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Diphtheria/Tetanus/Pertussis ~ DTaP 2 5 52,190
Haemophilus influenzae type b Hib 0 3 79,460
Pneumococcus Pneumo 2 10 419,463
Bacteria  Neisseria meningitidis Meningitidis 0 3 10,500 23 (11.0) 580,343 (5.3)
Salmonella typhi Typhi 0 1 900
i\//[a);.cgijic:erium tuberculosis BCG 0 | 17,830
Hepatitis virus Hep A 2 12 240,479
HepB 2 11 539,191
Influenza Flu 4 65 6,512,056
Measles/Mump/Rubella MMR 1 4 168,470
Varicella Varicella 3 15 203,968
Virus Rotavirus Rota 2 16 400,440 168 (80.0) 9,112,875 (83.6)
Japanese encephalitis virus JE 1 18 477,741
Yellow fever virus YF 0 2 9,736
Poliovirus IPV 0 1 79,800
Human papillomavirus HPV 2 21 470,064
Rabies virus Rabies 1 3 10,930
Bacteria/ 1y b potiof Hib DTaP_IPWH_ib G T 15 9B, 9.0) 1,202,969 (11.1)
Virus DTaP-IPV (4inl) 1 4 229,345
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Annual Surveillance of Batch Release: Vaccines and
Toxoids in Taiwan, 2016

PEI-HUA CHUANG, HSIN-JU CHANG, MENG-CHIEH LIN,
JIA-CHUAN HSU, YI-CHEN YANG, SU-HSIANG TSENG,
DER-YUAN WANG AND HWEI-FANG CHENG

Division of Research and Analysis, TFDA

ABSTRACT

This report shows the statistical analysis results of the batch release of imported and domestic
vaccines and toxoids by the TFDA in 2016. Two hundred ten batches of vaccines (10,896,187 doses) were
released in Taiwan in 2016. The proportions of batches and doses for domestic products were 27.6 % (58
batches) and 37.8% (4,122,437 doses), respectively, while the proportions for imported products were
72.4% (152 batches) and 62.2% (6,773,750 doses), respectively. In totally, 3,432 tests covering 23 items
were performed. All of the test results complied with the manufacturers’ specifications or acceptance
criteria of the international pharmacopoeias. From the monthly trend analysis, the largest number of
doses released was in September. In terms of the number of doses released, the top three vaccines and
toxoids were Influenza vaccine, 5-in-1 vaccine (Diphtheria, Tetanus, Pertussis (Acellular, Component),
Poliomyelitis (Inactivated) and Haemophilus influenzae type b) and Hepatitis A vaccine. In terms of the
number of batches released, the top three vaccines and toxoids were Influenza vaccine, HPV vaccine and

Japanese encephalitis vaccine.

Key words: vaccine, toxoid, batch release



