
AVA Cure
Anti-Decubitus Air Alternating Pressure Mattress System
Instructions for Use



Instructions for Use | Anti-Decubitus Air Alternating Pressure Mattress System AVA Cure

2

About This Document

Congratulations and thank you for purchasing this high quality 
antidecubitus system.
Please read this Instructions for Use carefully before use and observe 
the safety instructions and requirements for the proper operation and
maintenance of the device.

This Instructions for Use are intended exclusively for devices with the 

The serial number is shown on the label on the rear of the power unit 
and on the tag sewn on the mattress.

documentation. Do not pass this device to a third party without this 
Instructions for Use.
The end page of this Instructions for Use shows the current document
edition.

The contents of the Instructions for Use may be updated by the 
manufacturer at any time without prior notice.

The English version of the Instructions for Use is authentic. In the

prevail.

Manufacturer

If you have any questions or concerns about the device or need 

you or your patients.

Device 

documentation

Translations

Copyright

For Support or 
Complaints
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Important Notes for Safe Use1
1.1 Designation of the Groups of Individuals
The named groups of persons in this Instructions for Use are as follows.

1.1.1 Operators

responsible for providing a safe device and to instruct users properly on the operation and 
safe use of the device.

1.1.2 Users
Users  are caregivers or guardians who have undergone user education and operation 

• 
• Supervise patients using the device for therapy or care purposes.

Users are fully responsible for the safe and correct use of the device. 

1.1.3 Professionals
These authorized persons are skilled personnel who may be employees of the operator and 

• 
• Carry out their duties based on professional experience and in accordance with safety 

regulations.
• Are able to detect possible hazards during work.

1.1.4 Patients

purposes.
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Important Notes for Safe Use1
1.2  User Notes & Accident Prevention
1.2.1 Operation and Training

• 
• Users must follow the Instructions for Use.
• 

1.2.2 User Responsibility and Handover
• 
• Do not pass the device to third parties without the Instructions for Use.

1.2.3 Maintenance and Cleaning
• 

and replacement of detachable or interchangeable parts must be performed only by 

• The battery is built-in and not user-removable or replaceable. For battery service or 

• 

• 

1.2.4 Device Check and Instructions Availability
• 

• The Instructions for Use is an integral part of the device and must be readily accessible 
at all times.

• 
operator for guidance.

1.2.5 Accident Prevention Accident Prevention Reminders
• 

the Instructions for Use.
• 

device damage.
• 

the power unit before servicing or maintaining.

WARNING
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Important Notes for Safe Use1
1.3 Purpose of the Device

purpose.

1.3.1 Intended Purpose
Anti-decubitus Air Alternating Pressure Mattresses System is designed for patients who 
endure pressure ulcer and potential patients who wish to reduce the likelihood of pressure 
ulcer. The device is intended to prevent and manage pressure ulcers by facilitating blood 
circulation and decreasing pressure of each tissue's contact area.

1.3.2 Intended patient populations
• Patients who endure of all categories of pressure ulcer and potential patients who wish 

to reduce the likelihood of pressure ulcer.
• 
• 

1.3.3 Use environment

1.3.3 Indication

of all categories of pressure ulcer. The use of this system allows combined with the regular 

1.3.4 Contraindications
Certain patient conditions are not suitable for using this type of device such as fracture 

WARNING

determination of individualized repositioning schedule should be made based upon 
the patient's condition. 
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1.3.5 Limitations

be complicated by a soft or moving surface must be assessed by a treating physician 
before device placement and use. 

The device is intended to prevent and manage pressure ulcers by facilitating blood 
circulation and decreasing pressure of each tissue's contact area.

1.4 Safety Statement

• 
interference or abnormal performance.

• 

• 

• 
device away from the interference source and restart it.

• 

a. Component failures or error of display numerical value. 
b. Change or failure in programmable parameters if any.
c. Initiation of any unintended operation or false audible indicator.
d. 

1 Important Notes for Safe Use

WARNING

• 

regarded as unapproved. The user and the operator respectively are exclusively 
liable for any damage resulting from the unapproved use.

• If existing wounds do not improve or the patient's condition changes the overall 
therapy regimen should be reviewed by the consult physicians.

