AEKJTAPAITASI O COOTBETCTBUH

AEKJIAPAHT, TIPHHUMAIOIIHI AEKJIAPAIIMIO O COOTBETCTBHHU
AO "ThaxcoCmumKasiin Tpetioun2"
3apeaucmpuposano : Meacpaiionnas uncnexyun MHC Poccuu Ne 39 no 2. Mockee OF'PH 1027739011486 om
24.07.2002
Adpec: 125167, 2. Mockea, Jlenunzpadcxuii npocnexm, 0. 374, xopnyc 4, smaoic 3, nom. XV, komnama 1.
Tenepon:8(495)777-89-00.
B nuye: I'enepanswmii dupexmop Buvunuyrui JTA.
Hosepennoe nuyo: Kysneyos A.A., dosepennocme 60-13.09.2018 om 13.09.2018 .
3ASIBJISIET, UTO
Aexapemeenrioe cpedcmeo: Cepemud, aaposons Ona unzansyuii dosupoeannsiii 25 mr2+250 mxz2/dosa 120 dos,
uneanamopei (1), nauxu kapmonnse, PY Ne IT NO15937/01 om 10.09.2009 (0ama samenwt 24.11.2017) swidano
340 "ThaxcoCuumKasiin Tpeiioun2", cepusn 3Y8J, napmus 27155 ynaxoeox, 200en do | 0.07.2020,
npouseodemea Ihaxco Bannxom Ipodaxiuen, Dpanyus, Glaxo Wellcome Production, Zone Industrielle No.2,23,
Rue Lavoisier, 27000 Evreux, France, xod OKITJJ2 21.20.1 0.254, koo TH B3] 3004320009, Hucmpubviomop.
coanauere 6/ om 01.01.2013, unsoiic Ne 4205189160 om 25.09.2018

COOTBETCTBYET TPEBOBAHHUSM
IT N015937/01-241117

AEKJIAPAITHS TIPUHSITA HA OCHOBAHHUH
npomoxon ucneimanu Ne 6090 m om 05.10.2018 HIT 000 HI] "PAPMOBEOPOHA ", ammecmam
aixpeoumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.DMOS.C24531 om 08.10.2018

JIATA TIPHHSITHST JEKJIAPATTHH 08.10.2018
JTTAPA EACTBUTEJIBLHA J10 10.07.2020

/ Ky3Heuos A.A.

HO}IH%L D.H.O

N/
CBE}IE’H‘?’/]}I O PETUCTPALINUA

OPTAH IO CEPTUOUKAILIHH, 3APETHCTPHPOBABIIMIA AEKJAPAITHIO

RA.RU.11PM08 OPI'AH IO CEPTH®HKALIHH ITPOIYKIIHH OBLECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH ILJEHTP KOHTPOJIS KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, ya. Macmeprosa, 0. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxkea, yn. Macmepxoaa, 3. 4, am. 5., men.:(495)788-02-88, ae6-
caiim: oyxx.pg.

AEKJIAPAITHA O COOTBETCTBUM 3APETHCTPUPOBAHA M POCC RU H-FR.®M08.4.03328/18
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Issued by: / Beigano :

GlaxoWellcame Production / Mnakco Bannkom Mpopakwex

ZI N°2, 23 Rue Lavoisier / 3oua Wnpyctpuane Ne 2io Pio Naeyaase
F-27091 EVREUX / 3BFO

France / OPAHLIUA

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

Certificate of Analysis
Ceprudmkar ananuaa
Certificate Date Certificate Number
fava sbifjauu cepruchukara Homep cepruchurara
14-SEP-2018 30004489383
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Crpanuua 113 2
Material Description: SERETIDE AER 25/250MCG 1X1 200_RUT
Onucanue martepuana: Cepeting?®, 23D030NkL ANS UHIranALMA 403MpoBaHHLIi, 25 mMikr +250
Mkriposa (120 gos)
Material Number: 60000000002640
Homep marepuana: 60000000002640
Package size / type: 1 can/carton
Ynakoska: 1 uHranstop/ kapToHHas nauxa
Manufacturing Authorisation Number: M 16/198
TNinuexaun npouasogutens: M 16/198
Regulatory Statement;

PerynatopHoe nogreepmaenue :

Manufacturer's GMP Certificate Number: HPF/FR/184/2017

Homep GMP cepruibukata npoussoautens: HPF/FR/M84/2017

We hereby cerlify 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 pracessing, packaging and analysis records were reviewed and found to be in compliance with GMP and
has been released by a Qualified Person.

