Beclometasone dipropionate and formoterol fumarate dihydrate Risk Management Plan Lupin Europe GmbH

Part VI: Summary of the risk management plan

Summary of risk management plan for Beclomethason/Formoterol Lupin (100/6)
Mikrogramm pro Spriihsto Druckgasinhalation, Losung

This is a summary of the risk management plan (RMP) for Beclometasone dipropionate and
formoterol fumarate dihydrate (100/6) micrograms per actuation pressurised inhalation solution.
No important risks/safety concerns were identified for Beclometasone dipropionate and formoterol
fumarate dihydrate (100/6).

As the relevant sections of this summary apply to all products within this RMP with the same active
substance the same RMP part VI is used for all referred products.

The Beclomethason/Formoterol Lupin (100/6) Mikrogramm pro Sprihstof3 Druckgasinhalation,
Losung Summary of Product Characteristics (SmPC) and its package leaflet give essential
information to healthcare professionals and patients on how Beclomethason/Formoterol Lupin
(100/6) Mikrogramm pro Spruhsto3 Druckgasinhalation, Lésung should be used.

|. The medicine and what it is used for

Beclomethason/Formoterol Lupin (100/6) Mikrogramm pro Spruhsto3 Druckgasinhalation,
Lésung is indicated in the regular treatment of asthma where use of a combination product
(inhaled corticosteroid and long-acting betaz-agonist) is appropriate in patients not adequately
controlled with inhaled corticosteroids and 'as needed' inhaled rapid-acting betaz-agonist or
patients already adequately controlled on both inhaled corticosteroids and long-acting
betaz-agonists. And also indicated for symptomatic treatment of patients with severe COPD
(FEV1 < 50% predicted normal) and a history of repeated exacerbations, who have significant
symptoms despite regular therapy with long-acting bronchodilators. It contains Beclometasone
dipropionate and formoterol fumarate dihydrate as the active substance and it is for inhalation
use.
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