CAUTION

• 
• 
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Important Notes for Safe Use1
1.5 Safety Information and Symbols of These Instructions 
           for Use
The safety instructions in this Instructions for Use are marked with symbols and 

WARNING

avoided.

CAUTION

avoided.

ATTENTION!
Describes a situation that could lead to property damage if it is not avoided.

NOTE!
Means application tips and useful information.



Instructions for Use | Anti-Decubitus Air Alternating Pressure Mattress System AVA Cure

Important Notes for Safe Use1
1.5.4 Additional Symbols to the Safety Information
Additional symbols to the safety information are those listed below

Manufacturer Country and date of 
manufacture

Catalogue Number

Serial  Number Model Number

 Follow Instructions for Use Medical Device 

Consult Instructions for Use

Waste Electrical and Electronic Type BF Applied Part

Protected against ingress of 

diameter. 
Protected against vertically 
fa l l ing water  drops when 

Do Not Bleach Do Not Iron

Do Not Dry Clean Cycle

Do Not Wash

This Way Up

Alarm indicator

TW

UDI

#SN

MD

IP22
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2.1 Delivery Inspection

• Completeness of the delivery
• Condition of the device and packaging
• Use caution when opening the box to avoid damaging the contents

• Power unit 

• Mattress 

as well as the supplier.

2.2 Environmental Conditions
2.2.1 Operating Conditions

• 
• 
• 

2.2.2 Storage and Transport
• 
• 
• 

hours before powering on.

  

Delivery and Environment2

ATTENTION

Storage of the mattress
 -
 - Do not put or store with any sharp instruments or tool with sharp tips.
 - Place in plastic bag of storage.
 -

For long-term storage the control unit should be covered with a dust protector.
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3
3.1 Device Description
3.1.1 Principle of operation
The power unit generates air by blower then the alternating control valve set delivers the 
air into the mattress through air tube inside the power unit.The mattress will perform the 
operation status base on the selected operation mode by control panel.The air tube from 
mattress connects to the air outlet to receive the air then distribute the air to air cell by 
manifold.

Power unit

Mattress 
The mattress consists of multiple set of air cells which work in dynamic or static mode to 
relief and redistribute pressure.

3.2 Inspection

• Slightly shake the equipment to determine if there are any abnormal sounds coming from 
power unit inside.

3.3 Warranty

• The device is used as intended and maintained in accordance with the Instructions for 
Use.

• 
• 
• 

• 
maintenance conditions.

NOTE
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4 Features

4.1 Control Panel

Stand-by Mode

ON/OFF

  

Comfort Level  
Press 

to the patient's body weight and clinical status to ensure adequate clearance 
between the patient's buttocks and the mattress surface.This ensures optimal 
support and prevents bottoming out.

Patient weight

Comfort level -2 2

Preparing

the patient must not be placed on the mattress until 
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Features4

Pressing the Max Inflate button sets the mattress maximum pressure to assist 
caregivers during nursing procedures.
The system will revert to the previous settings either upon manual deactivation by 

countdown expires.

Static Mode 
Static Mode is a therapy mode in which all air cells maintain constant low pressure 
support and maximize patient's contact area to redistribute pressure. 

Dynamic Mode 

in odd- and even-numbered rows to reduce pressure and enhance the patient's 
blood circulation.

Cycle Time 
Press 

 by repeatedly pressing the Dynamic button.

Upright Mode 

automatically increase internal pressure to help prevent the patient bottoming out.
Pressing the button again will deactivate the function and restore the system to its 

Panel Unlock 

pollution.

has finished preparing. It cannot be activated while the Preparing indicator is 
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4.2 Alarm Indicators

also show the corresponding message. Users can identify the current 
alarm status by referring to the seven-segment display. They can press 

methodsa and alarm scenarios

Call For Services
Indicates that the rotor valve is malfunctioning.

Power Failure

backlight.

Low Pressure
Indicates that the internal pressure of mattress is too low.

High Pressure
Indicates that the internal pressure of mattress is too high

4 Features
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4.3 Side Panel

Air Outlet(1)
Air is delivered from the power unit to the mattress through the air outlet.Press the quick 
coupling to release the connection between the mattress and the device.

