INSO
8629-2
1st. Edition

2014

olr! (oMl 9002
Islamic Republic of Iran

ol 8 yilins! o ylozlus

Iranian National Standardization Organization

3o oolawl 0590 sdolodi — by b lug

o 2 o Sy Jlwg b o
oy a1yl SleMb g g ,liS

&5)“35 Ao g uL?uu‘ Slods A.xwa}':" PP

Medical devices- Symbols to be used
with medical device labels, labeling,
and information to be supplied-
Part2:Symbol development, selection
and validation

1CS:01.080.20, 11.040.01

ol Lo S lustiw!
AFY_-Y
Jol ol

\Yay



las ol &

ol & itiast oo oyl b LT
o Slaasd g o lbiwl dnnge Oy 580 g uiled Zdal gl Yooks G o cogo 0 )l o laslinl Jlo Lol
OlRl (o)) (sho slosjllinl 25 5 (0905 (e Adelog o5 Cel 3057 (conmy @20 LS NVTYY ole (rote Cpae 0l
Oyl eage w
4 VTPV Eh5e )10l Jle syoh and rrogo g oy 5 0aSy e 4 Glnl (giaie Slidnd g o laibial A ol
el o 31 1] g A IVIYE 250 Y FIVDAYA o)l auls b 5y ! 0,lbiasl Lo bl
Slanwge 5 35100 Ol colo ¢ plajlo QL5 518 50 (33 slo GgrmneS )3 aliis slo 055 50 3 lailiwl (g0
(godg bl 4 x5 b g (o llae b plRan (88555 050 oo plowl Lo po 5 05T (solal 5 (sugi  cdaghy o sale
EALS e (B tiSuy el o 5 o Lo liais § ST o8, Lice 5l 45 cl (6,06 5 (g5l
g G 99 (oo Jol> (g e 5 (g sla lejle dasl paatS g cele SThe (LS )]s g (S elo
o 9 99t Jlw)l bomye (38 o gnneS slasl 5 il (63 azlie 4 (2lo3 5k 6l ol (Gle sl sl
Ol (o)) sho 3ylbsl plgie 4y gl Syg0 50 5 2ok 4y 1L baiye (o &peS )0 baolging 5 oyl by o
gl (o0 e g ol
AUS oo Al 0dd el bailes Cole )y b5 Mo (63 9 aie addle slo lojle g Sluwhe a5 ol laslisl gl i
CoS P i 99d (o e 5 Ol lml e o lulind Glgie  c cugal D900 5 (o) n g ik (e AeS 0
e ATeS 10 5 50 B Bylecd ol o 0 il o ot atiei slie elal 45 Wigd o b Lo loo il
5l o) g 4 a0 g eSS 5l o il Lo el 4 L e o st
iS5 2150 L] ey ypeaSe | (1S0) 0 Jastiasl el s ologls ool slisel 51 ol o it Lo olejl
S5 S0 a8 Lo, L lsie 4y g Sl T(OIML) igls ol sl Al s et 5 (IEC)
L e sateils 5 S Lulyd & 4z ad olpl e slas il (g8 5 WS o cllab 925 15°(CAC)
958 xS0 (Hollom slas llinl s Jlezr o 5 8¢ sole slo iy (BTl euS
Lo oS B pae jl Coles 6l e (9B 50 00l (i iy (rjlee Sale) b Wl oo plpl s jlaibiul (e lejle
wan szl golatdly ae Conj Slasde g DY gaze Sl Glebl Jgax ¢ sages 5 63,8 (Sl g Suedl
ok e bl e glysd g b oo,y o1 L [y 15t U5 (sadys ¥ gamo sl |y ol oo (gl Jostia |
5 o GLaVIS okl gl ¢ oS SV game sl ol i cslolil Lais jshiie & Wl oo plejle yles
Jlb Elacho 5 1o ol loss 5 EAS ool & ity plaabl gl paizes - wile gzl |, o] gz o
C et Cupie 5SS o pie la s (2155 500 5 (Srmaa ¢ oyl ¢ Shgal «0ygline A o
|, Slaho g 1 lejlo @555 ol ol 8kl Lo lojles « i Jalog ( aminsly ) el oS 35T00 ¢ L olKitle]
lo T & oo 0l Lalialss ¢ p3Y Ll 5ol &g 50 5 WS g0 byl Olnl Do anl pllss g Galul
et i Rls (msls ) sl realS  LalSly Mall (ol g i+ oS (oo )llai o ()T 5 Shos 5 el
el sl el iallsg 508 51 ! ole slos i) b (5| (gl (0,5 Cliios bl 5 Lowl S Sl e

1- International Organization for Standardization

2 - International Electrotechnical Commission

3- International Organization of Legal Metrology (Organisation Internationale de Metrologie Legale)
4 - Contact point

5 - Codex Alimentarius Commission
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1ISO15223-2:2010, Medical devices- Symbols to be used with medical device labels, labelling,
and information to be supplied- Part 2: Symbol development, selection and validation
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1 - Appropriateness ranking test
2 - Associative strength test

3 - Characteristic information

4 - Comprehension test
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1- Description

2 - Symbol concept

3 - Original symbol

4- Corner markings

5 - Symbol used in medical device labeling
6- Relying on
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1- Title

2 - Target group
3- Usability

4- Effectiveness
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1- Horizontal applications
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1- Symbology
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1- The 1SO Technical Management Board
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Proposer:

(Product Committee or National Committee)

Date of proposal:

INTERNATIONAL ELECTROTECHNICAL COMMISSION

Reference number:

(a new reference number will be allocated by SC 3C, where appropriate)

English title: French title:

English product (if appropriate) French product type: (if appropriate)
type:

(eqg. “On dish washers")

English description: French description:

English note(s): (if appropriate) French note(s): (if appropriate)
Main field of General (select from list) Restricted [1Yes [< No
application: application:

Second field of None (select from list, if Users: £ General public
application: appropriate) (] Specialist users
Purpose and Notes on special (if appropriate)
justification: context of use:

Relevant documents: (if appropriate) Need for liaison and

coordination:
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[7] EN 980, Symbols for use in the labeling of medical devices
[8] ISO 7000, Graphical symbols for use on equipment — Index and synopsis

[9] ISO 7010, Graphical symbols — Safety colours and safety signs — Safety signs used in
workplaces and public areas

[10] ISO/TR 7239, Development and principles for application of public information symbols
[11] ISO/TR 60417-DB, Graphical symbols for use on equipment

[12] ISO/TR 60878, Graphical symbols for electrical equipment in medical practice
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