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TUL Acquired FDA Approval for its Product 
Planned to Enter US Market 

 
【10 November 2009 - Hong Kong】- The United Laboratories International Holdings 
Limited (“TUL” or the “Group”; Stock code: 3933), one of the leading manufacturers of 
antibiotics in the PRC, is pleased to announce that the Group has acquired US Food and 
Drug Administration (“FDA”) approval for its bulk medicine product Ampicillin.. TUL is 
currently the only pharmaceutical company in the PRC with both the FDA approval and 
Certificate of Suitability (“COS”) from the European Directorate for the Quality of 
Medicines (“EDQM”) for its semi-synthetic penicillin products, which demonstrates that 
TUL’s excellent product quality and production quality control are in line with 
international standards. 
 
TUL’s bulk medicine Ampicillin approved by the FDA is a kind of semi-synthetic 
penicillin product for US clients to produce finished medical products. It is also the only 
PRC bulk medicine Ampicillin product obtained the FDA approval. This reflects TUL’s 
products and its production controls have reached the highest world standards. The FDA 
commented that the results of both the DMF file and on-site inspection of TUL’s bulk 
medicine Ampicillin are with a relatively high standard. The FDA added that the results 
also indicate the substantial quality enhancement in PRC’s pharmaceutical industry. TUL 
can export more than 100 tones of the FDA approved product to US per annum and the 
quota is subject to increase after closer cooperation. As the FDA has good credibility in 
regulating and supervising the safety of drugs in US and even in many countries over the 
world, TUL’s product which was approved by the FDA is expected to be better 
recognized and more competitive in the countries. As a result, the product will help the 
Group to further attract international clients and stimulate the Group’s export business. 
 
Mr. Choy Kam Lok, Chairman of TUL said, “Following the COS granted to the Group’s 
Amoxicillin Powder and Compacted in 2007 and in earlier this year respectively, the 
Group has successfully further acquired the FDA approval for bulk medicine Ampicillin. 
This indicates that TUL’s products and corresponding production controls have been up 
to the world-class standards. While the US market demand for Ampicillin is large and the 
product of TUL is relative competitive in terms of quality and pricing, we believe the 
Group will become one of the key players in the US market shortly. TUL will make 
timely response to the market demand and export right quantity of Ampicillin. TUL will 
strive for the best interests of shareholders by balancing the proportion of export to 
domestic sales. At the same time, we will further improve the overall standard of 
management in order to achieve the world's highest pharmaceutical standards."  
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About The United Laboratories International Holdings Limited 
Listed on the Stock Exchange of Hong Kong in June 2007, TUL is one of the leading 
pharmaceutical companies in China, principally engaged in the manufacturing and selling 
of medicines, and the bulk and intermediate products used to produce finished goods. As 
of 30 June 2009, the Group has a total of 168 products qualified to produce in the PRC 
and/Hong Kong based on the Drug Registration Approvals in the PRC and Certificates of 
Drug or Product Registration in Hong Kong. 76 were in production, and 34 were listed in 
Insurance Catalogue. 12 finished products are in the list of National Basic Drugs 
Catalogue. For more information about TUL, please visit the company’s website at 
www.tul.com.hk. 
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