JNEKJAPAIIUSI O COOTBETCTBUM

JEKJTAPAHT, TPHHUMAIOIIHHI JEKJAPAIIMIO O COOTBETCTBHU

AO "TharcoCmumKaniin Tpeliounz"

Ceedenun o pecucmpayuu opeanusayuu: Mexcpationnan uncnexyua @edepanvroii naio2osot cayicbor Ne 46 no
2. Mocree 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npocnexm, 0. 374, xopnye 4, smaoic 3, nom. XV, komrama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuviii oupexmop Buwruyruit J.A.

Losepernnoe muyo: Kysneyos A.A., dosepernocms 60-13.09.2018 om 13.09.2018 a.

SASIBJBIET, UTO
nexapemsennoe cpedcmeo. Benmonun, asposons o unzansyuii 0osupoeannsiit 100 mrz/0oza 200 003,

uH2aNAMOPLL anoMUHtessIe ¢ dosupyiowum yempoticmeom (1), nauku kapmonnwie, PY Ne IT NO14212/01 om
01.06.2010 (oama 3amenwvr 27.11.2017) euroaro 3A0 "ThaxcoCvumKasiin Tpewdunz" , cepus A83U, napmus
66642 ynaxosok, 200en 0o 23.08.2020, npouszeodcmea Inaxco Banaxom Ipodarwen, Ppanyus, Glaxo Wellcome
Production, Zone Industrielle Ne. 2, 23, rue Lavoisier, 27000, Evreux, France, xod OKITH2 21.20.10.254, koo
TH B3/ 3004900002, Jlucmpubeiomop. coznawenue 6/n om 01.01.2013, uneoiic Ne 4205215936 om
15.10.2018

COOTBETCTBYET TPEBOBAHUSIM
HI ITN014212/01-271117

JAEKJIAPAITHSI TIPUHSITA HA OCHOBAHHUH
npomoxon ucnvtmanuii Ne 6532 m om 23.10.2018 HJI OO0 HI] "@APMOFEOPOHA", ammecmam
axkpedumayuu POCC RU.0001.21DJI40, Cepmughuxam POCC FR.dM0S8.C25816 om 23.10.2018

AATA IIPHHATHS TEKJIAPALIIMU 24.10.2018

%gfmkﬁﬁxﬁ 5L AEHCTBUTELHA A0 23,05.2020
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CBEJZ[E'H)I/IH O PETTCTPAIHH

OPT'AH IIO CEPTU®HUKAIIMHU, 3APETHCTPUPOBABIINNA IEKJIAPAIIUIO

RA.RU.11 MO8 OPI'AH 10 CEPTH®HKALIHH ITPOJYKI[HH OBI{ECTBO C OI' PAHHYEHHOH
OTBETCTBEHHOCTAIO "OKPVKHOH I[EHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, o. Mocksa, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opzana no
cepmupurayun: 115280, POCCHA, 20pod Mocksa, yn. Macmeproaa, 0. 4, sm. 5., men.:(495)788-02-88, se6-
catim: oykx.peh.
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Issued by: / Boipaso :

GlaxoWellcome Production / Makco Bannkom Npogakiien

ZI N°2, 23 Rue Lavoisier / 3oHa MHaycTpuans Ne 2o Pio Jlasyasbe
F-27091 EVREUX/3BPO

France / @PAHLIWA

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

Certificate of Analysis
Ceprudchukar aHanuza

Certificate Date Certificate Number
[ara selpayn ceptuchukara Homep ceprtuchukara
20-09-2018 3000453050
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CrpaHuua 1 u3 2

Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

Onucanue matepuana: BeuTonux asposonk Ans uHransuuwin aosvpoearHbid 100 mkr/aosa
(200 pos)

Material Number: 60000000000944

Homep maTtepuana: 60000000000944

Package size / type: 1 can/carton

Ynakoska: 1 nHranaTop/ kapToHHasn nadka

Manufacturing Authorisation Number: M 16/198

NuueHana npoussoguTens: M 16/198

Regulatory Statement:
PerynsaTtopHoe noarBepxaeHue :

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

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

Hacroswmm noateepxaaeM, uto wuHdopmauws, npeacTasneHHas B AaHHOM  cepTudukarte, sBnsercs
AOCTOBEPHOW M TOuHOW. [aHHan cepus npoaykta Gbina NpousBefeHa, BKNoMas onepauuv no ynakosxke /
MapKMpOBKE U KOHTPONb KAYECTBA, B NOSIHOM COOTBETCTBUM C NokanbHeiMn TpeGosanuamu GMP 1 Tpeboranuamu
cneyuduKkaluuM  perucTpauMoHHOrO  YAOCTOBEPEHWSt CTpaHbl HasHayexusa. 3anucu, oTHocAWmeca K
NPOW3BOACTBEHHOMY MpouUeccy, YNakoBKe W TECTUPOBaHWIO Cepuwn, Obinu npogepeHbl WU COOTBETCTBYKOT
TpeboeaHuam GMP, cepusi Beina BeinyweHa YNonHoOMOUYEHHBLIM fMLIOM.

Batch N°: AB3U EXPIRY DATE: 23-08-2020
Cepusn Ne : AB3U lopeH po : 23 aerycT 2020
Manufacturing date: 24-08-2018

[Hara narotoenenusi.: 24 asryct 2018

Importing Country: Russia
Wmnoprupylowas crpana: Poccus



Issued by: | BeigaHo :
GlaxoWellcome Production / Mnakco Bannkom [NMpopakwen

ZI N°2, 23 Rue Lavoisier / 3ona Muayctpuans Ne 2i0 Pio Jlasyasbe
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France / ®PAHLIMA
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Material Description:
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Ceprudpukar aHanuza
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[ara sbinaun ceptupukata  Homep ceptudpnkara
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VENTOLIN AEROSOL 100 MCG 1X200D_RUIT
BeHTonNuH aapo3ons AN wHranauui fosvposanHbid 100 mer/nosa

(200 po3)
Material Number: 60000000000944
Homep matepuana: 60000000000944

Package size [ type: 1 canfcarton
YnakoBka:
Manufacturing Authorisation Number: M 16/198

INuuyeHans npouasoaUTens: M 16/198

1 uHranarop/ kapToHHana nayka

. Specification / Results /
Description / MNokasarens CreLmduKaLMs PeayniTarhs
DESCRIPTION COMPLIES COMPLIES
Onucaxwe COOTBETCTBYET COOTBETCTRYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MognuHHocTe MK-cnekTpockonus COOTBETCTBYET COOTBETCTBYET
IDENTITY BY HPLC COMPLIES COMPLIES
MoanuHHocTe BEXX COOTBETCTBYET COOTBETCTBYET
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR 76 — 104 pg 84 pg
CpenHee copepxarue cansbyramona B fose 76 — 104 mxr 84 mkr
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
OﬂHUpOﬂHOCTb Ao3npoBaHnA COOTBETCTBYET COOTBETCTBYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION > 30 g 44 g
CpeaHas macca TOHKOAWCNEPCHBIX YACTUL, Ha KackaHOM > 30 MK i
vMnakTope
LEAK RATE COMPLIES COMPLIES
YnonHomo4eHHoe nuuo COOTBETCTBYET COOTBETCTBYET
Signature Adﬁ’

MNoanuce

Name Laufe MASSEY

Qualified Person ’

YnonHomo4yeHHoe Date

nuyo [Jara 220914 &




