VIPER™ Il BLOWER MISTER

INSTRUCTIONS FOR USE
Catalog Number Description
BLM-700MS Viper |l Blower Mister

Explanation of Symbols on Packaging Label

STERILE |EO| | Sterilized using Ethylene Oxide REF SKU / Catalog Number

Manufacturer LOT Lot Number

Prescription only / Caution:
Federal (US) law restricts this
device to sale by or on the
order of a physician

Date of Manufacture Rx on |y

Consult Electronic

Use-by Date .
y Instructions for Use

o LR

Do Not Re-Use % Non-pyrogenic
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Product Description:

The VIPER Il Blower Mister consists of a handpiece, a malleable shaft with a distal tip, and a tubing set
(CO; line tubing co-joined to fluid line tubing). The handpiece has a control for on/off of CO,/ saline. A
separate roller clamp provides a means to adjust fluid flow. The tubing set is approximately 10 feet (304.8
cm) in length.

Sterile, Nonpyrogenic, Disposable, Single use only.

Indications For Use:

The VIPER Il Blower Mister is indicated for use during procedures when a wound or surgical site must be
cleared using non-contact means for enhanced visibility.

Contraindications:

e This device is not intended for use other than as indicated above.
e This device should not be used where the effects of a CO; air stream or irrigation mist are
contraindicated.

Warnings:

e Proper surgical procedures and techniques are the responsibility of the medical professional.

e DO NOT USE OXYGEN WITH THIS DEVICE.

e DO NOT exceed a flow rate greater than 8 liters per minute (I/min).

e Do not use air pressure greater than 50 psi.

e Use caution when moving device tip closer than 3 cm to the surgical or wound site. DO NOT ALLOW
DEVICE TIP TO CONTACT TISSUE.

e Do not use this device if it shows signs of damage such as crimps, kinks or crushed areas.

e Acute bending of the stainless steel malleable shaft may cause kinking.

e Do not reuse or re-sterilize.

e Protect from extreme heat or humidity.

CAUTION: Federal (USA) law restricts this device to sale by or on the order of a physician.
Precautions:

e Product is Ethylene Oxide sterilized.

e Sterile unless package is opened or damaged.

e To control the release of compressed CO,, point tip of the device away from the wound or surgical site
before turning on the device.

Adverse Effects:

None known.

900648, Rev 5 Viper Il Blower Mister 2



Instructions For Use:

1.

Inspect the package and product for damage and expiration date. Open the package and transfer
product onto the sterile field utilizing aseptic technique.

Connect the braided tubing to a regulated source of medical CO, (not included). Initially adjust
regulated flow control to 5 liters per min (I/min) and pressure of 30 psi.

DO NOT EXCEED 8 I/min.

DO NOT USE AIR PRESSURE GREATER THAN 50 psi.

Close the pinch clamp on the IV tubing. Aseptically connect the IV spike to a new bag of sterile saline
(not included) and place in a pressure cuff (not included). Inflate the pressure cuff to approximately
150 mmHg. Open the pinch clamp.

To control the release of compressed CO,, point tip of the device away from the wound or surgical site
before turning on the device.

Fully open the roller clamp to prime the saline line then adjust to the required flow.

To make any adjustments to the irrigation mist, adjust either the roller clamp on the fluid line or the
regulated CO; flow control.

The handpiece has a control for on/off of CO,/ saline.

Gently bend the malleable shaft to the desired shape to better access the wound or surgical site.
Initially hold the tip of the device 5-15 cm from the site to be visualized. Adjust distance as required
for optimum clearing of the area. Use caution when moving device tip closer than 3 cm to the surgical
site.

DO NOT ALLOW DEVICE TIP TO CONTACT TISSUE.

10. Dispose of device in accordance with established hospital protocol for hazardous waste.
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LIMITED WARRANTY AND DISCLAIMER OF LIABILITY

Chase Medical products (“Product”) are manufactured under carefully controlled conditions and Chase
Medical warrants the Product will perform in accordance with its labeling and will be free from defects in
material and workmanship under normal use for one year from the date of shipment.

Chase Medical’s sole liability shall be limited to replacement of, or credit for, any Product returned to Chase
Medical and which Chase Medical determines, in its sole discretion, to have been defective in either
material or workmanship at the time of shipment.

Chase Medical has no control over the conditions under which the product is handled or used by third
parties, and specifically assumes no liability with respect to instruments reused, reprocessed or
resterilized, in contraindication to the warnings in this document. THEREFORE, CHASE MEDICAL DISCLAIMS
ALL WARRANTIES, BOTH EXPRESS AND IMPLIED, WITH RESPECT TO THE PRODUCT, INCLUDING BUT NOT
LIMITED TO ANY IMPLIED WARRANTY OF MERCHANTABILITY OR FITNESS FOR A PARTICULAR PURPOSE.
CHASE MEDICAL SHALL NOT BE LIABLE TO ANY PERSON OR ENTITY FOR ANY MEDICAL EXPENSES OR
DAMAGES CAUSED BY ANY USE, DEFECT, FAILURE OR MALFUNCTION OF THE PRODUCT, WHETHER A CLAIM
FOR SUCH DAMAGES IS BASED UPON WARRANTY, CONTRACT, TORT OR OTHERWISE. NO PERSON HAS ANY
AUTHORITY TO BIND CHASE MEDICAL TO ANY REPRESENTATION OR WARRANTY WITH RESPECT TO THE
PRODUCT.

The exclusions and limitations above are not intended to and should not be construed as intending to
contravene mandatory provisions of applicable law. If any part of this Limited Warranty and Disclaimer of
Liability is held to be unenforceable or in conflict with applicable law by a court of competent jurisdiction,
the validity of the remaining portions shall be enforced as if this Limited Warranty and Disclaimer of
Liability did not contain the part held invalid.

800 E. Campbell Road

Suite 252

Richardson, Texas 75081 USA
(972) 783-7005 Tel

(844) 272-6624 Toll Free Fax
Email: info@ChaseMedical.com
https://chasemedical.com/IFU
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