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

These Instructions for Use are intended exclusively for devices with the 

Powered Suction Pump with Canister

The serial number is shown on the label on the rear of the power unit.

of the device documentation. Do not share this device with a third party 
without including these Instructions for Use.

The end page of these Instructions for Use shows the current document 
edition.

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

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

prevail. 

prior written approval from Carilex Medical Inc.

Device 

Validity of the 
documentation

Subject to change

Translations

Copyright

About This Document
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Emergo Europe B.V.

If the user or/and patient occur any serious incident in relation to 
the device should be reported to Carilex and European Authorized 

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

you or your patients.

Sales and  
service

About This Document
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The named groups of persons in these Instructions for Use are as 
follows.

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

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

Users are fully responsible for the safe and correct use of the device. A 
review of the functions must be carried out and the proper conditions of 

use.

These authorized persons are skilled personnel who may be employees 

• 

• Carry out their activity on the basis of professional work experience 

• Are able to detect possible hazards during work.

appropriate approvals.

Patients are persons in need of care and who use the Powered Suction 
Unit for therapy or care purposes.

A lay operator is a person without relevant specialized training. The 
lay operator should contact the manufacturer or manufacturer's 

 
System; or

 To report unexpected operation or events.

Important Notes for Safe Use

Named groups 
of persons

1
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Note that the medical device should only be used by persons who have 
been trained in the operation and the intended purpose of the device.
 

Training on how to use the device must be carried out by qualified 

with the Instructions for Use.

The device may be used only if the operator has released it for 
therapeutic or care use and if the transfer was carried out properly and 
under the supervision of authorized personnel.

use of the device.

The maintenance and/or repair of the equipment or parts must be 
carried out only by an authorized service agent.

A review of the functions must be carried out and the proper condition 

for use by patients.

guidance.

personnel or it is not operated as described in these Instructions for 
Use.

In order to comply with the regulations of accident prevention and to 

• The device must be thoroughly cleaned and disinfected before the 

• 

operator.
• 

understands the operation and use of the device for therapy or care 
purposes.

Device approval

Important Notes for Safe Use1

the user

Training on 
the device
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The nature of hygiene measures is determined by the use environment of 
the device.

• 

out on the product or parts only by appropriately qualified personnel 
who are familiar with relevant hygiene  regulations.

• 
personnel may clean the device.

The Instructions for Use are an integral part of the device and must  be 
stored in a place so that the safety instructions and other important 
information are accessible at any time and can reviewed by users.
Do not pass the device to a third party without these Instructions for Use. 
Using the edition version as a guide always ensures that the current and 
valid Instructions for Use document is supplied with the  device.

its intended purpose.

No restriction in patient population. 

• Traumatic
• Dehisced wounds
• Partial thickness burns
• 

leg ulcers
• Acute wounds 
• 

• Presence of necrotic tissue
• 
• 
• Use over anastomotic sites

measures

to provide 
information

Important Notes for Safe Use1



Instructions for Use | Carilex VT 200

• Untreated osteomyelitis
• 

• Ischemic wounds
• 
• 
• Adhesive allergy

The following statements describe medical conditions that may require  special  
care to be exercised by a practitioner for the safe and effective use of the 
Powered Suction Unit.
1. 

Patients on anticoagulation medicine or who have active bleeding or who 
have difficult wound hemostasis should be treated with caution. These 
patients are at an increasing risk for bleeding and bleeding complications 
and should be treated and monitored by properly trained medical caregivers 
in a controlled setting.

wound site and/or are exposed and/or are near the skin surface should 
be properly protected prior to initiating NPWT. Patient with infections in 
the wound and or other parts of the body have to receive proper systemic 
treatment.

These patients are at an increasing risk for bleeding and bleeding 
complications and should be treated and monitored by properly trained 
medical caregivers in a controlled setting.
Bone fragments or sharp edges

to cover the bony fragments and protect the wound area and other areas 
from bleeding.

5. Infected wound
Patient with infections in the wound and or other parts of the body have 
to receive proper systemic treatment. Infected wounds may need more 

must be inspected regularly for signs of increased infection or sepsis.
6. 

number of monitoring during the treatment as well as inspection for 
displacement of dressings.

