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Warsaw, 28 November 2017          

	Celon Pharma S.A. begins a clinical programme for Esketamine in the treatment of drug-resistant depression



· The Office for Registration of Medicinal Products, Medical Devices and Biocidal Products issued an authorisation for a clinical trial on inhaled Esketamine;
· The phase 1 trial will be carried out in a specialised centre in Poland and will last until Q2 2018.
· Celon Pharma S.A. is the first Polish company which has the chance to market a new medicinal product for drug-resistant depression.
Esketamine is the chance to treat drug-resistant depression
Celon Pharma received authorisation to commence a clinical programme which will cover several dozen of volunteers in phase 1 of the trial. The study will aim at verifying pharmacokinetic properties of s-ketamine enantiomer, and determining the effective dose which will be administered to patients in the next phase of the clinical programme. 
Maciej Wieczorek, PhD, President of the Board of Celon Pharma S.A.: Celon Pharma is the first Polish company to introduce an antidepressant to the clinical development stage. We estimate that phase 1 will last until April 2018. We are prepared on both the expertise and financial level. The development of our esketamine-based drug which also covers phase 2 of clinical trials is co-funded by the National Centre for Research and Development in the amount of over PLN 12 million. 
Andrzej Urban M.D., Ph.D., Medical Director at Celon Pharma S.A. Ketamine is a very well known substance, discovered in the late 1960s and used in anaesthesia; it also has analgesic properties and is used in veterinary medicine. The antidepressant mechanism of action of ketamine is still not completely understood, but since the discovery of its antidepressant properties, which were observed with the use of subanesthetic doses, more than a dozen clinical trials were conducted. The new form of administration of ketamine we developed, i.e. The form of an inhalation drug, makes it possible to treat depression outside hospital settings and ensures high dosing precision, which is important particularly due to potential adverse effects.
...............
Celon Pharma is an integrated biopharmaceutical company which designs, develops, manufactures and distributes pharmaceutical products. The company has its own research and development laboratories, which allow it to develop its own pharmaceutical technologies by using extensive laboratory equipment resources, as well as the experience and expertise of its staff. It also has a modern manufacturing facility where dry pharmaceutical forms are manufactured. In the past the Company focused on the production of traditional generic drugs i.e. drugs which are substitutes of original drugs, containing the same active substances and characterised by the same pharmacological action as the reference drugs. Over the last few years the Company has introduced products into the market in the following therapeutic areas: oncology, central nervous system diseases, cardiology, HIV treatment, respiratory diseases. The Company has been developing the technology for manufacturing inhalation drugs and several projects of innovative drugs since 2007.
ABOUT THE COMPANY
Celon Pharma S.A. is an integrated pharmaceutical company which conducts advanced research and manufactures modern drugs. It was founded in 2002 by Maciej Wieczorek, PHD. Celon Pharma S.A. has two fully equipped laboratories dedicated to research and development of medicinal products (R&D) for both generic and innovative drugs. Two of Celon Pharma S.A.'s production plants have appropriate GMP (Good Manufacturing Practice) authorisations. The main office and the laboratories are located within 30 km from the centre of Warsaw. The company currently has approx. 250 employees. It employs 62 scientists responsible for research and development, half of whom either have a PhD or are in the process of acquiring their PhD. The company operates more than a dozen projects for the development of innovative drugs with therapeutic groups such as oncology, neuro-psychiatry, autoimmunity and metabolism, 6 of which are planned to reach the clinical development stage in the years 2017-2018.
More information can be obtained by contacting:
	Małgorzata Siewierska
519066531 
media@celonpharma.com
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