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Quality Certificate

VENTOLINE™ NEBULES solution for inhalation
2.5mg/2.5mL, 40 nebules for 2.5 ml (10 nebules in
aluminium bag, 4 bags in carton box) BEHTOJIH™
HEBYIIU, poaunn ans iranauii, 2.5 mr/ 2.5 ma no 2.5 mn
y HeBynax Ned0 (no 10 He6yn y nakeTHKy 3 afitOMiHieBO]

conbru, no 4 nakeTuka B KAPTOHHIK Kopo6ili)

Date of Manufacture: 06.03.2024
Aara supobHuuTRa:

Batch No.: 24co0
Homep cepli :

Expiry Date: 03 2027
Tepwmix npunarHocTi:

Certificate Ne: UA-157

Homep ceprudixary:

Registration license number: UA/1738/01/01

Homep peecrpauiiinoro noceiguenns: UAM1798/01/01
Batch quantity produced in total: 9.716 packs
Kinexicts npoaykuii 8 cepii: 9.716 yn

Manufacturer: Aspen Bad Oldesloe GmbH

Schleswig-Holstein, 23843, Germany

Manufacturing authorization license Ne: DE

BupobHuk: Acned Bag

FonbwTein, 23843, HimeyunHa
Nigensin Ha BUPOSHULTBO Ne: DE_SH_01_MIA_2022 0018
Efficacy. active drug substance: salbutamaol;

1 dose (2,5 ml) of the product contains 2,5 m

AkTuBHICTE: Oirova pevoBWHA: cansbyTamorn;
1 nosa (2,5 Mn) npenapaty MicTuTs 2,5 Mr cansbyvamony (y dropmi cansBytamony

» Industriestrasse 32-38, Bad Oldeslog,

_SH_01_MIA_2022 0018
Onpecno MMEX, IHaycTpiwTpacce 32-36, ban Ongecno, Uinessir-

g of salbutamol (as salbutamol sulfate)

cCynmudaty)
Test Specification Results
Tecr Bumoru crieyudbikauii Pesynurar
Appearance Clear, colourless liquid Complies
Onue Mposopa 6e3bapana pinuHa Bianorigae
Test for Identity (UV) Concordant with standard UV spectrum Caomplies
InenTudikadis Yo Bianosigae Y® cnektpy cTaHaapTy Bianosinae
pH 35-4.5 3.9
pH 35-45 3.9

fo (or o ECET 6%0 5,07, 9/
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Test Specificalion Resulis

Teer Bumary cnetudikati PeaynkTat

il weight

{Fill weight is determined as

part of in —process conirols. Fill 12.50 - 2.80m| Complies

weight is equal {o fill volume as

he density of the nebule

solulion is 1.00 g/ml)

‘Ob'em BancereHs

{O6'em HanosHenHA

BHIHAYAETLEA Y NPOLIBRC

BUpODHMUTRAa, Maca 2.50 - 2.80 mn Binnosigae

HanoBHERHR DiBHa 06 'emy

HanoaHeHHn. OCcKinLky ryctiHa

PO3yHY cTaHoBWTL 1,00 rivn)

Sterility Complies with the requirements of the European Complies
Pharmacopoeia

CropuneHicTs Binnoeigae sumoram &b Binnosinae

Sodium Chloride concentration | 95%-105% of the slaied conceniralion 101

Brict watpilo xnopuay 95%-105% Bin BkazaHo! KOHUEHTpaLi 101

Salbulamol concenlration {UV) [85%-105% of the staled concentration 100

Buict cansGyramony (Yb) 95%-105% sin BrazaHoi KOoHUeHTpauii 100

[hereby cenlify thal the above information is authentic and accurate, This baich of product has been
labricated/manulaciured, inctuding packaging\labelling and quality control, at the above-mentioned
recognized huilding(s) site in Tull compliance with the GMP requirements of the local regulalory authe rity
and with the specifications in the marketing authordzation of theimporting country. The baich processing,
packaging, and analysis records were reviewed and found to be in compliance with GMP,

Lure A ninteepakyio, wo nasesaena ithopralin € CrpasxiLoIg | TOUHGIO. Cepia npenapaty 6yna
BUTOTORNCHS, B ToMy YUCNi ynakosana | nepesipeHs B sewax MPoOLeaYpH KOHTBONKG AKOCTI, Ha
3A3HAYEHI Btute BUP O BRI QiNBHUL B oBHiE BIANOBIANOGTI 40 BIMOF Npasun Hanewwol BURODHIMOT
fpakTski (GMP), scrarossneHux micyea) PECYTIMTORHUM BIAOMCTROM, # Tako:K B GOBHIN BiANOBIAHOCT
A0 cheuwndhikaulty, nepenbavctux vy Riucisii Ha BUPODBHMTBO  KpaiHu-iMnopTepa, JTlovymenTtauin
crocoens oBpolid, nakyearia i adaniay cepii Gyna nepesipena, | 0yNoe BCTaHOBNEHO, U0 BoHa
2IAN0BIAAE Suroran Npasun Hanewnoi supoBruyot nparTiky (GMP).

Imporiing country: Ukraine /175580
Kpaina iinoptep: Yepaia (173530 -
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