
Composition : Roflumilast 500mcg Tablet.
Indications : Roflumilast is indicated for 
the maintenance treatment of severe 
COPD associated with chronic bronchitis 
with a history of frequent exacerbation.
Dosage and administration : The 
recommended dose of Roflumilast is one 
500 microgram(mcg) tablet once daily.  
The tablet should be swallowed with 
water and can be taken with or without 
food. Or, as directed by the registered 
physician.
Contraindication : It is contraindicated 
in patients with known hypersensitivity to 
Roflumilast or any other component of 
the medicine.
Side effects : The most common 
reported side effects are weight 
decrease, anorexia, insomnia, nausea, 
headache, GI upset.
Precautions : Roflumilast is not a 
bronchodilator and therefore is not 
indicated for the relief of acute 
symptoms. It should not be given in 
latent infections an psychiatric symptoms 
or taking other medications associated 
with psychiatric reactions. Patients are 
advised to report any changes in 
behavior or mood.
Use in pregnancy and lactation : 
Roflumilast is pregnancy category C by 
the FDA.
Drug interactions : It shows drug 
interactions with cimetidine and other 
inhibitors of CYP3A4 (e.g. erythromycin, 
ketoconazole) and strong P450 inducers 
(e.g. rifampicin, carbamazepine, 

phenobarbital, phenytoin).
Packing : Rofumil : 2x10's tablets in 
blister pack.
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