JEKJIAPAIIUS O COOTBETCTBUA

JEKJAPAHT, IPHHUMAIOIIMN JEKJAPALIMIO O COOTBETCTBHH

AO "TaxcoCrmumKnsnin Tpetioun2"

Ceederun o pezucmpayuu opeanuzayuu.; Mesicpaiionnan urcnexyus Pedepanvroti Ha1020601 caydichvr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npucsoenus OI'PH 24.07.2002.

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

B mye: lenepanvrviii oupexmop Hybsnexuii Onez

Hoeepennoe nuyo: Kyzueyoe A.A., dogepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, YTO

nexapcmeennoe cpedcmso: Cepemud Mynsmuduck, nopoutox 0as unzansyuil dosuposannuiii 50 mxa+100
Mr2/003a 60 003, unzanamoput co cmpunamu (1), nauxku kapmonneie, PY No IT NO11630/01 om 10.06.2010
{0ama 3amenvt 05.02.2018) guidano 340 "ThaxcoCuumKnain Tpeidune", cepus XL7K, napmus 14883
ynaxoeok, eoden 0o 03.01.2021, npoussodcmea [axco Bannxom Ilpodaxuien, Ppanyua, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France, xod OKIT/[I2 21.20.10.254, xoo
TH B3 3004320009, Quempubsiomop. coznawenue 6/n om 01.01,.2013, unsoiic Ne 4205261458 om
08.04.2019

COOTBETCTBYET TPEBOBAHUAM

IT N011630/01-050218

NEKJAPAIIHSI TPHHSTA HA OCHOBAHUH

npomoxon ucnuimanuti Ne 2123y om 17.04.2019 HJT OO0 HI] "®APMOBEOPOHA", ammecmam
axkpeoumayuu POCC RU.0001.21PJI40, Cepmugpuxam POCC FR.®MO8.C38526 om 17.04.2019

I{ATA HPHHﬂTHﬁ }IEIUIAPAIII/IH 18.04.2019
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CBE}I]E%{HH O PETHCTPAIINHA

OPTAH IO CEPTUOHKALIMH, 3APETMCTPHPOBABIINI AEKJIAPAIHIO

RA.RU.11PM0O8 OPTAH 10 CEPTHPHKALIHH ITPOLYKIHH OBLI{ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH LJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocxea, yr. Macmeprosa, 0. 4, am. 5, nom. I, xom. 1, adpec apzana no
cepmucpurayuu: 115280, POCCHA, 20pod Mockea, yn. Macmepxoea, 0. 4, am. 5., men.:(495)788-02-88, geb-
caum: oyxx.pg.

,I{EKJIAPAIIPISI O COOTBETCTBHH 3APETHCTPUPOBAHA X POCC RU JI-FR.®M08.A.21892/19
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lssued by: / Beigano :

GlaxoWellcome Production / M'nakco Bannkom (poaaxiuer

ZI N°2, 23 Rue Lavoisier / 3oHa Vinayctpuans Ne 210 Plo Nlasyaske
F-27081 EVREUX/3BPO

France / ®PAHLINA

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

Certificate of Analysis
CeprudukaT aHanusa
Certificate Date Cerlificate Number
Nata swinauv ceptuchukara  Homep ceprudwmkara
25-MAR-2019 3000544266
25- mapT-2019 Page Crpanuua 1 of ua 2
Material Description: SERETIDE DISKUS 50/100MCG 1X60 RU/MT
Onucanue matepuana: Cepetua® MynsTrauck, NOpoLwoK AnNs MHransauuii
[o3vipoBanbbii, 50 mer +100 mxrinoaa (60 go3)
Material Number: 60000000010507
Homep matepuana: 60000000010507
Package size / type: 1 diskus/carion
Ynakosxa: 1 uHransTop/NaquKa KapToHHaR
Marketing Authorization Number: NO11630/01
Homep perucTpauuoHHoro yaoctosepenus: NO11630/01
Manufacturing Authorisation Number: M 18/172
IuyeHsus nponssoauTens: M 18/172

Regulatory Statement:
PerynaTopHoe nogrsepxgenue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprucukara npoussoauTens: 2018/HPF/FR/226

We hereby cerlify that the above information is authentic and accurate. This batch of product has been
manufaciured, including packagingfiabelling and quality conirol 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.

