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Medical Devices Tests and Its Problems

Toshiro YOKOYAMA", Tomokazu MAENO®, Yoko KIKUCHI", Hideo YAMANOBE",
Tomoko HAMANO® and Shuzo OGINO™

JMDN (Japan Medical Device Nomenclature) registered many species of medical devices over 4000 generic names in 2005, and
there are many complaints and recalls.

This report assessed many species of test samples of the past five years and many difficult and complicated tests, in order to make
better test. Using condoms as rupture test sample, a sending air test equipment was developed to get accurate stopping air volume.

Two tests of JIS and an alternative method were compared for heating characteristics of portable packed body warmer samples. The
problem of alternative method was discussed.

Keywords: medical device, classification, JMDN, JIS, third-party certification, electromagnetic compatibility, condoms, bursting
test, home heating pack, temperature characteristics test





