Symbols glossary for medical devices (US customers only)

Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
ISO 15223-1 5.4.4 Caution Indicates the need for
“Medical the user to consult the
devices-Symbols to instructions for use for
be used with important cautionary
medical device information such as
labels, labelling and warnings and
information to be precautions that
supplied-” cannot, for a variety of
reasons, be presented
ISO 7000 0434A on the medical device
“Graphical symbols itself.
for use on
equipment”
IEC 60601-1 Table D.1
“Medical electronic 10
equipment — Part 1:
General
requirements for
basic safety and
essential
performance”
ISO 15223-1 5.1.5 Batch code Indicates the
“Medical manufacturer’s batch
devices-Symbols to code so that the batch or
be used with lot can be identified.
medical device
labels, labelling and
L o T information to be
supplied-”
ISO 7000 2492
“Graphical symbols
for use on
equipment”
I1SO 15223-1 5.1.7 Serial number Indicates the
“Medical manufacturer’s serial
devices-Symbols to number so that a
be used with specific medical device
medical device can be identified.
labels, labelling and
S N information to be
supplied-”
ISO 7000 2498
“Graphical symbols
for use on
equipment”
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Symbols to be used
with information to
be supplied by the
manufacturer-“

Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
IEC 60417 5041 Caution, hot Indicate that the
“Graphical symbols surface marked item can be hot
for use on and should not be
equipment” touched without taking
care.

IS0 15223-1 5.1.6 Catalogue Indicates the
“Medical number manufacture’s
devices-Symbols to catalogue number so
be used with medical that the medical device
device labels, can be identified.
labelling and
information to be

R E F supplied-”
ISO 7000 2493
“Graphical symbols
for use on
equipment”
ISO 7000 0624
“Graphical symbols
for use on
equipment”
1SO 15223-1 5.3.4 Keep dry Indicates a medical
“Medical device that needs to be

p devices-Symbols to protected from
d be used with medical moisture.
‘ d device labels,

labelling and
information to be
supplied-”
ISO 7000 0626
“Graphical symbols
for use on
equipment”
ISO 7000 5.1.1 Manufacturer [Identify the
“Graphical symbols manufacturer of a
for use on product
equipment”
ISO 15223-1 5.1.1 Manufacturer Indicates the medical
“Medical device manufacturer.
devices-Symbols to
be used with medical
device labels,
labelling and
information to be
supplied-”
1SO 15223-1 5.1.11 Country of Identify the country of
“Medical devices- manufacture manufacture of

products
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
ISO 15223-1 5.1.2 Authorized Indicates the
“Medical representative Authorized
devices-Symbols to in the representative in
be used with European the European
medical device Community Community.
labels, labelling
and information to
be supplied-”
ISO 15223-1 5.1.3 Date of Indicates the date
“Medical manufacture when the medical
devices-Symbols to device was
be used with medical manufactured.
device labels,
labelling and
information to be
supplied-”
ISO 7000 2497
“Graphical symbols
for use on
equipment”
1SO 15223-1 5.1.8 Importer Indicates the entity
“Medical devices- importing the
% Symbols to be used medical device into

with information to the locale.
be supplied by the
manufacturer-“
1SO 15223-1 5.7.7 Medical device Indicates the item is
“Medical devices- a medical device
Symbols to be used

M D with information to
be supplied by the
manufacturer-“
ISO 15223-1 5.7.10 Unique device Indicates a carrier
“Medical devices- identifier that contains
Symbols to be used unique device

U D I with information to Identifier
be supplied by the information
manufacturer-“
TEC 60601-1 Table D.2 2| General General warning

“Medical electronic

equipment — Part 1:

