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Abstract

This document specifies different symbols used to express information supplied for a medical device. This document is applicable to
symbols used in a broad spectrum of medical devices, that are available globally and to meet different regulatory requirements.
These symbols can be used on the medical device itself, on its packaging, or in the accompanying information. The requirements of

this document are not intended to apply to symbols specified in other standards.
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Introduction

Definition

A medical device can be any instrument, apparatus, implement,
machine, appliance, implant, reagent for in vitro use, software,
material, or another similar or related article, intended by the
manufacturer to be used, alone or in combination for the
medical purpose [1].

The term Labelling includes all information provided with the
device. This includes labels, symbols, warnings, instructions, or
control labels applied to the device or incorporated into the
design by color, printing, machining, or molding [2].

The symbol is a graphical representation appearing on the
label and/or associated documentation of a medical device that
communicates characteristic information without the need for
the supplier or receiver of the information to have knowledge
of the language of a particular nation or people [3].

[S015223-1:2021 identifies requirements for symbols used in Countries Medical Device Classification

. . . . . lass-
medical d.ev1ce labeling .that corllvey 1nforma.t10n on the safe INDIA Class-A Class-B Class-C Class
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symbols specified in other standards [4].

The necessity of using symbols in labeling of Medical
devices

1. The labeling of each uniquely labeled medical device can
communicate the same information using stand-alone symbols
or symbols with adjacent explanatory text.

[40]

2. Exporters probably use labels with stand-alone symbols
because it is cheaper to a design labeling with a common set of
stand-alone symbols versus creating a labelling with no
symbols for each nation with different language.

3. The use of graphical symbols as an alternative to written text
has many advantages for manufactures who have space
limitations on their labels.

4. Graphical symbols are items that carry information essential
for their safe and proper use.

5. Symbols used in medical device labeling convey information
on the safe and effective use of medical devices [5].
Classification of Medical Devices

Medical devices are classified into classes based on the
intended use and risk that a device enacts on the patient/ user
[6,7,8,9,and 10].

Medical device classification in different countries:

*Note: In the classification of Medical devices, as the level of
classes increases the level of risk increases, similarly decrease
in the level of classes decreases the level of risk.

Different Symbols Used in Labelling of Medical Device
Different symbols used in the labeling of medical devices which
are marketed globally are given below [3, 11, 12]
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[41]
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[42]
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Conclusion 3. Symbols to be used on labelling (ISO 15223) &

Therefore, the symbols used on the labeling of medical devices
convey information about the safety and effective use of
medical devices, which are marketed globally and therefore
meet different regulatory requirements.
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