JEKJIAPAIIASI O COOTBETCTBUM

JAEKJTAPAHT, IPHHUMAIOIIUN JIEKJAPAIIUIO O COOTBETCTBUU
AO "ThaxcoCxumKasim Tpeitduna"

Caedenus o peeucmpanuu opeanusayuu: Meaicpationnas uncnexyus Dedepanvroii Hanozosoit cayictn Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Aodpec: 125167, &. Mocxksa, Jlenunapaockuii npocnexm, 0. 374, kopnye 4, amaxc 3, nos. XV xosnama 1.
Tenechon:8(495)777-89-00.

B nuye: Ienepanvnerit oupexmop Jlyosnckuit Onez
Hosepennoe nuyo: Kysneyos A.A., doeepennocms 60-13.09.2018 om 13.09.2018 2.

SASIBJIFET, UTO

nexapemeennoe cpedemeo. Cepenud, aspozons O1s unarsyui dosuposannoii 25 mxz+125 mxa/dosa 120 dos,
unzanamopei (1), nauxu kapmonnvie, PY Ne IT N015937/01 om 10.09.2009 (dama samens: 15.02.201 9) evioano
AO "ThaxcoCyumKasiin Tpetioun2", cepusn S82M, napmus 27565 ynaroeox, 200en do 22.05.2021,
npouszeodemea Iaxco Baanxom Ipodaxwen, @panyus, Glaxo Wellcome Production, Zone Industrielle No.
2.23, rue Lavoisier, 27000 Evreux, France, koo OKIIJ[2 21.20.10.254, xod TH B3I 3004320009,
Hucmpubviomop. coznawenue 6/u om 01.01.2013, unsoiic Ne 4205281040 om 05.08.2019

COOTBETCTBYET TPEBOBAHUSIM

IINOI5937/01-241117 wan. No 1-2

JAEKJTAPALLHS ITIPUHSITA HA OCHOBAHHH

npomoxon ucnermanuii Ne 4502xm om 20.08.2019 HJT OO0 HI[ "PAPMOFOPOHA", ammecman
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.OMO8.C46454 om 20.08.2019

HUSTAENCTBUTENLHA O 22.05.202]
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CBE,H}HHSI O PETUCTPALIUHA

OPI'AH 110 CEPTH®HUKAIINH, 3APETHCTPHPOBABIIUHN JEKJAPALIUIO

RA.RU.11®MO8 OPTAH 11O CEPTHOHKALIHH ITPOJYVKIIHH OFI[ECTBO C OF'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH I[EHTP KOHTPOJIA KAYECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 9. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, yr. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caim: oyrk.pe.

AEKJIAPAIIUSI O COOTBETCTBHHU 3APEI'HCTPUPOBAHA N POCC RU JI-FR.®M08.4.33852/19
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Issued by: / Beigaso :

GlaxoWellcome Production / Makco Banniom Mpogaxien

ZIN°2, 23 Rue Lavoisier / 3ona WHayctpuans Ne 2i0 Pio lasyasse
F-27081 EVREUX/3BPO

France / ®@PARUAA

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

Certificate of Analysis
Ceprudhurar aHanuaa
Certificate Date Certificate Number
Lara seinaqn cepruthnkara Homep ceprucmrara
30-JUL-2019 3000614777
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Material Description:
: SERETIDE AER 25/125MCG 1X120D_RU/T

Onucanme maTepuana: Ceperua® asposonk Ans MHFANALMIA [O3UPOBAHHBLIR, 25 MK +
125 mxr/posa (120 go3)

