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Vaser (Handpiece)
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The VASER® System

Indications for Use

The VASER System is indicated for use in the following surgical specialties when the fragmentation and
aspiration of soft tissue is desired:

Neurosurgery

Gastrointestinal and Affiliated Organ Surgery
Urologic Surgery

Plastic and Reconstructive Surgery

General Surgery

Orthopedic Surgery

Gynecologic Surgery

Thoracic Surgery

Laparoscopic Surgery

LR R AL

Fault (Alarm) Conditions

The VASER Amplifier is equipped with audible and visual indicators (alarms) for a fault condition. The
audible alarm is an intermittent tone (on/off bursts). The visual indicator is a red 'F’ on the display. The
fault indicators will be triggered if:

1. The Footswitch has been depressed and ultrasonic vibration has not been initiated within about one
second. See Troubleshooting page 11.

2. Ultrasonic vibration has been initiated and a stall condition is encountered lasting longer than about
one second. See Troubleshooting page 11.

3. Excessive VASER Probe loading is encountered. The VASER Amplifier senses the loading present on
the vibrating probe. If the VASER Probe Ioading is excessive, as might occur with overly fibrous tissue
for a selected VASER Probe or from ‘torquing’ of the VASER Handpiece, an alarm will sound. If there
is a failure of the equipment, such as a faulty or disconnected Handpiece, an alarm will sound. See
Troubleshooting page 11 for more details.




The VASER® System
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gure 5. Complete VASER System

PFMS

Canister Rack

VASER Amplifier
Infusion pump

VentX suction pump
Wireless Footswitches

Suction Footswitch

Back-up Footswitch
(if needed)




This user’s guide and the equipment it describes are for use only by qualified medical professionals
trained in the particular technique and surgical procedure to be performed.

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

Instruments and Equipment covered in this User’s Guide:

Sterilization Tray v i v v v v amivm v amevs v in i SST PN 130 0028
VASER HandpieCe . . . oo v v v e e i e e e e s SST PN 130 0124
VASER Wrench . v v v v v it e it e e i i i i i i e e e o SST PN 130 0156
VASER N0OsS2Cone, 3.7 MM &+ v v v vt vttt v vt e s a e v aas SST PN 410 0102
VASER Nosecone, 2.9 MM .. .. v v i i vt i et ne v i nns SST PN 410 0101
VASER Probe, 3.7 mm, 3-groove, 26 cm . . ... ..o SST PN 130 0004
VASER Probe, 3.7 mm, 2-groove, 26 CM . . . .o o v vt n v SST PN 130 0016
VASER Probe, 3.7 mm, 1-groove, 26cm .. ............ SST PN 130 0020
VASER Probe, 2.9 mm, 3-groove, 26 €M . . ..o iua e SST PN 130 0018
VASER Probe, 2.9 mm, 3-groove, 18¢cm ... ........... SST PN 130 0019
VentX Cannula, 3.0 mm, SST-6, 26 cm ... .. ..o v v SST PN 130 0106
VentX Cannula, 3.7 mm, SST-6, 26 CM . . .o v v v v vt v v v SST PN 130 0103
VentX Cannula, 4.6 mm, SST-6, 26 cm . ... SST PN 130 0100
VentX SuctionHandle. . . ... oo oo v i i v v SST PN 130 0125
Sound Surgical™ Skin Port Tool and Incision Opener. ... .. SST PN 130 0094
4.6 mm Sound Surgical Corkscrew Skin Port (4pk) ....... SST PN 130 0096
4.6 mm Sound Surgical Skin Port w/White Disks (4pk) ... .SST PN 130 0017
3.2 mm Sound Surgical Skin Port w/Orange Disks (4pk) .. .SST PN 130 0120
VASER Probe, 3.7 mm, 1-groove, 33 cm .............. SST PN 130 0086
VASER Probe, 3.7 mm, 2-groove, 33 cm .. ... 00 SST PN 130 0089
VASER Probe, 2.2 mm, 3-groove, 18cm ... ........... SST PN 130 0091
VASER Probe, 2.2 mm, 3-groove, 12cm .. ... ......... SST PN 130 0092
VASER NOSEcone, 2.2 MM . . v v vt i i i e e e e e e e e e oy SST PN 410 0121
VASER Probe, 4.5 mm, 2-groove, 26 cm ... ...... ... .. SST PN 130 0152
VASER Nosecone, 4.5 MM . . v v v v v v v v r e e vt e e n e s SST PN 410 0147
VASER Probe, 3.7 mm, 2-groove, 26 cm, sharp . . . ... .. .. SST PN 130 0153
VentX Cannula, 2.4 mm, SST-6, 17cm .......... ... SST PN 130 0109
VentX Cannula, 3.0 mm, SST-6, 17¢cm .. ... v v v v v o SST PN 130 0105
VentX Cannula, 3.7 mm, SST-6, 17CM . . v v v v v v v vt v e s s SST PN 130 0102
VentX Cannula, 3.7 mm, SST-6,34Ccm . ....ovvi v v SST PN 130 0104
VentX Cannula, 4.6 mm, SST-6, 34cm ............... SST PN 130 0101
VentX Cannula, 3.0 mm, Ghost, 17¢cm . ... ........... SST PN 130 0073
VentX Cannula, 3.7 mm, Ghost, 17 cm ............... SST PN 130 0075
VentX Cannula, 3.0 mm, Ghost, 26cm ............... SST PN 130 0062
VentX Cannula, 3.7 mm, Ghost, 26cm . ........ .00 SST PN 130 0064
VentX Cannula, 3.7 mm, Ghost, 34cm ............... SST PN 130 0079

