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Foreword

ISO (the International Organization for Standardization) is a worldwide federation of national standards
bodies (ISO member bodies). The work of preparing International Standards is normally carried out
through ISO technical committees. Each member body interested in a subject for which a technical
committee has been established has the right to be represented on that committee. International
organizations, governmental and non-governmental, in liaison with ISO, also take part in the work.
ISO collaborates closely with the International Electrotechnical Commission (IEC) on all matters of
electrotechnical standardization.

The proce@lures used to develop this document and those intended for its further maintenance
described In the ISO/IEC Directives, Part 1. In particular, the different approval criteria needed forj
different types of ISO documents should be noted. This document was drafted in accordance 'with
editorial ryles of the ISO/IEC Directives, Part 2 (see www.iso.org/directives).
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ts. ISO shall not be held responsible for identifying any or all such patént'rights. Detail
rights identified during the development of the document will be in the Introduction ang
ist of patent declarations received (see www.iso.org/patents).

hame used in this document is information given for the convenience of users and does
an endorsement.

planation of the voluntary nature of standards, the.meaning of ISO specific terms

s related to conformity assessment, as well as inforiation about ISO’s adherence to
e Organization (WTO) principles in the Technical Barriers to Trade (TBT), see www.iso.d
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ects for medical devices, in accordangecwith the Agreement on technical cooperation betw
N (Vienna Agreement).

h edition cancels and replaces the third edition (ISO 15223-1:2016), which has b
revised.

hanges compared tothe previous edition are as follows:
n of 20 symbols that'were validated as per ISO 15223-2;
n of 5 symbdlspreviously published in ISO 7000, ISO 7001 and IEC 60417;

n of thexdefined term “labelling”;
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expansion or the examples given 1n Annex A;

— information about European regulations has been moved to informative notes throughout.

A list of all

parts in the ISO 15223 series can be found on the ISO website.

Any feedback or questions on this document should be directed to the user’s national standards body. A
complete listing of these bodies can be found at www.iso.org/members.html.
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Introduction

Medical device manufacturers and others in the supply chain must provide specific information on the
medical device itself, as part of the packaging, or in the accompanying information. For simplicity and to
avoid translation of text, this information can be provided as symbols that have a specific meaning. This
document does not specify the information that needs to be provided, but does specify internationally
recognized symbols for the provision of this specific information.

The symbols included in this document have been published in ISO 7000, ISO 7001, IEC 60417 or have
been subjected to a formal symbol validation process.

Thi
cou
por
the

In 1
con

Ter

Int

Infq
toe
can

Syn

NOT

Tabte 1 to preserve the numbering of existing symbols and facilitate easy referencing of exist
in

5 document is intended to be used by manufacturers of medical devices who market Y
htries where there are specific language requirements. These symbols allow~for a
trayal of information. It can also be used by consumers or end users of medical dévices
r supplies from a number of sources and can have varied language capabilities,

i u , junctiv is u inclusiv s i
his document, the conjunctive “or” is used as an “inclusive or”; so d-statement is {
bination of the conditions is true.

ms defined in Clause 3 are shown in italic type throughout the document.
his document, the following verbal forms are used:

“shall” indicates a requirement;

“should” indicates a recommendation;

“may” indicates a permission;

“can” indicates a possibility or a capability;

“must” indicates an external constraintbhat is not a requirement of the document.

roducts in
consistent
who draw

rue if any

rmation marked as “NOTE” is inténded to assist the understanding or use of the documient. “Notes

ntry” used in Clause 3 provide additional information that supplements the terminologic
contain provisions relating to the use of a term.

bols added during the revision of this document were placed at the end of the pertinen

her documents.

E Numbersgiven in square brackets throughout the document refer to the Bibliography.

hl data and

F section of
ng symbols
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INTERNATIONAL STANDARD

ISO 15223-1:2021(E)

Medical devices — Symbols to be used with information to
be supplied by the manufacturer —

Part 1:
General requirements

1 (Scope

Thi

document specifies symbols used to express information supplied for a, medical d

document is applicable to symbols used in a broad spectrum of medical devices, that ar|
globally and need to meet different regulatory requirements.

These symbols can be used on the medical device itself, on its packaging or in the acg
information. The requirements of this document are not intended to apply to symbols specified in other

sta

Thd
con
und

ISO

codp

ISO
ISO

ISO
tob

For

ISO

dards.

Normative references

following documents are referred to in the text in.such a way that some or all of th
Ktitutes requirements of this document. For dated references, only the edition cited 3
ated references, the latest edition of the referenced document (including any amendmen

3166-1, Codes for the representation of naines of countries and their subdivisions — Part

P

8601-1, Date and time — Representdtions for information interchange — Part 1: Basic rule
8601-2, Date and time — Representations for information interchange — Part 2: Extension

15223-2, Medical devices —'Symbols to be used with medical device labels, labelling, and 1§
e supplied — Part 2: Symbol development, selection and validation

Terms and definitions
the purposesiof this document, the following terms and definitions apply.

and [E€Cmaintain terminological databases for use in standardization at the following ad

[SO*Online browsing platform: available at https://www.iso.org/obp

evice. This
e available

ompanying

bir content
pplies. For
[s) applies.

1: Country

3
5

hnformation

dresses:

3.1

IEC Electropedia: available at http://www.electropedia.org/

accompanying information
information accompanying or marked on a medical device or accessory for the user or those accountable
for the installation, use, processing, maintenance, decommissioning and disposal of the medical device
or accessory, particularly regarding safe use

Note 1 to entry: The accompanying information shall be regarded as part of the medical device or accessory.

Note 2 to entry: The accompanying information can consist of the label, marking, instructions for use, technical
description, installation manual, quick reference guide, etc.

© IS0 2021 - All rights reserved
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Note 3 to entry: Accompanying information is not necessarily a written or printed document but could involve
auditory, visual, or tactile materials and multiple media types (e.g. CD/DVD-ROM, USB stick, website).

Note 4 to entry: See Figure 1.
Note 5 to entry: The label can include the information on the packaging of the medical device.

Note 6 to entry: e-documentation can include any or all types of information supplied by the manufacturer
partially or entirely.

Note 7 to entry: Marketing information is also known as promotional material.

Note 8 to dntry: There is guidance or rationale related to accompanying information in ISO 20417:2021,115]

Annex A.
| 61’

Information supplied by the manufacturer

O
Other In@nation
S

Packaging Auditor%l | Instructions for
Electronic Use
Multi-media
Printed

Tactile
) Technical
Marking .
Description

Figure 1 — Relationship of tern@ad to describe information supplied by the manufacturdr

[SOURCE: 1SO 20417:2021,[15 modlfled — The following text has been removed from the graphic:
“Scope of ISO 20417”, defi erm reference numbers and a side box containing information outfide
the scope qf ISO 20417 to entry has been added.]

3.2

catalogue pumb O
commerciaf pr name
commerciaf p uct code
value given-b: ¢ Lo i specifi L L j ) its
form/fit, functlon and process (1 e. manufacturmg processes requlrmg dlfferentlatlon for the end user)

Note 1 to entry: A catalogue number shall consist of letters or numbers or a combination of these.

Note 2 to entry: For the purposes of this document, commercial product code should not be confused with the US
FDA, “product code” or procode classification.

Note 3 to entry: Synonyms for catalogue number are “reference number” or “reorder number”.
Note 4 to entry: See 1SO 20417:2021, Figure 2.

[SOURCE: ISO 20417:2021,[15]1 3.3, modified — The cross-reference in Note 4 to entry has been revised
to be external to this document.]
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https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

ISO 15223-1:2021(E)

3.3
description
normative text which defines the purpose, the application and the use of the symbol (3.19)

[SOURCE: IEC 80416-1:2008,[19] 3.2, modified — “and optional product area” has been removed.]

3.4

distributor

natural or legal person, different from the manufacturer or importer, in the supply chain who, on their
own behalf, furthers the availability of a medical device or accessory to the user

NotfTTo entry: More than one distributor may be involved 1n the supply chaim.

Not¢ 2 to entry: For the purposes of this document, persons in the supply chain involved in(activities such as
storfage and transport on behalf of the manufacturer, importer or distributor, are not distributors:

Note 3 to entry: Distribution activities alone do not include repackaging or otherwise changing the container,
wralpper, or accompanying information of the medical device or medical device package, 6ther than pfoviding the
iderftification of the distributor.

[SOPRCE: ISO 20417:2021,[151 3.5]

3.5
importer
natfiral or legal person who imports a medical device or accessory into a locale that was mahufactured
in another locale for the purposes of marketing

[SOURCE: ISO 20417:2021,[15] 3.8]

3.6
infarmation supplied by the manufacturer
infqrmation related to the identification and-use of a medical device or accessory, in whaftever form
proyided, intended to ensure the safe and‘effective use of the medical device or accessory

Notg¢ 1 to entry: For the purposes of thisidecument, e-documentation is included in information supplied by the
manufacturer.

