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Tetanus 0 39 2,093,754
Diphtheria/Tetanus 0 2 2,350
Diphtheria/Tetanus/Pertussis 2 73,868 o6 (24.4) 2,855,700 (21.3)
Bacteria Pneumococcus 2 13 664,076
Salmonella typhi 0 2 1,736
Mycobacterium tuberculosis var. bovis 0 1 10,830
Neisseria meningitidis 0 2 8,886
Haemophilus influenzae type b 0 1 200
Hepatitis virus A 2 16 597,513
Hepatitis virus B 2 7 615,698
Influenza 4 57 5,895,813
Measles/Mump/Rubella 1 11 588,580
Varicella 3 15 363,760
. 189 (69.7) 9,604,017 (71.5)
Virus Rotavirus 2 11 322,660
Japanese encephalitis virus 1 43 756,364
Yellow fever virus 0 2 11,036
Poliovirus 0 1 1,800
Human papillomavirus 2 14 376,090
Rabies virus 1 5 15,350
Zoster virus 1 7 59,353
~ D/T/P/Polio/Hib/Hepatitis virus (6 in 1) 0 1 49,083
\B/?r‘ﬁs"“a/ D/T/P/Polio/Hib (5 in 1) 1 8 589544 16059 973,336 (7.2)
D/T/P/Polio (4 in 1) 1 7 334,709

MGt

[\
(o)}

271 13,433,053




422

n
#

'’

O

2~ NERR R BB S )% i foK B E 2 i
55K 0 B EMMRE W T A BN iE 35
105,930%] - #ANF0.265 5 /KIS T THI%
/INTE B T137,6507] » BEANFI0.165 -

PRItz Ah - FH R Y AL R+
JBk - SE A B AR SO (R B
B2 0 RHEE o 107 E RS I 1
R 6,04 8| 5 124 Y FEE fC S 1S 157 % 7 i (B 2 A AR
B ER - fF LA - 1075 A SEE i
PH3HE K 518,405 YMNE F 5 2 Wi JBk P58 1 e 1
6,048 E A IR E AL SRR E Z &+ [
Bf Iic & TR (B 3 A T I R R RE R & 0
FHEERIFIA 104451 H 1 HiE 2 E 5 & B EPIC/
S GMPHEHE T [oE A8 HE Bl 42 1, (58 B E B H i
(GDP) » [ABEEREHI T » WIHE(RIEEEE R
FE i s BRI T 2 E R EE - R
THEG L 2 REEE N R E T A Y gE
BB S S AT IR R T 82 M a TR B2
S3HT e DA B\ (5 A 2 i B e SR R
g (RIS gL S

nSEYITTE R

FHH

ZENR

- BRI MR R B - 2016 ¢

rhEESEd o 55 R WAERRATES - b -

. United States Pharmacopeial Convention,

Inc. 2017. The United States Pharmacopeia
40, The National Formulary 35. United States
Pharmacopeial Convention, Inc. Rockville,
Md. U.S.A.

. The Directorate for the Quality of Medicines

of the Council of Europe. 2017. European
Pharmacopoeia 9.0. The Directorate for
the Quality of Medicines of the Council of

Europe, France.

. National Institute of Infectious Disease. 2006.

Minimum Requirements for Biological Prod-
ucts. National Institute of Infectious Disease,

Japan.

RN PRER - LT BB -

2018 ° 1064 & i Bl 5 R B i T =08
ST o BEALEEYIRTICAEER 0 9: 431-435 -



423
10740 BEIE i BT SRR BB A TAA 0

Annual Surveillance of Batch Release: Vaccines and
Toxoids in Taiwan, 2018

HUNG CHANG, MENG-CHIEH LIN, TZU-HUA TENG, JIA-CHUAN HSU,
PO-YU WANG, SU-HSIANG TSENG AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

This report summarized the statistical analysis of the batch release of imported and domestic
vaccines and toxoids by the TFDA in 2018. Two hundred and seventy-one batches of vaccines (13,433,053
doses) were released in Taiwan in 2018. The batches and doses of domestic products accounts for 25.5%
(69 batches) and 36.7 % (4,923,435 doses), respectively, while those of imported products were 74.5 %
(202 batches) and 63.3 % (8,509,618 doses), respectively. TFDA rejected 3 batches of influenza vaccine
with abnormal appearance and 1 batch of vaccine transported under temperature being out of approved
range. All of them were not allowed to release and needed to be returned or destroyed within a specified
period by the original importer or manufacturer in accordance with Article 36 of Pharmaceutical Affairs
Act Enforcement Rules. In terms of the number of batches released, the top three were influenza vaccine,
Japanese encephalitis vaccine and tetanus toxoid. As to the number of doses released, the top three were

influenza vaccine, tetanus toxoid and Japanese encephalitis vaccine.

Key words: vaccine, toxoid, batch release



