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KxEE¥5 4 MDD 93/42 EEC Fff=¢1 13.3e) date by which the device
should be used

K EIMDD 8 & 44 Recommendation NB-MED/2. 5. 1/Recbh

identification of ‘shelf-life’ reflected by any ‘use by’ date, or other ‘lifetime’ of the
device(s)

In certain cases, such restrictions on use will reflect a time-related deterioration in
characteristics that are important to product safety and performance. In other cases, however,
the restrictions will be based on other considerations.The ‘lifetime’ of an active device, for
example,may be determined by the period for which the manufacturer will support the device
by way of availability of spare parts, manuals, training,service/repairs etc.
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IEC 60601-1(2005) [ FH FLAS 4% : 1804y oA 2o 4 FIFE A ik 4% )5 A B R I

3.28 EXPECTED SERVICE LIFE

maximum period of useful life as defined by the MANUFACTURER

time period specified by the MANUFACTURER during which the ME EQUIPMENT or
ME SYSTEM is expected to remain safe for use (i.e. maintain BASIC SAFETY and
ESSENTIAL PERFORMANCE)

NOTE Maintenance can be necessary during the EXPECTED SERVICE LIFE.
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IEC 60601-1(2005) R FH L% : 1T AL MM G B8 ZR

Subclause 4.4— EXPECTED SERVICE LIFE

In the ACCOMPANYING DOCUMENTS, the MANUFACTURER should provide
information to allow the RESPONSIBLE ORGANIZATION to assess when the ME
EQUIPMENT is approaching the end of its life. Such information should include the
EXPECTED SERVICE LIFE as determined by the MANUFACTURER (e.g. in terms of years
of service or number of uses) but could also include tests to be performed as part of
preventive maintenance, or other criteria to allow the RESPONSIBLE ORGANIZATION to
make an appropriate determination. The need for such information and the
appropriate way to present it should be addressed as part of the RISK MANAGEMENT
PROCESS.
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