Notg 2 to entry: For the purposes of this document, shipping documents and promotional material gre excluded
fromh information supplied by-‘the manufacturer. However, some authorities having jurisdiction |(defined in
1SO [16142-1:2016,[91 3.1) can.consider such supplemental information as information supplied by the manufacturer.

Note 3 to entry: The primaty purpose of information supplied by the manufacturer is to identify the medical device
and|its manufacturer-and provide essential information about its safety, performance, and appropriage use to the
user or other relevant persons.

Note 4 to entfy:)See Figure 1.

Note 5 to entry: There is guidance or rationale related to information supplied by the manufacturer in Annex A.

Heen added.

[SO P10 7 T
Note 5 to entry has been added.]

3.7

instructions for use

IFU

package insert

portion of the accompanying information that is essential for the safe and effective use of a medical
device or accessory directed to the user of the medical device

Note 1 to entry: For the purposes of this document, a user can be either a lay user or professional user with
relevant specialized training.

© IS0 2021 - All rights reserved 3
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Note 2 to entry: For the purposes of this document, instructions for the professional processing between uses of
a medical device or accessory can be included in the instructions for use.

Note 3 to entry: The instructions for use, or portions thereof, can be located on the display of a medical device or
accessory.

Note 4 to entry: Medical devices or accessories that can be used safely and effectively without instructions for use
are exempted from having instructions for use by some authorities with jurisdiction.

Note 5 to entry: See Figure 1.
[SOURCE: I1SO 20417:2021,[151 3.11]

3.8

label
<medical dgvice, accessory> written, printed or graphic information appearing on the itemhitself, on[the
packaging pf each item, or on the packaging of multiple items

Note 1 to e:]:ry: For the purposes of this document, the term labelled is used to designate tHe-corresponding fct.

Note 2 to enftry: Label includes the marking on the medical device or accessory.

Note 3 to erjtry: For the purposes of this document, information indicated on a graphical user interface (GU|I) is
considered fis appearing on the item.

Note 4 to enjtry: See Figure 1.
[SOURCE: ISO 20417:2021,[151 3.12]

3.9
lot number
batch code
batch number
lot code
productior] control containing a combination.of letters or numbers associated with a single lot or bdtch

Note 1 to enftry: The title of symbol 5.1.5 uses the’synonym batch code.

[SOURCE: ISO 20417:2021,[15]1 3,15, miodified — Note 1 to entry has been added.]

3.10
manufactyrer
natural or [legal person withresponsibility for the design or manufacture, or both, of a medical depice
with the intention of making the medical device available for use, under his or her name; whether or{not
such a medjcal device is,designed or manufactured, or both, by that person themselves or on their behalf
by another|person(s)

Note 1 to emtry< The natural or legal person has ultimate legal responsibility for ensuring compliance with all
applicable regiatory requirements for the medical devices in the countries or jurisdictions where it is intendgd to
be made avaitable-orsotdumtessthisresponsibitity-tsspecifieatty-tmposedomranotherpersonrby-theRegutatory
Authority (RA) within that jurisdiction.

Note 2 to entry: The manufacturer’s responsibilities are described in other GHTF guidance documents. These
responsibilities include meeting both pre-market requirements and post-market requirements, such as adverse
event reporting and notification of corrective actions.

Note 3 to entry: “Design or manufacture, or both”, may include specification development, production,
fabrication, assembly, processing, packaging, repackaging, labelling, relabelling, sterilization, installation, or
remanufacturing of a medical device; or putting a collection of devices, and possibly other products, together for
a medical purpose.

Note 4 to entry: Any person who assembles or adapts a medical device that has already been supplied by another

person for an individual patient, in accordance with the instructions for use, is not the manufacturer, provided the
assembly or adaptation does not change the intended use of the medical device.

4 © IS0 2021 - All rights reserved
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Note 5 to entry: Any person who changes the intended use of, or modifies, a medical device without acting on
behalf of the original manufacturer and who makes it available for use under his own name, should be considered
the manufacturer of the modified medical device.

Note 6 to entry: An authorized representative, distributor or importer who only adds its own address and
contact details to the medical device or the packaging, without covering or changing the existing labelling, is not
considered a manufacturer.

Note 7 to entry: To the extent that an accessory is subject to the regulatory requirements of a medical device, the
person responsible for the design, manufacture, or both, of that accessory is considered to be a manufacturer.

[SOURCE: ISO 14971:2019,181 3.9]

3.11
matking
infdrmation, in text or graphical format, durably affixed, printed, etched (or equivalent) tp a medical
devjce or accessory
Note 1 to entry: For the purposes of this document, the term marked is used to designate the corresppnding act.
Note 2 to entry: For the purposes of this document, marking is different from’ “direct marking” a§ commonly
desg¢ribed in unique device identification (UDI) standards and regulations. A’UDI “direct marking”|is a type of
marking.

Note 3 to entry: See Figure 1.
[SOURCE: ISO 20417:2021,[151 3.16]

3.12
medlical device
insfrument, apparatus, implement, machine, appliance, implant, reagent for in vitro use} software,
material or other similar or related article,\ifttended by the manufacturer to be used, glone or in
conjbination, for human beings, for one or mere of the specific medical purpose(s) of:

— |diagnosis, prevention, monitoring, treatment or alleviation of disease;

— |diagnosis, monitoring, treatment, alleviation of or compensation for an injury;
— |investigation, replacement)modification, or support of the anatomy or of a physiological process;
— |supporting or sustajmning life;
— |control of conception;

— |disinfectiortof medical devices;

— |providing/information by means of in vitro examination of specimens derived from the human
body;

and does not achieve its primary intended action by pharmacological, immunological o1 metabolic
means, in or on the human body, but which may be assisted in its intended function by such means

Note 1 to entry: Products which may be considered to be medical devices in some jurisdictions but not in others
include:

— disinfection substances;

— aids for persons with disabilities;

— devices incorporating animal or human tissues, or both;

— devices for in vitro fertilization or assisted reproduction technologies.

[SOURCE: ISO 13485:2016,171 3.11]

© IS0 2021 - All rights reserved 5
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3.13

model number

model

letters, numbers or a combination of these assigned by a manufacturer to distinguish by function or
type, a particular medical device, accessory or medical device family from another

Note 1 to entry: See ISO 20417:2021, Figure 2.

[SOURCE: ISO 20417:2021,[15] 3.17, modified — The cross-reference in Note 1 to entry has been revised
to be external to this document.]

3.14
risk
combinatig

[SOURCE: I

3.15
serial numi
production
intended
device fro

[SOURCE: I
3.16

]

n of the probability of occurrence of harm and the severity of that harm

SO 14971:2019,[81 3.18]

ber

control containing a combination of letters or numbers, selectéd)by the manufacty
r quality control and identification purposes to uniquely distingtiish an individual meg
other medical devices with the same catalogue number or modelinumber

SO 20417:2021,1131 3.22]

single pat
<medical

multiple uges

Noteltoe

Note 2 to en
the medical

[SOURCE: ]

3.17
single use
do not re-1

use only once

<medical d
specimen ¢

Note 1 to

ent multiple use
vice, accessory> intended by the manufacturer£6’be reused on an individual patient

ry: A single patient multiple use medical devicé-or accessory may require processing between ug

try: For an implantable medical device, the‘duration of a single use is from implanting to explan
evice.

SO 20417:2021,1151 3.25]

[se

evice, accessory>)intended by the manufacturer to be used on an individual patien
uring a single procedure and then disposed of

ntry: A single use medical device or accessory is not intended by its manufacturer to be fur

processed

[SOURCE:

i

d used:again.

rer,
ical

for

€S.

ting

F or

ther

0.20417:2021,[151 3.26]

3.18
sterile

free from viable microorganisms

[SOURCE: I

SO 20417:2021,1151 3.28]
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3.19

symbol
graphical representation appearing on the label or associated documentation, or both, 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

Note 1 to entry: The symbol can be an abstract pictorial or a graphical representation, or one that uses familiar
objects, including alphanumeric characters (with sufficient justification).

[SOURCE: ISO 20417:2021,[151 3.29]

4

4.1
a)

b)

4.2

b)

4.3

General requirements

Future symbols

Future symbols proposed for inclusion in this document shall be validated in accordlance with

[SO 15223-2. Symbols registered under ISO 7000, ISO 7010, or IEC 60417 are exempt.

