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MAYNE PHARMA RECEIVES FDA APPROVAL OF TOLSURA™ 

(SUBA®-ITRACONAZOLE CAPSULES) FOR THE TREATMENT 

OF CERTAIN FUNGAL INFECTIONS 
 

12 December 2018, Adelaide Australia: Mayne Pharma Group Limited (ASX: MYX) is pleased to 
announce that the US Food and Drug Administration (FDA) has approved the New Drug 

Application (NDA) for Tolsura™ (SUBA®-itraconazole) 65mg capsules. Tolsura is a new formulation 
of itraconazole indicated for the treatment of certain systemic fungal infections in adult patients.  
 

Tolsura is indicated for the treatment of blastomycosis (pulmonary and extrapulmonary), 
histoplasmosis (including chronic cavitary pulmonary disease and disseminated, non-meningeal 

histoplasmosis) and aspergillosis (pulmonary and extrapulmonary, in patients who are intolerant 

of or who are refractory to amphotericin B therapy). These serious infections most commonly 

occur in vulnerable or immunocompromised patients, for example, those with a history of cancer, 
transplants (solid organ or bone marrow), HIV/AIDS, or chronic rheumatic disorders, and are often 
associated with high mortality rates or long-term health issues.  
 

Mayne Pharma’s CEO, Mr Scott Richards said “We are very pleased to have received FDA approval 

of this patented formulation of itraconazole which incorporates Mayne Pharma’s proprietary 

SUBA technology to improve the bioavailability of poorly soluble drugs. Reformulation of existing 
drugs plays an important role in improving patient compliance and clinical outcomes. We are 

proud to offer a new treatment option for patients with these life-threatening infections. We 

believe physicians will appreciate having access to Tolsura, which has been shown in clinical 

studies to have increased bioavailability and significantly reduced variability when compared to 
conventional oral itraconazole capsules.”  
 

“After many years of research and development and working closely with key global opinion 

leaders in infectious disease management, Tolsura represents a major milestone in the SUBA 
(SUper-BioAvailable) drug delivery platform at Mayne Pharma.”  

 
The Company will directly commercialise Tolsura and plans to launch in January 2019 with a new 

institutional sales team focused primarily on hospital-based infectious disease specialists. 

Tolsura has four granted patents from the United States Patent and Trademark Office with expiry 
dates ranging from 2023 to 2033.  

 
The US anti-fungal triazole market has a current value of US$600m according to IQVIA and based 

on the clear unmet clinical need in serious systemic infections, the addressable market is 

estimated at US$200m1.  
 
Mayne Pharma directly markets more than 60 products in the US including three patent protected 

dermatology products Fabior® (tazarotene) foam, Sorilux® (calcipotriene) foam and Doryx® MPC 
(doxycycline) delayed-release tablets. The Company recently acquired Lexette® (halobetasol) 
foam used to treat plaque psoriasis which it expects to also launch in January 2019.   
  

                                                 
1 Management estimate  
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For further information contact: 
Lisa Pendlebury   +61 419 548 434, lisa.pendlebury@maynepharma.com  

 
 
About Mayne Pharma 
At Mayne Pharma we believe that everyone deserves medicines that are better, safe and more affordable. 

That’s why our people are determined to create innovative products and services for our changing world.  

 

Mayne Pharma is an ASX-listed specialty pharmaceutical company focused on applying its drug delivery 

expertise to commercialise branded and generic pharmaceuticals. Mayne Pharma also provides contract 

development and manufacturing services to more than 100 clients worldwide. 

 

Mayne Pharma has a 30-year track record of innovation and success in developing new oral drug delivery 

systems and these technologies have been successfully commercialised in numerous products that have been 

marketed around the world.  

 

Mayne Pharma has two product development and manufacturing facilities based in Salisbury, Australia and 

Greenville, USA with expertise in formulation of complex oral and topical dose forms including potent 

compounds, modified-release products and inherently unstable compounds. 

 

 

About Tolsura (SUBA-itraconazole) capsules 
Tolsura is an azole antifungal indicated for the treatment of the following fungal infections in 

immunocompromised and non-immunocompromised adult patients: 

• Blastomycosis, pulmonary and extrapulmonary 

• Histoplasmosis, including chronic cavitary pulmonary disease and disseminated, non-meningeal 

histoplasmosis, and 

• Aspergillosis, pulmonary and extrapulmonary, in patients who are intolerant of or who are refractory 

to amphotericin B therapy. 
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