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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 procedlures used to develop this document and those intended for its further maintenanee
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This third| edition cancels and replaces the sec¢ond edition (ISO 15223-1:2012), which has Heen

technically| revised with the following principaltevisions:

— Clause|2, updated the title of ISO 7000_and added the “date of release” for each of the registered
symbolls to Table 1;

— symbo|l 5.1.1, modified the requirement related to the placement of the manufacturer’s name jand
addreds on IVD labels;

— symbo|l 5.1.2, modified-'thé requirement related to the placement of name and address of|the
authorjized representative in the European Union on IVD labels;

— symboll 5.4.3, added the information used to indicate an instruction to consult an electrpnic
instrugtions foruse (elFU);

— symboll 54.5, added the reference to ISO 7000, symbol 2725, “Contains or presence of”;

— symbol5.5.5, modiiied the description of the symbol and the requirement regarding use with 1VD;

— A.15, added the examples of the placement of the elFU indicator.

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

NOTE Future symbols intended to appear in this document are to be validated in accordance with

ISO 15223-2.

This corrected version of ISO 15223-1:2016 incorporates the following correction:

— in A.9, the graphical symbol of NOTE 2 has been corrected.

© ISO 2016 - All rights reserved


http://www.iso.org/directives
http://www.iso.org/patents
http://www.iso.org/iso/foreword.html
https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

ISO 15223-1:2016(E)

Introduction

This document addresses the presentation of certain items of information that are considered by
regulatory authorities to be essential for the safe and proper use of medical devices. As such, the items
are required to appear with the medical device in most regulatory domains. The information can be
required to appear on the medical device itself, as part of the label, or provided with the medical device.

Many countries require that their own language be used to display textual information with medical
devices. At the same time, manufacturers seek to take costs out of labelling by reducing or rationalizing
variants. This can cause problems in relation to translation, design and logistics when multiple

devjces labelled in a number of different languages can experience confusion and delay'ia-1
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laniuages are included on a single label or piece of documentation. For example, users

opriate language.

5 document proposes solutions to these problems through the use of intermationally
bols with precisely defined descriptions.

le compiling symbols to be included in this document, ISO/TC 210 recognized the need for
hodology for the selection, development and validation of symbols‘proposed for adopt
subject of [SO 15223-2.

5 document is primarily intended to be used by manufacturers of medical devices w
itical products in countries where there are different lahguage requirements for med
lling. It can also be of assistance to

distributors of medical devices or other representatives of manufacturers,
healthcare providers responsible for training,.as-well as those being trained,
those responsible for post-market vigilance,

healthcareregulatoryauthorities, testing organizations, certification bodies and other org
which are responsible for implementing regulations affecting medical devices and ¥
responsibility for post-market sugveillance, and

consumers or end users ofimedical devices who draw their supplies from a number of s
can have varied languagé capabilities.

of medical
bcating the

recognized

systematic
on. This is

ho market
ical device

panizations
vhich have

ources and

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2



https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

INTERNATIONAL STANDARD

ISO 15223-1:2016(E)

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

Part 1:
General requirements
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Scope

. document identifies requirements for symbols used in medical device labelling t
rmation on the safe and effective use of medical devices. It also lists symbols that
lirements of this document.

E document is applicable to symbols used in a broad spectrum 6f)medical devices,
keted globally and therefore need to meet different regulatory reqdirements.

se symbols may be used on the medical device itself, on its packaging or in the

br standards.

Normative references

following documents are referred to in theltext in such a way that some or all of th

70001, Graphical symbols for use onequipment — Registered symbols

8601, Data elements and interchange formats — Information interchange — Representat
times

e supplied — Part 2; Symbol development, selection and validation

Terms and, definitions

the purposes of this document, the terms and definitions given in [SO 14971 and the follo

3.1
cha

hat convey
satisfy the

which are

associated

umentation. The requirements of this document are not ifttended to apply to symbols gpecified in

eir content

stitutes requirements of this document. For’ dated references, only the edition cited dpplies. For
ated references, the latest edition of theneferenced document (including any amendments) applies.

on of dates

15223-2, Medical devicés +— Symbols to be used with medical device labels, labelling, and information

wving apply.

and [EC maintain terminological databases for use in standardization at the following addresses:

[SO Online browsing platform: available at http://www.iso.or

racteristic information

information that represents the property or properties of a symbol

1) The collection of ISO 7000 graphical symbols and additional information concerning their use are available at
https://www.iso.org/obp/ui/#search. Each symbol in the database has a “registration date”. These dates are given

in the ISO Registration Number column in Table 1.

© ISO 2016 - All rights reserved


http://www.electropedia.org/
http://www.iso.org/obp
https://www.iso.org/obp/ui/#search
https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

ISO 15223-1:2016(E)

3.2

description

normative
[SOURCE: 1

3.3
label

text which defines the purpose, application and use of the symbol

EC 80416-1:2008, 3.2]

written, printed or graphic information provided upon the medical device itself

[SOURCE: GHTF/SG1/N43:2005]

3.4
labelling
informatio
device or a

Note 1 to er]
device, but ¢

Note 2 to e
manufactur]

3.5
symbol us

graphical 1
device that

of the infor

Note 1 to en
objects, incl

3.6
title
unique nap

[SOURCE: 1

4 Gene

4.1 Proposal of symbels for adoption

Symbols pi

Any symbd
and have g

h supplied by the manufacturer that is provided for, associated with, or affixed to,a med
ny of its containers or wrappers
xcludes shipping documents.

htry: Some regional and national regulations refer to “labelling” as “information supplied by
er”.

ed in medical device labelling
epresentation appearing on the label (3.3) and/or associated documentation of a med
communicates characteristic information (3.1) withiout the need for the supplier or rece|
mation to have knowledge of the language of a par&icular nation or people

liding alphanumeric characters.
he by which a graphical symbol is identified and spoken of
[EC 80416-1:2008, 3.9]

Fal requirements

oposed foriadoption in this document shall be validated in accordance with ISO 15223-2

| propased for adoption in this document shall be applicable to a range of medical dev
obal or regional applicability.

ical

try: This information relates to the identification, technical description (3.2) and|use of the medical

the

ical
iver

try: The symbol can be an abstract pictorial or a.graphical representation, or one that uses famfiliar

ices

4.2 Requirements for usage

When risk management shows it to be appropriate for symbols to be used to convey information
essential for proper use on the medical device, its packaging or in associated documentation, the

symbols giv

en in Table 1 may be used.
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Symbols that are registered in ISO 7000 shall comply with the graphical representation in ISO 7000,
especially with respect to relative dimensions, including relative line thickness, orientation and the
absence or presence of filled or shaded areas.

