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1. ldentification the device and the manufacturer

Device details

Name of device Defibrillator Monitor

Model and type BeneHeart D20/ BeneHeart D20A/ BeneHeart D20C/
BeneHeart D30
BeneHeart D50/ BeneHeart D50A/ BeneHeart D50C
BeneHeart D60
BeneHeart DX/ BeneHeart DM

Basic UDI-DI 69449040AB010000102Z

Nomenclature NA

Classification Il According to Rule 22 of MDR Annex VI

CND code 2120305

Manufacturer details

Manufacturer name Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Adress Mindray Building, Keji 12th Road South, High-tech Industrial Park,
Nanshan, Shenzhen, 518057, P. R. China

SRN CN-MF-000014156

Authorised Representative

Shanghai International Holding Corp. GmbH (Europe) Eiffestrale

EC-Representative
80, 20537 Hamburg, Germany

SRN of the EC-Representative | DE-AR-000000001

Notified Body BSI Group The Netherlands B.V.
NB’s single identification
CE 2797
number
First CE certification date /

2. Intended use

2.1 Intended purpose

The Defibrillator/Monitor is intended for external defibrillation, internal defibrillation, synchronized
cardioversion and semi-automated external defibrillation. It can also be used for non-invasive external
pacing, CPR Feedback as well as ECG, Resp, Sp02, PR, NIBP, CO2, IBP and Temp monitoring.

The intended purpose of BeneHeart D30/BeneHeart D20/BeneHeart D20A/BeneHeart D20C does not

include IBP and Temp monitoring.
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2.2 Indications
B External defibrillation/AED/internal defibrillation:

The external defibrillation, AED and internal defibrillation modes are intended for patients with ventricular
fibrillation, pulseless ventricular tachycardia and ventricular flutter.

B Synchronized cardioversion:
Synchronized cardioversion is intended for the treatment of atrial fibrillation and atrial flutter.
B Non-invasive external pacing:

Non-invasive external pacing is intended for the treatment of bradycardia and asystole.
B CPR Feedback:

CPR Feedback is intended for patients with cardiac arrest.
B Monitoring:

Monitoring is intended for the monitoring of ECG, Resp, SpO2, PR, NIBP, IBP, Temp and CO2 parameter.

2.3 Contra-indications
m AED

The AED mode is contraindicated in the treatment when the patient is showing any of the following:
Consciousness
Breathing
Detectable pulse or other signs of circulation

m Manual Defibrillation

Manual defibrillation is contraindicated in the treatment when the patient is showing any of the following:
Consciousness
Breathing.

Detectable pulse or other signs of circulation

3. Description of the device

3.1 Description of the device

External Defibrillation

The manual defibrillation feature uses exponential-truncated biphasic defibrillation technology and
performs automatic compensation according to impedance of a patient. The biphasic defibrillation
technology has been proved to be advantageous over the monophasic one and extensively applied in the
defibrillation industry.

Semi-automated external defibrillation (Semi-AED)

The AED function uses the exponential-truncated biphasic defibrillation technology and the algorithm of

a heart rhythm recognition detector to guide operators whether to perform defibrillation treatment.

CPR Feedback

The cardio-pulmonary resuscitation (CPR) sensor analyzes and calculates the compression rate by using
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the pressure sensor to measure the change of the compress force; The displacement waveform is obtained
by quadratic integration of the acceleration signal acquired by the acceleration sensor, recognized, and
analyzed and calculated to obtain the compress depth and recovery data.

The compression rate can also be obtained by calculating the change of the chest impedance, which comes
from multifunction electrode pads

CPR Filter is a technology that filters the CPR artifact from the ECG to allow users to see a close
approximation of a patient’s underlying ECG rhythm during CPR compressions, reducing interruptions in
CPR.

Noninvasive Pacing

The external pacing function imposes the pulse of fixed width on patients at a certain current intensity and
frequency. This technology is universal in external pacing currently and is widely applied in defibrillator
monitors. The circuit composed of the MCU and operational amplifier is a constant-current source circuit.
The MCU, based on the DAC level output and frequency, can control the magnitude and frequency of
current flowing through a patient's thoracic impedance.

