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Cynosure Main Contact Information

Phone: 978-256-4200 (USA) or 800-886-2966 (toll free)

Receptionist: Monday-Friday from 8:30-5:30 (EST) or
select from the automated dialing options provided.

Address: Cynosure, LLC
5 Carlisle Road
Westford, MA 01886

Technical Support and Customer Service

For technical support and customer service, select from the options that follow.
Phone: 978-256-4200 (USA) or 888-523-2233 (toll free)
Fax: 978-349-6152 or 978-256-4888

Email: Service@Cynosure.com

Clinical Support
For Clinical support, contact the Cynosure Clinical Support department.
Phone: 844-365-5060 (USA) or 800-886-2966 ext. 8594 (toll free)

Email: Clinical@Cynosure.com

The manufacturer of this medical device has filed its frademark applications in Medical device and Medicall
service (treatment name) categories.

The purchasers of this medical device shall have the right to use nonexclusive, non-tfransferable, royalty-free
trademarks or trade names in connection with the promotion of their medical services or treatments for
marketing purpose even if the above frademark applications have been registered.

The use of the tfrademarks shall be limited to the skin treatments using this device. The manufacturer may send a
notice of infringement in case of any other use of the trademarks and trade names and take a legal action for
the damages caused by the infringement.

Cynosure®is aregistered tfrademark of Cynosure, LLC. Potenza® is a registered tfrademark
of Jeisys Medical Inc. All other trademarks, registered tfrademarks, and product names are
the property of their respective owners.
© 2024 Cynosure, LLC
All rights reserved.
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. Introduction

1. Introduction

1.1 Purpose and Scope
This Operator Manual provides information on configuration, components, intended use,
features, caution and instructions about how to operate the Potenza.

CAUTION

e All personnel involved with the operation or maintenance of Potenza must be thoroughly
trained and understand this operator manual prior to use of the Potenza.

e Potenza should only be used by physicians and staff who have been appropriately
trained.

1.2 Potenza Overview
This Potenza is used for coagulation using high frequency current. This device consists of the
main body, two types of handpieces, a handpiece (HP) holster, disposable electrodes, neutral
electrodes, neutral electrode cable, footswitch and power cord. It is controlled by software. The
electrosurgical unit uses separately authorized products, which operate under the principle that
the coagulation of skin tissue occurs with the heat introduced by the load or contact resistance
when high frequency (RF) energy is transmitted into the tissue.

1.3 Intended Use of the Potenza
Fractional RF Microneedle Electrosurgical Unit is intended for use in dermatologic and electronic
surgical procedures for electrocoagulation and hemostasis. Indication is Acne vulgaris.

1.4 Component List
The Potenza consists of the following components (illustrations and chart):

Handpiece

y

cunofune

Main body Tip Footswitch Neutral electrode
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Table 1: Device List

No. Name Quantity Remarks
1 Main body 1 unit -
Motor Handpiece 1 ea. -
2 Handpiece
AC Handpiece 1 ea. -
I-49 5 ea.
S-49 5 ea.
I-25 5 ea.
S-25 5 ea. ;
Optional Optional
I-16 5 ea. (Quantity may .
(Specified
. S-16 5 ea. be changed by
3 Tip
the parts)
CP-21 5 ea. )
manufacturer) | Applied part
CP-25 5 ea.
One needle: P1-08 5 ea.
One needle: A1-12 5 ea.
One needle: A1-15 5 ea.
4 Neutral Electrode Pad 5 ea. Applied part
5 Neutral Electrode Pad Cable 1 ea. -
6 Footswitch 1 ea. -
7 Power Cord 1 ea. -
8 Handpiece Stand 1 ea. -
9 Operation Manual 1 ea. -
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. Safety

2. Safety

2.1 General Safety

Do not operate the Potenza before thoroughly reading and understanding this manual.

The Potenza device should only be used by physicians and staff who have been
appropriately trained.

If a problem occurs when using the Potenza, please contact Cynosure Customer Service.
Do not attempt to repair and modify the Potenza.

Unauthorized or improper repairs, changes or modification performed by unauthorized
personnel may be hazardous.

2.2 Medical Safety

There is no limit in the application of this Potenza on clients in terms of age or gender;
but the physician should determine whether to use this product on a client after checking
the client’s health status.

This product can be used for both men and women.

