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Results of Annual Surveillance of Batch Release:
Blood Products in Taiwan, 2013

YU-CHI HSIEH, YI-HSUN LIN, YU-JU LIN, MEI-LING YEH, CHIA-PEI LIN,
MING-CHUN HO, YI-CHAO LIU, YI-CHEN YANG, DER-YUAN WANG,
YANG CHIH SHIH AND HWEI-FANG CHENG

Division of Research and Analysis, FDA

ABSTRACT

This report presents results from a batch release of imported blood products during the period of
January 1* to December 31* 2013. In order to evaluate 134 batches, which included a total of 988,939
bottles, 19 items and 1,391 tests were conducted. All of the results complied with the specifications listed
in Chinese pharmacopeia and in other regulations. Among these 134 batches, 128 batches belong to 34
licensed products, while the 6 unlicensed batches are Rabies immunoglobulin which had been imported
by Centers of Disease Control for preventing Rabies infection. In summary, the top three batches of
blood products were Albumin, Fibrin sealant set, and Hepatitis B immunoglobulin, respectively, and the
three highest quantities of blood products were Albumin, Intravenous immunoglobulin and Hepatitis B
immunoglobulin, respectively. In addition, there were 38,824 bottles of intravenous immunoglobulin,
53,154 bottles of albumin, 3,667 bottles of high purity factor IX concentrate, and 9,789 bottles of high
purity factor VIII concentrate, all of which were prepared from human plasma obtained from voluntary

blood donors in Taiwan.

Key words: blood product, batch release



