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Analyzing Batch Release of Blood Products in
Taiwan, 2012-2014

YU-CHI HSIEH, HUEY-JEN DUH, MEI-LING YEH,
CHIA-PEI LIN, MING-CHUN HO, YI-CHAO LIU,
YI-CHEN YANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

This report presents the investigation of the annual batch release of imported blood products
from 2012 to 2014. We evaluated a total of 370 batches, which included a total of 2,911,495 bottles.
All of the results complied with the specifications listed in the Chinese pharmacopeia, as well as in
other regulations. Our tests indicated that the blood products collected contained items such as albumin
injection, immunoglobulin, coagulation factor, and fibrin sealant set. In this study, the top batches and
the highest quantities of blood products were Albumin. We also tested for intravenous immunoglobulin,
albumin, high purity factor VIII concentrate, and high purity factor IX concentrate, which were prepared
from human plasma, and were obtained from voluntary blood donors in Taiwan. In conclusion, all of the

products tested have met quality, safety and efficacy requirements.

Key words: blood product, batch release





