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SYMBOL

SYMBOL TITLE

EXPLANATORY TEXT

STANDARD TITLE

STANDARD REFERENCE

ol

Manufacturer

Indicates the medical
device manufacturer.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.1.1
FDA Recognition # 5-117
ISO 7000 Reference #3082
FDA Recognition # 5-103

EC REP

EC Rep

Indicates the Authorized
representative in the
European Community.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.1.2
FDA Recognition # 5-117

Date of Manufacture

Indicates the date when the
medical device was
manufactured.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.1.3
FDA Recognition # 5-117
ISO 7000 Reference #2497
FDA Recognition # 5-103

Serial #

Indicates the
manufacturer’s serial #
so that a specific medical
device can be identified.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.1.7
FDA Recognition # 5-117
ISO 7000 Reference #2498
FDA Recognition # 5-103

Keep dry

Indicates a medical device
that needs to be protected
from moisture.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.3.4
FDA Recognition # 5-117
ISO 7000 Reference #0626
FDA Recognition # 5-103

Temperature limit

Indicates the temperature
limits to which the medical
device can be safely
exposed.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.3.7
FDA Recognition # 5-117
ISO 7000 Reference #0632
FDA Recognition # 5-103

Humidity limitation

Indicates the range of

humidity to which the

medical device can be
safely exposed.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General

ISO 15223-1 Reference #5.3.8
FDA Recognition # 5-117
ISO 7000 Reference #2620
FDA Recognition # 5-103

>

Caution

Indicates the need for
the user to consult the
instructions for use for
important cautionary
information such as
warnings and precautions
that cannot, for a variety of
reasons, be presented on
the medical device itself.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference #5.4.4
FDA Recognition # 5-117
ISO 7000 Reference #0434A
FDA Recognition # 5-103

CE Mark
European
Conformity
Conformité
Européene

Signifies European
conformity (CE) mark
Indicates manufacturer
declaration that the product
complies with applicable
European regulations

Guide to the implementation of
directives based on new
approach
and global approach

NA

General Warning
Sign

Signifies a general warning

Graphical symbols - Safety
colours and safety signs -
Registered safety signs

ISO 7010 Reference # W001
FDA Recognition # 5-116
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SYMBOL

SYMBOL TITLE

EXPLANATORY TEXT

STANDARD TITLE

STANDARD REFERENCE

Refer to instruction
manual/
booklet

Signifies that the instruction
manual/booklet must be
read

Graphical symbols - Safety
colours and safety signs -
Registered safety signs

ISO 7010 Reference #M002
FDA Recognition # 5-116

WEEE

Signifies waste from
electrical and electronic
equipment

Waste Electrical and Electronic
Equipment Directive

WEEE Directive 2002/96/EC

Atmospheric
Pressure
Limitation

Indicates the range of
atmospheric pressure to
which the medical device

can be safely exposed

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference # 5.3.9
FDA Recognition # 5-117

RF Transmitter

Indicates a radio frequency
is transmitted

Graphical Symbols for Use on
Equipment

IEC 60417 Reference # 5140
FDA Recognition # 5-102

Protected against
vertically
falling water drops

Protected against water
drops up to 15 degree
angle

Degrees of protection provided
by
enclosures (IP Code)

IEC 60529

Type BF Part

Graphical Symbols for Use on

IEC 60417 Reference # 5333

Equipment FDA Recognition # 5-102
Complies with limits for

FCC Compliance Class B digital device NA Title 47 United States Code of

Mark established by FCC Rules, Federal Regulations Part 15.19

Part 15
Signifies restircted use of
ten Hazardous Materials in Restriction of Hazardous
RoHS the manufacture of RoHS Directive 2002/95/EC

electronicand electrical
equipment

Substances Directive

Laser Warning

Signifies a Laser Warning

Graphical Symbols for Use on
Equipment

ISO 15223-1 Reference #5.4.4
FDA Recognition # 5-117
ISO 7000 Reference #0434A
FDA Recognition # 5-103

Low-level ESD

To indicate packages
containing electrostatic
sensitive devices, or to

identify a device or a
connector that has not

been tested for immunity to
electrostatic discharge.

Electrostatic sensitive devices

IEC 60417

Country of
Manufacture

To identify the country of
manufacture of products.
In the application of this
symbol, the “xx” shall be
replaced by either the two
letter country code or the
three letter country code
defined in ISO 3166-1

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

EN 60417-6049
1ISO 3166-1 Recognition Part
1:Country codes
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SYMBOL SYMBOL TITLE EXPLANATORY TEXT STANDARD TITLE STANDARD REFERENCE
. Signifies a Laser Radiation .
[A\CAUTION]
. Caution Laser Class 3R Warning for Eye Graphic Symbols for IEC 60825
R Radiation Class 3R Use on Equipment
Hazards
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