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[Attached Table 1]

Major Technical Characteristics by Groups by type of Medical Devices

(Related to Article 3)

Group by type

Major Technical Characteristics

Non-electric Medical Devices

Purpose of wuse, principle of action, form,

performance

Electric Medical Devices

Medical Devices for Radiation

Technicians

Light-generating Medical

Devices

Purpose of wuse, principle of action, form,

available energy source(or transmission),

performance

Medical Supplies

Dental Materials

Purpose of use, form, raw  material,

performance
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[Attached Table 2]

Test Items for Medical Devices (Related to Article 19)

1. Conditions of preparation for test solution
If test specifications on physiochemical properties and biological safety are established to secure

safety of the Medical Device, conditions of preparation of test solution shall be established.

2. Tests on physiochemical properties
The Test Specification of physiochemical properties, such as chemical structure test, shall be
established for a Medical Device or its component(s) which is to contact the human body or to
be inserted into the human body, or to contact blood, fluid or drug, etc. injected into the

human body.

3. Tests on electromechanical safety
The Test Specification required for validation of electromechanical safety of the electrically-driven
Medical Device shall be established based on the data specified in Sub-item C, Item 1,

Paragraph 1, Article 7 herein.

4. Tests on biological safety
The Test Specification required for validation of safety of a Medical Device which is to contact
the human body or to be inserted into the human body, or to contact blood, fluid or drug, etc.
injected into the human body, shall be established based on the data specified in Sub-item D,
Item 1, Paragraph 1, Article 7 herein.

5. Tests on radiation safety
For Medical Devices using radiation, the Test Specification on radiation safety related to the
structure shall be established based on the data specified in Sub-item E, Item 1, Paragraph 1,
Article 7 herein.

6. Tests on Electro Magnetic Interference (EMI)
In case of Medical Devices requiring tests on EMI (electromagnetic interference, electromagnetic
susceptibility), the Test Specification of EMI shall be established based on the data specified in
Sub-item F, Item 1, Paragraph 1, Article 7 herein.

7. Tests on performance



The Test Specification necessary for validation of function, performance and quality of the

Medical Device shall be established.

8. Other tests necessary for safety and efficacy validation
The Test Specification necessary for validation of sterilization and sterilized residual gas shall be

established according to characteristics of the Medical Device.
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[ Attached Table 3]

Matters Required To Be Included In Data Regarding Actual Measurement Values
(Related to Article 7)

1) Name and address of the laboratory

2) Company that requested testing, its representative and address

3) Serial number and numbers of each page and the whole page of test report

4) Name and indication of test product

5) Date when a request for the test is submitted, or test date

6) Date of issue of test report

7) Signature or seal of a person who is responsible for test report

8) Test standard and test method; provided that if no specification is established, the grounds for
establishment

9) Result of testing

10) Matters regarding collection of the product subject to test and the method of test thereof (if
additional pretreatment is necessary for testing)

11) Data on the testing system, quantity of experimental animals, their gender, system, species, age,
etc. (in case of tests using animals, cells, and microorganisms)

12) Environmental factors of testing that may influence the test results