NOTE1 SO and IEC jointly maintain an online database of graphical symbols for use on equipment, which
contains the complete set of graphical symbols included in ISO 7000 and IEC 60417 available at https://www.
iso.org/obp/ui/#search. This online collection shows each graphical symbol and identifies it by a reference

number and a title (in English and French). The graphical symbols are available in different formats (e.g. Al, DWG,
EPS) and some additional data as applicable is provided. Various search and navigation facilities allow for easy
retrieval of graphical symbols.

e symbol to

NOTE 2  This document does not specify colours or minimum size for the symbols in Table 1, nor ddes it specify
the relative size of symbols and that of indicated information.

It i important that symbols be used properly. Guidance on appropriate use, of the general prohibition
synjbol and the negation symbol is given in Annex B.

Befopre symbols are used, the manufacturer shall carry out a risk assessment that indicates that the use
of the symbol does not introduce an unacceptable risk.

NOTE3  Additional information regarding risk assessment can be found in ISO 14971.

Synpbols may be used without accompanying text. Where. regulations require accompanying text, the
titl¢ of the symbol given in this document should be consideéred sufficient. All dates and timeg presented
in asociation with symbols shall use the conventions set'out in ISO 8601.

4.3| Other symbols

Other standards specify additional symbels that are applicable to particular kinds or| groups of
medlical devices or to particular situations~Examples of sources for such symbols are identjfied in the
Bibliography. This listing is not exhaustiye.

5 [Symbols

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

A manufacturer may-Uise any appropriate symbol regardless of category.
NOTE Table.I‘has been organized into symbol categories for ease of use. The category into which a symbol is

grouiped doesTot have any significance as far as usage is concerned. The order of appearance of sympols and the
categories in-which they are placed are not prioritized. Examples of the use of symbols can be found |n Annex A.

© IS0 2016 - All rights reserved 3


https://www.iso.org/obp/ui/#search
https://www.iso.org/obp/ui/#search
https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

‘payyoads 36ufeae,ssalppe
pue aweu aY) Jo 9ZIS Y3 pukfoquiks
Y1 Jo azIs dAnePI Ay L, GHEON

"[oqui&s aud uj
pauIquod 9q Ued “I3.INjdeJnuLW 3y}
JO SSa.Ippe pUE dWEU Y] SE [[oM SE
‘aInjoejnuew jo aep oyl S ALON

"G-€118T OSI PUB $-£118T OSI
‘c-€T181 0SI ‘Z-€T181 0SI
‘T-€118T OSI Ul UdAIS S1 D4 /6./86
9A1309.11( 14 10j syudwa.ainbaul

Qyjuoaduepmy § JLON

‘T¥0T Ni ut uoalsd
SIDHA/Z¥/€6 Pue DAA/S8E/06

S9A1309.11(J 1 10] SyudwaIInba 1
ay3 uo aouepIMy ¢ ALON
"DH/6L/86 pue .
088/2v/€6 'D81/58¢/06 Soandam | 10GWAS 943 013usde(pe
N7 ur uea1d ST JaInjdrjnUERW, ‘(rox{rew Y3 U0 Ad149p "04/6L/86
Jo uonuyap [y oyl z ALON | [821Paw 9y Sutoerd uos.ad pue DA/ Zh/€6 a4
T oyl 'o'1) Jaanjoeynuewt | /g8€/06 SahnIvIIQ NG
Z0-01-T102 qodoang ut paarnbaa 93 JO Ssaappe pue wrpauiyep N
S1JeY) UorjeuLIojul ajedipul | aweu ay) £q paruedwodde | se UaanjoejnueuwopiAdp
780¢€ 01 pasn st joquiAs sIy], T ILON aq [[eys [oquIAs SIY ], [ed1pau a3 S9IEITpW Jaanjoejnue TTs
aanypejnuep I'S
e'ou "oy sjuawd.arnbau asn sajou syuswamba [oquiAs 0QUAS 10 3121 %NME—MWG
000Z OSI [euonIppy J0 suonILISY aAneuLIOjU ¥ by jo uondrsaq 10QUiAs JO ORLL wunem&em

asn 19doad 10 [E1IUSSSD UOIIEWLIOJUT ASAUOD 0] S[OqUIAS — T d[qeL

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

‘payy1oads jou aae ssauappe
pue dweu 3Y) JO dZIS Y3 pue [oquIAS
Y1 Jo 9zIs 2ANIB[2I AYL ¥ HLON

'S-€TT8T OSIPUE #-ETT8T OSI
‘€-€1181 0OSI ‘Z-€1181 OSI

‘T-£T181 OSI U1 uaAIS S1DH/6L/86
9A1109.11(J 17 J10J Sjudwa.IInbau

Y1 uo 9ouEpPINY € ALON r B
"TH0T N4 Ul usa1gd
s10d4/2¥/€6 Pue Da4/58€/06
S9A13091(] Y 10§ SjuswaImbal ‘Joquids mmm om
oy uo oouepiny 7 gLON | U3 03 3uLdE(pe “Krunwrwio)
ueado.ang ayj ut
‘Ayu | aaryejuasaldad pazrioyne Aunwuwon
-nwwoy) ueado.any ay3 ur paiinbau 913 JO Ssalppe pue ‘Ayunwwon ueado.any ueado.anyg L N
S1JeY) UonjeuLIojul ajedipul | aweu ay) £q paruedwodde a3 ur dAnpeIuasadar | puya uraanejuasaldas
V/N 03 pasn st [oquAs SIYL, T HLON aq [[eys [oquIAS Sy, | pazlioyine ayySafesipu] paztioyny TS
[oquAs
e'ou "Goy sjuawaImpau asn sajou [oquAs
sjuawd.aimbay [oquAs Jo I L Jo .1aquinu
000L OSI [euonippy JO suondLIISaYy aAneuLIojuf jo uondrosaq ERYICR CIEN