ECG

An electrocardiogram (ECG) is a variation curve recording the electrical activity of the heart over a cardiac
cycle using electrodes placed over the skin, and acquiring the heart's electrical signal to analyze and
calculate heart rate (HR) and arrhythmia (ARR). 12 lead ECG interpretation is a widely used technology
to diagnose different heart conditions like arrhythmia, structural heart disease, myocardial infarction etc.
by analyzing 12 lead ECG waveform.

NIBP

NIBP measures the peripheral arterial blood pressure based on the principle of oscillation.

Sp02

Pulse blood oxygen monitoring uses the spectrophotometry to monitor blood oxygen (measuring based on
the different wavelengths of light absorbed by tissues).

Temp

The TEMP module measures body temperature based on the temperature resistance characteristics of the
thermistor.

COo2

CO2 gas has a strong absorption peak around the 4.26um infrared light. Based on non-dispersive infrared
spectroscopy (NDIR), the absorption volume of signals in the band is measured using the Lambert-Beer
law to determine the CO2 concentration during human respiration. Where, 10 and | are the infrared light
intensity before and after absorption; a is the absorption coefficient of the measured gas at the wavelength;
L is the effective absorption optical length of the measured gas; and C is the concentration of the measured
gas. Make that ABS = In(10) - In(l) = aL.C. Then, ABS is the CO2 signal absorption volume of the infrared
light in the 4.26um band when passing through the CO2 gas at a concentration of C. By calculating the

absorption volume, the CO2 gas concentration can be calculated.

IBP
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Invasive blood pressure (IBP) measurement directly measures intravascular pressure by means of fluid
coupling.

Resp

The RESP module measures the respiration rate using the chest impedance pneumography method.

3.2 Overview of the previous generations device

Previous device BeneHeart D5/BeneHeart D6 Defibrillator/Monitor

Manufacture: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Description:

BeneHeart D5/BeneHeart D6 is the first defibrillator/monitor of Mindray, have got the CE mark since
2008, the medical device registration certificate of China was obtained in 2010.

The BeneHeart D20/ D20A/ D20C/ D30/ D50/ D50A/ D50C/ D60 /DX/ DM defibrillators/monitors are
developed based on predecessor products BeneHeart D5/BeneHeart D6. The key core functions and
software core algorithms of the Defibrillator/Monitor are completely the same as those of the predecessor
products. The therapy module and multi-parameter monitor module (including hardware principle and
software core algorithm) fully use predecessor product schemes.

The design and development of the new generation of Defibrillator/Monitor is based on feedback from

market users of predecessor products. The main differences lie in appearance, hardware, and software.
In terms of appearance, the appearance of the device under application is upgraded to be smaller and
lighter, which greatly reduces the weight and is convenient for the users to carry.

In terms of hardware, the equipment has been updated to touchscreen, and the screen size is upgraded to
a large screen, which is convenient for use. The subject devices support both the built-in multi-parameter
monitoring module (BeneHeart D20/ D20A/ D20C/ D30/ D50/ D50A/ D50C/ D60) and the external
multi-parameter monitoring module (BeneHeart DX/ DM), giving users multiple options.

In terms of software, the core functions of the software are completely the same as those of the
predecessor products. The subject equipment cooperates with the touch screen upgrade and modified the

software function.

3.3 Accessories

3.3.1Accessories included

None.
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3.3.2Accessories not included but necessary for use

3.3.2.1 Others

For the other devices, see as below:

Accessories

Description

ECG Electrodes

3-lead ECG Leadwires

5-lead ECG Leadwires

ECG
12-lead ECG Leadwires
12-Pin Separable Trunk Cables
12-Pin Integrative Trunk Cables
SpO2 Sensors
Sp02 i
Extension Cables
NIBP Hoses
NIBP
Cuffs
TEMP (Applicable to | Temp Cable
D60/D50A/D50/D50C/DX/DM) Temp Probes
IBP (Applicable to | IBP Accessories

D60/D50A/D50/D50C/DX/DM)

ICP Accessories

CO2

Reusable CO2 adapter

airway sampling line

nasal sampling line

Airway adapter

Mask

Cable management straps

Sensor holding clips

CO2 sensor

Therapy Accessories

External defibrillation paddles

Electrode gel

Multifunction electrode pads

pads cable with 50Q test load

CPR sensor

Internal defibrillation paddles

3.3.2.2 Other products that are not devices

® Transport dock
® AC power adapter
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Barcode reader

Analog output cable

Synchronous defibrillation input cable
Wi-Fi to 4G router kit

Charger station

Recorder paper, 50 mmx20 m
Recorder paper, 112 mmx20 m

Rechargeable lithium-ion battery

3.4 Another device

The equipment can be connected to a Central Monitoring System (hereinafter called CMS) through wired

and wireless networks. The CMS uses the software system of Mindray and the general hospital surgical

network.