Any symbol proposed for inclusion in this document shall be applicable to a range of med|
and have global or regional applicability.

Requirements for usage

When a need to use symbols as an appropriate methad\for conveying information essen
proper use of a medical device is identified, the symbols given in Table 1 may be mar
medical device, appear on its packaging or in inforination supplied by the manufacturer.

NOTE
contains the complete set of graphical symbolséincluded in ISO 7000, ISO 7001 and IEC 60417
https://www.iso.org/obp/ui/#home. This, database shows each graphical symbol and identi
reference number and a title. The graphical'symbols are available in different formats (e.g. Al, DW
some additional data, as applicable, is provided.

The manufacturer shall determine the appropriate size for the symbol to be legible for i
function.

NOTE1 This documernt does not specify colours or minimum size for the symbols in Table 1
specify the relative size'of symbols and that of indicated information.

NOTE 2  Guidanceon the application of graphical symbols is found in IEC 80416-3:2002+A1:20
NOTE3  Guiddnce on the use of the general prohibition symbol and the negation symbol
Annex B.

All dates and times presented in association with symbols shall use the conventiong
[SO8601-1 and ISO 8601-2.

ical devices

tial for the
ked on the

available at
ies it by a
(G, EPS) and

ISO and IEC maintain an online database of graphical symbols for use on equip]:ent, which

s intended

nor does it

11[20],

is found in

set out in

Other symbols

Other standards specify additional symbols that are applicable to particular kinds or groups of medical
devices or to particular situations. The bibliography provides examples of sources for additional symbols.

5
a)

b)

Symbols

When appropriate, information essential for proper use shall be indicated on the medical device, its
packaging, or in the accompanying information by using the corresponding symbols given in Table 1.

A manufacturer may use any appropriate symbol.

© IS0 2021 - All rights reserved
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NOTE1 Table 1 has been organized into symbol categories for ease of use. The category into which a
symbol is grouped does not have any significance as far as usage is concerned. The order of appearance of
symbols and the categories in which they are placed are not prioritized. Examples of the use of symbols can
be found in Annex A.

NOTE 2  Each symbol in the ISO/IEC symbols database (available at https://www.iso.org/obp/ui/#home)
has a reference number and registration date. This information is given in the final column of Table 1.

8 © IS0 2021 - All rights reserved


https://www.iso.org/obp/ui/#home
https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

‘Ssa.appe 9[3uls a3 03 1XaU 19Y31230)
padnoug aq ued sjoquifs sjqedrjdde [[e
pue ‘pajedrjdnp aq 30U paau SSaIppe pue
awieu a3 ‘A313ua aqisuodsa. awes ay3
Ajnuepr1 (Surdexoeday J1o ‘uonie[suel], 403
-nqrnsiq 4s31odwyy ‘oanreyuasalday pazl
-loyiny/e'l) sjoquids aydnnuiyr € 4LON
‘#T1S-ET18T OSI
pue [z7]%-€1181 OSI
‘[zr1€-€T18T 0SI
[rmj2-€1181 0SI Joqufs r 1
) (or1-€ 1181 OSI ay3 031 3uddE(pe uorup) ueadoanyg
. Lwawﬁmwww OSrut punoj ‘aa1yejuasaadad /Aunwwo) | yorun ueadoanyg d3y| 23
4 pine [euonippy. ¢ 4.LON paziioyine ay jo ueadoang a3 /Arunuuwon
‘uorup) ueadoanyg/Ayunuwron) uead| Ssa.appe pue saweu ul aanejuasatdal| freadoany ay) ul
-0an4 ay3 u1 palinbau st yey) uorjeiuiojur | ayl Aq paruedwodde pazuioyine| |sanejuasaidar| L -
V/N — 91edIpul 03 pasn st joquids STy, T FHLON |9 [[eys Joquids STy, 93 sa3edipu] pazrioyiny (Al
‘JoquIAs.
9UO U] pauIquiod dq ued Ya.n3anfnuvul
9Y31 JO SSaIpPE puk dwWeu 3y} Sk [[oM
SE ‘adnjoejnuewt jo ayep ay], € A.LON
‘'suonuryep
anbrun saey ued sUONIIPSLIN{ IBYIQ [57]
"9%L/L10Z PUE [g7]S¥L/L10T Suolre[nSay /o r L
A ul usAIg st ,.o.4n320fnubul,, Jo UOIITU 194
a3 031 Juadelpe
-1jop [[ny oy3 adoang urasn 104 z 4LON 12.4n30D/nuUDW
‘uonoIpstn( guraey ay1 jo
senLIoyIne Jayjo Aq palinbal aq ued pue| ssalppe pueaureu Ja.4n3opfnubw
¢0-0T-T102 adoung ur paainbai st 3ey3 uonrewrojul | ay3 £q paruedwodoe 2J1Aap [pIIpall L _
Z80€-000L OSI — 91e2IpUl 03 Pasn s1joquiAs STy, T ALON |39 [[eys joquAs sty QU3/s93ed1pu] 4a.4n390/nupjpy TS
aanjdejnue 1's
91ep uonjealsidal oydead
pue.aqunu agn jo pue .Jaquinu
J1oquids HF1/0SI mco_mv_bmwm S910N sjuawaainbay uondiisaq ML ERLEREIEN |

UOTIRULIOJUI 921A3P [DIIPAUl AIAU0D 0) SjoquIAs — T d[qelL

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

ST-10-700¢
¢6%2-0004 OSI

.:ka

-wnu yYojnq,, pue ,dpod 10, ‘ Loquinu 30],,
a1e ,2ap034230q, 10j SWAUOUAS  H.LON

‘Joquifs ay3 03
JUa2D[pb 2p0I Y2I0q
S,42.4n320/nubwl Y}
Aq patuedwodoe aq
[1eys joquifs sty [,

payauapI 9q ued 30]
J0 yd3eq ay3 eys os
ap02 YIInq S,43.4n300f
-nupbw Y3 Sa3edIPU]

apoo Yyovg

107

TS

ST-10-700¢
£092-000£ OSI

" 9¥ep uonjeardxa,
pue 1ep Andxs, ‘ Aq asn,,

a1e 2iep £q-asn,, 10j mENAcoEAm ’ 4LON

‘JoquiAs Y}
03 Judde(pe Paledo|
9q [[eYsS 21Ep 9 L

‘T-1098 0OSI
[3IM 90UEp.I0dDE

ul passatdxa
9( [[eYsS 21Ep Y L,

‘umoys Aep 10
yjuow ‘Ieak ay3 jo
pua ay3 J93Je pasn

9¢/A0U P[NOYS 22143p
JbaIpawl ay3 eyl
9)e2ipuI 01 9jEp B
Aq pattiedwoooe aq
[1eys joquids sty [,

pasn aq 03

10U ST 22142p [DIIpaU
aY3 YoIYM Ja33je
a)ep a3 sajedIpuf

ayep £g-as

¥'1's

ST-10-¥002
L6¥2-000L OSI

danjoejnuewt
Jo aep
EUHM TTT'S
10qyi4s jo asn
a3 $opnyoaad
joquifs
SIY3 Jp asn ay,

‘1oquifS P
01 judde(pe pajedo|
9q [[eYs 91ep sy [

"T-1098 0OSI
[3IM 90UEp.10dd¢k

ul passatdxa aq
[1eys SIyL, a.an3
-JeJnueW JO 91ep
9Y3 93edIpul 03 dIEp
e £q patuedwodde
aq [[eys joquiAs STy,

paanyoey
-nuew sem 3a21nap
[poIpaw 3y} Usym
91ep 9Y3 Sa3edIpy]

danjoejnuewr
Jo areQ

_
€Ts

91ep uonjealsidal
pue Jaquinu
10qufs DI1/0SI1

asn jo
SUOIILIISOY

S910N

sjuawa.Iinbay

uondriasaq

9N L

oydead
pue Jaqunu
ERLIEREIEM |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

