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Quality Control Inspection of Biologics for 2011-2015
Cheng-chu Hsieh

Abstract

The pharmaceutical factory of the Animal Health Research Institute of Taiwan
(AHRI) was established in accordance with the Good Manufacturing Practice (GMP)
standard in 1988. The main task of the biologics division is production, development,
storage and supply of vaccines and diagnostic reagents. AHRI possesses 20
manufacture licenses for animal biologics. We analyzed the quality control data
collected from 2011 to Sept. 2015, that include Newcastle disease hemaggluutination
antigen (4 batches, percent of pass: 100%), frozen-dried lapinized hog cholera seed
virus (7 batches, percent of pass: 100%), pullorum disease antigen (11 batches,
percent of pass: 100%), frozen-dried lapinized hog cholera vaccine (63 batches,
percent of pass: 100%), swine pseudorabies inactivated vaccine (5 batches, percent of
pass: 100%), bovine ephemeral fever inactivated vaccine (11 batches, percent of pass:
100%), waterfowl parvovirus live vaccine (6 batches, percent of pass: 100%), goat
pox attenuated live vaccine (4 batches, percent of pass: 100%), grouper iridovirus
inactivated vaccine (2 batches, percent of pass: 100%), RA trivalent inactivated
bacterin (serotpye 1, 2 and 6; 2 batches, percent of pass: 100%), among others. More
than 20 different batches of biologics manufactured are provided for disease control
and diagnostics. In order to improve the quality of animal biologics produced in
Taiwan and the international competitiveness of our services, the implementation of
process validation in pharmaceutical factories that are conformed to current Good
Manufacture Practice (cGMP) is a must.



