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Medical electrical equipment—
Part 1 : General requirements for safety

Introduction This Japanese Industrial Standard has been prepared based on IEC
60601-1 Medical electrical equipment—Part 1 : General requirements for safety pub-
lished in 1988 as the second edition, Amendment 1 (1993) and Amendment 2 (1995)
without modification of their technical contents.

In this Standard, the following print types are used:

a) Terms used throughout this Standard which have been defined in Clause = and
also given in the Index: SMALL CAPITALS.

b) Test specification: in italic type.

¢) Other terms: in Roman type.

The mark * on the left upper side of item number mears iiat llie general guid-
ance and rationale are stated in Appendix A (informative).

In this Standard, the portions shown by dotted unacrl nes or sidelines on the left
and right mean the matters not stated in the origina! Ii.ternational Standard.

Section One—Gencral
*1 Scope and object

1.1 Scope

This Standard applies to tlie s3lety of MEDICAL ELECTRICAL EQUIPMENT (as defined
in Sub-clause 2.2.15).

Although this Standard 15 rrimarily concerned with safety, it contains some re-
quirements regarding re iwb'e operation where this is connected with safety.

SAFETY HAZARDS resclting from the intended physiological function of EQUIPMENT
covered by this St\nd. rd are not considered.

Appendices in thi: Standard are not mandatory unless made so by an explicit
statement in the main text.
1.2 Oilject

The uaject of this Standard is to specify general requirements for the safety of
M1DIC..L LLECTRICAL EQUIPMENT and to serve as the basis for the safety requirements
o° Particular Standards.

*1.83 Particular Standards

A Particular Standard takes priority over this General Standard.

1.4 Environmental conditions

See Section Two.
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1.5 Collateral Standards

In the JIS T 0601 series, Collateral Standards specify general requirements for
safety applicable to:

— a group of MEDICAL ELECTRICAL EQUIPMENT (e.g. radiological equipment);

— a specific characteristic of all MEDICAL ELECTRICAL EQUIPMENT not fully addressed
in the General Standard (e.g. electromagnetic compatibility).

If a Collateral Standard applies to a Particular Standard, then the Particular
Standard takes priority over the Collateral Standard.

2 Terminology and definitions
For the purpose of this Standard, the following shall apply:

— Where the terms “voltage” and “current” are used, they mean ‘he r.n.s. val-
ues of an alternating, direct or composite voltage or current.

— The auxiliary verb:

e “shall” means that compliance with a requirem nt .r a test is manda-
tory for compliance with this Standard;

e “should” means that compliance with a requi ¢ment or a test is recom-
mended but is not mandatory for comp:iance with this Standard;

e “may” is used to describe a permisiible way to achieve compliance with
a requirement or test.

Informative reference : The statements “nuiused” and “no general requirements”

2.1 EQUIPMENT parts, gav.diaries and ACCESSORIES

2.1.1 ACCESS COVER

Part of an ENCLOSTRE or guard providing the possibility of access to EQUIPMENT
parts for the »urpose of adjustment, inspection, replacement or repair.

2.1.2 ACC.SS:2LE METAL PART

Met: 1 part of EQUIPMENT which can be touched without the use of a TOOL. See
also Suk clause 2.1.22.

2.1.2. ACCESSORY

Optional component necessary and/or suitable to be used with EQUIPMENT in or-
der to enable, facilitate or improve the intended use of EQUIPMENT or to integrate
additional functions.

2.1.4 ACCOMPANYING DOCUMENTS

Documents accompanying EQUIPMENT or an ACCESSORY and containing all impor-
tant information for the USER, OPERATOR, installer or assembler of EQUIPMENT, par-
ticularly regarding safety.
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