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Physical Specifications

Dimension & Weight

MCF-21A
Dimension: 315mm>230mm>236mm
Weight: 2.8Kg (excluding accessories)

Display

Display screen &

Resolution

Size 8" color Touch TFT LED (Upgradable to 10.1-inch full touch screen)

Resolution 800*600 pixels

Touch screen Capacitive

Waves display

Maximum 6 waveforms can be displayed on the same screen

Cardiotocograph | Max. 3 Fetal Heart Rate waves, Max. 2 Fetal movement waves, and 1
y TOCO (UC) wave.

Alphanumeric
display

Cardiotocograph
y (CTG)

Fetal heart rate 1 (FHR 1), Fetal heart rate 2 (FHR 2, option), Fetal heart
rate 3 (FHR 3, option), TOCO (UC), Fetal movement counts

Window Switching

Support Standby Mode, Night Mode, and Privacy Mode

Snapshot

One-touch screenshot with zoom in/out; touch-screen supports swipe to browse saved

screens.

Power supply

Line Voltage

AC100~ 240V

Frequency

50 Hz/60 Hz

Battery

Type

Rechargeable lithium battery 14.8V

Battery Capacity

2200 mAh

Operating Time

5 hours

Recharge Time

4.5 hours

Charge Cycle

>500 times

Optional large capacity battery

Rechargeable lithium battery (14.8v, 3350mAh)

Operating Time

8 hours

Recharge Time

6.75 hours

Printer (Built-in)

Method

Line Thermal printer (high-speed)

Paper

Z-fold, thermosensitive

Printer Resolution

8 dots/mm

Printing Accuracy

X-axis (time scale): 5% ; Y -axis (amplitude scale): H%

Paper Specifications

Width: 112 mm (4.41 in), 112mmx100mmx150p

Paper type

112A Standard
(European Standard, 50-210 bpm)

Printing Width

90 mm

FHR Printout Width

65 mm

FHR Scaling

27.7 bpm/cm

TOCO Printout Width

34 mm

TOCO Scaling

29.4% /cm

112B Option

Printing Width

104 mm
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(USA Standard, 30-240 bpm) FHR Printout Width 70 mm
FHR Scaling 30 bpm/cm
TOCO Printout Width 35 mm
TOCO Scaling 28.6% / cm
Printing speed 1, 2, or 3 cm/min (real-time), 15mm/s (=54m/min, review printing)

Trace Max. 4 tracks

Recording way Real-time Recording & Review Printing

e All dot print test

e Print time & date at least every10 minutes
Features e Fast printing of stored trends

e Supports automatic (option) and manual print-out modes

e Twin tracing: separate graph printing (no shifting)

FHR1 trace/mark, FHR2 trace/mark, TOCO trace, AFM trace/black
Record Cardiotocography mark, fetal movement mark, event mark (and annotation), AUTO-zero
Information (CTG) symbol, date, time, printing speed, ID, name, FHR2 Offset, CTG

analysis results, alarm information(option) etc.

Alarm
System Reports Includes device status and alarm records

Alarm Function Supports physiological alarms for monitored parameters and technical alarms including
probe-off detection, module or system malfunction alerts

Level Low, medium, and high

Indication Auditory, Visual, Message, and Delay of FHR Alarm

Volume level 1to 10
FHR alarm range 30-240 bpm (User-adjustable)

o Cross-Channel Verification (CCV)
e Sensor-off alarm

®Paper out alarm

®Signal overlap alarm

e Support alarm review

®Three-level acousto-optic alarm on abnormal FHR

Features

Data Storage

25000 groups of medical record

Historical review : -
Support medical history search

Alarm review 2000 groups

Cardiotocography Waveform review 8640 hours trend review

Input & Output
Standard Touch pad

Option Mouse/ Laser printer interface

USB port for patient data/Auto CTG analysis backup (option)

USB port for external laser printer (option)

System Output & Extensible Interface
Ethernet Network Standard RJ45 socket *1; HL7 data streaming via TCP/IP

USB Port 1
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HDMI port (option) 1

