TEKJIAPAITAS O COOTBETCTBUH

JEKJAPAHT, TPHHUMAOIHIA JEKJIAPAIIHIO O COOTBETCTBHH

AO "TrarcoCumumKnasiin Tpeiioune"

Ceedenusn o pezucmpayuu opzanusayuu: Mexcpationnas uncnexyun Dedepanvroil Haro2o06oli cayxchvi Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, 2. Mocksa, Jlenunzpadcxuii npocnexm, 0. 374, kopnye 4, smae 3, nom. XV, kounama 1.
Teneghon 8(495)777-89-00.

B nuye: lenepanenuiit dupexmop [yGancruii Onee

Hoaepennoe muyo: Kysneyos A.A., doosepennocme 18-09.08.2019 om 09.08.2019 2.

JASIBJISIET, YTO

nRexapemeennoe cpedemso. Cepemuo, azpo3ons 01 uH2anayul oozuposannvlit 25 mr2+250 mxa/dosa 120 dos,
unzanamopst (1), nauru kapmonnsie, PY Ne IT N0O15937/01 om 10.09.2009 (dama zamenm 15.02.2019) suioano
AQ "ThaxcoCuumKaniin Tpewdunz”, cepusn 324L, napmus 57363 ynarosox, z00en do 04.07.2021,
npouseodecmea I nanco Bannwom [podaxuien, @panyus, Glaxo Wellcome Production, Zone Industrielle No. 2,
23, rue Lavoisier, 27000 Evreux, France, xoo OKII[]2 21.20.10.254, koo TH B3] 3004320009,
Hucmpubeiomop. coanawenue 6/v om 01.01.2013, uneoiic Ne 4205288333 om 23.09.2019

COOTBETCTBYET TPEBOBAHUSM

II N015937/01-241117 uzm. Ne 1-2

JEKJIAPATIUSA ITPUHATA HA OCHOBAHUH

npomoxon ucnstmanui Ne 6108y om 03.10.2019 HJI Q00 HI] "OAPMOL0OPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21PJI40, Cepmughuxam POCC FR.OMO8.C50184 om 04.10. 2(){3 "“’fﬁ?‘feﬁ
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CBEJEHUS O PETUCTPALIUU

OPIrAH IO CEPTU®UKALIMHY, 3APETUCTPHPOBABIIHN JAEKJIAPAITMIO 3
RARU.11PMO8 OPI'AH ITO CEPTHOHKAITHH ITPONYKI[HH OFL[ECTBO C OFPAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPYKHOH LJEHTP KOHTPOJIA KAYECTBA",
adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, am. 3, nom. I, kom. 1, adpec opeana no
cepmupuxayuu: 115280, POCCHA, 20poo Mocksa, yn. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, sefi-
caiim: oyxK.pa.
AEKJIAPAIIUA O COOTBETCTBHH 3APETHCTPHPOBAHA N POCC RU JI-FR.®M08.4.39155/19
,E[ATA PEFHCT PAIIHPI 04.10.2019
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lssued by: / BeigaHo
GlaxoWellcome Production / Mnakco Bannkom MNpogakiuex i
ZI N°2, 23 Rue Lavoisier / 3ona Unayctpuans Na 2i0 Pio flasyasee
F-27091 EVREUX/3BPO

France / @PAHLINA
Tel: / Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 232235529
Gertificate of Analysis
Ceprucburar aHanuaa
Certificate Date Certificate Number
[ara euigauu ceprugpukata  Homep ceptudukata {
18-SEP-2019 3000642834 i
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Crpanuya 113 3 §
%
Material Description: SERETIDE AER 25/250MCG 1X120D_RU/T !
Onucaxne matepuana: CepeTva®, asposonb A7 UHTANALWA A03NpoBaHHEIRA, 25 mkr +250 §
mer/oosa (120 pos) !
Material Number: 60000000002840 !
Homep marepuana: 60000000002640 i
Package size [ type: 1 canfcarton ‘
Y¥nakosia: 1 wHransTop/ KapToHKHan navka
Manufacturing Authorlsation Number: M 18/172
TNueH3un npoussoauTens: M 18172

Regulatory Statement:
PerynaropHoe nogreepiaeHue ;