4. Residual risks and undesirable effects, warnings and precautions

4.1 Residual risks and undesirable effects

Residual risks

With complete product risk analysis and control, only one residual risk assessment belongs to the "AFAP™

level. The table below gives the residual risk and benefit analysis of these hazards:

Item Energy

Energy

hazards

Sequence | Hazardous harm

of events N
situation

High
current
flows
through
the
myocardi
um
during
defibrilla
tion

therapy.

Control Risk

Measure level
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undesirable effects

Through clinical data from post-market surveillance activity (including adverse event report analysis and
post-marketing clinical follow-up), there is no undesirable effects identified.

After search the literature of similar device, the results of SOTA evaluation shown that undesirable effects

may include myocardial damage and skin burns.

Quantitative data

According to the requirements of MDCG 2019-19, the risk information in the SSCP should include
guantification.

Through SOTA research, the clinical risk about residual risk and undesirable effects has been published
quantitative data in CER, which has been related with clinical data of the subject device.

We included the results of the SOTA study as an acceptance criterion for Residual risks and undesirable
effects evaluation. We collected clinical data from subject device initial CE marked, to prove that the
probability of occurrence of harm of our devices is much lower than the average level in the industry.

The evaluation of Residual risks and undesirable effects per CEP has been summarized as below:

State of the Art | PMS data from subject device | Clinical data from subject | Evaluation

Acceptance Criteria and equivalent devices device and equivalent devices result
Myocardial 2% No Myocardial damage is
damage repor

(Synchronized
Cardioversion)
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In conclusion, the PMS data
proves that the device does not

involve the above clinical risks.

For more details, please refers to
chapter _4.4 Clinical data from
Post-Market surveillance (PMS).
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possible.

e Do not use the multiple portable socket outlets (MPSO) or AC mains extension cords. Insure that

the sum of the individual ground leakage currents does not exceed the allowable limits.

e  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.

e Do not exclusively rely on audible alarms for patient monitoring. Adjusting alarm volume to a low
level or turning off alarm sound may result in patient hazards. Customize alarm settings according

to patient situations and keep patients under close surveillance.

e  Physiological data and alarm messages provided by the equipment should not be used as the sole
basis for diagnosis or therapy decisions. They must be used in conjunction with clinical signs and

symptoms. Misinterpreting measured values or other parameters may result in patient hazards.
e Do not place the equipment or accessories in any position that might cause it to fall on the patient.
e Do not start or operate the equipment unless the setup was verified to be correct.

e  Place and secure cables and tubings carefully to prevent from stumbling, entanglement and patient

strangulation.

e  The software equipment 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.
e Disconnect the non-defibrillation-proof devices from the patient during defibrillation.

e Make sure the synchronous input system is applied to this equipment and the input signal is correct

if necessary.
o Do not defibrillate a patient who lies on the wet or metal ground.

e Do not perform any functional check if the equipment is connected with a patient. Otherwise the

patient might be shocked.

o  Always keep the patients under close surveillance when delivering the therapy. If there is a delay in
delivering a shock, the rhythm that has been analyzed as shockable may be converted to a

nonshockable rhythm, which may result in an incorrect shock delivery.

e  For the treatment of patients with implantable pacemakers, place electrode pads or paddles away

from internal pacemaker generator if possible to help prevent damage to the pacemaker.

¢ Do not touch device connectors, recorder print head, battery connector or other live equipment if in

contact with the patient. Otherwise patient injury may result.

e Do not touch the patient and live parts simultaneously.
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4.3 Post-Market surveillance (PMS database research

According to Regulation (EU) 2017/745 Article 84, Mindray has established the post-market surveillance system and actively gathering relevant data. By

now, there is no serious incidents or field safety corrective action (FSCA) and no corrective action preventive action (CAPA) reported about BeneHeart D5/D6

Defibrillator/Monitor.

In the final collection results, the adverse event rate was 0% and the complaint rate was 0.06%.

