NEKJAPAIIASTI O COOTBETCTBHH

JEKJIAPAHT, IPUHUMAIOIIMAM AEKJIAPAIIMIO O COOTBETCTBHHA

AO "TharcoCmumKnsin Tpetioune"

Céedenus o pezucmpayiiu op2anusayuu: Mexucpaionnas uncnexyun DedepanbHoti Hano2o601i cayictvt Ne 46 no
> Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoerus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnyc 4, amadic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'eriepanvubiii Oupekmop Hybanckuii Onez

Jlogepennoe nuyo: Kysneyoe A.A., dogeperHochb 60-13.09.2018 om 13.09.2018 2.

3AABJSIET, UTO

nexapcmeennoe cpedcmeo: Cepemuo, asposons Onn unzanayuii dosuposannviii 25 mre+125 mre/dosa 120 03,
unzansmopul (1), nauxu kapmouivie, PV Ne IT NO15937/01 om 10.09.2009 (dama samenwt 24.11.2017) evidano
340 "ThaxcoCwumKnim Tpeiiounz", cepus VDSV, napmus 21632 ynaxo6ox, 200ex 00 09.12.2020,
npouseodcmea Iaxco Bannrom Ilpodaxuen, Dpanyus, Glaxo Wellcome Production, Zone Industrielle No.
2.23, Rue Lavoisier 27000 Evreux, France, ko0 OKITI/J2 21.20.10.254, xoo TH BOJ 3004320009,
JTucmpubsiomop. coznauerue 6/ om 01.01.2013, uneoiic Ne 4205253582 om 25.02.2019

COOTBETCTBYET TPEBOBAHHSAM
ITN015937/01-241117

JEKJIAPAILMS TPHHATA HA OCHOBAHHH
npomokon ucnsimanuii Ne 1345m om 12.03.2019 HJT 000 HI] "PAPMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmucpuxam POCC FR.®M08.C35830 om 1 2.03.2019

Kyznenos AA.
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CBEJJEHMS O PETUCTPALIAN

OPT'AH 11O CEPTHOHKAIINH, 3APETHCTPUPOBABIIHN JIEKJIAPAITHIO

RA.RU.110M08 OPTAH 110 CEPTH®HKALHH ITPONYKI[HH OBLECTBO C OrPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH JEHTP KOHTPOJISI KAYECTBA',

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmepxoéa, 0. 4, am. 5, nom. I, kom. 1, aopec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxea, yn. Macmepkoga, 0. 4, am. 5., men.:(495)788-02-88, eeb-
catim; oyxkx.pe.
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Issued by: / Bolgano :

GlaxoWellcome Production / Mnakco Bannkowm MpogakiueH

Z1 N°2, 23 Rue Lavoisier / 3oHa Uuaycrpuane Ne Zio Pio flayasse
F-27081 EVREUX/3BPO

France / @PAHLIUA

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

Certificate of Analysis
Ceprtudpmkar aHanusa
Certificate Date Certificate Number
[ara euigaun ceptugpukata Homep cepruchukaTa
20-FEB-2019 3000527032
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Material Description: SERETIDE AER 25/125MCG 1X120D_RU/T
OnucaHue maTepuana: Cepetug®, 2aopo3onb AN UHranauuit A03NPOBaHHEIR, 25 MKr +
125 mrr/posa (120 pos)
Material Number: 60000000002639
Homep matepuana: 60000000002639
Package size / type: 1 can/carton
YnakoBxa: 1 wHranaTop/ KapToHHans nadvka
Manufacturing Authorisation Number: M 18/172
NuueHsus npoussoavTens: M 181172

Regulatory Statement:
PerynaTopHoOe NOATBERKASHNE !

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

Homep GMP ceprudukara nponssoputens: 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.

