AEKJIAPAITUA O COOTBETCTBUU

JEKJIAPAHT, MPHHUMAIOIUI TEKJAPAIIHIO O COOTBETCTBHU

AO "ThakcoCymumKnaiin Tpetioun2"

Ceedenusn o pezucmpayuu opeanusayuu: Mesicpationnan uncnexyus Pedepansnoil narozoeoi cayacosr Ne 46 no
2. Mocwae 01.01.2008, O'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, &. Mocxea, Jlenunzpadckuit npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, xomuama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvnviii oupexmop [y6anckuii One2

Hosepennoe nuyo: Kysueyoe A.A., dogepennocme 18-09.08.2019 om 09.08.2019 2.

3ASIBJSIET, YTO

aexapcmeennoe cpedemeo: Cepemud, aspo3ons Ona unearayui ozuposannviit 25 mx2+250 mxa/doza 120 dos,
utizanamopst (1), nauxu xapmonnwie, PY Ne IT N015937/01 om 10.09.2009 (0ama s3amens: 15.02.2019) evidarno
AO "ThaxcoCmumKnsiin Tpetiounz", cepus SN4M, napmus 33300 ynaxosox, 200en do 23.05.2021,
npoussodcmea Iaxco Bannkom Hpodaxuien, @panyun, Glaxo Wellcome Production, Zone Industrielle No. 2,
23, rue Lavoisier, 27000 Evreux, France, ko0 OKTIJ2 21.20.10.254, koo TH B3] 3004320009,
Hucmpubviomop. coznawenue 6/n om 01.01.2013, uneotic Ne 4205286712 om 12.09.2019

COOTBETCTBYET TPEBOBAHUAM

[T N015937/01-241117 uzm. No [-2

JEKJTAPAITHASA MPUHSITA HA OCHOBAHUU

npomoxon uchstmanut Ne 5628m om 25.09.2019 HJT OO0 HI] "OAPMOBOPOHA", ammecmam
axkpedumayuy POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.DMO8.C49445 om 26.09.2019
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CBE)}E’ﬁH&I O PETUCTPALIUU

OPT'AH IO CEPTH®HUKAIIAH, 3APETHCTPHPOBABIIHU JEKJIAPALIUIO R ! 10 2o

RA.RU. LI DPMO8 OPIAH I1O CEPTHOHKALIHH TPOAVKITHH OBIIECTBO C OIPAHH QEHHO;?

OTBETCTBEHHOCTAIO "OKPYKHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmepkosa, 0. 4, am. 5, nom. I, xom. 1, adpec opzana no

cepmucpurayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepxosa, 0. 4, sm. 5., men.:(495)788-02-88, eef-

catim: oyxx.peg.

}IEIC}IAW%H O COOTBETCTBHH 3APEI'HCTPHPOBAHA M POCC RU JI-FR.®M08.A.38157/19
PEFHCTPALIIN 27.09.2019
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lssued by: / BeigaHo :

GlaxoWellcome Production / Maico Bannkom Mpogakwes

ZI N2, 23 Rue Lavoisier / 3ona Weayctpuane MNe 210 Pio [lasyasse
F-27091 EVREUX/ 3BPO

France / @PAHLIMA

Tel: | Ten+ 33(0) 232235500 Fax: / dakc+33(0) 232235529
Certificate of Analysis
Ceprudhuiar aHanmsa

Certificate Date Certificate Number
Mara seipnaun ceprviwkara Homep ceptudmkara
03-8EP-2019 3000634404
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Material Description: SERETIDE AER 25/250MCG 1X1200_RUT

OnucaHue mMarepuana: Cepetna®, aaposons ANA MHFANALMA Bo3UpoBaHHbIA, 25 Mr +250
mir/aosa (120 aoa)

Material Number: 60000000002640

Howmep matepuana: 60000000002640

Package size / type: 1 canfcarton

Ynakoska: 1 uHransTop/ kKapToHHAR Navka

Manufacturing Authorisation Number: M 18/172

finueHaus npouzsoguTens: M 18/172

Regulatory Statement:

