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New artemisinin combination submitted to EMA for regulatory approval of 
a dual indication against P. falciparum and blood stages of P. vivax 
malaria 
 
Seoul, Korea. 8 April 2010. On March 30, Shin Poong Pharmaceutical Co Ltd, Seoul, submitted 
the registration dossier for a new artemisinin combination therapy (ACT), Pyramax® 
(pyronaridine-artesunate) to the European Medicines Agency (EMA) for regulatory approval 
under Article 58. This promising new antimalarial has been developed by Shin Poong in 
collaboration with the not-for-profit, Geneva-based research foundation Medicines for Malaria 
Venture (MMV). 
 
Pyramax is a fixed-dose combination artesunate with the mannich base pyronaridine.  These 
two drugs have never been developed and clinically validated  in combination before.   Shin 
Poong and MMV have demonstrated via four pivotal Phase III clinical trials in 23 study sites in 
18 countries across Africa and Southeast Asia that together, they are as efficacious and safe as 
the widely accepted ACT, artemether-lumefantrine, and other treatments of reference. 
 
Pyramax has been developed as a once daily, 3-day treatment for uncomplicated P. falciparum 
and blood-stage P.vivax malaria. This simple regimen should help ensure compliance in 
patients by diminishing the dosing burden.  
 
Dr. Dennis Schmatz, MMV’s CEO and President, welcomed the news of the submission. “MMV 
is proud to have partnered with Korea’s innovative pharmaceutical company Shin Poong in the 
development of this new combination. The registration of Pyramax by the EMA will constitute a 
landmark in the history of antimalarial drug development. An exciting new facet will be its simple 
once-a-day dosing regimen – a significant advantage over other ACTs, which still have to be 
given twice a day.  Its clinically proven efficacy against the blood stages of P. vivax malaria also 
represents a first in the development of high quality ACTs submitted for stringent regulatory 
review.” 
 
Given that over 85% of those who die from malaria are children under the age of 5, a paediatric 
granules formulation of Pyramax is in advanced development and will be submitted to the EMA 
in the near future.  
 
Dr. Yong-Taek Chang, Chairman of Shin Poong stated, “We are delighted that the Pyramax 
dossier has been submitted for regulatory approval and will be very happy to see this life-saving 
treatment in the hands of patients. We have been working with Medicines for Malaria Venture 
for nearly 10 years on the development of this antimalarial and our partnership has grown 
strong. By investing in a state-of-the-art manufacturing facility near Seoul exclusively dedicated 
to the manufacturing of Pyramax, we have committed ourselves fully to seeing this product 
succeed in combating malaria.  We now look forward to hearing from the EMA about the 
robustness of the dossier.” 
 
 
For more information please contact: 
 
Paul Cheon, Shin Poong Pharmaceutical Co Ltd 
Email jung1@shinpoong.co.kr 
Mobile: +82 10 6306 0184 
 
Jaya Banerji, Medicines for Malaria Venture 
banerjij@mmv.org 
Mobile: +41 79 707 7181 



 

 
About Shin Poong Pharmaceutical Co Ltd 
 
Shin Poong Pharmaceutical Co., Ltd. engages in the manufacture and sale of pharmaceuticals 
products in South Korea and internationally. The company’s products include antibiotics, 
antihistamines, thrombolytics, antidiabetics, anti-inflammatory enzyme, and antifungal agents. It 
also offers remedies for tropical diseases. Shin Poong synthesized the raw material for 
mebendazole, a broad-spectrum anthelminthic agent, marking the first time it produced a 
pharmaceutical item using self-developed technology.  In 1983, Shin Poong successfully 
synthesized praziquantel, the raw material for the treatment of liver and lung flukes and 
schistosome species. The company was established in 1962 under the name Shin Poong 
Pharmaceutical Co. and changed its name to Shin Poong Pharmaceutical Co., Ltd. in 1986. 
Shin Poong Pharmaceutical is headquartered in Seoul, South Korea. 

 
 
About Medicines for Malaria Venture 
 
Medicines for Malaria Venture, a not-for-profit public-private partnership, was established as a 
foundation in Switzerland in1999. It is dedicated to the reduction of the malaria burden in 
disease-endemic countries with the discovery, development and delivery of new, effective and 
affordable antimalarial drugs. Our vision is a world in which these innovative medicines will cure 
and protect the vulnerable and under-served populations at risk of malaria, and help to 
ultimately eradicate this terrible disease. 
 
MMV’s mission is to bring public, private and philanthropic sector partners together to fund and 
manage the discovery, development and delivery of new medicines for the treatment and 
prevention of malaria in disease-endemic countries. 
 
MMV is currently managing the largest portfolio of antimalarial R&D projects ever assembled; 
over 50 antimalarial projects in collaboration with more than 130 pharmaceutical, academic, and 
endemic-country partners in 44 countries. 
 
With over USD 480 million received and committed from government agencies, private 
foundations, international organizations, and corporate foundations; research carried out in the 
labs and clinical trial sites of its research partners; and industry partners contributing to the 
effort with staff, facilities, and technology, MMV is well set to deliver a range of new medicines. 
These will be the tip of the spear that, with an array of other tools and strategies, will finally be 
capable of defeating malaria once and for all.  
 
 
 
 
 


