JAEKJIAPAIIUSL O COOTBETCTBUM

JAEKJAPAHT, IIPHHAMAION{ A AEKJAPAIIMIO O COOTBETCTBUH

AO "ThaxcoCaumKaniin Tpetidunz"

Ceedenun o pezucmpayuu opeanuzayuy: Mexcpationnas uncnexyus dedepansnoii narezo6oi cayaetivt Ne 46 no
2. Mockee 01.01.2008, OI'PH ] 027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, 2. Mockea, Jenunzpadcxuii npocnexm, 0. 374, xopnyc 4, smavc 3, now. XV, kovnama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepansnwiit dupexmop Jy6ancruti Ones

Hosepennoe muyo.: Kysneyos A.A., dogsepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJISIET, UTO

Aexapemeennoe cpedemeo: Cepemud Mynsmuducr, HOpoOuLox Ona unzanayull dosuposanwiti 50 mxz + 250
Atke/003a 60 dos, unzanamopst co cmpunamu (1), nauxu kapmonneie, PY No IT N011630/01 om 10.06.2010
(0ama samensi 05.02.2018) ewidano 340 "TraxcoCyumKising Tpeiiounz", cepus L82D, napmun 11882
ynaxoeok, 200en 0o 18.10.2020, npoussodemea Iaxco Bannxon lpodaxumen, Ppanyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France koo OKITA2 21.20.10.254, koo TH
B3/ 3004320009, Huempubviomop. coznawenue 6/n om 01.01.201 3, uneotic Ne 4205248124 om 21.01.2019

- COOTBETCTBYET TPEBOBAHUSIM
| 11 NO11630/01-050218
AEKJIAPAITASI IPUHSITA HA OCHOBAHUH

npomoxon ucneimanuit Ne 536x om 31.01.2019 HJT 000 HU "OAPMOEOPOHA", ammecman aKkkpedumayuu
POCC RU.0001.21 ®JI40, Cepmudgpuxam POCC FR.®MO0S.C32849 om 31.01.2019
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CBELIE%I/IH O PETCTPAIIUNA

OPT'AH IO CEPTU®HUKAIMU, 3APETACTPUPOBABIII Ml JAEKJIAPAITAIO

RA.RU.11 MO8 OPTAH ITO CEPTHOHKAIIHH HPOQVKIHH OFLJECTBO C O PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IEHTP KOHTPOJIS KAYECT, BA",

adpec opeanusayuu; 115280, 2. Mockea, ya. Macmepxoaa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmughuxayuu: 115280, POCCHA, 20pod Mocxsa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, ee6-
caiim. oykx.pep.
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Issued by: / Beigaro :

GlaxoWellcome Production / Maxkco Bannkom MNpogakises

ZI N®2, 23 Rue Lavoisier / 3ona Uraycrpuanes Ne 210 Pio flaeyasse
F-27091 EVREUX/3BPO

France / dPAHLIMA

Tel: | Ten+ 33(0) 232235500 Fax:/®anc+33(0) 232235629
Certificate of Analysis
Ceprudprrar ananmaa
Cerlificate Date Cerificate Number
Hara sbipaun ceprnchukara Howmep cepruchuxara
14-JAN-2019 3000503979
14-anBaps-2019 Page Crpanuua 1 of na 2

Material Description: SERETIDE DISKUS 50/250MCG 1X60D_RU/T

Onuvcanue matepuana: Cepetua® MynsTuauck, NOPOWIOK AT UHIANALWA

AoavpoBanHbii, 50 mrr +250 mrr/aoaa (60 gos)

Material Number: 60000000010493

Homep maTepuana: 60000000010493

Package size [ type: 1 diskus/carton

Ynaxoea; 1 nHranaTop/ KapToHHaR Navuka

Marketing Authorization Number: NO11630/01

Homep peructpaumnonHoro yaoctosepenust: NO11630/01

Manufacturing Authorisation Number: M 18/172

NuueH3nA npoussoauTens: M 18/172

Regulatory Statement:
PerynatopHoe noareepxacHue !