PerynaropHoe noaTeEpHkAeHue |

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

Homep GMP cepruduxara npoussogutens: 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 compliance with the GMP requirements of
the local Regulatory Autherity and the specifications in the Marketing Autharization 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. ;

HacToswum noaTeepkaaem, uTo wHGOPMAaUWS, NPeACTABNEHHAn B [AaHHOM cepTudiMkate, ABNsercs
pocTosepHoil M TouHoR. [lanHas cepus npopykta Obina npowasegeda, BKOUas onepauuu no ynakosxe [/
MapKUpOBKE W KOHTPOMb KauyecTBa, B NONHOM COOTBETCTBUKM C noxanbHbiMu  TpeBopauusamu GMP
TpefopanuaMY creumdyiKaLuy PericTpaLnoHHoro YAOCTOBEPEHUS CTPaHbI HasHaveHus. 3anucy, oTHocAWMecs :
K NPOW3BOACTEEHHOMY NpOUEcTy, YNakoske W TecTuposaHwio cepin, Obinw NPoOBEpEHbl WU COOTBETCTBYIOT
TpebBoeanuam GMP, cepus Buina eeinyieHa YNonHoMoueHHEIM NULOM. i

Batch N°: SN4M EXPIRY DATE: 23-05-2021
Cepun Ne : SN4M logen go : 23-man-2021
Manufacturing date: 24-05-2018

HaTa npouseoncTea: 24-mMain-2019

Importing Country: Russia
Wmnoprupytowan ctpada: Poccun

N\ A
API: salmeterol xinafoate + fluticasone propionate ?\ﬁ NN 200 Js B
ADC: canmeTepona KcuHadpoar + hnyTUKaloHa nponuoHar *{, i / Q;;
APl manufacturer (micronised) : Glaxo Operations UK Limited, United Kingdom / Glax6.) mef
Production, France + Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome Pmdﬁlﬂ!ﬁw
France
Mpounasoputens A®C: Maxco OnepoiwieHc BenukoBputanus Numuten, BenuxoBpurtauus / Mnakco
Bannuowm Mpopakwen, ®paduyun + Mnakco Onepaniwenc BenukoGpurtanus Numutes, BenukoBputanus /

Mnaxkco Bannkom MNMpogakwen, Gpadyna




Issued by: / Beigano :

GlaxoWellicome Production / Maxco Bannkowm MpoaakiueH

71 N°2, 23 Rue Lavoisier / 3ona Wuayctpuans Me 210 Pio Nasyasee
F-27081 EVREUX / 3BPO

France / ®PAHUWNA

Tel: / Ten+ 33{0) 232235500 Fax: / daxc+33(0) 232235528

Certificate of Analysis
Ceprudhukat asanuaa

Certificate Date Cerlificate Number
[ata Beifaun cepruduxara

03-SEP-2019

Homep cepruchukara
30006834404
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SERETIDE AER 25/250MCG 1X120D_RU/T
Cepetva®, 83p030fb ANst MHIANALIWG JOIUPOBAHHLIA, 25 MKT +250

Material Description:
OnucaHue matepuana:

mirfgosa (120 pos)

Material Number: £0000000002640

Homep MaTepnana: 60000000002640

Package size / type: 1 can/carton

Ynaxoeka: 1 wHranaTop/ KapTOHHAS Naqka

Manufacturing Authorisation Number: M 18/172

INnuenana npoussBoanTenNs: M18i72
Description Specification Results
DESCRIPTION COMPLIES COMPLIES
Onucanune cooTBETCTRYET COOTBETCTBYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MopnuHHocTs canmeTepona keuHadioata / BONK COOTBETCTRYET cooTseTcTeyeT
FLUTICASONE PROP.DENTITY/HPLC COMPLIES COMPLIES
MoamuxHocTs (hnyTukaaoHa nponvoxaTa / BOKX COOTBETCTRYET coorBeTCTEYET
CONTENT OF SALMETEROL PER ACTUATION 18.9 - 23.1 pg 218 ug
KonuuecTeenHoe onpegenetve canmerepona s oaHol gose 18,9 — 23,1 mur 21.6 mrr
FLUTICASONE PROP.CONTENT /ACTUATION