10


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

‘pajeordnp aq jou paau Ssa.lppe pue

‘Joquds ay3
01 judde[pe A3ud

JwIeu oY) ‘A313us d[qisuodsal awes ay}| JurnqrIsip ay3 jo d[edo[ ay3 \
Ajnuapi{Suidexoeday Jo ‘UonIB[SURI], 40| SSIppE pUE dWeU| 03Ul aJ1Adp [DIIPaU ‘
10-11-610¢ -nqri3siq 4oadoduy ‘oaryerusasarday pazi|ayl Aq paruedwodde a3 SunnqrisIp _
¥ZLE-000L OSI — -loyany - 1)sjoquifs sidunui jy - JLON |29 [[eYs joquAs s1y],| A113us a3 sa)edrpu] 4103nqlsiq 6'T'S
1
‘Joquids
a3 031 JuadE(pe
‘paieorjdnp aq 1oupdau ssalppe pue Amus
aweu ay3 ‘A33ud a[qIsuddsa awes a3 gunaodwi ayd jo 9[ed0[ a3
Ajryuapt (Surdexoeday 10 ‘Uoife[sueI], 07| SSaIppe pue dWeU| 03Ul 32IAdP [PIIPaUL
10-11-610¢ -nq13s1q “4s3o0dw] ‘9nryeruasaidpy pazi| oyl £q patuedwodde a3 Sunaodul _
GZLE-000L OSI — -loyany '9°1) sjoquiAs sidnnui J| “* Z1,0N |3 [[eys joquAs s1y,| A113us a3 sa3edIpu] 1a1.10dui] 8'T'S
1
payniuapt
‘JoquIAs 93 03 JUdD aq ued a2142p z m
-efpetaquinu [plios [pa1paui 21j10ads
s4a.4n3opnfnubw e 1ey3 oS Jaquinu
S1-10-700¢ 9y Aq patuedwodoe [DLI3S S,12.n30Df _
86¥%¢-000£ OSI — — 9q [[eYS [oqAs SIY,| -nupW 34} S91EIIPU] Jdaquinu [DLIdS LTS
B
‘JoquiAs.
- Joquinu a3 031 j3udde(pe payiauspl aq u m m
JopJoal, pue ,JaquInu aduaIajal, ‘quun| Jaquinu anbojpipd| ued 23143p [pIIpIU
buidaay 3203s “,0p02 30npo.d [p1odawwod, | S.4a4nopfnubw dYy| ay3l yelh os Loquinu
a1-10-¥002 ‘ dwbu 30npo.d [p1odowwod, d1e Joquinu| Aq patuedwodde aq| anbopivds,a.4n3onf Jaquinu _
€61Z2-000L OSI — anbo|pipo, 10j SWAUOUAS  FLON| [[BYUS Joquds S1y],| -nubw ayl s23ed1pu] anbojpin) 9'1T'S
91ep uone.alsigal srydeas
pue .Jaquinu asn jo pue.aqunu
J1oquids DA1/0SI SUONPLIISIY S910N sjuawd.aInbay uondridsaq 9L ERLIERE) BN |

(panunuos) T 31qeL

11

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

-
01°C'S
0570 TTS 3M3LS
sjoqyi4s jo asn ssaoo.ad uonezyy
o a3 $opnjoaad -11931S B 03 pajdalqns
S1-10-700¢ joquiAs u92aq sey eyl adlaap _
66%2-000£ OSI Sfu3 joasn — — [DIIpaul & sa)ed1pu] ISy | A
AN[LILIS Z°S
JoquuAs sty
01 Judde(pe pappe
9q Aew a.an3oejn
-uew jo ayep 3y,
F7991€ OS] ul pauy
=9p, 9p0d A13UN0D 1
€Ts 191391
JoqUuAs Jo asn 99113 93 10 3p0d 20
a3 $opnyoaad A13Unod 19339[-0M)
aanpoejnuewt a3 Jayae Aq paserd
e Jo91ep| 1-99T€ OS] Ul punoj sapod AI13unod I19339] -9.19q [[eYS./DI, | sionpoud jo aanioey
¥1-L0-210¢C e M Joquuds | 99.1Y3 10 19139] OM] 93 9Z1uZ0291 UOIIIP| 93 ‘Joquids S1Yy3Jo|.  -nuew jo A13Unod aanjoejnuewt |
6¥09-LT%09 DAI| siyijpasnayL| -sunlyymsanLioyine [ejoN HLON| uonesrdde sy uj a3 Aj1uapl o, Jo Anunop TS
1
‘Joquids 3y} #
03 juaoe(pe jonpo.ad 1on
e a3 jo 4aquinu japout| -poud e jo Ieguiinu
¥1-L0-2102 a3 Aq patuedwodde ad £y 10 uaqinu N
0509-L1%09 241 — - aq [[eys [oquids STYL,| [apow Y3 s21edIpu() | Laquinu [opoy oT'1T's
91ep uonjealsidal oydead
pue Jaquinu asn jo pue aquinu
J1oquids DA1/0SI SUOIILIISOY S910N sjuawd.IInbay uondridsaq L ERLCAEIC) |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

12


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

=
TS ! @maLs
10qyifs jo asn Jeay AJIp 10 Weals
o a3 $opnjoaad 3uisn paz[LIals Jeay
a1-10-¥002 joquids u2a(q sey jeyy aslaap AIp 10 weals _
€0S2-0004 OSI sfyl jo asn) — — [po1paul e sayedIpu] | Buisn pazI[LIalg A
B
776 d 31H3lLs
10qyifs jo asn uoljeIpe.L
o a3 $opnjoaad 3uisn pazi[Lials
1-10-700¢ joquds ua9(q Sey Jey3 alaap UoneIpe.LI o
¢0S2-0004 OSI syl jo asn) — — [po1paul e sayedipu] | Puisn pazI[LIals A
1
T2 03 31H3als
joquuAs Jo asn 9PIXO0 SUS[AYID
o a3 $epnjoaad Suisn paziLials
S1-10-700¢ joquids ua9(q sey eyl aolaap| |oprxo susajdyla _
10S2-000£ OSI Sfu3 joasn — — [pa1pawl e sayedIpu] | Buisn pazI[LIalg LA
1
TS sanbruyaay Vv [3T3LS
10qyifs jo asn a11dase paydaooe
o a3 $opnyoaad dursn'painioejnuew| |sanbruyoay Sur
a1-10-¥002 joquifs ‘uoney u2a(q seyjeya a21aap | ssadoad onndase| L _
0052-000£ OSI sfy1jo osn| apn[aul ued sanbruyoalondasy  HLON — [p21paw B $9)edIpuU] | Bulsn PIZI[LIAIS (A
91ep uone.alsigal srydeas
pue .Jaquinu asn jo pue.aqunu
J1oquids DA1/0SI SUONPLIISIY S910N sjuswd.IInbay uondridsaq 9L DU.IIJY

(panunuos) T 31qeL

13

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

ST-10-¥00¢
609¢2-0004 0OSI

0T’z spue §°Z°S
01 1°Z°¢ sjoquifs
Jo asn 43 sepnpo

-a1d joquifs
sfya jo asn

‘'suonp
-Uu0? 2|1193s-uoU
pue gj11a3s yioq
ul pips sadlaap
[DoIpaju Te[Ius
1d [eonyuapl
PEEVINEN]
ygindunsip
031 pasn
aq A[fio0 prnoys
[oquids s1y,

ssaooad
UOIBZI[1I9]S B 0]
payoalgns usaq
10U SeY ey} 92143p
[D2Ipaul B S93edIpuU]

3[1193S-UON

Les

ST-10-¥002
809¢2-000L OSI

'sasn
u29M19q POzl
-1I935 9q 01 pd

-puaayr aJe jeyl

5221439p [po1paw

d[flesnal uo
pasnfaq 0330u
stjoquiAs Sty ],

(or'z's

1057'4011°7°S)

10qu4s 2114935
guiAyedwoooe
ue SI a.4oY) uaym
pasn $q 03 £[uo
st joquids STy,

poazi11aisaI aq
01 10U SI 183 20149p
[D2IpauL & S33eITPU]

9ZI[1193Sa1
j0Uu 0]

_
P

91ep uonjealsidal
pue Jaquinu
10qufs DI1/0SI1

asn jo
SUOIILIISOY

S910N

sjuawa.Iinbay

uondriasaq

9N L

oydead
pue Jaqunu
ERLIEREIEM |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

