AEKJIAPAIIMS O COOTBETCTBUHU

JEKJAPAHT, IPHHAMATOIIUN JEKJIAPAITHIO O COOTBETCTBUU

AO "ThaxcoCmumKnsiin Tpediounz"

Ceedenus 0 pezucmpayuu opeanusayuu: Mecpaiionnas uncnexyus Dedepanvroit nanoeo6oil cayichnr Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Adpec: 125167, o. Mockea, Jlenunzpadcexuii npocrexm, . 374, kopnye 4, smac 3, nom. XV, kounama 1.
Teneghon:8(495)777-89-00.

B nuye: I'enepanvuwiit Qupexmop Jy6ancruii Ore>

Hosepennoe nuyo: Kysneyos A.A., dosepennocmp 18-09.08.2019 om 09.08.2019 2.

SASIBJISIET, UTO

nexapemeennoe cpedcmeo: Benmonn, asposons ons unzansayuii dosuposannsiii 100 mxe/dosa 200 dos,
UH2ANAMOPb! ANOMUHUEGbIE ¢ Qo3UpYIowLM yempoiticmeom (1), nauxu kapmonnsie, PY No IT NO14212/01 om
01.06.2010 (0ama samenwr 05.02.2019) ewidano AO "ThaxcoCyumKasiin Tpeiiouna", cepus 3871, napmua
735735 ynaxoeox, 200en do 07.07.2021, npouzeodcmea Naxco Boaaxom Hpooarxwien, Ppanyusn, Glaxe Wellcome
Production, Zone Indusirielle Ne2, 23, rue Lavoisier, 27000, Evrewx, France, k00 OKTIJ[2 21.20.10.254, xoo
TH B3[] 3004900002, Juempubsiomop. coznawenue 6/n om 01.01.2013, uneoiic No 4205284061 om
26.08.2019

COOTBETCTBYET TPEEOBAHUSAM

HIT I NO14212/01-271117 usm. Ne ]

AEKJAPAITUSI IIPHHSATA HA OCHOBAHHUU

npomoxon ucneimanuit Ne 4956m om 04.09.2019 HJT OO0 HI] "®APMOBOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21®JI40, Cepmudgptixam POCC FR.OMO8.C47557 om 05.09.2019
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CBEJEHUSI O PETUCTPAIIUU

OPIAH IT1O CEPTHO®HKAIIHH, 3APETUCTPHPOBABIIHH JEKJIAPAITHIO

RA.RU.11DMO8 OPI'AH 11O CEPTHOHKALIHH ITPOJVKIHH OFIIECTBO C OIPAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH I[JEHTP KOHTPOJIA KAYECTBA",

adpec opeanusayuu: 115280, 2. Mockea, yn. Macmeprosa, 0. 4, om. 5, nos. I, xom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 20pod Mocxkea, yr. Macmeproaa, 0. 4, sm. 5., mex.:(495 J788-02-88, geb-
caiim: oyxx.pe.

HEKJIAPAHI/I& O COOTBETCTBHH 3APETMCTPUPOBAHA Ne POCC RU JI-FR. ®M08.A.35444/19
JATA PETYCTR IIHH 05.09.2019
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Issued by: / BeigaHo :

GlaxoWellcome Production / Mnakco Bannkom Mpopakwex

ZI N°2, 23 Rue Lavoisier / 3oHa Muayctpuans Ne 2io Pio Nasyasse
F-27091 EVREUX /3BPO

France / ®PAHLINA

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

Certificate of Analysis
Ceptudmkar aHanuza

Certificate Date Certificate Number
Hara eeigavuu ceptuchukara Homep ceprudukara
22-AUG-2019 3000623393
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Material Description: VENTOLIN AEROSOL 100 MCG 1X200D_RU/T

OnucaHue marepuana: BeuTonux asaposons Ans uHranauuil 4osuposanHeii 100 Mkr/aosa
(200 po3)

Material Number: 60000000000944

Homep marepuana: 60000000000944

Package size / type: 1 can/carton

Ynakoska: 1 uHranaTop/ kapTonHas naqka

Manufacturing Authorisation Number: M 18/172

TIMuueHans nponssoauTens: M 18/172

Regulatory Statement:

PerynsaTopHoe noaTeepxaeHue :

Manufacturer's GMP Certificate Number: 2018/HPF/FR/226
Homep GMP ceprucukarta npoussogutens: 2018/HPF/FR/226

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.

