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Welcome to the SunTech CT50
Thank you for choosing the SunTech CT50 for accurate monitoring of vital signs. The SunTech CT50 is designed to
be simple and efficient to use and features:
I automatic patient monitoring modes
averaging of multiple BP readings
user-programmable monitoring intervals

audible and visual patient alarms

= =4 =4 =4

connection to EMR system

SunTech CT50 Description and Operation

The SunTech CT50 vital signs monitor can perform automatic blood pressure, pulse oximetry and body temperature

measurements for clinical professionals. For measuring blood pres sure, a blood pressure cuff is placed around the

g buj f o-domindntoupper arm. The cuff is inflated automatically and blood pressure is measu red by the

oscillometric method, which senses pressure waves in the artery when occluded by pressure in the cuf.

Measurement of the frequency of the pressure waves enables heart rate to also be measured. The pulse oximetry

functionnon- owbt j wfmz! nfbtvsft!uif!gbujfoutt!qgfsdfou! pyzhfo!tbuvs]
plethysmography viaa SpO2t f ot ps! gmbdf e! po! ui f! qbujfoutt!gjahfs/ ! Ufngfsbu:
oral/axillary/rectal temperature probe contain ing a thermistor that generates a voltage based on changes in

temperature, and these voltages are recorded by the temperature circuitry. The CT50 is a portable device,

approximately 350 x 245 x 115 mm in size and weighs approximately 3006 g without battery. A color touch screen

allows the user to stop/start a BP measurement, save a set of measurements to memory, control patient alarm

functions, print measurements, and return to the home screen. Thetouch screen can also be used to select many

different device options. The backlit LCD display shows the user device status and measurement information. A set

of multi-d p mps! MF E{ t 'ofthe frant ehcloslire alertfs ssers to visual alarms. The device uses a

microprocessor with software, which is not accessible to the user. The unit is powered by a single rechargeable

lithium -ion battery at the bottom of the device. Four USB-A port connections can be used to connect optional barcode

scanner or Wi-Fi dongle. An optional internal thermal printer is available. There is also RH5 Ethernet port for network

connectivity and an RJ11 jack for nurse call connectivity.

Note: For purposes of this manual, the SunTech CBO (Model 271 * ! nbz! cf ! sf gf ssf e BLupWhbTuiThuli f! Tv
CT5oU! Tui f pet Wudf Unpoj ups/ U

Manufacturer's Responsibility

Only under the following circumstances will the manufacturer be responsible for the safety, reliability and

performance of the instrument :

All of the installation, expansion, readjustment, renovation or repairs are conducted only by personnel certified by

manufacturer.

The storage condition, operation condition and electrical status of the instrument conform t o the product

specification.

Ui fljotusvnfou!jtlvtfeljo!bddpsebodf! xjuiltuifl!vtfstt!nbovbm/
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About this manual

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

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

on your product.

Conventions:
o x areused to enclose screen texts.

f is used to indicate operational procedures.

Symbols in this manual:
A Warning: Indicates a potential hazard or unsafe practice that, if not avoided, will 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 to ensure that you get the most from your

product.
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1. General Introduction

1.1 Intended Use

The CT50 vital signs monitor is intended to be used for monitoring, displaying, reviewing, storing and sending alarms

regarding multiple physiological patient parameters, including pulse oxygen saturation (Sp0,), pulse rate (PR), non-

invasive blood pressure (NIBP), and temperature (Temp).

The CT50 vital signs monitor is intended to be used in outpatient departments , emergency treatment rooms, low-

acuity areas of hospitals, community clinics, private clinics , and other medical institutions. It is not intended for

helicopter transport, hospital ambulance or home use.

A Warning: The monitor is intended for use only by clinical professionals or unér their guidance. It must only
be used by persons who have received adguate training in its use. Anyone unauthorized or untrained must
not perform any operations on it.

1.2 Restrictions for use
&'ﬂ Do not use the monitor and the SpO, sensor during magnetic resonance imaging (MRI). Induced current
could cause burns.
1  Operating high frequency electrosurgical equipment in the vicinity of the monitor may produce
interference and cause incorrect measurements.
1  The following factors may influence the accuracy of SPO > measurements:

1 exposure to excessive illumination, such as surgical | amps (especially ones with a xenon light
source), bilirubin lamps, fluorescent lights, infrared heating lamps or direct sunlight (exposure to
excessive illumination can be corrected by covering the sensor with a dark or opaque material);
the presence of an MRI device;
excessive patient movement;
intravascular dyes such as indocyanine green or methylene blue;
significant levels of dysfunctional hemoglobin (such as carboxyhemoglobin or methemoglobin);

incorrect sensor application or use;

= =4 =4 -4 a4 -

placement of a sensor on an extremity with a blood pressure cuff, arterial catheter or
intravascular line; and
1 low perfusion.
1 Do not use the SpQ; sensor on the same limb being used for NIBP measurement. This may result in
inaccurate SpO;reading due to blocked blood flow duri ng cuff inflation.

Do not measure SpO; on a finger painted with nail polish. This may result in unreliable measurements.

> =

Do not measure NIBP on patients with sickle -cell disease or any condition in which skin damage has

occurred or is expected.

A Use clinical judgment to decide whether to perform frequent Auto BP measurements on patients with
severe blood clotting disorders because of the risk of hematoma in the limb fitted with the cuff.