This product can be used for both men and women without physical problems such as
cardiovascular disorders.

2.3 Contraindications
Do not use this product on clients listed below:

Clients with a pacemaker.
Clients who have previously had a gold-thread skin-rejuvenation treatment.
Clients with keloid formation propensity.

Clients with skin infections.
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2.4 Warnings

Do not use the Potenza on a client with electronic implants, such as a cardiac
defibrillator, without consulting with a qualified professional (i.e. cardiologist). It may
interfere with the operation of electronic implants or damage the implants, causing
risks.

Since there is a risk of fire or explosion, do not use this product near flammable
materials (i.e., flammable gas or anesthetic, etc.) or volatile materials (i.e., ether or
alcohol, etc.).

Store the unplugged Potenza device and equipment in a clean, dry and secure location
when not in use. Incidental contact with the equipment may result in a burn.

Check the electrical cords, equipment, accessories and cables for cracks or exposed
wires, etc., before every use. Using the device with damaged cables, cords,
accessories, etc., may result in a burn or other injury to clients or users.

When RF current is not activated for a moment during operation, be careful because
the surface of the active electrode may be hot enough to burn a client.

Since injury or electric shock may occur on clients or users, connect adapters or
accessories to the equipment only when the power is off.

The treating physician is responsible for selecting appropriate and safe treatment
parameters at all times.

The power inlet must be easily accessible.

The entire area of the neutral electrode pad should be securely attached to the client's
body as close to the treatment site as possible.

The client must not come into contact with metal parts which are earthed or which
have an appreciable capacitance to earth (i.e., operating table supports, etc.).

Skin-to-skin contact (i.e., between the arms and the body of the client) should be
avoided. Place dry gauze between the parts with skin-to-skin contact.

The cables to the electrodes should be positioned in such a way that contact with the
client or other leads is avoided.

Temporarily unused active electrodes should be stored securely in the holster and out
of reach of and contact with the client.

For surgical procedures where the high frequency (HF) current could flow through
parts of the body that have a relatively small cross-sectional area, the use of bipolar
techniques may be desirable to avoid unwanted tissue damage.

The output power selected should be as low as possible for the intended purpose.
Certain equipment or accessories may present a safety hazard even at low power
settings.

Apparent low output or failure of the HF surgical equipment to function correctly at the
normal operating settings may indicate faulty application of the neutral electrode pad
or poor contact in its connections.

Before selecting a higher output power, the application of the neutral electrode pad
and its connections must first be checked.

Non-flammable agents for cleaning and disinfection are recommended wherever
possible.
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o Flammable agents used for cleaning or disinfecting, or as solvents of adhesives, should
be allowed to evaporate before the application of HF surgery. There is a risk of pooling
of the flammable solutions underneath the client or in body depressions such as the
umbilicus or in body cavities such as the vagina. Any fluid pooled in these areas should
be mopped up before HF surgical equipment is used.

o For a client with a cardiac pacemaker or other active implants, a possible hazard exists
because interference with the action of the pacemaker may occur—or the pacemaker
may be damaged. When in doubt, approved qualified advice should be obtained.

o Interference of HF surgical equipment may adversely influence operation of other
electronic equipment.

o For situations where the maximum output voltage is less than or equal to 1600 V,
associated equipment and active accessories should be selected that have a rated
accessory voltage equal to or greater than the maximum output voltage.

o Failure of HF surgical equipment could result in an unintended increase in output
power.
o With modes which produce electrical arcs between the active electrode and tissue,

risks resulting from neuromuscular stimulation may occur.

o The following precautions are necessary to prevent burns at the neutral electrode pad
(return pad) site:

o Do not cut or modify the neutral electrode pad or its connector in any way.

o Select an area that is free of hair and tattoos, has minimal curvature, and is
appropriately distanced from the treatment area.

o Inspect the cable and connector for any signs of damage or wear that may
have produced exposed wiring or other defects.

o Regularly check that the neutral electrode pad cable connections are intact.

o Poor neutral electrode pad contact may lead to low RF delivery and/or a
system error condition.

o When setting HF output, the maximum output voltage should not exceed the rated
accessory voltage.

o Peak rated accessory voltage is 400 V.

o Unauthorized cables and accessories may have an adverse effect on electromagnetic
compatibility (EMC) performance and safe operation.

