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	FDA Approves Merck's DULERA® Inhalation Aerosol
WHITEHOUSE STATION, N.J.— June 24, 2010 -- Merck today announced that the U.S. Food and Drug Administration (FDA) has approved DULERA® (mometasone furoate and formoterol fumarate dihydrate) Inhalation Aerosol, a new fixed-dose combination asthma treatment for patients 12 years of age and older. DULERA is not indicated for the relief of acute bronchospasm. DULERA combines an inhaled corticosteroid (mometasone furoate) with a long-acting beta2-agonist (formoterol fumarate). 
-----------------------------------------

3M™ Integrated Dose by Dose Counter Receives FDA Approval 

New product also utilizes Fluorinated Ethylene Polymer coating 

 
ST. PAUL, MN – July 28, 2010 – The FDA has granted approval to a new inhalation product utilizing the 3M™ Integrated Dose by Dose Counter. The product incorporates 3M’s Fluorinated Ethylene Polymer (FEP) coating, 
received FDA approval after a one-cycle review of the New Drug Application.

The Integrated Dose by Dose Counter helps prevent patients from running out of medication in their metered-dose inhalers by providing an accurate count of how much medication remains. The 3M Integrated Dose by Dose Counter is compatible with most valves and customizable to meet partners’ requirements.

An additional component of the newly approved product, the FEP coated canister, helps reduce drug deposition to improve chemical and physical stability. Whether formulated as a suspension or solution, the active pharmaceutical ingredients (API) in pressurized metered-dose inhalers can interact with the container closure system. The FEP coating, however, helps prevent deposition of the API on canister walls and reduces canister-formulation interactions. 

“The approval of this new product following a one-cycle review is a testament to the quality of our dose counter and FEP coating, as well as a demonstration of our expertise in regulatory documentation,” said Robert Odenthal, Vice President of Respiratory Business. “3M is pleased to help bring this product to market successfully.”
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