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

Homep GMP ceptuchukara npoussogutens: 2018/HPF/FR/226 N/«
We hereby certify that the above information is authentic and accurate. This batch of product has-beeq |
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 cﬁuntrﬁ 13;:?;
batch processing, packaging and analysis records were reviewed and found to be in compliance with GMP2ar

has been released by a Qualified Person,

\(. >

+
o

%g}’?- o
HacTosumm nogTeepkaaeM, 4To wHopmauus, npeacTaeneHHan 8 AaHHOM ceprihuxaTe, ABMAGTOR  iwyrreis®
pocTosepHoi M TouHoR. [lanHas cepus npoayiTa Gbina npoudne/ieHa, BKAIOMAR onepaunk no ynakoske !
MEpKMPOBKE W KOHTPOMb KayecTaa, B MOMHOM COOTBETCTBMM C nokanbHbiMU TpebosaHusamu GMP #
TpeboBataMu cneuucukalmy PercTPaLMOHHOMO YAOCTOBEPEHUA CTPaHb! HAsHAYEHNR, Janucy, oTHoCAWMECH
K TPOM3BOACTBEHHOMY NPOLSCCY, ynakoeke W TecTUpoBaHWio cepun, Geinv mpoBepedsi ¥ COOTBETCTBYIOT

TpeGosannam GMP, cepusn Geina BeinylieHa YnonHOMOUEHHbLIM NULOM.

Batch N°: 324L EXPIRY DATE: 04-07-2021
Cepus No : 3241 opex Ao : 04- vione-2021
Manufacturing date: 05-07-2019

[Oara npouasopcTea: 05- nions-2019

importing Country: Russia
MurnopTupylouas cTpaxa: Poccus

API: salmeterol xinafoate + fluticasone propicnate

ADC: canmeTepona Keukadioat + (PnyTHKaloHa nponuoHaT

APl manufacturer {micronised) : Glaxo Operations UK Limited, United Kingdom ! Glaxo Wellcome
Production, France + Glaxo Operations UK Limited, United Kingdom [ Glaxo Wellcome Production,
France

Mpoussoautens A®C: Mnakco OnepaiweHc BenukoBpurtakna Jiumuten, BenukoBputanua [/ Mnakco
Bannkom Mpopakwen, ®panyun + Makco OnepaiileHc BenukoBpuranus Numuten, BenukoBpurtanus |
Mnakco Bannkom MpopakiieH, Gpanuun



Issued by: / BolgaHo |

GlaxoWelicome Production / Mnaxco Bannkom Mpogakiued

ZI N°2, 23 Rue Lavoisier / 3ona Ungyctpuons Ne 210 Pio Nlanyasee
F-27091 EVREUX/3BPO

France / dPAHLIWA

Tel: / Ten+ 33(0) 232236500 Fax: / Pakc+33(0) 232235529

Certificate Date
Data Bbinavuy ceprudhukara
18-SEP-2018

Certificate of Analysis
Ceprudhukar aHannaa

Page

Crpannug 2uad

Certificate Number
Homep ceptudmkara
3000642834
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Material Description:
Onucanue marepuana;
mirinoaa (120 pos)

SERETIDE AER 25/250MCG 1X120D0_RU/MT
Cepetua®, aspo3onik AN UHFENALUA [oauposaHHelid, 25 mir +250