o An accessory that is not manufactured by the manufacturer for use with the Potenza
must not be attached to the system to prevent potential injury and/or equipment
damage. Rated voltage accessories must be used.

o It is recommended that monitoring electrodes are placed as far as possible from
surgical electrodes when HF surgical equipment and physiological monitoring
equipment are used simultaneously on the same client.

o Operators must take care to avoid simultaneously touching any part where the current
flows (i.e., fuse holder, earth, power cord, rear connector, handpiece output section,
etc.).
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The essential performance of medical electrical (ME) equipment and a description of
what the operator can expect if the essential performance is lost or degraded due to
EM disturbances are below:

o Monitor flicker
o Touchscreen error

o A warning that other cables and accessories may negatively affect EMC
performance

o A statement that portable RF communications equipment including
antennas, can affect medical electrical equipment. The warning includes a
use distance such as ... be used no closer than 30 cm (12 in) to any part of
the ME equipment, including cables specified by manufacturer”.

For ME equipment and ME SYSTEMS that are classified as class A according to CISPR
11, the instructions for use (IFU) include the following note:

o  "“The emissions characteristics of this equipment make it suitable for use in
industrial areas and hospitals (CISPR 11 class A). If it is used in a residential
environment (for which CISPR 11 class B is normally required), this
equipment might not offer adequate protection to radio-frequency
communication services. The user might need to take mitigation measures,
such as relocating or reorienting the equipment.”

Strong static (15kV) electricity between the handpiece and the tip may cause some
equipment to stop functioning.

Please refer to the spec sheet provided by the manufacturer, as the output may be
different from the displayed watt at the impedance that is out of the rated load
(2009Q2).

2.5 Caution

For Potenza tips, check the packaging for damage and a valid expiration date before
use; never use the product if the sterilized package is open or damaged or if it is past
the printed expiration date.

If the sterile package has been opened or damaged, discard the contents.

Clients should be advised to be careful not to expose the treatment area to external
stimulation for two days post treatment.

Clients should be advised to refrain from intense exercise, hot baths or saunas, which
may cause an increase in skin temperature, for five days post treatment.

If a burn occurs on skin’s surface during treatment, the operator should stop
treatment immediately and care for the burn first.

If skin swells up severely during treatment, the operator should stop treatment
immediately.

If a patient complains of severe pain during treatment, the operator should stop
treatment immediately and consult with a physician.

If a problem occurs with the equipment or on a patient during treatment, the operator
should take suitable actions by ceasing treatment and transferring the patient to a
safe place.
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o Be advised that the surface of the treatment tips is hot enough to cause a burn after
RF current has been flowing through it.

) The physician should administer treatment only after considering the status of the

patient.

o A light cold pack with ice may be applied on the area of treatment if it is hot after
treatment.

o Clients should be advised to refrain from drinking alcohol or taking medicine that

interferes with blood coagulation, such as aspirin, for two weeks post treatment.

o Change to this product must not be made without the approval of the manufacturer. If
product is changed, suitable inspection and testing should be conducted for continuous
safe use of the product.

o The container, which is attached to the handpiece stand, can accommodate up to 3 kg.

o The lithium battery should be replaced by Cynosure service personnel only.

° Non-continuous mode: Activation time: Max 30min / Deactivation time: Min 10min

2.6 Precautions
If the client presents with the following, do not use this product and obtain physician’s
prescription before use:
e Herpes simplex
¢ Autoimmune disease
e Diabetes
e Epilepsy
e Pregnant and breast-feeding women
e Acute disease

e Hypertension

e Dermatitis

2.7 Potential Side Effects
e Temporary erythema: area of treatment may turn red right after treatment, but this
symptom disappears within 48 hours after treatment.

e Temporary tingling: slight edema may occur right after treatment, but this symptom
disappears within 48 hours after treatment.

e Burning sensation: patients may feel uncomfortable temporarily while receiving
treatment.

e Mild pain while in the treatment.

e All side effects are resolved in two days after the treatment.
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2.8 Electrical Safety

Power Safety

] Check whether power cord is securely plugged into the outlet.
f.;.t* Connect to a power dl source that meets device and electrical
T '”x__ specifications. Otherwise, the equipment may malfunction.
dre Do not use if the electric wire is damaged in any way. It may
result in a fire due to electric leakage.
&
“'-{,EJJ n]
Ryl
! :it "\ Do not plug in with wet hands. It may result in electric shock.
¥,
W ! Do not overload electrical outlets with power cords. It may result
> l:j. ; in afire.

