
Symbol Glossary

Symbol Standard
Reference

Standard Title Symbol Title Explanatory Text

ISO 15223-1
Clause 5.1.5

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Batch code Software version (ex: v1.7.0)

ISO 15223-1
Clause 5.1.6

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Catalog or model
number

Software build ID (Date + Operating
System + Supported computation mode)

ISO 15223-1
Clause 5.4.4

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

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.

NA NA Warning Indicates a limitation in use and steps that
must be taken to prevent potential safety
concerns.

NA NA Prescription only Caution: Federal Law (USA) restricts this
device to sale by or on the order of a
licensed healthcare practitioner. Requires
prescription in the United States (made in
compliance with 21 CFR Part 801.109).

Device is intended for use by trained
medical professionals only.

ISO 15223-1
Clause 5.4.3

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Consult instructions
for use or consult
electronic instructions
for use

Indicates that the user needs to consult the
instructions for use
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Symbol Standard
Reference

Standard Title Symbol Title Explanatory Text

ISO 15223-1
Clause 5.1.1

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Manufacturer Indicates the medical device manufacturer

ISO 15223-1
Clause 5.1.8

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Importer Indicates the entity importing the medical
device into the local

ISO 15223-1
Clause 5.1.9

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Distributor Indicates the entity distributing the medical
device into the local

ISO 15223-1
Clause 5.7.7

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Medical device Indicates the item is a medical device

ISO 15223-1
Clause 5.7.10

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Unique Device
Identifier

Indicates a carrier that contains unique
device identifier information

1912

N/A N/A CE Mark CE Mark followed by the identification
number of the notified body responsible for
the conformity assessment procedures
(made in compliance with Regulation (EU)
2017/745, Article 20 and Annex V)

N/A N/A UKCA Mark UKCA mark (made in compliance with UK
Medical Devices Regulations (2002)

ISO 15223-1
Clause 5.1.2

Medical devices - Symbols to be used with
medical device labels, labeling and
information to be supplied.

Authorized
representative in the
European
Community/European
Union

Indicates the authorized representative in
the European Community/European Union
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Symbol Standard
Reference

Standard Title Symbol Title Explanatory Text

N/A NA Authorized
representative for
Switzerland

Indicates the authorized representative in
Switzerland (Made in compliance with
Swiss Medical Device Ordinance (MedDO;
SR 812.213) and the associated
Information sheet on Obligations of
Economic Operators).

Document History

Revision Date Description

01 2023-09-19 First Document Issue

02 2024-03-05 Addition of the identification number of the notified body responsible for the conformity assessment
procedures under Regulation (EU) 2017/745; addition of the UKCA marking
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