Protocol Support

Optional Support HL7 (Health Level Seven)

Safety

ISO13485
ISO14971

RoHS 2011/65/EU compliant
NMPA Certified

Type CF protection

IEC 60601-1:2005+A1:2012.
IEC 60601-1-2:2014

IEC 60601-1-6 Compliant
IEC 60601-1-8 Compliant
IEC 60601-1-9 Compliant
IEC 60601-1-11 Compliant

CE Marked under EU MDR 2017/745

IEC 60601-2-37 Compliant
IEC 61266 Compliant

IEC 62366-1Compliant
IEC 61157 Compliant

IEC / TR 60878 Compliant
ISO 10993-1 Compliant
ISO 10993-5 Compliant
ISO 10993-10 Compliant
EN ISO 15223-1 Compliant
EN ISO 20417 Compliant
EN ISO 14155 Compliant

Patient Leakage Current (Limit)

Normal condition: a.c<100pA

Normal condition: d.c <10pA

Single failure condition: a.c. <500pA

Single failure condition: d.c<50pA

Patient Auxiliary Current (Limit)

Normal condition: a.c<100pA

Normal condition: d.c <10pA

Single failure condition: a.c. <500pA

— W ==~ =]

Single failure condition: d.c<50uA

EMC

CISPR11 Group 1 Class A.

Main Unit

IPX0

Flammable Gases

Degree of Safety in Presence of

Equipment not suitable for use in presence of flammable gases

Data Transmission

Data Export

USB port, Network port

Data Management

Exporting CTG data & analysis in PDF format for EMR connectivity by USB
memory (option)

Central Monitoring System

Wired CMS (standard) / Wireless CMS (option)

HIS connection

HL7 interface (option): Standalone device supported; real-time TCP/IP

transmission, no parallel connection.

Software & System Features

Operating System

Linux-based platform

System Language

English, Chinese, French, Italian, Polish, Portuguese, Spanish, Russian, Turkish

Power-On Self-Test

Automatic Startup Self-Check

Probe recognition

The socket is color-coded, and the connected probe is automatically recognized.

Software Update

Software Update Online software upgrading by net/USB

Ultrasound (Fetal Heart Rate)

Operation Mode

Continuous work
Dedicated digital signal processing (DSP) architecture with advanced signal

recognition algorithms for accurate and stable fetal heart rate monitoring.

Probe used

FHR probe (ultrasonic probe)
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Wired Ultrasound Probe

Dimensions: 90 mmx70 mmx35mm ; Weight: 134g; Color: Blue + White

5 pin connector, Yellow
Standard length: 2.5 m; other lengths available upon request.

Measure method

Wide beam pulse doppler, autocorrelation

Transducer type

12-cystal ultrasound transducer

Ultrasound frequency

1 MHz+3% (2 MHz, 2.5 MHz or 3 MHz customizable)

Measurement range

US Standard 30 to 240 bpm

Europe Standard 50 to 210 bpm

FHR area marking

Typical range 120-160 bpm (on-screen marking; user configurable)

Resolution

1 bpm

Pulse repetition rate

1.736 KHz

Effective radiating area of the

transducer

1130 mm?

Dielectric strength

4000 Vrms

Accuracy

H bpm

Ultrasound output power (strength)

<3 mW/cm?

Output beam intensity (Iob)

6.53mW/cm?

Spatial Peak-Temporal Average
Intensity (Ispta)

30.88mW/cm?

Spatial Peak-Pulse Average Intensit
(Isppa)

94 mW/cm?

Derated Output Beam Intensity
(Ispta.3) (Fetal mode)

<3.5 mW/cm?

Spatial Average-Temporal Average
Intensity (Isata)

<6 mW/cm?

