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SecurePlus® AUTO CPAP

3.0 PRO

Professional Care

o Intelligent algorithm

The optimized therapy algorithm with additional
respiratory-events monitoring guarantees a more
comprehensive and comfortable treatment experience.

o Ultra-quiet

The newly developed blower and airway design enable
ultra-quiet operation of the BreathCare Ill.

o Mask-fit test

A simple mask fitting test before sleep ensures the optimal fit,

providing patients with greater confidence as they fall asleep.

Ergonomic Interaction

o Convenient touch screen

The complex operations of the CPAP device have been
simplified into easy-to-use touch controls, the large and

responsive screen makes settings easier than ever.

o Auto-all

Automized settings including auto-ramp, auto-humidity,
auto-heated tube, auto-light, smart start/stop, altitude
compensation and leak compensation, allowing the patients
to receive treatment with minimum confusion and improved

compliance.

o Wireless data system
A seamless cloud-based system enables all patient care
network participants to find their most suitable portal to
therapy data, with convenient functionality.
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Data details

Sleep Quality: Excellent

2024-05-11

y Time:

Suggestion

Effective treatment! Please keep using
it consistently.

Metric Analysis

Apnea-Hypopnea Index
(AHI)

Average leak volume
(LPM)
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Average Data

Average pressure
Averago Sl

Average thorapy time

@ WIRELESS TRANFER

Comprehensive and professional respiratory therapy analysis

INTELLIGENT DATA MANAGEMENT

Managing the therapy data through multiple platforms,

. . tem n rity- r L rver for patient
seamlessly monitor the treatment process on your mobile system based on security-assured cloud server for patie

phons, office computer or simply a web browser. Mesting management. WiFi module are required for this function.
various demands of different roles in the patient care

network.

QR CODE

User-friendly sleep quality assessment with essential parameters.
Unique QR code will be generated after each therapy and can be
easily interpreted by scanning with mobile app BreathSecure.

SD CARD/USB

Traditional and reliable data transfer method. Stored data can be

interpreted with computer software BreathSecure Station and
automatically generate comprehensive report.
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SecurePlus® AUTO CPAP
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Color White
Mode CPAP/Auto CPAP
Noise 27i 2 (d BA) 5] g SecurePlus

Pressure 4-20 (cm HZO)

Package Main device X1
Water tank x1

Heater tubing x1
CPAP Mask x1 SD card X1 Wipes x1
Power adapter and Cable x1 Portable Bag X1 CPAP Filter  x1

Warranty Device(2 years)
Water tank and Heater tubing(90 days)

Professional Care Auto-all Wireless Data System
Intelligent Algorithm Auto Ramp WIFI Module

Multiple-events Monitoring Auto Heated Tube Free Data-cloud Access
Ultra-quiet Noise Auto Light OTA

Efficient Humidifier Auto Start/Stop CJ BreathSecure Station

Central Apnea Detection Altitude Compensation 0 BreathSecure+ APP

Mask-fit Test Leak Compensation

Packaging parameters

QTN G.W./N.W. Size
Model (PCS/CTN) (kgs) (cm)
BREATHSECURE 3.0
AUTO CPAP 1 3.712.4 41x31x24
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Australian Government

Department of Health and Aged Care
Therapeutic Goods Administration

Public Summary

Summary for ARTG Entry: 485651 Plus Medical Pty Ltd - CPAP system with Mask - Home CPAP unit
ARTG entry for Medical Device Included Class lla
Sponsor Plus Medical Pty Ltd
Postal Address 1A Coronation Avenue, Kings Park, NSW, 2148
Australia
ARTG Start Date 9/04/2025
Product Category Medical Device Class lla
Status Active
Approval Area Medical Devices
Conditions

- The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or imposed on the ARTG entry. Refer Part 4-5, Division 2
(Conditions) of the Therapeutic Goods Act 1989 and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for
relevant information.

- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or cancellation of the ARTG entry; may be a criminal offence;
and civil penalties may apply.

Manufacturers

Name Address

Plus Medical Pty Ltd 1A Coronation Avenue
Kings Park, NSW, 2148
Australia

Products

1. CPAP system with Mask - Home CPAP unit

Arewruung o1qngd

Product Type Medical device system Effective Date 9/04/2025

GMDN 60711 Home CPAP unit

Intended Purpose This system consists of a CPAP unit, CPAP masks that are compatible with the machine, and a pack of wipe for cleaning the
masks. It is intended to improve the quality of sleep for individuals by delivering positive airway pressure. It is intended for the
treatment of Obstructive Sleep Apnea (OSA) in patients weighing over 66 Ib (30 kg). It is intended for home and hospital/institutional
use.

