Breast and Skeletal Health Products and Labels
Glossary of Symbols

This is a glossary of symbols on Hologic Breast and Skeletal Health products and labels. Use this glossary as a
supplement to your product manuals.

Symbol Description Standard
li Prescription use only FDA 21 CFR 801.109
ONLY
Not safe for magnetic resonance ASTM F2503 Reference 6.4.10.1;
imaging Fig. 10
Conditional use for magnetic ASTM F2503 Reference 6.4.6.1; Fig 6

resonance imaging

Safe for magnetic resonance imaging | ASTM F2503 Reference 7.4.6.1;

s B> @

Fig. 6,7
Implant and Conditional use for magnetic Hologic per ASTM F2503
m Deployment resonance imaging implant and Reference 7.4.7
System deployment system
Caution; Radiation Hologic

Warning; Radioactive material or ISO 7010-W003
ionizing radiation

Emergency stop Hologic
Provision for the disabled or ISO 7000-0100
handicapped persons

Footswitch connection Hologic

Footswitch cord management plate | Hologic

Wi-Fi Hologic

) 0| 0G| @ (> |
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Symbol Description Standard
PINCH Danger: Pinch Point Hologic
POINT
R
eB Bluetooth Hologic
E Battery Hologic
Date format: Hologic
MM-DD YYYY represents the year
B ) MM represents the month
DD represents the day
Circuit breaker Hologic
J/\/f
. p Translations in Box Hologic
Translations in Box &
Tem P Lo gger Activated Temperature Logger activated Hologic
Temperature Logger Serial Number |Hologic
Temp Logger SN P &8 &
PN Part Number Hologic
REV Revision Hologic
Model Number Hologic
Model s
Quantity Hologic
aTy
SFW SHIPPED Software version shipped Hologic
|S FW Version | Software version number Hologic
APPLICATION INSTALLATION | | Application Installation Hologic
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Symbol Description Standard
Verified By Verified By Hologic
CASE Case (box or package) Hologic
V C Vendor Code Hologic
Made in USA Made in United States of America Hologic
Made in Costa Rica Made in Costa Rica Hologic
Assembled in Costa Rica Assembled in Costa Rica Hologic
Made in China Made in China Hologic
Made in Mexico Made in Mexico Hologic
Made in Thailand Made in Thailand Hologic
Patents Hologic
Patents 5
USA I REP USA Representative Hologic
LATERAL ARM Lateral Arm Use Only Hologic
Quality Control Use onl Hologic
Q.C. Use Only Y Y 8
Unload this side Hologic
UNLOAD THIS SIDE
Ramp this side Hologic
RAMP THIS SIDE
Material Hologic
MATL
Unlocking IEC 60417, Reference 5570
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Symbol

Description

Standard

"ON" (power)

IEC 60417, Reference 5007

"OFF" (power)

IEC 60417, Reference 5008

Fuse

IEC 60417, Reference 5016

Protective earth (ground)

IEC 60417, Reference 5019

Equipotentiality

IEC 60417, Reference 5021

Alternating Current

IEC 60417, Reference 5032

O

—
S,
v
7

Dangerous voltage

IEC 60417, Reference 5036

()

Non-ionizing

electromagnetic radiation

IEC 60417, Reference 5140

r

Type BF applied part

IEC 60417, Reference 5333

Type B applied part

IEC 60417, Reference 5840

Computer network

IEC 60417, Reference 5988

Warning electricity

ISO-7010-W012

Caution, risk of electric shock

IEC 60417, Reference 6042

R
=
A\
/N
s

USB

Hologic
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Breast and Skeletal Health Products and Labels

Glossary of Symbols

Symbol

Description

Standard

Universal Serial Bus (USB),
port/plug

ISO 7000-3650

Locking, general

IEC 60417, Reference 5569

|
(b Stand-by IEC 60417-5009
<D "ON"/"OFF" (push-push) IEC 60417-5010
Earth (ground) IEC 60417-5017

