AEKJIAPAIIMSI O COOTBETCTBUU

AEKJIAPAHT, IPUHUMATOITHT AEKJIAPAITMIO O COOTBETCTBHHU

AO "ThaxcoCrmumKasiin Tpetidunz"

Ceedenus o peaucmpayuu opeanusayuu: Meacpaiionnan uncnexyus Dedepanvroii Hanoz060it cayacbor Ne 46 no
2. Mocxee 01.01.2008, OT'PH 1027739011 486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockaa, Jenunzpadexuii npocnexm, 9. 374, kopnye 4, amao 3, nom. XV komuama |.
Tenedpon:8(495)777-89-00,

B nuye: lenepansuuiii Qupexmop Jybsiucruii Onez

Hosepennoe nuyo: Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 -,

3ASABJISIET, UTO

rexapemeennoe cpedemeo.; Cepemud, aspozons ons unzanayui dosuposanneiii 25 mr2+125 mrz/dosa 120 d03,
uneanamopet (1), nauxu kapmonnwie, PY Ne IT N0O15937/01 om 1 0.09.2009 (dama 3amensv: 15.02.201 9) evidano
AO "ThaxcoCrmumKasiin Tpeiiounz", cepust WYSN, napmus 21992 ynaxoeox, 200ex do 18, 06.2021,
npowuzeodcmea Maxco Bannrom Hpooaruten, Opanyus, Glaxo Wellcome Production, Zone Industrielle No. 2.
23, rue Lavoisier, 27000 Evreux, France, koo OKII/]2 21.20.10.254, ko0 TH B3J 3004320009,
Hucmpubsiomop. coznawenue 6/ om 01.01.20] 3, ungoiic Ne 4205286715 om 12.09.2019

COOTBETCTBYET TPEEOBAHUSIM
T N015937/01-241117 uzm. Ne 1-2

AEKJIAPATIHSI IPUHATA HA OCHOBAHUH
npomoxon ucneimarnuii Ne 5625m om 25.09.2019 HJT 000 HI[ "PAPMOEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJT40, Cepmughuram POCC FR. ®M08.C49442 om 26. 09.2019

JIATA IIPHHSTHS NEKJIAPAIIHH 27.09.2019
JAPATIH iig%ﬁcmmmsm 1O 18.06.2021
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CBEJfE’hI/ISI O PETUCTPALIUH

OPT'AH IO CEPTU®HKAITHH, 3APETMCTPHPOBABIL M AEKJIAPAITUIO )
RA.RU.11OMO8 OPIAH ITO CEPTH®HKALIHH TTPOAVKIHH OBIIECTBO C OI PAHHYEHHOL
OTBETCITBEHHOCTBIO "OKPY)KHOMH HEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I xom. I, adpec opzana no
cepmupuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmepxoea, 0. 4, sm. 5., men. [(495)788-02-88, eed-
caium: oyxx.pep.

AEKJTAPALIHS O COOTBETCTBHH 3APETUCTPHPOBAHA M POCC RU [I-FR.®M08.A4.38154/19
PETHCTPALIAM 27.09.2019
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Issued by: / BeigaHo : - e iR
GlaxoWellcome Preduction / Mnaxeo Bannkom [Mpogakiuen ‘ ;
ZIN°2, 23 Rue Lavaisier / 3ona WMnayctpuans Ne 210 Pio flaeyaske

F-27091 EVREUX/3BPO

France / ®PAHLIWA

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

Certificate of Analysis
Cepruchukar ananusa e
Certificate Date Cerlificale Number
Lata seigaun cepruchukata  Homep cepruchukara
056-SEP-2019 3000635429
Page 1of3
Crpanuua 1 1a 3
Materlal Description: SERETIDE AER 25/126MCG 1X120D_RU/T
Onucanue matepuana; CepeTna®, asposont ANA UHranaLmi A03NPOBaHHbIR, 25 MKT +
125 mrr/noza (120 goa)
Material Number: 60000000002639
Homep martepuana: 60000000002639
Package size / type: 1 canicarton
Ynakoska; 1 wHranaTop/ KapToHHasR navxka
Manufacturing Authorisation Number: M 181172
INunueHana nponasoguTens: M 18/172

Regulatory Statement:
PerynaTopHoe nogreepiaeHue !