(panunuos) T 31qeL

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

*9A1309.11( 4 peradoad
-de ay3 £q pajinbaui se
‘uaalg s1a3ep Ag-asn ou
a19ym sao1aap|[ed1paw
9A1}O® 10§ danjpejnuent
Jo 183k a3 10| ‘sa01A0p
[eorpaw aqpruerdur
9A11O® 10§ danjpejnuent

‘[oqui&s a3 03 Judde(py

Jo 1eak pue yjuowr a3y Ppajedo] aq [[eys a3ep Ay ], |
Ajnnuapi o] pasn aq .
few joquiAd sy — Aep a3 10j s}IS1p om) pue
yjuow 9y} 10y syS1p omy
foanpaliq Ng ‘ojerrdoadde a1aym ‘pue
JueAS[. 91 Ul padinbad 1ea4 93 10j s3SI Anoj se
se ‘Aep pue yygouwr ‘1eak 1098 OS] Ul se passaadxa
10 ‘qauow pue Jpak ‘1eak 94 [[eYS SIY, "eInjdejnue
ST-10-%002 eaq pnod aiep oy — ‘payy1oads jou JO 91ep 9] 91edIpUI 0] ‘paanioejruew 1
a.1e 9)Bp 9] JO IZIS Y} pue [oquIAS a1ep e £q patuedwiodde |  Sem 9I1AIP [BIIPOW QU aanjoejnuewt
L6%2 q:afloang uj 91 Jo 9zIS aANle[aI Y, HLON 9 [[BYS [0QUWIAS STY ], | USYM dIBp 9Y) S9IeIIPU} Jjoareq €1's
e'ou ‘goy sjuowa.ainbax asn sajou syowra.mboy [oquAs JoquiAs Jo 1L ﬁ._wmm.hw_:
000L 0SI [euonIppy Jo suondLIISaY sAnjeULIOjU] ’ jo uondrsaq ) ERNIERC) EN

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

9
" Jaqunu
dreq, pue  Joquinu 3o[, e ,2pod
4oieg, 10y SWAUOUAS 7 LON ‘oquifs a1y 03 yusde(pe
9 [[eYs 9p03 y21eq Ay, "PayIIUAPI 9q UED 10|
ST-10-4002 ‘Paly1oads 30U 218 9p0d | '9P0D Yd3B( S,J81NJ0BJNUBW | 10 YdIeq 33 BY} OS 3p0d N
yoieq ayf y0,az1s ay3 pue [oquiks ay3 £q paruedwodoe yo3eq S, Ja1njoejnuet
Z6¥T a1 Jo oz1s onfie[py oYL T ALON aq [[eys [0quAs SIY, a1 saredipu] apod yoreg ST'S
044
/58€£/06 9a199.8a NH 4q ‘10quuds ay) 03 juadelpe
paambaufe £[oyes pa1ea0] ag [[eys a3ep ay L,
ERIVED IERITET ‘pauadoun | .
ajqeauedwr panoe ue S1921A9p _mu_cmE_Wﬁ uaym Aep ay3 10] STIZID.om) pue
Gunuerduwijroy yrwrg A1U0 ¢ U g yauow ay3 10§SJIp omy
ot a0 Gtk o8 paen PI[EA A[UO ST 93€P S (SAAI ') | 501 1doudde oTayim jpue n
ST SR SPILAIP [EIIPAW AWOS 104 #ALON | 1paf ayy 105 sHT1p by SE
- fqosn,si| 1098 0SIulsepassaidxa
PAnpaIId NA .91ep £q-asn, 10] wAuouks € TLON oq [[eYS °3ep Y
hueAs[a1
ay3 £q paambau ‘payoadsiou|  ~ UMOUS Aep 10 yauow
se ‘Aep pue yuowt ‘reak 9.1 91BP 93 JO 9ZIS 93 pUE [0OqUIAS 1eak a1y} Jo pus ayy 193e
10 ‘Yuowr pue 1pak ‘Teak ay31Jo 9zIs aAnle[RI Ay, Z ALON| PP®SNeq3ioup[noysadiasp
ST-10-4002 eaq pinos ajep ayy — [BDIpaW 3] JBY) 2JBDIPUL | "PASN 3G 0F4QU ST 3D1AdP ]
'90-200Z Se passaadxa| 01 91ep e £q paruedwodde [e21PBUIBY) YITYM
1092 q:ofloang ug s1z00z aun( ‘oidwexa 104 T LON aq [[eys [oquiAs STy L | 193y 23Ep SYISafedrpu] a1ep £q-asq) IS
[oquAs
e'ou "Soy sjuawa.anpax asn sajou [oqu4s
syuowaainbay [oquis Jo 3L, Jo 1aquinu
0004 OSI [euoppv JO SuonoLIIsay aAnjeuriojuy Jo uondrsaqg aoua19j0y