7. 

1 Important Notes for Safe Use
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1 Important Notes for Safe Use

1. It is important that a physician or other qualified healthcare provider 
evaluates the patient to ensure that the use of the Powered Suction Unit is 
an appropriate therapy.

should take medical standard operating procedure precautions against 
infection control.

Change the dressing if the pump has stopped for more than two hours.
5. 

NOTE
This product is for use only by individuals who have been adequately 
trained in using NPWT devices and who have had medical training in 

The following caution statements describe the potential for serious 

result in death or injury of the patient.
1. Physician should consider the patients' size and weight when 

elderly patients should be closely monitored for fluid loss and 
dehydration.

chamber and must be disconnected from the patient prior to entering 
the chamber.

provided there is no electrical connection between the patient and the 

from the patient. Be especially vigilant about removing wound dressing 

remove the dressing may inhibit transmission of electrical energy and/
or patient resuscitation.

5. 
wound infection and bleeding. To prevent unintentional gauze/foam 

bed should be cleaned in accordance with standard wound care 

dressing.
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6. 

therapy and/or dressings.
7. Ensure that there are no pockets left in the wound after application of 

the dressings.

bleeding. Please properly protect the wound site prior to initiating 
NPWT.
Apply the device over the unexplored an ischemia of soft tissue that 
may increase the risk associated with ischemic fasciitis. Please check 
the contraindications and properly protect the wound site prior to 
initiating NPWT.
Dressing does not be sealed that may increase the risk associated with 
wound infection. Please put the pump carefully in the carrying bag or 

11. Strangulation resulting from canister or dressing tube.

proximity to the vagus nerve.
Care should be taken if a patient has a spinal cord injury (potential  for 
stimulation of the sympathetic nervous system.

15. Use of NPWT presents a risk of tissue ingrowth; users should be 

16. This Powered Suction Unit

17. Unapproved stop the therapy risks to patients because they have 
not been evaluated by the physician for wound assessment. Without 

whether the wound is infection or worsened. Do not stop the therapy by 

Any and all applications outside of the conditions specified above is 
regarded as improper. The user and the operator respectively are 
exclusively liable for any damage resulting from improper use of the device.

1. 

including cables specified by the manufacturer. This could result in 
improper operation and/or degradation of the essential performance of 
this equipment.

Important Notes for Safe Use
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1 Important Notes for Safe Use

The compliance statement of emission class and group and immunity 

1. 
battery pack intended to be changed only by service personnel using a 
tool.

incorrect replacement would result in an unacceptable risk.
A warning indicating that replacement by inadequately trained 
personnel could result in hazard.
Do not modify this equipment without authorization of the 
manufacturer.

The manufacturer confirms the conformity of the product with regards 
to general safety and performance requirement in accordance with 

The device meets the Safety and EMC requirements of the following 
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1 Important Notes for Safe Use

The manufacturer guarantees the safety and correct functioning of the 

• The device is used for the intended purpose and maintained only in 
accordance with the information provided by these Instructions for 
Use.

•
Manufacturer are used.

• No structural changes are made to the device.
• Inspections and maintenance work are carried out by certified 

The safety instructions in this Instructions for Use are marked with 

Describes a situation that could lead to property damage.

Means application tips and useful information.

Warning of damage to equipment surfaces

Advice to wear safety goggles

Advice to wear safety gloves

Advice to wear mouth and nose protecton.

Warranty terms 
and conditions
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E300029

2460

Additional symbols to the safety information are those listed below

Manufacturer Country and date of 
manufacture

the European Community 

Catalogue Number

Serial  Number Medical Device 

Declaration of Conformity to 

Adapter
Waste Electrical and Electronic 

Protected against ingress of 

diameter. Protected from water 
spray less than 15 degrees 
from vertical

Temperature limit

device from Magnetic resonance 

device to sale by or on the 
order of a physician.

Packaging unit 

Model Number Consult instructions for use

TW

issued by the manufacturer.

Check function of the unit prior to each use.
Never connect the power supply adapter to defective power sockets.

cover the power supply adapter.

