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Label Symbols Glossary

Title of Symbol &

Symbol Associated Stand:
ymbo ssociated Standard Reference #

Manufacturer
5.1.1

ISO 15223-1: 2021(E)

COPY

Mecaning of Symbol

Indicates the medical device manufacturer

Authorized representative
in the European
Community/European

EU |REP | 150 15223-1:2021/Amd 1:2025(en)

Indicates the authorized representative in the European
Community/European Union

Union 5.1.2
1SO 15223-1: 2021(E) 512 ::;iaff;zteeddate when the medical device was
L 0 T ISO 15223-1: 2021(E) Batch Code (Lot Number) |Indicates the manufacturer's batch code so that the
T 5.1.5 batch or lot can be identified

Catalog number
R E F 1SO 15223-1: 2021(E) (Reference number)
5.1.6

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

A 1SO 15223-1: 2021(E) N°’;';“;"'°

Indicates a medical device that has not been subjected
to a sterilization process

1SO 15223-1: 2021(E) Do not re-use

Indicates a medical device that is intended for one

542 single use only
Canti Indicates that caution is necessary in regard to use;
1SO 15223-1: 2021(E b operator awareness and/or action is needed in order to
544 p

avoid undesirable consequences.

[SO 20417.6.1.3¢c ISO 7000-2725

Indicates Nickel within, related to allergen.

M D 1SO 15223-1: 2021(E) Medlga;?ewce Indicates the item is a medical device
MR Unsafe Indicate MR Unsafe, UWI products have not been
2503-2 5
ASTM F2503-23 6.3.3 evaluated for compatibility in a MRI environment,

Unique Device Identifier

UDI

ISO 15223-1: 2021(E)

Indicates a carrier that contains unique device

5.7.10 identifier information.
Indicates the product conforms to the requirements for
MDD 93/42/EEC Annex II; MDR CE Mark European accreditation and market surveillance relating to the
2017/745 Annex V Conformity marketing of products; Medical Device Directive and
Medical Device Regulation.

& (L.JS) & CFR 8.01 '109. Prescription use only
Labeling; Prescription devices
Only

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