MEDICAL

ENTERPRISES
Symbol Title Standard Reference number
CE marking, May include MDD 93/42/EEC Annex XII
Notified Body. Signifies Europe- | MDR 2017/745 Article 20
an technical conformity. Regulation (EC) Annex II
765/2008
Manufacturer. Indicates the medi- | ISO 15223-1 Medical devices — Symbols | 5.1.1
cal device manufacturer, as defined | to be used with medical device labels,
in EU Directives 90/385/EEC, labelling, and information to be sup-
93/42/EEC, 98/79/EC, and EU plied
Regulation 2017/745.
Country of manufacture ISO 15223-1 Medical devices — Symbols | 5.1.11
to be used with medical device labels,
labelling, and information to be sup-
cc plied. “CC” is replaced by the two
letter country code.
Date of manufacture ISO 15223-1 Medical devices — Sym- | 5.1.3
bols to be used with medical device
labels, labelling, and information to be
supplied.
Indicates the item is ISO 15223-1 Medical devices - Symbols | 5.7.7
M D a medical device. to be used with medical device labels,
labelling, and information to be sup-
plied
Manufacturer’s serial number ISO 15223-1 Medical devices - Symbols | 5.1.7

SN

so that a specific medical device
can be identified.

to be used with medical device labels,
labelling, and information to be sup-
plied

Refer to instruction

EC 60601-1. Medical electrical equip-

Reference no. Table

warning sign

Graphical symbols- Safety colours
and safety signs —Registered safety
signs

manual/booklet ment — Part 1: General requirements. | D.2, Safety sign 10
for basic safety and essential perfor- (ISO 7010-M002)
mance

Caution ISO 15223-1:2012 Medical devices -- 5.4.4

NOTE: When this symbol is Symbols to be used with medical device

marked directly on the medical labels, labelling and information to be

device, the definition to the right is | supplied -- Part 1: General requirements

correct.

: General ISO 7010 WO001
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Symbol Title Standard Reference number
Recycle: Marking of electrical and electronic Fig. 1
Electronic equipment in accordance with article 11(2)
Equipment of Directive 2002/96/EC (WEEE)

WEEE Directive 2012/19/EU

A

Alternating current.

IEC 60417— Graphical Symbols for Use on
Equipment Use on Equipment

IEC 60417-5032

((i))

Non-ionising radiation.

IEC 60417-5140 — Graphical Symbols for
Use on Equipment (FCC and IC registration
numbers for

RFID wireless technology)

IEC 60417-5140

R

Type B equipment.

IEC 60417— Graphical Symbols for Use on
Equipment

IEC 60417-5840

Type BF equipment. To
identify a type BF
applied part complying
with IEC 60601-1.

IEC 60417— Graphical Symbols for Use on
Equipment

IEC 60417-5333

Warning:
Electricity

ISO 7010 Graphical symbols
- Safety colours and safety signs —
Registered safety signs

WO012

Protective earth

IEC 60417: Graphical symbols for use on
equipment

IEC 60417-5019

A
ZN
D
®
-

LOT

Do not use if package is | ISO 15223-1:2012 Medical devices -- Symbols |5.2.8
damaged to be used with medical device labels, label-

ling and information to be supplied -- Part 1:

General requirements
Date after which the ISO 15223-1:2012 Medical devices -- Symbols |5.1.4
medical device is not to | to be used with medical device labels, label-
be used. ling and information to be supplied -- Part 1:

General requirements
Lot number ISO 15223-1:2012 Medical devices -- Symbols | 5.1.5

to be used with medical device labels, label-
ling and information to be supplied -- Part 1:
General requirements
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Symbol Title Standard Reference number
Catalogue number ISO 15223-1:2012 Medical devices -- Symbols | 5.1.6
RE F to be used with medical device labels, labelling
and information to be supplied -- Part 1: Gen-
eral requirements
Packaging unit. To indi- | ISO 7000/IEC 60417 2794
cate the number of pieces
in the package.
Indicates a carrier that | ISO 15223-1 Medical devices — Symbols to be | 5.7.10

UDI

contains Unique Device
Identifier information.

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

I ON Button. IEC 60417-5009 - Standby symbol, indicatesa | IEC 60417-5009
sleep mode or low power state. The switch does
not fully disconnect the device from its power
supply.
Speaker volume

<)

A

Temperature limit

ISO 15223-1:2012 Medical devices -- Symbols

to be used with medical device labels, labelling
and information to be supplied -- Part 1: Gen-
eral requirements

5.3.7

Humidity limitation

ISO 15223-1 Medical devices -

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

information to be supplied

53.8

Pinch Point/Entanglement
Hazard Symbol

ANSI Z535.4 / ISO 3864-2 Graphical symbols
— Safety colours and safety signs

Part 2: Design principles for product safety
labels

ISO 3864-2

A

Warning; Crushing of
Hands
Pinch Point

ISO 7010

Graphical symbols- Safety colours

and safety signs —Registered safety

signs

To warn of a closing motion of mechanical
parts of equipment.

WO024

Handle with care.
Indicates a medical
device that can be bro-
ken or damaged if not
handled carefully.

ISO 15223-1 Medical devices —
Symbols to be used with medical device labels,
labelling, and information to be supplied

5.3.1
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Symbol Title Standard Reference number
Do not reuse ISO 15223-1:2012 Medical devices -- Sym- | 5.4.2
bols to be used with medical device labels,
labelling and information to be supplied --
Part 1: General requirements
Do not re-sterilise ISO 15223-1:2012 Medical devices -- Sym- | 5.2.6
bols to be used with medical device labels,
i labelling and information to be supplied --
Part 1: General requirements
Contains or presence ISO 7000/IEC 60417 Graphical symbols | 2725
of phthalates (DEHP). | for use on equipment BS EN 15986
Ir}dlcates the presence of | Symbol for use in the labelling of medi-
DEHP di (2-ethylhexyl phthalate | 5] devices ~Requirements for labelling
(DEHP), and/or benzyl | ;¢ o dical devices containing phthalates
butyl phthalate (BBP),
and/or dibutyl phthalate
(DBP).
STERILE [EO Sterilised using ethylene | ISO 15223-1:2012 Medical devices -- Sym- | 5.2.3
oxide. bols to be used with medical device labels,
labelling and information to be supplied --
Part 1: General requirements
Single sterile ISO 15223-1 Medical devices - 5.2.11
barrier system Symbols to be used with medical device
labels, labelling, and information to be
supplied
/=3 |Single sterile ISO 15223-1 Medical devices - Symbolsto [ 5.2.14
‘I \' barrier system with be used with medical device labels, labelling,
N\ < /s | protective packaging and information to be supplied
=== outside
Non-pyrogenic ISO 15223-1 Medical devices — 5.6.3
Symbols to be used with medical device
labels, labelling, and information to be sup-
plied
S Keep dry. Indicatesa | ISO 15223-1 Medical devices - 5.3.4
‘o’ ¢ | medical device that Symbols to be used with medical device
needs to be protected | labels, labelling, and information to be sup-
from moisture. plied
\\ | /. Keep away from sun- | ISO 15223-1 Medical devices - 5.3.2
- ® ~ light. Indicates a med- Symbols to be used with medical device
/ | ical device that needs | labels, labelling, and information to be sup-
N protection from light | Plied
o sources.
X DO NOT USE blades
’ to open box
4
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