JEKJIAPAIIUS O COOTBETCTBHHA

JIEKJIAPAHT, MTPHHUMAIOIINI JEKJIAPAIIMIO O COOTBETCTBUH

AQ "ThaxcoCvumKnaiin Tpeiiounz"

Caedenus o pezucmpayuu opzanusayuu: Mescpationnan uncnextyus Qedepansnoti Hano20801 caydichst Ne 46 no
2. Mockee 01.01.2008, OF'PH 1027739011486, oama npucecenus OI'PH 24.07.2002.

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

B nuye: lenepanvuwiti oupexmop Lybsancrkui Onez

Hosepennoe muyo: Kysueyos A.A., dosepennocmo 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UTO

nexapemeennoe cpedcmeo. Cepemud Mynsmuduck, nopoutok ona unzanayuti oosupoeanusii 50 mxz+100
Mmx2/do3a 60 dos, unearamopui co cmpunamu (1), nauxu kapmouneie, PY Ne IT N011630/01 om 10.06.2010
{Oama samens 05.02.2018) evtdano 340 "ThakcoCrvumKnsin Tpeiidunz”, cepus RH6B, napmus 9011
yuaxoaok, 2oden oo 14.11.2020, npouseodcmea Inaxco Bannxom Ilpodaxuien, @panyus, Glaxo Wellcome
Production, Zone Industrielle No. 2, 23 rue Lavoisier, 27000 Evreux, France xod OKIT/[2 21.20.10.254, koo TH
B3JT 3004320009, Juempubslomop. coznawenue 6/u om 01.01.2013, uneotic Ne 4205249120 om 28.01.2019

COOTBETCTBYET TPEBOBAHHSIM

1T N011630/01-050218

JEKJAPAIIUASI IPHHATA HA OCHOBAHHH

npomoxoi ucneimanuii Ne 667y om 06.02.2019 HIT OO0 HI] "PAPMOFOPOHA", ammecmam axxpedumayuu
POCC RU.0001.21®J140, Cepmugpuxam POCC FR.®M08.C33256 om 07.02.2019

Kysneuos A A,
O.H.0

CBEJEHUS O PETUCTPALIUU

OPTAH 10 CEPTUO®UKAIIMY, 3APETUCTPUPOBABIIUMI AEKJIAPAIIAIO

RA.RU. 11 DMO8 OPIAH ITO CEPTH®HKALHH ITPOAVKIHH OFLJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYXHOH IJEHTP KOHTPOJISA KAYECTBA",

adpec opzanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzarna no
cepmucpuxayuu: 115280, POCCHA, 20poo Mockea, yr. Macmeprosa, 0. 4, sm. 5., mexn.:(495)788-02-88, se6-
caim.; OYKK.pg.

I[EI{.?IAPAI_LI»ISI O COOTBETCTBHU 3APEITHCTPHPOBAHA M POCC RU J-FR.®M08.A.15159/19
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lssued by: / Beigaro :

GlaxoWellcome Production / Mnakco Bannikow Npopgakuwen

ZI N°2, 23 Rue Lavoisier / 3oHa WuaycTpuans MNe 2io Pio Nlasyaase
F-27091 EVREUX/3BPO

France / ®PAHUMA

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

Certificate of Analysis
Ceprudpukar ananusa
Certificate Date Certificate Number
[ara Buipavyn ceptudhukara Homep cepTudpukara
23-JAN-2019 3000508668
23-AvBaps-2019 Page CrtpaHwuya ) of w3 2

Material Description: SERETIDE DISKUS 50/100MCG 1X60 RU/T

Onucanue marepuana: Cepetna® MynbTUAWCK, NOPOLIOK ANA MHTanNaUMA

Aoavpoeanusia, 50 mer +100 mrr/aosa (60 goa)

Material Number: 60000000010507

Homep marepuana: 60000000010507

Package size / type: 1 diskus/carton

Ynakoska: 1 uHranaTop/nayka KapToHHas

Marketing Authorization Number: NO11630/01

Homep pernctpauuontoro yaocroseperna: NO11630/01

Manufacturing Authorisation Number: M 18172

ITuuexHsna npouvaBoanTens: M 18/172

Regulatory Statement:
Perynﬁmpnoe noareepaeHve |

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprudmrara npoussoautens: 2018/HPF/FR/226

We hereby cedify that the above information is authentic and accurate. This batch of preduct 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 importing country. The
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP and
has been released by n Qualified Person.