VentX Cannula, 4.6 mm, Ghost, 26 cm ............... SST PN 130 0066




VentX® Console andiAccessories User's Guide

7.0 Specifications and Standards

This section contains electrical, mechanical, and operating technical specifications for the VentX Console
and Accessories. Voluntary compliance standards are listed following the technical specifications.

Technical Specifications

Table 3. Environmental Operating Specifications
Operating Temperature 12° to 40°C/54° to 104°F

Operating Humidity 15% to 80% relative humidity non-condensing

The VentX Console, PFMS and Wireless Footswitch System require a minimum of one hour exposure at
their operating temperature range before use,

Table 4. VentX Console and Accessories Specifications

Dimensions (H x W x D) 79 x 46 x 43 cm

Input Power 115 VAC, 60 Hz @ 300VA
230 VAC, 50 Hz @ 300VA

Suction 21 in. Hg (minimum)

Controls AC power ON/OFF

Irrigation Rate Control

Irrigation Forward/Reverse Switch
Suction Level Control

Reset Button (PFMS)

Wireless Footswitch Receiver ON Switch

Indicators Irrigation Rate

Suction Gauge

Weight Display (PFMS)

Wireless Footswitch Receiver Power ON

Wireless Footswitch Receiver and Transmitter low battery
Wireless Footswitch functioning

Connections In-line HEPA Suction Filter
Suction Port

AC Power Cord

VASER and PFMS Power Cords
Wireless Irrigation Footswitch
Wireless Footswitch Receiver
Suction Footswitch

continued on next page




| The VASER® System

Table 4. VentX Console and Accessories Specifications (continued)

Power Cord

3 m Hospital Grade (see details in Table 5)

Back-up Footswitch

Irrigation Footswitch, if applicable

The Irrigation and Back-up Footswitch must be "GEM SWITCH"
with the following markings:

3A, 25 VAC, 50/60 Hz

IP68 minimum (watertight rating)

UL registered and CE mark

Wireless Footswitches

See Linemaster® Operators Manual

Fuse

T 6.3 A 250 V (2x) (5mm x 20mm)

IEC Classification

Class I, Type BF, Ordinary Equipment with Respect to Ingress of
Water

Table 5. VentX AC Power Cord Specifications

The power supply cord used for this device must be a Hospital Grade detachable
cord meeting the following specifications:

USA and Canada Europe Other Countries
Agency Approval UL - USA and HAR listed Country Specific
CSA/CUL - Canada
Technical Data 125 VAC, 250 VAC 125 or 250 VAC
3 x 18 AWG min., 1.33 mm?, min. (Country Specific)
SIT or equivalent 1.33 mm?, min.

