Symbol

Symbol Title

Explanatory Text

Standard Title

Standard Reference

Date of manufacture

Indicates the date when
the medical device was
manufactured.

Date format is
YYYY-MM-DD

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.1.3
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2497
(FDA Recognition # 5-124)

LOT

Use by date Indicates the date after Medical devices - Symbols to be used ISO 15223-1 Reference #5.1.4
which the medical device | with information to be supplied by the (FDA Recognition # 5-134)
is not to be used. manufacturer - Part 1: General
Date format is requirements
YYYY-MM-DD Graphical symbols for use on equipment - | ISO 7000 Reference # 2607
Registered symbols (FDA Recognition # 5-124)
Batch code Indicates the Medical devices - Symbols to be used ISO 15223-1 Reference #5.1.5

manufacturer’s batch
code so that the batch or
lot can be identified

with information to be supplied by the
manufacturer - Part 1: General
requirements

(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2492
(FDA Recognition # 5-124)

REF

Catalog number

Indicates the
manufacturer’s catalog
number so that the
medical device can be
identified

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.1.6
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2493
(FDA Recognition # 5-124)

STERILE| |

Sterilized using
steam or dry heat

Indicates a medical device
that has been sterilized
using steam or dry heat

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.2.5
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2503
(FDA Recognition # 5-124)

Non-sterile

Indicates a medical device
that has not been
subjected to a
sterilization process

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.2.7
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2609
(FDA Recognition # 5-124)
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Symbol

Symbol Title

Explanatory Text

Standard Title

Standard Reference

Do not use if package
is damaged and
consult instructions
for use

Indicates a medical device
that should not be used if
the package has been
damaged or opened and
that the user should
consult the instructions
for use for additional
information

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.2.8
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 2606
(FDA Recognition # 5-124)

Do not re-use

Indicates a medical device
that is intended for one
single use only, or for use
on a single patient during
a single procedure

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.4.2
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 1051
(FDA Recognition # 5-124)

Double sterile barrier
system

Indicates two sterile
barrier systems. The
symbol is used in
combination with symbol
5.2.5

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #
5.2.12
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 3704
(FDA Recognition # 5-124)

2 0 ® @

elFU Indicator

Consult electronic
instructions for use

Indicates the need for the
user to consult the
instructions for use

Medical devices - Symbols to be used
with information to be supplied by the
manufacturer - Part 1: General
requirements

ISO 15223-1 Reference #5.4.3
(FDA Recognition # 5-134)

Graphical symbols for use on equipment -
Registered symbols

ISO 7000 Reference # 1641
(FDA Recognition # 5-124)
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