Installation Safety

Do not place the device near an open flame.

Do not place electric wire near a heating device.
Electric wires may melt and electricity may leak from exposed
wires.

To prevent risk of fire, do not position or store the device near
any combustible agents including oil.

Keep the device out of direct sunlight and areas with high heat
and humidity, as well as areas with high levels of dust or salty air.
Store device in a well-ventilated location.
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Ensure that adequate lighting is available where the device will
be located and operated.

Transportation Safety

Be careful not to drop the handpiece.
Lens embedded in the device may be broken.

Do not tilt the device.

Do not pour water over the device nor place heavy things on it.

When not in use, turn the device off and unplug the power cord
from the electrical outlet.

Handling Related

Do not use the device near combustible items or objects. Always
have a working fire extinguisher nearby in case of an emergency.

If unit is not functioning correctly, stop treatment and call
customer service. Do not repair or dissemble. Service should be
performed by a designated technician. Only regulated parts
should be used.

Do not use unnecessary force to remove the power cord.
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2.9

Only the power cord provided by the manufacturer should be used to prevent risk of
electric shock. Do not operate the equipment if the power cord is damaged or shows
signs of wear.

Use only Cynosure-supplied components and accessories.

Since it may cause electric shock, be careful not to allow ingress of any liquid to this
product.

Rated voltage of this product is AC 100-240V. Directly connect the power cord of main
body into an outlet. Overloading several plugs in one socket may result in a fire.

To avoid the risk of electric shock, the Potenza must only be connected to a supply
main with protective earth.

If disassembled or external cover opened by persons other than authorized service
personnel, it may result in exposure to high voltage or high current. Never remove the
cover of the handpiece or the main body.

The Potenza meets IEC60601-1-2 for electromagnetic compatibility and is not likely to
cause interference in nearby electronic equipment. However, in order to avoid any
possible risk, other electronic equipment should not be stacked under or placed
immediately adjacent to the Potenza.

Cautions for Installation and Transportation

Be careful not to drop handpiece during transport.
Do not tilt the equipment during transport.

Keep the fire extinguisher near the product to manage a fire that may occur due to
electric leakage.

Do not keep the electric wire near any heating devices, since electric wire may be
fused or short-circuited.

2.10 Preventive Check or Maintenance Repair Parts

e Motor Handpiece/AC Handpiece

e Neutral Electrode Pad Cable
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. Description

3. Description

3.1 Overview
The Potenza is a microneedling device which generates RF frequency of 1 or 2MHz that
cause soft tissue coagulation through tissue heating. A total of 13 microneedle tips that
attach to one of two of handpieces are available for treatments and should be used in
accordance with the clinical reference guide (CRG). Changes to the treatment parameters
can be made by adjusting the settings on the LCD user interface. Once settings are
confirmed and verified by the qualified clinician, the device is placed in treatment mode
and is ready for use. The microneedle tip is placed on the desired treatment site and the
foot pedal is depressed to transmit RF energy to the tissue at multiple depths. The RF
energy causes the molecules within the tissue to vibrate, resulting in a rapid increase in
temperature; this causes coagulation of the proteins within the tissue.

The monopolar mode requires that a neutral electrode pad be securely attached to the
skin at an area adjacent to the intended treatment site, i.e. the upper back for facial
treatments.

Safely power off the device by depressing the switch on the top surface of the device
when not in use.

- Appearance of Product -
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3.2 Main Body
3.2.1 Front and Rear
Front Rear
@— X

Front
No Name Function

(D | Motor Handpiece Holster Receptacle that securely holds the motor handpiece

. Delivery method for the electrosurgical device, which includes mounted
@ | Motor Handpiece electrodes that coagulate the tissue using high-frequency current

. Touchscreen user interface and display where adjustments to
(® | Operation Panel (LCD) treatment settings can be made
(® | Cable Stand Vertical stand for the handpiece cable
® | AC Handpiece Delivery method for the electrosurgical device, which includes a
P electrode that coagulate the tissue using high- frequency current
(® | AC Handpiece Holster Receptacle that securely holds the AC handpiece
Rear