198 - 242 g 226 g
KonuuecTaeHHoe onpeaernetine chnyTUKE3OHa NPONUOHATA B 198 — 242 mxr 296 MK
oaHou ao3e
CONTENT UNIFORMITY SALMETEROUL/HPLC COMPLIES COMPLIES
OfHOPOAHOCTL AC3MPOBaHUsA canmeTepona / BOMX CoOTRETCTAYEeT COCTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP, fHPLC COMPLIES COMPLIES
OnHOPCAHOCTE AOSMPOBaHHUA thnyTukasoHa nponionata / BAXX cooTBETCTBYET COOTBETCTRYET
SALMETEROL FINE PARTICLE MASS 7-13 g 9ug
CpeaHAs Macca TOHKOANCNEPCHLIX YACTUY Ha KacKaaHoM 713 WK O MKT
WMNAKTOpe, canMeTepon
ELUTICASONE PROPIONATE FINE PARTICLE MASS 70 - 120 pg 82 ug

PeaHsR Macca TOHKOAMCHEPCHBIX YACTUL, HA KACKaHOM 70 — 120 mr 92 pxr

umnakTope, NyTMKazoHa nponuoHar

COMPLIES WITH USP
LEAK RATE TEST COMPLIES
CKOpOoCTb YTe4KN CoOTBETCTBYET HOPMaM | COOTBETCTBYET

dapmaroneun CUA




Issued by: / Boigato ;

GlaxoWellcome Production / Tnakco Bannkom Mpogakwed

ZI N°2, 23 Rue Lavoisier / 3oHa Wnayctpuans Me 210 Pio flasyasse
F-27091 EVREUX/3BPO

France / OPAHLIMA

Tel: / Ten+ 33(0) 232235500 Fax: /$akc+33(0) 232235629

Certificate of Analysis
CepTudhurat avanuaa

Certificate Date Certificate Number
Hata suigaun ceptuchukaTa Homep ceptudhurara
03-SEP-2019 - 3000?34404
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Material Description: SERETIDE AER 25/250MCG 1X1200_RUIT

Onucanue Marepuana: Cepetua®, aspoaons gns nHransumit Aosvposadtsi, 25 mur +250
mKrfaosa (120 poa)

Material Number: €0000000002640

Homep martepuana: 80000000002640

Package size / type: 1 canfcarton

Ynakosua: 1 uHranaTop/ KapToxHas nadxa

Manufacturing Authorisation Number: M 18/172

NuueHana npoulBoanTens: M 18/172

Description Specification Resuits

This parameter is controlled on the Russian Federation
NUMBER OF DOSES IN THE INHALER | territory n/a
Konwuectso a0z 8 uHransatope [anubiit noxaIaTenk KOHTPONUPYETCS HA TePPUTOPHY H/n

Poccuiickoik Qepepaumu

This parameter is controlled on the Russian Federation
PARTICULATE MATTER territory nia

MexaHnieckue BKNINYEHWA Hanksit noxasatent KOHTPONUPYETCA Ha TePPUTOPMM Hin
Poccuiickolh depepaiinn

This parameter is controlled on the Russian Federation
RELATED IMPURITIES territory nfa
Focropousue npuMecy [aHHBIA NoKazaTentk KOHTPOMUPYETCS Ha TEppUTOpNK Hin
Poccuiickoi PepepaLinm

This parameter is controlled on the Russian Federation
MICROBIOLOGICAL PURITY territory n/a

MukpoBuonoruueckas “ucToTa AaHHbii noKazaTens KOHTPOMMPYETCA HA TEPPUTOPUN Hin
Pocewiickof ®enepauum

This parameter js contrelled on the Russian Federation
PACKAGING territory nla
Ynaxoska [anHbiit noKaIaTens KOHTPONMpYETCs Ha Tepputopuu | WM
Poccuiickoin $epepauvu

This parameter is controlled on the Russian Federation
LABELLING territory n/a

Maptruposxa Hauusiii nokasavens kKOHTpONMpYeTCA Ha Tepputopu | W1
Poccuiickoi ®egepayun

Signature
Nognuecs iy
Name Céline ZEITOUN

Wms

Qualified Person

YnonHomoueHHoe Date

nue Rata OSlad e \C,j




