User instructions

PulseOx 7500™ Wtist Recording System

for blood oxygen saturation & heart rate

Dear User,

Thank you for purchasing the SPO PulseOx 7500™ Wist Recording System By purchasing this product,
you have chosen a high quality device. SPO is convinced you will be fully satisfied with your new Wtist
Recording System. Please take a few moments to review the following instructions before using the unit for
the first time. If you still have questions, please contact your local dealer for assistance or SPO Medical at:
support@spomedical.com

Safety:

o
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/N Read all instructions before using PuiseOx 7500™.

Self-diagnosis of measured results and self-treatment are dangerous. Please follow your
physician's instructions.

Diseases that cause peripheral circulatory disturbance may cause incorrect readings (including, but
not limited to diabetics, hyperlipidemia, hypertension and arterial sclerasis). Carboxyhemoglobin
and/or dyes may cause erroneous readings.

This device is nat intended for use as an apnea alarm; however, it may be used to record the
affects of apnea and other sleep disorders of blood oxygen saturation and pulse rate while directed
by your physician.

Do not use cellular phones near the unit - this may cause interference.

The PulseOx 7500™ is a precision electro-optical device that, with the exception of replacing the
battery, has no user serviceable or adjustable components inside. The PulseOx 7500™ nmust be
serviced by trained SPO Medical personnel only.

If the PulseOx 7500™ is mechanically damaged or the LCD presentation is blurred, the device
must not be used.

If the elastic thimble changes color or is not elastic enough (e.g. sensor falls off the finger); it is not
recommended to use the unit

The PulseOx 7500™ is nat water-proof. Water penetration invalidates the warranty.

Note: the PulseOx 7500™ includes batteries that should be disposed of in accordance with local
environmental regulations.

The pulse rate indicator is not suitable for monitoring the frequency of cardiac pacermekers.

The PulseOx 7500™ should only be used with accessories that are supplied by SPO Medical.
The PulseOx 7500™ should only be used on intact skin.

The use of this device by a user with special needs should be supervised by their caregiver.

Product catalog number 906000-00

@, CE€ o N R, Only

Manufactured by: E

SPO Medical Equipment Ltd. Obelis SA
20 Hata'as Street Av. De Tervuren 34, bte 44
Kfar Saba, Israel 44425 B-1040 Brussels — Belgium

Email: support@spomedical.com Email: mail@obelis.net
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Delivered parts of the Full kit PulseOx 7500™:

Whistwatch & sensor
Battery

Quick User Instructions
USB interface cable

CD with reporting software
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PulseOx 7500™ Wistwatch components:

A. Back illumination button
B. Liquid crystal display (LCD)
C. Plastic casing
D. Battery cover
E. Wrist strap (not shown)
F. Sensor cable
G. Communication connector cover
H. Communication connector
|. Mode button
J. Sensor with Fixator

Liquid Crystal Display indicators:

1. Pulsing heart indicator
2. SpO; legend

3. Sensor “OFF" indicator
4. Weak signal indicator
5. Battery status indicator
6. Saturation rate (%)

7. Menory status bars

8. Heart rate (bpm)

Please nate before use:
o All activity should be ceased prior to initiating measurement recordings; e.g. eating, drinking,
smoking or exercising since these, among other activities, may affect readings.
0 The hand should be held relaxed and still during the start up process.
0 Verify that the Sensor Fixator is positioned so that the fingernail drawing is on the same side as the
user’s fingernail.
Inserting a finger into the elastic thimble should be easy and comfortable. INSERTION SHOULD BE SNUG
AND HT. IF INSERTION IS TOO TIGHT OR DIFFICULT, CHOOSE A SMALER.
Damage caused by force will void the warranty.

