Symbols Glossary

SYMBOL STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

ISO 15223-1, Clause 5.1.6

REF

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Catalogue number

Indicates the manufacturer's
catalogue number so that the
medical device can be identified.

ISO 15223-1, Clause 5.1.1

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Manufacturer

Indicates the medical device
manufacturer.

ISO 15223-1, Clause 5.2.3

STERILEEO

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Sterilized using ethylene oxide

Indicates a medical device that has
been sterilized using ethylene oxide.

ISO 15223-1, Clause 5.2.6

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Do not resterilize

Indicates a medical device that is not
to be resterilized.

SO 15223-1, Clause 5.2.7

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Non sterile

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

ISO 15223-1, Clause 5.2.8

@p®

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied .

Do not use if package is
damaged

Indicates a medical device that
should not be used if the package has
been damaged or opened.
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SYMBOL STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

ISO 15223-1, Clause 5.4.2

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Do not reuse

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

ISO 15223-1, Clause 5.6.3

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Non-pyrogenic

Indicates a medical device that is
non-pyrogenic.

LOT

be used with medical device
labels, labelling and
information to be supplied.

ISO 15223-1, Clause 5.4.4 Medical devices — Symbolsto | Caution Indicates the need for the user to
be used with medical device consult the instructions for use for
labels, labelling and important cautionary information
information to be supplied. such as warnings and precautions that

cannot, for a variety of reasons, be
presented on the medical device
itself.

ISO 15223-1, Clause 5.1.5 Medical devices — Symbols to | Batch code Indicates the manufacturer's batch

code so that the batch or lot can be
identified.

ISO 15223-1, Clause 5.1.7

SN

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Serial number

Indicates the manufacturer's serial
number so that a specific medical
device can be identified.

ISO 15223-1, Clause 5.1.3

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Date of manufacture

Indicates the date when the medical
device was manufactured.

ISO 15223-1, Clause 5.1.4

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Use-by date

Indicates the date after which the
medical device is not to be used.
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SYMBOL

STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

EC

REP

SO 15223-1, Clause 5.1.2

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Authorized European
representative

Indicates the Authorized
representative in the European
Community.

IVD

ISO 15223-1, Clause 5.5.1

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

In vitro diagnostic medical
device

Indicates a medical device that is
intended to be used as an in vitro
diagnostic medical device.

ISO 15223-1, Clause 5.4.3

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied

Consult instructions for use

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

IEC 60601-1, Table D.2,
Symbol 10

Medical electrical equipment
— Part 1: General
requirements for basic safety
and essential performance.

Follow instructions for use

Refer to instruction manual/booklet.

> O

ISO 7010, Graphical symbols -- Safety
MO002 Colours and Safety signs -
Registered safety signs
IEC 60601-1, Medical electrical equipment General Warning Sign To signify a general warning
Table D.2, — Part 1: General
Symbol 2 requirements for basic safety
and essential performance.
ISO 7010, Graphical symbols -- Safety
w001 Colours and Safety signs -

Registered safety signs

DEHP

EN 15986, Clause 4.2

Symbol for use in the labelling
of medical devices.
Requirements for labelling of
medical devices containing
phthalates.

DEHP di(2-ethylexyl) phthalate

Indicates presence of di(2-ethylhexyl
Phthalate (DEHP).
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SYMBOL

STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

Ig(On!y

21 CFR 801.15(c)(1)(i)F

Labeling-Medical devices;
prominence of required label
statements.

21 CFR 801.109

Labeling-Prescription devices.

Prescription only

Caution: Federal (USA) law restricts
this device to sale by or on the order
of a physician.

EN 50419

Marking of Electrical and
Electronic Equipment in
accordance with Article 11(2)
of Directive 2002/96/EC
(WEEE).

Recycle: Electronic Equipment

Do not throw in trash.

ISO 15223-1, Clause 5.3.1

Medical devices — Symbols to

Fragile, handle

Indicates a medical device that can

be used with medical device with care be
labels, labelling and broken or damaged if not handled
information to be supplied. carefully.

‘, ISO 15223-1, Clause 5.3.4 Medical devices — Symbolsto | Keep dry Indicates a medical device that needs

be used with medical device
labels, labelling and
information to be supplied.

to be protected from moisture.

ISO 15223-1, Clause 5.3.5

Medical devices — Symbols to

Lower limit of

Indicates the lower limit of

be used with medical device temperature temperature to which the medical
labels, labelling and device can be safely exposed.
information to be supplied.

ISO 15223-1, Clause 5.3.6 Medical devices — Symbols to Upper limit of Indicates the upper limit of
be used with medical device temperature temperature to which the medical
labels, labelling and device can be safelyexposed.
information to be supplied.

