JNEKJAPAITVSI O COOTBETCTBHH

JEKJIAPAHT, NPHUHUMAIOIHAN JEKJIAPAIIMIO O COOTBETCTBHH

AO "ThaxcoCmumKnsaiin Tpetioun2”

Ceedenus o pezucmpayuu opeanusayuu: Medcpaionnas uHChekyus Dedepansroli Hanozosoi ciyachsr Ne 46 no
2 Mockee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OI'PH 24.07.2002.

Adpec: 125167, 2. Mockea, Jlenunzpadckuii npochexm, o. 374, xopnyc 4, amaxc 3, nom. XV, komnama 1.
Tenechon:8(495)777-89-00.

B auye: enepanviorii dupexmop Jlybancuii Onez

Hoeepennoe nuyo: Kysneyoe A.A., dogepernocms 60-13.09.2018 om 13.09.2018 2.

3AABJISIET, UTO

Nexapemeennoe cpedcmeo: Benmonun Hebynwi, pacmeop Ona unaanayuii I me/mn 2.5 mn , amnyns
nonusmunenogsie (10), naxemer u3 anomunuesoil orveu ramMunupoeanivie (2), na4Ku Kapmonnbvie, PY Ne IT
NO11022 om 04.05.2010 (dama ogopmaenus 30.07.2010) ewdarno 340 "ThaxcoCymumKnzin Tpetiounz”, cepus
19A001, napmus 18515 ynaxosox, z0den 0o 01.01.2022, npousecdcmea Acnen Fao Ondecno I'm6X, Iepmarus,
Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, 23843 Bad Oldesloe, Germany, kod OKIT2 21.20.10.254,
x0d TH B3] 3004900002, [ucmpubsiomop. co2nautenue 6/n om 01.01.2013, ureotic No 4083194643 om
20.03.2019

COOTBETCTBYET TPEBOBAHMSIM

H/T 42-9658-05 uam. Ne 1-2

JAEKJIAPALIUS IIPUHATA HA OCHOBAHHH

npomoxon ucneimaniuii Ne 1994y om 12.04.2019 HJT OO0 HI] "PAPMOEOPOHA'", ammecmarm
axxpedumayuu POCC RU.0001.21®J140, Cepmugpuxam POCC DE. MO8, C38200 om 12.04.2019

Kysneros A.A.
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OPIAH IIO CEPTU®UKAIIAH, SAPETMCTPHPOBABIIHNA JIEKJIAPAIIMIO

RA.RU.11®MO8 OPIAH 110 CEPTHOHKALMH ITPOLYKIHH OBIECTBO C OF' PAHHYEHHOH
OTBETCTBEHHOCTBIO "OKPY)XHOH LJEHTP KOHTPOJIA KAYECTBA',

adpec opeanusayuu: 115280, 2. Mocxaa, ya. Macmepkoga, 0. 4, om. 5, nom. I, kom. 1, aopec opeana no
cepmucpuxayuu: 115280, POCCHA, 20pod Mockea, ya. Macmeproea, 0. 4, om. 5., men.:(495)788-02-88, eeb-
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Aspen Bad Oldesioe GmbH

indusirfastrasse 32-38. 23843 Bad Qldesion, Garmany
Posffach 1483, 23834 Sad Cidaaloe, GSermany
Sitz: Bad Oldesice Reqistergerich] Liback HRBA581 KL
UET-ID: DE 268 185 487 www aspengharma com
Tal Mo: «48 45331 8040 0 Fax No: 49 453) 48400 0

Agpen Bag Oidesios GunbH, Industrivstrasss 32-134
23843 Bad Didesion Gaermany

MOKA3ATEIb
TEST

OnucaHue -
Descriplion —

[TogNUHHOCTL
Identity

Cansbytamon - % (8/0)
Salbutamol - % (W/V)
Hatpus xnopug - % (B/o)
Sodium chioride - % (W/V)
Harpus xnopua - %
Scdium chloride - %

pH

HoMuHanbHbIR o0bem

Volume of fill - ml
CrepunsHOCTb
Sterility

3aKkntoyeHue
Summary

3akasumng
Customer

Ceptudukat AHanusa
Certificate of Analysis

BenTonud Hebynel 2,5Mr
VENTOLIN NEBULES 2.5MG

Homep cepru

Batch number 18A001
Jara npouasBoacTea
Manufacture Dale 25.01.2019
CpoK rogHOCTH
Expiry Date 01.2022
Maptua rabnevok cepun
Bulk Batch 2019048376
CNELMOUKALINA PE3VYIILTAT
SPECIFICATIONS RESULT
dopma KngkocThb
Form Liquid
Lser BecuseTHan CooTBeTcTRyeT
Colour Colourfess Complies
Mpo3payHocTb MpoapauHasn
Clarity Clear
Buigepkusaer ucnuitaine  CooTBETCTBYET
Complies with the test Complies
0.095-0.105 0.100
0.855-0.945 0.907
95 ~ 105% 3anRBneHHon 100.8
KOHUEHTpauumn
95-105% of the stated
concentration
3.5-45 3.9
Bolaepxusaer ncnoitaine  COOTBETCTBYET
Comgplies with the test Complies
BuigepxusaeT ucneitaiue  CoorBeTcTByeT
Complies with the test Complies

Poccun
Russia / 175580

Coorsercreyet HopmaTtusubim JokymerTam GlaxoSmithKline
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.

20, Marz 2019

GeschaftsfUhrer Lorraine Angela Hilt J FOKUhI
Bankverbindung 8NP Paribas 5.A. Migderiassung
Deutachiand  1BAN DE46 3701 0800 4220 1200 10

BIC BNPADEFFXKX

CepTudMKaT BhIAaH
Released (Date)




