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Notice

Acurable Limited cannot accept any financial or other responsibilities that may be the result of your use of
information, software or devices provided by Acurable, including direct, indirect, special or consequential
damages or loss of profits. There are no warranties extended or granted by this document or software
material. You should be very careful that the use of information, software and devices provided by
Acurable complies with the laws, rules, and regulations of the jurisdictions with respect to which it is used.

No part of this document may be reproduced or transmitted in any form or by any means, electronic or
mechanical, for any purpose, without the express written permission of Acurable. The information
contained herein is subject to change without notice. Revisions may be issued advising of such changes
and / or additions.

Copyright ©2018 Acurable Limited

Trademarks

AcuPebble is a trademark of Acurable Limited. All trade names referenced are the service mark,
trademark, or registered trademark of the respective organisation.

Registered Company
Acurable Limited is registered in England and Wales No. 10310661

Registered address: Finsgate, 5-7 Cranwood Street, London EC1V 9EE
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1. INTRODUCTION

The AcuPebble SA100 medical device is accompanied by labelling that provides the information
needed to use the device safely and properly, taking account of the training and knowledge of
the potential users, and identifies the device and the manufacturer.

This labelling is compliant with:

e The Essential Requirements in Annex | section 13 of the European Medical Device
Directive (MDD) 93/42/EEC which provides the specific requirements for the content of
the product labelling, and the EU regulation 207/2012 for the online version of the
Instructions for Use for healthcare professionals.

e The FDA requirements for labelling of medical devices, including 21 CFR part 801, and
the FCC requirements for RF devices.

2. APPLICABLE STANDARDS

AcuPebble SA100 labels have been designed in compliance with the following standards:

e BS ENISO 15233-1:2016 - Medical devices — Symbols to be used with medical device
labels, labelling and information to be supplied.

e BS EN 60601-1:2006+A12:2014 - Medical electrical equipment. General requirements
for basic safety and essential performance.
BS ISO 7000:2004 - Graphical symbols for use on equipment
BS EN ISO 7010:2012+A7:2017 - Graphical symbols — Safety colours and safety signs
— Registered safety signs.
IEC 60878:2015 - Graphical symboils for electrical equipment in medical practice
BS EN 80416-3:2002+A1:2011 - Basic principles for graphical symbols for use on
equipment. Guidelines for the application of graphical symbols.

e EN 50419:2006 - Marking of electrical and electronic equipment in accordance with
article 11(2) of Directive 2002/96/EC (WEEE).
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AcuPebble SA100 labelling is composed of the Instructions for use (aka: User Manual) and
several labels displayed on each one of the product components visible by the user.

Title Component Key Version
Label sensor enclosure | AcuPebble SA100 sensor AP-144 1.3
Label adhesives AcuPebble SA100 adhesives AP-163 1.2
Label packaging AcuPebble SA100 packaging (US AP-257 14
(external) version)
Label packaging AcuPebble SA100 packaging AP-256 1.1
(internal)
Label transport Shipping outer packaging (US AP-149 1.0
version)
Label mobile app AcuPebble SA100 mobile application | SAM-291 1.2
(US version)
Label web app AcuPebble SA100 web application SAW-414 1.3
(US version)
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3.1 Label sensor enclosure

Label to be displayed (ie: printed) at the bottom of the AcuPebble SA100 sensor enclosure.

e Note that the sensor label does not have the full UDI (GTIN) because there is not
enough space due to the very small size of the device (29mm in diameter). Note the
label can only be printed on the sensor enclosure base, because the other surfaces (ie:
sides and top) are not flat and cannot be printed on.

e The full UID and FCC ID are displayed on the sensor packaging and on the
accompanying mobile application instead (see sections below).

e Note that the sensor can be visually identified from the Model and LOT information on

the label.
Acurable Ltd Copyright Acurable ©2018 Issue: 1.4
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Label to be displayed (ie: affixed sticker) on the AcuPebble SA100 adhesives container bag.

AcuPebble® SA100 adhesives ( €

QTY: 100 adhesives Size: 37mm x 37mm 0068

® Do not re-use.
Read instructions at
https:facurable.com/manual

T Store ina cool. dry place.
Remove sensor if any redness is observed
spreading beyond the edges of the adhesive.
Do not use any other adhesive with
AcuPebble, even Iif it looks similar.

‘ Acurable Ltd, 5-7 Cranwood Street,

Landaen EC1V 2EE, United Kingdom

% GTIN (01) 5060753030030

T (10) 2018-06-20

3.3 Label packaging (external)

Label to be displayed (ie: affixed sticker) on the outside of the AcuPebble SA100 packaging box.

AcuPebble® SA100°
Physiological Acoustic Sensor
QTy¥: 1 PCS  Size: 30mm x 16mm  Rx Only
u Made in the UK

GTIN (01) 5060759090009

[LoT] (1012 08-20

FCC ID: 2A258-AP100C04

Storage and e
transport:  _ggec

Read label inside box before use

CEO

0068
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3.4 Label packaging (internal)

Label to be displayed (ie: affixed sticker) on the inside of the AcuPebble SA100 packaging box.