Appliance Coupler

Interpower IEC 60320 Connector (right angle optional)




The VASER® System

7.0 Specifications and Standards

Technical Specifications

This section contains electrical, mechanical, and operating technical specifications for the VASER Amplifier,
Voluntary compliance standards are listed following the technical specifications.

Table 3. Environmental Operating Specifications
Operating Temperature 12° to 40°C/54° to 104°F

Operating Humidity 15% to 80% relative humidity non-condensing

Table 4. VASER Amplifier Specifications

The VASER Amplifier requires a minimum of one hour exposure at its operating temperature range before
use.

Dimensions (H x W x D) 10 x 40 x 36 cm

Input Power 115 VAC, 60 Hz @ 300VA
230 VAC, 50 Hz @ 300VA

Operating Frequency 36 kHz (Handpiece dependent)

Controls AC power ON/OFF

Amplitude Control

Continuous/VASER (pulse} Mode Selection Button
Speaker ON/OFF Switch

Timer Reset Button

VASER Test Switch

Wireless Footswitch Receiver ON Switch

Indicators Amplitude Display
Continuous/VASER (pulse) Mode
Ultrasound Vibration Active (Visual)
Ultrasound Vibration Active (Audible)
Ultrasound Vibration Time

Green Upload Status Indication LED
Receiver Power ON

Transmitter low battery

Footswitch function

Alarms Fault Condition Visual Indicator
Fault Condition Audible Indicator

Connections VASER Handpiece, VASER Footswitch, AC Power Cord, Wireless
Footswitch Receiver

continued on next page




VASER® Amplifier User’'s Guide

Table 4. VASER® Amplifier Specifications (continued)
Power Cord Hospital Grade (see details in Table 5)

VASER Footswitch, if applicable The VASER Footswitch must be "GEM SWITCH" with the following
markings:

3A, 250 VAC, 50/60 Hz

IP68 minimum (watertight rating)

UL registered and CE mark

Wireless Footswitches See Linemaster® Operators Manual

Fuse T3.1A250V (2x) (5mm x 20mm)

IEC Classification Class I, Type BF, Ordinary Equipment with Respect to Ingress of
Water

Duty Cycle Intermittent use 15 seconds on, 30 seconds off

Table 5. VASER AC Power Cord Specifications
The power supply cord used for this device must be a Hospital Grade detachable cord meeting

the following specifications:

USA and Canada Europe Other Countries
Agency Approval UL - USA and HAR listed Country Specific
CSA/CUL - Canada
Technical Data 125 VAC, 250 VAC 125 or 250 VAC
3 x 18 AWG min., 0.83 mm?, min. 0.83 mm?2, min.

SJT or equivalent

Appliance Coupler Interpower IEC 60320 Connector (right angle optional)




7.0 Specifications

This section contains electrical, mechanical, and operating technical specifications for the VASER
Handpiece. Voluntary compliance standards are listed in 7.0 Specifications and Standards in the VASER

Amplifier User's Guide.
There are no operating technical specifications for VASER and VentX System Instruments other than
the VASER Handpiece.

Technical Specifications

Table 3. Environmental Operating Specifications
Operating Temperature 12° to 40°C/54° to 104°F

Operating Humidity 15% to 80% relative humidity non-condensing

Table 4. VASER Handpiece Specifications

Electrical Input Power (max) 75W

Vibration Frequency 36,000 Hz = 1000 Hz

Diameter 2.5cm

Length 17.5cm

VASER Probe Compatibility 4.5 mm, 3.7 mm, 2.9 mm, 2.2 mm
Controls None

Handpiece Cable 3 m, silicone jacket




VASER® Amplifier User’s Guide

Operator Cautions

Caution:

Caution:

Caution:

Caution:

Caution:

Caution:

Caution:

Caution:

Caution:

The safe and effective use of this ultrasonic surgical device depends to a large degree on factors
solely under the control of the operator. It is important that all operators of this surgical system
read, understand, and follow the operating instructions supplied with this equipment.

