Negative Pressure Wound Therapy System 2 ®
VT Canister Ca rl I @(

Instructions for Use

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
device to the wound site to promote active fluid removal.

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
would benefit from wound management via the application of negative pressure for removal
of fluids and excess exudates, irrigation fluids, infectious material, and tissue debris which
may promote wound healing. To help provide safe and effective use, Carilex canister is to
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: Carilex "NPWT” is intended to be used in hospitals, clinics, nursing
home, elderly homes.

Indications:
» Traumatic
» Dehisced wounds
» Partial thickness burns
» Chronic wounds such as pressure ulcers, diabetic foot ulcers, venous leg ulcers
» 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)
» Exposed arteries, veins, nerves, organs or vascular graft
* Use over anastomotic sites
* Untreated osteomyelitis
* Unexplored or non-enteric fistulas

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

Clinical benefits:

NPWT benefits include rapid wound healing, reduction of dressing changes, reduced
infection risk, reduced treatment costs, control of exudate, reduction of oedema and
provision of a closed moist wound healing environment, concurrent rehabilitation, and better
patient comfort and tolerance.
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C. Precautions
Precautions should be taken for patients with the following conditions:

+ Difficult wound hemostasis, or who are on anticoagulants. 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 increased risk for bleeding and
bleeding complications and should be treated and monitored by properly trained medical
caregivers in a controlled setting.

» Exposed tendon, nerves or blood vessels should be protected. Close proximity of blood
vessels, organs, muscle, and fascia. All blood vessels, organs, muscles, and fascia that
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.

* Weakened, irradiated or sutured blood vessels or organs. 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.

» Bone fragments or sharp edges. Sharp edges from bony fragment may puncture blood
vessels, organs, muscles, and fascia and may lead to bleeding. Proper care should be
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
changes, up to twice a day, and the patient and wound must be inspected regularly for
signs of increased infection or sepsis.

» For patients a known history of autonomic dysreflexia, please increase number of
monitoring during the treatment as well as inspection for displacement of dressings.

» Do not use NPWT if person experiences autonomic dysreflexia.

D. General Precautions for all indication for use

It is important that a physician or other qualified healthcare provider evaluates the patient to
ensure that the use of the Carilex VT is an appropriate therapy.

To reduce the risk of transmission of blood-borne pathogens, regardless of their diagnosis
or presumed infection status, all patients should take medical standard operating procedure
precautions against infection control. In addition, a healthcare provider should wear gloves,
a gown, and goggles if there is the possibility of contact with the patient’s body fluids.

NOTE: Before using, please inspect the VT Canister to make sure there is no damage to
the packaging, which may comprise the sterility of the contents.

CAUTION: DO NOT use the contents of a damaged package; instead, dispose of properly.
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
evaluated by the physician for wound assessment. Without physician evaluate, there is no

way to know if the wound is healthy, whether the wound is infection or worsened. Do not
stop the therapy by yourself, or, contact your caregiver if any problem.
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NOTE: After use, dispose of product and packaging in accordance with hospital,
administrative and/or local government policy.

E.

Warnings

The following Warning statements describe the potential for serious consequences to the
patient such as death, injury, or adverse reactions Failure to read and follow all instructions
in this manual prior to use may result in death or injury of the patient.

Physician should consider the patients' size and weight when prescribing this device.
Infants, children, certain small adults and elderly patients should be closely monitored
for fluid loss and dehydration.

Patients with spinal cord injury (stimulation of sympathetic nervous system) and use
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.

Do not use the suction pump in a Hyperbaric Chamber or in the presence of flammable
gases. Patient dressing may remain in place when disconnected from the unit.

The device may be used in the event that defibrillation is needed, provided there is no
electrical connection between the patient and the device. In such case, the device must
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
and bleeding. To prevent unintentional gauze/foam retention, all dressings should be
carefully removed from the wound and the entire wound bed. Upon removal of the
dressings, the wound bed should be cleaned in accordance with standard wound care
practices (or facility guidelines), prior to the application of new sterile dressing.

If necessary, all wounds should be debrided prior to application of the therapy and/or
dressings.

Ensure that there are no pockets left in the wound after application of the dressings.
Infected wounds may need more frequent dressing changes, up to twice a day, and the
patient and the wound must be inspected regularly for signs of increased infection or
sepsis.

Wound infection that may increase the risk associated with wound worsen, sepsis or
osteomyelitis. Please be careful to seal the dressing, or, contact your caregiver when the
dressing come off from the skin.

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.

Patients who do not have adequate hemostasis, and on whom anticoagulation or
platelet aggregation inhibitors are being used, have an increased risk of bleeding with or
without the Carilex VT Dressing Kits.

All arteries, veins, tendons, ligaments, nerves, and organs must be covered completely
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
vessels or organs, such as suture of the blood vessel (native anastomoses or grafts) /
organs, infection, trauma, and radiation, which, if not controlled well, could be potentially
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.

» To prevent leak, lockable connector should be properly tight.

» Patient tripped over the tube that may increase the risk associated with wound bleeding.
Please fasten the tube appropriately, to avoid the unexpected severe injury.

» Forcibly removed dressing from the tissue that may causing skin Injury or blister with
patient. Therefore, caregiver shall follow the IFU to remove the dressing.

F. Install the Canister

* Always make sure the canister is properly inserted and hear "click" for proper
engagement.

S1001 series
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S1004 series

» Check tubing connectors to ensure they are fully engaged and locked.
* And must remain in an upright position during use.
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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.
* When the liquid absorber reaches the canister full level, the audible and visual indicators
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
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S1001 & S1002 series

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

otherwis

e as needed

S1004 series

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

H. Additional Symbols to the Safety Information

Consult instruction
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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

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

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%

Cc€

Carilex Medical, Inc.
No. 77, Keji 1st Rd., Guishan Dist., Taoyuan City 333, Taiwan

Emergo Europe B.V.
Westervoortsedijk 60, 6827 AT Arnhem, The Netherlands
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