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Standard Ref

ISO 15223-1, 
Clause 5.1.1 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

 

ISO 15223-1, 

EN 980, Claus

          Sy
ference 

 

se 5.12 

Clause 5.1.2 

se 5.13 

Clause 5.1.4 

se 5.3 

Clause 5.1.5 

se 5.4 

Clause 5.1.6 

se 5.10 

Clause 5.2.1 

se 5.7 

Clause 5.2.3 

se 5.8.2 

mbol Glo

Pa

Standard Title
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices

Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices

ossary De

age 1 of 4 

s — Symbols to b
evice labels, label
n to be supplied 
e in the labelling o
s 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 

s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 

efinitions
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ling 
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of 

be used 
ling Author

Europe
Represof 

be used 
ling Use-by
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be used 
ling 

Batch c
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be used 
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numberof 

be used 
ling 
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of 

be used 
ling Steriliz

ethylenof 

s 
ol Title E

facturer In
m

rized 
ean 
sentative 

In
re
C

y date:  
Y-MM or  
Y-MM-DD 

In
m

code 
In
ba
lo

g 
r 

In
ca
so
id

In
ha
st

zed using 
ne oxide 

In
ha
ox

 

xplanatory Text

ndicates the medic
manufacturer. 

ndicates the Autho
epresentative in th
ommunity (EC).

ndicates the date a
medical device is n

ndicates the manu
atch code so that 
ot can be identifie

ndicates the manu
atalog number, or
o that the medical
dentified.  

ndicates a medica
as been subjected
erilization proces

ndicates a medica
as been sterilized 
xide.  
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he European 

after which the 
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r part number, 
l device can be 

al device that 
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al device that 
using ethylene 
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ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

ISO 15223-1, 

EN 980, Claus

ISO 15223-1, 

EN 980, Claus

          Sy
ference 

Clause 5.2.4 

se 5.8.3 

Clause 5.2.6 

se 5.22 

Clause 5.2.7 

se 5.23 

Clause 5.2.8 

Clause 5.4.2 

se 5.2 

Clause 5.4.4 

se 5.11 
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Standard Title
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices

Medical devices
with medical de
and information

Medical devices
with medical de
and information
Symbols for use
medical devices
Medical devices
with medical de
and information
Symbols for use
medical devices

ossary De

age 2 of 4 

s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 

s — Symbols to b
evice labels, label
n to be supplied. 

s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
s — Symbols to b
evice labels, label
n to be supplied. 
e in the labelling o
s. 
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ling 

Do not 
of 
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t resterilize In
no

terile 
In
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ha

t reuse 
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ments 
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et
m

 

xplanatory Text

ndicates a medica
as been sterilized 
radiation. 

ndicates a medica
ot to be resterilize

ndicates a medica
as not been subjec
erilization proces

ndicates a medica
hould not be used
as been damaged 

ndicates a medica
ntended for one us
n a single patient 
ngle procedure. 

ndicates the need 
onsult the instruct
or important cauti
nformation, such a
ontraindications, p
tc. that cannot be 

medical device itse

01/2018
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Symbol for use 
medical devices
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Standard Ref

21 CFR 801.1

21 CFR 801.1

765/2008/EC 
MDD 93/42/E
4,11,12,17, A

765/2008/EC 
MDD 93/42/E
4,11,12,17, A

21CFR801.5(b

N/A 

          Sy
SYM

ference 

15(c)(1)(i)F 

109 

768/2008/EC 
EEC Articles 
nnex II ) 

768/2008/EC 
EEC Articles 
nnex II ) 

b) 
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Pa

MBOLS NO

Standard Title

Labeling-Medic
of required labe

Labeling-Prescr

The requiremen
market surveill
marketing of pr
Directive. 

The requiremen
market surveill
marketing of pr
Directive. 

Labeling-Medic
directions for u

N/A 

ossary De

age 4 of 4 

T FROM ST

e 

cal devices; prom
el statements. 

ription devices. 

nts for accreditati
ance relating to th
roducts; Medical 

nts for accreditati
ance relating to th
roducts; Medical 

cal Devices; adeq
use 

efinitions
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ion and 
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ion and 
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Device 
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Numb
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s 
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Marking 

fied Body 
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ntity 

og 
ber 
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Requires prescrip
United States.  

Signifies Europe
conformity. 

Signifies Europe
Body 

Quantity of devic
inside the comme
packaging 

Indicates the man
catalog number, 
number, so that t
device can be ide

01/2018
   

ext 
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ercial 

nufacturer’s 
or part 

the medical 
entified.  