Fuse Holder (2)
Fuses should only be inspected or replaced by authorized service personnel. The fuse rating is 
indicated next to the fuse holder. 

Power Receptacle (3) 

4.4 Rear Panel

Hanger Hooks (4)

into the rear cover for storage.

Air Filter (5)

lead to equipment failure or reduced service life.

Label (6) 
This label includes all the information for medical device and safety requirements.

4 Features

1

4

5
6

2

3
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4.5 Mattress Diagram

4 Features
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5  

5.1 System installation

• 

• 
• 

• Place the mattress on the bedframe with the logo at the foot of the mattress.
• 

• The mattress is securely attached to prevent sliding or shifting.
• The bedframe's functions and movements are not impeded.

• 
bedframe.

• 
patient indirectly contacting the coverlet.

• Ensure that the straps between the coverlet and the mattress base are properly 
fixed to minimize wrinkles that could increase friction and shear forces during 
patient movement.

• 

• 

• 

• Secure the power cord inside the cable holders to prevent it from obstructing 

side rails.

• Connect the quick coupling of the mattress to the air outlet of the power unit.
• 

• Follow the user manual to ensure all installation steps are correctly completed.
• Perform all checks to guarantee the safety and functionality of the system.

CAUTION

• 

not replace the need for patient repositioning and changes of posture whenever 
possible.

• 
risk associated with pressure ulcers. Please install the system properly.
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5.2 Operation

Preparing indicator stops flashing and the system has completed initial 
 

Ascertain that the patient's weight does not exceed the weight allowed on the bedframe.

and right edges. The patient’s head should be properly positioned so that it rests fully on 
the head air cells.
Select the appropriate comfort level on the control panel. If the mattress seems too 

physician’s decision.

Ensure that the zipper on the coverlet is completely closed.

5.3 CPR

5

CAUTION

• 

and keep children away from extra-long cords or tubing.
• 

WARNING!

• Always raise and secure the safety side rails when leaving a patient. Ensure no 
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Transfer and Transport of Patient 6
6.1 Transfer

the mattress to maximum pressure and ensure that the bed is well-positioned and steady.

6.2 Transport
Use Max. Inflate mode to inflate the entire mattress to maximum pressure. After the 

coupling of the mattress from the air outlets of the power unit. Then connect the two quick 

hours.
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Cleaning and Disinfection7
7.1    General Guidelines

• Always unplug the power cord before cleaning or disinfecting to avoid electric shock.
• Do not immerse the control unit in water or any liquid.
• Use a soft cloth dampened with mild detergent or approved disinfectant.
• 
• Always wear gloves and protective equipment during cleaning.

7.2    Control Unit
7.2.1 Cleaning

Dry all surfaces completely with a clean soft cloth.

7.2.2 Disinfection

Allow the surface to air dry completely before reuse.

7.3    Mattress
7.3.1 Cleaning

Wipe cleaned areas with soft dry cloth.

detergent.
Always follow the treatment on the washing instruction label.

creases.

7.3.2 Disinfection

Allow to air dry fully before reuse.

7.4   Air Filter – Cleaning

Wipe cleaned areas with soft dry cloth.

CAUTION!

• 
between patients. Any contaminants should be disposed of according to local or 
facility biohazard waste guidelines.

• 
• The coverlet must be replaced if its water-resistant properties are lost.



22

Instructions for Use | Anti-Decubitus Air Alternating Pressure Mattress System AVA Cure

Problem  Control Procedure Possible Solution

correctly connected to the air outlets 
of power unit. coupling.

correctly closed. valve.

the tubes and the mattress manifold. 

the mattress. components with abnormal air loss 
using authentic replacement parts.

into the mattress. 
on the power unit. level level until the correct support 

pressure is achieved.

malfunctioning.
the power cord. 

distributor for technical service.

plug into the proper socket. power unit into an appropriate 
socket and turn the power on. 

properly connected to the power unit. the power unit and turn the power 
on.

not damaged. power cord set.

to the control procedures listed 
above. distributor for technical service.

cannot power on. burned out. distributor for technical service.

working correctly. distributor for technical service.

