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Application of Thermal Analysis to Quality Evaluation Tests of Drugs

Hiroaki Komatsu, Kimihiko Yoshii and Satoshi Okada

Thermal analysis method can be applied to the quality evaluation tests of drugs. Recent advances
in the technology and the data-processing system on the apparatus have accelerated the utilization of

this analytical techniques in the field of drug quality control.

In this report, various application

techniques of the thermal analysis such as DSC, DTA, TG and the impurity analysis by DSC, were
reported and discussed from the viewpoints of a general test in the Japanese Pharmacopoeia. Further
the present situations of this analytical method in the US Pharmacopoeia 23 and the British Pharmaco-

poeia 1993 are also explained.
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Table 1.

Application of Thermogravimetry to the Loss on Drying Test in the

USP 23 (1995), the BP 1993, and the EP 2nd

Specification in Pharmacopoeia

Monograph
USP 23 BP/EP JP 13/RAP*

Amiloride Hydrochloride (2H,0)** 11.0~13.0% -
Bromocriptine Mesylate <4.0% LOD: £3.0%
Edetate Disodium (2H,0)** 8.7~11.4% Not specified
Sterile Imipenem (H,0)** 5.0~8.0% MC***: 5.0~8.0%
Vinbrastine Sulfate =15.0% =15.0% LOD: £15.0%
Vincristine Sulfate <12.0% <£12.0% LOD: £12.0%

* Requirements for Antibiotic Products (RAP), Ministry of Health and Welfare, 1993

** Mono- or dihydrate

*** Moisture content (MC): In the RAP, MC for Imipenem can be determined either by the LOD
test (60°C, 3hr, =0.67 kPa) or the Water Content Determination by Karl-Fisher method.
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