Electrostatic sensitive devices

IEC 60417-5134

“ON” for a part of the equipment

IEC 60417-5264

d “OFF” for a part of the equipment | IEC 60417-5265

° Stand-by or preparatory state for IEC 60417-5266
O a part of equipment

Q X-ray source assembly IEC 60417-5338

X-ray source emitting IEC 60417-5339

Radiation filter

IEC 60417-5381
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Breast and Skeletal Health Products and Labels

Glossary of Symbols

Symbol

Description

Standard

Do not immerse in any liquid

IEC 60417-5995

IPX8

The equipment of accessory is
suitable for continuous immersion in
water (up to Im of submersion for 1
hour)

IEC 60529

IPX4

Splash-proof

IEC 60529

IPX6

Water projected in powerful jets
against the equipment or accessory
from any direction shall have no
harmful effects

IEC 60529

IP54

Protected against dust limited
ingress, no harmful deposits and
protected against water splashed
from all directions, limited ingress
permitted

IEC 60529

P22

Protected against solid foreign
objects of 12,5 mm & and greater
And Protection against vertically
falling water drops when
ENCLOSURE tilted up to 15°

IEC 60529

Medical device

ISO 15223-1:2021, Reference 5.7.7

MD
I Manufacturer 1SO 15223-1:2021, Reference 5.1.1
Authorized Representative in the ISO 15223-1:2021, Reference 5.1.2
EC |REP European Community
Indicates the authorized MedDO; SR 812.213
CH |REP . .
representative in Switzerland

Date of manufacture

ISO 15223-1:2021, Reference 5.1.3

-l
o

Country of manufacture

1SO 15223-1:2021, Reference 5.1.11
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Symbol Description Standard

E Use-by Date ISO 15223-1:2021, Reference 5.1.4
Batch code ISO 15223-1:2021, Reference 5.1.5

LOT
Catalog number ISO 15223-1:2021, Reference 5.1.6

REF
SN Serial number ISO 15223-1:2021, Reference 5.1.7
STERILE[EO Sterilized using ethylene oxide ISO 15223-1:2021, Reference 5.2.3
Sterilized using irradiation ISO 15223-1:2021, Reference 5.2.4

STERILE| R &

Single sterile barrier system

15223-1:2021
Reference no. 5.2.11
(ISO 7000-3707)

Double sterile barrier system

I1SO 15223-1: 2021
Reference no. 5.2.12
(ISO 7000-3704)

Single sterile barrier system with
protective packaging inside

I1SO 15223-1: 2021
Reference no. 5.2.13
(ISO 7000-3708)

Single sterile barrier system with
protective packaging outside

I1SO 15223-1: 2021
Reference no. 5.2.14
(ISO 7000-3709)

Do not re sterilize

ISO 15223-1:2021, Reference 5.2.6

Non-sterile

ISO 15223-1:2021, Reference 5.2.7

Do not use if package is damaged

ISO 15223-1:2021, Reference 5.2.8

Fragile; handle with care

1SO 15223-1:2021, Reference 5.3.1
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Symbol

Description

Standard

-

‘

Keep dry

1SO 15223-1:2021, Reference 5.3.4

Lower limit of temperature

ISO 15223-1:2021, Reference 5.3.5

Upper limit of temperature

ISO 15223-1:2021, Reference 5.3.6

Temperature limit

ISO 15223-1:2021, Reference 5.3.7

Humidity limitation

1SO 15223-1:2021, Reference 5.3.8

Atmospheric pressure limitation

ISO 15223-1:2021, Reference 5.3.9

Do not re-use

1SO 15223-1:2021, Reference 5.4.2

Consult Instructions for Use

ISO 15223-1:2021, Reference 5.4.3
(ISO 7000 — 1614)

Non-pyrogenic

1SO 15223-1: 2021, Reference 5.6.3

Refer to instruction manual/booklet

ISO 7010-M002

Caution

ISO 15223-1:2021, Reference 5.4.4

I Y IR N SIEC IR

Mass; weight

ISO 7000, Reference 1321A
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Description

