HJEKJAPALIUA O COOTBETCTBUM

JIEKJIAPAHT, TIPUHUMAIONIMHA JIEKJIAPAIIUIO O COOTBETCTBUM

AQ "ThaxcoCrmumKnnim Tpeitounz"

Ceedenun o pecucmpayuu opeanusayuu. Meaicpaiionnan uncnexyus PedepanrvHoll Lano20601 cayacovl Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, oama npuceoenus OFPH 24.07.2002.

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

B nuye: I'enepanenuiii oupexmop ybsuckui Onee

Jlosepennoe nuyo: Kysneyos A.A., doeepennocme 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UYTO

nexapemeentoe cpedemeo. Cepemud, aspozont o unzansyuii 0osuposannsili 25 mre+50 mre/doza 120 dos,
unzanamoput (1), naurxu xapmonnwvie, PY Ne I NO15937/01 om 10.09.2009 (0ama 3amenst 24.11.2017) evidano
3A40 "TharxcoCmumEnsiin Tpetioune", cepus B56H, napmus 13388 ynaxoeox, 20den do 29.08.2020,
npouseodcmea [naxco Bannkom Ipodakwen, @panyus, Glaxo Wellcome Production, Zone Industrielle No.
2.23, Rue Lavoisier 27000 Evreux, France koo OKIT/{2 21.20.10.254, koo TH B3] 3004320009,
Huempuberomop. coznawenue 6/u om 01.01.2013, uneoiic Ne 4205242655 om 10.12.2018

COOTBETCTBYET TPEEOBAHUSIM
IT N015937/01-241117

JAEKJIAPALIMSI ITPHHSITA HA OCHOBAHHH
npomoxon ucneimanuii Ne 7915m om 24.12,.2018 HJ/T OO0 HL "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21PJI40, Cepmucpuxam POCC FR.PMO08.C30688 om 24.12,2018

JATA HPHHSTUS AEKJIAPALIMM 27.12.2018
JEA] ENCTBUTEJBHA JIO 29,08.2020
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OPTAH IO CEPTHO®UKAIIAH, 3APETUCTPUPOBABIIUI JIEKJIAPAIIAIO )
RA.RU.11PMO8 OPIAH 11O CEPTHOHKALIHH ITPOAVKIIHH OFLIJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTHIO "OKPY)KHOH IJEHTP KOHTPOJIA KAUECTBA",

adpec opeanuzayuu: 115280, 2. Mockea, yn. Macmeproga, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmugpurayuu: 115280, POCCHA, 2opod Mockea, yi. Macmepkoea, 0. 4, am. 5., men.:(495)788-02-88, e6-
caiim: oykx.pe.
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Issued by: / Boigano:

GlaxoWellcome Production / Makco Bannkom MNpopakwen

ZIN°2, 23 Rue Lavoisier / 3oHa Wiuayctpuane Ne 2io Pio JlaByasbe
F-27091 EVREUX / 9BPO

France / ®PAHUMWA

Tel: | Ten+ 33(0) 232235500 Fax: / ®akc+33(0) 232236520

Certificate of }v‘;l-u-al—ysis
Cepruchburkar aHanusa

Certificate Date Cerlificate Number
[lara Buinavuv ceptuchukata  Homep cepruthukara
28-NOV-2018 3000488810
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Material Description: SERETIDE AER 25/50MCG 1X120D_RU/T

Onucanue maTepuana: Cepetua®, aapo3onk Ans WHranauMin AosupoBantsbli, 25 mir + 50
mir/nosa (120 poa)

Material Number; 60000000002638

Homep marepuana: 60000000002638

Package size / type: 1 can/carion

YnakoBka: 1 uHranaTop/ KapToHHAaR navka

Marketing Authorization Number: M N015937/01

Homep peructpauunoHHoro yaocroseperus: N NO16937/01

Manufacturing Authorisation Number: M 16/198

JTuueHaus npousBoanTens: M 16/198

Regulatory Statement:
PerynaTtopHoe noATBepXAeHWe &

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

We hereby certify that the above information is authentic and accurate, This batch of product has been
manufaclured, including packaging/labelling and quality contrel 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.