14


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

r B
TS oprxosad ) EITES
10qyi4s jo asn uagoapAy pazriodea apixo.aad
a3 $apnjoaad "910U paILIDOSSE 33 PUE '} guisn pazi[11aas uadoapAy
10quIAs | [171'T00Z: T=9GS NA Ul pautedxa st adoanyg uaaq sey eyl adlaap paziiodea| L N
V/N Sfu3 joesn ur joqiyds s1yy jo asn sy,  ALON — [pa1paul e sayedipu] | Puisn pazI[L1alg or'z’s
ua
-in3opfnupui ay3 Aq
paijddns uoiapuliof
-ur 3yl ut payryuspt
o9 [[EYS 2[11075 St a]1123s parddns aq
et} a0143p [bolpaul .
oy 3o 11ed ay 10U JYSIW “I0119IXd r A
ay3 Sulpnjoul ‘as149p
oyeradoadde| jporpaw a3 jo syaed
Se ‘[oquiAs 9y} JO | 9310 UdyMm SI9sed Ul INYH3LS
uon.tod Aydwe ayl| 2214ap [poIpaW Y}
Ul pajesrpul aq urym yaed pimg
50-01-T10C [Feys, UOTIBZI[1193S | 9[1133S B JO mucwmwgm L o
780€-000L OSI — — Jo poylaw ay L, oy} sajedipu] | yhed pingj ojL1a18 6'C’'S
UoI}eWLIOJUl
[euonIppe 10j asn
‘A1dde jou saop way) 3(Nsu0d 03 4o/ suonon.jsu1 ayy r T
UOTIEPUSWIWIOIA.I 33 ‘D9SN .10f SUOIIIN.IISU] HNSUOS pnoys 1osh
aaey jou op ey syonpoad 104 Z ALON S 1ey3 pue pausdo
10 pagdeuwrep uaaq asn
* pastwoaduiod sey.edexoed ay3 ji| |4of suorzon.isul
st durdeyoed s31.10 wWaIsAs pasndd jou prnoys |3nsuod pue pagde
a1-10-700¢ JaLLIeq 9]1423s 3onpo.ad ay3 J1 asn jJou Jet} 20Map.Joolpaul | qurep stagexped| L _
909Z-000Z OSI — 0(], ueaw os[e ued joquiAs s1y], 1 ALON — e 1ey) So3edIpu] Jrasnijou o 8'7'S
91ep uone.alsigal srydeas
pue Jaqunu asgn jo pue Jdquinu
1oquids HA1/0SI SUONPLIISOY S9I0N sjuawa.Iinbay uondridsaq 9L ERLIERE) BN |

(panunuos) T 31qeL

15

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

[01¢-L09T 1T OSI PUE [g11-L09T T OS]
Ul punoj aq ued SwWalsAS IaLLieq 911938

Uo uoneULIOJUl [RUORIPPY 7 ALON

“I9LLIe( [B1QOJIOIW B 9pN[oUl 30U
S0P} INq ‘SpJezey [eIUdWUOIIAUS I9}0
10-B011eUTWEIU0D d)e[ndNIed ‘Spaezey
[ed1sAyd 3surede aq ued uorydajoad ay |,
'SJURIU02-9Y3 pUue WISAS IaLLIeq 9]1.1a3s
9y o1'98ewep Juasaad 01 paudisap si

01°¢'S
106Z7S°S7TSYTS
‘€TSTTSTTS
10qUIAS Y3Im Uo1}
-eUIqUO) Ul 10 0}

apIsino
urdeyoed 2413093
-0ad ym waishs

apisino
Guidexoed aaAn
-09101d yum

81-01-610¢ WISAS JI9LLIEQ 2]1.197S 93 9pISIno pajedo[| 31uddelpe paosed aq JoLLIeq 9]1423S | |weisAs Jarireq| L _
60LE-000L OSI — duidesped@Anoajord sy, TILON| [[YS [oquAssiyl| S[3uls e sajedlpu] a]1423s d[3ulg VANA
‘01¢-L09TT OSTRUE [5]1-L09TT OSI
Ul punoj aq ued swWesAs IaLLIeq 9j1.193s
uo uoryeuriojul [edoPPY 7 ALON 0TS r L
"A31]1191S urejuretu,ey JaLLeq| 10 6'Z°'S ‘S'2'S ¥'Z’S
[erqo.aorui e opraoad jou soop [ eeIud | ‘€'7°S ‘2°T’S ‘T'T’S opisul
-saad onndase yyim djay o3 10 $3us3auod joquifs yuim uory|  duideyoed aa11093 |apisul Suideyoed
913 03 d3ewep Juad1d 03 paudISIP;SI -eUIqWO) Ul 10 0} -0ad yym wayshs| panoajoad yam
81-01-610¢ WAISAS JSLLIB( 9]1193S ) 9pISUl paieddy| juadelpe paose[d aq JoLLIeq 9[1493s | |welsAs Jorlieq| L _
80L€-000L OSI — duidesped aanajoad sy, T ALON| O i[eYs joquAs siyL,| S[3uls e sajedlpu] a]1423s 9[3ulg €T'T’S
r 1
U
‘[512-L09TT OSI PUE [g]T-,09TT 01| *° 0¢85 ¢S VLS
Ul pUNOj 9 UBD SWAISAS JoLLIeq 9[1.193S €¢S T8 TTS
Uo uonewLIojul [EUORIPPY Z ALON 10quiAs qrgmuon
: : o -euIquod uf.10.0}
81-01-610¢ "Wa)SAS JaLlieq 9]L1a3s a[qnop | 3Juadelpe pasejdoq SwalsAs JaLlieq| |waishs sarireq| L _
70L€-000L OSI — © S9)BDIPUI SUI[ PI[OS A[qNOP ¥V T ALON|  [[BYS [0quiAS SIYJ|2]1La3S OM) S9)EIIPU] 914235 /[qno( (A A
_I 1
01'Z'S
‘[012-L09TT OSI PUe [5]1-09TT 08|~ ,0.¢3 3¢5 V'Ls
Ul puUNoj 9 UeD SWIISAS JaLLIeq 9[1191S €¢S TS 1S
U0 UOneULIOjUI [EUOTIPPY Z ALON 10quids yym uon
‘ : o -eUIqUOd Ul .10 0} wWwaisAs
81-01-610¢ "WAISAS JaLLIeq| 3juade(pe paose[d aq JaLLIeq 9]l1038 | |WwalsSAS JaLlleq| L _
L0L€-000L OSI — 2]1123s © SAYNUAPI AUI[ PI[OSY T ALON| [[eys joquAs sy[| S[3uls e sajedrpuj a]1421s d[3UIS | 4 A
91ep uonjealsidal oydead
pue JoquInu asn jo pue _qUNuU
1oquids HA1/0SI SUOIILIIS9Y S910N sjuawa.ainbay uondrisaq ML ERNIEAEIEN |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

16


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

_I 1
aanisiowt ,
0-90-10 ‘'000Z OSI wo.j payoaload aq v‘ » P
4 v10¢ ul paduaIajal se urel wo.dy Aeme dooy], 0} Spoau Jey) a2143p L ? _
9290-000£ OSI — UBAUI OS[e Ued joquiAs SIy],  ALON — [DaIpaw e s33ed1pU] £1p daay] ¥'e's
r 1

‘uonerped Suiziuor
apnpouI $32.1n0s JaFoeorpey 7 4LON

$92.1N0S 9A1}

-OBOIpE.I puE 1By ~
*,S92.1N0S AT woJj uonodajoad| | sesanos aanoe /IN" &
S1-10-%002 -oeolpel pue jydiuns woijkeme daay, Spoau jey3 adlaap| |-oipel puejeay| L -
S§190-000£ OSI — ueau os[e ued joquids sty 1 4LON — [P2Ipaul € S93edIpuU] wo.1§33930.1d €es
_I 1

$90.n0s 31| ®
o wo.j uonosaoad \\ _ //
¥0-90-%10¢ " Jeay wo.ay Aeme doay],, Spaau ey a214ap ysuns| L _
$790-000Z OSI L ueaw OS[e ued joquiAs S1IY], T.LON < [poIpawi e sa1edipu]| Woaj Aeme doay] 7°€'S
I 1
A[[nja1ed papuey
j0U J1 padeurep
o JO uay0.Iq
¥0-90-%10¢ aq upd ey 92149p ared yum| L _
1290-000L OSI — — — [po1patuyésaredipu] | [s[puey ‘oidey 1°€'S
98el101s €'
91ep uone.alsigal srydeas
pue Joqunu agn jo pue aqunu
J1oquids HA1/0SI SUONPLIISIY S910N sjuawa.Iinbay uondridsaq 9L ERNEREIEN |