ISO 15223-1, Clause 5.3.7 Medical devices — Symbols to | Temperature Indicates the temperature limits to
be used with medical device limit which the medical device can be

labels, labelling and
information to be supplied.

safely exposed.
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SYMBOL STANDARD REFERENCE STANDARD TITLE SYMBOL TITLE EXPLANATORY TEXT
ISO 15223-1, Clause 5.3.8 Medical devices — Symbols to Humidity Indicates the range of humidity to
be used with medical device limitation which the medical device can be

labels, labelling and
information to be supplied.

safely exposed.

D&,

ISO 15223-1, Clause 5.3.9

Medical devices — Symbols to
be used with medical device
labels, labelling and
information to be supplied.

Atmospheric Pressure

Indicates the range of atmospheric
pressure to which the medical device
can be safely exposed.

IEC 60529 Degrees of Protection Provided | Degree of Ingress Protection Degree of protection against ingress
IPX1 by Enclosures (IP Code). Provided by Enclosure of water and particulate matter
IPX5

IEC 60601-1, Medical electrical equipment Equipotentiality To identify the terminals which, when

Table D.1, — Part 1: General connected together, bring the various

Symbol 8 requirements for basic safety parts of an equipment or of a system

and essential performance.

IEC 60417-5021

Graphical Symbols for Use on
Equipment

to the same potential, not necessarily
being the earth (ground) potential e.g.
for local bonding.

IEC 60417-5335

Graphical Symbols for Use on
Equipment

Type CF applied part

To identify a type CF applied part
complying with IEC 60601-1

Cle G

IEC 60417-5007, 5008

Graphical Symbols for Use on
Equipment

"ON" (power)
"OFF" (power)

To indicate connection to or from the
mains, at least for mains switches or
their positions, and all those cases
where safety is involved.
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SYMBOL

STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

IEC 60417-5010

Graphical Symbols for Use on
Equipment

"ON"/"OFF" (push-push)

To indicate connection to or
disconnection from the mains, at least
for mains switches or their positions,
and all those cases where safety is
involved.

IEC 60417-5019

Graphical Symbols for Use on
Equipment

Protective earth; protective
ground

To identify any terminal which is
intended for connection to an
external conductor for protection
against electric shock in case of a
fault, or the terminal of a protective
earth (ground) electrode.

IEC 60417-5034 Graphical Symbols for Use on Input To indicate an input terminal.
Equipment
IEC 60417-5035 Graphical Symbols for Use on Output To indicate an output terminal.

Equipment

®
D
G
1

IEC 60417-5036

Graphical Symbols for Use on
Equipment

Dangerous voltage

To indicate hazards arising from
dangerous voltages.

@
b
Cx

IEC 60417-5236 Graphical Symbols for Use on Draining To identify the draining control.
Equipment
IEC 60417-5448 Graphical Symbols for Use on Input/output To identify a combined input/output

Equipment

connector or mode.

IEC 60417-5795

Graphical Symbols for Use on
Equipment

ECG triggered display

To identify the control or the indicator
for the display of electrocardiogram
(ECG) triggered sequences.
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STANDARD REFERENCE

STANDARD TITLE

SYMBOL TITLE

EXPLANATORY TEXT

le][e]

IEC 60417-5850

Graphical Symbols for Use on
Equipment

Serial interface

To identify a connector for a serial
data connection.

IEC 60417-6024

Graphical Symbols for Use on
Equipment

Inlet for liquid

To identify inlet connections for the
cooling liquid.

IEC 60417-6025

Graphical Symbols for Use on
Equipment

Outlet for liquid

To identify outlet connections for the
cooling liquid.

IEC 60417-6046

Graphical Symbols for Use on
Equipment

Rated power input, d.c.

To indicate a d.c. rated power input.

ISO 7000 - 0623

Graphical Symbols for Use on
Equipment

This way up

To indicate correct upright position
of the transport package.

ISO 7000 - 3500

Graphical Symbols for Use on
Equipment

Electronic instructions for use

To indicate on product or product
packaging that relevant information
for use of the product is available in
electronic form rather than, or in
addition to, printed paper form.

Regulation (EU) 2017/745,
Article 2 (43), Annex V

Medical Devices Regulation

CE Marking

Indicates that a device is in
conformity with the applicable
requirements set out in the Medical
Device Regulation and other
applicable Union harmonisation
legislation providing for its affixing.

N/A

N/A

USB Port

Identify USB (Universal Serial Bus)
connection port.
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SYMBOL STANDARD REFERENCE STANDARD TITLE SYMBOL TITLE EXPLANATORY TEXT

N/A N/A Lithium Battery Class 9 Lithium ion batteries contained in
equipment or Lithium ion batteries
packed with equipment.

N/A N/A N/A Lithium Battery Caution. Do not load
or transport package if damaged.

N/A N/A N/A Cargo Aircraft Only, Forbidden in
Passenger Aircraft.

N/A N/A N/A Indicates quantity.
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