Manufacturer's GMP Certificate Number: 2018HPF/FR/2286

Homep GMP cepruchukara npoussoaurens: 2018/HPF/FR/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.

Hactosuum nodteepyaes, uTo UHhopMalus, npefcTasneHHas B AaHHOM ceptndiukarte, RBRRETCA
ROCTOBEPHOW M TouHoR. [aHHas cepus npopykta Geina npoussepeHa, BKNIONAs onepaLv no ynakoeke /
MapKUPOBKE 1 KOHTPONb KaYecTaa, B NOMHOM COOTBETCTBUM C noKkankHbiMy TpeGosanuamy GMP 1 tpeGoraHurMK
cneuudikauny  PerycTpalMoHHOro  YAOCTOBEpPeHUsl CTpaHel  HasHaueHus, 3anuck, OTHoCAWMECH K
MPOWU3BOACTBEHHOMY NPOUECCY, ynakoBke W TECTUPOBAHWIO cepud, ObiNkM NPOBEPEHE! W COOTEETCTBYIOT
Tpebosanuam GMP, cepun Gbina BuinyweHa YnonHOMOHEHHLIM NMLOoM,

Batch N°: WY5N EXPIRY DATE: 18-06-2021
Cepus Ne : WYSN MopeHx o 18-moHL-2021
Manufacturing date: 19-08-2019

Hara npouseogcTea: 19-wioHL -2019

Importing Country; Russia
Wmnoprupytowas cTpaxa: Poccus

APl salmeterol xinafoate + fluticasone proplonate

A®C: canmeTepona keuHadioaT + (hnyTUIEaIoHa NpoNUoHaT

APl manufacturer (micronised): Glaxo Operations UK Limited, United Kingdom / Glaxo Wellcome
Production, France + Glaxo Operations UK Limited, United Kingdomn / Glaxo Wellcome Production, France

MNpouzsoguren A®C: Mnakco OnepsiieHc BenwvkoBpuranwst flumuren, BenukoBputanus / I naKkco™

Bannkom lMpopakien, ®panuyun + Mnakco Onepaitwexc BenukoGpuranus Jlumuren, Bermxo6pura

Fnakco Bannkom Mpogakiuen, Ppaxuyus

LAY s
53 L




issued by: / Boigaxo

GlaxoWellcome Production / Fnakco Bannkom (Mpoaakiey
Z1 N°2, 23 Rue Lavoisier / 3oHa MuaycTpuane Ne 2io Pio Jlasyaase

F-27091 EVREUX/3BPO
France { ®PAHUMA

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

Certificate of Analysis
CepTudimkat asannsa
Certificate Date Certificate Number
[ava puigaun ceptuchukata  Homep cepruthukara
05-SEP-20189 3000635429
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Material Description:
Onucaxue matepuana:

125 mur/posa (120 pos)
Material Number: 60000000002639
Homep matepuana: 60000000002639

Package size [ type: 1 canfearton

YnaxkoBka:

SERETIDE AER 25/125MCG 1X120D_RU/T
CepeTup®, asposons ANA MHraNALMA A03MPoBaHHLIR, 25 MKr +