(panunuos) T 31qeL

17

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

‘saul|
[BIUOZ1IOY J9MO]
pue daddn a3 03

judde(pe pajedipul

pasodxa
A[ajes aq ued as1aap
[DIIpaul 343 Yarym

I =
@
_

STT0r00z 2q [[eys uoneI| 03 Lypruny jo uone3 |
0292-000£ OSI — = Aypruny ay L, | a3uel ay) sa1edIpu] Ayipruny 8¢S
I~ 1
‘saul|
[EIUOZLIOY J9MO]
pue saddn ay3 03 pasodxa
juade(pe pajedipul| A[9jes aq ued adlaap
L 9q [[eyS aanjetad| [poipaw a3 yorym
¥0-90-¥10¢ -WI9} JO SYWI] JoMO[| 03 s}wI[ aanjead nwr| L o
Z€90-000Z OSI — — pue taddnay],| -wa3ay3l sajedipu] aanjeradway, L'€'S
r 1
aul] [eIUOZLIOY| pasodxa A[ajes aq
Joddn ay¥033usd| ued 22143p [DIIPIU
-e[pe pajediput ag a3 YoIym 03 91n3
S1-10-¥00¢ [[eys a1njeradtua) -edadwa) Jo Jruan| armeradway| L _
€€50-000£ OSI — — Jo ywr roddn oy 1| aaddn ay) seyeorpuy | | joyrwiftaddp 9°€’S
_I 1
Ul [eIUOZLIOY| pasodXPAlejes aq
J9MO[ 9} 0} JUSD | UED 22143 [PIIpaUL
e -e[pe pajedrpul aq 92 yo1ym 038uny
a1-10-¥00¢ [Teys aanieraduwal -e1adwoy Jo Iy aanjeradway| L _
7€50-000L OSI — - JO NWI[ ISMOT 9L | 12MO[ 33} S91edIply) *| JO HWI[ JoMO'] q'e’s
91ep uonjealsidal oydead
pue JoquInu asn jo pue _qUNuU
1oquids HA1/0SI SUOIILIIS9Y S910N sjuawa.ainbay uondrisaq ML ERNIEAEIEN |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

18


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

PV NN TP LN 2 WL Vel TTRAS 22 P2 £ EAT-X 2=

T O} SO0 o Ul I T O IoTo

93 3[NSU0J 03 SIasnh SUI3IAIIP UI IsSh
Joj pue sojdurexs 10j 977 995 € 4.LON

r 1
: - ugis £39jes asn
N CO0N oﬁoonmwwo IS A19) L0f suolzon.sul
Y3l pue [g7]L110C OSI 0S[e 995 ¢ H.LON asn 1of SIU01309]2
o * SUOONIISUI suo013on.43sul Y3 }Ns| | Insuod 1o asn
a1-10-700¢ 8unerado ynsuo), st ,asn.1of suon -u0d 0} Jasn ay3 10} | [4of suonon.aysur| L -
1¥91-000£ OSI — -on.3sul AIysuo),, 1oy wAuouks T FLON — poau 8y} sa1edlpu] ynsuo) €Y'S
r 1
A1uo asn ajbuis
. auo 10J papualul
al-10-¥002 ", d0U0 AJuo asn, pue a5 ajbuils, a.1e S13ey) a2142p L -
IS0T-000Z OSI — ,9Sn-a.4 j0u 0(7, 10j swAUouss), HLON — [D2IpauL © S91BIIPU] asn-a.d jou o V'S
r 1
aolAap [ba1paul 4 -/
93 Y3Im pajerdosse (>
ST-10-4002 '600M-010£ OSI .plezey sys14 [edr3o[oiq
[eo13oj01g,, usis A1ajes ay3 Y3m pasnj [erauazod aae 3193 L |_
6590-000£ OSI — -U0d 9q 03 30U ST joquiAs SIYL,  ALON = Jey) sajedlpuj | |sysii [ed13o[01g T'¥'s
asn djes g
=
"Sou|
[e3U0ZLI0Y I9MOf pasod
pue saddn a3 03 X9 A[2Jes aq ued
juade(pe pajedipul| av)Aap [pIIpaW B}
. aq [[eys suonel| Yoy o3 aanssaad uoneywI|
a1-10-¥002 -ruan] aanssaad srraydsounse jo aanssaad _
129Z-000Z OSI — — orreydsounye ay[,| 98ueld ay) So3eIIpU] orreydsownyy 6'S’S
91ep uone.alsigal srydeas
pue .Jaquinu asn jo pue.aqunu
J1oquids DA1/0SI SUONPLIISIY S910N sjuswd.IInbay uondridsaq 9L DU.IIJY

(panunuos) T 31qeL

19

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

81-0T-010¢
T10L€-000L OSI

‘syuswainbaua

[eaIn3no

yym areridoadde
JusW9[a JIayjoue
yum paoejdaa

10 paid[ap

9q Aew sS0.10
pappaquia oy,

saanyearap ewserd
J0 poojq uewny
sajedodaoour Jdo
SUreIu0d JBY3 92149p
[D21paw B $21ed1pu]

(-]

SOAIJBALISP
wsed 1o poojq
BlINY SUIBIUO)

9'¥'S

80-60-500¢

GZ.,Z 10quAs ‘000L
0S1 jo uonyeoriddy

onay
-ureju

.:h@QQSvH
Jufs, 3ul
J Sa0143p

[Do1paUl 10j pasn
9q 1pu p[noys

]0¢

wAs s1y ],

‘surej0.1d xaje[ urelIad 03 SuUOrIea.l
o139k aaeY ued oym ajdoad asoy)
UIeM 0} PapUSIUL ST Joquids SIY ],

4LON ba

221A2p [DIIpaW e

Jo Surdexoed ayj 1o
32149p [DI1paUl 3}
UIY}IM UOIIONIISUOD
JO [eLI9jeW B Sk
X93e[ Jaqqn. [eInjeu
Jo Jaqqn. [eanjeu
A1p jo aouasaad

93 Sa3edIpu]

X91E[
Joqqni [eanjeu
Jo aouasaad
J0 surejuoy

Sv'S

ST-10-¥002
V¥EY0-000L OSI

dof su

ueayl
pasn ag

109

*.asn
D170N.135Ul
3[nsuod,
03 A[a10S
j0U [[BYS
uAs STy L,

‘pasn

aq Aew (,uonne),)

d¥€v0-000L OSI
JUeLIRA JOqUIAS Y ],

saouanb

-9su0d a[qelisapun
ploAe 03 Jap.o ul
uonoe Jojeaado Jo
ssquateme Jojerado
Spaau uoleniis
JUALIND 9Y3 1By 0
‘pade(d st joquids
93 2.13YMm-03 3SO[D
[013u02 {0,821
a3 Sunetado uoym
AJIBSS929U ST UoIThea
ey} S93edIpY|

uonne’)

il
V'v'a

91ep uonjealsidal
pue Jaquinu
10qufs DI1/0SI1

oS

njo

SUOIILIISOY

S910N

sjuawa.Iinbay

uondriasaq

9N L

oydead
pue Jaqunu
ERLIEREIEM |

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

20


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

sonJadoud ur
-}dnusip aurIOpUd
UM saoue3Isqns 1o
‘(YIND) do1x030adau
“Oruageinu ‘O1usd
-ourd.Ied aq ued

>

e ‘saduelsqns Jey3l sadueisqns soduelsqns
10-11-610¢ ardnnur 16 3oueisqns [3UIS & 93LIIPUI 0] Surejuo0d Jey) 92143p snopJezey| L o
£2L£-000L 0SI — pasn st ,saduelsqns, Wil YL ALON — [DIIpaW € S9IRITPU] surejuo) (1) A
r T

uidrio uewny jo
‘S9AIIBALISP
J1913 .10 ‘S[[9D
‘anss1 [ed13o101q

urdrIo uewny
JO [eLIajeW

81-01-610¢ SUIRIUO? 1Y) 22142D [ea18oj01q| L |_
00L€-000Z OSI — — — [DIIpaul B S91EJIpU] surejuoy 6'1'S
I B

uiSLio [ewrue jo
‘S9AIIBALISP
J1913 10 ‘S[[9D
‘anss1 [eordofolq

uIdLIo [ewiue
JO [eLI9IRW

81-01-610¢ SUIRIUO) 1Y) 22142D [ea18oj01q| L _
669€-000L OSI — — — [DIIpaul B S91edIpU] surejuoy 8'1'S
‘syuowa.inbau - 1
[eanipo
ym arerrdoadde
JUSWIa[A JayI0UE aoueIsqns
yam paoedad [eUIDIPaW
10 pajo[ep| e seqeliodaoour do aouelsqns
81-01-610¢ 9 AW SSOID | SUIRIUOY JBI 921A9P [euIpaw| L _
Z0LE-000L OS] — — pappaquio aYL| [pIIpaw € §93edIpu] B SUeIU0) LY'S
91ep uone.alsigal srydeas
pue Joquinu asgn jo pue Ioqunu
joquifs DFI/0SI | suonprisay S910N sjuswaainbay uondiisaq AL ERLERCIEN |