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

During surgery do not bring the vibrating surgical probe into contact with metal objects such as
hemostats, clips, or other metal instruments. Probe damage may result.

This device complies with the electromagnetic compatibility standard IEC EN60601-1-2. 1t is
possible that this device may interfere with or be disturbed by other electrical devices.

This device is designed to contour the body by removing localized deposits of excess fat
through small incisions.

Use of this device is limited to those physicians who, by means of formal professional training
or sanctioned continuing medical education (including supervised operative experience), have
attained proficiency in suction lipoplasty.

Results of this procedure will vary depending upon patient age, surgical site, and experience of
the physician.

The amount of fat removed should be limited to that necessary to achieve a desired cosmetic
effect.

All reusable components of the device must be sterilized and all disposable components
replaced before using the device on ancther patient.

Operator Warnings

Warning:
Warning:

Warning:

This device will not, in and of itself, produce significant weight reduction.

This device should be used with extreme caution in patients with chronic medical conditions,
such as diabetes, heart, lung, or circulatory system disease, or obesity.

The volume of blood loss and endogenous body fluid loss may adversely affect intra and/or
postoperative hemodynamic stability and patient safety. The capability of providing adequate,
timely replacement is essential for patient safety.




VentX® Console and Accessories User’s Guide

Operator Cautions

Caution:

Cauftion:
Caution:

Caution:

Caution:

Caution:

Caution:

The safe and effective use of this medical device depends to a large degree on factors solely
under the control of the operator. It is important that all operators of this surgical system read,
understand, and follow the operating instructions supplied with this equipment.

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

This device complies with the electromagnetic compatibility standard IEC EN60601-1-2. It is
possible that this device may interfere with or be disturbed by other electrical devices.

Use of this device is limited to those physicians who, by means of formal professional training
or sanctioned continuing medical education (including supervised operative experience), have
attained proficiency in suction lipoplasty.

Results of this procedure will vary depending upon patient age, surgical site, and experience of
the physician.

The amount of fat removed should be limited to that necessary to achieve

effect.

All reusable components of the device must be sterilized and all disposable&@eftribaesmetic
replaced before using the device on another patient.

Operator Warnings

Warning:
Warning:

Warning:

This device will not, in and of itself, produce significant weight reduction.

This device should be used with extreme caution in patients with chronic medical conditions,
such as diabetes, heart, lung, or circulatory system disease, or obesity.

The volume of blood loss and endogenous body fluid loss may adversely affect intra and/or
postoperative hemodynamic stability and patient safety. The capability of providing adequate,
timely replacement is essential for patient safety.




A Single Integrated System Makes It Easy for You

Specifications
Ventx Console
Dimensions 79x46x43cm
115VAC, 60Hz@300VA

Input Power

230VAC, 50Hz@300VA

Suction

21 in. Hg{minimum)

Back-up Footswiltch

Irrigation Footswitch

The irrigation and back-up Footswitch
must be“GEM SWITCH” with the
following markings:

3A, 25VAC, 50/60Hz

(if applicable)
P68 minimum(watertight rating)
UL registered and CE mark
Fuse T6.3A 250V(2x)(5mm*20mm)
Amplifier
Dimensions 10x40x36cm
115VAC, 60Hz@300VA
Input Power
230VAC, 50Hz@300VA
Operating Frequency | 36kHz(Handpiece dependant)

The Vaser Footswitch must
be”GEM SWITCH"with the following

Vaser Footswitch markings:
( if applicable} 3A, 25VAC, 50/60Hz
[P68 minimum(watertight rating)
UL registered and CE mark
Fuse T3.1A 250V(2x)(Smmx*20mm)
Duty Cycle Intermittent use 15 seconds on, 30 seconds off

Sound Surgical Technologies, LLC

357 S. McCaslin Blvd. Suite 100, Louisville, CO80027-2932, U.S.A
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Pracision Fluid
Management System™

Pracision Canister
System

VASER Ultrasonic
Amplifier

Peristaltic Infusion
Pump

VentX® Aspiration
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