Hacroswmm rnoaTeepxgaen, 4to uHopmaums, npeAcTasneHHan B AaHHOM  cepTudmkare, sBnaercs
[ocToBEPHOM M TouHOW. [awHan cepus npoaykta Bbina npowsbesena, BrhiovMas onepauvu no ynakoske /
MapKUPOBKE W KOHTPOTbL KaYecTBa, B NONHOM COOTBETCTEMW C NokansHeimm Tpebosaruamu GMP v TpeGosaHuAMU
cneunukaLmMn  perMcTpaLMoHHOrO Y/ OCTOBEPEHUA  CTpaHbl  HasHaueHus. 3anucd, oTHocAWuecs K
MPOUIBOACTEEHHOMY MPOLECCY, YNakoBke W TecTUpoBaHwio cepun, Obind npoBepeHbl U COOTBETCTBYIOT
TpeGosanuam GMP, cepus Guina BeiNyLleHa YNONHOMOYEHHbIM NULIOM.

Batch N°: B56H EXPIRY DATE: 29.08.2020
Cepwus Ne : BS6H Fopen pno: 29 asrycr 2020
Manufacturing date: 30.08.2018

Nara uzrotosnenus.: 30 asryct 2018

Importing Country: Russia
WmnopTtupyilowas ctpada: Poccus



Issued by: / Bipano:

GlaxoWellcome Production / Makco Bannkom Npopakwer

ZIN°2, 23 Rue Lavoisier / 3ona UnpycTpuans Ne 210 Pio Jlaeyasbe
F-27091 EVREUX / 3BPO

France / @PAHLWA

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

Cettificate Date

28-NOV-2018

[arta ebipaun ceprudhukara

Certificate of Analysis
Ceprudmrar aHanuaa

Cerlificate Number
Homep ceptuchukara

3000488810
Page 2 of 2
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Material Description:
OnucaHue marepuana:
mKr/noaa (120 poa)

SERETIDE AER 25/50MCG 1X120D_RU/T
CepeTtua®, aspo3onk Ans WHransuui Ao3uposatisii, 25 mkr + 50

Material Number; 60000000002638

Homep marepuana: 60000000002638

Package size / type: 1 canlcarton

YnakoBia: 1 wHransTop/ kKapToHHasn nauka

Marketing Authorization Number: M N015937/01
Homep pervcTpaunonHoro yaoctoeeperus: [1 NO15937/01

Manufacturing Authorisation Number: M 16/198

IuueHann npousBoauTens: M 16/198
Description Specification Results
DESCRIPTION COMPLIES COMPLIES
Onucanue i COOTBETCTBYET COOTBETCTBYET
SALMETEROL XINAFOATE IDENTITY/HPLC COMPLIES COMPLIES
MoanuHHoCTL canmeTepona keuHadhoara / BOMX COOTBETCTBYET COOTBETCTBYET
FLUTICASONE PROP.IDENTITY/HPLC COMPLIES COMPLIES
MoanunHocTe chnyTrkazoHa nponvoxata / BOMX COOTBETCTBYET COOTBETCTBYET
CONTENT OF SALMETEROL PER ACTUATION 18.9 -23.1 pg 20.1 pg
KonuyecTBeHHOE onpe/ieneHe canmeTepora 8 0AHOW jo3e 18,9 - 23,1 mKr 20.1 mxr
FLUTICASONE PROP.CONTENT /ACTUATION 39.6-48.4 ug 42.5 ug
KonuyecteeHHoe onpeaenesue hnyTukasoHa nponvoHarta B ofjHoN Ao3e 39,6 - 48,4 mKr 42.5 mir
CONTENT UNIFORMITY SALMETEROL/HPLC COMPLIES COMPLIES
OpaHopoAHOCTL A03upoBaHuA canmeTepona / BO)(X COOTBETCTBYET COOTBETCTBYET
CONTENT UNIFORMITY FLUTICASONE PROP./HPLC COMPLIES COMPLIES
OpHopogHocTk foauposaHns hnyTukasota nponuorata / BOMX COOTBETCTBYET COOTBETCTBYET
SALMETEROL FINE PARTICLE MASS 7-13 g 10 pg
CpeaHan Macca TOHKOAMCNEPCHBLIX YacTHLl HA KackagHOM uMnakTope, _
canmeTepon 7 =13 mkr 10 mkr
FLUTICASONE PROPIONATEFINE PARTICLE MASS 14 - 26 g 19 g
CpepgHas macca TOHKOAWCNEPCHBIX YacTul| Ha KackagHoOM uMnakTope, 14 — 26 mur 19 Mxr

pnyTUKa3oHa nponuoHar

LEAK RATE
CkopocTb yTeuin

COMPLIES WITH USP
TEST

CooTeercrayer Hopmam
tapmaronen CLLUA

COMPLIES WITH

USP TEST
Cooteetcrayer
Hopmam

Signature i ARy
Moanuce AN -

Name Benoit VANOVERBEKE
Qualified Person

YnonHomoveHHoe nuuo

Date
Hara
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