(panunuos) T 31qeL

21

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

r 1
aolaap
[D21paul J330UE JO TOHLNOD
doueurio)ad oy
‘¥'G'G joquifs asn AJ119A 0] papuaiul
$1013U0D 9A1SOd 10J PUB £°G°G JoquIAS S13ey) [erlajewt L -
V/N — ISR ‘S[0.J3U0d 9Anledau 10  HALON — [013U0D B S33eIpU] [0J13u0) 7'S’S
-, 9sn
01314 ul,, 10J SI
a0143p [p2Ipawl
a3 ety Aj10ads
130U pue - =
s910Ssad0e
11943 flo saolaap aolAap
[p2Ippul d13sou ‘'suonuljep@hbrun aaey [poIpaul d1asougderp Q>—
-3efp o131a Ul ued suon2IpsLn( 1910 71 9%L/L102 0J31A Ul UEB Sk pasn
AJ11uspl 0 pasn uone[n3day N4 Ul usAld St a01aap 9q 03 papuaiul| | ao14ap [poIpaw
aq A[f1o pnoys| jporpaw d13soudelp 0.31A Ul JO UOITUTIAP S13ey3 ao149p onsougdelp| L -
V/N joquds s1y, [Inj aya ‘@doang urasn.aoj  ALON — [P2Ipaul ® $91eJ1pU] 0J31A U] 1's's
ayads-dAI §'s
r 1
juaned l
9[3uls e uo (saanp g H
-900.ad a[diynw) N
sown} ajdinuw pasn
81-0T-610¢ L

9q Aew yeyy ad142p

asn ajdipinw

_

90L£-000£ 0OSI — — — [RI1paul e s91edIpu] Juaiand ajbuls rA N A
_I 1
o Ss[eLIoletoueu
81-01-610¢ SUIBIUOD JRY} 9I1A9p s[erjewr| L _
€0L€-000£ OSI — — — [D21paul B S91edIPU[), /] OUBU SUTejuo) IT¥v's
91ep uonjealsidal oydead

pue.RquNuU
JoquAs J91/0SI

asn jo
SUOIILIISOY

S910N

sjuawa.Iinbay

uondriasaq

9N L

pue Jaquinu

9JU9.I9J9Y

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

22


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

asn d13souserp
[edIpaW 10j Jo3.Iew
a3 uo paoerd st

J(synsaaonsouserp pra14 03 *9°1) sasod.and 510190 SHMSLIB1IE 1
[e2lpaul 10j UOIIBUTWEXD J13SOUSEIP 0.131A 390 SINSLIN
-Ieyd aouew.ioyiad
U['WE .1I0J Pasn 9q 03 papuaul Jou SI A[UO 11 SULENIEAS 10
UOTIeNEAd d0UeWL.I0}19d d13sougelp o0J31A Hounen| J
‘T'9's joquds A[uo pasn aq 03
£ ( urieystiey)y a2laap [polpawl y ¢ 4LON c
o ym Apurof popuajul siieyy| Kjuo uoneneas .
€0-0T-I102| 1paddy jou [[eYS * A[uo asn [euonyed a01Aap [DIIpaW aouewrioytad ¢ _
€80€-0002£ 0OSI Joquifs STYT,| -1IS9AUT I0J.(A], ST wAUOUAS Y T HLON — dAI ue sejedlpuj dAl 104 9'9'g
1
‘JoquiAs 3y}
01 judde(pe 1eadde aolaap
[[eYs a214ap [bo1pawl [p2Ipawl Y3 YIIM
. 'S9I1AdP [BJIpaW 213SOUSEIP 0.131A | 9Y) YMM pawiojiad| poauriojiad aq ued $159) <U>
S1-10-700¢ ul 3urpnioul S9d1AdP [BIIPAUF I YIM 9 Ued JeY) S1S91 |1eY) SIS9} JO Jaquinu J0J JUaIdJNns -
8150-0004 OSI — SN 10 3[qBIINS ST [0qUIAS ST, “* AL0N joequnu eyl | [e30l 9yl s91edipu] surejuoy 9'S'g
1
aduel
aanisod pajoadxa +[JOHLNOD
93 UI S3[NSal a3
AJLI9A 03 papuajul
ST-10-700¢ s17ey) [eLIeW N
96¥%¢2-000£ 0OSI — — — [013U0D B S91EJIpU| [0J3U0D 9ATIISOd ¥'S'S
B
aguel
9A1e39U pajdadxe = [TOHLNOD
alJ-ul synsal ay
o A31.104 0] papuaiul
a1-10-¥002 S1Jeyj jeriajewt L |_
S6%2-000Z OSI — — — [013U0D B §93821pU] | [$.13U0D dA1IESON €'G'g
91ep uone.alsigal srydeas
pue Jaqunu agn jo pue Jdquinu
1oquids HA1/0SI SUONpLIISOY S9I0N sjuawd.Iinbay uondridsaq INIL 9IUBIAJY

(panunuos) T 31qeL

23

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

80-60-500¢
92L2-000L OSI

LI I

J1ad sdouap jo 1aq
-winu 9jeradoadde
a3 £q paoe[daa aq
[1eys pue sjdwexa
ue se uMoys SI 0Z
‘payy1oads st aay|
-1[[1wt 1ad sdo.ap
Jo Jaqunu ay ],

anI[iw Jaod
sdoup jo Jaquinu
a3 Sa3edIpu]

QLI
Jad sdoa(qg

r . 1
L _

7'9'S

80-60-500¢
¥2L2-000L OSI

oruadoaAd-uou
S1iey) aslaap
[D2Ipaw & $91eJIpU]

oruadodAd-uopN

W

€99

80-60-500¢
¢CLZ-0004 OSI

‘segd 1o pimbiy
esueall pinfj, wsl a9yl  H.LON

yaed pingj e jo aoua
-saad a3 sajed1puj

yred pingq

C

2'9'S

80-60-500¢
ST142-000L OSI

‘oye) aae
sardujes ataym
juanzed e uo als
e yim pajen
-0SS¥aq 03 30U
st joquiAs S1y ],

Jaulejuod pooiq 1o
22143p |DI1paul Y2
I pa.03s aoueisqns
2413 e jo sajdwes
JO wo1309[[02 a3 03
pajeaipap waishs

e Sapnjoul ley) uon
-eorjdde Stgsseooad
poojq 16-3%1a0p
[D21pawl e s21edipu]

a11s gurjdweg

L _

1'9°'S

uoIsSnJuI/uoIsnjsuel], 9°'s
91ep uonjealsidal oydead
pue Jaquinu asn jo pue aqunu
Jjoquifs HF1/0SI SUOIILIIS9Y S910N sjuawa.ainbay uondrisaq AL 9DUAIJY

(panunuos) T 31qeL,

© ISO 2021 - All rights reserved

24


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

T10-TT-610¢
9¢LE-0004 OSI

"} p102a. 03 papla
-0ad aoeds e 07 3xou
Jo aweu juaned a3

03 juaoe(pe qeadde

[1eYsS joquids
93 ‘pasn uay\

juaned a3 jo
duIelU 93 Sa3edIpU]

JwWeU JusnIRd

==

L _
LS

ST-10-700¢
01T92-000£ OSI

oY1 Jo 1.1ed ST (#) d1ew ysey Sy,

‘Joquifs
4LON

"}1 pJ102a. 03 papia
-0ad aoeds e 011x0u
Jo0 Jaquinu juaryed
a3 031 Judde(pe
JTeadde [Teys joquds
a3 ‘pasn uay

juaned
[ENPIAIpUT UE [3IIM
poa3leId0SSE JIaquInu
anbiun e sajedipuj

foquinu juaned

#_:_

L _
| WA

SI9Y10 L'S

‘PoSJeAa.d 9q jouued puk UoIldallp 2uo

UOI303.11p U0 A[U0
Ul MO[J SMO[[e Jey)

I 1

<—

80-60-500¢ ur a[qissod A[uo St Mo[J 941 1BY) MOoUy SA[BA B (1M 201A9p L _
87.,2-000Z OSI — 03 J9sn ayy 1oy yuerrodwii sty TLON — [po1paw e sajedipuj| |aafea Aem-auQ 9'9°'G
ILLS r 1 T
a.1od ajeradoadde az1s atod
a3 Aq peaoefdea ad) /peurwou denon.aed p——
Ireys pue ajdwexa | £J0/,1931J B SUIEIUOD wird
Uk Se uMoys sI| 183 22149p [poIpaul Sl
GT ‘payioads si| aYylyo.tuslsAs uois
80605002 J191[1] Y1 JO 9ZIS -nJS$agay Jo uots| | azis adod yum| L T _
LZL2-000Z OSI — — a1od [eurwou 8y [,|  -njul ue s93eIIpU] J191[1y pinbr S'9'S
91ep uone.alsigal srydeas
pue .1aquinu asn jo pue Jaqunu
Joquids H)F1/0SI SUOTIPLIISOY S310N syuawa.IInbay uondridsaq IIL ERLIEREI B |