General
requirements for
basic safety and
essential
performance”

warning sign

sign
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
TEC 60417 5032 Alternating Indicate on the rating
“Graphical symbols current plate that the
~J for use on equipment is suitable
equipment” for alternating current
only; to identify
relevant terminals.
TEC 60417 5010 “ON’’OFF” Indicate connection to
“Graphical symbols (push-push) or disconnection from
for use on the mains, at least for
equipment” mains switches or
their positions, and all
those cases where
safety is involved.
TEC 60417 5007 “On” (power) Indicate connection to
“Graphical symbols the mains, at least for
for use on mains switches or
equipment” their positions, and all
those cases where
safety is involved.
IEC 60417 5008 “Off” (power) Indicate disconnection
“Graphical symbols from the mains, at
for use on least for mains
equipment” switches or their
positions, and all
those cases where
safety is involved.
| TEC 60417 5056 Brightness; Identify the brightness
\ /7 “Graphical symbols brilliance control.
for use on
- - equipment”
/ | N\
IEC 60417 5016 Fuse Identify fuse boxes or
I “Graphical symbols their location.
I for use on
equipment”
IEC 60417 5926 Polarity of d.c. Identify the positive
“Graphical symbols power connector | and negative
for use on connections (the
equipment” polarity) of a d.c.

oc®

power supply, or the
positive and negative
connections on a piece
of equipment to which
a d.c. power supply
may be connected.
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
IEC 60417 5017 Earth; ground Identify an earth
“Graphical symbols (ground) terminal.
for use on
equipment”

L]
|
IEC 60417 5034 Input Indicate an input
“Graphical symbols terminal.
for use on
equipment”
IEC 60417 5035 Output Indicate an output
@9 “Graphical symbols terminal.

for use on
equipment”
BS EN ISO 780 3 Fragile, handle | Contents of the
“Packaging. with care distribution packages
Distribution are fragile therefore it

I packaging. shall be handled with
Graphical symbols care.
for handling and
storage of packages”
ISO 7000 0621
“Graphical symbols
for use on
equipment”
BS EN ISO 780 13 This way up This is the correct
“Packaging. upright position of the
Distribution distribution packages
packaging. for transport and/or
Graphica'l symbols storage.
for handling and
storage of packages”
ISO 7000 0623

—— “Graphical symbols
for use on
equipment”
TEC 60417 5031 Direct current Indicate on the rating
“Graphical symbols plate that the
for use on equipment is suitable
equipment” for direct current only;
to identify relevant
terminals.

1SO 15223-1 5.1.10 Model number Indicates the model

“Medical devices-
Symbols to be used
with information to
be supplied by the
manufacturer-“

number or type
number of a product
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
BS EN ISO 780 16 Stacking Maximum number of
“Packaging. limit by identical transport
Distribution number packages/items which
packaging. may be stacked on the
Graphical symbols bottom package, where
for handling and “n” is the limiting

m storage of number.
packages”

. ISO 7000 2403
“Graphical symbols
for use on
equipment”
TEC 60417 5012 Lamp; lighting; | Identify switches

N\ 4 “Graphical symbols illumination which control light
- - for use on sources.
equipment”
7/ N\
1
ISO 7000 0421 Examine; check | Indicate examination
“Graphical symbols or checking.
for use on
@ equipment”
1SO 15223-1 5.2.8 Do not use if Indicates that a medical
“Medical package is device that should not be
devices-Symbols to damaged and used if the package has
be used with medical consult been damaged or opened
device labels, instructions for | and that the user should
labelling and use consult the instructions
information to be for use for additional
@ supplied-” information

ISO 7000 2606
“Graphical symbols
for use on
equipment”
ISO 15223-1 5.1.10 Model number Indicates the model

“Medical devices-
Symbols to be used
with information to
be supplied by the
manufacturer-“

number or type number
of a product
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory

Standard Title Number

ISO7000 0434B Caution Indicate that caution

“Graphical symbols is necessary when

for use on operating the device or

equipment” control close to where
the symbol is placed. To
indicate that the
current situation needs
operator awareness or
operator action in order
to avoid undesirable
consequences. On the
health app quality
label: to indicate that
the health app requires
approval from a health
professional for use.

IEC 60417 5268 "IN" position of | To associate the "IN"

“Graphical symbols a bi-stable push | position of a bi-stable

for use on control push control with the

D equipment” corresponding

function.