#

1 Important Notes for Safe Use
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1 Important Notes for Safe Use

       If the power cord or plug are defective;
       If the device is not functioning properly;
       If the device has been damaged/dropped;
       If the device has been dropped into water;
       If obvious defects might restrict safe operation

The Powered Suction Unit must be placed carefully and securely at the 
patient's bedside with optional VT accessories. An optional carrying bag is 

trained caregiver to determine if the patient's condition allows for mobile 
use.

disinfected or a new carrying bag is used.
The Powered Suction Unit must never be used to remove explosive gases 

The unit must not be operated in damp rooms or when taking a bath or 
shower.
Avoid moisture on plug and switches. Never plunge the unit into water or 

The unit must not be operated in splash water range or in locations where 
there is a danger of explosion.

charging.
Pay attention to the ambient conditions described in the technical data. If 
the unit is operated at ambient temperatures outside the stated temperature 

unit or the electronics and battery may get damaged.

defects at regular intervals. Please refer to the service manual.

power supply adapter before cleaning and maintaining unit.

from children and pets as they can damage the dressing and therapy unit 

to ensure therapy unit is not pulled into a tub or sink where it may become 
submerged.

The unit must be used only with a genuine collection canister.

The touching live parts can result in a burn by an electric shock. Check 
for damage of the plug and the main power cable of the power unit before 
connecting.
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Delivery and Storage

The Powered Suction Unit is supplied with 
sturdy cardboard packaging. All packaging 

C a t a l o g u e 
number

Model Spec.

VT
NPWT purpose

VT VT

• The completeness of the delivery
• The delivery status of the device

The Powered Suction Unit is delivered with the 

1.

External AC Adapter
Instructions for Use

If the delivery is incomplete or the device and/or 

the carrier as well as the distributor.

outlet.

•

hPa
•

should be covered with a dust protector 
and the battery needs to be recharged 

Storage of the Powered Suction Unit
•
•
•
•
• Properly store in its box
• D o  n o t  s t o r e  w i t h  o t h e r 

equipment

1 2

2
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Powered unit 
The power unit 1  is used as the housing 
for the compressed air unit as well as the 

• A control panel  with buttons to turn unit 

• Display panel  for information.
• Canister 

Power cord and charge 5
Select the correct AC adapter plug for your 
country then plug into the main outlet.

3

When changing to a di fferent AC 

s o u n d  w h e n  t h e  p l u g  i s  f i r m l y 

cause power failure.

NOTE
Please read the instruction for use prior 

North America
China
Japan

Australia

Singapore

Europe
South America

1

5
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3

Carilex Powered Suction Unit is a Negative 
Pressure Wound Therapy device that has 
been prescribed by your healthcare provider. 
This device has shown that it may help 

the pump. 
The suction of the pump will help remove 
excess fluids from the wound. A special 
dressing will be placed onto your wound 
by healthcare professional and tube will be 
connected from your wound to the canister 
on the pump. After the dressing and tube are 

Powered Suction Unit and set to the pressure 
setting that is prescribed by your healthcare 
provider. The canister will then collect excess 

3.2.1 

(e

The vacuum air suction pump in the power 
unit sucks the air from the wound through 
the connecting tube and dressing to create a 
negative pressure environment in the wound.

therapy unit will apply negative continuously.
Default pressure for continuous mode is 

therapy unit changes between a high and low 

  Battery status

 Battery cannot charge. Please 
       contact your distributor for service.

  Charging
  Panel locked
  Error indicator
  The machine is running
  Call for service
 Battery malfunction but still working
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NOTE

properly.

Charging instruction for battery
Select the correct AC adapter plug for your country. Connect the power 
supply adapter to the AC main outlet and open the protective rubber 

to do so will cause power failure. Upon initial receipt of the Powered 

hours in order to create optimum battery memory and maximize the 
number of charging cycles over the lifetime of the battery.

The battery must be fully charged prior to first use of the Powered 
Suction Unit. If therapy unit is in warehouse / inventory and not used 

depending on the run time of the therapy unit and through extended 
periods of inactivity.

Storage and usage of the battery must be within the temperature ranges 

The pump can stil l be charged when the battery is broken or 

pump under these circumstances.