Wearing the PulseOx 7500™ can be performed on either hand as shown in Figure A and the Sensor can
be “slipped on’” to any digit (finger) in a easy fashion e.g. the index finger, or the user may choose the digit
that is most confortable. Note: The fingernail image is placed over the User’s nail bed. (see Figure Al)

@ensor —
Ox 7500 )
QS‘?V a3:0'7"5 Left hand Right H/W Version /
| Figure A Figure Al Figure B |
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The PulseOx 7500™ display will illuminate once the sensor is on the finger; the HW (version) of the watch
will appear initially e.g. two digits in the upper field and up to three digits in the lower field see Fgure B; the
word “SPO’" will then appear on watch display. Within 20 seconds, the oxygen saturation percent and heart
rate readings will be displayed and stored. During the start-up process, the display may initially show
dashes before reading appear.

Once the display shows stable readings, gentle (small) movements of your hand and arm are permitted as
in sleeping.

Operation modes:

PulseOx 7500™ has 2 operation modes. To move from one operational mode to the ather, press the right
(Mode) button for more than two (2) seconds.

Recording mode (default) Communication mode (communicates with PC or laptop).
Display modes:

When the PulseOx 7500™ is in recording mode there are has two (2) display modes. To move fromone
display mode to the ather, press the right (Mode) button for one (1) second.

0 Recording display (default)

o Time display (24 hr. watch)

o Backlight illumination

0 Hardware version appears when unit is placed

Atouch onthe left (lllumination) button will turm on the display illumination.
Back illumination will autometically turn off after 10 seconds.

Memory:

The PulseOx 7500™ stores collected information in its memory (from 8 to 80 hours pending on sampling
rate). Sampling rate is preset by the prescribing physician. Memory status bars indicate data stored, each
bar indicates that 20% of the memory has been used.

Memory full:

The PulseOx 7500™ will measure and record information until its memory is completely full,
pending sampling rate. WWhen the memory is full, the recording process will stop, the LCD will show
a“Ful” legend for one minute and PulseOx 7500™ will autometically turn off. \WWhen this occurs,
recorded data has to be downloaded and deleted via the computer link before the PulseOx 7500™
will be ready to measure and record again.

To turn off the PulseOx 7500™ simply remove your finger from the Sensor Fixator.

Battery status:
o0 Battery indicator displays the approximate charge remeaining in the unit.
o Display of an empty battery outline indicates that the battery will need to be replaced shortly.

Battery replacement:

Open the battery compartment by sliding the cover (Figure C) and carefully remove the old battery. Discard
the used battery according to local environmental regulations. Insert a new 3.6V 2 AA Lithium battery
(FHgure D). Please ensure that the battery polarization (+-) is in accordance with the symboals inside the
battery compartment. Replace the battery cover (Figure E). Automatic “power on” indicates correct battery
replacemert.

Figure E




PulseOx 7500™ cleaning instructions:

Wipe exposed surfaces with a saft clath or pad nmoistened with a mild detergent solution or isopropyl alcohol
(70% solution). Clean the two optical elements in the sensor with a cotton swab. Clean the PulseOx 7500™
whenever you see any kind of soll, dirt or obstruction on it.

Ensure that no dirt or blood is on the optical components inside the Sensor Fixator.

Product specifications:

Effective measuring range

Saturation 4010 9%

Heart pulse rate 4010 250 bpm
Resolution 1 digit

Accuracy (incl. minor motion and low profusion)
Saturation (70%-99%) 2%or 2 digits

Heart pulse rate 3%or 3digits

Display

Saturation 2 characters

Heart pulse rate 3 characters

Signal indlications: Sensor ‘OFF & ‘Weak Signal’ Hashing heart icon

Memory Storage 8hours at 1 second interval up to 80 hours at 10 second intervals
Memory Bar 5 bars. Each bar indicates 20% data stored

“FUL" legend Indicates memory full

Battery indication Full power, 1/3 and near enypty

Power requirements 3.6V Lithium battery, /2 AA size

Battery continuous life 300 Hrs or 12 days of continuous usage
Mechanical

Overall dmensions 237"'x171"x0.86" (58 x42x21 mm)
Storage tenperatures  -4¢to 158¢F (-20 {Cto 70<C)

