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(Methanol) 52 ZJ& (Acetonitrile)¥3JE#HPLC

e e

fEEaREE

1. SRR AHE TR (1100 series, Agilent,
USA, 1260 Infinity, Agilent, USA K
€2695, Waters * USA)



154

ERRE /LG B R S g ]
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Thermo Scientific, USA 5 Cary 100 Conc,
Varian, USA)
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Surveillance on the Quality of Oral Preparations
of Antihypertensives, Antidiabetic Agents,
Antidepressants, Sedative-hypnotics and

Antipsychotics in Taiwan, 2020

CHING-CHIA CHANG, MENG-CHI FAN, SHU-HAN CHANG,
JIAN-LIN WU, YA-YUN LIN, WEI-TING HSU, CHIN-YI CHEN,
YA-HUI HSU, MEI-CHIH LIN, SU-HSIANG TSENG
AND DER-YUAN WANG

Division of Research and Analysis, TFDA

ABSTRACT

The 2020 surveillance project aimed to study the quality of oral preparations of antihypertensives,

antidiabetic agents, antidepressants, sedative-hypnotics and antipsychotics marketed in Taiwan. A

total of 95 samples (77 domestic and 18 imported) were collected from hospitals, clinics, pharmacies,

pharmaceutical firms and pharmaceutical manufacturers by local health authorities over the period

of January-August 2020. All collected samples were subjected to quality control testings, including

identification, assay and dissolution. The analytical methods applied consisted of the regulations of

Chinese Pharmacopoeia VIII and in-house methods from the manufactures with authorized specifications.

The results indicated that all of the 95 samples met the requirements.

Key words: surveillance, quality, antihypertensives, antidiabetic agents, antidepressants,

sedative-hypnotics and antipsychotics