Hacrosumm noaTeepxaaeM, 4HT0 vHGOPMALMS, NPeACTaBneHHas B [AaHHOM cepTudukarte, SBNAeTCA
LOocTOBEPHOW WM TOuHO!, [aHHas cepws npopykta Gbina npousBefeHa, BKIOHAs onepauuu no ynakoske /
MapKYPOBKE U KOHTPOSL KAYECTBE, B NONHOM COOTBETCTSIN C NoKarsHeIMu Tpebosannamu GMP u TpeGosannamu
cneundukali  PErMCTPALIMOHHONO  YOCTOBEPEHWs CTPaEHbI  HasHauedwus. Janucy, OTHOCAWMECR K
NPOUIBOACTBEHHOMY NpPOLECCY, YNaKOSKE W TECTUPOBaHMIO cepun, Bbinu NpoBepeHbl W COOTBETCTBYIOT
Tpebosatuam GMP, cepun Gbina seinyliieHa YNonHOMOUEHHEIM NULIOM, .

Batch N%: XL7K EXPIRY DATE: 03 01 2021
Cepus Na : XL7K Mogen go 03 01 2021
Manufacturing date: 04-JAN-2019

Dara uarotoBnedus.: 04-sHeaps-2018

Importing Country: Russia
WmnopTupytouian crpana: Pococus




Issued by: / Beigawo :

CGlaxowWellcome Production / Maxce Bannkom MNpogakuex

Z) N*2, 23 Rue Lavoisier / 3ona WiHayctpuant Ne 2io Pio [lasyasee
F-27081 EVREUX/3BPO

France / PAHLIMA

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

Certificate of Analysis
CepTudpukaT aHanuaa
Certificate Date

[ara ebijayn cepruduxara
25-MAR-2019

25- mapT-2019

Certificate Number

Homep ceptudhukara

3000544266

Page Crpanuya 2 of ua 2

Material Description:
Onucasue Mateprana:
mur +100 mrr/noza (60 pos)
60000000010507
60000000010507

1 diskus/carton

Material Number:
Homep marepuana:
Package size / type:
YnakoBxa: 1 MHranaTop/naYka KapToHHasn
Marketing Authorization Number: NO11630/01

Homep perucTpaunoHHoro yaocTosepenus: NO11630/01

Manufacturing Authorisation Number: M 18/172

NuueHausa NPoUIBOAUTENs: M 18/172

SERETIDE DISKUS 50/100MCG 1X80 RWT
Cepetun® MynbTuauck, NOPoOLOK A% WHFANAUWIA 403WPOBaHHLIA, 50

Description Nokasarens gpeciﬂcaﬂnn Results
neyupuraua PeaynwuTtarthi
DESCRIPTION COMPLIES COMPLIES
Onucasue COOTBETCTBYET cooTeeTcrayar
e hari s sl Borisassne Rt g vesiow; | SIMPLIES CoMELES
v CoOTBETCTRYET COOTBETCTRYeT
DRt TenirM O SARSTTAoNE ¥ iy Tkssns somiosiTs WToD. | VLIS COMPLIES
BIX COOTRETCTRYET COOTRETCTBYET
97.5-107.5% 100.0
CONTENT OF SALMETERCL 97.5-1075% 100,0
Konu{ecTeeHHOe OnpefiensHue canMetepona (48,8 - 53,8 mrr/posa) | 50,0
(48.8 — 53.8 pg/blister) | 50.0
96.0-107.5 % 100.8
L
CONTENT OF FLUTICASONE PROPIONATE ?95606'_11";7-55""“”‘, osa) | 1008
KonmuuecTaerHoe onpenenetue ¢nyTukasona nponvoHara (%'0 _1075 A 100,8
ua/blister) 100.8
FINE PARTICLE MASS SALMETEROL 8 - 15 pgfbls 10
PecnvpabensbHlas (hpakums canmerepona 8 — 15 mkr/aveiika 10
FINE PARTICLE MASS FLUTICASONE PROPIONATE 15 — 30 pa/bls 23
Pecnupabenshan hpakumns ¢nyTUKA3oHa nponuoHara 15 — 30 mKr/avelixa 23
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OAHOPOAHOCTb AOCTABNAEMO#R fo3bl/canmeTepon COOTBETCTBYET COOTRETCTRYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES
OpHOpOAHOCTL AOCTABNAEMO foabi/dnyTukasoHa nponvoHaTa COOTBETCTBYET COOTBETCTBYET
Signature
Noanuce
Name Marie-Eva BELLIER
Qualified Person

Date of batch release
[ata Beinycka cepuu

= 29/03 JA0A%

YnonsoMmoueHHoe iU

| 25-MAR-2018
25-mapT-2019