Manufacturer's GMP Certificate Number; 2018/HPF/FR/226
Homep GMP ceprucivkaTa npouasoantens: 2018/HPFIFR/226

We hereby cerlify that the above information is authentic and accurate. This batch of product has been
manufactured, including packagingflabelling and quality control in full compliance with the GMP requirements of
lhe 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 noateepicaes, 416 wHOPMaUWMS, NPEACTaBNEHHAsi B  AaHHOM ceptuchuxare, senseTcs
AocToBepHo W TouHoW. [laHHan cepus nponykta Gbina npouseefeHa, BKNIOYAR onepauyu no ynarosie [/
MADKUPOBKE 1 KOHTPOMbL KAYECTRA, B MOSIHOM COOTBETCTBUM C NoKansHeimy Tpefosanuamy GMP 1 Tpebosarusmu
cneuuduiatny  PercTPaELMONHOre  YAOCTOBEPEHWR CTpaHbi  HasHaveHwst. 3anucy, OTHOCAWMECH K
NpOV3BOACTBEHHOMY MPOLECCY, YNaKosKe W TecTUPOBAHWMIC cepud, ObiNK NPOBEpeHbI W COOTBETCTBYIOT
Tpebosannam GMP, cepus Geina BeinyweHa YnonHoMoMeHHEIM NULoM.

Batch N°: 1.82D EXPIRY DATE: 18.10.2020
Cepwsn Ne :L82D lopet no 18,10.2020
Manufacturing date:19-OCT-2018 :

Hara usrovosnenun.: 19-ourabpu-2018

Importing Country: Russia
WmnopTtupylowan cTpana: Poceus




Issued by: ! Buipnano :

GlaxoWellcome Production / nakco Bannkom lNpogakiieH

ZIN°2, 23 Rue Lavoisier / 3oHa Wapycrprans Ne 210 Plo flasyasbe
F-27081 EVREUX/3BPO

France / ®PAHLWA

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

Certificate of Analysis
Cepruchukar aHanusa

Cerlificale Date
fara puipaun ceprudniara

14-JAN-2018
14-aH8apb-2019

Cerlificate Number
Homep ceptudpuiara

3000503979

Page Crpanuua 2of a2

Material Description:

SERETIDE DISKUS 50/250MCG 1X60D_RU/T

Qnucanue Martepuana:

Cepetna® MynsTuanck, NOpOLLOK ANA UHranaumui

posuposanusiin, 50 mur +250 mrrfpoaa (60 noa)

60000000010493
60000000010493
1 diskus/carton

Material Number:
Homep martepuana:
Package size / type:
Ynakosua: 1 MHranaToOp/ KAPTOHHAR Nadxa
Marketing Authorization Number: NO11630/01

Homep perncrpaunorHoro yaocrosepenun: NO11630/01

Manufacturing Authorisation Number: M 18172

Nuuensws nponasoauTens: _ M18n72

2 Hara Buinycka cepuu  11- Aavsaps-2019

Description MokazaTens Bnecliatiel i
P Cneundurayms Peiynbratsl

DESCRIPTION COMPLIES COMPLIES
Onucanue CoOTBETCTBYET COOTBETCTBYET
I(?ENTITY QF SALMETEROL AND FLUTICASONE PROPIONATE BY UV COMPLIES COMPLIES
- gfjﬁs:e;::e NOANUHHOCTY canmMeTepona v dinyTUKA3oHa NPoNWeHaTa cooteeTCTRyeT cooTBeTCTBYET
IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE BY
HPLC COMPLIES COMPLIES
Onpegenedue NOANKHHOCTY canmeTepona u NYTHKA30Ha NponuoHarTa cooTBETCTBYET COOTBETCTBYET
meToaom BEMX

57.5-107.5% 102.4
LUNTEN | UF sALME | ERUL Y/,5— 100,09 % 1024
KonuyecTeenHoe onpegenedue canmerepona {48,8 - 53,8 mxrigosa) | 51,2

{48.8 - 53.8 pg/blister) | 590

96.0- 107.5% 103.5
CONTENT OF FLUTICASONE PROPIONATE 86,0 - 107,5% 103,5
KonwiectsenHoe onpeaenenve dinyTUKasoHa nponuoHara {240 - 269 mrr/noaa) 259

{240 — 269 pg/biister) 259
FINE PARTICLE MASS SALMETEROL 8-15 pg/bls "
Pecnupabentian (ppakuun canMeTtepona 8 — 15 mir/aueiia 11
FINE PARTICLE MASS FLUTICASONE PROPIONATE 37.5 - 75 pgibls 63
PecnupabensHan Gpakuyus thnyTHRa3oHa NponuoHaTta 37,5 - 75 mer/aveiika 63
CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES
OAHOPOAHOCTL AOCTABNAEMOR A03LICENMETEPON CoOTBETCTBYET COOTBETCTRYET
CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES
OaHopogHoCcTs gocTasnsemol Aodui/hnyTUkasona nponvoHar cooTBETCTBYET cooTBeTCTRYET
Signature
MNognucs
Name Marie-Eva Bellier
Qualified Person ¢
YnonHoMoueHHoe N1uuo ? Date of batch release  11-JAN-2019
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