Hacrosumm noateepwaaeM, uTo vHpOPMaUUA, NPeACTEBNEHHan B AaHHOM cepripuKaTe, sBnReTcn
A[OCToBEpHOI M TOouHOR. [anHas cepus npogykta Gbina npousBeAeHa, BKMIOYan onepauuu No ynakoske /
MApKUPOBKE U KOHTPONL KAYECTBa, B NONHOM COOTBETCTBIUM C FIOKAbHBIMUA TpeGoeanuamn GMP u Tpebosanusmu
cneundukaumMn  perucTpaLnoHHOro YACCTOBEPEHUsi CTpaHbi HA3HAYEHWA. 3anucd, OTHOCALIMECS K
NPOU3BOACTBEHHOMY TNPOUECCY, YNAKOBKE U TECTUPOBAHWIO cepuu, Obinu npoBepeHsl u COOTBETCTBYIOT
Tpebosannam GMP, cepus Boina BeinylLeHa YNIONHOMOYEHHEIM nuuom.

Batch N°: 3Y8J EXPIRY DATE: 10-07-2020
Cepusi Ne ; 3Y8J logex go : 10-u0n6-2020
Manufacturing date: 11-07-2018

Hara narotosnenusn.: 11-mone-2018

importing Country: Russia
WmnopTupytowan crpana: Poccun



lssued by: / Boigano :

GlaxoWellcome Production / Miakco Bannkom Mpogaxwen
ZI N°2, 23 Rue Lavoisier / 3ona Muaycrpuane Ne 2i0 Pio Naeyasee
F-27091 EVREUX/3BPO

France / ©PAHUMUA

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

Material Description:
Onucanuve maTtepuana:

Material Number:
Homep marepuana:
Package size / type:
YnaxoBxa:

Certificate of Analysis
Ceprudburar ananuaa

Cerlificate Date

Ceriificate Number

lara Boigaun cepruchukata  Homep cepruchukara
14-SEP-2018 3000448983
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SERETIDE AER 25/250MCG 1X120D_RUIT

CepeTug®, aspoaons Ana wHransuumi AO3NpoBaHHbIiA, 25 MKr +250

mxr/goaa (120 pos)
0000000002640
60000000002640

1 can/carton

1 wHranATop/! KapToHHas nayka

Manufacturing Authorisation Number: M 16/198

INuueHauna npovzeogurens:

M 16/198

Descriptian Specification Results
DESCRIPTION COMPLIES COMPLIES
Onwcasne COOTBETCTBYET cooTeeTcTaYeT
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MNopnuHHocTe canmetepona kounadioara / BOM(X cooTBETCTBYET COOTBETCTRYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHocTs dhnyTuiasoHa nponuonarta / BaMX COOTBETCTBYET COOTBETCTRYET
CONTENT OF SALMETEROL PER ACTUATION 18.9 ~23.1 g 214 pg
KonuyecteexHoe onpegenexue canmeTtepona B oaHow gose | 18,9 - 23,1 mkr 21.4 mrr
Kanesccraersoe orpeeneie Grywasom sponusaras | 199-24218 222 g

. 9 198 — 242 mkr 222 Mkr
opHoM foae
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
ORHOPOAHOCTL A03UPOBAHKA canmeTepona / BAMKX COOTBETCTAYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP. /HPLC
OnHopoAHOCTb fo3upoBaHus hRyTUKa3oHa NponuoHaTa / COMPLIES COMPLIES
BOMX COOTBETCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 g 9 pg
CpepHasn Macca TOHKOQUCHEPCHBIX YACTUL] HA KACKaRHOM g

7—13 mxr MKF
uMnakrope, canmertepon
FLUTICASONE PROPIONATE FINE PARTICLE MASS 70 - 120 ug 92 ug
CpefHas Macca TOHKOAWCNENCHBIX YACTUL Ha KACKAZHOM 70 - 120 mr 92 MKr
uMnakTope, hNyTUKa3oHa NponuoHaT
COMPLIES WITH USP COMPLIES WITH USP
LEAK RATE TEST TEST
CKOpPOCTb YTEuKK CootsertcrayeT HopMmam CooTsetcreyeT HopMam
i dapmaronen CLIA $apmareneu CLUA

Signature ( A3 foq f2oip
MNoanuce i e
Name Florent REMGNER
Qualified Person 14-09-2018
YnonHomoueHHoe Date
nuie Dara




