JEKJAPAIIASA O COOTBETCTBUH

JEKJIAPAHT, MPUHUMAIOUIUI JEKJIAPALIMIO O COOTBETCTBHHA

AQ "TaaxcoCsumKnaim Tpetiounz"

Ceedenus 0 pezucmpaytiu opeanusayuu; Medjcpatonas uHCneKyusL dedepanvroil nanozosoil caycbul No 46 no
> Mocxae 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jenunzpadexuti npocnexm, 0. 374, kopnyc 4, amaoic 3, nom. XV, komnama 1.
Tenegpon:8(495)777-89-00.

B nuye: lenepansnuii oupexmop Jy6anckuii Onez

JHosepennoe miyo: Kysneyos A.A., doeeperinocms 60-13.09.2018 om 13.09.2018 2.

3ASIBJSIET, UYTO

nexapcmeennoe cpedcmeo. Benmonun, asposony dns uneansyuii dozuposannsiii 100 mrz/dosza 200 003,
UHZGASMOpbE AHOMUHUEEbIE C QOTUPYIOUJUM YCMPOUCTEoM (1), nauxu kapmonnsie, PY Ne IT N014212/01 om
01.06.2010 (dama samens: 05.02.2019) ewdano AO "T) naxcoCuumKasiin Tpeiidunz", cepus SW6F, napmust
72908 ynaxosox, 200en do 27.05.2021, npouzeoocmea TIiaxco Banaxom Hpodaxwen, Opanyus, Glaxo Wellcome
Production, Zone Industrielle No2, 23, rue Lavoisier, 27000, Evreux, France, ko0 OKIIJ2 21.20.1 0.254, koo
TH B3 3004900002, Jucmpubeiomop. coarauenue 6/n om 01.01.2013, uneoiic Ne 4205278896 om
22.07.2019

COOTBETCTBYET TPEBOBAHUSIM

HJII IT N014212/01-271117 uzm. Ne 1

JNEKJAPAITASI IPUHSATA HA OCHOBAHUH

npomoxon ucnsimanui Ne 4145m om 29.07.201 9 HJI 000 HI[ "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmugpurxam POCC FR.®M08.C45077 om 29.07.2019
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CBEJIEHUSA O PETUCTPAIILHA

OPIr'AH 10 CEPTU®HKAIHH, 3APECMCTPUPOBABHINI JEKJIAPALTHIO

RA.RU. 11 M08 OPTAH ITO CEPTHOHKALIHH TPOAYKIIHH OBII[ECTBO C OI'PAHH YEHHOH
OTBETCTBEHHOCTBIO "OKPYXKHOH EHTP KOHTPOJIA KAYECTBA",

aopec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxosa, 9. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmudpuxayuu: 115280, POCCHA, z0pod Mocxsa, yn. Macmepxosa, 0. 4, am. 5., men.:(495)788-02-88, eeb-
caiim: oykx.pa. ‘
JNEKJIAPAITAS O COOTBETCTBUM 3APETHCTPUPOBAHA N2 POCC RU /-FR. DOM08.A.31535/19
PR WU 29.07.2019
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Issued by: / BoigaHo |

GlaxoWellcome Production / Mnaxkco Bannkom Mpogaxiuen

ZI N°2, 23 Rue Lavoisier / 3oHa WuaycTpuans Ne 2io Pro flasyasse
F-27091 EVREUX/3BPO

France / ®PAHLIMA

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

Certificate of Analysis
CepTudurar adanmaa
Certificate Date Certificate Number
[ata ssinaun ceprucpukata  Homep cepTucprkara
15-JUL-2019 3000605963
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Crpanvua 1ua2
Material Description: VENTOLIN AEROSCL 100 MCG 1X200D_RU/T
Onucanue matepuana: BeHTOMMH a3p030Mh AN UHranauui qosuposaxHsi 100 mkr/osa
(200 pos)
Material Number: 60000000000944
Homep marepuana: 60000000000844
Package size / type: 1 can/carton
YnaxoBska: 1 wHransiTop/ KapToHHas nadvka
Manufacturing Authorisation Number: M 18/172
TNuueH3uA NpovsBOAUTENA: M 1872

Regulatory Statement:
PerynsaropHoe nNoaTeepxaeHne |

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP cepruchbukata nponssoautens: 2018/HPF/FR/Z26

We hereby certify that the above information is authentic and accurate. This batch of product has been
manufactured, including packaging/iabelling and quality control in full compliance with the GMP requirements of
the local Regulatory Authority and the specifications in the Marketing Autherization 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.

