AEKJIAPAIIASTI O COOTBETCTBUHA

AEKJTAPAHT, NPUHUMAIOHIUIA IEKJTAPAIIMIO O COOTBETCTBUM

AO "ThaxcoCymumKaniin Tpetiounz"

Ceedenus o pezucmpayuu opeanusayuu: Meacpationnan uncnexkyus Pedepansoii Hanozo8ou cayxchui Ne 46 no
2 Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus. OT'PH 24.07.2002.

Aopec: 125167, 2. Mocxea, Jlenunzpadcxuii npocnexm, 0. 374, kopnyc 4, smaoic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00,

B nuye: I'enepanvuviii dupexmop [Jybanckuii Onez

Hoeepennoe nuyo: Kysneyos A.A., doeepennocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJBIET, UTO

Aexapemeennoe cpedcmeo: Cepemuo, asposonb Ona unzansyuii dosuposannsidi 25 mxz+50 mxa/dosa 120 dos,
unzanamopei (1), nauxu kapmonnvie, PY Ne IT N015937/01 om 10.09.2009 (dama samens: 23.10.201 8) swioano
340 "ThaxcoCymumKaniin Tpetidune", cepus 384L, napmus 17485 ynaxoeo, 200en do 16.01.2021,
npouseodcmea Iaxco Baanxom Ipodaxuten, Opanyus, Glaxo Wellcome Production, Zone Industrielle No.
2.23, Rue Lavoisier 27000 Evreux, France, koo OKITJ2 21.20.10.254, ko0 TH B3N 3004320009,
Huempubviomop. coanawenue 6/n om 01.01.2013, unsoiic Ne 4205264660 om 29.04.2019

COOTBETCTBYET TPEBOBAHHSIM

I NO15937/01-241117 usm. Ne |

AEKJTIAPAIIUS IIPHHATA HA OCHOBAHUH

npomoxon ucnoimanui Ne 2431y om 16.05.2019 HJ1 OO0 HI] *“PAPMOFOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.®MO8.C40107 om 16.05.2019

! Trading Kysnetos A A.
'::_ & oexaapa QQ&HK& OO
CBEJEHUS O PETUCTPAIINU

OPTAH IO CEPTH®HKALIHHA, 3SAPETHCTPHPOBABIIHM TEK/IAPAITUIO

RA.RU.119M08 OPI'AH 10 CEPTHOHKAIIHH TPOYKIIHH OBLIECTBO C O PAHHYEHHOH

OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJI KAYECTBA",

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

cepmugpuxayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoaa, d. 4, am. 5., men. (495 )788-02-88, aeb-

catim: oyxx.pe.

AEKJIAPAIIASL O COOTBETCTBHU 3SAPETHCTPHPOBAHA N POCC RU JI-FR. ®M08.A.24292/19
BEFHCTPALINH 17.05.2019

i Junenxo HULB.
MIOATIHCE Pyxosogutens OC

8 | ueHTp KoOHTRONA

opEifir e




Issued by: / Beipnaso :

GlaxoWellcome Production / Makco Bannkem Mpogakwen

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

France / ®PAHLIWA

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

Certificate of Analysis
Ceprudmkar aHanusa
Certificate Date Certificate Number
[ara sbinaun ceptuchukata Homep ceprtudpukata
18-APR-2019 3000558804
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Material Description: SERETIDE AER 25/50MCG 1X120D_RU/T

Onucanue matepuana: Cepetna®, a2po3onb ANs UHranAaLmia A03UPOBaHHLIA, 25 MKT + 50
mxr/posa (120 gos)

Material Number: 60000000002638

Homep marepuana: 60000000002638

Package size / type: 1 can/carton

Ynakoska: 1 uHranaTop/ KapTOHHAas nauka

Marketing Authorization Number: M NO15937/01

Howmep perucTtpaumnontoro ynoctoseperun: 1 NO15937/01

Manufacturing Authorisation Number: M 18/172

NMuueHaus npouasoauTens: M 18/172

Regulatory Statement:

PerynaTtopHoe noaTeepxaeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprudukarta npouasoautens: 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.

