JAEKJIAPAIINS O COOTBETCTBUHA

AEKJIAPAHT, HPKHHMA!OIHHﬁ JAEKJAPAIIMIO O COOTBETCTBUH

AQ "TharcoCyumEaniin Tpetiowne”

Ceedenus o peaucmpayuu opzanusayuu: Mexcpaiounan uncnexyus edepanshotl Hano206ot cayictbovt Mo 46 no
2. Mocxee 01.01.2008, OF'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mockea, Jenunzpadckuii npocnexm, 8. 374, xopnyc 4, amadic 3, nom. XV, kownama 1.
Tenedhon:8(495)777-89-00.

B auye: Nenepanvruniil oupexmop [yvosanckuti One2

Hoaepennoe nuyo: Kyzueoe A.A., dosepennoems 18-09.08.2019 om 09,08.2019 2.

3ASIBJISIET, UTO

nexapemeennoe cpedemeo: Cepenud, asposons 018 unzanayuil 0ozupogannviti 25 mra+250 mrz/ooza 120 0os,
wnieansmopsi (1), nauu kapmonnwvie, PY Ne T NO15937/01 om 10.09.2009 (0ama 3avmenwr 15.02.2019) auidano
AQ "ThakcoCnumKasiin Tpeiiounz", cepus PX2K, napmus 59240 ynarxoeox, zoden 0o 15.05.2021,
npouzsoocmea Ihaxco Banaxom Ilpodaxwen, @panyus, Glaxo Wellcome Production, Zone Industrielle No. 2,
23, rue Lavoisier, 27000 Evreux, France, koo OKITI2 21.20.10.254, koo TH B3] 3004320009,
Huempubviomop. coznawernue 6/u om 01.01.2013, uneoitc Ne 4205283226 om 20.08.2019

COOTBETCTBYET TPEBOBAHUSIM

1T NO15937/01-241117 usm. Ne 1-2

JEKJAPAIIHS TIPUHSTA HA OCHOBAHHH

npomoron ucnoimaniil Ne 4885m om 02.09.2019 HII OO0 HI] "PAPMOBEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21@JI40, Cepmughuxam POCC FR.@MO08.C47340 om 03.09.2019

,IIEK.}IAPAII 00,2019
1 ; CTBHT A 0 15.05.2021
Kysueuos AA.
I'IP{Cb DO.H.O

CBEJAEHUSA O PETUCTPAIIIH

OPIAH IO CEPTH®HKAIIMH, 3APETUCTPHPOBABIIHIA JIEKJIAPAIIHIO

RA.RU. 11®MO8 OPTAH ITO CEPTH®HKALIHH ITPOIYKLHH OBLUJECTBO C OI'PAHHYEHHOH

OTBETCTBEHHOCTBIO "OKPYIKHOH IJEHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mockea, ya. Macmeproaa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no

cepmucpurayun: 115280, POCCHA, 20pod Mockea, yn. Macmeprosa, 0. 4, om. 5., men. :(495)788-02-88, 6e6-

catim: OyxrK.pgh.
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Issued by: / Beigano :

GlaxoWellcome Production / Mnakco Bannkom [Npogakiuen

ZIN°2, 23 Rue Lavoisier / 3ona Vingyctpuans Ne 210 Pio Jlasyasse
F-27091 EVREUX/3BPO

France / ®PAHLWA

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

Certificate of Analysis
Ceprucpuiar ananuaa

Certificate Dale Certificate Number
[Nata suigauun cepruchukara  Homep cepridmkara
01-AUG-2019 3000814721
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Crpanuua 1 na 2

Material Description:
SERETIDE AER 25/250MCG 1X120D_RW/T

Onucaxue matepuana; Cepertua®, aapo3sont AnA UHranauui o3npoBaHHeii, 25 Mkr +250
mir/posa (120 noa)

Material Number: 60000000002640

Homep marepunana: 60000000002640

Package size / type: 1 canfcarton

Ynakosia: 1 wHranaTop! KapToHHas navka

Manufacturing Authorisation Number: M 18/172

NuyeHsus npouasoguTens: M 18172

Regulatory Statement:
PerynaropHoe noagreepxaeHue ;

