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NEW DRUG INFORMATION
 ● Alkindi™ Sprinkle (hydrocortisone granules): The U.S. Food and Drug Administration (FDA) 

approved Eton Pharmaceuticals’ Alkindi Sprinkle for the treatment of adrenocortical insufficiency, 
specifically designed for use in infants, children and adolescents from birth to < 17 years old. 
Eton Pharmaceuticals estimates that pediatric adrenocortical insufficiency affects between 5,000 and 
11,000 children in the United States.1 Alkindi Sprinkle is a glucocorticoid receptor agonist that was 
approved via the 505(b)(2) pathway using Pfizer’s Cortef® (hydrocortisone) as its reference drug.2 
Alkindi Sprinkle is formulated as taste-neutral granules that can be sprinkled on food. Alkindi Sprinkle 
will be available in 0.5 mg, 1 mg, 2 mg, and 5 mg strengths, allowing clinicians greater flexibility to 
individualize dosing based on each patient’s needs in accordance with the instructions for dosage and 
administration. Eton Pharmaceuticals will commercialize Alkindi Sprinkle in the U.S. with a launch in the 
fourth quarter of 2020 and pricing to follow. 

GENERIC DRUG INFORMATION 
 ● Bethkis® (tobramycin neb soln):+ Teva launched its generic version of Chiesi USA’s Bethkis for the 

treatment of cystic fibrosis. Bethkis generated $42 million in U.S. annual sales in 2019. 

 ● Ferriprox® (deferiprone tablet):+ Taro launched its generic version of Chiesi USA’s Ferriprox for the 
treatment of chronic iron overload. Taro has 180-day exclusivity with one manufacture set to launch 
in 2021. Ferriprox generated less than $10 million in U.S. annual sales in 2019. 

 ● Tecfidera Starter Pack® (dimethyl fumarate DR cap starter pack):+ Cipla launched its generic 
version of Biogen’s Tecfidera Starter pack for the treatment of relapsing multiple sclerosis. Tecfidera 
Starter pack U.S. annual sales in 2019 are unknown. 

 ● Atripla® (disoproxil, fumarate and efavirenz/emtricitabine/tenofovir): Teva has launched its 
generic version of Gilead’s Atripla for the treatment of HIV. Multiple manufacturers are set to launch 
March 2021. Atripa has generated $732 million in U.S. annual sales in 2019. 

 ● Truvada® (emtricitabine/tenofovir disoproxil fumarate): Teva has launched its generic version of 
Gilead’s Truvada for the treatment of HIV. Multiple manufacturers are set to launch March 2021. 
Truvada has generated $4.104 billion in U.S. annual sales in 2019.

While the information in this newsletter is from sources we believe to be reliable, we do not warrant that the information in this document is free from error. Use it only as a guide. Statements 
regarding drugs or manufacturers are not intended as promotion; those statements should not be used to make assumptions about formulary status. Each trademarked drug name is the 
property of its respective owner.
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 ● Tykerb® (lapatinib):+ Lupin Pharmaceuticals has launched its generic version of Novartis’s Tykerb for 
the treatment of HER2-positive breast cancer. Tykerb generated $67 million in U.S. annual sales in 2019. 

 ● Monurol® (fosfomycin granules for oral soln): Xiromed has launched its generic version of Zambon’s 
Monurol for the treatment of urinary tract infection. Monurol generated $32 million in U.S. annual sales 
in 2019. 

 ● Aptensio XR® (methylphenidate ER 24hr): Actavis/Teva has launched its generic version of Rhodes’ 
Aptensio XR for the treatment of attention deficit hyperactivity disorder. Aptensio XR generated 
$40 million in U.S. annual sales in 2019. 

 ● Kerydin® (tavaborole topical soln 5%): Encube Ethicals has launched its generic version of Sandoz’s 
Kerydin for the topical treatment of onychomycosis of the toenails due to Trichophyton rubrum (fungal 
infections). Multiple manufacturers are set to launch 180 days later. Kerydin generated $81 million in 
U.S. annual sales in 2019. 

+ Specialty medication
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