A Use clinical judgment to decide whether to perform Auto BP measurement s on patients with

thrombasthemia.
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A Do not use the NIBP cuff on a limb with an intravenous infusion or arterial catheter in place. This could
cause tissue damage around the catheter when the infusion is slowed or blocked during cuff inflation.
A NIBP Measurement Limitations : Accurate NIBP measurements cannot be taken when the heart rate is

extremely low (less than 40 bpm) or extremely high (greater than 240 bpm) or if the patient is on a heart -
lung machine. Accurate measurement also cannot be taken when the fo llowing conditions exist:
excessive and continuous patient movement such as shivering or convulsions;

difficulty detecting a regular arterial pressure pulse;

cardiac arrhythmias;

rapid blood pressure changes;

= =4 =4 -4 =

severe shock or hypothermia that reduces blood flow to the peripheries; and
I an edematous extremity.

A Use of the monitor during MRI may lead to vessel damage.

1.3 Configurations
Ui f ! npdog atpjst! utM qpidd @ @Q!j b § g b it U softbposEgPs!t f ot ps/

1.4 Main Unit

1.4.1 Front View

”
n '
10+
24 f
g
% S oes '
E@Eﬁﬁ, 7

3+ 4 5+ b
Fig.1-1
1) Physiologicalalarm wj t v b m! j o e Whkeh aghysibldgieatglatm otcurs, this lamp will light up as defined
below:

1 High level alarm: the lamp quickly flashes red.
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T Medium level alarm: the lamp slowly flashes yellow.
1 Low level alarm: the lamp lights yellow without flashing.
2) LCDTouch screen
3) SpO; connector
4) NIBP connector
5) USB connectorx 2
6) Power button C.)/@
1  Press this button to turn on the monitor after AC power is connected or the battery is installed.
9  Press and hold for 3 seconds to turn the monitor off.
7) Battery charging indicator LED
1T On: When the battery is being charged.
1  Off: When the battery is fully charged orthere is no battery in monitor.
8) Power indicator LED. Satus of the LED is specified as follows:
9 Green: When the AC mains conmected.
M Orange: When the AC mains not connected and monitor is powered by battery.
Off: When the AC mains not connected.
9) Well for 20-count Probe Cover box
10) Covidien Filac 3000 temperature probe

1.4.2 Side View
Right side:

1« 6+
2«
5«
4+
3«

1) Grounding terminal
2) Nurse call connector

3) AC power connector (input)
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4) DC power connector (output)
5) USB socketx 2
6) Ethernet LAN Network connector

& Caution: Devices connected to this monitor must meet the requirements of the applicable IEC standards (e.g.
IEC @950 safety standards for information technology equipment and IEC 606011 safety standards for
medical electrical equipment). The system configuration must meet the equirements of the IEC 606011
medical electrical systems standard. Any personnel who comects devices to this monitor's signal input/output
port is responsible for providing evidence that the safety certification of the devices has been performed in
accordance to the IEC 606011. If you have any questiors, please contactSunTech If it is not evident from the
equipment specifications whether a particular device combination is hazardous-for example, due to summation
of leakage currentse please consult the manufacturers or an expert in the field to ensure the necessary safety of

patients and proper function of all connected devices.

Left side:

1¢

1) Print Recorder
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1.4.3 Rear View

1) Speaker

1.4.4 Bottom View

1
Fig.1-4
: =]
!
Q
@ o
N/
[+
1
Fig.1-5

1. Battery compartment
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f Caution: Clean the battery contacts regularly to ensure optimal electrical contact. Before cleaning,power

down the unit and disconnect it from A/C power. To clean the contacts, rub with a cotton swab dampened

(not dripping wet) with isopropyl alcohol.

1.5 Equipment Symbols

Symbol

Symbol Title

Symbol Description

Standard/
Source

General Waning

Indicates a potential hazard or unsafe practice that, if not

avoided, will result in death or serious injury

ISO 7010W001

A\
AN

Caution

Indicates the need for the user to consult the instructions for
use for important cautionary information such as war nings
and precautions that cannot, for a variety of reasons, be

presented on the medical device itself.

ISO 70000434A

1
T

Defibrillation -proof
type BF applied part

Identifies a defibrillation -proof type BF applied part complying
with IEC 60601-1.

IEC 60417-5334

r
@]

Defibrillation -proof
type CF applied part

The unit displaying this symbol contains an F-Type isolated
(floating) applied part providing a high degree of protection

against shock, and is defibrillator -proof.

IEC 60417-5336

Refer to instruction
manual/booklet.

Signifies that the instruction manual/booklet must be read.

ISO 7010M002

Q)

Non-ionizing
electromagnetic

radiation

Indicates generally elevated, potentially hazardous, levels of
nonionizing radiation, or to indicate equipment or systems
e.g. in the medical electrical area that include RF
transmitters or that intentionally apply RF electromagnetic

energy for diagnosis or treatment.

IEC 604175140

1

Dangerous voltage

Indicates hazards arising from dangerous voltages.

IEC 60417-5036

Equipotential

Identifies the terminals which, when connected, bring the
various parts of an equipment or of a system to the same
potential, not necessarily being the earth (ground) potential,

e.g. for local bonding.

IEC 604175021

v
o~
s
G

USB socket Identifies a USB connection or socket. Industry
Network connector Connection to a computer, mainframe system, or IT network Industry
Nurse call connector Connection to a hurse monitoring system. Industry

80-0078-00-MO-RevA 201803-20
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Symbol Title

Symbol Description

Standard/
Source

Date of Manufacture

Indicates the date when the medical device was

manufactured.

ISO 70002497

Manufacturer

Indicates the medical device manufacturer, as defined in EU
Directives 90/385/ EEC, 93/42/EEC and 98/79/EC.

ISO 7000-3082

HILEN

Catalogue number

Joejdbuft!luifl!lnbovgbduvsfstt

medical device can be identified.