(panunuos) T 31qeL

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

‘jusawmnsop

SIy3 jo uonipe aininje 7
ur umerpyiym aq uonndo
SIY3 1BY3 papua)ul 131
‘I9A9MOY 2INSO[IUd 3}
INOYIIM UMOYS 9 A[JUdT
-Ind Aew [0qUIAS STy, 31 ‘[oquAs
013judoe(pe pue [oquIAs 93 03 juddelpe aq [[eys ‘payynIuapI
9} M0[a(q 10 Id)je doquinu [er1as a1 [, “Iaquinu 9 UED 9D1AdP [EDIpaU
ST-10-%002 poaoed aq [[eys Jaquinu ‘payyadsjou a1e Joquinu JBLI9S S, Jaanjoejnuew | d1j109ds € 3ey) 0s Jaqunu N
[BLIaS S, Ja1njoejnueut [BLIaS 9] JO JZIS A3 pUEe [0qUIAS o111 Aq patuedwodoe [BLI9S S, JoaIn3oRjNUEW
8617 a1 q‘adoanyg uf 931 jo dzIs dAnePI YL HLON SqTeys [oquiks sty 93 sajedIpu] Jlsquinu [eLIdS LTS
JUSWNIOP SIY) JO UOTIIPD
2ININJ B UT UMBIPYIM .
aq uondo s1y3 ey
papualuI ST 31 “19AIMOY
9INSO[DUd B INOYIIM - 12qUINU 1IP0I,
umoys aq AuaLImd pue . Jaqunu 90ua.Ia)o1,,
Aew oqui4s sy, 31 03 ale Jaquinu angofeied,
Judde(pe pue [oquiAs a1y} 10 SWAUOUAS 7 HLON ‘pPayIIRPT o ued
Mo[aq 1o 1ayje paserd aq 90149p [edIpaw {33k
ST-10-4002 [1eys Jaqunu anSofejed ‘payads jou aae Jaquinu ‘[oqui£s ay3 03 juddelpe os 1aquinu an3oreIes N
s, Jaanjoejnuew | anSo[eied ay) Jo 9ZIs ay) pue [oquIAs | aq [[eyS Jaqunu ando[ejed s, JaaInjoejnuew
£6¥2 a3 q‘adoang uj 911 JO 9ZIS 9AIIR[AI YL, T ALON s, Ja.Injoejnuen ay J, a1} Sa1LDIPU} Jaquinu angofeje) 9'T'S
on - [oquifs
e'ou "3oy sjudwaImba. asn sajou [oquiAs
sjuawaainbay [oquiAs Jo a1, Jo Jaquinu
000L OSI [euonippy Jo suondLnsay dAneuLIojuf Jo uondrsaq 22ua19j0Yy

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

‘(930U pajerdosse
sy Gurpnpout ‘sarjdde
FHF0071-955 Ni)

"1'Z'S [0quiAs jo asn ay3 sapnpoa.d
[oquiAs s1y3jo as  Z ALON

Y [FIMALS

'S99¥AdD [BOIpaW *sassasoad "uoneIpe.L
ST-T0-4002 PazI[LIaIs A[[euruia) uoneIpe.LIT 0] Paldalqns usaq sey Suisn pazi[1103s 1
uo 8sn 0] PYdLIISAL ST jonpoud a3 3] 91LIIPUT 0] Pash ua9( Sey 1Y) 914D UuoneIpe.LI
7052 [oquiAs s1y) q‘ededng uf aq ued [oquiAs SIyL, T ALON [edIpau B $91ed1pu] Buisn paziLIalg A
1
‘(@10U pajerdosse -~
st duipnpout ‘sarjdde ml—Em-—-
1'% ‘T002:1-95S N4)
S9I1AdP [BIIpOW '9pIXo
ST-10-%002 PaZILIals A[[euruLIa) aualAy3a Suisn paziLIals 1
U0 9sn 03 PaIdLIISAI SI "1°Z°S [0qWiks Jo asn a3 sapnyd u29( SeY| JeY[) 914D 9pIXO0 DUI[AYID
1062 [oquA4s s1y3 g‘edoanyg uf -oad [oquifs SIyxjo asn  ALON [edTpaw e $93ed1pu] Suisn paziLelg €'7'S
B
"1°Z°S [oqui£s jo asn ay3 sapnoaad "sanbiuyoal
[0quifs s1y130 9501 Z ALON ondase pardadoe
ST-10-40027 Suisn paanjoejnuewr sanbruyoa) N
‘uoneI1j apnout ua9( Sey 1Y 921A9p Suissaooad onndase
00Ss¢ ued sanbruydeyondasy T HLON [edIpaw & sajedipu] Suisn pazi[lia1g TS
1
‘(@10U pajerdosse
s31 Surpnpout ‘sarjdde
T'% ‘T00Z:T-95S N) ml——mm-—-w
S901A9p
[BedTpaW PAZI[LIdS jssapoad uonezrials
ST-10-4002 A[[euIuLIa) uo asn ‘6’7’6 0} e 0] pa3dalqns N
0] Pa310OLIISAI ST [OqWIAS [ Z'Z'G S[oqUIAS Jo asn a3 sapn[da.ad Uuog\sel] 1eY] 91A9D
6617 s1y1 q‘adoanyg ug [oquids sty jo asn HLON [edTpglwe sajestpu] 9[L1As s
ANLIAS  7'S
cou - [oquiAs
e'ou "3ay sjuawaImpa.x asn sajou [oquAs
sjuawaainbay [oquiAs Jo 9L, Jo Jaquinu
000L OSI [euonippy JO suondLISAY dAneuLIojuy jo uondrosaq aouaI0)ey