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

Homep GMP ceptudurata npouasogurens: 2018/HPFIFR/226

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

HacTonym nogTeEpKaaem, uTo WH(OpMauMs, npeAcTaBneHHan B gadHom  cepruthukate, sBNsETCA
gocroBepHolt U TouHoR, [adHan cepua npoaykra Obina npoussegeHa, Bkmiovas onepauun No ynakoske i
MAPKMPOBKE 1 KOHTPONb KauecTaa, B NONHOM COOTBETCTBIM C NokanbHbiMKU TpebosanuaMu GMP u TpebosanusiMu
creuMukatniy  PErucTPaLMOHHOTO  YAOCTOREDEHMA  CTPaHbl  HasHaueHua. 3anuck, OTHOCAWMecA K
NPOM3BOACTBEHHOMY MPOUECCY, YNakoBke ¥ TecTUpOBaHWIo cepud, Obifk NMposepeHsl W COOTEETCTBYIOT
Tpeboranuam GMP, cepus Gbina BeinylueHa YNoNHOMOUEHHLIM NiUom.

Batch N°: PX2K EXPIRY DATE: 15-05-2021
Cepun Ne 1 PX2K FMogen go 15-main-2021
Manufacturing date: 16-MAY-2019

[arta unarotosnenus.: 16- main-2019

Importing Country: Russia
Vimnoprupylowan crpada: Poccun



Issued by: [ BeipaHo :

GlaxoWellcome Production / Mnakco Bannkom Mpoaakiuen

ZI N°2, 23 Rue Lavoisier / 3ona Wingyctpuans Ne 2io Pio JlaByaske
F-27091 EVREUX/3BPO

France / GPAHUWA

Tel: / Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 2322356529

Certificate of Analysis
CepTtuchuiar aHanuia

Certificate Date
HAara swigaqu ceptuchrkaTa
01-AUG-2019 3000614721
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Cerlificate Number
Homep ceprudpuiara

Material Description:

Onucanue marepuana;

Crpanvua 2 ug 2

SERETIDE AER 25/250MCG 1X120D_RU/T
Cepeta®, aspo3onb ANs MHraNALWRA AO3UPOBARHLIRA, 25 Mir +250

mir/pnosa (120 pos)
0000000002640
60000000002640
1 canfcarton

Material Number:
Homep maTtepuana:
Package size [ type:
Ynaxosxa:
Manufacturing Authorisation Number: M 18/172

1 uranaTop/ KApTOHHAA Na4ka

fNuyeHans NPoM3IBoANTENA: M 18/172

Description Speclfication Results
DESCRIPTION COMPLIES COMPLIES
Onucarue COOTBETCTBYET COOTBETCTBYET
SALMETERQL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHOCTL canmeTepona keuradoara / BEMX cooTBeTCTBYeT COOTBETCTAYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
TMognuHHeCTL (hnyTuiasoHa nponkonaTa / BAYKX COOTBETCTBYET COOTBETCTBYET
CONTENT OF SALMETEROL PER ACTUATION 18.9-23.1 ug 21.8 g
lonuuecTeeHoe ONpeaeneHie canMeTepona s o4HoOR gose 18,9 = 23,1 mxr 21,8 mir
ELUTICASONE PROP,.CONTENT JACTUATION 198 — 242 g 223 pg

onuyecTseHHoe onpeaenedne yTKasoHa NponuoHaTa B 198 — 242 MKr 223 KT
OfHOI fose
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OfHOPOAHOCTS fosKupoBaHus canmetepona / BOMX COOTBETCTBYET COOTBETCTRYET
CONTENT UNIFORMITY FLUTICASONE PROP. /HPLC COMPLIES COMPLIES
OAHGPOAHOCTL ACIMPOBaHUA dIyTUKA3oHa nponuoHaTa / BAMX cooTBeTCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 g 9 pg
CpeaHss Macca TOHKOGUCTEPCHBIX YACTUL, Ha KACKAAHOM 7 =13 mKr o KikP
uMnakTope, canmerepon
e mermp R RETATE oW 1010 s

K - 94
vumMnakTope, dryrMkasona NponuoHar 10120 e M
COMPLIES WITH USP TEST

LEAK RATE CooTeeTcTayeT Hopmam COMPLIES
CrOpoCTh YTEHKN dapmaroneu CLLIA COOTBETCTRYET

sk Ty | Donil
Signature \)k IO gols

Moanuck R
Name Florent REIGNER
Qualified Person

YNONHOMOMEHHOE Dale of
nnuo release
Dara

31/07/2019




