Glossary of Standard Symbols

REF

Medical devices -
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.

Symbol Standard Ref # Title Description
1S0 15223-1 5.1.1 Manufacturer Indicates the medical
Medical devices - device manufacturer.
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 512 Authorized Inidicates the authorized
Medical devices - representative representative in the
Symbols to be used with in the European European Community/

medical device labels, Community/ European Union.
labeling, and information European Union
to be supplied.
1S0 15223-1 513 Date of Indicates the date when
Medical devices - manufacture the medical device was
Symbols to be used with manufactured.
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 5.1.4 Use-by date Indicates the date after
Medical devices - which the medical device
Symbols to be used with is not to be used.
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 515 Batch code Indicates the
Medical devices - manufacturer's batch
Symbols to be used with code so that the batch or

LOT medical device labels, lot can be identified.
labeling, and information
to be supplied.
1S0 15223-1 5.1.6 Catalogue number | Indicates the

manufacturer's catalogue
number so that the
medical device can be
identified.
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STERILE

Medical devices -
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.

irradiation

Symbol Standard Ref # Title Description
1S0 15223-1 5.1.7 Serial number Indicates the
Medical devices - manufacturer's serial
Symbols to be used with number so that a specific
S N medical device labels, medical device can be
labeling, and information identified.
to be supplied.
1S0 15223-1 5.1.8 Importer Inidicates the entity
Medical devices - importing the medical
Symbols to be used with device into the locale.
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 5.1.9 Distributor Indicates the entity
< > Medical devices - distributing the medical
/0‘ Symbols to be used with device into the locale.
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 5.1.10 Model number Indicates the model
Medical devices - number or type number
Symbols to be used with of a product.
# medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 5111 Country of To identify the country of
Medical devices - manufacture manufacture of products.
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 523 Sterilized using Indicates a medical
Medical devices - ethylene oxide device that has been
Symbols to be used with sterilized using ethylene
STER“‘E medical device labels, oxide.
labeling, and information
to be supplied.
1S0 15223-1 5.2.4 Sterilized using Indicates a medical

device that has
been sterilized using
irradiation.
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Medical devices -
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.

natural rubber latex

Symbol Standard Ref # Title Description
1S0 15223-1 5.2.6 Do not resterilize Inidicates a medical
Medical devices - device that is not to be
Symbols to be used with resterilized.

S medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 528 Do not use Indicates a medical
Medical devices - if package device that should not be
Symbols to be used with is damaged used if the package has
medical device labels, and consult been damaged or opened
labeling, and information instructions for use | and that the user should
to be supplied. consult the instructions

for use for additional
information.
1S0 15223-1 5.2.11 Single sterile Indicates a single sterile
Medical devices - barrier system barrier system.
Symbols to be used with
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 542 Do not re-use Indicates a medical
Medical devices - device that is intended
Symbols to be used with for one single use only.
medical device labels,
labeling, and information
to be supplied.
1S0 15223-1 543 Consult Indicates the need for
Medical devices - instructions for the user to consult the
Py Symbols to be used with use or consult instructions for use.
1 medical device labels, electronic

labeling, and information instructions for use
to be supplied.
1S0 15223-1 545 Does not contain Indicates the absence

of dry natural rubber or
natural rubber latex as a
material of construction
within the medical deivce
or the packaging of a
medical device.
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UDI

Medical devices -
Symbols to be used
with medical device
labels, labeling, and
information to be
supplied.

identified

Symbol Standard Ref # Title Description
1S0 15223-1 5.6.3 Non-pyrogenic Indicates a medical
Medical devices - device that is non-
Symbols to be used pyrogenic.
with medical device
labels, labeling, and
information to be
supplied.
1S0 15223-1 5.7.4 Patient Indicates a website
Medical devices - information where a patient can
m Symbols to be used website obtain additional
with medical device information on the
- labels, labeling, and medical product.
information to be
supplied.
1S0 15223-1 5.7.7 Medical device Indicates the item is
Medical devices - a medical device.
Symbols to be used
M D with medical device
labels, labeling, and
information to be
supplied.
1SO 15223-1 5.7.10 Unique device Inidicates a carrier

that contains unique
device identifier
information.

QTY

N/A 21 CFR810.15 | Prescriptiononly | Caution: Federal
21 CFR (U.S) \aw restricts
801.109(b)(1) this device to sale by
ONLY ’ or on the order of a
physician.
MDR 2017/745 Annex V CE marking; Signifies European
technical conformity.
May be
accompanied
by Notified Body
Identification
Number
None None Quantity Indicates the number

of medical devices
contained within that
level of packaging.
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