Medical Device Symbols included on Serim Product labels and Instructions for Use (IFU)

SYMBOL

SYMBOL TITLE

EXPLANATORY TEXT

STANDARD TITLE

STANDARD REFERENCE

-l

Manufacturer

Indicates the medical
device manufacturer.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.1.1 FDA Recognition #
5-117 1SO 7000
Reference #3082 FDA
Recognition # 5-103

2

Use-by Date

Indicates the date after which
the medical device is not to
be used. Date format is
YYYY-MM-XX

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General

ISO 15223-1 Reference
#5.1.4 FDA Recognition #
5-117 I1ISO 7000
Reference #2607 FDA
Recognition # 5-103

LOT

Batch code

Indicates the manufacturer’s
batch code so that the batch
or lot can be identified.,

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.1.5 FDA Recognition #
5-117 ISO 7000
Reference #2492 FDA
Recognition # 5-103

REF

Catalog #

Indicates the manufacturer's
catalog # so that the medical
device can be identified.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.1.6 FDA Recognition #
5-117 I1ISO 7000
Reference #2493 FDA
Recognition # 5-103

Keep away from
sunlight

Indicates a medical device
that needs protection from
light sources.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General

ISO 15223-1 Reference
#5.3.2 FDA Recognition #
5-117 ISO 7000
Reference #0624 FDA
Recognition # 5-103

Keep dry

Indicates a medical device
that needs to be protected
from moisture.

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.3.4 FDA Recognition #
5-117 ISO 7000
Reference #0626 FDA
Recognition # 5-103

Temperature
limit

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

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.3.7 FDA Recognition #
5-117 I1ISO 7000
Reference #0632 FDA
Recognition # 5-103

Do not re-use

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

Medical devices - Symbols to be
used with medical device labels,
labelling and information to be
supplied - Part 1: General
requirements

ISO 15223-1 Reference
#5.4.2 FDA Recognition #
5-117 ISO 7000
Reference #1051 FDA
Recognition # 5-103

Consult instructions

Indicates the need for the
user to consult the

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

ISO 15223-1 Reference
#5.4.3 FDA Recognition #
5-117 I1ISO 7000
Reference #1641 FDA

for use instructions for use. to be supplied - Part 1: General Recognition # 5-103
Indicates the need for the . . ISO 15223-1 Reference
user to consult the Medical de_wces -.Symbolls to #5.4.4 FDA Recognition
instructions for use for be used with medical device #5-117

_ important cautionary labels, Iabe_lllng and information | 5O 7000 Reference

Caution to be supplied - Part 1: General

information such as warnings
and precautions that cannot,

requirements

#0434A FDA
Recognition # 5-103

Medical device

Indicates that the item is a
medical device
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be used with medical device
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