Operating temperatures  39¢to 107¢F (4 <Cto 42¢C)

Weight 20z (559). incl. battery

Hurmidiity Up to 95% non-condensing

This deviceis not intended to work in conjunction with a defibrillator

Frequently Asked Questions

1. @ The Back Light lllumination goes off.
A: The Back Light lllumination is designed to operate for 10 seconds to save on battery life. Press the
Left (lllumination) button again to turn the light on for ancther 10 seconds.

2. Q Where can | purchase a new battery?

A: 3.6VY2 AA batteries are available in many electronics stores, e.g. Radio Shack / USA

A: Replacement batteries can be purchased from Customer Service (1-805-823-8460) or via email
support@spomedical.com.

3. Q Howdo | change the battery?

A: Slide to open the battery door on the top of the unit. Carefully remove the old battery and discard in
accordance with local environmental laws. Install the new battery by matching the +- marks inside the
battery compartment and replace battery door. CAUTION: installing the battery incorrectly may damage the
unit and void the warranty.

4. Q Canl put it on awet (or bloody) finger?

A: No. This model is not water resistant, and exposure to excessive moisture will damage the PulseOx
7500™ and void the warranty. Wipe all moisture fromyour finger before inserting into the Sensor Fixator. If
the finger is injured or bleeding, use a different finger.

5. Q The PulseOx 7500™ dropped in water.
A: Turn off the PulseOx 7500™ immediately and remove the battery. Most likely, the PulseOx 7500™ is
damaged and beyond repair. However you may try to dry out the PulseOx 7500™ by shaking out any weter
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and leaving it open without a battery for several days. If your PulseOx 7500™ does not function after
several days of drying time, discard the PulseOx 7500™ at your local electronics recycling center.

6. Q | keep getting a sensor “OFF" icon...

A: Verify that the Sensor Fixator is positioned so that the fingernail drawing is on the same side as the
user’s fingernail. If the sensor is correctly located, slightly adjust the position on your finger, keep your hand
relaxed and still and wait 20 seconds for it to display a new signal. If results were not displayed, repeat the
process on a differert digit.

7. Q What is the normal range for each display (SpO, and pulse)?
A: Individual normal ranges should be defined by your physician.

8. Q The "Weak Signal" indicator lights up fromtime to time. Should | do something?

A: Even while displaying results, the PulseOx 7500™ will read a bad signal fromtime to time. This is
quite normal. If the Weak Signal indicator is displayed for longer periods, you may loose signal altogether.
Hold your hand relaxed and still. Do nat press your finger against the sensor, this action may impede signal
acquisition.

Manufaturer's End User Product Warranty

SPO Medical Equipment Ltd. (the “Company”) warrants that their products (the “Product”) are free of defects
in material and workmanship for a period of one year from the date of purchase by end user. In the evertt
that the Product qualifies for coverage under this warranty, the Company at its option and at no charge may
either repair or replace the Product (not including, shipping, handiing, delivery or installation) with an
identical product or product having similar features and functionality as determined by the Company .

The Company does not warranty the installation, maintenance, or service of its Product. The Company is
not responsible for ancillary equipment not supplied by the Company, which is attached to or used in
connection with the Company’s Product, or for the operation of the Product with any ancillary equipmert,
and all such equipment and operation of such equipment with the Product, is expressly excluded from this
limited warranty. Furthermore, the Company shall not be responsible for any damage to the Product
resulting fromthe use or aperation of the ancillary equipment not furnished by the Company for use with the
Product.

The Company extends this limited warranty only to the original end-user. This limited warranty and the
remedies hereunder are limited to Products properly used, maintained, stored, installed and used for their
intended purpose and use only, in accordance with the Company instructions. This warranty shall not apply
to Product installed, operated or maintained in or under abnormal conditions. This warranty is not applicable
to any Product, which is not operated and/or installed in accordance with the Company’s specifications and
or industry practices and standards. This warranty does not extend to any battery power supply included in/
with the Product.

