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Abstract

Background: Most of pharmaceutical ingredients used for Thai drug manufacturing were imported
from oversea. The pharmaceutical ingredient importation database is important for tracing back,

quality control and monitoring misuse of active pharmaceutical ingredient.

Objectives: The aims of this research were to study the quality of the pharmaceutical ingredient
importation database in the Thai License per Invoice (LPI) system and to develope and test the

signal detection of the importation for potential misuse of active pharmaceutical ingredient.

Methods: This study was cross-sectional design. Population was the importation data of

pharmaceutical ingredient for manufacturing drug according to Drug Act B.E. 2510.

Results: Most of the importation data were qualified but some were ambiguous (5.1%),
inconsistently (26.8%) and incomplete (10.3%). It was difficult to use or cannot be analyzed
immediately, so the data needed to edit before utilization. The signal detection criteria of the
importation for potential misuse of active pharmaceutical ingredient were developed which
included the continuous increasing in importation not less than two consecutive years and public

misuse news. We used the criteria to explore the data from 2016 to 2018 and it found four

84 THAI FOOD AND DRUG JOURNAL Vol.28 No.1: JANUARY-APRIL 2021



signals including isotretinoin, hydrocortisone, tramadol and tranexamic acid. The intensive
surveillance should take place to monitor and prevent the importation of potential misuse of

active pharmaceutical ingredient.

Conclusions: The effective and applicable importation data in LPI system will be utilized efficiently,
if they are complete and clear. The notification process of pharmaceutical ingredient should
specify the identification of generic name, ATC classification, name and address of manufacturers,
name and address of repackagers (if any) and purposes of utilizing. In addition, it should provide
A channel to correct the data in the database should be provided to make the signal detection

more effective and enable the maximal benefits.

Keywords: pharmaceutical ingredient importation database, active pharmaceutical ingredient

importation for potential misuse, signal detection
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