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Intellectual Property Statement

SHENZHEN MINDRAY BIO-MEDICAL ELECTRONICS CO., LTD. (hereinafter called Mindray) owns the intellectual
property rights to this Mindray product and this manual. This manual may refer to information protected by
copyright or patents and does not convey any license under the patent rights or copyright of Mindray, or of
others.

Mindray intends to maintain the contents of this manual as confidential information. Disclosure of the
information in this manual in any manner whatsoever without the written permission of Mindray is strictly
forbidden.

Release, amendment, reproduction, distribution, rental, adaptation, translation or any other derivative work of
this manual in any manner whatsoever without the written permission of Mindray is strictly forbidden.

m|ndray is the trademark, registered or otherwise, of Mindray in China and other countries. All other
trademarks that appear in this manual are used only for informational or editorial purposes. They are the
property of their respective owners.

This posting serves as notice under 35 U.S.C.§287(a) for Mindray patents: http://www.mindrayna.com/patents.

Manufacturer’s Responsibility

Contents of this manual are subject to changes without prior notice.
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WARNING
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Service

Mindray maintains a network of service representatives and factory-trained distributors. Prior to requesting
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In North America contact the Service Department at (800) 288-2121, ext: 8116 for Technical Support or (201)
995-8000 for assistance in determining the nearest field service location.
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requests for service.

Any questions regarding the warranty should be directed to the local sales or service representative.
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Preface

Manual Purpose

This manual contains the instructions necessary to operate the product safely and in accordance with its
function and intended use. Observance of this manual is a prerequisite for proper product performance and
correct operation and ensures patient and operator safety.

This manual is based on the maximum configuration and therefore some contents may not apply to the product.
If you have any question, please contact Mindray.

This manual is an integral part of the product. It should always be kept close to the equipment so that it can be
obtained conveniently when needed.

Intended Audience

This manual is geared for clinical professionals who are expected to have a working knowledge of medical
procedures, practices and terminology as required for monitoring of patients.

lHlustrations

All illustrations in this manual serve as examples only. They may not necessarily reflect the setup or data
displayed on the patient monitor.

Conventions

% Italic text is used in this manual to quote the referenced manuals, chapters, sections and formulas.
%  Bold text is used to indicate the screen texts and names of hard keys.

% is used to indicate operational procedures.
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1 Safety

1.1 Safety Information

WARNING

Indicates a potential hazard or unsafe practice that, if not avoided, could result in death or serious
injury.

CAUTION

Indicates a potential hazard or unsafe practice that, if not avoided, could result in minor personal
injury or product/property damage.

NOTE

Provides application tips or other useful information that does not involve patient or user risk.

1.1.1 Warnings

WARNING

Patient with a pacemaker - on ventricular paced patients, episodes of Ventricular Tachycardia may
not always be detected. Do not rely entirely upon the system’s automated arrhythmia detection
algorithm. Keep pacemaker patients under close surveillance.

This equipment is used for a single patient at a time.

To avoid explosion hazards, do not use the equipment in the presence of oxygen-rich atmospheres,
flammable anesthetics, or other flammable agents.

Do not touch the equipment’s metal parts or connectors when in contact with the patient; otherwise
patient injury may result.

Never mix patient electrode types or brands. Dissimilar metals or other incompatibilities may cause
considerable baseline drift and may increase trace recovery time after defibrillation.

To reduce the hazard of burns during high-frequency surgical procedure, ensure that the monitor’s
cables and transducers never come into contact with the electro-surgery unit (ESU).

The neutral electrode of the electro-surgery unit (ESU) shall properly contact the patient. Otherwise,
burns may result.

MR unsafe: the ePM Series monitors are not intended to be used within the Magnetic Resonance
(MR) environment.

Before connecting the equipment to the mains power, ensure that the voltage and frequency ratings
of the power line are the same as those indicated on the equipment’s label or in this manual.

Before putting the system into operation, the operator must verify that the equipment, connecting
cables, and accessories are in correct working order and operating condition.

To avoid risk of electric shock, the equipment must only be connected to mains power with
protective earth, or operated on battery power.

Do not touch the patient and live parts simultaneously. Otherwise patient injury may result.

