AEKJIAPAIIAS O COOTBETCTBHUHA

AEKJAPAHT, IPUHUMAIOUIUHI JEKJAPALIHIO O COOTBETCTBUHU
AO "ThaxcoCyumKnasim Tpetiouna"

Ceedenun o pezucmpayuu opzanuzayuu: Mescpaiionnas uncnerxyus @edepansnoii nar02060i cayoicber Ne 46 no
2. Mocxee 01.01.2008, OI'PH 1027739011486, dama npuceoenus OFPH 24.07.2002.

Aopec: 125167, 2 Mocxsa, Jlenunzpadckuti npocnexm, 0. 374, xopnye 4, smasc 3, nom. XV, xomnama 1.
Teneghon.:8(495)777-89-00.

B nuye: I'enepanvuoiii Oupexmop [yoanckuii Onez

Hosepennoe nuyo: Kyzneyoe A.A., dosepennocms 18-09.08.2019 om 09.08.2019 .

3AABJBIET, YTO

nexkapcmeenroe cpedemeo: Benmonun Hebynvi, pacmeop ons unzanayuit 1 mz/un, nebynsi (amnynet) 2.5 ma (20),
naviu kapmonnsie, PY Ne IT NO11022 om 04.05.2010 (dama samens: 22.03.2019) gvidarno AO
"ThaxcoCyumKanin Tpeuounz", cepusn 19G011, napmus 19858 ynaxosox, z0den do 01.07.2022, npouseodcmea
Acnen bad Ondecno Im6X, I'epmanus, Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, 23843 Bad

Oldesloe, Germany, koo OKIT/[2 21.20.10.254, koo TH B3 3004900002, Hucmpubsiomop. coznauenue 6/u
om 01.01.2013, uneoiic Ne 4083196790 om 23.09.2019

COOTBETCTBYET TPEEOBAHUAM

1T N0O11022-191018 usm. Ne 1

AEKJIAPAIIHS IIPHHATA HA OCHOBAHUH

npomokon ucnsimanui Ne 6235m om 08.10.2019 HIT OO0 HI] "®APMOEOPOHA", ammecmam
axxpeoumayuu POCC RU.0001.21®PJ140, Cepmucpuxam POCC DE.PMO8.C50615 om 09.10.2019

Kyzneuos A.A.
HO,RHH/GI: O.H.0

/)
CBEJ\IEHI/IH O PETUCTPAIIMH

OPT'AH 11O CEPTH®HKAIIHU, 3APETHCTPHPOBABHINIA AEKJIAPAITHIO
RA.RU.11@M08 OPI'AH 110 CEPTHOHKAIIHH POOVKIJHH OBI[ECTBO C OT PAHHYEHHOH
OTBETCTBEHHOCTbIO "OKPY)XHOH IJEHTP KOHTPOJIA KAYECTBA",
adpec opeanusayuu: 115280, 2. Mocxea, yn. Macmepxkoea, 0. 4, sm. 5, nom. I, kom. 1, adpec opzana no
cepmucpuxayuu; 115280, POCCHA, zopod Mocksa, yi. Macmeproea, 0. 4, am. 5., men. :(495)788-02-88, get-
caim: OyKK.pgh.
,EIEIUIAPAHHSI O COOTBETCTBUM 3APETHCTPHPOBAHA N POCC RU /I-DE.®M08.A.39781/19
JTATA PEFHEGEP IIIIH 09.10.2019
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Aspan Bad Oldesloe GmbH

fedumipssteanse 92 98, 22843 San Gldesios, Suomany

0 Pustianh 1483, 23834 Hag Gigesion  Germany
Sitze Bag oo Asgatergescht Lilmai HEAGGA 1 ML
UST-0. QE 2AS 108 437 waw aspenaiaraa.com

8A0 OLDESRLTE Tl Me: e49 4531 BRA0 2 Fax Ha: 43 4331 09400 O

Aspan Bas Cgegive Gmb gdusttisstranne 320360

23843 Sad Qidasics, Secmary CepT@MKaT Aﬂan“aa
Certificate of Analysis

BexTonuH Hebynst 2,5Mr

VENTOLIN NEBULES 2.5MG
Howmep cepun
Batch number 18G0o11
Dara nponaBoAcCTBa
Manufacture Date 30.07.2019
CpOK rofAHOCTH
Expiry Date 07.2022
MMapTuna TabneTok cepun
Bulk Batch 2019310115
NOKA3ATETDb CMNEUN®UKALILA PE3YNLTAT
TEST SPECIFICATIONS RESULT
OnucaHue - Popma HugrocTs
Description - Form Liquid
User BecupeTHas CooTBeTcTBYET
Colour Colourless Complies
MpoapauHocTb MpoapauHan
Clarity Clear
NoanuHHOCTL BrigepvBaeT ucnhkiTaiue CooTBeTCTRYET
Identity Complies with the test Complies
CanwGyramon - % (B/0) 0.095 - 0,105 0.100
Salbutamol - % (W/V)
HaTtpus xnopug - % (8/o) 0.855 - 0.945 0.912
Sodium chloride - % (W/V)
Harpus xnopua - % 95 - 105% 3asBNeHHOM 101.3
Sodium chioride - % KOHUEHTPaLuN
95-105% of the stated
concentration
pH 3.5-4.5 3.9
HomuHanbHbI 00beM BuiaepuuBeaeT HCnbiTaHue CooTBeTcTBYET
Volume of fill - mi Complies with the test Complies
CrepuiibHOCTE BuigepxvBaeT UCNkiTaHue CoOTBETCTBYET
Sterility Complies with the lest Complies
3axntoveHue CooTtBetcTByeT HopMaTUBHLIM [JOKYMEHTaM GlaxoSmithKline
Summary Complies with the specifications of GlaxoSmithiKline
This product has been manufactured and tested in compliance with cGMP requirements and in
compliance with the Marketing Authorisation. S
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