JAEKJTAPATIIUSA O COOTBETCTBUHA

JEKJAPAHT, MTPUHUMAIOUIHNA JEKJIAPAITAIO O COOTBETCTBHH

AO "ThaxcoCmumKnaiin Tpetiounz"

Csedenusn o peucmpayuu op2anuzayuu: Mescpationnan uncnexyus Qedepanvroll nanozoeoi cayicbol Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenuss OI'PH 24.07.2002.

Adpec: 125167, 2. Mocksa, Jlenunzpadcxui npocnexm, 0. 374, kopnye 4, amaoic 3, nom, XV, xomnama 1,
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuuiii oupexmop [y@ancruti One2

Hosepennoe nuyo: Kysneyos 4.4., dosepennocmo 18-09.08.2019 om 09.08.2019 2.

3ASABJIET, UTO

Aexapcmeennoe cpedcmso: Benmonun, aspozons 0na unzanayuii dosuposannsiii 100 mxz/oosa 200 dos,
UH2ANAMOPLI QRIOMUHUESBIE ¢ 003UpYIoUgUM yempoticmaom (1), navuxu kapmonnsie, PY Ne IT NO14212/01 om
01.06.2010 (0ama 3amerwr 05.02,2019) avidano AO "ThaxcoCmumKasiin Tpeiidunz”, cepus BPS8K, napmus
73167 ynarosox, zo0en 0o 22.08.2021, npouseodcmeaa I'naxco Bannxom Ipodaxwen, Ppanyus, Glaxo Wellcome
Production, Zone Industrielle Ne2, 23, rue Lavoisier, 27000, Evreux, France, koo OKITIT2 21.20.10.254, xod
TH B3] 3004900002, Jucmpubviomop. coznauenue 6/n om 01.01.2013, uneoiic Ne 4205288337 om

23.09.2019

COOTBETCTBYET TPEBOBAHHSM
HI I NO14212/01-271117 usm. Ne 1

JEKJIAPAITMSI IPHHATA HA OCHOBAHHH
npomoxon ucnermanuti Ne 6111m om 03.10.2019 HIT OO0 HI] "PAPMOFOPOHA", ammecmam

arxxpedumayuu POCC RU.0001.21DJ140, Cepmugpuxam POCC FR.OMO8.C50168 om 04.10.2019

sl

bHA Iu 22.08.2021
/ Kysneuos A.A.
- no,u.nn (URSRE

CBEI[EHHH O PETUCTPALINH

OPIr'AH 10 CEPTU®HUKAIUHY, 3APETHCTPHPOBABIINNA JEK/IAPAIIMIO

RA.RU.11®MO8 OPI’AH ITO CEPTH®HKAIHH ITPONYKI[HH OBIECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)KHOH IJEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mocrea, yn. Macmeprosa, 9. 4, sm. 5, nom. I, xom. 1, adpec opzana no
cepmudpuxayuu: 115280, POCCHA, 2o0pod Mockea, yn. Macmepxoea, 0. 4, sm. 5., men.:(495)788-02-88, ge6-
catim: oYkrx.peg.

AEKJTAPAILL __' O COOTBETCTBHH 3APEI'’HCTPHPOBAHA ¥ POCC RU JI-FR. ®M08.A.39091/19
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Issued by: / BoigaHo :

GlaxoWelicome Praduction / Mnaxkco Banniom Mpoaakwed

ZI N*2, 23 Rue Lavalsier / 3ona Mnpycrpusne Ne 2i0 Pio llasyasse
F-27081 EVREUX/3BPO

France / ®PAHLIWA

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

Certificate of Analysis
Ceprudpukar aHanuaa
Certificate Date Certificate Number
[Larta soinauu ceptuchukara  Homep ceprudurara
18-SEP-2019 3000845064
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Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

OnucaHue MaTepuana: BeHTonud asposons AnNs WHransuwi gosuposanHeid 100 mkr/nosa
(200 poa)

Materlal Number: 60000000000844

Homep maTepuana: 60000000000844

Package size / type: 1 can/carton

¥nakoska: 1 vHranaTop/ KapToHHas nadika

Manufacturing Authorisation Number: M 18/172

INuuexaus npouasoauTens: M 18/172

Reguiatory Statement:

PerynaTtoprioe NoATEeRKACHNE :

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

We hereby certify that the above Information Is authentic and accurate. This batch of product has been
manufactured, Including packagingfiabelling and quality control In full compliance with the GMP requirements of
the local Regulatory Autherity 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,

Hacroswmum nogreepigaenm, 4TO wHOpMauus, npeacTasneHHas B fAaHHOM cepTuukate, ABNAETCA
JocToBEpHON 1 TouHOW, [adHas cepun npogykra Gbina npovssedeHa, BKIOYAA onepauwy no ynakoeke /
MapKMpPOBKE ¥ KOHTPOMb KAvecTBa, B MOAHOM COOTBETCTBMM C nokanbHsiMu Tpebosavuamu GMP o
TpefoBannamMu cneyyuuKaLMm PErncTPaLMOHHOrO YAQCTOBEPEHMA CTRaHk! HasHayeHnA, 3anuck, OTHOCAKUECA
K npou3BOACTEEHHOMY npoueccy, ynakoBke W TecTupoBaHuio cepun, Bbiny npoeepeHsl U COOTBETCTBYICT
TpeGosanviam GMP, cepust Gbina BrINYWEHa YNONHOMOYEHHEIM TMLOM,