(panunuos) T 31qeL

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

“Iaanjoejrjuew ayl

' pastwo.aduwod

‘pouado
10 paSewrep usaq sey

ST-10-400Z Aq parddns uorjeuriojut st 3uiSexoed s31.10 WaysAs 1o11IEq o3exped a3 J1 pasn aq 1
a3 ut paurejdxd aq [eys a[LI91s Jonpo.d a3 Jrasnjou o(, 10U P[NOYS JBY) dI1AP padewep s1
9092 [oquiA4s s1y) q‘efloanyg up ueddyOse Aew [oquAs SIY], HLON [eotpawr e sajedtpu] | pSesoed jrasniou oq 8'7'S
1
'SUOIIPUOD J[119]S-UOU
pue 9[1191s Y109 Ul p[oS
S921A9p [BIIpOW IB[IWIS 'ss920ad uonez11als
ST-10-4002 10 [BD11UAPI UBIMID( e 0] pa1dalqns o
ysmgunsip 03 pasn aq U929 10U SBY 1BY) 921A9p
6092 A(uo prnoys [oquiA£s sy, [ed1paw B s91edIpu| 9[1191S-UON AA
=
ST-10-%002 ‘POZI[LIISaL il
9q 01 30U ST 1B D1
8092 [edIpaw B $91ed1pu] azI[L191sa1 30U 0q 9'7'S
9
‘(@10U pajerdosse
s31 Surpnpout ‘sardde ml——mm-—-
1'% ‘T002:1-955 N4)
S921AP [BIIpOW YEoRLIp
ST-10-%002 PazZILIals A[[euruL1a) 10 wea)s Suisn paziflIo)s 1
U0 9sN 03 PAIdLIISAISI|  "T'Z'S [0qUIAS Jo asn ay) sapnaaxd u29( Sey| Jel]) 91X Jeay AIp 10
€0SZ [oquiAs s1y) q‘edoanyg uf [oquAs s1y3joasn  ALON [edTpau e s21edIpuL ufeals Suisn pazi[11als S'7'S
on - [oquifs
e'ou "3oy sjuawaaimbax asn sajou [oquiAs
sjuawaainbay [oquiAs Jo a1, Jo Jaquinu
000L OSI [euonippy Jo suondLnsay aAleuLIojuf Jo uondrsaq 22ua19j0Yy

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved

10


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

“Iadnjoejipuewt 9y} 'S92.N0S aA13deOIpE.d
ST-10-%002 Aq parjddns uorjew.rojur *,$90.IN0S 9AI10BOIpE.I pue jeay wo.y uonaajoad
a3 ul paure[dxqd aq [[eys pueySijuns wo.ay Aeme doay],, Spaau Jey3 ad1Adp $90.IN0S dAI}DBOIpEI
S190 [oquAs s1y) q‘efloanyg ug ueaw OS[e ued [oquIAS SIYL, FLON [BOIpaW B S9)edIpu] | {uejeay wo.aj129301d €€'S
r . 1
'$92.IN0S \\ — //
¥0-90-%102 ‘0004 OSI Ul padua.1ajal 1y 31] wo.ay uondayoad L N
Se ‘ gpay wo.j Aeme daay], Spaau Jey) dJ1Ap 1yS1puns
¥290 ueaw osfe GEfoquiks siy], TLON [edTpaw e $93ed1pu] wo.j Aeme doay] 7'€'S
r 1
‘A[[nJa.ed pajpuey H
$0-90-310Z jou J1 paSewep 10 usyo.q L 1
9q ued Jey) 221Ap aled
1290 [ed1paw e sa3edIpu| yym a[puey ‘dide 1'€'s
afe101s ¢S
I 1
“I19.1N30BJNUBW BYY
£q porddns uoryewiojuy OIS
ay3 u1 paynuapt aq |/ P1AdNS 9 30u 3ysiw ERILETR
[[eYs 9114238 sT3ey3 a0tasp | (JOLI2IX9 9U3 duipnpout
[ed1pawt a3 jo 1aed ay [, 9149p [E21paw 93 JO
“Ia.anjoejrjuew ayy syred gayao uaym sased
G0-0T-1102 Aq parddns uorjeuriojut -ojeridoadde se ‘xoq A3dwia | Ul 921A3P JRILPOW Y] UL L N
a3 ut pauredxd aq [eys 9y} ul pajedIpur aq [eys | -yarm yred pmipa[LIals e
¥80€ [oquiA4s s1y3 q‘efoang up UOI}BZI[1193S JO poy3aw Yy [, | Jo aouasad aygSaiesipuy yyed pingj a[1103s 6'7'S
cou - [oquiAs
e'ou "Goy sjyuawaImpa.x asn sajou [oquAs
sjuawd.aimbay [oquAs Jo I L Jo .1aquinu
0004 OSI [euoppv JO SuonoLIIsay aAnjeuriojuy Jo uondrsaqg 2ouaI0)0Y

(panunuos) T 31qeL

11

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

r 1
*saul| ‘pasodxa
[ejuOZLIOY Jomo] pue 1addn A[9Jes aq ued ad1Aap
$0-90-4102 9y} 031 judde(pe pajedrpul [eJIpaW a3 YoI1yMm 03 L 1
9q [[eys a1njeradwal jo sy aanjeradway
290 syul] Jomof pue soddn ay ], a3 sajedIpu] yuwi aanyeradway, L'€'S
r 1
*aul[ [BIUOZLIOY ‘pasodxa £[ayes aq
ST-10-4002 Jaddn ayj 03juaoe(pe| ued 9J1AIp [EIIPAW Y} L 1
Ppa3jedIpul aq [[BYS In3e | ydI1ym 03 a.anjeraduwa) jo aunjeradwey
€€50 s1adway jo i daddn ayy, | ywip Jaddn ay) sajedrpuj Jjo iy seddp 9'¢'g
r 1
-aul] jeaMozLIoy ‘pasodxa A[ajes aq
ST-10-4002 I9MO[ 93 03 JUs2k[pe |  UBD 9214 [BIIPOW B} L 1
Ppa3edIpul 3 [[eYS 21ATR\ UDIYM 03 a.Injeraduwa)l jo aanje
¥ES0 -19dwa) JO W] I9MO[ SYF | W] JoMo] 33 sajedipu] | -Jodwa) Jo J1w] Jamo'] g'e's
r ~ 1
[N 4 —
2 iys10w » ? ’
$0-90-¥102 '000Z OS] Ul paouaIajal wo.1j pajoalodd aq L 4 1
se urel wo.uj Aeme daay], 03 SpPaall Jey) 01XP!
9790 ueaw OS[e ued [oquIAS SIYL FLON [eJIpaW B S91EDTPUY Aap daay] ¥'€'S
e'ou "80y sjudwaImba. asn sajou [oquiAs 1oquids
sjuawad.abay [oquIAs Jo a[ILL, Jo Jaquinu
0004 OSI [euonippy Jo suondLnsay aAneuLIojuy Jo uondrsaq 22ua19j0Yy