Manufacturer Details Address Certifi

Specific Conditions

No Specific Conditions included on Record

© Commonwealth of Australia. This work is copyright. You are not permitted to re-transmit, distribute or commercialise the material without obtaining prior
written approval from the Commonwealth. Further details can be found at http://www.tga.gov.au/about/website-copyright.htm.

Page 1 of 1 Produced at 10.04.2025 at 09:37:30 AEST
This is not an ARTG Certificate document.

The onus is on the reader to verify the current accuracy of the information on the document subsequent to the date shown.
Visit www.tga.gov.au for contact information
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SecurePlus®
CPAP MASK SERIES

Rebound Silicone Cushion

The mask is made ofrebound silicone cushion, which is airtightlight and soft. It m AN
is designed to reduce facial pressure to make it fitand comfortable. e A A A
- (= Adaptive Silicone Cushion

The silicone cushion has an adaptive design at the nose bridge.which can be
N automatically adjusted according to different faceshapes, so as to better relieve
“ the pressure on the high nose andimprove user experience.

Quiet Vent-Hole Q

Honeycomb design to reduce airflow erosion intensity. Gentle and quiet. ;_‘k
.sﬁ‘,. 'E‘{
it

N\ " .
y - "\}"n:' 3 Quick-Release Connector

t R B Y14 Using a quick release connector to easily separate or connect the mask

A & — andthe device.
Soft and Light Headgear
Selected soft skin-friendly fabrics, light and stable, help patients adapt to |
thetreatment comfortably. | J

-
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Model YF-01 YN-02 YF-02 YN-03 YP-01
Certification TGA TGA TGA TGA TGA
Type Full Face Mask Nasal Mask Full Face Mask Nasal Mask Pillow Mask
Therapy Pressure Range 4-30cmH,0 4-30cmH,0 4-30cmH,0 4-30cmH,0 4-20cmH,0
Size SIM/LIXL S/M/L S/M/LIXL S/M/L S/M/L
Tube Connection ®22mm ®22mm ®22mm ®22mm ®22mm
Flow Resistance [At50 L/min] <0.5cmH,0 <0.5cmH,0 <0.5cmH,0 <0.5cmH,0 <0.5cmH,0
Flow Resistance [At 100 L/min] slScmHzO SW.ScmHZO s].SCmHZO s1.50mHzO SW.ECmHZO
Expiratory Resistance with Anti
Asphyxia Valve Open [At 50 L/min] <Ay 0 L - <2l L] - -
Inspiratory Resistance with Anti <2.0cmH.0/ [L/S] - <2.0cmH,0[L/S] — .
Asphyxia Valve Open [At 50 L/min] - z
Anti Asphyxia Valve Open Pressure <2.0cmH,0/ [L/S] o <2.0cmH,0[L/S] - -
Anti Asphyxia Valve Closed <2.0cmH 0/ [L/S] . <2.0cmH O[L/S] - -
Pressure
G.W./N.W 147/1069 90/60g 148/107g 129/99g 268/81g
Packing 10PCS/CTN 10PCS/CTN 10PCS/CTN 10PCS/CTN 10PCS/CTN
35x2Bx28cm 35x24x24cm 35x28x28cm 35x28x28cm 34x22x24.5cm




SecurePlus® AUTO CPAP
3.0 PRO PARAMETERS

Specification BreathSecure 3.0

Model

Picture

Color

Certification

Mode
Pressure
Noise
Screen
Efficient Humidifier
FPS.Tech

Auto-all

Central Apnea Detection
Leak Reminder

Data Management

Wireless Transfer
Cloud Platform
G.W./N.W.

Packing

Warranty

YH-680

White/Black

TGA

CPAP
Auto CPAP

4-20cmH,0
27dBA+2dBA

3.5-inch

(]
3.7/2.4kg
1SET/CTN 41x31x18cm

Device(2 years)
Water tank and Heater tubing(90days)

Plus Medical Pty Ltd

1A Coronation Ave, Kings Park,
NSW 2148, Australia
Tel:+61-2-98810368
Email:sales@plusmedical.com.au
Website:www.plusmedical.com.au
CPAP Division: www.cpapau.com