Hactoswwim nNoaTBEpKAaeM, YTo MHAOpMauua, npefcTasneHHas B A3HHOM cepTudukate, SBASETCH
AOCTOBEpHO W TO4HOW. [lanHas cepusi npopykta Gbina npow3seaeHa, BKMIOYas onepauuy no ynakoske /
MapKUPOBKE M KOHTPOIb KaMeCTsa, 8 MONHOM COOTBETCTBUM C NOKaNkHEIMU tpebosaqmamn GMP u tpeBosaruamu
cneumdVKALMN  PErMCTPALIMOMHOMO  YAOCTOBEPEHMS CTPaHbl HasWadyeHus. 3anucy, OTHOCAWMECA K
fIPOU3BOACTBEHHOMY NPOLECCY, YNAKOBKE 1 TECTUPOBAHUIO CEepuM, BbiNW MPOBEPEHbI W COOTBETCTBYIOT
TpeBoranusiv GMP, cepus Bbina BoINyLWEHa YIOMHOMOUEHHEIM NUMLIOM.

Batch N°: SW6P EXPIRY DATE: 27-05-2021
Cepus Ne : SW6P Fopex go : 27- main-2021
Manufacturing date: 28-05-2019

NaTa uarotoBneHun.: 28- mait-2019

Importing Country: Russia
WmnopTtupylomwas ctpaxa: Poccus




Issued by: / BeigaHo !

GlaxoWellcome Production / Tnakco Bannkom popakweH

71 N°2, 23 Rue Lavoisier / 3ora MHaycTpuans Ne 2io Pio Jlasyasbe
F-27091 EVREUX /3BPO

France / ®PAHUWA

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

Certificate of Analysis
Ceprudhukar aHanusa
Certificate Date

[lata Bbifauu cepTudukaTa

Certificate Number
Homep cepruchukara

Material Description:
OnucaHue marepuana:

3000605963
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15-JUL-201¢

VENTOLIN AEROSOL 100 MCG 1X200D_RU/T
BeHTONWH 33p03ons ANs uHransiuii poauposaHHbii 100 mrr/gosa

U ———— T

(200 pos)
Material Number: 0000000000944
Homep maTepuana: 60000000000944
Package size / type: 1 can/carton
Ynakoeka: 1 wHransTop/ KapToHHas naqka
Manufacturing Authorisation Number: M 18/172
NuueHsnsa NPoU3BOAUTENRA. M 18/172
- Specification / Results /
Description / Nokazatens Creumdukaums PesynbTaThi
DESCRIPTION COMPLIES COMPLIES
Onucanue COOTBETCTBYET COOTBETCTBYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MopnuHHocTe VIK-CnekTpockonus COOTRETCTBYET coOTBETCTBYET
IDENTITY BY HPLC COMPLIES COMPLIES
MNopnuxHocTs BOMX CcoOTBETCTBYET COOTBETCTBYET
76— 104 ug
76 — 104 mxr 86
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 o 115% Ot Lenesoro | gg t;?{r
CpeaHee cogepxanue cansbyramona B gose copepkaxna 90 Mkr)
(85-115% of ex-actuactor
target of 90ug)
UNIEORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
O/HOPOAHOCTL AO3UPOBEHUA CoOTBETCTBYET cooTBeTCTRYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION > 130 48
CpegHas Macca TOHKOAUCTEPCHBIX HacTul Ha KacKkagHoOM = 1N Hg
2 30 mxr 48 mKr
umMnaxKTope
LEAK RATE COMPLIES COMPLIES
CKopoCTb YTEHKN cooTBeTCTBYET COOTBETCTBYET
Signature . i,
Moanmcs (%)
Name
Qualified Person
YnonHomouerHoe Date p
L0 nara & Al A i SH20G