Do not touch the patient or metal parts in contact with the patient during defibrillation. Otherwise
serious injury or death could resulit.

Do not open the equipment housings. All servicing and future upgrades must be carried out by
trained and authorized personnel.
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Do not rely exclusively on the audible alarm system for patient monitoring. Turning the alarm
volume to a low level or off may result in a hazard to the patient. Always keep the patient under
close surveillance.

Alarm settings should be customized according to patient situations.
Do not place the equipment or accessories in any position that might cause it to fall on the patient.
Do not start or operate the equipment unless the setup was verified to be correct.

To avoid inadvertent disconnection, route all cables in a way to prevent a stumbling hazard. Wrap
and secure excess cabling to reduce risk of entanglement by patients or personnel. The
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1.1.3 Notes
NOTE

The equipment software copyright is solely owned by Mindray. No organization or individual shall
resort to modifying, copying, or exchanging it or to any other infringement on it in any form or by
any means without due permission.

Put the equipment in a location where it can be easily viewed and operated.

The equipment uses a mains plug as isolation means to the mains power. Do not locate the
equipment in a place difficult to access the mains plug.

During normal use, the operator is expected to face the front of the equipment.

Remove the battery before shipping the monitor or if it will not be used for an extended period of
time.

Remove the battery before transporting the equipment or if the equipment will not be used for a
long time.

The software was developed in compliance with IEC62304.

This manual is based on the maximum configuration and therefore some contents may not apply to
the product. If you have any question, please contact Mindray.

Observance of this manual is a prerequisite for proper product performance and correct operation
and ensures patient and operator safety.

Keep this manual in the vicinity of the equipment so that it can be referenced when needed.

1.2 Equipment Symbols

Symbol Description Symbol Description
2 General warning sign Refer to instruction manual/booklet
Serial number RE F Catalogue number
ﬂ Date of manufacture I Manufacturer
® Q USB connector I PX 1 Protected against vertically falling water

drops per IEC 60529

e

Battery indicator Computer network
Equipotentiality ~N_ Alternating current
Defibrillation-proof type CF applied part o Defibrillation-proof type BF applied part

—=
=
—
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Description

Description

Stop USB

Plastic identification symbol

NIBP start/stop

Calibration

] B

Batch code Menu
O @
' Stand-by ? Graphical record
Gas outlet Gas inlet
[~
@ Output Input/output

m
(@]
el
m
o

Authorised representative in the European

Community

@ No pushing

Dispose of in accordance to local requirements

=

The presence of this label indicates the machine was certified by ETL with the statement:

Conforms to AAMI Std. ES 60601-1, IEC Std. 60601-1-6, I[EC Std. 60601-1-8, IEC Std. 60601-2-25, IEC Std.
60601-2-27, IEC Std. 60601-2-34, IEC Std. 80601-2-49, IEC Std. 80601-2-30, ISO Std. 80601-2-55, ISO Std.

80601-2-56, ISO Std. 80601-2-61

Certified to CSA Std. C22.2 NO. 60601-1, NO. 60601-1-6, NO. 60601-1-8, NO. 60601-2-25, NO. 60601-2-27,
NO. 60601-2-34, [EC Std. 80601-2-49, NO. 80601-2-30, NO. 80601-2-55, NO. 80601-2-56, NO. 80601-2-61
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Equipment Introduction

2.1

2.2

2.3

Indications for Use

The ePM 10A patient monitors are intended for monitoring, displaying, reviewing, storing, alarming, and
transferring of multiple physiological parameters including ECG (3-lead, 5-lead, 6-lead or 12-lead selectable,
Arrhythmia Detection, ST Segment Analysis, QT Analysis, and Heart Rate (HR)), Respiration Rate (Resp),
Temperature (Temp), Pulse Oxygen Saturation (SpO,), Pulse Rate (PR), Non-invasive Blood Pressure (NIBP),
Invasive Blood Pressure (IBP), Pulmonary Artery Wedge Pressure (PAWP), Cardiac Output (C.0.), Carbon Dioxide
(CO,). The system also provides an interpretation of resting 12-lead ECG.

All the parameters can be monitored on single adult, pediatric, and neonatal patients except for the following:
%  The PAWP monitoring is intended for adult and pediatric patients only.
%  C.0.monitoring