Standard

This side up

ISO 7000, Reference 0623

Do not stack

ISO 7000, Reference 2402

Stacking limit by number

ISO 7000, Reference 2403

Warning

ISO 7010, Reference W001

CE Mark

European Conformity

MDR Regulation (EU) 2017/745

CE Mark with Notified Body
reference number

MDR Regulation (EU) 2017/745

Contents

Hologic

Contains or presence of natural
rubber latex

1SO 15223-1:2021, Reference 5.4.5

Does not contain natural rubber Hologic
@ latex
@ Do not cut Hologic
CSA Listed device Standards Council of Canada

(SCC) and the U.S.
Occupational Safety and Health
Administration (OSHA)
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Breast and Skeletal Health Products and Labels

Glossary of Symbols

Symbol Description Standard
Medical - General medical UL Classification
SSIE, equipment as to electrical shock, fire,
M= and mechanical hazards only in
c @ Us accordance with ANSI/AAMI ES
el 60601-1:2005 (AI:2012), CAN/CSA
C22.2 No. 60601-1 (2014), and IEC
60601-1:2012
ETL Certification Electrical Testing Laboratories
€ b certified
LiSTED
Intertek
ETL Certification Electrical Testing Laboratories
€ b certified, Canada and US compliant
C Us
LISTED'
Intertek
—— INMETRO & ULBR Mark UL-BR INMETRO certification
I @ (Brazil)
Recyclable symbol Unicode, Reference U+267C

Discard electrical and electronic
equipment separately from standard
waste. Send decommissioned
material to Hologic or contact your
service representative.

WEEE Directive 2012/19/EU

Patient Identification

I1SO 15223-1:2021, Reference 5.7.3

Patient Information Website

ISO 15223-1:2021, Reference 5.7.4

e /H = 1< |®

Health Care Centre or Doctor

1SO 15223-1:2021, Reference 5.7.5
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Symbol Description Standard
@ Date ISO 15223-1:2021, Reference 5.7.6
U DI Unique Device Identifier ISO 15223-1:2021, Reference 5.7.10

Reject if Dot Black Hologic

Reject if Dot Black

No pushing ISO 7010, Reference P017

No sitting ISO 7010, Reference P018

No stepping on surface ISO 7010, Reference P019

protection

Lifting Hazard Hologic

| Warning to use appropriate ISO 7010, Reference W009

\ /_ Keep away from sunlight ISO 7000, Reference 0624
0N

DEHP

oy

Contains or presence of phthalates | BS EN 15986, Reference no. A.4
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Glossary of Symbols

Symbol Description Standard

Contains hazardous substances 1SO15223- 1:2021
Reference no. 5.4.10
(ISO 7000-3723)

Country code for translation ISO 3166

Pinch point Hologic

Functional Arrow ISO 7000, Reference 0251
Warning: Laser Beam ISO 7010, Reference W004
Warning: explosive material ISO 7010, Reference W002

Warning: non-ionizing radiation ISO 7010, Reference W005

> BB BB B> e

Warning: Floor level obstacle ISO 7010, Reference W007
Warning: Toxic material ISO 7010, Reference W016
Warning: Crushing ISO 7010, Reference W019
_-'E'E
f Warning: Flammable materials ISO 7010, Reference W021
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Breast and Skeletal Health Products and Labels
Glossary of Symbols

Symbol Description Standard
Caution: hot surface IEC 60417-5041
I CAUTION HEAVY END Caution Heavy End Hologic
Device driver and remote-control Hologic
~— connection
é Device driver cord management Hologic
plate
Saline tubing management plate Hologic
1l
Option Key Hologic

Option Key
)

: T Call for maintenance ISO-7000-0717

Self-timer IEC 60417-5879

E—— BioVision Camera Hologic
BioVision
Camera
Apply specific torque Hologic
RCM AS/NZS 4268, Radio equipment and
@ systems - Short range devices
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