JEKJIAPAIIASA O COOTBETCTBUH

JEKJAPAHT, IPUHUMAIOLIHN JEKJIAPAITHIO O COOTBETCTBUH

AQ "TharcoCwumKnaiin Tpeiounz"

Ceedenus o pecucmpayuu opanuzayun: Mescpationnan uncnexyun Pedepansnoii nanozoeoii cayacbior Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunepadcxuii npocnexm, 9. 374, xopnye 4, amaoic 3, nom. XV, komuama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepanvusiii oupexmop Jy6smckuii Onez

Hosepennoe nuyjo: Kysneyos A.A., dosepennocms 18-09.08.2019 om 09.08.2019 2.

3ASABJAET, YTO

Jexapemeennoe cpedcmeo: Beumonun, asposons dns unzansyuil oosupoeannntii 100 mxz/o03a 200 dos,
uHeanAMOpbL QRIOMUHUESbIE ¢ dosupyiowusm yempoiicmeom (1), nauxu kapmonnsie, PY No IT N0O14212/01 om
01.06.2010 (9ama s3amenwvt 05.02,2019) evidano AO "IhaxcoCuumKasiin Tpeiiduna", cepun 763A, napmus
73185 ynaxoeok, 200en 0o 28.07.2021, npouseoocmea Iaxco Banakom Ipodaxwen, @panyus, Glaxo Wellcome
Production, Zone Industrielle No2, 23, rue Lavoisier, 27000, Evreux, France, koo OKII/2 21.20.10.254, koo
TH B3] 3004900002, Jucmpubsiomop. coznautenwe 6/1 om 01.01.2013, unsoiic Ne 4205286543 om
11.09.2019

COOTBETCTBYET TPEBOBAHHSIM
HIIT NO14212/01-271117 uzm. Ne 1

JEKJIAPALIHAS ITIPHHSITA HA OCHOBAHHH
npomoxon ucnsimanui Ne 3567w om 23.09.2019 HJT OO0 HI] "PAPMOFEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugpuxam POCC FR.@MO8.C49054 om 24.09.2019

j:lATA Hmﬂﬂ'l“ sl ,[[EKJIAPAIIHH 24.09.2019
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CBEﬁEﬁHﬂ O PETUCTPALIAN

OPI'AH IO CEPTUDPHKAIINH, 3SAPETHCTPHPOBABIIHI TEKJIAPAIIHIO 3?4
RA.RU.11PMO8 OPTAH ITO CEPTHOHKALIHH [TPONYKIIHH OBIJECTBO C Of PAHH‘{EHH%-—&F& i
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, 3m. 5, riom. I, kom. 1, adpec opeana no
cepmughuxayuu: 115280, POCCHA, eopod Mocxea, yn. Macmeproea, 0. 4, sm. 5., men. :(495)788-02-88, ge6-
catim: Oyrx.pe.

}.IEKJIAPAIIHﬂ 0 COOTBETCTBHH 3APETHCTPHPOBAHA X POCC RU J-FR.®M08.4.37590/19
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Issued by: / Beipano: ' RCOURRDO ... o
GlaxoWelicome Production / lnakco Bannkom lNpoaakiuex o 7.

ZI N°2, 23 Rue Lavoisier / 3oxa Wnagycrpuans No 210 Pie Nlasyasse o
F-27091 EVREUX ! 3BPO

France / ®PAHLIMA

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

Certificate of Analysis
Cepruiuar aHanusa, . = .| .
Certificate Date Certificate Number e
[lata seigavi cepruukata  Homep ceprudmkara | am i L
06-SEP-2019 3000636366 .. .
Page. 5. 10of3 /. 0
Crypabmua 1usd
Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T
Onucaxue marepuana: BeHTONMH a3p03ont ANs UHrANRLWA Aosupoaattblii 100 mrr/posa
(200 poa)
Material Number: 60000000000944
Homep maTepuana: 60000000000944
Package size / type: 1 can/carton
Ynaxosxa: 1 uxransaTop/ kapToHHanA nayka
Manufacturing Authorlsation Number: M 18/172 At
NuueHsun npousBoaUTENs: M 18172 i R

Regulatory Statement:
PerynsTopHoe noaTBepwaeHue ¢

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

We hereby cerlify that the above informalion is authentic and accurate. This balch 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.

AL

HacToRuwMM MOATEEPIKAAEM, YT WH(OPMALWS, NPeacTaBneHHas B flaHHoM c:epmdm«a're.(.ﬁaﬂﬂeﬂia'g« P

[OCTOBEPHOM ¥ TOuHOM, [laHHas cepus npopykta Gkina NpouasejeHa, BKNIONas ofepauuu no ynakoeke / |
MapKMpOBKE U KOHTPONb KAUecTsa, B MOMHOM COOTBETCTBMW C NokankHeiMu TpeGosaknamn GMP w
TpeGoBaHnAMK cReunuKaLyn PErncTPELMOHHOrO YAOCTOBEPEHNS CTPaHbI HasHAYEH!A, Janucy, oTHoCALYWecs

K NPOMABOACTEEHHOMY MpOLECCY, YnakoBKke W TeCTMPOBaHWMIO cepuu, Buiny nposepeHsl W COOTBETCTRYIOT
Tpebosanusam GMP, cepus Geina ebinylieHa YnonHOMOYEHHBIM NuLom. i ;

Batch N°: 763A EXPIRY DATE: 28-07-2021
Cepust Ne : 763A Fopen o : 28- nionb-2021
Manufacturing date: 29-07-2018

