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	 Johannesburg, 9th September 2011

	 Roche Diagnostics SA is now ISO 13485 Certified

For immediate release

	


After a rigorous and intensive audit by TÜV, a German based company, Roche Diagnostics South Africa has been certified with the International Standards Organisation (ISO) 13485 Quality Management System.  Roche is the first leading multinational in-vitro diagnostics (IVD) company to receive such an accolade in South Africa.  As an internationally recognised quality management system, specific for medical device organisations, ISO 13485 has a strong focus on risk management, customers and regulatory requirements.  With its firm commitment to quality and taking pride in delivering the highest standards of products and services, Roche is honoured to be awarded this certification.

“We are very delighted with the ISO 13485 certification as it further demonstrates our commitment to quality and to meeting our customer’s needs. This certification will give our customers peace of mind knowing that they deal with a company that does not compromise on quality and service delivery. Roche remains committed to adding value to all its stakeholders and to maximising innovation across the whole value chain,” said Knut Seifert, Country Manager Roche Diagnostics South Africa.
About ISO 13485

It is an internationally recognised quality management system specific for medical device organisations.  It focuses specifically on risk management, customer and regulatory requirements.  In line with the company’s strategic plan, Roche decided to plan for the future and implement this quality management system.  In fact, pending regulations of the Medicines and Related Substances Act, Act 101 of 1965, will call for the regulation of the medical devices and IVD companies.  This Act may necessitate all IVD companies to implement a quality management system.

The choice of ISO13485 over ISO 9001 is endorsed as the recommended standard by the Roche Group. ISO 13485 is based on ISO 9001 as it relates specifically to the regulatory requirements for medical devices. In addition, it also promotes world trade as most countries require ISO certification for trade.  
About Roche
Headquartered in Basel, Switzerland, Roche is a leader in research-focused healthcare with combined strengths in pharmaceuticals and diagnostics. Roche is the world’s largest biotech company with truly differentiated medicines in oncology, virology, inflammation, metabolism and CNS. Roche is also the world leader in in-vitro diagnostics, tissue-based cancer diagnostics and a pioneer in diabetes management. Roche’s personalised healthcare strategy aims at providing medicines and diagnostic tools that enable tangible improvements in the health, quality of life and survival of patients. In 2010, Roche had over 80,000 employees’ worldwide and invested almost 10 billion Swiss francs in R&D. The Group posted sales of 49.1 billion Swiss francs. Genentech, United States, is a wholly owned member of the Roche Group. Roche has a majority stake in Chugai Pharmaceutical, Japan. For more information: www.roche.co. za
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Communications Manager

Roche Products Pty Ltd- Diagnostics Division
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