6 EMED

Symbol Glossary

Symbol Symbol Title Explanatory Text Standard Reference Standard Title
. . . SO 15223-1: 2071 Medical dfavu.:es — Syl.*nbols to be
Indicates the medical device used with information to be
Manufacturer Reference no. 5.1.1. (ISO 7000- )
manufacturer supplied by the manufacturer —

3082)

Part 1: General requirements.

SO 15223-1: 2021

Medical devices — Symbols to be

Manufacturing Indicates the date when the medical used with information to be
. Reference no. 5.1.3. (ISO 7000- )
date device was manufactured 2497) supplied by the manufacturer —
Part 1: General requirements.
. . SO 15223-1: 2071 Medical d.evic.:es — Syr.nbols to be
Country of To identify the country of manufacture used with information to be
Reference no. 5.1.11. (IEC )
cc Manufacture of products supplied by the manufacturer —

60417-6049)

Part 1: General requirements.

Batch number

LOT

Indicates the manufacturer’s batch
number so that the batch or lot can be
identified

ISO 15223-1: 2021
Reference no. 5.1.5. (ISO 7000-
2492)

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

Sterilized using
Ethylene Oxide

StenLeeo

Indicates a medical device that has
been sterilized using ethylene oxide

ISO 15223-1: 2021
Reference no. 5.2.3. (ISO 7000-
2501)

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

Standard Practice for Marking

An item that is known to pose hazards Medical Devices and Other Items
MR Unsafe ) . ASTM F2503-20 . .

in all MRI environments for Safety in the Magnetic

Resonance Environment
Indicates that caution is necessary Medical devices — Symbols to be

when operating the device or control ISO 15223-1: 2021 used with information to be
Caution close to where the symbol is placed, or | Reference no. 5.4.4. (ISO 7000- supplied by the manufacturer —
to indicate that the current situation 0434A) Part 1: General requirements.

needs operator awareness or operator
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action in order to avoid undesirable
consequences

Consult

@ use

Indicates the need for the user to
consult the instructions for use
iso_15223 Consult instructions for use
iso_grs_7000_1641 Operator's manual;
operating instructions

ISO 15223-1: 2021
Reference no. 5.4.3. (ISO 7000-
1641)

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

Refer to
instruction
manual/booklet

instructions for

To signify that the instruction
manual/booklet must be read

IEC 60601-1, Reference no.
Table D.2, Safety sign 10 (I1SO
7010-M002)

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

Medical Device

MD

Indicates the item is a medical device

1ISO 15223-1: 2021
Reference no. 5.7.7.

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

To sale by or on
RxOnly the order of a

physician.

Caution: Federal (US) law restricts this
device to sale by or on the order of a
physician.

c) (1) (i) (F)
(b) (1)

21 CFR 801.15
21 CFR 801.109

Do not re-use

@

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

ISO 15223-1: 2021
Reference no. 5.4.2. (ISO 7000-
1051)

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

Do not resterilize

@

To indicate that the device should not
be re-sterilized after it once has been
sterilized.

ISO 15223-1: 2021
Reference no. 5.2.6. (ISO 7000-
2608)

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

Single patient
multiple use

an)

Indicates a medical device that may be
used multiple times (multiple
procedures) on a single patient

ISO 15223-1: 2021
Reference no. 5.4.12. (ISO
7000-3706)

Medical devices — Symbols to be
used with information to be
supplied by the manufacturer —
Part 1: General requirements.
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Single sterile
barrier system

Indicates a single sterile barrier system

ISO 15223-1: 2021
Reference no. 5.2.11. (I1SO
7000-3707)

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

Single sterile
barrier system
with protective

packaging outside

Indicates a single sterile barrier system
with protective packaging outside

ISO 15223-1: 2021
Reference no. 5.2.14. (ISO
7000-3709)

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

Does not contain
or has presence of
natural rubber

Indicates the medical device is not
made of natural rubber or dry natural
rubber latex as a material of
construction within the medical device
or its packaging

ISO 15223-1: 2021
Reference no. 5.4.5. (ISO 7000-
2725). Annex B for the general

prohibition symbol and
negation symbol

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

Does not contain
or has presence of
natural rubber

Indicates the medical device is not
made of natural rubber or dry natural
rubber latex as a material of
construction within the medical device
or its packaging

N/A

N/A

Does not contain
DEHP

Indicates the medical device does not
contain di(2-ethylhexyl) phthalate
(DEHP) or may contain a minimum

amount within acceptable or
undetectable levels.