HacToslmM NOATBEPIKAAEM, 4TO MHCOpMauws, NpeAcTaBneHHas B [aHHOM cepTudmkarte, ABMAETCA
JOCTOBEPHOA W TouHoW. [lawkas cepws npoaykra Gbina npousseneHa, BIIIOMAs Onepauuu no ynakoeke /
MapKMPOBKE W KOHTPOMNb Ka4ecTsa, B NONHOM COOTBETCTBUN C NOKaNbHbIMU tpebosanuamu GMP u TpeGosaHuamn
cneunhMKaLu  PErMCTPaLMOHHOMO  YAOCTOBEpeHWA  CTpaHbli  HasHaueHus. 3anucy, OTHOCALUMECA K
NPOMSBOACTBEHHOMY NpOLIECCY, YNAKOBKE W TECTUPOBAHWIO Cepu, ObinW NPOBEPEHbI WU COOTBETCTBYIOT
Tpebopanmam GMP, cepus Gbina BoinyWeHa YNoNHOMOUEHHBIM NULIOM,

Batch N°: VD5V EXPIRY DATE: 09-12-2020
Cepus Ne : VD5V Mogen go : 09-gexabpe-2020
Manufacturing date: 10-12-2018

[Lara uarotoenenus: 10- nekabpb-2018

Importing Country: Russia
MmnopTupyiowas ctpana: Poccun



Issued by: / Beigato :

GlaxoWellcome Production / Mnaxkco Bannkom [NpoaaxiieH
ZI N°2, 23 Rue Lavoisier / 3ona WnaycTpuans Ne 210 Pio Jlasyasbe

F-27091 EVREUX/3BPO

France / ®PAHLIMA

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

Material Description
Onucaxnue marepuana:

Material Number:
Homep martepuana:
Package size [ type:

Certificate of Analysis
Ceptudhukar ananuza

Certificate Date Certificate Number

[laTa seigaun cepTuchukata  Homep ceprudmkara

20-FEB-2019 3000527032
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SERETIDE AER 25/125MCG 1X120D_RU/T

Cepemg@, a3p030MNb AN WHrANALMA [03upPOBaHHEINA, 25 mMKr +
125 mrr/gosa (120 pos)

60000000002639

60000000002639

1 can/carton

YnakoBka: 1 uHranaTop/ KapToHHAR navka
Manufacturing Authorisation Number: M 18/172
Nuuexans NpoU3BOAUTENSA! M 18/172
.. Specification Results
Description Toxssarent Cneuuduxkaumns Peaynbrathl
DESCRIPTION COMPLIES COMPLIES
Onucanve COOTBETCTBYET COOTBETCTBYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHOCTE canmeTepona keuHacpoara / BOMX COOTBETCTBYET COOTBETCTBYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHoCTL dryTukascoHa nponnoxata / BOMXX COOTBETCTBYET coOTBETCTBYET
CONTENT OF SALMETEROL PER ACTUATION 18.9-23.1 ug 218 pg
KonuuecTBeHHOe onpeaeneHie canmeTepona B OAHOW Ao3e 18,9 - 23,1 mxr 21.6 mxr
FLUTICASONE PROP.CONTENT /ACTUATION 99 - 121 112
KonwuecTeeHHoe onpefenedue hnyTUKasoHa nponuoHara 8 99 — 121 ’LQKT 112 ﬁ%l’
onHol pose
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OnHOPOAHOCTS A03NpoBaHMs canmetepona / BIMX COOTBETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP./HPLC
OpAHOPOAHOCTL AO3MPOBaHUA (DNYTUKA30Ha NponuoHaTa / COMPLIES COMPLIES
BN COOTBETCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 g S g
CpepHsis Macca TOHKOAMCNEPCHBIX YACTUL HA KACKEAHOM g
7 =13 mkr MKr
MMnNakTope, canmerepon
ELUTICASONE PROPIONATE FINE PARTICLE MASS
40 - 65 pg 48 ug
CpepnHsis Macca TOHKOANCNEPCHBIX YACTULL Ha KacKaaHoM 40 - 65 MKr A8 MKr
umnaxrope, GnyTUKasoHa NponuoHaTt
COMPLIES WITH USP FOMELIES WiTH
USP TEST
LEAK RATE TEST CooreTcrayer
CKopoCTb yTeuku CooTBeTCTBYET HOpMam
dapmaxonev CLUA Hopmam dapmakonen
CllAa
Signature A5
Moanuck
Name Laure MASSEY
Qualified Person Fi
YnonHOMOYEeHHoe Date
nmyo Hara 2.4 1o iAS