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved

12


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

‘aanpado.d s[3uls

e Surinp juanied o[3urs e

1

|

&

ST-10-4002 ', 90U0 U0 9sn .10J 10 ‘9SN U0 10] L 1
A[uo asn, pue asnafduis, are asn papualuUI ST 3ey) 9143
1S0T -a.130U 0(],, 10J SWAUOUAS FILON [BOIpaW B S91edIpu]| asn-aljou oq rAL &
r 1
‘aoe[dyIom (‘
QU3 Ul pasn aq 03 papualul *901A9P [BOIpOW
ST-10-%002 udis ,plezeyolg, Y3 | 9Y3 YIIm pajeIdoSse SySLI L 1
U3IM pasnjuod aq ojjou| [edrSojoiq [erauajod ate
6590 ’0T0L OSI 23S stjoquiAs sy, HLON 91913 1eY) sajedIpu| sysLI [ed130[01g TS
asnajes 'S
r
*saul| ‘pasodxa
“19Jn3oejIjuew 9y} [eauoZigoylramo] pue 1oddn A[ojes aq Ued 931A3p
ST-10-4002 Aq parjddns uorjew.rojur a3 03 Juaoe(pe pajesrpul [edIpaw a3 Yo1yMm 03 uoneIwI| 1
ay3 ut paure[dxqd aq [[eys 9q [[eyS.suoIIBITWI] aanssa.ud orraydsourye aanssaad
1292 [oquiAs s1y) q‘efloanyg ug aanssa.ad orisydsoune ay Jo a8ue. a3 sa3edIpu] sraydsounyy 6'€'S
r
‘saul|
1aanjoejijuewt ayy [eyuozrioy Jomo| pue soddn ‘pasodxa A[ajes
ST-10-4002 Aq parjddns uorjew.iojur 9Y3 013udde(pe pajedipul 90 UBY AP [eITpaW o
oy ut paute[dxq aq [eys 9q [[eYS uonerwI| a1 Yo1yM oTAipruny uonejrwi|
0292 [oqui£s s1y3 q‘ofoang ug Aypruny ay, jo a8ue. ayySaiedrpup Aypruny 8¢S
[oquAs
e'ou "Goy sjuawaImpau asn sajou [oquAs
sjuawad.ambay [oquiAs Jo a[ILL Jo Jaquinu
0004 OSI [euorppy Jo suondLnsay dAneuLIojuy Jo uondrsaqg aouaI0)ey

(panunuos) T 31qeL

13

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

ST-10-%002
Y¥EYO

aoe[dyI0m

93 ur pasn aq 03
papuajur udis ,uonne),
a3 Y3IM pasnjuod

9q 03 30U ST [OQUIAS SIY ],

‘eqe[ayd

U0 pUNOPOSIM.IIYIO0 J0U 3B YIIYM
‘901A9P [BIIPSULAY) YIIM PIIEIDOSSE
suornesaid 16 s3uruiem o1jroads
aue 2101 Jey4oee13 yS1[yS1y 03
pasn st pue [oqu£s’ A1euorined e
Ajrenyusssa st joquAs Syl Z LON

'€°F'G [0qUIAS JO Jey) pUE/[equAs
S1Y3 Jo uondrIdSap a9yl uamiaq
9OURIdJJIp 93 1opIsuo)  THLON

‘pasn aq Aew (,uonne),)

avey0 [0quis ‘000 OSI
JueLIRA [OqUIAS Y],

*J[9SI1 901AP [EDIpaW
9y} uo pajuasald aq
‘SuUOSeat jo A3aLleA e 10J
Jouued Jey3 suonnesaid
pue sSutuiem

SE oNns uorew.Iojul
A1euorned juejrodwn
10J @SN 10J SUOTIONIISUL
93 }[NSU0D 03} 19sh Y}
J0J paau a3 S93edIpU]|

uonne)

¥'v's

ST-10-%002
991

(77 005)

[oqui4s ay3 Surjunorins
10 yjeauaq ‘gpisSuore
J19y310 paoefl aq Aewr
Jojeotput oy} 'ndIe jo
9SN 913 UO UPrIedIpul
ajeridoadde apyio Aue
10 93ISqaM ()P S, 191N}
-oejnuew a3 yasadar
Aewr 103€0]puUr SIy ],
*103e21pUul [0 Ue Aq
paruedwodoe sf [oquiAs
sty ‘(Nd19) @snjoj suory
-ONIISUI O1UO0J1D3[d Uk
3[NSUO0D 0} UOTIOYIISUL UE
931ed1pul 03 pafn UM\

b'H'S [0qQUIAS JO JBY) pUE [0qUIAS
s1y3 Jo uondrIosap ay3 usamiaq
9OURIdHIp Y3 IopIsuo) 7 HLON
* suononasut Sunyerado

j[nsuo), SI ,9sn .J0J suondn.Iisul
nsuo), 10j wAuouds T HLON

*asn 10j suonONASuT
911 3[NSU0D 03 JaSN'Y
10J PaaU 31} SAILIIPUY

asn .10y
SUOIIONIISUT I[NSUO)

€Y'S

e'ou "80y
000L 0SI

sjuawd.arnbau
[euonippy

asn
JO SUONILIISAY

sajou
dAneuLIojuy

syuawa.ainbay

[oquiAs
Jo uondrsaqg

[oquifs yo oL

[oqufs
Jo Jaquinu
ERLEREIEN ]