(D | Handpiece Holster Receptacle that securely holds the handpiece

. Port connecting the main body of the device to the handpiece via a
@ | Motor Handpiece Port cable (motor handpiece position compatible)
(3 | Mains Power Switch Mains power on and off switch for the device
() | Power Cable Socket Socket for connecting the power cable
(3 | AC Handpiece Port Port connecting the main body and the AC Handpiece Cable

. Port connecting the main body of the device to the handpiece via a
© | Motor Handpiece Port cable (motor handpiece position compatible)
@ ;gztksev%/ltch Connection Socket for connecting the footswitch
gggligatl Electrode Pad Socket for connecting the neutral electrode pad
@ | cable Stand Vertical stand for the handpiece cable
Device Power Switch Switch for turning the device on or off
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3.2.2 Side
Side
No. Name Function
Handpiece Holsters Receptacles that securely hold the handpieces
Delivery method for the electrosurgical device, which includes
Handpiece mounted electrodes that coagulate the tissue using high-
frequency current
. Touchscreen user interface and display where adjustments
® Operation Panel (LCD) to treatment settings can be made
@® . Cable Stand Vertical stand for the handpiece cable

3.3 Handpiece (Applied Part)

There are two types of handpieces available for use with the Potenza: the motor handpiece and

the AC handpiece. One or the other will be used depending on the treatment type.
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3.3.1 Motor Handpiece

The motor handpiece automatically inserts the needles into the skin using a stepping motor.
Because the needles are quickly inserted into and retracted out of the skin, it reduces the pain
of the treatment.

- Depth: Maximum of 4.0mm
- Two treatment modes: bipolar and monopolar

- Available tips:

S-49 TIP, I-49 TIP S-25 TIP, I-25 TIP S-16 TIP, I-16 TIP | CP-21 Tip, CP-25 Tip

(D Overall Appearance

(2 Description

/ | ‘\.If! i
— 0 !.r";
S
No. Name Function

Connection Port to Main | A connection terminal used to connect the handpiece to the
Body main body

Handpiece Cable A cable for connecting the handpiece to the main body

Delivery method for the electrosurgical device, which
Handpiece includes mounted electrodes that coagulate the tissue using
high-frequency current

® @ ||

Tip Connection Port Where the disposable needle tips are connected
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3.3.2 AC Handpiece

The AC handpiece is used with a disposable one-needle tip while in monopolar mode.

Type of disposable tips: 0.8mm, 1.2mm and 1.5mm tip; depth is adjustable by installing a

new tip.

P1-08 (0.8mm) Al1-12 (1.2mm) A1l-15 (1.5mm)

(1) Overall AC Handpiece Appearance

4

@

(2) AC Handpiece: Image and Description

3 =
o l
No. Part Description
. A connection terminal used to connect the handpiece to the
@ Handpiece Connector main body
@ Handpiece Cable A cable for connecting the handpiece to the main body
® Tip Connection Port Where the disposable needle tips are connected
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3.4 Electrode (Tip)

The tips for Potenza are sterilized and are one-time use disposable tips. There are several

types of tips with various numbers and types of needles relative to the handpiece being

used and the tissue being treated.

3.5 Motor handpiece Tip (Applied Part)

©) Relevant tip:
- Appearance -
[t
‘ L
W
o)
N /
P
No. Part name Description
@ Needle Case Protects the needles from damage
Inserted into skin or tissue of client, delivering high-frequency energy.
) Needle Insertion depth is adjustable depending upon the treatment
parameters set via the touchscreen.
©) Specifications per Tip
. Number of TRetr Handpiece for Maximum
Type of Tip Needles SEEalizatien Installation number of pulses
S-49, 1-49 49
S-25, 1-25 25
S-16, 1-16 16 EO Motor Handpiece | 1000 pulses per
Sterilization tip
CP-21 21
CP-25 25
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3.6 AC Handpiece Tip (Applied Part)

- The tip that connects to the AC Handpiece has only one needle.

0

A

g Yo

==

nl

POTENZA

No. Part

Description

@ Tip Protection Cap

Protects needle during storage

@ One-Needle Tip

Inserted into skin or tissue of client, delivering high-

frequency energy

® Tip Connection Port

Where the disposable needle tips are connected

e The following table shows the tips available for use with the AC Handpiece.