Negative peak sound pressure

18.04KPa

Thermal Index Cranial (TIC)

<0.02

Mechanical Index (MI)

<0.02

Max Probe Temperature Rise

<10€ above ambient temperature

Max Output Power of Transducer

2 mW

Twin Tracing Mode

Twin tracing: Heart rate offset mode or separate graph printing

Visible Fetal Heartbeat Indicator

® Visible fetal heartbeat indicator
®  Signal strength indicator(Signal quality/loss indicator)

Audible Signal Quality Indication

Provides audible feedback via fetal heart sounds; clear, stable sounds indicate
good signal quality, while changes in sound characteristics alert to suboptimal

conditions.

TOCO (UC)

Measurement method

Strain gauge sensor element

Probe used

TOCO probe (pressure sensitive transducer)

Wired TOCO Probe

Dimensions: 90 mmx70 mmx35mm ; Weight: 116g; Color: Blue + White

5 pin connector, Green
Standard length: 2.5m; other lengths available upon request.

Measure range

0 ~ 100 units

Sensitivity

100g =~ 80% FSD, full scale = 125¢g
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Resolution

1 unit

Nonlinear deviation

<+8%

Baseline setting

0, 5,10, 15, 20 can be selected

Baseline Drift (Free Air)

<1 unit/(min-°C)

Baseline Drift (Underwater)

<5 units/(min&)

Dielectric strength

4000 Vrms

Frequency response

DC 0.5Hz (2s)

Accuracy

H unit

Alarm

Triggers when TOCO transducer is disconnected or unplugged

Auto offset correction, Auto zero adjust

Fetal Movement Recording

Automatic fetal movement (AFM)

Pulsed doppler ultrasound

Display range

0-999 units

Wired Marker

Dimensions: 123 mmx42 mmx42mm ; Weight: 84g; Color: Off-white

Audio @3.5 frequency connector
Standard length: 2.5 m; other lengths available upon request.

Features

Fetal Movement Profile (FMP)

Automatic fetal movement autograph

Manual fetal movement marker (MFM)

Auto detection of dual fetal movement when monitoring twins (option)

NST Report/FHR Interpretatiorfoption)

5-types:
(monitoring time>20 Min)

1. Advanced Fischer analysis report
2. Fischer analysis report

3. NST analysis report

4. KREBS analysis report

5. Threshold Values Analysis

NST Report Content including

oFHR Baseline ®Tachycardia and Bradycardia

o Amplitude Variation eNumber of PV (period variation)

o High Variability e ow Variability

®Short-term variation (STV) eSignal Loss Rate

eNumber of Acceleration:
Small acceleration / Periodic acceleration / Non-periodic acceleration

eNumber of Deceleration:
Early deceleration (ED) / Late deceleration (LD)
Prolonged deceleration (PD) / Mild variable deceleration (MVD)
Severe variable deceleration (SVD)

eFectal heart rate rise time during fetal movement
e Number of Fetal Movement

NST Timer

Time settings

‘ Close, 10, 20, 30, 40, 50, 60 min

The NST report will automatically appear on the monitor interface after 20 minutes of effective monitoring.

Central System (option)

Wired connection (standard) / Wireless connection (option)

Windows system

Win XP, Win 7, Win 8, Win 10, Win 11

Beds Display

Single screen: 1 bed  Multi-screen: 8-bed
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Bidirectional controlling function | TOCO zeroing can be updated synchronously from the central monitoring

station and bedside monitor;

Connect up to maximum (8/16/24/32/40/48/56/64) 64 bedside monitors

Environmental Specifications

Temperature Working 5~40 °C (41 °F~104 °F)

Transport and Storage 208 ~+50€

Humidity Working <93% RH (non-condensing)

Transport and Storage <93% RH (non-condensing)

Altitude Working 70.0kPa ~ 110.0kPa

Transport and Storage 60.0kPa ~ 110.0kPa

o Twin monitoring

o Triple monitoring

e Auto CTG analysis (5 types)

e Fetal Stimulator

o Wall-mount

e Trolley

Optional e Central Monitoring Station

Function o Waterproof FHR Probe & TOCO Probe (IPX7)
* USB Mouse control function

e Exporting CTG data & analysis for EMR connectivity by USB memory
o Laser Printer Interface

o HL7 interface

e Large capacity battery

e HDMI

*Specifications are subject to change without prior notice
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