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Material Description: SEREVENT 25MCG INH 134A 120D CL

Material Number: 10000000028780

Package size / type: 1 can/carton

Marketing Authorisation Number: F-15493/16

Manufacturing Authorisation Number: M 18/172

Regulatory Statement:

Manufacturer.s GMP Certificate Number : 2018/HPF/FR/226
Certification Statement:

| hereby certify that all the manufacturing stages of this batch of

finished product have been carried out in full compliance with the GMP

requirements of the EU and with the requirements of the Marketing

Authorisation(s) of the destination country

Lot/Batch NP8W EXPIRY DATE 10 2021
Manufacturing date 14-OCT-2019

Importing Country:

Chile

Description Specification Results

DESCRIPTION Complies Complies
IDENTITY BY HPLC Complies Complies
IDENTITY BY INFRA-RED SPECTRUM | Complies Complies
CONTENT OF SALMETEROL PER

ACTUATION 17.8-24.2 ug 19.9
CONTENT UNIFORMITY Complies Comolies
SALMETEROL/HPLC P P
SALMETEROL FINE PARTICLE MASS | 7.5-13.0 ug 8.4
LEAK RATE Complies with USP Test Complies

Qualified Person.

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