Positive Airway Pressure Device
AU830PRO



BPAP-ST

The device augments any breath initiated by the patient, but
will also supply additional breaths should the patient breath

rate fall below the clinician's set “Backup” breath rate.

Delivering 2 levels of pressure ( IPAP / EPAP) and

Spontaneous / Timed mode meets different needs of
patients . Reserve the breathing frequency to ensure the
Mode: CPAP APAP | BPAP-S | BPAP-T | BPAP-ST auxiliary ventilation maintained during apnea, improve
Pressure: 2-30cmH20 blood oxygen and easily discharge carbon dioxide.

IVO PS (intelligent Volume-Oriented Pressure Support)

According to preset target tidal volume, iVOPS automatically adjusts the pressure support to improve gas
exchange and reduce COz2 level of hypercapnia patient. It provides an effective ventilation treatment for
patients with pulmonary insufficiency and brings them a more comfortable treatment experience.

Professional Display of Therapy Data

Real-time waveform, along with treatment data such as inhale pressure (IPAP), exhale pressure (EPAP),
tidal volume (Vt), air leakage (LK), minute ventilation (MV) and respiratory rate (RR), etc. are available. The
pulse oximeter can be connected to Hypnus PAP device wirelessly to show real-time oxyhemoglobin
saturation (Sp02) and pulse rate (PR) on ventilator screen. A comprehensive and professional therapy
report can be generated.
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Real-time waveform i-cloud data display



Remarkable Pressure Regulation Speed

Even to increase the pressure from minimum (4cmH20) to maximum (30cmH20), it only takes less than
500 milliseconds. This is a particularly important guarantee for patients with high respiratory rate to get
their prescribed pressure and tidal volume during treatment.

P(cmH,0) 500ms 700ms
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Response speed comparison Response speed

Accurate Detection of Respiratory Events

Advanced respiratory events as Cheyne-Stokes respiration(CSR) and central sleep apnea (CSA) can be
detected precisely, thus effectively avoid lung injury caused by misadjustment of pressure. Moreover, the
highly intelligent leakage compensation technology guarantees the accuracy of event detection, even in
the case of excessive air leakage.
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HYPNUS BPAP Device Specifications

Model AUS830PRO

Mode CPAP,APAP,BPAP-S,-T,-ST

Pressure 2-30cmH20

Respiratory frequency 5-40bpm

Target Tidal Volume 200-1500ml

Ramp 5-45min

Noise level 27+2dB

Humidifier Double short-circuit protection, 5 levels adjustable

Heated Tubing Temperature Adjustable temperature (16°c-30°c)

Data management 2 years of sleep data, the latest 14 days of detailed data for
clinical/medical research

Real-time Monitoring IPAP  EPAP VT | LK, MV RR, SpO2, PR

Leakage compensation Adaptive leakage dynamic calibration technique

Respiratory Event Detection Apnea Hypopnea, Flow Limitation, SNORE, LEAK, Central
Sleep Apnea, Cheyne Stokes Respiration,  BIOT Respiration

Guangzhou Hypnus Healthcare Co., Ltd. —

. o hypnus
ADD:2F, No.3 Tianfeng Road,Science City, NS
Development District,Guangzhou,China

- c g | TEL :+86 20 66343189

Ei.l:- . Email:export@ihypnus.com _ Innovation for affordable
http://www.ihypnus.com high performance sleep & respiration care!

Hypnus Website



AR\ ISRy 2 b IR

W ES S AR 20192080629

HWMALRR |7 M A S B A B0 A |

AR |7 M@ SR & K £ 55 3 5 201-02

AR | M E R IR R R 8 3 201-02

FERARR | IE)E A BT AL
CA820. CA820M. CA820W., BA825. BA825M. BAS25V.

BT WM \s1e30. sT830M. ST830W. SV825M. SV825W. AU830Pro
Fodtl EHL. B hOHPRE R () Fod FE Bl

B R | R, TAEBRX: CPAP, APAP. BPAP-S. Auto BPAP-S. BPAP-
5T BPAP-T, ASV. Auto ASV,
POAEIE, A FRTTHEAE 30 2 i LI 48 A7 IELK e U o 43 6 1
. BPAP-ST fu BPAP-T 4 & 36 | F Pk 2h fl R4 #7577, ASV 0 Auto ASV

WG | PR T AR 30 0 DLk AT o R b U R 4 1 AR ) 0 A
97, BLERET LA M B RF R (5. Auto ASV A7k E I 5635 v 4 1
A 7 R A E BRI . A T A

W | RBAREK.

HMAR | &

% ®

WHAITT: S AEE R EBEER Mo B




AR RS
12 7 20 M A B S

AEMHEG S EAkIE 20192080629

FRAR  [FEIE R R

EEp [PRAE CEERSHTH RER LR

KX “EARE®E20192080629” v MHE 3 7 43 JH .
F OFE [ CETBWMOREFY KRN DK, X4 08R.
PR B o 2 B A -0 v i

WAL T RE G RS R

FEMHIE . HHRTENE20192080629



Australian Government

Department of Health
Therapeutic Goods Administration

Australian Register of Therapeutic Goods Certificate
Issued to
Sungo Australia
for approval to supply

Sungo Australia - Home CPAP unit

ARTG Identifier 326041

ARTG Start date 8/11/2019

Product Category Medical Device Included Class lla

GMDN 60711

GMDN Term Home CPAP unit

Intended Purpose The device is indicated to provide non-invasive ventilator support to treat

patients weighing over 30kg with Obstructive Sleep Apnea (OSA). ASV
and Auto ASV modes can also be used for the treatment of central
and/or mixed apneas, or periodic breathing. This device is intended for
hospital and home use. It cannot be intended for those patients who are
dependent on mechanical ventilation.