Complaint handling and risk control (individual complaint records and trend analysis of complaints) as below:

) Complaint o o
Complaint o Product o Dangerous Whether it is related to the | Risk involved
No. Initiation Country | Problem description .
No. Model situations product (YIN)
Year
NO
French hospitals complain that the 12-lead After multiple
. The ECG o )
ECG accessory of D6 is prone to damage. . . communication with the
. o ) information cannot . .
CP14- After multiple communication with the . hospital, the detailed
1 2014 BeneHeart D6 | France . ) . . be obtained, or the | ) N
JH0068 hospital, the detailed information of the . ~ . | information of the
) ) . o ECG information is ]
exception cannot be obtained and investigation | " exception  cannot  be
incorrect.
cannot be conducted. obtained and investigation
cannot be conducted.
During resuscitation, the equipment specified NO
above displayed a false ECG rhythm. | The ECG | There is a serious deviation
CP-2014 According to the display screen, a wide | information cannot | between the information
2 021 2014 BeneHeart D6 | Germany | complex tachycardia was present, with a | be obtained, or the | provided by the user and | N
frequency of 180/min. The LP 15 Physio- | ECG information is | the device log. The user is
Control ECG device from the Langenhoven | incorrect. unwilling to provide the
(80-31) emergency vehicle present at the scene exact information and

Mindray Confidential. All Rights Reserved.
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was used in parallel with the ECG device
named above (D6). This led to significant
deviations in the rhythm. The LP 15 Physio-
Control presented asystole cardiac arrest and
the ECG device (D6) continued to display wide
complex tachycardia. The crew from the
Langenhoven emergency vehicle are also due
to provide a statement. The device has been
taken out of service as a result of this error
report.

There is a serious deviation between the
information provided by the user and the device
log. The user is unwilling to provide the exact
information and cannot perform further

investigation.

cannot perform further

investigation.

CP-2014-
3 2014
028

BeneHeart D6

Germany

The ECG measurement is inaccurate due to

interference. Not a product problem.

The ECG
information cannot
be obtained, or the
ECG information is

incorrect.

NO
The R&D

combined with the product

department

log analysis indicates that
the error may be caused by
poor contact of the
electrode pads or
movement of the patient.

Not a product problem.

Mindray Confidential. All Rights Reserved.
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Y;

Risk items: KF-0656-
2-0009 Risk
Management Report:

. . 6.1.2.1, 6.1.29
During a patient use
YES
event . the device Current Control
CP15- The battery of BeneHeart D6 failed in less than When the battery energy is | Measure:
4 2015 BeneHeart D6 | Ecuador inappropriately shut ) ’
JH0323 one month. low, the device generates | Real-time battery
down or restarted
. an alarm. capacity  detection,
itself.
status display, and low
battery alarm.
Risk  Level  After
Control Measure:
Acceptable
A British hospital has 40 newly installed
BeneHeart D6, 9 of them failed in self test. The
confirmed problem is that the impedance NO
detection error is large due to incorrect The customer did not
calibration (zero calibration and gain o perform self-test according
CP16- o Defibrillation
5 2016 BeneHeart D6 | UK calibration) by the user, and the measured value . to the manual | N
JH0017 cannot discharge

exceeds the detection threshold during self-test.
After the customer uses the calibration method
recommended by the Mindray manual for
calibration, the problem is solved and the

device works normally.

requirements, resulting in
poor self-test of the device.

This device is not faulty.
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The client complains that the device Beneheart
D5 does not discharge when the synchronous NO
defibrillation therapy is used for the AF patient. The panddle is not in good
Analysis on the device shows that the discharge o contact with the human
CP16- ) ) ) ) ) Defibrillation ] ]
6 2016 BeneHeart D5 | China operation fails due to automatic release, which . body during the discharge,
JH0040 cannot discharge .
may be related to external factors such as the so the device cannot
electrode plate is not in good contact with the discharge. Unrelated to the
human body during discharge, and the device device.
functions properly.
Beneheart D6 cannot discharge on the patient.
According to the analysis and test, the device NO
function is normal. It is speculated that the . .
) The panddle is not in good
customer feedback that the device cannot be .
. . o contact with the human
CP16- ) discharged on the patient may be related to the | Defibrillation ] ]
7 2016 BeneHeart D6 | China o ) o . body during the discharge,
JH0089 automatic disarming (too high impedance) | cannot discharge .
so the device cannot
caused by such external factors as electrode .
o . discharge. Unrelated to the
plate contamination and improper contact )
device.
between the electrode plate and the human
body during the discharge.
High energy charging failure occurred in NO
March, 2016 for Beneheart D6. The customer feedback
The device returns to the R&D department for o information is incorrect. In
CP16- ) ) ) o Defibrillation o ]
8 2016 BeneHeart D6 | China analysis. The function of the device is normal . combination  with  the
JHO0090 . ) ) cannot discharge )
and the problem information complained by the product record log, there is
user cannot be reproduced. The device log also no adverse event reported
has no exception record. by the customer. No

