JAEKJIAPAIIMSA O COOTBETCTBUHA

JEKJAPAHT, IPUHUAMAIOIIAI AEKJIAPALIMIO O COOTBETCTBUH
AO "ThaxcoCymumKnsaiin Tpetidunz"

Ceedenua o peaucmpayuu opeanuzayuu: Mescpaiionnan uncnexiyus QedepanoHoli Hanoz2060t cayictsr Ne 46 no
2. Mockee 01.01.2008, OI'PH 1027739011486, oama npucsoenus OF'PH 24.07.2002.

Adpec: 125167, o. Mockea, Jlenunepadckuii npochexm, 0. 374, kopnyc 4, smasic 3, nom. XV, komnama 1.
Teneghon:8(495)777-89-00.

B nuye: Ienepanviiti Oupexmop Jybsnckui Onez
Losepennoe nuyo: Kysneyos A.A., dogepenviocms 18-09.08.2019 om 09.08.2019 2.
3ASIBJSIET, UTO

Jexapemeennoe cpedemeo: Benmonun Hebynw, pacmeop ona uneansyuii 1 ma/an, nedynot (amnyaer) 2.5 ma (20),
nauxu kapmonnwvie, PY Ne [T NO11022 om 04.05.2010 (dama samenwr 22.03.2019) evidano AO
“I'naxcoCymumKnsiin Tpeiiounz”, cepun 19G004, napmus 19678 ynakosok, 200en do 01.07.2022, npouseodcmea
Acnen Bad Ondecno I'nbX, I'epmanus, Aspen Bad Oldesloe GmbH, Industriestrasse 32-36, 23843 Bad

Oldesloe, Germany, koo OKII/]2 21.20.10.254, koo TH B2J] 3004900002, [Tucmpubsiomop. coznautenie 6/u
om 01.01.2013, uneotic Ne 4083196368 om 14.08.2019

COOTBETCTBYET TPEBOBAHUSIM

1T N011022-191018 usm. Ne [

JEKJIAPAIIUS ITIPUHSITA HA OCHOBAHUH

npomoxon ucnstmanui Ne 4740m om 28.08.2019 HJI OO0 HI] "PAPMOBEOPOHA", ammecmam
axxpedumayuu POCC RU.0001.21DJI40, Cepmugurxam POCC DE.OMO8.C47051 om 28.08.2019

Kyzneuor A.A,
nonn Chb O .H.0

CBE}[E/HI/IH O PETUCTPAIIHA

OPT'AH ITO CEPTH®HUKAIIHUY, 3APETHCTPHPOBABIIHNA JEKJIAPAITUIO

RA.RU. 11M08 OPTAH 110 CEPTH®HKALHH ITPONYKIHH OFL[ECTBO C OI'PAHHYEHHOH
OTBETCTBEHHOCTEIO "OKPY)KHOH IJEHTP KOHTPOJIS KAYECTBA",

adpec opzanusayuu: 115280, 2. Mockea, yn. Macmepkoesa, 0. 4, am. 5, nom. I, kom. 1, adpec opeana no
cepmugpuxayuu: 115280, POCCHA, 2opod Mockea, yn. Macmeproea, 0. 4, am. 5., men.:(495)788-02-88, seb-
catim: oyxr.pg.

JEKJIAPAIIHSI O COOTBETCTBHU 3APEI'HCTPHUPOBAHA N2 POCC RU [4-DE, ®M08.A.34669/19
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&
«Sddwrion
UEHTP KOHTpONA ;/ f[jﬁ’ Hupenxo M.B.

BN IR

L’})mu )lmq\yl
L a0~

MONHCE Pykosoautens OC




[T S+

ASPn et Q5 asiog D

Aspon Bad Oldaslos GinbH

aspen ¥ﬁ~w

L e 3L

N, IndGiredtrysi) 3316

23343 Nag igesas. Serman

RNy

Ceprudhmrar AHanmsa
Certificate of Analysis

Benronuh Hebynst 2,5Mr
VENTOLIN NEBULES 2.5MG

Homep cepun

Balch number 19G004
Harta npouaBoAcTBa
Manufacture Dale 02.07.2019
Cpok roalocTH
Expiry Dale 07.2022
Maptua TabneTok cepusn
Bulk Batch 2019279771
MOKA3ATEIb CNEUVDOUKALIUA PE3YINLTAT
TEST SPECIFICATIONS RESULT
Onucanne - Gopma MWupkoeTo
Description — Form Liquid
Lser BecupeTtHan CootseTcTayeT
Colour Colourless Complies
MpozapatiocTs Mpoapaunan
Clarily Clear
MognNMHHOCTL BoigepikuBacT HCNbITaHKe CoorsercrayeTr
Identily Complies with the test Complies
CanuGytamon - % (Blo) 0.095 - 0.106 0.101
Salbutamol - % (W/V)
Hatpus xnopwa - % (8/0) 0.855 - 0,945 0,914
Sodium chloride - % (W/V)
Hatpus xnopua - % 95 - 105% 3asoneHHon 101.5
Sodium chloride - % KOHUEHTPAaUUH
95-105% of the slated
concenlration
pH 3.5-45 3.9
HomuHanbHbid 06Lem BbliepMeacT UCTbITalue CooTtBercroyer
Volume of fill - ml Complies with the test Complies
CTepHNbHOCTDL BoiaepknsaeT HCNbITaHHe CoorBeTtcTByeT
Sterility Complies with the lest Complies

3akniovenune

CooteertcToyeT HopmaTthoibiv [okymentam GlaxoSmithKline

Summary Complies wilh the specifications of GlaxoSmithKline
This product has been manufactured and lesled in compliance with cGMP requirements and in
compliance wilh the Marketing Authorisation,

Jaaatnig Poccus

Cuslomer Russia / 175580
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