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A. Introduction
Thank you for your selection of Carilex VT Canister for use in negative pressure wound 
therapy (NPWT). Carilex NPWT is intended to transfer negative pressure from Carilex VT 

PLEASE READ THESE INSTRUCTIONS FOR USE CAREFULLY BEFORE USING THIS 
DEVICE.

B. Intended Purpose
Carilex ”Negative Pressure Wound Therapy System” (NPWT) is indicated for patients who 

be used only with the Carilex components: dressing kits and pump.

Intended users: Medical practitioner (Clinician use only)
Intended patient populations: No restriction in patient population.
Use environment:

Indications:
• Traumatic
• Dehisced wounds
• Partial thickness burns

• Acute wounds
• Flaps and grafts

Contraindications:
Patients with the following conditions:

• Presence of necrotic tissue
• Malignancy (except for quality of life reason for terminal patients) 
• 
• Use over anastomotic sites
• Untreated osteomyelitis
• 

Relative Contraindications
• Ischemic wounds
• Ongoing infection 
• Fragile skin 
• Adhesive allergy

patient comfort and tolerance.
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C. Precautions
Precautions should be taken for patients with the following conditions:
• 

be treated with caution. These patients are at an increased risk for bleeding and 
bleeding complications and should be treated and monitored by properly trained medical 
caregivers in a controlled setting.

• 

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

• 
increased 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. Sharp edges from bony fragment may puncture blood 

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

• 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 frequent dressing 

signs of increased infection or sepsis.
• 

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

D. General Precautions for all indication for use

ensure that the use of the Carilex VT is an appropriate therapy.

NOTE: 

CAUTION: 

CAUTION: DO NOT re-use the VT Canister to avoid the cross infection. 

CAUTION: Unapproved stop the therapy risks to patients because they have not been 
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NOTE: 
administrative and/or local government policy.

E. Warnings
The following Warning statements describe the potential for serious consequences to the 

• Physician should consider the patients' size and weight when prescribing this device. 

• 
near vagus nerve (bradycardia) shall be treated with care. 

• The device is not safe for use with an MRI or PET scan and must be disconnected from 
the patient prior to MRI or PET scan.

• 
gases. Patient dressing may remain in place when disconnected from the unit.

• 

be completely disconnected from the patient. Be especially vigilant about removing 
wound dressing if defibrillation is required in the area of dressing placement. Failure 
to remove the dressing may inhibit transmission of electrical energy and/or patient 
resuscitation.

• Residues of gauze/foam that may increase the risk associated with wound infection 

carefully removed from the wound and the entire wound bed. Upon removal of the 

• 
dressings.

• Ensure that there are no pockets left in the wound after application of the dressings.
• 

patient and the wound must be inspected regularly for signs of increased infection or 
sepsis.

• 

• A delay in the patient's care that may increase the risk associated with wound infection 
and bleeding. Please contact your caregiver when the dressing apply on the wound 
more than 48-72 hours.

• 

without the Carilex VT Dressing Kits.
• 

prior to application of the Carilex VT Dressing Kits.
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• Patients with increased risks of bleeding due to having weakened or friable blood 

fatal. 
• Infected tissue such as blood vessels may have a weakened structure and have to be 

treated with care. Infected blood vessels may bleed more readily than normal blood 
vessels.

•
• Patient tripped over the tube that may increase the risk associated with wound bleeding. 

•

F. Install the Canister
• Always make sure the canister is properly inserted and hear "click" for proper 

engagement. 

• Check tubing connectors to ensure they are fully engaged and locked.
• And must remain in an upright position during use.

S1001 series S1002 series

S1004 series

NEGATIVE PRESSURE W
OUND THERAPY
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G. Change the Canister
• The canister has to be changed on the basis of a visual check or according to the 

instructions on the display.
•

will be triggered and the message indicator "canister full" will be displayed on the display 
panel.

• Do not pull the tubing of the canister horizontally to avoid the breaking of the suction inlet 
on the canister.

• 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 uses or 
otherwise as needed

NOTE: DO NOT re-use the canister to avoid the cross infection.

H. Additional Symbols to the Safety Information
Consult instruction 
for use Quantity per pack Batch code

Single use only Country and date of 
manufacture

Do not use if 
package is damaged 
or open

Unique Device Manufacturer Use-by date

Medical Device

USA Federal law 
restricts this device 
to sale by or on the
order of a physician

Catalogue Number

Authorized 
Representative in
the European 
Community

Temperature limit
Declaration of 
Conformity to MDD 
93/42/EEC

Model Number

S1004 seriesS1001 & S1002 series

UDI

MD

#
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L. VT Caniseter
S1001-6020 Canister for VT 100 - 500ml lock
S1001-6040 Canister for VT 100 - 1000ml lock
S1001-6060 Canister for VT 100 - 300ml lock
S1001-6100 Canister for VT 100 - 300ml luer lock
S1001-6110 Canister for VT 100 - 500ml luer lock
S1004-6010 Canister for VT One - 150ml
S1004-6030 Canister for VT One - 150ml Luer Lock

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

Recommended environmental conditions:
• For Operating Conditions

Temperature range: 5°C (41°F) to 40°C (104°F) 
Relative Humidity range: 15% to 90%

• For Transport Conditions
Temperature range: -25°C (-13°F) to 70°C (158°F) 
Relative Humidity range: 0% to 90%

USA Federal law restricts this device to sale by or on the 
order of a physician.

Emergo Europe B.V. 
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