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved

14


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

a8uel
aanedau pajoadxa ayy

3

- [104LNOD)|

ST-10-¥002 ul s}[nsa.l ay) AJL19A 0} |
papuaIuI STIeY) [elI21BW
S6¥C [013U0D B s91D1pU| [013u00 9A1ESaN £5'g
-
‘000L OSI

ut sjoquiAs [eorydead
se patalsiSadjou ale
SPJOM pUE 19139

"€ 0S/S%1 D.L/0SI
Aq uMeIpYUM Sem

'901A9P [EIIpAW I9yJ0UE
JO SO13SLI9)OLIRYD dIUBW

“TO41LNOD

P672-000L0SI ALON 5 66[0qufs asn ‘s[0.13U0d -10j10d a3 AJ119A 03 1
aansod fof pue £°G'g [oquiAs papua3ul ST 3ey) [elIdlew
V/N asn ‘sjoq3uod aanedeu 1o FLON [013U0D B S93€IIpU] [o13U0) 7'S'S
9
", asn
0.314 U], 10J ST 3J1AP
"0d/64/86 qa110011q | [ed1paw ay3 JeY A3109ds "921A9p
N3 Ul paulyap s¢ sadlaap 01]0U pUE SJ1AdP [ed1pawi d13sougerp
[edtpawt d13soudelp 04314 | [e21pawl 213souserp 0.314 0.314 U] UE SE pasn 3 0} N
u1 Aj13uapl 03 pagn A[uo st ul A313Uap1 03 pasn aq papua3iul SI3ey) 91A3p 921A3p [edIpaW
V/N [oquids s1y3 q‘ofoang uy | A[uo pinoys [oquiAs siy ], [edIpau e sa1edIpU] orysouderp o314 uj 1'S°S
oyads-aal s's
1
*901AP [BIIPAW B JO
FuiSexoed a3 10 90149p
80-60-5002 [edfpai, o) uIyIm uory
“Ia.anjoejrjuew ayy *19qqn 2139 u4s,, 'xa3€[ ul surajoxd -ONA8U02 JO [eLId)EW
SZLT Aq parjddns uorfew.iojur Sururejuod sad1Adp U[e).19) 0} SUOIIOLaT D18I9[[e dARY B Se Xa1e[Igqqgn. [eInjeu N
[oquAs ‘000 0SI | Yy ur paurejdxd aq [[eys| [edipawi.1ojpasnhaqaiou Kew oym ajdoad asoyy urem o3 A1p 10 1aqnaTeinieu jo [ Xpie[Jaqqn. [einjeu jo
Jo uonyeorddy [oquiA4s s1y3 q‘efoang up pInoys [oqui&s siy J, papuajul st [oquiAs SIy], HLON 9ouasaad atySafiedtpuy | pouasaud go surejuo) S'¥'S
[oquAs
e'ou "Goy sjuawaImpau asn sajou [oquAs
sjuawad.ambay [oquiAs Jo a3 L Jo Jaquinu
0004 OSI [euorppy JO suonodLISaYy aAneuLIOJU] jo uondrosaq aouaI0)ey

(panunuos) T 31qeL

15

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

-
ST-10-%00Z
‘[oqui4s.ay) 03 (ONELE
8150 ‘A1ea ued pauriojiad | juaoelpe .readde [[RYS/GAI| YIim pauriofiad aq ued 1
[0qu4s ‘000£ OSI $159) Jo IaquInu 3y} pue [oquifs | ay3 y3im pauriojiad aq wedy jey) s3sa) qA] Jo Jequinu 5159] <U>
Jo uoneorddy 91 J0 9ZIS 9ANB[RI Y], HLON| IBYI S1593J0 Jaquinu yy [€301 9Y3 S91EDIPU] | IPJ IUSIIIIINS SUTLIUOD) 5'S'S
1

‘98uel
aanisod pajoadxae ayy

TOHLNOO)|

S1-10-¥00¢C ul S3[NSsa.t a3 AJIT9A 0 1
papuajul s13ey) [eLIjew
96¥¢ [013U0D B $91BIIPU} [013U0D 9A1}ISOJ ¥'S'S
e'ou ‘§oy sjuawaainbax asn sajou SR [oquuAs S o_NME.Mw—:
0004 OSI [euonippy JO suonLIISaY dAneuLIoju| : Jo uondrisaq 10q Joa Wunmm&wm
(panunuos) T 31qeL,

© ISO 2016 - All rights reserved

16


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

r 1
“I9UIBIU0D
Poo[q 10 91AdP [EdIpaW
9} Ul Pa103s 9ouUL)SqNS
udAIg e jo sajdures jo uony
-D3[[02 9} 03 pajedIpap
“Ia.anjoejrjuew ayy walsAs e sapnpur ey
80-60-5002 Aq parddns :o_\ euLIojul ‘uaye) aJe sajdwes uonyeordde uissasoad L o
a3 ut paurerdxd aq [feys a1oym juaried e uo IS € YIIm poojq 10 321A9p
STLZ [oquiAs s1y3 q‘ofloang up pajerdosse aq 03310u sISIy], HLON [edTpaw e $93ed1pu] 931s Surpdwes 1'9'S
uoisnjui/uoisnjsuel] 9'S
"UOJRUTWEXD
o13souSerp oJ3IA Ul Ue 10j
pasn aq 03 Jaanjoejnueut
a3 £q papualul 9d1A3P
[ed1paw d13souSerp oa3A
Ul Ue ST9JIAJp [BdIpaWl
9131 JBY) SULAW YIIYM
r 1
L |
_I 1
‘(synsaa onysouderp
pie1£ 03 o'1) sasodand [edrpaw 10§ osn
UOIJBUTWEX J13SOUSeIp 0314 Ul UE Jnsougerp [edrpaw 10J
10J posn aq 03 papudIUL 30U ST A[uo 13311ew oY) uo paderd st
£0-0T-1T02 [oqui4s ay3 uoen[eAd adueuLIo)1ad qA] 10§ 11910594, 5o13sLI93oRIEYD
Surreaq ad1aap qAJ Ue jo S17eY) 201Ap [BIIPAW Y Z ALON Qoueurioyad st °
£€80¢€ Sur[aqey ayj ut 1o [aqeg Sunen[eAas/io) A[uo pasn L ° ]
[1oqui4s ‘000Z OSI a3 uo Apurof aeadde ' A[uo asn [euonyedsaaul 9 0} pIpUSIUI S13e} A[uo uonyenyead
Jo uoneorddy 10U [[BYS [0qUAS ST ], 10J Al STwAuUOuAsy 1 HLON 901A9p G A] BeSafiedtpuy | poueuriojiad qA] 104 9'S'g