ISO 70002493

LOT

Batch code

Joejdbuft!uif!nbovgbduvsfstt
lot can be identified.

ISO 70002492

Serial number

Serial number

ISO 70002498

Temperature limit

Indicates the temperature limits to which the medical device

can be safely exposed.

ISO 70000632

Humidity limitation

Indicates the range of humidity to which the medical device

can be safely exposed.

ISO 70002620

Atmospheric pressure

Indicates the range of atmospheric pressure to which the

ISO 70002621

ARON SN

limitation medical device can be safely exposed.
Product meets the Medical Device Directive and is CE marked o

CE mark: o EU Directive

0413 to indicate conformance.
) Symbol for the marking of electrical and electronics devices o

Disposal ] o WEEE Directive
according to Directive 2002/96/EC.

Authorized

representative in the

European Community

Indicates the authorized representative in the European

Community.

EU Directive

Alarm Pause

Indicates the alarm is paused.

IEC60417-5319

Alarm Reset

Identifies the control for alarm reset.

IEC 60417-5309

> 2B b1

Active Alarm

Indicates an alarm condition.

IEC 60417-5307
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Standard/

Patient

Indicates patient category.

IEC 60417-5390

Oral Measurement

Symbol Symbol Title Symbol Description
Source
K Bell cancel Indicates the alarm audio is off. IEC 60417-5576
% Acknowledgement Identifies the control for acknowledg e function. ISO 70001326
E Print Identifies the control for print. SunTech Design
- Start/Stop NIBP ) .
Indicates the control for star t/stop NIBP measurement. SunTech Design
measurement
Standby mode Indicates the control for standby mode. SunTech Design
Home Screen Indicates the control to the home screen. SunTech Design

) Indicates oral temperature measurement location. SunTech Design
site
Axillary Measurement ) ) ) )
) Indicates axillary temperature measurement location. SunTech Design
site
) Indicates a setting for quick temperature measurement )
Speed (Quick) SunTech Design
mode.
Cold Indicates a setting for cold measurement mode. SunTech Design
. Temperature Indicates a setting for monitor temperature measurement )
! i SunTech Design
- Measurement Mode mode.
Rectal Measurement ) ) )
ﬂ " Indicates rectal temperature measurement locat ion. SunTech Design
! site
Temperature Probe Indicates (when flashing) that the temperature probe needs )
SunTech Design

Cover Indicator

to have a probe cover installed or removed.

Temperature Timer

Indicates that a temperature measurement is completed

IEC 604175417

. (upon flashing).

Battery charge status | Indicates battery charge status (fully charged). SunTech Design
Indicates battery charge status (depleted battery, needs )

E Battery charge status SunTech Design
charged).

Battery charge status | Indicates battery charge status (battery is recharging). SunTech Design

—_— Indicates battery condition (battery needs attention or )

| X ' Battery status SunTech Design

replaced).
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1.6 Packaging symbols

Symbol

Symbol Title

Symbol Description

Standard/ Source

y

Fragile, handle with

Indicates a medical device that can be broken or damaged if

ISO 70000621

care not handled carefully.
T T This Way Up Indicates correct upright position of the transport package. ISO 70000623
Indicates a medical device that needs to be protected from
Keep dry ISO 70000626

moisture.

P
(5}

Stacking limit by
number

Stacking layer limit, where] ot ! sf gsftfout! u

permissible number of layers. (N = 6).

ISO 70002403

1.7 Commonly Used Abbreviations

Blood Pressure

Beats Per Minute

Electronic Medical Record system

Korotkoff sounds

Mean Arterial Pressure (not available in the U.S.)

Diastolic BP

Non-Invasive Blood Pressure

One-Piece Durable

Percent Oxygen Saturation of Arterial Blood (hemoglobin)

Systolic BP

Temperature

Degree of protection against ingress of liquid

- 00000__0_0_000000___]
2.Safety

2.1 Safety Information

A Warning:

1

80-0078-00-MO-RevA 201803-20

Before putting the system into operation, verify that the monitor, connecting cables and accessories are

in correct working order and operating condition.

Do not use device if any electrical connections become damaged, bent, or mis-aligned.

To avoid explosion hazard, do not use the monitor in the presence of flammable anesthetics or other

flammable subst ance in combination with air, oxygen-enriched environments, or nitrous oxide.
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1 Do not open the monitor housings; electric shock hazard may exist. All servicing must be performed by
personnel authorized by the manufacturer only.

1  When using the monitor with electrosurgical units (ESU), make sure the patientdoes not contact the
patient cable or any other cables. The patient should be isolated from touching any metal surfaces.

1 Do not allow the device to come into contact with the patient during defibrillation , otherwise serious
injury or death could result.

1 Do not rely exclusively on the audible alarm system for patient monitoring. Adjustment of alarm volume
to a low level or off may result in a hazard to the patient. Remember that alarm settings should be
customized according to different patient situations and always keeping the patient under close
surveillance is the most reliable way for safe patient monitoring.

1 The physiological data and alarm messages displayed on the monitor are for reference only and cannot
be directly used for diagnostic interpretation.

1 To avoid inadvertent disconnection, route all cables in a way to prevent a stumbling hazard. Wrap and
secure excess cabling to avoid risk of entanglement or strangulation by patient or personnel.

To avoid risk of electric shock, this equipment must only be connected to a grounded power supply.
No modification of this equipment is allowed. Do not modify this equipment without authorization of the
manufacturer. If this equipment is modified, appropriate inspe ction and testing must be conducted to
ensure continued safe use of equipment.

1  There will be significant risks of reciprocal interference when the device is used in specific
investigations or treatments .