Troubleshooting8

If the troubleshooting procedures do not return the system to normal performance, stop 
using the system immediately and contact the authorized distributor for technical service.
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Troubleshooting8

NOTE

• The above alarm scenarios are categorized as medium priority according to IEC 

•

•
meter from the alarm speaker.

CAUTION

•
area poses potential hazards.

be reset upon power restoration.
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Technical Data9

Power unit 

Mattress 

Electrical Class..............................................................................Class I

Applied Part................................................................Type BF mattress
IP Code................................................................................IP22

Material of Air Cells............................Nylon with TPU lamination material

Disposal of old electrical and electronic equipment - valid in the 

This symbol indicates that the product and its battery must not be 
disposed of with household waste. Please take them to appropriate 
collection points for recycling in accordance with local regulations.
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Technical Data9

 
S2109-2010
S2109-2020
S2109-2030
S2109-2040
S2109-2010/36" x 80"
S2109-2020/42" x 80"
S2109-2030/36" x 84"
S2109-2040/42" x 84"

TDX

500g/24H/M2

6"/20 CELLS

S2109-2010/10I
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EMC Declaration10

Declaration of Conformity 
For EN 60601-1-2 (4.1th Ed.) 

Company Name: Carilex Medical, Inc. 

Company Address: No. 77, Keji 1st Road, Guishan District, Taoyuan City 33383, Taiwan, 
R.O.C. 

Product Name: Air Pump 

Model No.: SR397 

Series Model: SR361, SR362, SR363, SR366, SR3B1, SR310, SR311, SR338, SR353 

Report Number: ETC 25-10-RBO-038 

Power Supply: 100-120Vac 60Hz 0.2A 
 

Recommended separation distances between  
portable and mobile RF communications equipment and the ME equipment 

The Air Supply is intended for use in an electromagnetic environment in which radiated RF disturbances are controlled. The 
customer or the user of the Air Supply can help prevent electromagnetic interference by maintaining a minimum distance between 
portable and mobile RF communications equipment (transmitters) and the Air Supply as recommended below, according to the 
maximum output power of the communications equipment. 
 
Rated maximum output power 

of transmitter 
W 

 

Separation distance according to frequency of transmitter  
m 

 
150 kHz to 80 MHz 

 

d=

1

5,3

V
P  

 
80 MHz to 800 MHz 

 

d=

1

5,3

E
P  

 
800 MHz to 2.5 GHz 

 

d=

1

7

E
P  

0.01 0.1 0.1 0.2 
0.1 0.4 0.4 0.7 
1 1.2 1.2 2.3 

10 3.7 3.7 7.4 
100 11.7 11.7 23.3 

 
Declaration – electromagnetic emissions 

The Air Supply is intended for use in the electromagnetic environment specified below. The customer or the user of the Air 
Supply should assure that it is used in such an environment. 

Emissions test Compliance Electromagnetic environment - guidance 
RF emissions 
CISPR 11 

Group 1 
The Air Supply uses RF energy only for its internal function. Therefore, its RF emissions 
are very low and are not likely to cause any interference in nearby electronic equipment. 

RF emissions 
CISPR 11 

Class B 
The Air Supply is suitable for use in all establishments, including domestic 
establishments and those directly connected to the public low-voltage power supply 
network that supplies buildings used for domestic purposes. Harmonic emissions 

IEC 61000-3-2 
Class A 

Voltage fluctuations/ 
Flicker emissions 
IEC 61000-3-3 

Complies 
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EMC Declaration10

Declaration – electromagnetic emissions and immunity –  
for EQUIPMENT and SYSTEMS that are use in the professional healthcare facility 

environment or in the home healthcare environment 
The Air Supply declaration – electromagnetic immunity 

The Air Supply system is intended for use in the electromagnetic environment specified below.  
The customer or the user of the Air Supply system should assure that it is used in such an environment. 

