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ABSTRACT

Background: The distribution of high-risk drugs, such as Tramadol, is
supervised and controlled by the Food and Drug Administration (FDA) in Thailand.

This research analyzes the FDAs reporting system for drug distribution control.

Objectives: The purposes of this research were to analyze the data on
domestically produced Tramadol and the chemical components of Tramadol,
imported or domestically available, as well as to evaluate the Tramadol distribution

controls published by the Food and Drug Administration, and it's reporting system.

Research Methods: This descriptive research used population data on
Tramadol and its constituent chemicals, together with production data in 2017 and
2018. These data were sourced from the imported chemicals and pharmaceuticals
reporting system of licensed importers or that local suppliers and manufacturers
maintained, as required by the Food and Drug Administration. The amount of
pharmaceutical chemicals used in the domestic production of Tramadol was

compared with that of imported Tramadol of the same manufactured quantity.

Results: Analysis of the data on the imports of pharmaceutical chemicals
used in the manufacture of drugs showed that very large quantities of these
chemicals were imported in 2017 (14,550 kg), and in 2018 (2,810 kg). In 2017

939,221,290 units of Tramadol in various forms was produced. No data for the



production of Tramadol in 2018 was available, indicating the poor state of the
reporting system. The data held by the reporting system was inaccurate, and there
was no annual report on the importation of the drugs into the Kingdom. This means
that the retrospective analysis of pharmaceutical chemicals imports is difficult in the
extreme. The problem of analysing the data is exacerbated by the finished drug
production data being ambiguous, incomplete and inaccurate, and the information

available is not in an active form.

Conclusion: The existing Tramadol reporting system, which is paper-based,
includes data on imported and domestically produced Tramadol but did not cover
the importation and distribution of the constituent pharmaceutical chemicals of
Tramadol. Analysis of the reporting system, which is paper-based, showed that the
information presented in the various forms that manufacturers and suppliers were
required to enter were not in a clear reporting format. The design of each report or
form is redundant, and is not in a ready-to-use and easily understood format. It is
highly recommended that the data held in the system, and the reporting formats,

should be substantially revised.
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Tramadol Cap. 1 Capsule fU3u18d APl Tramadol 50 mg
sULUULLn :
Tramadol Tab. 1 Tablet #USu1e4 APl Tramadol 50 mg
JULuuEnde
Tramadol Solution 1 ml U314 APl Tramadol 50 mg
2.2. MIAUIN
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