ISO 3864-1 (ISO 7000-2725)

Graphical symbols — Safety
colours and safety signs — Part 1:
Design principles for safety signs
and safety markings

Does not contain
DEHP

Indicates the medical device does not
contain di(2-ethylhexyl) phthalate
(DEHP) or may contain a minimum

amount within acceptable or
undetectable levels.

N/A

N/A
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Symbol Symbol Title Explanatory Text Standard Reference Standard Title
. . . . SO 15223-1: 2071 Medical d.eV|<.:es—Syr.nboIs to be
) Indicates a medical device that is non- used with information to be
Non-pyrogenic . Reference no. 5.6.3. (ISO 7000- .
pyrogenic 2724) supplied by the manufacturer —
Part 1: General requirements.
Medical devices — Symbols to be
150 15223-1: 2021 used with information to be
Fluid Path Indicates the presence of a fluid path Reference no. 5.6.2. (ISO 7000- )
supplied by the manufacturer —
—— 2722) .
Part 1: General requirements.
' SO 15223-1: 2071 Medical d'evic':es — Syr'nbols to be
_— Indicates the number of drops per used with information to be
Drops per millilitre i Reference no. 5.6.4. (ISO 7000- .
millilitre supplied by the manufacturer —
2726) .
Part 1: General requirements.
1 Indi infusi fusi Medical ices — I
o . ndicates an in usmrw or traT\s usion SO 15223-1: 2071 edica d.eV|Fes Syr.’nbo s to be
15 Liquid filter with system of the medical device that used with information to be
pm . . . . . Reference no. 5.6.5. (ISO 7000- )
- — pore size contains a filter of a particular nominal 2727) supplied by the manufacturer —
' pore size Part 1: General requirements.
. . ISO 15223-1: 2021 Medical devices — Symbols to be
L Indicates the upper temperature limits o .
Upper limit of . . . Reference no. 5.3.6. (ISO 7000- used with information to be
to which the medical device can be .
temperature 0632) supplied by the manufacturer —

safely exposed.

Part 1: General requirements.

Lower limit of
temperature

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

ISO 15223-1: 2021
Reference no. 5.3.5. (ISO 7000-
0632)

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

Temperature limit

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

ISO 15223-1: 2021
Reference no. 5.3.7. (ISO 7000-
0632)

Medical devices — Symbols to be
used with information to be
supplied by the manufacturer —
Part 1: General requirements.
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Don’t use if the
product sterile
barrier system or
its packaging is
compromised and
consult
instructions for
use

Indicates that a medical device that
should not be used if the product sterile
barrier system or its packaging has been

damaged or opened and that the user
should consult the instructions for use
for additional information.

ISO 15223-1: 2021
Reference no. 5.2.8. (ISO 7000-
2606)

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

CE Mark

C€

(43) ‘CE marking of conformity’ or ‘CE
marking’ means a marking by which a
manufacturer indicates that a device is
in conformity with the applicable
requirements set out in this Regulation
and other applicable Union
harmonisation legislation providing for
its affixing

EU 2017-745 EU 2017-746
Reference no. ANNEX V

REGULATION (EU) 2017/745 OF
THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 5 April 2017
on medical devices, amending
Directive 2001/83/ EC, Regulation
(EC) No 178/2002 and Regulation
(EC) No 1223/2009 and repealing
Council Directives 90/385/ EEC
and 93/42/EEC

CE Mark with
Notified Body
Reference # #it#

XXXX

Ce-

Indicates the CE Marking with Notified
Body reference # displayed.