Immunity test IEC 60601 test level Compliance level Electromagnetic environment - guidance 
Conducted RF 
IEC 61000-4-6 

3 Vrms ; 6 Vrms 
150 kHz to 80 MHz 

3 Vrms ; 6 Vrms 
150 kHz to 80 MHz 

Portable and mobile RF communications equipment should be 
used no closer to any part of the EQUIPMENT or SYSTEM 
including cables, than the recommended separation distance 
calculated from the equation applicable to the frequency of the 
transmitter. 
Interference may occur in the vicinity of equipment marked 
with the following symbol. 

 

Radiated RF 
IEC 61000-4-3 

3 V/m ; 10V/m 
80 MHz – 2.7 GHz 
80% 

10V/m 
80 MHz – 2.7 GHz 
80% 

Proximity fields 
from RF wireless 
Communications 
equipment 
IEC 61000-4-3 
 

27 V/m 385 MHz 27 V/m 385 MHz 
28 V/m 450 MHz 28 V/m 450 MHz 
9 V/m 710 MHz 9 V/m 710 MHz 

745 MHz 745 MHz 
780 MHz 780 MHz 

28 V/m 810 MHz 28 V/m 810 MHz 
870 MHz 870 MHz 
930 MHz 930 MHz 

28 V/m 1720 MHz 28 V/m 1720 MHz 
1845 MHz 1845 MHz 
1970 MHz 1970 MHz 

28 V/m 2450 MHz 28 V/m 2450 MHz 
9 V/m 5240 MHz 9 V/m 5240 MHz 

5500 MHz 5500 MHz 
5785 MHz 5785 MHz 

Declaration – electromagnetic immunity 

The Air Supply system is intended for use in the electromagnetic environment specified below. 
The customer or the user of the Air Supply system should assure that it is used in such an environment. 

Immunity test IEC 60601 test level Compliance level Electromagnetic environment - guidance 

Electrostatic 
discharge (ESD) 
IEC 61000-4-2 

±8 kV contact 
±2 kV , ±4 kV , ±8 kV , ±15 kV 
air 

±8 kV contact 
±2 kV , ±4 kV , ±8 kV , ±15 kV 
air 

Floors should be wood, concrete or ceramic 
tile. If floors are covered with synthetic 
material, the relative humidity should be at 
least 30 %. 

Electrical fast 
transient/burst 
IEC 61000-4-4 

±2 kV for power supply lines 
±1 kV for input/output lines ±2 kV for power supply lines 

Mains power quality should be that of 
professional healthcare facility or home 
healthcare environment. 

Surge  
IEC 61000-4-5 

±0.5 kV 
±1 kV differential mode 
±2 kV common mode 

±0.5 kV 
±1 kV differential mode 
±2 kV common mode 

Mains power quality should be that of 
professional healthcare facility or home 
healthcare environment. 

Voltage dips, 
short 
interruptions and 
voltage 
variations on 
power supply 
input lines 
IEC 61000-4-11 

0 % UT ; 0 , 5 cycle 
At 0o , 45o , 90o , 135o , 180o , 
225o , 270o and 315o 

0 % UT ; 1 cycle 
and 
70 % UT ; 25/30 cycle 
Single phase: at 0o 

0 % UT ; 0 , 5 cycle 
At 0o , 45o , 90o , 135o , 180o , 
225o , 270o and 315o 

0 % UT ; 1 cycle 
and 
70 % UT ; 25/30 cycle 
Single phase: at 0o 

Mains power quality should be that of 
professional healthcare facility or home 
healthcare environment. 
If the user of the EQUIPMENT or SYSTEM 
requires continued operation during power 
mains interruptions, it is recommended that 
the EQUIPMENT or SYSTEM be powered 
from an uninterruptible power supply or a 
battery. 

Power frequency 
(50/60 Hz) 
magnetic field 
IEC 61000-4-8 

30 A/m 30 A/m 

Power frequency magnetic fields should be at 
levels characteristic of a typical location in 
professional healthcare facility or home 
healthcare environment. 

Proximity 
Magnetic Field 
IEC 61000-4-39 

30 kHz (8 A/m) 
134.2 kHz (65 A/m) 
13.56 MHz (7.5 A/m) 

30 kHz (8 A/m) 
134.2 kHz (65 A/m) 
13.56 MHz (7.5 A/m) 

Proximity magnetic fields quality should be 
that of professional healthcare facility or 
home healthcare environment. 

 



；


