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JEKJIAPATIVA O COOTBETCTBHHA

JAEKJIAPAHT, NPUHUMAIOLIMI JEKJIAPALIMIO O COOTBETCTBHM

AO "TharkcoCyvumKasiin Tpeiioune”

Ceedenus o pezucmpayuu opeanusayuu.: Mescpationnas uncnexyus PedepanbHoti HaN020601 cayaichor Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npuceoenus OI'PH 24.07.2002.

Aopec: 125167, &. Mocxea, Jlenunzpadckuii npocnexm, 0. 374, kopnye 4, smaoc 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B nuye: Tenepanonsiii Oupexmop Jybsncxuii One2

Jlosepennoe nuyo: Kysueyos A.A., dosepennocmp 18-09.08.2019 om 09.08.2019 e.

3ASIBJSIET, UTO

nexapemeennoe cpedcmeo: Benmonun Hebynvt, pacmeop oas uneansyuit 1 me/sn, nedynol (amnyiot) 2.5 mn (20),
navru kapmonnwie, PY Ne IT N011022 om 04.05.2010 (oama samenor 22.03.201 9) surdano AO
“InaxcoCuumKnsiin Tpetiounz", cepust 19HO01, napmus: 19764 ynaxosox, 2oden do 01.08.2022, npouseodcniea
Acnen Bao Ondecno Im6X, I'epmanus, Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, 23843 Bad
Oldesloe, Germany, ko0 OKII/T2 21.20.10.254, koo TH B2 3004900002, lucmpuboiomop. coznawenue /u
om 01.01,2013, unsotic Ne 4083196790 om 23.09.2019

COOTBETCTBYET TPEBOBAHUAM

II N011022-191018 uzm. Ne |

JEKJAPALLUSI IPUHSITA HA OCHOBAHHH

npomoxon ucnuimanuii Ne 6236m om 08.10.2019 HiI OO0 HL] "PAPMOBOPOHA", ammecmanm
axxpedumayuu POCC RU.0001.21DJI40, Cepmudpuram POCC DE.®@M08.C50616 om 09.10.2019

TTATA TIPHHATHSA TEKJIAPALIAHA 09.10.2019

AEKTAPATISE IEHCTBUTEILHA J10 01,08.2022
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“..  CBEJEHMS O PETHCTPAIIAH

OPTAH 10 CEPTH®HKAIIMU, 3APETMCTPHUPOBABILIHI JIEKJIAPALIUMIO 5
RA.RU. 11OMO8 OPTAH ITO CEPTH®HKAIHH ITPOIVKIIHH OBFUJECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPYKHOH LEHTP KOHTPOIIA KAYECTBA",

adpec opeanuzayuu: 115280, e. Mockea, yn. Macmeprosa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmuchpuxayuu: 115280, POCCHA, 20pod Mockéa, yn. Macmeprosa, 0. 4, om. 5., men.:(495)788-02-88, 6e6-
caiim. 0yKkK.pe.

JNEKJAPALIMSI O COOTBETCTBHHU 3APELCUCTPHPOBAHA M2 POCC RU JI-DE. ®M08.A4.39782/19
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Aspen Bad Oldesloe GmbH

inges o ateaosn 32 8 2padis Bau hagasi

. grmany

4y Poatlant 1463, 23834 Had O »  Garmany
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BAapD OLDEWSLOE gt Mo 48 531 AU C fax Mot =49 2531 89400 0
Aspun Dad Otesiop Gmbis. 'tdusing stragsy J2Y 8
23R43 Bag Muesiae, Garmany
‘ Ceprudukar Ananusa
Gertificate of Analysis
BenTonuH Hebynl 2,5Mr
VENTOLIN NEBULES 2.5MG
Homep cepun
Batch number 19H001
[ara npon3BoacTsa
Manufacture Date 01.08.2019
CpoK rofqHoCcTH
Expiry Date 08.2022
MapTus Tabnerok cepus
Bulk Batch 2019310131
MOKA3ATEIDb CNELNDUKALINA PE3YNbLTAT
TEST SPECIFICATIONS RESULT
Onucanuve - (hopma MupkocTb
Description — Form Liquid
User BecuyseTHan CooTBercTByeT
Colour Colourless Complies
Mpo3payHocTb Mpoapaunasn
Clarity Clear
MoAnuHHOCTL BoiaepHuBaeT UCrblTaine CooTBeTCTBYET
Identity Complies with the test Complies
CanwBytamon - % (B/0) 0.095 - 0,105 0.100
Salbutamol - % (W/V)
Hatpus xnopua - % (8/0) 0.855 — 0.945 0.911
Sodium chloride - % (W/V)
Harpws xnopua - % 95 — 105% 3asBrieHHOl 101.2
Sodium chloride - % KOHL@HTpaLuu
95-105% of the stated
concentration
pH 3.5~-4.5 38
HomuHanbHbih obbem Boigepimeaer ucrnbiraHue CooTsercreyer
Volume of fill - ml Complies with the test Complies
CTepuInbHOCTb BuiaepyBaeT ucnbitatue CoOTBETCTBYET
Sterility Complies with the test Complies
Jamouenue CoorpetcTayeT HopMaTuBHbIM Jokymentam GlaxoSmithKline
Summary Complies with the specifications of GlaxoSmithKline
This product has been manufactured and tested in compliance with cGMP requirements and in
compliance with the Marketing Authorisation.
3aKasumnk Poceun
Customer Russia / 175580

AN
Cepruchmrar BbIAAH Dr, U. Schwering

Released (Date) 0 h SEP. 2019

GeschéftalGhrar
Corraing Angala Hill
Bankverbindung BNP Panbas 5.4  Hiedarlasaung, f 2
Deutschiand  [BAN DEAS 3701 US0Q 4220 1200 10 Ly, S
BIC BHPADEFFRKK ’

Jaan-Chnrlas Roussel