4
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NOTE

functioning.

NOTE
Dispose of the battery according to local or facility guidelines.

collection sites according to national or local regulations.

Always make sure the canister is properly inserted. You will hear a 

from solid / fluid substances by a hydrophobic membrane integrated 

must be replaced.

visual indicators will be triggered and the  message indicator "canister 
full" will be seen on the display panel. To avoid breaking of the suction 

The collection canister is to be properly discarded when full; it must be 
replaced after every patient use. The canister should also be inspected 
and replaced weekly or between patient users or otherwise as needed.

NOTE

canister to avoid the cross infection in between patients.

•
entanglement and strangulation.

• Choking hazard caused by small parts being inhaled or swallowed. 
Identify any loose or detached small parts and keep them away from 
children.

• Identify any rubber or latex potential allergic reactions to materials 
used  in the equipment.

•
contact with the equipment.
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• Protection against strangulation or asphyxiation. A medical professional 

shall provide the means to control the risk of strangulation and 
asphyxiation of the patient and others by routing wires appropriately.

dressings.

wound cleaning prior to applying the dressing.

to the facility protocol or physician’s order.

properly.

dressing kits.

4.4

• Precautions to be taken in the event of changes in the performance of 
the equipment.

• Precautions to be taken regarding the exposure of the equipment to 
reasonably foreseeable environmental conditions.(e.g. magnetic and 

• Information about medicinal substances that the equipment is designed 

• Information about medicinal substances or blood products incorporated 
into the equipment as an essential part.

• The accuracy of equipment with a measuring function. 
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1 Canister for VT
Canister for VT
Canister for VT
Canister for VT

5 Canister for VT

1

5
6
7

11

• Damage to the power cord and plug
• Damage to the pump
• Complete of the packaging
• Battery status

Insert the canister into the Powered Suction Unit connecting port.
Make sure the level marker of the canister on the Powered Suction Unit 
is on the same side as the display screen of the pump.

Touching live parts can result in a death or serious injury by an electric 
shock. Check for damage to the plug and the main power cable before 
connecting.
• Do not use damaged components.
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1. Power 
Press 

 button it 

 button to return to the main menu.
Arrow up 

 to select 

Press  button to 
 to stop 

the therapy.

unlock.

1. Turn on the unit

1. 
 key if you 

Use  keys to move the cursor to the prescribed therapy mode and 
press 

1. Press 

 Press  to start the therapy.
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1. Press 
 to 

Press  
minutes. Default time for high pressure is 5 minutes. Press  to 

Press 
     

Press 
 to 

1. 

 to stop. Press                                           
 again to restart.

press  to go back to the 
original setting.

displayed for 5 seconds. 
5. 

the device may apply higher pressure than the intended value and 
may cause bleeding and blood loss. If the device stops working  or 

contamination of the wound.

the device may apply higher pressure than the intended value and may 
cause loss of soak functionality.

the device may apply lower pressure than the intended value and may 
cause over soak to induce contamination of the wound.
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Press  to mute the pump when acoustic signals occur.
 to 

adjust the pressure level.
 to 

adjust the pressure level.
Press  two times to go back to therapy mode selection menu.

The Powered Suction Unit is made from various electronics and 

local governing guidelines regarding appropriate and proper disposal 
procedures of the device components.

to the environment and public health.

The canister has to be changed by visual check or according to the 
instructions on the display.

visual indicators will trigger and the message "canister full" will  show on 
the display panel.
Do not pull the canister tubing horizontally to avoid the breaking the 
suction inlet on the canister.
Properly discard the collection canister when full; it must be replaced 

1. Wash hands and wear disposable gloves.

then disconnect the canister connector from the dressing.
Detach the full canister. Discard the used canister by following local 
governing guidelines.

5. 
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6 Error Indicators

Error Message Display Possible causes

Dressing is not tight. 
Tu b e  i s  n o t  w e l l 
connected or leakage 
o c c u r r e d  i n  t h e 
dressing.

Press 
the power suction pump.
Check the system for leakage. Turn 
on the power suction pump again 
after leakage issue is resolved.

Blockage
Tubing is kinked or 
c l i p  c l osed .  Tube 
clogged.