T Uiflefwjdftit!dpoof duj pot)canjordybecormgcectd theTm@tthedd e! of ux p s |
accessories and network server. The misuse of them may cause damage to the device.

1 Operating high frequency electrosurgical equipment within the vicinity of the monitor may produce

interference and cause incorrect measurements.

1 To ensure patient safety, use only parts and accessories specified in this manual.

1 Atthe end of its service life, the monitor, as well as its accessories, must be disposed of in compliance
with the guidelines regulating the disposal of such products. If you have any questions concerning
disposal of the monitor, please contact the manufacturer.

1 Magnetic and electrical fields are capable of interfering with the proper performance of the monitor. For
this reason, make sure that all external devices operated in the vicinity of the monitor comply with the
relevant EMC requirements. Mobile phone, Xray equipment or MRI devices are a possible source of
interference as they may emit higher levels of electromagnetic radiation.

1 Before connecting the monitor to the power line, check that the voltage and frequency ratings of the
gpxfs! mjofl!bsfluifltbnfl!bt!uiptf!joejdbufelpoluif!npoj

1 Always install or carry the monitor properly to avoid damage caused by drop, impact, strong vibration or
other mechanical force.

Note:

Put the monitor in a location where you can easily see the screen and access the operating controls.

==

Keep this manual within the vicinity of the monitor so that it can be obtained conveniently when needed.
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1 The software was developed in compliance with IEC 62304. The possibility of hazards arising from
software errors is minimized.

1  This manual describes all features and options. Your monitor may not have all of them.

2.2 General Safety
A Warning: This monitor is neither a therapeutic instrument nor a device that can be used at home.

1" Safety precautions for installation
1 Connect the power cord to a properly grounded socket. Only connect device to A/C power sockets
designated for use by medical equipment.
Avoid putting the monitor in a location where it easily shakes or wobbles.
Enough space shall be left around the monitor to guarantee normal ventilation.
Make sure the ambient temperature and humidity are stable and avoid the occurrence of condensation in
the operation process of the monitor.

A Warning: To avoid explosion hazard, do notuse the monitor in the presence of flammable anesthetics or other
flammable substance in combination with air, oxygenenriched environments, or nitrous oxide.

2. Monitor conforms to the safety requirements of IEC 60601 -1. This monitor is protected against defibrillation
effects.

3. Notes on symbols related to safety

Type CF applied part, defibrillation protected

II. Ui flvojulejtgmbzjoh! Wizjgf "t 2 penpmifep Jgmpbdbuj odd*Gbggmj fe! q
efhsfflpg! gspufpdidj-d dloleHhjgdtey gt c8ij mMmbags! DG! bggmj f el gbs
efhsfflpg!gspufdujpo!bhbjotu!fmfdusjd!tipdl!uibo!uibu!

Buuf d@mfpot"f ! sfgfs!up!uif!epdvnf-oluttv didldiptn!qdlofel ppdhd mAs j d U jng

4. When a defibrillator is applied on a patient, the monitor may have some disruption in its display of waveforms.
c Warning: When conducting defibrillation, do notallow the device to come into contact with the patient, the bed

or the monitor. Otherwise serious injury or death could result.

5. To guarantee the safe operation of the monitor, the monitor is provided with various replaceable parts, accessories
and consumables. Please use the products provided or designated by the manufacturer.

6. Safety and accuracy are assured only for the device and accessories provided or designated by the manufacturer.
If the monitor is connected to other undesignated electrical equipment or devices, safety hazards and/or excessive
leakage current may occur.

7. To guarantee the normal and safe operation of the monitor, a preventive check and maintenance should be
conducted of the monitor and its parts every 6-12 months (including performance and safety check) to verify that the

instrument can be operated safely, properly, and accurately.
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Caution: The monitor does not contain anyuser-serviceable parts. The repair of the instrument must be

conducted by technical personnel authorized bythe manufacturer.

2.3 Important Notes for Safety
T Qbuj fou! Ovnecf s
The monitor can only be applied to one patient at one time.
T Joufsgfsfodf
Do not use a mobile phone in the vicinity of the monitor. High level of electromagnetic radiation emitted from
such devices may result in strong interference with the monitor performance.
T Qspyfpdbd bhbjotm}jjoehseftt! pg!
To avoid electric shock or device malfunction, liquids must not be allowed to enter the device. If liquids have
entered the device, take it out of service and have it checked by a service technician before it is used again.
T Bdlvsbdz
If the accuracy of any value displayed on the monitor or printed on a printout paper is questionable, determine
ui flgbujfoutt!wjubm!tjhot!cz!bmufsobujwf!nfbot/! W sjgz!uib
T Bmbsn
1 Do not rely exclusively on the audble alarm system for patient monitoring. Adjustment of alarm volume to a
low level or off during patient monitoring may result in a hazard to the patient. Remember that the most
reliable method of patient monitoring combines close personal surveillance and correct operation of
monitor.
1 The functions of the alarm system for monitoring the patient must be verified at regular intervals.
T Cfgpsf! Vtf
1  Before putting the system into operation, please visually inspect all connecting cables for signs of damage.
Damaged cables and connectors must be replaced immediately.
1 Before using the system, the operator must verify that it is in correct working order and operating condition.
1 Periodically, and whenever the integrity of the product is in doubt, test all functions.
T Dbcmft
Spvuf!bmm! dbcmft!bxbz!gspn!gbujfoutt!uispbulup!bwpjelqgptt]

T Ejtqgptbm!pg!qgbdl bhf
When disposing of the packaging material, please observe the applicable waste control E
regulations and keep packaging materialpvu! pg! di j mesfott! sfbdil/! _—

9 Mfblbhf!dvssfou! uftu
When interfacing with other equipment, a test for leakage current must be performed by qualified biomedical
engineering personnel before using with patients.

