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SYMBOL TITLE

EXPLANATORY TEXT

STANDARD REFERENCE

REFERENCE NUMBER

Manufacturer

Indicates the medical device manufacturer

1SO 15223-1, Clause 5.1.1

5.1.1
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Date of manufacture Indicates the date when the medical device was 1SO 15223-1, Clause 5.1.3 5.1.3
manufactured
Use-by date Indicates the date after which the medical device is not |ISO 15223-1, Clause 5.1.4 5.1.4
to be used
Batch code Indicates the manufacturer's batch code so that the 1SO 15223-1, Clause 5.1.5 5.1.5
LOT batch or lot can be identified. Synonyms for “batch
code” are “lot number”, “lot code” and “batch number”.
Catalogue number Indicates the manufacturer's catalog number so that the |ISO 15223-1, Clause 5.1.6 5.1.6
medical device can be identified
Sterile Indicates a medical device that has been subjected toa |ISO 15223-1, Clause 5.2.1 5.2.1
STERILE sterilization process
Sterilized using Indicates a medical device that has been sterilized using |ISO 15223-1, Clause 5.2.3 523
STERILE[R] |irradiation irradiation.
Consult instructions for |Indicates the need for the user to consult the 1SO 15223-1, Clause 5.4.3 543
Ijg use or consult instructions for use
electronic instructions
Do not re-use Indicates a medical device that is intended for one 1SO 15223-1, Clause 5.4.2 5.4.2
® single use only
Do not resterilize Indicates a medical device that is not to be resterilized |ISO 15223-1, Clause 5.2.6 5.2.6
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Prescription Use Only

Caution: Federal law (USA) restricts this device to sale
by or on the order of a licensed healthcare practitioner.

21 CFR 801.15(c)(1)(i)F

21 CFR 801.15(c)(1)(i)F

Not made with natural [Not made with natural rubber latex. 1SO 15223-1:2012 (Annex B, 15223-1:2012) Annex B
@ rubber latex
Unique device Indicates a carrier that contains unique device identifier [ISO 15223-1 Clause 5.7.10 5.7.10
U DI identifier information.
Do not use if package is [Indicates a medical device that should not be used if the |ISO 15223-1, Clause 5.2.8 5.2.8
damaged and consult  |package has been damaged or opened.
instructions for use.
Indicates the need for the user to consult the
Caution: Read all instructions for use for important cautionary
warnings and information such as warnings and precautions that
precautions in cannot, for a variety of reasons, be presented on the
instructions for use medical device itself. ISO 15223-1, Clause 5.4.4 5.4.4
Sterilized using Indicates a medical device that has been sterilized using |1SO 15223-1, Clause 5.2.3
ethylene oxide ethylene oxide 5.2.3
Single sterile
barrier system
with protective Indicates a single sterile barrier system with protective
packaging inside packaging inside 1SO 15223-1, Clause 5.2.13 5.2.13
Indicates a medical device that has not been subjected
Non-sterile to a sterilization process 1SO 15223-1, Clause 5.2.7 5.2.7

* Reference: ISO 15223-1:2021 Medical Devices - Symbols to be used with information to be supplied by the manufacturer - Part 1: General Requirements
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