1SO 15223-1 5.4.3 Consult Indicates the need for

“Medical instructions for | the user to consult the

devices-Symbols to use or consult instructions for use

be used with medical electronic

device labels, instructions for

labelling and use

information to be

supplied-”

ISO 7000 1641

“Graphical symbols

for use on

equipment”

TEC 60601-1 Table D.1

“Medical electronic | 11

equipment — Part 1:

General

requirements for

basic safety and

essential

performance”

IEC 60417 5114 Foot switch To identify a foot switch

“Graphical symbols or the connection for a

for use on foot switch.

equipment”
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At

Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
EN 50419 NA Crossed-out Indicate that the
“Marking of wheeled bin product shall be
electrical and separated when
electronic disposal.
equipment in
accordance with
article 11(2) of
Directive
I 2002/96/EC
(WEEE)”
ISO7000 3315 Home Identify the control
“Graphical symbols position; that takes the display
for use on home phone to the "home" page of
equipment” the menus or to a
known (user-defined)
location in the display
hierarchy.
To identify the entry
for the home phone
number in the listing
of telephone numbers.
TEC 60417 6042 Caution, risk of | Identify equipment, for
“Graphical symbols electric shock example, the welding
for use on power source, that has
/\ equipment” risk of electric shock.
TEC 60417 5885 Still camera Identify the controls
/_\ “Graphical symbols and/or terminals for
for use on electronic and
O equipment” photographic still
cameras.
ISO 7000 2164 Variability, for | Identify the control by
“Graphical symbols rotating means of which a
for use on movement, quantity is controlled
ﬁgb equipment” Variability in stepwise.
steps
IEC 60417 5134 Electrostatic Indicate packages
“Graphical symbols sensitive devices | containing electrostatic
for use on sensitive devices, or to
A equipment” identify a device or a

connector that has not
been tested for immunity
to electrostatic
discharge.

AM5540 01

8/10




Symbols glossary for medical devices (US customers only)

example, to identify the

Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
ISO 15223-1 5.3.7 Temperature Indicates the
“Medical Limit temperature limits to
XOC devices-Symbols to which the medical
be used with device can be safely
medical device exposed.
X°C labels, labelling
and information to
be supplied-”
ISO 7000 2620 Humidity Indicate the acceptable
“Graphical symbols limitation upper and lower limits
for use on of relative humidity for
equipment” transport and storage.
S~
IEC 60417 5172 Class II Identify equipment
“Graphical symbols equipment meeting the safety
for use on requirements specified
equipment” for class II equipment
according to IEC61140.
IEC 60417 5957 For indoor use Identify electrical
“Graphical symbols only equipment designed
for use on primarily for indoor use.
equipment”
TEC 60417 6343 Maximum Indicate that the
“Graphical symbols altitude appliance is intended to
for use on be suable up to the
equipment” maximum altitude
3000m. The letter
symbols “3000” may be
replaced by those for a
M different numerical value
(in meters) in agreement
< 3 0 O 0 m with actual applications.
The recommended
should be either 2000,
3000, 4000, or 5000
(meters)
TEC 60417 5265 "Off" for a part of] To indicate the "OFF"
® “Graphical symbols equipment condition for a part of
for use on equipment, if the symbol
equipment” 5008 cannot be used, for
example, to identify the
"OFF" position of a
switch.
TEC 60417 5264 "ON" for a part | To indicate the "ON"
“Graphical symbols of equipment condition for a part of
for use on equipment, if the symbol
equipment” 5007 cannot be used, for

"ON" position of a
switch.
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Symbol Standard Number / | Reference | Symbol Title Symbol Explanatory
Standard Title Number
N/A N/A Devices for using| Indicates the item is a
in research device for using in
N/A N/A Cardboard Indicates the
box is cardboard box is
:3 recyclable recyclable
¢y
N/A N/A Stacking limit by| Maximum number of
H number packages that can be
stacked. "n" is the limit
- number.
N/A N/A Fragile, handle | Contents of the
with care distribution packages are
fragile therefore it shall
be handled with care.
N/A N/A Be careful not to | Be careful not to have
put your hands | your finger or hand
in caught by the
mechanism (the column
ﬁa and cover of the focusing
module or between the
objective and specimen)
N/A N/A High eyepoint The eyepiece with an
eyepoint that is far
enough away from the
eyepiece to allow
observation while
wearing eyeglasses
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