T Cbuuf sz
The device is equipped with a battery. The battery discharges even wken the device is not in use. Store the
device with a fully charged battery and take out the battery, so that the service life of the battery will not be
shortened.

T Ejtgptbm!pg!bddfttpsjft!boe! efwjdf

1 Disposable accessories are intended for single use only. They should not be reused as performance could

degrade or contamination could occur.
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1  The service life of this monitor is 5 years. At the end of its service life, the monitor, as well as its accessories,
must be disposed of in compliance with the guideline s regulating the disposal of such products. If you have
guestions concerning disposal of products, please contact manufacturer or its representatives.
T FEND
Magnetic and electrical fields are capable of interfering with the proper performance of the device. For this
reason, make sure that all external devices operated in the vicinity of the monitor comply with the relevant EMC
requirements. X-ray equipment or MRI devices are a possible source of interference as they may emit higher
levels of electromagnetic radiation. Also, keep mobile phones or any other telecommunication equipment away
from the monitor.
T Jotusvduj po!gps!vtf
For continuous safe use of the monitor, it is necessary that listed instructions are followed. However,
instructions listed in this manua | in no way supersede established medical practices concerning patient care.
T Mptt!pg!ebub
1  Should the monitor at any time temporarily lose patient data, close patient observation or alternative monitoring
devices should be used until monitor function is res tored.
T Jgluifl!npojups!epft!opu! bwjupinjballj dblmerfzd pfdvind il fplgripdjuy P! vij
txjudi/!Podf!npojupsjoh!jt!sftupsfe-!lzpv!Itipvmel wfsjgz!dps
T Joufoefelgps!vtf!ijidlsdmdleyadbum! gd!wjjddit! pu
Ui f ! npdfalpesf ! vifel!l upbps$ ui vimfaduusiptivjdhtojed erhlgy @jsytmmbupst /
T JOFUXPSL!
T Dpoof dwjgoFoUXuPploTd mvej oh! puifs!frvjgnfoul!dpvme!sftvmu!jol!qg
gbuj fout-!pglgbbUdpst! psluijse
T DibohftIlIOpUXP®phvme! jouspevdf!lofx!sjtlt!luibu!sfrvjsflbeej:
T Di bohft JWOFIUKXiPiSIbd mvef ;!
Diboh®fluxpsl|l ! Dpogj hvsbuj pol!
Dpoof puBepeoj!uj pobm! Juf nt'!
Ejtdpoopgg@uwf pto!
VgebpdFrlvj gnf ou!
Vghsp®fv!j gnf oul

= =4 =4 =4 =

2.4 Safe Operation Conditions

Methods of sterilization or disinfection Sterilization: not applicable

recommended by the manufacturer Disinfection: Refer to Maintenance and CleaningChapter

Electromagnetic interference Not in proximity with mobile phones

Electrosurgical interference damage No damage

Diathermy instruments influence Displayed values and prints may be disturbed or erroneous during
diathermy
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Defibrillation shocks Ui f!npojups!tqgfdjgjdbujpot! gwmd]j
JFD! 735:12

- 0000000000000
3. Operations

3.1 Unpacking and Checking Contents

1. Unpacking

Before unpacking the unit, examine the packingbox carefully for signs of damage. If any damage is detected, contact
the carrier.

2. Remove thedevice and accessories carefully.

3. Keep all the packaging materials for future use in transportation or storage.

4. Check the monitor and accessories according to the packing list. Check to see if the parts have any mechanical

damage. In case of damaged items, please contact SunTech or a SunTech Authorized Service Center

2 Warning: Keep packing materials out of the reach of children. Dispose of the packing materials according to

applicable local waste control regulations.

A Warning: The monitor might be damaged duringstorage and transport. Never use a damaged device or apply a

damaged accessory to the patient.

é Caution: Always place the monitor on a horizontal and stable supportingsurface. Avoid putting the monitor ina
location where it easily shakes or wobbles. Enough spaceshould be left around the monitor to guarantee

normal ventilation.

A Warning: Always use the monitor within the conditions specified in Appendix A otherwise, the technical
specifications mentioned in this manual will not be metand could lead to damaged equipment, inaccurate

readings and other unexpected results.

3.2 Getting Started

3.2.1 Powering the Monitor

1. Plug the included power cord into the A/C receptacle on the monitor. Ensure that it is fully seated in the socket.
2. Plug the power cord into A/ C power source. When udng a battery for the first time, the battery must be charged
following the instructions given in Chapter 8: Battery.

3.2.2 Monitor Startup
1. After pressing the power switch, the monitor will begin an automatic self-diagnostic and start -up. During this
process, the visual alarm LED;, will illuminate in sequence from red, to yellow, to cyan, and then turn off, after that the

device will produce a sound of TC f f antthe SunTech logowill also appear on the display.
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2. After the SunTech logo disappears, the monitor will enter the main interface. After a successful power up, the

device will produce a single chime.

f Warning; wid g !t dbbsbduf &jjtgujf &tf lolud fggsupj npl oullubf cf pevilfpgvimpdn b h f e

& Caution: The monitor does not have a mains power switch. The monitor is disconnected from A/C power only
by unplugging the power cable from the AC power source.If device accessories are placednear the heart
connect the monitorts equipotential grounding system. Comnect a green/yellow equipotential grounding cable
to the terminal labeled with the %7 symbol:

f Warning; Ui fp!xgfgsmv h ! j ts!fvnt pf vef! lugpplx ifrfsplog/supdss f !l p p v mp § ¢ f drigpnabbbufj eploj o !
xi flgfdgmMjht | f bt j mgghddipodvfrmpxpymed! bsj tf

3.3 Connect Accessories

1. Decide which parameter should be monitored or measured.

2. Connect required cables or sensors to the monitor .

3. Connect appropriate cables or sensors to the patient.

4. Ensure the installation of cables or sensors is correct.

5. Ensure that device settings are correct.

6. Review instructions in Chapter 5 and start monitoring on a patient.

3.4 Shutting off the Monitor

There are two ways to shut off the monitor:

1. Press and hold the power switch for more than 1 second. A message box will appear asking for verification that
power down is desired. Press{ P to power down the device.