(43) ‘CE marking of conformity’ or ‘CE
marking’ means a marking by which a
manufacturer indicates that a device is
in conformity with the applicable
requirements set out in this Regulation
and other applicable Union
harmonisation legislation providing for
its affixing

EU 2017-745 EU 2017-746
Reference no. ANNEX V

REGULATION (EU) 2017/745 OF
THE EUROPEAN PARLIAMENT AND
OF THE COUNCIL of 5 April 2017
on medical devices, amending
Directive 2001/83/ EC, Regulation
(EC) No 178/2002 and Regulation
(EC) No 1223/2009 and repealing
Council Directives 90/385/ EEC
and 93/42/EEC
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Symbol Symbol Title Explanatory Text Standard Reference Standard Title
Medical devices — Symbols to b
Indicates the manufacturer’s catalogue ISO 15223-1: 2021 euslzz wii\rl:(i:s:orma:?c;ncfc; boe €
REF Catalogue number | number so that the medical device can | Reference no. 5.1.6. (ISO 7000- .
be identified 2493) supplied by the manufacturer —
Part 1: General requirements.
, , . Medical devices — Symbols to be
Indicates the manufacturer’s serial ISO 15223-1: 2021 used with information to be
SN Serial number number so that a specific medical Reference no. 5.1.7. (ISO 7000- )
. . - supplied by the manufacturer —
device can be identified 2498) i
Part 1: General requirements.
The GS1 identification key used to
Global trade item | identify trade items. The key comprises
GTIN Y ceveomp N/A N/A
number a GS1 Company Prefix, an item

reference and check digit.

UDI

Unique device

Indicates a carrier that contains unique ISO 15223-1: 2021

Medical devices — Symbols to be
used with information to be

identifier device identifier information Reference no. 5.7.10. supplied by the manufacturer —

Part 1: General requirements.
Medical devices — Symbols to be
. I . ISO 15223-1: 2021 o _
Indicates the entity importing the used with information to be
Importer . o Reference no. 5.1.8. (ISO 7000- )
medical device into the locale 3725) supplied by the manufacturer —
Part 1: General requirements.
Authorized

Representative in
the European
Community /

European Union

Indicates the Authorized
Representative in the European
Community / European Union

ISO 15223-1: 2021
Reference no. 5.1.2.

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

Use-by date

ISO 15223-1: 2021
Reference no. 5.1.4. (ISO 7000-
2607)

Indicates the date after which the
medical device is not to be used

Medical devices — Symbols to be
used with information to be
supplied by the manufacturer —
Part 1: General requirements.
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Symbol Glossary
Symbol Symbol Title Explanatory Text Standard Reference Standard Title
) Indicates the number of units in the
Quantity N/A N/A
package.

Packaging unit

To indicate the number of pieces in the

package.

ISO 7000-2794

Graphical symbols for use on
equipment — Registered symbols

k10

Length Indicates medical device length. N/A N/A

Number of needles present in the
Number of . . .

infusion set. X is replaced by the N/A N/A

needles

number of needles.
Approximate amount of fluid or
Approximate medication remaining in the
Crooxmd | PP Seieano & N/A N/A
priming volume administration set after the drug

volume is infused.

Indicates manufacturer’s approved

ISO 15223-1: 2021

Medical devices — Symbols to be

Keep dry / Keep
away from rain

To indicate that the transport package

shall be kept away from rain and in dry

conditions.

'45 . used with information to be
%ﬂ Distributor distributor of products Reference no. 5.1.3. supplied by the manufacturer —
‘ (ISO 7000-3724) v .
Part 1: General requirements.
Indicates manufacturer’s phone
e Telephone I uractu P N/A N/A
number.
@ Website Indicates manufacturer’s website. N/A N/A
Indicat facturer’s physical
g Address ndicates manufacturer’s physica N/A N/A
address.
Indicates the location that b d
. Peel Down ndicates the oca? ion z'a can be use N/A N/A
~‘- to open medical device pouch.
‘¢

ISO 15223-1: 2021
Reference no. 5.3.4.
(1SO 7000 — 0626)

