY npoUeccy, YNaKoske W TECTMPOBaHWIO cepw, GbiNu MpoBepeHbl W COOTBETCTRYIOT
Tpeboeanuam GMP, cepur Gbina BeInyleHa YnonHoMouyeHHsIM NULOM,

vaatall , 2w 0 8

Batch N°: V37A EXPIRY DATE: 06-06-2021
Cepun Ne : V3TA lMoget go 06- nioHL-2021
Manufacturing date: 07-06-2019

Hara npouasopgersa: 07-uoHb-2019

Importing Country: Russia \
Umnoptupyiowas ctpana: Poccust il 1= ¢
API: salmeterol xinafoate + fluticasone propionate \ /2 / i
ADC: canmeTtepona kevuHadgioaT + (hnyTukasoxa NponuoHar S, B A8 4

APl manufacturer (micronised) : Glaxo Operations UK Limited, United Kingdom%/ Glaxo Wellcome:

4

Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome
MNpoussoaurens A®C: Makco Onepaiiwerc BenukoBputanus Jlumurten, BenukoBpura
Bannkom lNpopakwen, ®PpaHuus + Makco Onepsiwenc BenukoGputakua Numures, Benukobpuranus |
Fnaxco Bannkom lMpogakweH, ®paduus




Issued by: / Beigauo :

GlaxoWellcome Production / Mnakco Bannkom [Mpopaxwet
Z1 N°2, 23 Rue Lavoisier / 3oHa WMuaycTpuans N2 210 Pio Jlasyasse

F-27081 EVREUX/OBPO
France / @PAHLINA

Tel: / Ten+ 33(0) 232235500 Fax: / ®axc+33(0) 232235629

Material Description:
OnucaHue marepuanal

Certificate of Analysis
Ceprudpurar aHanuaa
Certificate Date Certificate Number
[ata Buifavu ceptuchykaTta  Homep ceptudukara
04-SEP-2019 3000835424
Page 20f3
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SERETIDE AER 25/250MCG 1X1200_RUIT
Cepetng®, asposont Ana uHranauwi aoanposantsii, 25 mer +250

mir/aosa (120 poa)
60000000002640
60000000002640
1 can/carton

Material Number:
Homep matepuana:
Package size / type:
¥nakoBka:
Manufacturing Authorisation Number: M 18/172

1 wnranATop! kapToHHas nayka

Muuensus npoussoguTens: M 18/172

Description Specification Results
DESCRIPTION COMPLIES COMPLIES
Onucaxue COOTBETCTRYET COOTBETCTBYET
SALMETEROL XINAFOQATE IDENTITY/HPLC COMPLIES COMPLIES
MopnuuHocTs canmeTepona keunadoara / BAWNX COOTBETCTBYET COOTBETCTBYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHOCTs thnyTyUKasoHa nponuoHarta / BaM)KX COOTBETCTaYET cooTBETCTRYET
CONTENT OF SALMETEROL PER ACTUATION 18.9-23.1 yug 21.8 pg
[{onuvecTeeHHOe ONpeAeneHe canmeTepona B OAHOW AO3e 18,9-23,1 mur . . 21,8 myr
FLUTICASONE PROP.CONTENT /ACTUATION

198 — 242 pg 226 yg
KonuuectseHHoe onpefengHue (pnyTukasoHa nponuoHaTa 8 _
OAHOM £038 198 — 242 mur 226 mir
CONTENT UNIFORMITY SALMETERCL/HPLC COMPLIES COMPLIES
OpHOpOAHCCTL Ao3upoBaHus canmertepona / BN COQTRETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP. /HPLC COMPLIES COMPLIES
OpHopogHocTs Aoanposanus (hnyTukaacHa nponuoxata / BEMX COOTBETCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 4g 10 ug
CpeHAs Macca TOHKOANCNEPCHBIX HaGTULL Ha KackagHoM _ 10 MUr

7~ 13 mrr
nuMnakTope, canMeTepon
R Rt AR A T 70- 12010 boda

" 99

vmMnakTope, thnyTWKasoHa nponvoHart 70~ 120 wr M

COMPLIES WITH USP
LEAK RATE TEST COMPLIES
CKropocTb yTeqku CooTseTCTBYET HOpMam COOTBETCTaYET

dapmakoneu CLUA




Issued by: / BeigaHo :

GlaxoWellcome Production f Makco Bannkom Mpogarien

ZI N2, 23 Rue Lavoisier f 3ona WHgyctpuans Ne 2io Pio Nlasyaske
F-27091 EVREUX/3BPO

France / ®PAHLIVA
Tel: / Ten+ 33(0) 232235500 Fax: / darc+33(0) 232235529
Certificate of Analysis
Cepruchuxar ananuaa
Certificate Date Certificate Number
[arta ewinaum ceptuchurara  Homep ceptudmkara
04-SEP-2019 3000835424
Page 3of3
Crpatuta 3 us 3
Material Description: SERETIDE AER 25/250MCG 1X120D_RU/T
Onucanue matepuana: Ceperug®, asposons Ans WHranAUWiA A03MpOBaHHEIR, 25 MKr +250
mirigosa (120 pos)
Materlal Number; 60000000002640
Homep marepuana: 60000000002640
Package size / type: 1 can/carton
Ynaxosxa: 1 wHranaTop/ KapToxHaa navka
Manufacturing Authorisation Number: M 18/172
JNuueH3un npouasognuTENA: M 18/172
Description Specification Results
This parameter is controlled on the Russian Federaiion
NUMBER OF DOSES IN THE INHALER | territory nla
Konu4ecTRO 103 B MHransTope [aHHslil nokasaTens KOHTHONMPYETCA HA TEPPUTOPIM Kin

Poccuitckoi Gepepauuu

This parameter is controlled on the Russian Federation
PARTICULATE MATTER territory nia
Mexanudeckue BIIIOHeHUA [LlanHbIit nokasaTens KOHTPONMPYETCA Ka Tepputopuy | WM
Poceulickolt depepaliu

This parameter is controiled on the Russian Federation

RELATED IMPURITIES territory n/a
MoctopoxHue npumecy [laHHbIf NOKAIATENE KOHTPONUPYETCA Ha Tepputopun | H/N
Pocculickoi Pegepaiiin
This parameter is controlled an the Russian Federation
MICROBIOLOGICAL PURITY territory nia
MukpoBuonoriueckan yucrora [JatiHeiii NOKa3aTeNb KOHTPONUPYETCA Ha Tepputopuy | HIM

Poceulickoi Pepepaunu

This parameter is controlled on the Russian Federation
PACKAGING territory nfa

Ynakoska JakKbiil noKkasatens KOHTPONUPYETCA Ha Tepputopuy | HM
Poccuiickoli deaepatiuu

This parameter is controlled on the Russian Federation
LABELLING : territory nfa

Mapkuposka JlaHHBIA NoKasaTens KOHTPONUPYETCA Ha Tepputopun | M
| Poccutickoit ®epepauuu

Signature

Moanucs — -

Name FLORENT REIGNER

Wmsa

Qualified Person

YnonHomoyeHHae Date
nuuo Jara