Material Number: 60000000002640

Homep marepuana: 60000000002640

Package size / type: 1 can/carion

Ynakosxa: 1 WHransTop/ RApPTOHHAA nadka

Manufacturing Authorisation Number: M 18/172

TNuueHaun npousBoguTens: M18/172
Description Specification Results
DESCRIPTION COMPLIES COMPLIES
OnucauHue COOTBETCTBYET COOTBETCTBYET, viicmy,
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES. © - i 0%
MMoanuHHOCTL canmeTepona keukiadoara / BOMIKX cooTeercTayer cooTBeFCIBYET e b
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COWQJE’S,-" ' e
MoanuHHocTs dnyTukasona nponvonata / BE)NX COOQTBETCTRYET cootsercrayet
CONTENT OF SALMETEROL PER ACTUATION 18.9 - 23.1 g 21838 || ¥
KonuuecTeeHHoe onpeaeneHue canmeTepona B OAHOM fo3e 18,9 — 23,1 mxr 21,6, 9 4
FLUTICASONE PROP.CONTENT /AGTUATION O
198 — 242 pg 224 ugy o D =
KonuuecTeerHoS onpegenenye dhnyTukasona nponvoHaTa a - “%_\:.4,7. hhhhh AP
opHoR fo3e 198 — 242 Mrr 224 mKr Lﬁfl&m-ﬁ-z& p
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OpHopoaHOCTh A03upoBannA canmeTepona / BOMX COOTBETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP. /HPLC COMPLIES COMPLIES
OpHOPOAHOCTE AcaMpoBaHNs (nyTriasoHa nponvorara / BKX COOTBETCTRYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 ug 10 g
CpefiHas Macca TOHKOAUCNBNCHBIX YACTML, Ha KackaaHoM 7 - 13 mkr 10 mir
uMnaKTope, canMeTepon
FLUTICASONE PROPIONATE FINE PARTICLE MASS 70 - 120 jg 98 yig
CpeaHss Macca TOHKOANCNBPCHBIX YaCcTHL| HA KackafHoM 70 — 120 Mr o8 MEkr
wmMnagrope, (hnyTuKasoHa NPonuoHaT
COMPLIES WiTH Usp | COMPLIES WITH USP
TEST
LEAK RATE TEST CaooTBeTcTs
yeT
CHOPOCTL YTEYKMN CooTeeTcTayeT HopMam Ho
pmam Gapmaronen
dapmaroney CLUA CLUA




Issued by: / Boinado ;

GlaxoWellcome Production / Mnakce Bannkom Npopaxuen

71 N°2, 23 Rue Lavoisier / 3oxa VinaycTpuant Ne 2io Pio Jlasyaabe

F-27091 EVREUX/3BPO
France / PPAHUWA

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

Material Description:
OnucaHue maTepuana:

Certificate of Analysis
Ceprudpuxar aHanuaa :
Certificate Date Certificate Number
[ata shigaun ceptuchukata  Homep ceptudmkata
18-SEP-2019 3000642834
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Crpanuya 3ua 3

mir/nosa (120 poa)

Material Number: 60000000002640

Homep maTepuana; 60000000002640

Package size / type: 1 can/carton

YnakoBka: 1 uHranaTop/ KapToHHas naqka

Manufacturing Authorisation Number: M 18/172

SERETIDE AER 26/250MCG 1X120D_RUT
Cepetun®, aspesonk AN MHFANALMA AO3MposaHHLIR, 25 mxr +260

TuteHsua npoussoguTens: M18/172
Description Specification Results
This parameter is controlled on the Russian Federation
NUMBER OF DOSES IN THE INHALER | terrltory nia
Hin

KonuyecTso A03 B UHranaTope

[anHbit nokalaTens KOHTPONUPYETCR Ha TEPPUTOpUU
Poccuiickon degepaunm

This parameter is controlled on the Russian Federation

PARTICULATE MATTER territory n/a T
Mexauuueckne BKMICHEHWA [anublit nokaszatens KOHTPOMMPYETCA Ha TEpPUTOPUN Hin i
Poccuickon Pegepaunv / "
This parameter is controlied on the Russian Federation “ =i
RELATED IMPURITIES territory nfa  BEopolo| o¥a®
[TocTOpOHHME MpyMECcH [laHHbIii noKasaTens KOHTROMUPYETCA Ha TEPPUTOPYM W RTATN
Poccuiickoi Pepepatiuu v ;:;’.\
This parameler is controiled on the Russian Federation %@7\&’_;_ -
MICROBIOLOGICAL PURITY territory nia !
MurpoBuanoryeckan HueToTa [laHHbI# noKasaTens KOHTRONUPYETCA HA TEPPUTOPUM H/n R
Poccuitckoi ®egepaumm
This parameter is controlled on the Russian Federalion
PACKAGING territory n/a
YnaxosKa [lanHeIli noKasatent KOHTPONWPYETCA Ha TEPpUTOpUA Hin
Poccuickold Pepepaliii
This parameter is controlled on the Russian Federation
LABELLING territory n/a
Mapxuposka [lakHbiil nokasaTent KOHTPOMUPYETCA Ha TEppUTOPUA Hin
Poccuiickoi bepepaiin
Signature Af it Al
Moanmcs Az (0342
Name /
Wms Laure MASSEY
Qualified Person
YnonHoMaoUeHHoe Date
nuto fara 2 A¢oal -
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