Medical devices — Symbols to be
used with information to be
supplied by the manufacturer —
Part 1: General requirements.
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ISO 15223-1: 2021
Reference no. 5.3.4.
‘e : Device i q . (ISO 7000 - 0626); Medical electrical equipment -
Degree of water drec:I;I)(;ealtSlp;‘?:icgtI: Ifli?::;tected IEC 60601-1: Part 1: General requirements for
IP22 protection ] 2005+A1:2012+A2:2020 (IEC basic safety and essential
against dust.
60529) performance
Reference no. 6.3
Table D3, Row 2
IEC 60601-1: Medical electrical equipment -
- Type BF Applied To identify a type BF applied part 2005+A1:2012+A2:2020 Part 1: General requirements for
R Part complying with IEC 60601-1 Reference no. basic safety and essential
Table D1, Symbol 20 performance
To indicate on the rating plate that the IEC 60601-1: Medical electrical equipment -
|

Direct current

equipment is suitable for direct current
only; to identify relevant terminals

2005+A1:2012+A2:2020
Reference no.
Table D1, Symbol 4

Part 1: General requirements for
basic safety and essential
performance

Collect separately

Separate collection for waste of
electrical and electronic equipment. Do
not dispose of battery in municipal
waste. The symbol indicates separate
collection for battery is required.

EU Directive 2012/19/EU
(WEEE)

Directive 2012/19/EU of the
European Parliament and of the
Council of 4 July 2012 on waste

electrical and electronic
equipment (WEEE)

[4
/ :
[4

7 UN3481

Pz x> rrrrr)

Aswanaw

Lithium battery
mark (UN3481)

Indicates that the package contains
lithium ion cells or batteries contained
in, or packed with, equipment.

UN3481; 49 CFR 173.185(c)(3),

49 CFR 173.185(c)(3)(i), Figure

1 to paragraph (c)(3)(i), 49 CFR
173.185(c)(3)(i)(A)—(D)

Hazardous Materials Regulations;
49 CFR Part 173 - Shippers -
General Requirements for
Shipments and Packagings;
§173.185 - Lithium cells and
batteries
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Atmospheric
pressure
limitation

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

1ISO 15223-1: 2021
Reference no. 5.3.9
(1SO 7000 - 2621)

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

(S

Humidity
limitation

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

1ISO 15223-1: 2021
Reference no. 5.3.8
(1SO 7000 - 2620)

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

—
S

Non-ionizing
electromagnetic

Device includes an RF transmitter

IEC 60417-5140

Graphical symbols for use on

radiation equipment
Y] Indi hat the package shoul
N Handle with care ndicates that the package should be N/A N/A
handled carefully.

—_—p
)

This way up

To indicate the correct upright position
of the transport package.

ISO 7000-0623

Graphical symbols for use on
equipment — Registered symbols
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Approved By:
(CO-840) Symbol Glossary Update

Description

AS-0010393: 1) Replaced symbol for Authorized Representative in the European Community / European Union; 2) Updated symbol and Standard Reference for Degree of protection; 3)
Added the following symbols: Lithium battery mark (UN3481), Atmospheric pressure limitation, Humidity limitation, Non-ionizing electromagnetic radiation, Handle with care, and
This way up. ¥******AS-0010406: 1) Added French translation for the following symbols: CE Mark with Notified Body Reference, Unique Device Identifier (UDI), Do not resterilize,
Single sterile barrier system with protective packaging outside, Distributor, Number of needles, Type BF Applied Part, Direct current, Collect separately, Lithium battery mark
(UN3481), Atmospheric pressure limitation, Humidity limitation, Non-ionizing electromagnetic radiation, and Peel Down. 2) Updated website in document footer. 3) Updated Document
Description in GG. *******MS-0010377: Updated Document Description. In Section 1.2: Updated version number and description for AS-0010406.

Justification

Additional symbols that are used on EMED products need to be added to Symbol Glossary. Material specification changes to reflect new artwork revision.
Assigned To: Initiated By: Priority: Impact:

Adriana Echeagaray Adriana Echeagaray Urgent Minor

Version History:

Author Effective Date CO# Ver. Status
Olena Whalen March 12, 2026 6:55 PM PDT CO-840 4 Published
Travis Schraeder April 10, 2025 2:06 PM PDT CO-586 3 Superseded
Neal De Beer March 9, 2023 1:43 PM PST CO-222 2 Superseded
Jessica Estrada June 29, 2022 1:58 PM PDT CO-111 1 Superseded
Hailey Marshall March 23, 2022 8:43 AM PDT CO-14 0 Superseded
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