Hactoswum noatsepwgaem, 4T0 uHbOpMauwMs, NPEeACTaBMEHHAs B AaHHOM ceprudiukare, ABNRETCA
AocTosepHoi v Tounoil. [lanHan cepun npoaykra Gbina npousseseHa, BKMIOYAER onepauun No Ynakoske /
MapkupoBKE W KOHTPOMb Ka4yecTsa, B MNOMNHOM COOTBETCTBMM C NoOKanbHeiMy TpebosBawuamu GMP wu
TpeGoBaHuaMN cneunduKaLUMM PErMCTPELMOHHOD YAOCTOBEPEHNA CTPaHB! HasHavweHus. 3anucy, OTHOCALLMETA
K MpOMSBOACTBEHHOMY NMPOUSCCY, YNAKOBKE W TeCTUPOBAHWIO cepuM, Bbiny MpoBEpeHLl U COOTBETCTBYIOT
Tpefosanuam GMP, cepus Gbina BbinylueHa YNonHOMOYEHHEIM NNLOM,

Batch N°: 387J EXPIRY DATE: 07.07.2021
Cepusn Ne : 387J Fopen po: 07-wione-2021
Manufacturing date: 08.07.2019
Hara usroroenenus.: 08-mons-2019

Importing Country: Russia
MmnopTupyowas crpaxa: Poccus




Issued by: / BoigaHo :

GlaxoWellcome Production / Makco Bannkom Mpogaxiwen
ZI N°2, 23 Rue Lavoisier / 3oka Unpyctpusne Ne 2io Pio [lasyasse

F-27081 EVREUX /3BPO
France / ®PAHLIAA

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

Material Description:
Onucanme marepuana:

Material Number:
Homep marepuana:
Package size / type:
Ynakosxa:

Manufacturing Authorisation Number:

TNuuenaus npoussoauTens:

Certificate of Analysis
Ceptudvkar avanuaa
Certificate Date Certificate Number
[ara eeinaun ceptudpukarta Homep ceprudmkara
22-AUG-2019 3000623393
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VENTOLIN AER

OSOL 100 MCG 1X2000_RU/T

BeHTonuH aapozonk ans weransuwii Aoanposanueit 100 mxr/gosa

{200 po3)

60000000000944
60000000000844

1 canfcarton

1 MHran\Top/ KAPTOHHAA navka

M 181172
M 18/172

L 4 » Results /
Description / MNokazaTtens Specification / Cneunduraumn ———
DESCRIPTION COMPLIES COMPLIES
Onucaxne COOTBETCTBYET cooTeReTCTRYET
IDENTITY BY INFRA-RED SPECTRUM COMPLIES COMPLIES
MopgnuHHocTs WiK-cnekTpockenua COOTBETCTBYET COOTBETCTBYET
IDENTITY BY HPLC COMPLIES COMPLIES
MognuHHoCTE BOXKX COOTBETCTBYET COOTBETCTRYET

76~ 104 ug

76 — 104 wmxr a5
MEAN SALBUTAMOL CONTENT/EX-ACTUATOR (85 no 115% oT yenesoro el
CpepHee cogepxanue cansbytamona B gose cogepxanus 80 mkr)

(85-115% of ex-actuactor target of

90pg)
UNIFORMITY OF CONTENT / EX-ACTUATOR COMPLIES COMPLIES
OnHopoaHOCTE AoauposaHns COOTBETCTBYET COOTBETCTBYET
MEAN FINE PARTICLE MASS BY CASCADE IMPACTION > 130 44
CpepHas Macca TOHKOAUCTIEPCHBIX MaCTWL Ha KACKaaHOM ; 30 a ?{r 44 ;ir
umMriagrope
LEAK RATE COMPLIES COMPLIES
CropocTb yTeqku COOTBETCTBYET COQTBETCTBYET
Signature
Moanuch /{ﬁ A2loxi4AD
Name Laure.MASSEY
Qualified Person
YnonHoMo4eHHoe Date
o Rata -0 Jainyiln

Q““‘?& .'*d&;‘?.s.




