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Symbol Glossary Definitions

Symbol Standard Reference Standard Title Symbol Title Explanatory Text
1SO 152231, M_edlcal Qewces — Symbols to bg used
Clause 5.1.1 W'th. medlcal-dewce labels, -Iabellmg Indicates the medical device
o and information to be supplied Manufacturer

Symbols for use in the labelling of manufacturer.

EN 980, Clause 5.12 . .
medical devices
Medical devices — Symbols to be used

ISO 15223-1, Clause 5.1.2 with medical device labels, labelling Authorized Indicates the Authorized

EC |IREP and information to be supplied. European representative in the European

EN 980, Clause 5.13

Symbols for use in the labelling of
medical devices.

Representative

Community (EC).

Medical devices — Symbols to be used

ISO 15223-1, Clause 5.1.4 | with medical device labels, labelling Use-by date: . .
and information to be supplied. YYYY-MM or Indicates the date after which the
Symbols for use in the labelling of YYYY-MM-DD medical device is not to be used.
EN 980, Clause 5.3 medical devices.
Medical devices — Symbols to be used
ISO 15223-1, Clause 5.1.5 with medical device labels, labelling Indicates the manufacturer’s
LOT and information to be supplied. Batch code batch code so that the batch or
EN 980, Clause 5.4 Sym_bols for_use in the labelling of lot can be identified.
medical devices.
Medical devices — Symbols to be used Indicates the manufacturer’s
ISO 15223-1, Clause 5.1.6 with medical device labels, labelling Catalo catalog number. or part number
HEF and information to be supplied. b 9 h g h d" | g . b'
Symbols for use in the labelling of number so that the medical device can be
EN 980, Clause 5.10 . . identified.
medical devices.
Medical devices — Symbols to be used
ISO 15223-1, Clause 5.2.1 with medical device labels, labelling Indicates a medical device that
STERILE and information to be supplied. Sterile has been subjected to a
EN 980, Clause 5.7 Sym-bols for_use in the labelling of sterilization process.
medical devices.
Medical devices — Symbols to be used Sterilized usin Indicates a medical device that
|STEHILE|EO ISO 15223-1, Clause 5.2.3 | with medical device labels, labelling 5INg has been sterilized using ethylene
. . . ethylene oxide X
and information to be supplied. oxide.
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EN 980, Clause 5.8.2 Sym_bols for_use in the labelling of
medical devices.
Medical devices — Symbols to be used
ISO 15223-1, Clause 5.2.4 with medical device labels, labelling Sterilized using Indicates a medical device that
,SIMLE R and information to be supplied. gamma irradiation ihra::ldloieézlt:ir:)rs]ter|Ilzed using

EN 980, Clause 5.8.3

Symbols for use in the labelling of
medical devices.

ISO 15223-1, Clause 5.2.6

Medical devices — Symbols to be used
with medical device labels, labelling
and information to be supplied.

EN 980, Clause 5.22

Symbols for use in the labelling of
medical devices.

Do not resterilize

Indicates a medical device that is
not to be resterilized.

ISO 15223-1, Clause 5.2.7

Medical devices — Symbols to be used
with medical device labels, labelling

Indicates a medical device that

Symbols for use in the labelling of

on a single patient during a

A and information to be supplied. Non-sterile has not been subjected to a
'STERILE EN 980, Clause 5.23 Symbols for use in the labelling of sterilization process.
medical devices.
Medical devices — Symbols to be used | Do not use if Indicates a medical device that
ISO 15223-1, Clause 5.2.8 with medical device labels, labelling package is should not be used if the package
and information to be supplied. damaged has been damaged or opened.
Medical devices — Symbols to be used Indicates a medical device that is
ISO 15223-1, Clause 5.4.2 with medical device labels, labelling intended for one use. or for use
and information to be supplied. Do no reuse ’

EN 980, Clause 5.2

medical devices.

single procedure.

AN

ISO 15223-1, Clause 5.4.4

Medical devices — Symbols to be used
with medical device labels, labelling
and information to be supplied.

EN 980, Clause 5.11

Symbols for use in the labelling of
medical devices.

Caution, consult
accompanying
documents

Indicates the need for the user to
consult the instructions for use
for important cautionary
information, such as warning,
contraindications, precautions,
etc. that cannot be present on the
medical device itself.
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Symbol for use in the labelling of
medical devices. Requirements for DEHP di(2
labelling of medical devices containing ) Indicates presence of di (2-

EN 15986, Clause 4.2 phthalates. ethylexyl) ethylhexyl Phthalate (DEHP).
phthalate
DEHP
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SYMBOLS NOT FROM STANDARDS

Symbol

Standard Reference

Standard Title

Symbol Title

Explanatory Text

B(On!y

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

Labeling-Medical devices; prominence
of required label statements.

21 CFR 801.109

Labeling-Prescription devices.

Prescription Only

Requires prescription in the
United States.

C€

765/2008/EC 768/2008/EC
MDD 93/42/EEC Atrticles
4,11,12,17, Annex I1)

The requirements for accreditation and
market surveillance relating to the
marketing of products; Medical Device
Directive.

CE Marking

Signifies European technical
conformity.

0086

765/2008/EC 768/2008/EC
MDD 93/42/EEC Atrticles

The requirements for accreditation and
market surveillance relating to the

Notified Body

Signifies European Notified

4,11,12,17, Annex Il ) rg;arrélgﬂlr;g of products; Medical Device | Number Body
. . . Quantity of devices contained
QTY 21CFR801.5(b) I&ﬁgg{:ggsl\goerd&cszl Devices; adequate Quantity inside the commercial
packaging
Indicates the manufacturer’s
Catalog catalog number, or part
CAT N/A N/A number number, so that the medical

device can be identified.
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