Material Number: 60000000002639

Homep matepuana: 60000000002639

Package size / type: 1 can/carton

Ynakoska: 1 rHranaTop/ KapTOHHaN Nayka

Manufacturing Authorisation Number: M 18/172

TNuuenaun nponssoauTens: M 187172

Regulatory Statement:
PerynsiTopHoe noagTeBepMASHUE

Manufacturer's GMP Certificate Number: 2018/HPFIFR/226

Homep GMP cepruchukaTa npoussogutens: 2018/HPFIFR/226

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

Hactoswum nogTeepxgaem, 4TO WHGOPMAaUWA, NPEACTABIEHHAA B LaHHOM CepTudMKkaTe, SBRRETCA
AOCTOBEPHOIA W TauHow. [adxas cepus npoaykta Beina npowaseiena, BKQYas onepaumm no ynakoske /
MapKUPOBKE U KOHTPOMb KA4YecTBa, B NONHOM COOTBETCTEBWM C NoKansHbimn TpeGosanuamiu GMP n TpeSosannamn
creuyudukal  PerucTPaLMOHHOTO  YAOCTOBEPEHWA  CTPaHBl  HasHauewus. 3anucy, OTHOCRLUMECH K
NpoMaBoACTBEHHOMY MPOLECCY, YNAKOBKE ¥ TECTUPOBaHWIo cepwd, Obinu npoBepeHsl W COOTBETCTARYIOT
Tpebopauuam GMP, cepus Buina BriNyWeHa YNONHOMOYEHHBIM NTULIOM,

Batch N°: 8§82M EXPIRY DATE: 22-05-2021
Cepusn Ne : S82M logeH go 22- man-2021
Manufacturing date: 23-MAY-2019

Harta warotoenedus: 23- man-2019

Importing Country: Russia
MmnopTupylowan cTpana: Poccus



Issued by: | Beigaxo :

GlaxoWellcome Production / Tnakce Banskom MNpogakwieH

ZI N°2, 23 Rue Lavoisier / 3oHa Minaycrpuans Ne 2io Pio flaByasse
F-27091 EVREUX/3BPO

France / @PAHLINA

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

30-JUL-2019

Material Description:

Cerlificate Date
Aara suigaun ceptudhukara

Certificate of Analysis
CeptudhvKaT aHanuaa

Certificale Number

Homep ceptudukara

3000614777
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SERETIDE AER 25/125MCG 1X1200_RUIT

OnucaHue MaTepuana:

0000000002639
6000000000283%
1 canfcarton

Material Number:
Homep marepuana:
Package size / type:
Ynakosuxa:

1 unransrop! kapToHHan nayka

Ceperun®, aoposonk ANR uHranauuil AosSUpoBaHbIA, 25 Mir +
125 mkr/poaa (120 pos)

Manufacturing Authorisation Number: M 18/172
NuueHaun npousBopUTenA; M 181172
ek Specification Results

Description Mokasatens Crieluthixauin Peaynirathi
DESCRIPTION COMPLIES COMPLIES
Onucaxne COOTBETCTRYET COOTBETCTRYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MNognuxHocTs canmeTepona keunadeara / BOMX COOTBETCTBYET cooTaeTCTAYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES

. MMoanuHHOCTL thnyTHkasoHa nporuonaTa / BOWX cooTRETCTRYET COOTRETCTAYET
CONTENT OF SALMETEROL PER ACTUATION 18.9-23.1 pg 20.9 g
KonuuecTaenHoe onpeaeneHne CanMeTeporna B ofiHo# Acse 18,9 — 23,1 mxr 20,9 mkr
FLUTICASONE PROP.CONTENT /ACTUATION 89 - 121 g 112 ug
I(OJ‘EW;JECTBBHHQE onpegenesue hnyTUKasoHa NponNMoHaTa 8 89 — 121 mur 12 ukr
oaHoM fo3e
CONTENT UNIFORMITY SALMETEROUHPLC COMPLIES COMPLIES
OAHOPOAHOCTS A03KpOBaHKA canmeTepona / BOYKX COOTBETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP./JHPLC COMPLIES COMPLIES
OfHOPOAHOCTS A03UPOBaHUA (hnyTuKaaoHa nponuokata / BGWX COOTBETCTBYET COOTBETCTBYET
(S:ALMETEROL FINE PARTICLE MASS 7-131g 10 g

peaHAA Mmacca TOHKOAUCNEPCHBLIX YACTWUL Ha KackaaHom ” 13 MKr 10 mxr
UMNaKTope, canMerepon
FLUTICASONE PROPIONATE FINE PARTICLE MASS 4065 g 48 g
CpeaHas Macca TOHKOAWCNIEPCHBIX HACTHL] Ha KACKAAHOM 40 - 65 mKr 48 Mir
uMnakTope, hnyTukasoHa nponuoxar
COMPLIES WITH USP
LEAK RATE TEST COMPLIES
CKropocTh yTeyku CooTtBeTcTayeT HopMam COOTBETCTBYET
o dapmakonen CLUA
£ 3 20 Iy 1200

Signature . ,} o R Teol
Boarucs R e
MName Florent REIGNER
Qualified Person
YnonHoModeHHoe Date of
nwuuo release 30/07/2019

Hata