Mindray Confidential. All Rights Reserved.
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problem with this device.

Discharge failure during D6 defibrillation in
Beijing sanluju hospital.

According to the investigation, the problem is

NO
The hospital does not use

the  conductive  paste

CP16- . that the hospital does not use the conductive | Defibrillation according to the manual
9 2016 BeneHeart D6 | China ] ) . )

JH0568 paste according to the manual requirements, | cannot discharge requirements, but uses the
but uses the ultrasonic coupling agent so that ultrasonic coupling
the impedance is too high to be discharged. The agent.No problem with this
device is detected to be normal. device.

No discharge during the rescue using NO
BeneHeart D6. The hospital does not use
According to the investigation, the problem is the  conductive  paste
CP16- . that the hospital does not use the conductive | Defibrillation according to the manual
10 2016 BeneHeart D6 | China ] ) . )
JH0497 paste according to the manual requirements, | cannot discharge requirements, but uses the

but uses the ultrasonic coupling agent so that
the impedance is too high to be discharged. The

device is detected to be normal.

ultrasonic coupling
agent.No problem with this

device.
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Suspect no discharge during the rescue using
BeneHeart D6.

Communicate with the hospital and learn that
the patient has asystole and there is no
ventricular fibrillation waveform before the
BeneHeart D6 defibrillation monitor is used to

NO

The patient has asystole
and there is no ventricular
fibrillation waveform

before the BeneHeart D6

CP17- ) ) Defibrillation o ) )
11 2017 BeneHeart D6 | China rescue the patient. The BeneHeart D6 . defibrillation monitor is | N
JHO0052 . cannot discharge .
operator's manual specifies that the used to rescue the patient.
defibrillation function is applicable to patients Not an indication for
with ventricular fibrillation and ventricular Intended Use of this
tachycardia without respiration and pulse. The device.No problem with
BeneHeart D6 defibrillation monitor works this device.
properly.
Y;
Risk items: KF-0656-
2-0009 Risk
) Management Report:
The device cannot be turned on. The battery has . .
During a patient use 737.1. 683
a burning smell. The BeneHeart D6 in Mexico. .
event , the device Current Control
1 CP17- 2017 BeneHeart D6 | Mexi Occasional battery-related faults occur. The VES
eneHear exico ) ] . inappropriately shut :
JHO0110 equipment is made of flame-retardant materials PProp y Measure:
down or restarted i i
and will not burn. This problem may cause | Design fireproof
itself. materials for

startup failure.