AcuPebble® sA100

Physiological Acoustic Sensor

E P2(Q) . 1@ @ [R

Always keep the device with an adhesive on, even when not
inwuse, and use only with adhesive provided by Acurable Ltd.

When not in use keep the device inside this, or alternative,
protective package.

During transport, wrap the device inside the box with bubble
wrap, or equivalent.

https:#acurable com/manual c € glv

0068 BOX

Acurable Ltd, Finsgate, 5-7 Cranwood 5t,
London EC1V 9EE, United Kingdom

Oeee

GTIN (01) 5040759090009

LOT| (10) 2020-02-28

3.5 Label transport

Labels to be displayed (ie: affixed stickers) on the generic shipping outer packaging.
Instructions

e For all transport methods, the shipping box should have affixed the UN3481 handling
mark.

e For air transport, the shipping box should also have affixed a Transport Document
containing a General warning statement and an Air-waybill notice.
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UN3481 label

AL S 8 % % % %\ %\

i
UN3481

For more information, call Acurable Ltd: +1 833 502 0261

AN 8 8 N\ 8\ 4\ \

VTN SNSSS
P P P 0222222727272 7

/

Transport Document label

Li-Po batteries, in compliance with Section Il of PI967

The package contains Li-Po cells or batteries;

the package must be handled with care and a T0°C
flammability hazard exists if the package is

damaged. Special procedures must be 95°C

followed in the event the package is

damaged, to include inspection and repacking

if necessary. For additional information,

contact Acurable Ltd on +1 833 502 0261.

FCCID: ABC0123456787

Mote for transporter: This label must be included on the air

" waybill, when an air waybill is used.

Acurable Ltd
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3.6 Label mobile app
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Label to be displayed (ie: electronically) on the AcuPebble SA100 mobile application.

Welcome

This app is part of the AcuPebble
SA100 systems, and will only work
together with the AcuPebble
SA100 sensor.

acurable

Continue

Acurable Ltd
Company Confidential

@

About

Welcome to AcuPebble® SA100

This mobile application is part of the AcuPebble
SA100 medical device for the diagnosis of sleep
apnea.

Password protected sections are only intended to
be used by healthcare professionals with the
relevant clinical training as determined by the
responsible healthcare organization.

Intended use / Indications for Use

AcuPebble SA100is a wearable device
intended for use in the recording, analysis,
displaying, exporting, and storage of
biophysical parameters to aid in the
evaluation of adult patients with, or with
suspected, obstructive sleep apnea
(OSA).The device is primarily intended for
home setting use (although can also be used
in healthcare settings) under the direction of
a Healthcare Professional (HCP).

The device is not intended as a substitute for
full polysomnography when additional
parameters such as sleep stages, limb
movements, or EEG activity are required.

Contact
[!a +1 833 502 0261

@ support@acurable.com

C € CE certification issued by MTIC
InterCert S.r.l. in compliance with
the Medical Devices Directive
(93/42/EEC)

@ Read the instructions at
https://acurable.com/manual
Federal Law (USA) restricts this

Rx Only device to sale by or on the order of
a licensed healthcare practitioner.

I Acurable Ltd, Finsgate,
5-7 Cranwood Street, London

EC1V 9EE, United Kingdom

0068

AcuPebble SA100 mobile application
GTIN (01) 5060752090108
Version (8012) 1.1.13

AcuPebble SA100 sensor
GTIN (01) 5060759090009
LOT| {10) 2020-08-30

FCCID: ABC0123456789

This device complies with part 15 of the FCC
Rules. Operation is subject to the following
two conditions: (1) This device may not cause
harmful interference, and (2) this device must
accept any interference received, including
interference that may cause undesired
operation.

Issue: 1.4

Help and information
Watch instruction
videos
<) Contact us
About AcuPebble
SA100
Privacy policy
Back
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3.7 Label web app

Label to be displayed (ie: electronically) on the AcuPebble SA100 web application.

Welcome to AcuPebble® SA100

This web application is part of the AcuPebble SA100 medical device.

Pulse and respiratory rates should only be used for informative purposes and not to infer clinical decisions.

Intended use / Indications for Use

9

AcuPebble SA100 is a wearable device intended for use in the recording, analysis, displaying, '
exporting, and storage of biophysical parameters to aid in the evaluation of adult patients with, or
with suspected, obstructive sleep apnea (OSA).The device is primarily intended for home setting
use (although can also be used in healthcare settings) under the direction of a Healthcare
Professional (HCP).

—
S

The device is not intended as a substitute for full polysomnography when additional parameters
such as sleep stages, limb movements, or EEG activity are required. I I

g,ﬁg CE certification issued by MTIC InterCert SRL in compliance with Medical Devices Directive (93/42/EEC)
@ Read the instructions in the User Manual

Rx Only Federal Law (USA) restricts this device to sale by or on the order of a licensed healthcare practitioner.

d Acurable Ltd, Finsgate, 5-7 Cranwood Street, EC1V 9EE, London, United Kingdom
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