[ara npouasoacTea: 29- nionk-2019

Importing Country: Russia
Wmnoprupylowan crpaxa: Pocoun

APl: Salbutamol sulphate (micronised)

ADC: CanubyTtamona cynbgat (MUKPOHUIUPOBAHHbI)

API manufacturer {(micronised): Glaxo Wellcome Production, France
Mpoussopurens AQC: Mnakco Bannkom Mpogakiued, Ppaduus

B




Issued by: / Beigato : I P -
GlaxoWellcome Produclion / Makco Bannkom MNpopanwen

ZIN°2, 23 Rue Lavoisier / 3ona Mupyctpuane Ne 2io Pio Nasyasse
F-27091 EVREUX/3BPO

France / $PAHUWA

Tel: | Ten+ 33(0) 232238500 Fax: / ®akct+33(0) 232235529

Certificate of Analysis

Ceprudmkar aHanvaa

Certificate Date Certificate Number 1
[ara eigaum cepTucukata  Homep ceptucpukata |
05-SEP-2019 3000636365 -
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VENTOLIN AEROSOL 100 MCG 1X200D_RU/T :

Material Description:
BeHTOMNUH aspoaoik AN WHranayui goswposaHeit 100 mir/nosa

OnucaHve matepuana:

(200 pos)
Material Number: 60000000000344
Homep matepuana: 600000000008944
Package size [ type: 1 can/carion
Ynarosua: 1 uHranaTop/ KapToHHas naqka

Manufacturing Authorisation Number: M 18/172
NuyeHaun NPOU3IBOAMTENA: M 18/172

Restuits /

Specification /
Description / Mokasarens CreuubUKaUms PesynbTathl
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET COOTBETCTBYOT
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MognunHocTs WiG-cnexTpockonusi COOTBETCTRYET cooTaeTcTByeT
IDENTITY BY HPLC COMPLIES f COMPLIES
MoanurHocTs B3MX COOTBETCTBYET it s cooTBeTCTRYeT
?6"104pg [ SE W
- dbmer | g SR,
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 70 115% ot Lenesoro . | ga Ho. !
CpepHee coaepXaHue cansOyTamona 8 4oae conepxanun 80 Mkr)
: (85-115% of ex-actuactor - il
target of 90ug)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES )
OAHOPCAHOCTL KO3UPOBEHUA ' cooTBETCTRYET cooTBETCTBYET - '2‘:
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION 30 45
CpegHas Macca TOHKOAWUCNePCHEIX HYACTUL Ha KacKaaHoM > 130 ;?{r 45 :ﬁr
nMnakTope
LEAK RATE COMPLIES COMPLIES
CropocTs yTevKN COOTBOTCTBYET cogTEETCTBYeT




Issued by: / BeinaHo:

GlaxoWellcome Production / Mnakco Bannkom Mpoaakwien
ZI N°2, 23 Rue Lavoisier / 3oua Ungyctpuane N2 2io Pio Jlasyasbe

F-27001 EVREUX / 3BPO
France / @PAHLUWA

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

Material Description:
Onucadue matepuana:

Certificate of Analysis
Ceprudpukat aHanmaa
Certificate Date

[arta ebinayu ceprucpnkara
05-SEP-2019

Certificate Number
Homep cepmctmaam
3000636366
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(200 pos)
Material Number: 60000000000944
Homep maTtepuana: 60000000000944
Package size / type: 1 can/carton
YnakoBka: 1 MHranAToP/ KAPTOHHAS Navka
Manufacturing Authorisation Number; M 18/172
NuueHaus npousBoanTena: M 181172

VENTOLIN AEROSOL 100 MCG 1X200D_ RUfi’ R o
BeHTonuH a2p0aons AN MHIANAUMA A03UPOBEHHEIA 100 Mﬁrlmaa

. Results /
Description / MNokazarens Specification / Cneyudpuxayun PesyniTatel
This parameter is controlled on the Russlan
NUMBER OF DOSES IN THE INHALER Federation territory n/a
KonwyecTeo 403 B UHrandaTope [lanHbiit noxkasarenk KOHTPONUPYETCA Ha win L
TeppuTopuu Poccuickod @egepauuu o
This parameter is controlled on the Russian
PARTICULATE MATTER Federation territory nfa
MexaHuyeckne BRIIoUYeHWA HarHeid nokalaress KOHTPOANPYETCHA Ha HiM
TeppuTopun Poccuiickod Penepauum
This parameter is contralled on the Russian ey o
RELATED IMPURITIES Federation territory ‘nfa
ocroponHye npumecy [Lanneiid nokasatesnb KOHTPONUPYETCA Ha Hin
Tepputopun Poccuiickoi Gepepaunu
This parameter is controlled on the Russian
MICROBIOLOGICAL PURITY Federation territory nfa
MukpoGuonoryyeckas wucrora [aHHelfd nokasaTenb KOHTPONUPYETCA Ha Hin
Teppuropun Poccuiickeit Peaepauv
This parameter Is controlled on the Russian b
PACKAGING Federation territory nfa ;
Ynaxoeka [laHseiit nokasaTens KOHTPONUPYSTCA Ha Hin
TeppuTopun Poceuiickon Degepalin
This parameter is conirofled on the Russian
LABELLING Federation terrilory n/a
Mapkuposxa Lantibiii nokasaTtent KOHTPONUPYETCA Ha Hin
Tepputopun Poccuiickoi ©enepauun
Signature %
Moanuch
Name
Wims Céline ZEITOUN
Qualified Person :
YnonHoMoueHHoe Date
nuo Hata