Batch N°: BPBK EXPIRY DATE: 22-08-2021
Cepun Ne : BPBK Fopex po 22-asrycr-2021
Manufacturing date: 23-08-2019

Hfara npouasoacTea: 23-aerycr-2019

Importing Country: Russia
Wmnoprupyrowan ctpana: Poccus

API: Salbutamol sulphate (micronised)

A®C: Canbbytamona cynbdar (MUKPOHUIUPOBAHHbINR)

AP] manufacturer (micronised): Glaxo Wellcome Production, France
MNpouasogurens AQC: MNakco Bannkom lMpogakwen, @panyus




Issued by: / BbigaHo :

GlaxoWellcome Production / Makco Bannkom MNpogarilen

Z! N°2, 23 Rue Lavoisler / 3ona Wnayctpuanes Ne 2i0 Pio Nasyasee
F-27091 EVREUX/3BPC

France / ®PAMLIMA

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

Certificate of Analysis
Ceptudomiar aHanuaa
Certificate Date Cerificate Number
[lata pbinaun ceprucpurara  Homep ceprudurara
19-SEP-2019 3000645064
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Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

Onucanue matepuana; BEHTONUH a3p0o30nk ANA MHransuwi gosuposanHeil 100 Mkr/acaa
{200 poa)

Material Number: 60000000000944

Homep matepuana. 60000000000944

Package size / type: 1 can/carion

Ynaroexa: 1 wHransTop/ KAPTOHHAR Navka

Manufacturing Authorisation Number: M 18/172
NuueHanna nponasoguTens: M 181172

Specification / Results /
Description / MNoxasarens CreunduKaims PeaynuTaTs
DESCRIPTION COMPLIES COMPLIES
Onucanue CODTBETCTBYET cooTseTcTEYeT
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MognuHHocTe WK-cnexrpockonus COOTBETCTBYET COOTBETCTRYET
IDENTITY BY HPLC COMPLIES COMPLIES
MoanuuHocTs BOMX COOTBETCTBYET cooTBETCTEYET

76 - 104 ug

76— 104 mur
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (86 po 115% or Lenesoro 86 ug
Cpepree cogepwanue canbByramona B gose cogepkannn 90 mur) 86 mKr

(86-115% of ex-acluactor

target of 80ug)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
OpHopoaHocTh A03UPOBaHUsA COQTBETCTBYET COOTBETCTBYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION >30 g 45 g
CpeaHan Macca TOHKOSUCNEPCHBIX HYACTHL Ha KACKaHOM : ;
umnaxTope 2 30 mir 45 MKr
LEAK RATE COMPLIES COMPLIES
CKOpOCTh yTeMKH COOTEETCTBYET CoOTRETCTBYET

oD

a1 N -
%trm_r_;gﬂﬁ;/



Issued by: / Boigano :

GlaxoWellcome Production / 'nakco Bannkom Mpoaakiien
ZI N*2, 23 Rue Lavoisier / 3oHa Muayctpuane Ne 2io Pio Jlasyasbe

F-27081 EVREUX/3BPO
France / PPAHLIMA

Tel: | Ten+ 33(0) 232236500 Fax: / dakc+33(0) 232236520

Material Description:
Onucanue martepuana;

‘Certificate of Analysis
Ceptudinkar ananuaa -
Certificate Date Certificate Number
[ara swigaun cepruchukata  Homep ceptudukara
19-SEP-2019 3000645064
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VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

BeHTONMH aap0o30ns ANA UHTanALMiA gosvpoeanteiil 100 mkr/doaa

(200 pos)
Material Number: 60000000000944
Homep matepuana: 60000000000944
Package size / type: 1 canfcarton
Ynakosxa: 1 neranaTop/ KapTOHHAaRA nayka
Manufacturing Authorisation Number: M 18/172
Nuuexanna nponasoguTens: M 18/172
Description / Mokasatens Specification / Cneundpmrauna Resuits /
Peayrnibtatbl
This parameter is controlled on the Russian
NUMBER OF DOSES IN THE INHALER Federation territory nia
KonuuecTeo 403 B uxranaTope JAlavHelii noKasarens KOHTPONWPYeTCA Ha Hin
TeppuTopun Pocouiickoi Penepaunn
This parameter is controlled on the Russian
PARTICULATE MATTER Federatlon territory nia
MexaHu4eckue BKIIOHEHUS [aHHeii noKasaTenb KOHTPONUPYETCA HA HIn
Teppuropun Poccuiickoi Pepepauuu
This parameter is controlled on the Russian
RELATED IMPURITIES Federation territory nfa
MocTopoHHUe npuMecy [aHnbif noKasaTent KOHTPONKpYeTca Ha Hin
Teppuropuu Pocouiickoi Pegepauu
This parameter is controlled on the Russian
MICROBIOLOGICAL PURITY Federation territory nfa
MuxpoBuonoruveckan YMcToTa [anHblid nokasaTenk KOHTPONMUPYETCA Ha Hin
TeppuTopuM Pocculickol enepauun
This parameter is controlled on the Russian
PACKAGING Federation territory n/a
Ynakosxa HaHHbii nokazatens KOHTPONWPYSTCA Ha Hin
TeppuTapun Poccuiickoi Penepauum
This parameter is controlled on the Russian
LABELLING Federation territary n/a
Mapkuposka [atiHbii noKasaTe b KOKTPONUPYETCA Ha Hin
; Teppuropuv Poccufickoil Pepepaunn
—
Signature
Mognuck
Name BENOIT VANOVERBEKE
mna
Qualified Persaon
YnonHoMmoueHHoe Date
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