1 uHranaTop/ KapToHHas navka

Manufacturing Authorisation Number: M18/172
TuLeH3nA NpoUaBOANTENRA! M 18/172
; Speclfication Results
Description flokasarens Crieunthuraums Peaynbrark!
DESCRIPTION COMPLIES COMPLIES
Onucatue COOTBETCTBYET COOTBETCTRYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MoanuuKocTe canmeTepona koudacoara / BAMX CoOOTBETCTBYET cooTBETCTBYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHOCTb hnyTrikadona nponvonarta / BOMX COOTBETCTBYET cooTeeTCcTBYET
CONTENT OF SALMETEROL PER ACTUATION 18.9 - 23.1 g 20.6 pg
KonuyecTaeHHOe onpejienelue canMeTeporia B OaHoA fose 18,9 — 23,1 mrkr 20,8 mxr
FLUTICASONE PROP.CONTENT /ACTUATION 100
KonwuectaenHoe onpeaenenue thnyTukadoHa nponyoHara 8 99-121 pg kg
; PeA L P 99 ~ 121 mKr 108 mr
oAHoW fose
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OpHOPOAHOCTL A03UPOBAHUA cCanmeTepona / BOMX CoOT8ETCTBYET cooTBeTCTRYeT
CONTENT UNIFORMITY FLUTICASONE PROP./HPLC COMPLIES COMPLIES
OAHOPOAHOCTE A03UPORaHVA hryTUKasoHa nponvaonata / BAMK COOTBETCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13pg 10 ug
CpeaHss Macca TOHKOAKCNEPCHLIX YacTULl Ha KackagHoMm 7~ 13 MKr 10 mir
UMnakyope, canmerepon
FLUTICASONE PROPIONATE FINE PARTICLE MASS 40- 66 g 50 g
CpeaHas Macca TOHKOAUCNEPCHRIX YACTHL HA KAaCKAaAHOM 40 - 65 mKr 50 Mkr
uMnaxTope, hNyTMKa3oHa NPONUOHAT
coMpPLIES WITHUsSP | COMPLIES WITH
USP TEST
LEAK RATE 18st CoateetcTBYeT
CKopeCTh yTeuin CooTBeTCTBYET HOPMAaM g "
dapmakone CLUA Hopmam Papmakanen
CLUA
This parameter is controlled
on the Russian Federation
territory i
NUMBER OF DOSES IN THE INHALER S — n»;a PGl
HIEY o na ity 7
KonuuecTso f03 B nHransatope KOHTPONMPYETCH Ha Yoo \\’;’,‘—-‘— fin P
TeppUTOpMH Poccuitckod Y4 o
Pepepauny S (57 R




Issued by: / BoigaHo @

GlaxoWellcome Production / Inakco Bannkom Mpopakwen
ZI N°2, 23 Rue Lavoisier / 3ona Wxayctpuans Ne 2i0 Pio llasyasse

F-27091 EVREUX/3BPO
France / $PAHLIVA

Tel: / Ten+ 33(0) 232235500 Fax: / daxc+33(0) 232236529

Materlal Description:
Onucanne maTtepuana:

Materlal Number:

Homep matepuana:

Package size / type:

Ynakosxa:

Manufacturing Authorisation Number:
NneHans nponssoauTens:

Certificate of Analysis
Ceprutpukar aHanusa
Certificate Date Certiflcate Number
fata Boigauu ceptndpukata  Homep ceptudiukarta
05-SEP-2019 3000836429
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SERETIDE AER 26/125MCG 1X120D_RU/T

CepeTna®, aaposont Ans MHIANALWIA f0SUPpoBaHHLIN, 25 MKr +
126 mur/poaa (120 pos)

60000000002639

60000000002639

1 can/carlon

1 uHransTop/ KAPTOHHAR Navka

M 18/172

M 18/172

Description lNokaaarens

Specification Cneunchurauun Results Peaynbrarbl

PARTICULATE MATTER
MexaHuieckne BKMIOYEHUA

This parameter is cantrolled on the
Russian Federation territory nia
[LakHblil nokasaTenb KOHTPONUPYETCA Ha Hin
TeppuTopny Poccuiickoil @epepalivm

RELATED IMPURITIES

This parameler is confrolled on the
Russian Federation territory nfa

MukpoBuonoru4eckan yuerora

[MocTopoxHue npumeck HAaHHell nokasaTens KOHTRONMPYETCs Ha H/n
TeppuTopun Pocchiickon Peaepalivmn
This parameter is controlled an the
MICROBICLOGICAL PURITY Russian Federation territory nfa

[LlanHeli nokasarents KOHTPONWPYETCA Ha H/n
TeppuTopuy Poccuiickoi Penepauun

This parameter Is controlled on the

PACKAGING Russian Federation terrilory nfa

Ynaxoeka LaHHbili noxasatenb KOHTPONUPYETCH Ha nin
Tepputopuu Poccuiickeih Pepgepayun
This parameter is controlled on the

LABELLING Russian Federation territory n/a

Mapgupoaxa [DanHbiil nokasaTens KouTponupyetca ka | MM
TeppuTopuu Poccuiickon ®epepauvn

Signature

Moanuck oy

Name Céline ZEITOUN

Vima

Qualified Person

YnonHomoueHHoe Date

nuyo Larta




