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Issued by: 
 
GlaxoWellcome, S.A. 
Avda. de Extremadura, 3 
E-09400 ARANDA DE DUERO (BURGOS) 
SPAIN 

Tel: 947 529700 Fax: 947 529800

Material Description: BREXOVENT INH 125MCG X120D_CL
Material Number: 10000000094825

BATCH NUMBER: BB4S DATE OF EXPIRY: 04-2024

DATE OF MANUFACTURE: 16-05-2022

Description Specification Results 
DESCRIPTION: Metal can with concave base fitted with a metering valve                 Complies

IDENTITY TEST BY IR:
The spectrum of the sample is concordant with the 
spectrum produced from authentic Fluticasone 
propionate

                Complies

IDENTITY TEST BY HPLC:
The principal retained peak in the HPLC chromatogram 
of the sample corresponds to the peak due to authentic 
Fluticasone propionate

                Complies

CONTENT FP PER ACTUATION: MEAN CONTENT 90-110% of ex-actuator target of 110 
µg (99 - 121 µg)                   101

CONTENT OF FP PER ACTUATION: CONTENT UNIFORMITY Complies test                 Complies
MEAN FINE PARTICLE MASS BY C.I.: Not less than 35 µg (SUM OF STAGES 3, 4 and 5)                    48
LEAK RATE: Complies with the requirements of the United States Ph.                 Complies

PARTICULATE MATTER: Complies with the requirements of the British 
Pharmacopeia              Not Inspected

Qualified Person.

Approval is provided by Electronic Signature.
The approver's name is shown below.

Cristina Sanz, 02-AUG-2022 12:29:45




