Symbols Glossary

This document contains symbols that may appear on the product packaging or labeling. It provides information on the symbol including the standard title
and reference, symbol title, and description, where available.

Please read the full Instructions for Use for detailed information on proper use, indications, contraindications, warnings, and precautions. This document
does not replace the Instructions for Use.

Symbols from standards

requirements

Community/European
Union

Symbol Standard reference Standard title Symbol title Explanatory text
ISO 15223-1, Clause 5.1.1 | Medical devices — Symbols to be used | Manufacturer Indicates the medical device manufacturer
with information to be supplied by the
manufacturer — Part 1: General
requirements
ISO 15223-1, Clause 5.1.2 | Medical devices — Symbols to be used | Authorized Indicates the authorized representative in the
with information to be supplied by the representative in the |European Community/European Union
manufacturer — Part 1: General European

ISO 15223-1, Clause 5.1.3

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

Date of manufacture

Indicates the date when the medical device
was manufactured

]
-

LOT

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

ISO 15223-1, Clause 5.1.4 | Medical devices — Symbols to be used |Use-by date Indicates the date after which the medical
with information to be supplied by the device is not to be used
manufacturer — Part 1: General
requirements

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

that the batch or lot can be identified
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Symbol Standard reference

Standard title

Symbol title

Explanatory text

ISO 15223-1, Clause 5.1.6

REF

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

Catalogue number

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

ISO 15223-1, Clause 5.1.7

SN

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

Serial number

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

ISO 15223-1, Clause 5.2.8

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

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

Indicates that 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

Indicates a medical device that needs

QM ISO 15223-1, Clause 5.3.2 | Medical devices — Symbols to be used |Keep away from
..--77‘--.. with information to be supplied by the | sunlight protection from light sources
A\ manufacturer — Part 1: General
o requirements
i ISO 15223-1, Clause 5.3.4 |Medical devices — Symbols to be used |Keep dry Indicates a medical device that needs to be

with information to be supplied by the
manufacturer — Part 1. General
requirements

protected from moisture

ISO 15223-1, Clause 5.3.7

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

Temperature limit

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

ISO 15223-1, Clause 5.3.8

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

Humidity limitation

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

ISO 15223-1, Clause 5.4.2

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

Do not re-use

Indicates a medical device that is intended for
one single use only
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Symbol

Standard reference

Standard title

Symbol title

Explanatory text

ISO 15223-1, Clause 5.4.3

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

Consult instructions
for use or consult
electronic instructions
for use

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

> | =

ISO 15223-1, Clause 5.4.4

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

Caution

Indicates that caution is necessary when
operating the device or control close to where
the symbol is placed, or that the current
situation needs operator awareness or
operator action in order to avoid undesirable
consequences

IVD

ISO 15223-1, Clause 5.5.1

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

In vitro diagnostic
medical device

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

UDI

ISO 15223-1, Clause 5.7.10

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

Unique device
identifier

Indicates a carrier that contains unique device
identifier information

EN 50419

Marking of electrical and electronic
equipment (EEE) in respect to separate
collection of waste EEE (WEEE)

Separate collection
for electrical and
electronic equipment

This electrical and electronic equipment is
subject to separate waste collection with a
view to minimizing the disposal of waste
electrical and electronic equipment as unsorted
municipal waste

I

IEC 61010-1, Clause 5.1.3 | Safety requirements for electrical Direct current Direct current
— equipment for measurement, control,
- E m and laboratory use - Part 1: General

requirements
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Symbols not from standards

Symbol

Reference

Title

Symbol title

Explanatory text

Regulation (EC) No
1223/2009, Annex VII (2)

Regulation (EC) No 1223/2009 of the
European Parliament and of the Council
of 30 November 2009 on cosmetic
products

Period-after-opening

The period of time after opening for which the
product is safe and can be used without any
harm to the consumer.

€3 Bluetooth’

Regulation (EU) 2017/746, |Regulation (EU) 2017/746 of the CE marking A marking by which a manufacturer indicates
Annex V (1) European Parliament and of the Council that a device is in conformity with the
of 5 April 2017 on in vitro diagnostic applicable requirements set out in this
medical devices and repealing Directive Regulation and other applicable Union
98/79/EC and Commission Decision harmonisation legislation providing for its
2010/227/EU affixing.
Trademarks of PRO N/A Green dot In order to make it clear that one has thus
EUROPE assumed responsibility for one's packaging, a
contract can be concluded on a voluntary basis
with the individual PRO Europe systems for the
use of the trademark Green Dot on packaging.
Trademarks of Bluetooth N/A Bluetooth Bluetooth wireless technology.

Special Interest Group (SIG)
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