Press  to continue therapy. 
Check the system for blockages. 
If the blockage issue is still not 

happen again.

Canister full
Press 
the power suction pump. 

Battery low

Press 
the acoustic signal. The remaining 

minutes.

Charge the battery.
The visual symbol blinks and the 
acoustic signal will be activated until 
the battery is empty.

Call for
Service Motor

Press 
the power unit.
Contact  your author ized local 
distributor for assistance.
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7 Application of the Negative Pressure Wound Therapy

The components of the Negative Pressure Wound Therapy are not 
supplied in a sterile condition. Clean and disinfect the components 

VT dressing from the wound site and replace it with traditional wound 
dressing.

Do not leave the idle Powered Suction Unit with dressing in the wound 
site for more than one hour to avoid risk of cross contamination.

Check the dressing checked regularly to avoid blockage and leakage.

A loose power cord may cause tripping and serious injury. Make sure 
any cords and tubing is safely stowed.
                                                  

Improper use of the Powered Suction Unit may cause pain and injury to 
the patient. Excessive negative pressure or an infection of the wound 
may cause pain and injury to the patient.

Basic cleaning
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8 Disinfection and Cleaning

the entire Negative Pressure Wound Therapy unit must be completed 

expert prior to disinfection and cleaning.

Standard Precautions are designed to reduce the risk of cross 
contamination of microorganisms from both known and unknown 

mucous membranes.

medical waste disposal regulations. Improper disposal may run the risk 

Water has a high electrical conductivity. Contact with liquid under 

• 
• Unplug it from the power socket.

The contact with contaminated cleaning fluids can cause infections. 
Disinfectants can contain harmful substances.
Please follow the Instructions for Use of the manufacturer of the 
disinfectant and the hygiene of the operator during the disinfection and 

• Safety glasses.
• Protective gloves.
• Mouth and nose protective.

Parts of the Negative Pressure Wound Therapy device are made of 
plastic. Solvents can damage plastic and coatings. Strong acids or 
alkalis can cause them to become brittle. 
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8 Disinfection and Cleaning

Notify the operator about the measures which apply to Negative 
Pressure Wound Therapy and the hygiene directives for disinfection. 
The disinfection of the Negative Pressure Wound Therapy device or 
parts of it can be performed only by cleaning experts who are familiar 
with the hygiene requirements of the institution.

Please follow the procedure required by your local health authority.

•
• Cleaning
• Controls

Wear surgical gloves and surgical mask.

Wipe the surfaces with disinfection.

instructions.

disinfection.
Wipe the surfaces with a clean soft cloth and clear water.
Dry all the surfaces with a clean soft cloth.

Check the function of the power unit.

requirements of 
the operator

Disinfection 
procedures

Please follow hygiene control regulations of your local 
government authority.
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9 Care and Maintenance

The operator must check the condition of the Negative Pressure Wound 
Therapy for each use; during use by patients; and at least once in a 

• 
markings.

• Condition of the compressed air hoses and connections.
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10 Troubleshooting

function

plugged into wall outlet socket

adapter to the electrical outlet to 
recharge battery

Setting mode.

performance

kinked or the clip is engaged check the system for blockages.

properly. Seal dressings properly.

suction unit is not more than one 
meter above the wound height of wound

check the system for blockages. 

dressing kit or pressing       
to start the suction at full speed to 
clear the blockage.

 The blockage removal function 
is designed to aid the removal 
of blockage. Due to the varying 

this function may not guarantee 
complete and successful removal of 
any blockage.

 The blockage removal function 

which may cause excessive 
bleeding. Please consult with the 
physician prior to activating the 
blockage removal function.

system immediately and contact the authorized distributor for technical service.
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11 Technical Data

Medical device.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .Class I Ib 

The NPWT must be decontaminated before disposal.

This symbol on the product or on its packaging indicates that this 

should be taken to the appropriate place of disposal for the recycling of 
electrical waste and electronic equipment.

Powered
Suction pump

AC Adapter
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12 EMC Declaration

Declaration of Conformity 
For EN 60601-1-2 (4th Ed.) 