HacToslwwm noATEBEpXKAaeM, 4TO wHhOopMauus, nNPeACTaBNeHHAn B [aHHOM CcepTwbvkare, "BNsercs
AocToBepHon W TouHoW. [JaHHaa cepus npogykra Beina npowsseneda, BKNIOYaR cnepauyu Nno ynaxoske /
MAPKUPOBKE W KOHTPONb KAYECTBa, B NOMHOM COOTBETCTBAM G nokaneHbimMu Tpebosanuamn GMP 1 TpeGoaanuamn
cneuwhprkaumny  PErncTPaLMOoHHOr0  YAOCTOBEPEHWS  CTPaHLl  HasHadveHus. 3anuck, OTHOCALUMECA K
NPOW3BOACTBEHHOMY fIPOUECCY, YNaKoBKEe W TECTUPOBaHWIO cepun, Obink NPOBEpEeHsl W COOTBETCTBYIOT
Tpebosaram GMP, cepua Geina BeiNywWweHa YNONHOMOYEHHbBIM NHLOM,.

Batch N°: RHBB EXPIRY DATE: 14 11 2020
Cepua Ne : RHEB Fopex go 14 11 2020
Manufacturing date: 15-NOV-2018

Hara usrotosnenns.: 15-Hon6pb-2018

Importing Country: Russia
Wmnoprupytowas crpana: Poccus
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Issued by / BeinaHo :

GlaxoWellcarne Production / Mnakco Bannkom (pogakiuex

Z1 N°2, 23 Rue Lavoisier / 3ona WHayctpuans Ne 2io Pio Jlasyaabe
F-27091 EVREUX/ 3BPO

France { OPAHLIWA

Tel: / Ten+ 33(0) 232235500 Fax: / Qakc+33(0) 232235629
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Certlficate of Analysis
CepTuihukar aHanuaa

Cerlificale Date

23-JAN-2019
23-aHBaps-2019

[ara seigauu ceprvchukaTta

Certificate Number
Homep ceprudhurara
3000508668

Page Crpanuiia 2of us?2

Materlal Description:
Onucadne matepuana:
mxr +100 mrr/goaa (60 aos)
60000000010507
60C00000010507

1 diskus/carton

Material Number:
Homep marepunana:
Package size / type:
YnakoBka: 1 vHranATop/nayka KapToHHan
Marketing Authorization Number: NO11630/01

Homep perucTpayuorHoro yaoctosepenus: N0O11630/01

Manufacturing Authorisation Number: M 181172

NuueHaun npovasoauTens: M 181172

SERETIDE DISKUS 50/100MCG 1X60 RU/T
Cepetrn® MynsTHANCK, NOPOWOK ANA WHrANsAUWA fosuposar-si, 50

; Specification Results

Description Moxazarens Cheuuduxatyis | Peaynerarei |

DESCRIPTION COMPLIES COMPLIES

Onucanve COOTBETCTBYET cooTBETCTBYRT |

lgENTETY OF SALMETEROL AND FLUTECASONTE PROPEOHNATE BY UV COMPLIES COMPLIES

. 2?2::;?;8 NOASIMHHOCTH canmeTepona u nyTuKasoHa NponuoxaTa cooTsercrayer PE—— :

IDENTIFICATION OF SALMETEROL AND FLUTICASONE PROPIONATE BY

HPLC COMPLIES COMPLIES

Onpegenedne NOANMHHOCTY CAaNMETERCNA W (hNyTUKA30Ha NPpenMoHaTa cooTeercrayeT COOTHETCTBYET i

meTopom BIOKX ) {
97.5-107.5% bl

CONTENT OF SALMETEROCL 97.5-1075% 1011

Konuuecrsennoe onpeaenesne canmerepona (48,8 — 53,8 mur/nosa) 50.5 : |
{48.8 — 53.8 pg/blister) 50.5 !
96.0 - 107.5 % 101.0

CONTENT OF FLUTICASONE PROPIONATE 98,0 - 107,5% 101,0

{onuuecTBERHOE onpeaenexnne inyTVKasoHa NPoNWeHaTa (96,0 — 1075 mKr/goaa) 101,0
(96.0 — 107.5 pg/blister) 101.0

FINE PARTICLE MASS SALMETEROL 8 - 15 ygibls 11 '

Pecnupabenshan paxuwa canmerTepona 8 — 15 mxr/aueixa 11

FINE PARTICLE MASS FLUTICASONE PROPIONATE 15 - 30 pg/bls 26

PecnupalbensHan dpakuna dnyTrKa3oHa NponuoHaTa 15 - 30 mxr/nveika 26 ;

CONTENT UNIFORMITY DELIVERED DOSE SALMETEROL COMPLIES COMPLIES

OaHOPOAHOCTL AOCTABANEMON 403k CANMETEPON cooraeTcrayer ceorsevcrayer |

CONTENT UNIFORMITY DELIVERED DOSE FLUTICASONE PROPIONATE COMPLIES COMPLIES

OaHOPOAHOCTL AOCTABAAEMONR A03bl/NYTUKASOHE NponMoHaTa COOTBETCTBYET COOTBETCTBYET §

Signature

(oanwcs

Name

Qualified Person
YNonHomMoueHHoe nuyo

Delphine ROUCHEZ

Date of batch release
Hara suinycka cepuu

L7 el 5

23-JAN-2019
23-aHBapb-2019
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