Hactoswmm noaTeepxaaem, uyTe uHcbopMauws, NPESCTABNEHHAS B AAHHOM CepTuduKaTe, ABNReTCS
AocTosepHoit ¥ TouHOW. [anHas cepwa npogykta Gbina npou3seneHa, BKMIOMAs ONEpaLUyMt No ynakoske /
MapKUPOBKE ¥ KOHTPOSb Ka4ecTsa, B NOTHOM COOTBETCTBUM C nokansHbiMmu TpeGosanusmu GMP u TpeGosaHuamu
cneunrkauMy  PerMcTpauvoHHOrO  YAOCTOBEPEHWS  CTPaHbl HasHauYeHWA. 3anucn, OTHOCSLUMECS K
NPOMIBOACTBEHHOMY NPOUECCY, YNakoBKe W TecTUpOBaHWMIO cepuy, Bbinu npoBepeHbl M COOTBETCTBYIOT
TpeBosanuam GMP, cepus Obina BbinyilieHa YNonHOMOUEHHBIM MULIOM.

Batch N°: 384L EXPIRY DATE: 16-01-2021
Cepus Ne : 384L Togex oo : 16- anBapL-2021
Manufacturing date: 17-01-2019

Hata usrotoBnenus.: 17- aHBapb-2019

Importing Country: Russia
Wmnoprupyiowasn crpana: Poccust



Issued by: / Beigano ;

GlaxoWeilcome Production / Makco Bannkom Npogakwen

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

France / ®PAHLINA

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

Cepriduxar ananwsa , &
Certificate Date Certificate Number
Hara suinaun ceptudukaTa Homep cepruduxara
18-APR-2019 3000558804
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Material Description:
OnucaHue matepuana:

SERETIDE AER 25/50MCG 1X120D_RU/T
Cepetna®, asposons ans uHransuus AocanposaHHbIf, 25 mir + 50
mKr/gosa (120 po3)

Material Number: 60000000002638

Homep marepuana: 60000000002638

Package size / type: 1 can/carton

¥naroska: 1 wHranaTop/ KApTOHHARA Havka

Marketing Authorization Number: 1 NO15937/01
Homep peructpaunorHoro yaoctosepesus: 1 NO15937/01

Manufacturing Authorisation Number: M 181172

Juuenaus npovasoguTens: M 18/172
Description Specification Results
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET cooTBeTCTBYyeT
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHoCcTL canmeTepona keuHadgoara / BOMX COOTBETCTBYET COOTBETCTBYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanuuHocTs hnyTHkasona nponuoHara / BEMX COOTBETCTBYET COOTBETCTRYET
CONTENT OF SALMETEROL PER ACTUATION

" 18.9-23.1 g 20.6 pg
Eggguemseuﬂoe onpefeneHne canMmeTepona B 0gHON 18.9 - 231 mr 20.6 wxr
FLUTICASONE PROP.CONTENT /ACTUATION
KonuyecreenHoe onpeaenexie gnyTukasoHa ggg ::’g: 5?“ jg; z?(r
nponuoHaTa B 04HO Ao3e ' ! )
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OpaHopoaHocTe fo3upoeakus canmeTepona / B3XX cooTeeTCTBYeT COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP./HPLC
OpgHopopgHocTe Ao3upoBanus nyTUKa3oHa nponvoHaTa COMPLIES COMPLIES
1 B3 COOTBETCTBYST COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 g 9 g
CpefiHas Macca TOHKOAMCNEPCHBIX YACTUL HA KACKaAHOM 7 — 13 mir 9 MKr
vwmMnakTope, canMeTepon :
FLUTICASONE PROPIONATEFINE PARTICLE MASS 14 -26 pg 19 pg
Cpegrsa macca TOHKOAMCNIEPCHBIX YACTUL, HA KACKaaHOM s 36 Nt 19 mxr
uMnakTope, (hNyTUKa3aoHa NPOnNUoHaT
N COMPLIES WITH UsP TEST | SOMPLIES WITH USP
CE?pOCTb _—— CooTeeTcTayeT HopMam CooTeeTcTayeT HopMam
o ®apuaxones CLIA ®apmarkoneu CLUA

Signature
Mognuce
Name Benoit VANOVERBEKE
Qualified Person
YNonHoMOYeHHoe NULo Date

fata AZ/OC//’Zj
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