2. Press the power switch and hold it for 5 seconds to turn off the monitor without additional prompts .

3.5 Operation Profiles
The device has three Operation Profiles for different clinical applications : Monitor Profile, Spot Check Profile, and

Triage Profile. Below is a chart outlining the different options available based on the profile c hosen:

Monitoring Profile Triage Profile Spot-check Profile

Clinician Login* \/ X X

Patient Selection*

Set Alarms

X X
X X
v v/

X S <

Adjust Patient Type

80-0078-00-MO-RevA 201803-20 SunTech CT50 User Manual [20



Note: In monitoring mode, you must login a clinician prior to selecting the patient.

Monitor Profile: This profile is designed for monitoring patients over time, and includes physiological and technical

alarms. Here is an example of the home screen in Monitor Profile:

m jimgreen  RO0O BOOD 09:49 20160822 [ [XI4

1/4 * PR High %

NIBP SYS/DIA mmHg sYs DiA PR /min

117/79 """ 64

h 70 h 40
MAP 92 Adult ' Source: Sp02

Temp °F Sp02 %

99.3 148 99
i % -

37.4°C AN A A

PATIENT: demo patient Male 22 Pediafric H:180.0cm  W:140.0kg Save

PATIENT REVIEW ALARM SETTINGS

2 A AN @ . C

Spot Check Profile: This profile is designed for taking a single set of vital si gns measurements on a patient. Patient
information can be entered and managed, and while technical alarms are still available, physiological alarms are

disabled. Here is an example of the home screen in Spot Check profile:

DEMO jimgreen R000 BOOOD 13:09 20171013 d  [=Eh(36%)

1/1 ** 8p02 SQI Low %

NIBP SYS/DIA mmHg PR /min

120/76 v = 86 =

MAP 93 CUFF 91 L w Source: Sp02

Temp °F Sp02 %

99'3T ? = ~ %

37.4 °C

PATIENT: demo patient Male 22 Pediatric H:180.0cm  W:140.0kg

PATIENT REVIEW SETTINGS

?2 A N & B, ( A

Triage profile : This profile is designed for rapidly taking vital signs measurements on many patients. Patient
information is disabled, in addition to physiological alarms. Here is an example of the home screen in Triage profile:
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m jim green  R000 BOOO 13:14 2017-10-13
/1

** 8p02 5QI Low

NIBP SYS/DIA mmHg PR /min

120/76 v~ » 86 x»

MAP 93 CUFF 1 35 Adult ¥ Source: Sp02

Temp °F Sp02 %

37.4 °C A

99.3 Tk = 100 ..
”

.Il!:!!l:!. SETTINGS
2 A N -

If you want to change the work mode, you can select & SETTINGSD f & Profile O to select the work mode you want.

3.6 Using Menus

The main Home Screen can clearly display the basic patient information, time and date, physiological parameters,

clinician information , and alarm information :

1 2 3
R000 B00O 09:49 2016-08-22 W [XI¢
4 ** PR High =
NIBP SYS/DIA mmHg sYS plA PR /min
W oiz0 F 93
117/79 v ~ ~ | 64
h 70 A a0
MAP 92 Adult ¥ Source: Sp02
Temp °F Sp02 % 5
| e‘ g g
\!
993 TH'I A
h 95
37.4 °C e@ -~
6 PATIENT: demo patient Male 22 Pedialric H:180.0cm  W:140.0kg Save 9

7 PATIENT REVIEW ALARM SETTINGS

8 2 A N 8 L, C A
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1. Clinician Information; ! Ej t gmbzt ! ui f! dmj oj dj bott! Gvmm! Obnf -1 Efgbsunf ou-
open the Clinician Settings. Clinician Settings can also be accessed from the Settings tab: ® SETTINGf d

Clinician®

Note: In monitoring mode, y ou must login a clinician prior to selecting the patient.

2. System Time, Date, and Network status : Displays the current system time, date, and network status . Press
anywhere in this areato open the Device Settings window where time and date can be set. Time and Date
Settings can also be accessed from the Settings tab: ® SETTING f © DeviceOf  TimeO . For more
information on n etwork settings, please refer to Chapter 3.8.5.

3. Battery Status: Displays the current charge status of the battery and whether or not the unit is connected to A/C
power. See Chapter 8 for more details.