equipment enclosure

Risk  Level After
Control Measure:
Acceptable
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The customer reported that "sparking" occurred NO
when AC power was connected. When the AC . . . ]
Wi | uaced in. ch During a patient use | This problem is caused by
power supply is no longer plugged in, change .
) event , the device | that the customer removes
CP17- . to battery power and the device can be started .
13 2017 BeneHeart D6 | China . . inappropriately shut | the anti-off hook and the
JHO0116 normally.This problem is caused by that the o
. down or restarted | plug connection is unstable
customer removes the anti-off hook and the )
o ] itself. during long-term use.No
plug connection is unstable during long-term . . .
problem with this device.
use.
Using D6 defibrillation monitor in Yaan
people's Hospital, The department doctor NO
judges that multiple shocks have no effect The records of multiple
based on "the patient's body and skin do not defibrillation  discharges
respond to the shock,” and hopes the mentioned by the customer
manufacturer to conduct an investigation. indicate that all the
Mindray has performed functional and o discharges were
CP17- . . Defibrillation
14 2017 BeneHeart D6 | China performance tests on the device, and all . successful. The absence of
JH0124 ] ) . ] cannot discharge . )
functions are normal without device exception. obvious limb  response
The records of multiple defibrillation after defibrillation
discharges mentioned by the customer indicate discharge may be related to
that all the discharges were successful. The the  patient's  physical
absence of obvious limb response after condition at that time.No
defibrillation discharge may be related to the problem with this device.
patient's physical condition at that time.
Henan Provincial Employee Hospital reported | The ECG | NO
CP1904- ) that during the out-of-hospital emergency | information cannot | This is ECG mechanical
15 2019 BeneHeart D6 | China ) . . )
JH00657 treatment, it was found that the BeneHeart D6 | be obtained, or the | disconnection.No problem
12-lead ECG still had waveforms after the | ECG information is | with this device.
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patient died. incorrect.
This is ECG mechanical disconnection. Not
caused by Mindray products.
During defibrillation in the intervention
Department of Ya'an people's Hospital of NO
Sichuan Province, the Department of the . o
) ] ) There is no "invalid shock,
hospital said that during the use of 200J o .
R . resulting in patient death”
defibrillation, the patient's response was weak .
. o event. In addition, the
CP1906- . after discharge, and the ECG had no response. | Defibrillation . . .
16 2019 BeneHeart D6 | China . ) ) ) . hospital did not raise any
JH00767 It is confirmed that the information reported by | cannot discharge . .
o . o problems with the device
the hospital is incorrect, and there is no "invalid ]
o . and only required to
shock, resulting in patient death” event. In .
o ) ) . replace the device. No
addition, the hospital did not raise any o )
. . . problem with this device.
problems with the device and only required to
replace the device.
Ya'an People's Hospital of Sichuan Province NO
The hospital thinks that the defibrillator does The user misoperates the
not discharge. o shock when it is not fully
CP1911- BENEHEART . . o . Defibrillation
17 2019 China After the investigation, it is confirmed that the . charged. When the
JH01050 D6 cannot discharge

user misoperates the shock when it is not fully
charged. When the impedance is too high, the

shock is released. The device is normal.

impedance is too high, the
shock is  released.No

problem with this device.
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CP1910- BENEHEART
2019
JH01012 D6

France

D6 - Batt failed

The D6 is not capable to see the complete
battery status and cannot see the real battery
status.

The user does not detect and maintain the
battery regularly as required by the manual, and
does not replace the battery for 2 years as
required by the manual.

During a patient use
event , the device
inappropriately shut
down or restarted
itself.
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NO
After testing, all the

. functions of the monitor
Feedback from German office: The nurse felt
. are normal.
the hand was shocked during the user test. . .
] ) ) 1. The function test is
After testing, all the functions of the monitor

CP2011- are normal. o
20 2020 BeneHeart D6 | Germany . . of defibrillation | 2. The test results of the
JH01729 1. The function test is normal.

Unexpected release | normal.

) energy contact impedance and
2. The test results of the contact impedance and
leakage current meet the
leakage current meet the standards, and the
. standards, and the safety
safety test is normal.

test is normal.
No problem with this

device.

The D6 waveform is still normal after the

CP2101- ) patient asystole.
2021 BeneHeart D6  China
JH01908
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According to Baoan Central Hospital, D6
cannot discharge.

After testing the product functions and

NO

The device cannot

CP2112- ) ] ) . Defibrillation discharge due to incorrect
22 2021 BeneHeart D6 | China checking and analyzing the device logs, the . . N
JH02590 o : ) . cannot discharge operation by the
device is normal. Finally, confirmed the device .
. . . . customer.No problem with
with the medical personnel in the hospital, The . .
. ) o this device.
discharge function of the device is normal.
NO
The R&D analyzed the
Defibrillation Failure in Affiliated Hospital of returned log and found that
Shanxi College of Traditional Chinese the defibrillator
Medicine. successfully  discharged
The R&D analyzed the returned log and found five times on the day of the
that the defibrillator successfully discharged o incident . No exception
CP2101- BENEHEART . o O Defibrillation .
23 2021 China five times on the day of the incident . No . was found to the devices. | N
JH01881 D6 ) ) ) cannot discharge ) o
exception was found to the devices. The failure The failure of defibrillation
of defibrillation rescue is unrelated to the rescue is unrelated to the
defibrillator and electrode pads, and may be defibrillator and electrode
related to the patient's physiological status and pads, and may be related to
rescue time. the patient's physiological
status and rescue time. No
problem with this device.
4.4 Complaint rates of the specific warning and precautions

Warnings and precautions

Complaint No.