Company Name: Carilex Medical, Inc. 

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

Product Name: NPWT, Powered Suction Pump 

Model No.: 100, , -i 

Report Number: ETC 22-08-RBO-034 

Power Supply: 1) 100-240Vac 50-60Hz or 50/60Hz…External AC Adapter 
2) 7.2Vdc…………………………..…Internal Li-Ion Battery Pack 

 
Recommended separation distances between  

portable and mobile RF communications equipment and the ME equipment 
The Powered Suction Pump is intended for use in an electromagnetic environment in which radiated RF disturbances are 
controlled. The customer or the user of the Powered Suction Pump can help prevent electromagnetic interference by maintaining 
a minimum distance between portable and mobile RF communications equipment (transmitters) and the Powered Suction Pump 
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 Powered Suction Pump is intended for use in the electromagnetic environment specified below. The customer or the user of 
the Powered Suction Pump should assure that it is used in such an environment. 

Emissions test Compliance Electromagnetic environment - guidance 
RF emissions 
CISPR 11 Group 1 

The Powered Suction Pump 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 Powered Suction Pump 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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12 EMC Declaration

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 Powered Suction Pump declaration – electromagnetic immunity 

The Powered Suction Pump system is intended for use in the electromagnetic environment specified below.  
The customer or the user of the Powered Suction Pump 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 Powered Suction Pump system is intended for use in the electromagnetic environment specified below. 
The customer or the user of the Powered Suction Pump 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital environment. 
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1. 

Do not remove a cell or battery from its original packaging until required for use.
Do not subject cells or batteries to mechanical shock.

seek medical attention.
5. 

device.
6. Seek medical advice immediately if a cell or battery has been swallowed.
7. 

Wipe the cell or battery terminals with a clean dry cloth if they become dirty.
Secondary cells and batteries need to be charged before use.

cells or batteries several times to obtain maximum performance.
11. 

 Do not use any cell or battery which is not designed for use with the equipment.
15.  Battery usage by children should be supervised.
16.  Always purchase the battery recommended by the device manufacturer for the 

equipment.
17.  Do not leave a battery on prolonged charge when not in use.

 Use only the cell or battery in the application for which it was intended.

Dispose of properly.
       



；
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1) 100-240Vac 50-60Hz 1.5A (for GTM91120-3010.5-1.4-T2) or

2) 100-240Vac 50/60Hz 1.0-0.6A (for GMPU30UI-2)
1) 9.1Vdc 3.3A 

2) 9.1Vdc 3.29A
1) GlobTek GTM91120-3010.5-1.4-T2 or

2) GMPU30UI-2
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Declaration of Conformity 
For EN 60601-1-2 (4th Ed.) 

Company Name: Carilex Medical, Inc. 

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

Product Name: NPWT, Powered Suction Pump 

Model No.: 100, , -i 

Report Number: ETC 22-08-RBO-034 

Power Supply: 1) 100-240Vac 50-60Hz or 50/60Hz…External AC Adapter 
2) 7.2Vdc…………………………..…Internal Li-Ion Battery Pack 

 
Recommended separation distances between  

portable and mobile RF communications equipment and the ME equipment 
The Powered Suction Pump is intended for use in an electromagnetic environment in which radiated RF disturbances are 
controlled. The customer or the user of the Powered Suction Pump can help prevent electromagnetic interference by maintaining 
a minimum distance between portable and mobile RF communications equipment (transmitters) and the Powered Suction Pump 
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 Powered Suction Pump is intended for use in the electromagnetic environment specified below. The customer or the user of 
the Powered Suction Pump should assure that it is used in such an environment. 

Emissions test Compliance Electromagnetic environment - guidance 
RF emissions 
CISPR 11 Group 1 

The Powered Suction Pump 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 Powered Suction Pump 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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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 Powered Suction Pump declaration – electromagnetic immunity 

The Powered Suction Pump system is intended for use in the electromagnetic environment specified below.  
The customer or the user of the Powered Suction Pump 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 Powered Suction Pump system is intended for use in the electromagnetic environment specified below. 
The customer or the user of the Powered Suction Pump 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital 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 a 
typical commercial or hospital environment. 
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