4. Device Alarm Message Bar: Entire area displays alarm messages when physiological and technical alarms are
activated. If more than one alarm occurs, the highest-level alarm will be displayed. Alarm settings can be

changed by pressing the alarm areas in each measurement display window, or from the Alarm tab:d ALARMO

Note: See Chapter 6 for more details

5. Measurement Display Area: Displays information about each vital sign parameter, including measurement
values, and upper and lower alarm limits. Pressing on a measurement value will enlarge the information for that
parameter. Pressing on the measurement again will shrink it. Pressing on an alarm limit box will open the Alarm
Setting window for that parameter, where the alarm limits can be adjusted. This window can also be accessed
from the Alarm tab: & ALARMOF & NIBPO/ 8 PRO/d Sp0,0/ © Tempd
6. Patient Information : Displays patient information such as Name, Location, and ID.
Menu Tabs: Usedto access and navigate through the device menu.
a) NFBTV,HBFf! NFBTVSF!ubcpptltudétedbgbvmel! up! efjutfgsmb zo! gwjsunbbnu!j tpjoh/
b) QBUJFWUW ef apripmef §boelgtbfumffow! j shwehbdbupgpah deoudaotjrijunr! gbuj f ou
jogpsnbuj po/

Opudi;jt!lubc!epft!opu!bgqgfbs!jo!Usjbhf! Qspgj mf

c) SFWIIWNKfelup!rvi gt mpk $ driviird tqbsufj lofgagpus!n buj po/

d BMBSWt fluep! bédknbmmth j ut ! gp s ! Hdoidbi obhgibls b h fvp st tbfolet! fsuf wijj d hx !
ijtupsj domuUbmbeingt! ubc! epft!opu!bgqgqfbs!jo!l!fjuifs! Tqgpu! Di

el TFUUJ,OMHT el up! bekvtu!tgidwpmbmfuphohgbgpset ébd-!foufs! boel
jogpsnbuj po-!boe! nbobhf ! hf dfwg ! & ff wajulff ftofl@it fih dwjddrtvie/Mmf Kfug fpsod m
pg! Pgfsbu) pub@RdpgjimffiliBothp! bddfttfelgspn!luif! TFWUUJOHT! ub
tfuujoht-lovstf!dbmm!tfuujoht-!boOPUEHKBE K ptse! ésuf xrpvsjls!ftef! uuvpg !
bddfbe whodf el/t fuujoht

8.  Shortcut Icons: Used to perform specific functions on the device.
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E a) Help key. To access the help feature, pressthe help key located at the bottom left of the screen . Once the
help key is activated, press the area or object on the screen to reveal the help menu. To exitthe help menu,

press the help key again to turn off this feature.
b)  Alarm pause key.

ﬁ c)  Shortcut key to reset the alarm.

E d) Shortcut key to print.

e) Shortcut key to start/stop NIBP measurement.

f)  Shortcut key to standby mode.

Note: In standby mode, the patient is not being monitored, but the monitor is still powered on. If no parameter
is being measured you canpress the to enter the standby mode.A warning pops up, select & OKO to
enter the standby mode. Clickany area of the screento exit standby mode. If no parameter is being measured for

5 minutes, the monitor will turn to standby mode automatically.

g) Shortcut key to the home screen.

9. E Save Icon: Press to save the current measurement data for the current patient.

3.7 Clinician Management
To enter information for a clinician:
1. Selectd SETTINGSO Y & ClinicianO to set the clinician® IDO .8 First name® 8 Last named ,d Department®

B 1417 2016-06-14 Y [=Eh(66%

MNo issues.

NIBP MODE 5p02 CLINICIAN PROFILE DEVICE ADVANCED

Clincian Information
1D * First name Last name Department

001 =

MEASURE PATIENT REVIEW

?2 A N S
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2.

Selectd SETTINGSO Y 8 ADVANCE Y 8 DATAO Y & Clinician SetO to choose the clinician information as

follows that can be displayed:d Clinician IDO ;8 Clinician name® ,d Clinician Icon®

Note: * means this item must be input related information, or the settirgs will not be effective.

In advance  Exit

Clinician Set

Clinician Infa Display

O Clinician name
(O cinicianip
@ Clinician Icon

GENERAL PARAMETERS NETWORK

2 A A e C A

3.8 General Setup

3.8.1 Setting the Language

1.
2.

In advance = Exit

LANGUAGE BN 741113 ALARM OPTIONAL

NETWORK SERVICE

e C A

Selectd SETTINGSOf © ADVANCEDf d Generald Yo Language® to access the language list.

Select the desired Language and pres® OKO save the language setting.
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3.8.2 Setting the Date and Time

Tfuujoh!uifldvssfou! ujnf;

1. Tf mI HRUUJTOMHI EFWIODR Tf uurohw| rof

2. TfowZf DD NpPpoODEDLGD!I pODNj oQuhp! uifleftjsfel whbmvf/
3. TfmPdPudup! tbwf!tfuujoht/

w 1417 2016-06-14 gl [EN(66%
No issues
NIBP MODE S5p0O2 CLINICIAN PROFILE ADVANCED
Settings Year Month Day
e 2016 6 14
O Screen Brightness bt N M
O Ao standiy Hour Minute

ALARM

SETTINGS

MEASURE PATIENT REVIEW

2 A N @ . (A
Setting the date/time format:
1.Select® TFUUT®MHI BEWBODF B HF OF SFM EBUF 0 I NF
2.Setthe d Eb u f | GPpts yyyly-mm-dd, mm-dd-yyyy or dd-mm-yyyy;
3.Setthe d Uj nf ! @tpbefGMT, GMT+1, GMT+2, GMT+3, etc.

In advance | Exit

(WA [V c ) DATE/TIME DEMO OPTIONAL

Date Format

yyyy-mm-dd ‘ N

Time Zone

GMIT ‘ v
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3.8.2 DEMOModes

In advance | Exit

No issues.

LANGUAGE DATE/TIME ALARM OPTIONAL

Demo Maode:

@ Monitor profile demo

O Spot Check profile demo

O Triage profile demo

PARAMETERS NETWORK

& .