Complaint rates

Only use parts and accessories specified in this manual. Follow the instructions for use and adhere to all warnings and
cautions.

JH0497

CP16-JH0568, CP16-

0.005%
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e This equipment is used for single patient at a time.

0.000%
¢ The equipment is not intended to be used within the Magnetic Resonance (MR) environment. 0
0.000%
* Do not disassemble the equipment. It contains no operator serviceable components and dangerous high voltages may be 0
present. Contact authorized service personnel for repair. 0.000%
« Before connecting the equipment to the external power supply, check that the voltage and frequency ratings are the same CP14-JH0068, CP16-
as those indicated on the equipment’s label or in this manual. JHO0089
0.005%
« Before each use, the operator must check the equipment condition to ensure that the equipment is ready for operation. CP15-JH0323, CP17-
JH0110, CP1910-
JH01012, CP2011- 0.013%
JHO01757, CP16-JH0090
« To avoid risk of electric shock, the equipment must only be connected to mains power with protective earth. If a protective | CP17-JH0116
earth conductor is not provided, operate it on battery power, if possible. 0.003%
« Do not use the multiple portable socket outlets (MPSO) or AC mains extension cords. Insure that the sum of the individual | 0
ground leakage currents does not exceed the allowable limits.
0.000%
« Before putting the system into operation, the operator must verify that the equipment, connecting cables and accessories 0
are in correct working order and operating condition. 0.000%

« Do not exclusively rely on audible alarms for patient monitoring. Adjusting alarm volume to a low level or turning off
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« Do not place the equipment or accessories in any position that might cause it to fall on the patient. 0
0.000%
« Do not start or operate the equipment unless the setup was verified to be correct. CP16-JH0017, CP16-
JH0040, CP1911-JH01050
0.008%
¢ Place and secure cables and tubings carefully to prevent from stumbling, entanglement and patient strangulation. 0
0.000%
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« If the accuracy of any value displayed on the equipment, CMS, or printed on a graph strip or report is questionable, CP-2014-021, CP17-

determine the patient’s vital signs by alternative means. Verify that all equipment is working correctly. JH0052 0.005%
. 0

5. The summary of clinical evaluation and post-market clinical follow-up (PMCF)

The data from the current technology of defibrillation waveforms, standard compliance testing, post-marketing clinical follow-up in China and Europe. It can fully prove
that defibrillation monitor can meet clinical safety and effectiveness.

After marketing in EU, we will formulate a detailed post-marketing clinical follow-up plan to collect a certain amount of cases according to statistical requirements to
ensure that the External Defibrillation, synchronized cardioversion, Internal Defibrillation, AED, and the Non-invasive external pacing function of the defibrillator can
also meet the safety and effectiveness of European users.

5.1  Summary of clinical data related to equivalent device (if applicable)

The Defibrillator/Monitor belongs to the combination of Manual defibrillation, monitor, pacer and AED module, these modules are independent of each other and will
not affect other modules when a single module works.

Since the defibrillation module and monitor module of the defibrillation monitor are independent of each other, and the module development of the subject device is
based on the previous generation products, the technical characteristics, biological characteristics and clinical technical characteristics of the device are completely the

same, and the clinical trial is conducted on the technology of the previous generation products to obtain the clinical data.

The monitor module of BeneHeart D20/ D20A/ D20C/ D30/ D50/ D50A/ D50C/ D60 /D X/ DM defibrillators/monitor is thus determined to be as safe and effective as
the equivalent devices including BeneHeart D5/ BeneHeart D6.

Administrati | Device 1 (subject device) Description of | Device 2 (equivalent device) Description of Identified differences or conclusion
ve characteristics and reference to specifying | characteristics and reference to specifying that there are no differences in the
documents documents characteristic
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Manufacturer

SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO,, LTD

SHENZHEN MINDRAY BIO-MEDICAL
ELECTRONICS CO,, LTD

Same.

Device Trade
Name

BeneHeart D50/ BeneHeart D60
Defibrillator/Monitor

BeneHeart D5/ BeneHeart D6
Defibrillator/Monitor

Not applicable

Post-clinical follow-up data from BeneHeart D5/ BeneHeart D6
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1. Statistical Analysis Method
The defibrillation success rate equals the total number of success cases divided by the total number of tracked case