e'ou "§oy
0004 OSI

sjuawaImpa.x
[euonippy

asn
JO SUOIILIISAY

sajou
aAneuLIOyU]

syuawa.ainbay

[oquifs
Jo uondrisaqg

[0qufs jo apaLL,

[oquAs
Jo raquinu
ERlIEREIEN |

(panunuos) T 31qeL

17

© ISO 2016 - All rights reserved


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

1 1
wirl
*9z1s a1od
[eutwou Je[non.ged e m _\
“19Jn3oejIjuew 9y} -az1s a1o0d ajeridoadde JO 193]1j B SUTEIUOD Jey)
80-60-5002 Aq parddns uorjeuriojut ayd Aq paoerdaa aq [[1m pue ajdwexa 921Ap [BIIPAW 913 JO T o
ay3 ut paure[dxqd aq [[eys ue Se MMOUS SI GT ‘parjroads st 103y walsAs uoIsnjsuels 1o azIs
121 [oquiA4s s1y) q‘efloanyg up oY1 )6 Zis a1od [eutwou oy, FLON uorsnjul ue sajedipu] | aftod ym 1931y pinbr 59’
1
Sayqryjrur aad
“1aanjoejijuewt ay3 sdouap jo Joqunu ajerrdoaddesys Aq
n- Aq parddns uorjeuriojut paoerdat aq [[im pue djdwexa’re se o
80-60-5002 ]
oy ut paure[dxqd aq [[eys umoys s1 0z ‘payroads stani[fjfiu ‘aayqiiw 1ad sdoap
Y4 [oqui£s s1y3 q‘ofoang ug Jad sdoap jo saquinu ay], FLON JO Jaquinu a3 Sa3edIpuU] aayqiiu a1ad sdoaq ¥'9's
=
“I1a.Jnjoejjuew ay}
80-60-5002 Aq parddns uorjew.rojur o1uagoahd-uou 1
ay3 ut paure[dxqd aq [[eys S13ey) 92143
vZLZ [oquiAs s1y) q‘efloang up [edIpaul e $93edIpU] sruadoahd-uoN €9'S
T
“19Jn3oejjuew ay}
80-60-5002 Aq parddns uorjeuriojut o
ay3 ut paurerdxqd aq [[eys ‘yaed pmyj e
22LT [oquiAs s1y) q‘efloang up Jo 9ouasaud ay3 sa3edIpU} yyed pingg 7°'9'S
on - [oquifs
e'ou "3oy sjuawaaimbax asn sajou [oquiAs
sjuawad.abay [oquIAs Jo a[ILL, Jo Jaquinu
0004 OSI [euonippy Jo suondLnsay dAneuLIojuyf Jo uondrsaq 22ua19j0Yy

(panunuos) T 31qeL,

© ISO 2016 - All rights reserved

18


https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

2016(E)

ISO 15223-1

“UOTIO1I}SII 10 JUdWRIINDAL S1Y) 9ARY S8A1303.11( T Y3 Ul umop prej safdioy

“JaquinN uone1siday ayl mo[aq umoys si a3ep,siy [, °,21ep uonensidal, e sey (M/dqo/ST0OSTMMM//SUII 1€ 9[qe[IeAk|

1.1d a3 SuiA[dde sar13unod A[uo Quawow aY11y q

aseqelep sjoquiAs DF1/0S] 9Y3 ul [oqUIAS Yoy e

r L
“Ia.anjoejrjuew oy o
ST-10-%00Z Aq parjddns uorjew.iojur Juaied [enpraiput ue L 1
ay3 ut paure[dxd aq [[eys [}IM Pa3eIIOSSE Jaquinu
0192 [oqui£s s1y3 q‘ofoang uj anbrun e sajedipuj Jaquinu juanyed LS
SIdYI0 L'S
r 1
“Ia.anjoejrjuew ayy ‘pasIanalaq "UOI}AIIP
80-60-5002 Aq parjddns uorfew.iojur J0UUED PUE UOIIDAIIP dUO Ul 3[qissod Quo A0 W Mo[J Smo[[e L N
a3 ut pauredxd aq [eys A[U0 ST MO[J 93 1B} MOUY| 0} JeY) 9A[BA® TTM 014D
87LT [oquiA4s s1y3 q‘efoang up Jasn ayy oy juerrodwi siyy  gLON [ed1paunesaiesrpu] aA[eA Aem-auQ 9'9'g
‘ou 39 sjyuawaImpa.x asn sajou oquifs 10quis
° o 1 : 1 sjuawd.aimbay 104 [oquAs Jo I L Jo .1aquinu
0004 OSI [euorppy Jo suondLnsay aAneuLIOJU] Jo uondrsaqg oousI050Y

(panunuos) T 31qeL

19

© ISO 2016 - All rights reserved


https://www.iso.org/obp/ui
https://standardsiso.com/api/?name=6c2673f01e3c287d7119ec0b1325d0c2

	Foreword
	Introduction
	1 Scope
	2 Normative references
	3 Terms and definitions
	4 General requirements
	4.1 Proposal of symbols for adoption
	4.2 Requirements for usage
	4.3 Other symbols
	5 Symbols
	Annex A (informative)  Examples
	Annex B (informative)  Use of general prohibition symbol and negation symbol
	Bibliography