This warranty sets forth all of the Company’s responsihilities for the Product.

THIS WARRANTY IS GIVEN IN LIEU OF ALL OTHER EXPRESS WARRANTIES. IMPLIED
WARRANTIES, STATUTORY OR OTHERWSE, INCLUDING BUT NOT LIMTED TO ANY IMPLIED
WARRANTIES OF MERCHANTABILITY OR HTNESS FOR A PARTICULAR PURPOSE, ARE LIMTED TO
THE DURATION OF THIS LIMITED WARRANTY. IN NO EVENT, INCLUDING WITHOUT LIMTATION, IN
CONTRACT, TORT, STRICT LABILITY OR WARRANTY, SHALL THE COMPANY BE LIABLE TO THE
PURCHASER OR TO ANY THIRD PARTY, FOR ANY DAMAGES OR FOR ANY LOSS OF USE, LOSS OF
TIME, INCONVENIENCE, COMMERCIAL LOSS, LOST PROATS OR SAVINGS OR INCIDENTAL,
CONSEQUENTIAL OR SPECIAL DAMAGES ARISING OUT OF THE USE OR INABILITY TO USE SUCH
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PRODUCT. TO THE FULL EXTENT THAT SUCH MAY BE DISCLAIMED BY LAW, COMPANY'S SOLE
LIABILITY SHALL BE TO REPLACE OR REPAIR THE PRODUCT.

Some states within the United States do nat allow the exclusion or limitation of consequential or incidental
damages, or limitations on the duration of an implied warranty. Therefore, the limitations or exclusions of
consequerttial or incidental damages and implied warranties set forth herein may not apply to you. This
warranty gives you specific legal rights, and you may also have ather rights, which vary from state to state.

If it appears that the Product does not meet the terms of the limited warrarty set forth above, within the
Warranty Period, the purchaser must natify the Company in writing of the warranty claim and after receiving
proper authorization, return the Product to the nearest Company certified distributor for exchange or repair
of product.

Company licenses and does nat sell its software. Company hereby grants customer a norHransferable,
non-exclusive licence, without right to sublicense, to use the software developed or acquired by Company
and delivered to customer with Product (“Software’), only with the Company hardware for which the
Software is intended and exclusively for use with customer hardware owned, possessed and operated by
customer. No source code or licence to use source code is provided hereunder. Software includes the
programs delivered to customer and all related documentation. Customer agrees to be bound by the terms
set forth therein, unless it natifies Company of any objections and returns the Software within ten days of
receipt theredf.

Customer will use the Software only in its own internal business operations. Customer will use Software only
on one computer terminal or processor at any one time (“Designated Terminal”). Customer will not
otherwise copy, translate, modify, adapt, decompile, disassermble or reverse engineer the Software.

Title to the Software and all patents, copyrights, trade marks, mask works, circuit layout rights, design rights,
trade secrets and other proprietary rights in or related to the Software are and will remain the exclusive
property of Company or its licenser, whether or nat specifically recognized or perfected under the laws of
the country where the Software is located. Customer will not take any action that jeopardizes such
proprietary rights nor will it acquire any right in the Software, except the limited use rights specified herein.

Company does not warrant that operation of Software will be uninterrupted or error free.

Document #: 003-DVIR-004-02 Revision level: 02 02-May-07

Copyright 2007 SPO Medical Equipment Ltd.
Design and specifications are subject to change without notice.

In the event of any conflict or discrepancy amongst the different languages; the English
language version shall prevail.

To obtain the manufacturer’'s warranty, you SHOULD register your purchase via the internet at:
www.spomedical.com or in the USA call toll-free 1-800-548-6705
(or outside the United States call 1-805-823-8460)
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