(panunuos) T 31qeL

25

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

L0-0T-200¢

i

p1023a.1 03 papraoad
9oeds e 011x9U .10
JoquIAS SIY3 JO asn
a3 J10j ajeridoadde
91ep a3 03 Juaddelpe

aoe[d 3003
aanpado.d [edipawt
B .10 Pa.19jua Sem

JTeadde [Teys joquds uorjew.Iojul Jey} _
¢995-L1%09 D41 — 97 91 ‘pasSn UaYAA|  9IBP 9Y3 se3edIpu] 9led 9°L’S
*J1 p10odal punoj
03 papraoad adeds e aq Aewr Juaryed
03 3XaU .10 .10300P .10 9yl Inoqge uon
9IJU9D 91D Y3[eay|  -BULIOJUI [EITPOW
1€-G0-€102 "sjuauieIInbau 9Y3 Jo SsaIppe 919YyMm 10300p 10 [ ]
V0 4d 1d [ean3no yarm aeridoadde yustiae 93 013udde(pe| 913U aIED YI[EdY J10300p + ‘
Jayjoue yim paosejda. 1o paja[ep4 teadde [[eys joquids 9Y3 JO SsaIppe J0 913U
100Z OSI — 9 ued SS0I0 pappaquwid 8y,  ALON a3 ‘pasn uayp\ a3 Sa3edIpu] 9.1ed YI[eaHy S'L'S
-
-
‘Joquds ay3 03 jonpoad [edrpaw
Juade[pe’ssalippe| a3 uo uoneULIOUl E
8T-0T-610Z gem dyadq| [euonIppe ureiqo d11sqam
‘juaried ay) 01 9[qe[lEAE UOIIEW.IOJUT paruedwoooe-aq| ued yuarred e a1aym uoreuLIOjul _
S0L€E-000L OSI — jo uonesoyayediput oy stagesn)  ALON|  [[BYS JoquiAs SIYL[/RIISqam B sa1edIpu] juanyed VLS
1
*}1 p10dal
03 papiaoad aoeds e °
03 3XaU .10 UOI3ed[J
-ipuaprt juanied ayy
011judde(pe 1eadde Jusfged ®
£0-01-2002 ‘[oqui4s ay3 [Teys joquids| ay3 jo eiep UOIIEIH uoIedJIIuapI 2
799S-L1%09 D4l — joaaed st (¢) yrew uonsanb oy,  HLON 91 ‘PasN USY A | -[IUIPI 93 S9IBIIPU] juanyed e€Ls
91ep uonealsidal oydead
pue.Jaquinu asn jo pue.aqunu
J1oquids DA1/0SI SUONDLIISAY S910N sjuawd.IInbay uondridsaq L DU.IIJY
(panuizuod) T dqeL

© ISO 2021 - All rights reserved

26


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

2021(E)

ISO 15223-1

"ISLLIBD JB1JIIUSPI
901A9p anbrun ay3

"UOI}BWLIOJUI d[qEpED.

03 juade(pe paoe[d
aq [[eys joquids
SIY3 ‘pasn jI ‘[2qe|
93 uo juasaad
9.1k SISLLIED BIEep

uoryeuLIojul
I91j13uspl
921A9p anbrun

Uewny pue D[V ay3 Surpnjour IsLLIed | sidinu uaym pasn SUureIuo0d ey} Jeyyruapr| L -
V/N — 1dN. 993 seynuapl joquds siyl, FLON| 2q Aewr joquiAs sty [,| JoLLIED B S93edIpu]| | 921A9p anbrup oT’L’S
. "paieatidnp aq jou paau ssa.lppe pue
ngEMSSMME aweu ayj #pnus arqisuodsa. awes ay3 AU o
15U10 o%meMM Ajryuapt (SurSesjorday J1o ‘Uonle[suel], {037 011U9oe _N % £IAl Wm r T
o -nq1a3siq “a3i0duly ‘onryejuasarday pazi H :be Al ‘J
Aq uspjerIapun oy -a) sjoquudsadnnu il 7 LON guigdexpedaa ayy pa.1indoo N
se/ £31A130€ : : Jo0ja[qisuodsarsi| seyuoneiIngiyuod @
Suydesoedau ‘papaau Jey3 £313uL 9yl Jo durdexoed ao1aap ‘J y
10-TT-610Z 9yl upym pasn| aqued (Surdexoedas jo 93Ep,'9'T) UOIIEW | SSAIPPE pUE dWEU [po1pawi [euIsLIo -
_

aq Kquo [reys

-Iojul [eUOI}IppE ‘UoNDIPSLIN( Suraey

a3 £q patuedwodde

9Y3 03 UonIEdJIpOoW

L2L€-000L OSI joquAs sty Ayroyane ay) uo Suipuada@ T LON |2 [[BYS [oquiAs STy, B 1ey) sajedipuj Suidespeday 6'L'S
42.n30Df uon
-nupy} ay3 uey? ‘JoquiAs -eurIojur [eurdrio - A
Jayl0/auoauos a3 031 Juade(pe A1 a3 saoe[dal
Aq uspjerIapun rAI}0€ UOTJB[SUB.I) 10 syuawaddns
sef £11a1108 ‘paieorjdnp aq jou paau ssaappe pue| 9yioja[qisuodsat| YIIYm UoIB[SUERI) N & <
uprye[suey awieu a3 ‘A3njua arqisuodsal awes ay3| SIIEYYAI3us ay3 jo e auogdIapun sey
a3 upym pasn | Ajiauspi (Surdesoeday Jo ‘Uolre[suel], 403| SSaIppe)pue dWEU| UOIIBULIOJUI 231A2D
10-11-610¢ aq fuo [feys| -nquasiq “4230dwy ‘oaryeiussaidey pazi|ayl A4q paruedwodoe [po1paw TeudLIo L _
8¢.L€-000L OSI joquds sty | -toyiny 9'1) sjoquds sjdimui j - JLON |29 [[BYS [oqWAS SIYL| 9yl 3yl saied1pu] uonefsue.d], 8'L'S
[ -1
‘'suonIuIjep anbrun aAey ued suon Q E
-1psLIN(IYIQ [g7]'SHL/LTOZ UOlIE[NZDY
A u1 usAIg sI ,22149p [DIIPaUL,, JO UOTITU a0149p/Ibo1pawl © L _
V/N — -IJop [[nj ay3 adoung urasn o  JLON — ST W 91 S23E2IpU] | | 22143 [DIIPI L'L'S
91ep uone.alsigal srydeas
pue Joqunu agn jo pue aqunu
J1oquids HA1/0SI SUONPLIISIY S910N sjuawa.ainbay uondridsaq 9L ERNEREIEN |

(panunuos) T 31qeL

27

© IS0 2021 - All rights reserved


https://standardsiso.com/api/?name=ca9a4eca78861f0ad97e6605ea55f4fa

ISO 15223-1:2021(E)
Annex A
(informative)

Guidance and examples of symbol use, including multiple symbols

NOTE1 These examples show the requested 1nformat10n (e.g. Name Address Date etc) on the rlght side of
the symbol grbelow e - 1S, a
manufacturer can choose to put the requested 1nformat10n to the left or above the symbol

NOTE 2  Ifneeded, manufacturers may make modifications to symbols as explained in IEC 80416-3:2002, Cljuse
4.[20]

A.1 Guigance
Terms 3.1|(accompanying information) and 3.6 (information supplied by the.'manufacturer) are Jery

similar angl their application can vary by authorities having jurisdiction. 1S8-20417:2021,[13]1 Anngx A
provides aglditional clarification.

A.2 Examples of use of symbol 5.1.1, “Manufacturer’.

r A r A
Name
Address
L 4 L J
Name
Address

A.3 Examples of use of symbol 5.1.1, “Manufacturer”, combined with 5.1.3, “Date
of manufacture”

r A r A
Name
‘ Address “
2019-12-01
L . L J
Name
Address
2019-06

A.4 Example of use of symbol 5.1.2, “Authorized representative in the European
Community/European Union”

Examples for an authorized r 1 r 1
representative in the Name
European Community/ EC |REP | . idress EC |REP
European Union
L 4 L 4
Name
Address
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A5

A.6

4

Examples of use of symbol 5.1.3, “Date of manufacture’

r " r "
] e
L . L J

2016-06

Examples of use of symbol 5.1.4, “Use-by date”

= =1 [ =1

ISO 15223-1:2021(E)

A.8

A9

i i 2016-12-01 i i

L J L J
2016-06
Examples of use of symbol 5.1.5, “Batch code”
r 1 r "]
LOT| aBciz LOT
L _ C =l
ABC123

Examples of use of symbol 5.1.6, “Catalogue number”

r M r a
REF | -aBciz3 REF
L 7 L J

ABC123

Examples of use of symbol 5.1.7, “Serial number”
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A.10 Examples of use of symbol 5.1.8, “Importer”
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