Symbols Glossary

for Marking Medical
Devices and Other
Items for Safety in
the Magnetic
Resonance
Environment.

Symbol Standard Reference | Standard Title Symbol Title Explanatory Text
ASTM F2503 Standard Practice Magnetic An item which poses
for Marking Medical | Resonance (MR) unacceptable risks to the
Devices and Other Unsafe patient, medical staff or
Items for Safety in other persons within the
the Magnetic MR environment.
Resonance
Environment.
ASTM F2503 Standard Practice MR Conditional An item with
for Marking Medical demonstrated safety in
Devices and Other the MR environment
Items for Safety in within defined conditions
the Magnetic including conditions for
Resonance the static magnetic field,
Environment. the time-varying gradient
magnetic fields and the
radiofrequency fields.
ASTM F2503 Standard Practice Supplementary Additional information
for Marking Medical | marking for MR that, in association with
Devices and Other Conditional Items | an “MR Conditional”
<conditions for Items for Safety in marking, states the
MR safety> the Magnetic conditions in which an
Resonance item can be used safely
Environment. within the MR
environment
ASTM F2503 Standard Practice MR Safe An item that poses no

known hazards resulting
from exposure to any MR
environment. MR Safe
items are composed of
materials that are
electrically non-
conductive, non-metallic,
and non-magnetic.




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.

\

\

EN 980, Clause 5.18

Symbols for use in
the labelling of
medical devices.

ISO 15223-1, Clause
5.4.3

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

(e

IEC 60601-1, Table
D.1, Symbol 11

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

Consult
instructions for
use

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

essential
performance.
ISO 7000-1641 Graphical symbols
for use on
equipment.
EN 980, Clause Symbols for use in Storage Indicates the
5.17.3 the labelling of temperature temperature limits to
medical devices. range which the medical device
ISO 15223-1, Clause | Medical devices — can be safely exposed.
5.3.7 Symbols to be used
with medical device
labels, labelling and
information to be
supplied.
ISO 7000-0632 Graphical symbols
for use on
equipment.
WEEE Directive Waste and Recycle: Separate collection for
2012/19/EU Electronic Electronic electrical and electronics
Equipment Equipment equipment
Directive

IEC 60601-1, Table

Graphical symbols

D.1, Symbol 19 for use on
equipment.

IEC 60601-1, Table Graphical symbols

D.1, Symbol 19 for use on

equipment.

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

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




EN 980, Clause 5.12

Symbols for use in
the labelling of
medical devices.

ISO 15223-1, Clause
5.1.1

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

ISO 7000-3082

Graphical symbols
for use on
equipment

Manufacturer

Indicates the medical
device manufacturer.

EN 980, Clause 5.13

Symbols for use in
the labelling of
medical devices.

EC

REP

ISO 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.

ISO/DIS 15223-
1:2020(E) DRAFT
Reference no. 5.7.7

Medical Devices —
Symbols to be used
with medical device
labels, labeling, and
information to be
supplied — Part 1:
General
requirements.
(Draft of New
Version)

Medical device

Indicates the item is a
medical device

EN 980, Clause 5.2

Symbols for use in
the labelling of
medical devices.

ISO 15223-1, Clause
5.4.2

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

ISO 7000-1051

Graphical symbols
for use on
equipment

Do not reuse

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

EN 980, Clause 5.10

Symbols for use in
the labelling of
medical devices.

REF

ISO 15223-1, Clause
5.1.6

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

ISO 7000- 2493

Graphical symbols
for use on
equipment

Catalogue or
model number

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

EN 980, Clause 5.4

Symbols for use in
the labelling of
medical devices.

Batch Code

Indicates the
manufacturer's batch




LOT

ISO 15223-1, Clause
5.1.5

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

ISO 7000- 2492

Graphical symbols
for use on
equipment

code so that the batch or
lot can be identified

UDI

ISO 15223-1: 2021

Medical devices —
Symbols to be used
with medical device
labels, labeling, and
information to be
supplied — Part 1:
General
requirements.

Unique device
identifier

Indicates a carrier that
contains unique device
identifier information

SN |

ISO 15223-1: 2021

Medical devices —
Symbols to be used
with medical device
labels, labeling, and
information to be
supplied — Part 1:
General
requirements.

Serial Number

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

ISO 15223-1: 2021

Medical devices —
Symbols to be used
with medical device
labels, labeling, and
information to be
supplied — Part 1:
General
requirements.

Date of
Manufacture

Indicates the date when
the medical device was
manufactured

EN 980, Clause 5.21

Symbols for use in
the labelling of
medical devices.

ISO 15223-1, Clause
5.3.4

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

ISO 7000-0626

Graphical symbols
for use on
equipment.

Keep dry

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

ISO 15223-1, Clause
5.3.1

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

ISO 7000-0621

Graphical symbols
for use on
equipment.

Fragile, handle
with care

Indicates a medical
device that can be
broken or damaged if not
handled carefully.




ISO 15223-1, Clause
5.3.8

Medical devices —

Symbols to be used
with medical device
labels, labelling and
information to be

Storage humidity
range

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

a supplied.
w ISO 7000-2620 Graphical symbols
for use on
equipment.
ISO 7000-0623 Graphical symbols This way up To indicate correct
for use on upright position of the
T equipment. transport package.
|
EU Medical Device The requirements CE marking Signifies European
Directive (MDD) for accreditation technical conformity.
93/42/EEC and market
surveillance relating
EU Medical Device to the marketing of
Regulation (MDR) products; Medical
(2017/745) Device Directive
and European
Medical Device
Regulation.
ISO 15223-1, Clause | Medical devices — Importer Indicates the entity
5.1.8 Symbols to be used importing the medical
with information to device into the locale.
be supplied by the
manufacturer.
ISO 7000-3725 Graphical symbols
for use on
equipment.
ISO 15223-1, Clause Medical devices — Consult Indicates the need for
5.4.3. Symbols to be used | instructions for the user to consult the
with information to | use or consult instructions for use.
T e be supplied by the electronic
@ manufacturer. instructions for An electronic instructions
1 use for use (elFU) indicator
(website address) may
— ~— accompany the symbol
elFU indicator when used to indicate an
instruction to consult an
elFU.
47 CFR Part 15 Radio Frequency Federal Complies with United
Devices (US). Communication States Radio
FCC ID: OH2XXXXX Commission communication

Number (FCC ID
#)

requirements.

IC: 3408B-XXXX

RSS-102

Radio Standards
Specifications (CA).

Industry Canada
Radio
Communications
License (IC:#)

Complies with Industry
Canada Radio
communication
requirements.




AS/NZS 4417.1:2012

Australian Radio
Communications
Requirements.

Australian Radio
Communications
License

Complies with Australian
Radio communications
requirements.

i-ion

N/A N/A U8 Safety Tested Cleared for sale by TUV
cTUV mark SUD.

N/A N/A BAUART, Type Cleared for sale by TUV
Tested TUV Mark | SUD.

N /A The Act on the Li-ion Recycling Indicates the presence of

Promotion of
Effective Utilization
of Resources and
the Treatment of
Specified
Resources-recycled
Products Stipulated
in the Act

Lithium-ion Batteries

ISO 7010-W012

Registered Safety
Signs

General Warning
Symbol

Warning Electrical
Hazard

ISO 7010-W012

Registered Safety
Signs

Pinching Hazard
Symbol/
Warning;
Crushing of hands

To warn of a closing
motion of mechanical
parts of equipment

N/A

N/A

Table Adapter
Installation
Symbol

Symbol used to help user
properly install the table
adapters.