1. Selectd SETTINGSOf d ADVANCE® f 8 GENERAD f & DEMQ) to select demo type. There are three demo
modes to choose from: M onitor profile demo, Spot check profile demo, or Triage profile demo.
2. Selectd Start® to begin the demo.

3.8.3 General Device Options

In advance | Bat

No issues.

LANGUAGE DATE/TIME ALARM OPTIONAL

B Measure Sp02

E Measure Temperature

Iz Allow use of USB devices

E Allow user to select device profile

E Enable Nurse Call

PARAMETERS DATA NETWORK

N - - 7
2 A N B L. C A
1. Selectd SETTINGDf & ADVANCE® f & GENERAIDf & OPTIONALO to view the list of options available .

2. Choose the desired options.
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3. Select ® OKO to save settings.

3.8.4 Data Options

In advance | Eat

Mo issues,

Patet Mame Format Dirplayed Astematically tend data 1o ENIt ea
masaal tave.

O EULIT Delete mexsuremes data afer
smpcesiiel 2end,

() msseestation

@ Potient ID
Ciiaiciza Wame Formad Displayed

@ Full name
O.Il.bkﬁl:ﬂun

GENERAL || PARAMETERS) | I nerwork || SERWICE

?2 A N B &, ( A

1. Select ® SETTINGSOf ® ADVANCEDD f d DATAO to choose whether or not the full name or abbreviation is
displayed for both the Patient and the Clinician. You can also choose to automatically send clinical information

to the EMR when saving manually, and whether or not to delete the displayed readings after the data is sent to
the EMR successfully.

2. Selecto OKx to save settings.
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3.8.5 Network Settings

In advance

* Printer Out of Paper

IHE Setting

Network type

@ B @ Static IP IP Address
192.168.0.190

x;:ll::s WLAN O il Subnet mask

255.255.255.0
Gateway
192.168.0.1

GENERAL PARAMETERS SERVICE

2 A A

In advance = Exit

* Printer Out of Paper %
@ PCD server it o D
0 Use SSL
O PDQ server . .
Application Facility
O Common setting
Namespace |D Universal 1D
Universal 1D type

GENERAL PARAMETERS NETWORK SERVICE

2 A N

1. Selecto, SETTINGSx f o ADVANCER f o NETWORK to set the network to beo Wired Networkx or the

o Wireless Networkx .
2.Selecto SETTING: f o ADVANCER f ¢ NETWORK f o IHE Settingx . In this interface set the network server

to beo PCD Servek /o PDQ Servek .
3. Selecto OKx to save settings.
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3.8.6 Service settings

In advance = Exit

DEVICE SELF TEST FACTORY

Reset factory defaults Device configuration Power frequency
All settings Save to USB 50 Hz ’ V4
Import from USB

GENERAL PARAMETERS DATA NETWORK SERVICE
2 A N B8 B, C A

1. Selectd SETTINGSx f o ADVANCEMf o SERVICK to reset factory default settings (not recommended),
import and export the configure files by USB, orimport configuration settings from a USBdrive. Inthe o SERVICE

x Mmenu, you can also see the device logs and other information about the device.
3.8.7 Cther settings

In advance | Exit

Height U/M Weight U/M
@ cm @ kg
O in O Ib

NETWORK SERVICE

1. Selecto, SETTINGSx f o ADVANCER f o PARAMx f ¢ OTHERS to setthe o Height Unitx andthe, Weight
Unitx .
2. Selecto OKx to save settings
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- 00000__0_0_000000___]
4. Patient Management

4.1 Adding a Patient

To add a patient,

. Selead PATIENTOF & AddO . The patient information window will pop up.

. Enter or select the patient information:

2Patient ID: The system can automatically produce an ID for the patient. The ID can also be manually entered.
e2FirstName; ! Fouf s! ui f! gbuj foutt!gjstu!obnf

clastName:Fouf s ! ui flastgdme (famiy name).

eDate of Birth; ! Fouf s ! ubirthdag buj f out t

O OO0 N

2 2Gender: Choose 0 Male® or & FemaleO.

2 ePatient Type: Choose the patient category, either & Adult®, d Pediatric® or & NeonateO .

Select & OKO to add the new patient.

14:14 2016-06-14 R [=EM66%)

o *= Firsl name * Latl name *
N
Gender Type
@ Femala O Male @ Adult O Pedialric O Hezate
Date of Birth [yyyymm-dd] Heghs| e Weighfkg)
a0
Rzem Na Bed Na
o N

s

A Caution: The patient type determines which measurement algorithms, safety limits, and alarm limits the

device will use during operation.

& Caution: The number of patients that can be entereddependspo ! ui f ! ef wj df ft! tupsbhf!tqgbdf

4.2 Patient Tab
In order to select a patient, a clinician must first be logged in. Please see Section 3.7 for instructions on how to lo gin
a clinician. When the patient is added, the patient information will automatically populate the patient interface (see

the following picture):

80-0078-00-MO-RevA 201803-20 SunTech CT50 User Manual [31



Any of the following operations may be selected:

Select 0 View Allx : View the last 1 day, last 7 days, or all the patients.A keyword search is available to find a
specific patient.

Select 0 Deletex : Select one or more pieces of patient information to delete it.

Select ® Modify O : Select one piece of patient information to modify it* except the patient ID” .

A Caution: Do not attempt to delete or modify the patient that is currently being monitored.

Select d Select®' Select one piece of patient information. The system automatically will go to the home screen.
Monitorin g of the selected patient will begin immediately.

Select d Discharge®' Discharge the current patient.

Select d Print®" Print the patient information and measurement data.

Select d Last page®' View the last page of patient information.

Select ® Next page®' View the next page of patient information .
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