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& Levothyroxinefi%7>  508K100 pgZ $&54 B 1 1 1 100.0 1 1 100.0
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/NET 3 3 3 100.0 2 2 100.0
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Surveillance On The Quality of Marketed Oral
Preparations Whose Active Ingredients Have A
Narrow Therapeutic Index In Taiwan, 2022

JIAN-LIN WU, MENG-CHI FAN, PO-HAN SHIH, HUI-YU HO,
CHING-CHIA CHANG, YA-HUI HSU, MEI-CHIH LIN, SU-HSIANG TSENG
AND DER-YUAN WANG

Division of Research and Analysis, TFDA, MOHW

ABSTRACT

This study aimed to survey the quality of the marketed oral preparations containing active
ingredients with a narrow therapeutic index, including Levonorgestrel, Levothyroxine, Phenobarbital,
Phenytoin, and Warfarin. A total of 32 samples (25 domestic and 7 imported) were collected from
hospitals, clinics, pharmacies, pharmaceutical firms and pharmaceutical manufacturers by local health
authorities over the period of January-July 2022. All samples collected were inspected for quality control
testings, including identification, assay, dissolution, uniformity of dosage units, and organic impurities.
The analytical methods applied in evaluation consist of the regulations of Taiwan Pharmacopeia 9"
edition, the British Pharmacopoeia 2022, and in-house methods from the manufactures with authorized

specifications. The results indicated that all of the 32 samples met the requirements.

Key words: Surveillance on the quality, Levonorgestrel, Levothyroxine, Phenobarbital,
Phenytoin, Warfarin