Manufacturer Details Address

Certificate number(s)

DV-2019-MC-17495-1

Guangzhou Hypnus Healthcare Co Ltd | Rm 201-02 No 3 Tianfeng

Road Science City
Development District,
Guangzhou, 510530
China

ARTG Standard Conditions

The above Medical Device Included Class lla has been entered on the Register subject to the
following 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.

Products Covered by This Entry
1. Home CPAP unit

Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG |dentifier: 326041

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 8/11/2019
Phone: 1800 020 653

Email: info@tga.gov.au
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ZERTIFIKAT & CERTIFICATE ¢

At

( DAKKS

Deutsche
Akkreditierungsstelle
D-ZM-11321-01-00

Certificate

No. Q5 004385 0002 Rev. 00

Praduct Service

Holder of Certificate: Guangzhou Hypnus Healthcare Co., Ltd.
Rm.201-02
No.3 Tianfeng Rd.
Science City, Development District
510530 Guangzhou
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Guangzhou Hypnus Healthcare Co., Ltd.
Y( ) Rm.201-02, No.3 Tianfeng Rd., Science City, Development
District, 510530 Guangzhou, PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Production and
Distribution of Positive Airway Pressure
Devices and Continuous Positive Airway
Pressure (CPAP) Masks

Applied Standard(s): ~ENISO13485:2016
Medical devices - Quality management systems -

Requirements for regulatory purposes
(ISO 13485:2016)
DIN EN ISO 13485:2016

The Certification Body of TUV SUD Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system, which meets the
requirements of the listed standard(s). See also notes overleaf.

Report No.: GZ1834502

Valid from: 2018-11-29

Valid until: 2021-11-28

Date, 2018-11-29 Stefan Preil}
Page 1 of 1

TOV SUD Product Service GmbH « Certification Body + Ridlerstrae 65 « 80339 Munich + Germany
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AR BRI
PEOPLE’S REPUBLIC OF CHINA
5T 2 bl S 14 BHIED
CERTIFICATE FOR EXPORTATION OF MEDICAL
PRODUCTS

%5 B425 BN 20200230 %
Certificate NO.: J-A2Z5 W4k M 20200230 5

A LR
Product (s): See Attachment

WMARE: W

Model: See Attachment

FEREMEAREET: AT

Registration certificate(s): See Attachment

&k )N A SR BRSO A

Manufacturer: Guangzhou Hypnus Healthcare Co., Ltd.

A PR MBI EAR TR B MK F 335 201-02 )5
Address of manufacturer: ‘Rm.201-02, No.3 Tianfeng Rd.,Science City, Development District
510530 Guangzhou, PEOPLE’S REPUBLIC OF CHINA

U TR A R WA UM 20183178
Manufacturing License(s): ¥ &2 WAk 4 ¥ 20183178 &

U LR R BRI AT E A HE.
This is to certify that the above products have been registered to be
manufactured and sold in China,

LA HMZ: 20224203/ 100
This certification valid until: 10/03/2022
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Product (s)

AR5
Model

YEMHE -5
Registration
certificate(s)

IR

Continuous Positive Airway
Pressurc(CPAP) Masks

HP-N10

HP-N10

8 5 20192080166

WFIR AL TR T A

02FLO Respiratory Unit

VUN-001

VUN-001

8§53 20202080180
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Positive Airway Pressure Deviees

CP720, CA720W. CAT20M. CA72
0W-B, CA720, GAT20W-
HBy, \CAT20-

HB. CB725W. €B725M, BAT720W
~(BAT20M, BAT20W-

B. BA725W. BA725M. BA725W-
Be,ST720W. ST720M. ST720W-
B ST725W, ST725M, ST725W-
B."ST730W, ST730M, ST730W-
B. AUT25W. AU725M. AU730W
. AUT30M, BA725, ST730

CP720, CAT20W, CAT20M, CA72
OW-B, CA720. CAT20W-
HB. CA720-

HB. CB725W. CB725M. BAT20W
« BA720M. BAT20W-

B. BA7T25W. BA725M. BAT25W-
B, ST720W. ST720M. ST720W-
B, ST725W, ST725M, ST725\V-
B. ST730W. ST730M, ST730W-
B. AU725W. AU725M, AU730W
« AU730M. BAT725, ST730

1= v 20182540586
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Positive Airway Pressure Devices

CAB20, CAB20M, CASB20W, BAS2

5. BA825M. BA825W. ST830, ST

830M. ST830W. SV825M, SV825
W. AUS30Iro

CA820, CAB20M., CA820W, BARS2

5. BA825M, BA825W, ST830, ST

830M, ST830W. SV825M, SV825
W. AUS30Pro

B 20192080629
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Continuous Positive Airway
Pressure(CPAP) Masks

HP-F10

HP-F10

B i 20192080165
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