Needle oo Handpiece for Maximum
R Length Sl Installation number of pulse
P1-08 0.8mm
EO . .
Al-12 1.2mm Sterilization AC Handpiece No shot tracking
Al1-15 1.5mm

Potenza Operator Manual 850-7043-200, Rev. 04
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3.7 Neutral Electrode (Return Pad) (Applied Part)

The neutral electrode (return pad) is an accessory that must be attached to the client’s

body during treatment while in monopolar mode. High-frequency current introduced to

the body through the needle tip is returned via the return pad. The product itself is

disposable.

No.

Part name

Description

Neutral Electrode

Attaches to the client to return the high-frequency current

Neutral Electrode
Terminal

Connection terminal to connect the neutral electrode to the
body of the device via the neutral electrode connection clip

Neutral Electrode
Connection Clip

Connection socket from the neutral electrode to the
electrode cable

® | @ |6

Neutral Electrode
Connection Plug

Plug which connects the neutral electrode cable to the body
of the device
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3.8 Footswitch

- The footswitch activates RF energy in the treatment tips.

No. Part name Description
@ Plug Part which connects to the main console
@ Safety Cover Safety cover to protect the switch and to prevent unintended output

® Switch Pressed with the foot to control the device’s energy output

3.9 Other Accessories

3.9.1 Power Cord 3.9.2 Handpiece stand

~

<\

Power cord must be an approved type acceptable to

the authorities where the equipment is sold.
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. Installation

4. Installation
4.1 Operating environment
e Operating temperature: +10°C to +35°C
e Humidity: 0% to 75%
e Atmospheric Pressure: 700hPa~1060hPa (use at altitudes < 3000m)

4.2 Unpacking
e Unpack the product and remove the transparent film attached to the LCD touchscreen.

CAUTION

If the transparent film is not removed, the touch function of the LCD monitor may not work
properly.

4.3 Conditions for Device Installation

Secure space for Device may get warm if
device assembling operating the system for a
long period of time.

503.2mm 365.6mm

316mm

L

Check the overall size of the intended treatment space before installation to ensure adequate room for
the device. Advance planning will lead to a more efficient installation.
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4.4 Installation of Main Body

Handpiece cannot be repaired directly by the user; it can only be repaired by Cynosure service
technicians. (See contact information page).

- Connect the Power Cord, Footswitch and Return Pad, Locate the ports for the power cord,
footswitch and return pad on the rear part of the device and connect the proper cables to them.

| fege B

Footswitch ‘ 0 i Neutral Pad

Socket ! Socket

Potential
Equalization

Conductor

Main Power Main Power
Socket Switch

©) How to Connect the Neutral Pad Cable to the Device Socket

@

Neutral Pad Cable Device Neutral Pad Cable

Line up the cable receptacles (@) with the neutral pad socket pins on the device and
push the cable in.

- Turn the screw (®) to the right to fasten it tight.
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@ How to Connect the Neutral Electrode (Return Pad) Cable

m
» B2

Peel off coating
on pad.

Insert the tab on
the return pad into
the connector.

Press the
connector lever all
the way down.

Check the LCD
screen for the
Connection
Complete status

©) Potential Equalization Conductor

a. Function: Contact voltage reduction and zeroing to prevent electric shock and reduce loop

impedance.

b. How to use: Connect to building wall ground.

Potenza Operator Manual 850-7043-200, Rev. 04
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4.5 Installation of Tips
4.5.1 Installation of Motorized Needle Tip

CAUTION

Since the tips are sterilized products, wearing medical-grade gloves during installation is
recommended.

(1) Insert the tip into handpiece 20 degrees counterclockwise from the center.
(2) Turn the tip clockwise until it clicks to fasten.

4.5.2 How to Disassemble the Motorized Tip (reverse order of installation)
(1) Turn the tip 20 degrees counterclockwise.

(2 Pull it out to separate it from the handpiece.

4.5.3 Installation of One-Needle Tip

(1) Set the protruded part of AC (one-needle) tip into the groove of the handpiece and
apply pressure.

(2 Turn it clockwise to fasten the tip to the handpiece.

(3 Remove the protective cap before use.

4.5.4 How to Disassemble the One-Needle Tip (reverse order of installation)

(1) Turn the tip to the left with protection cap when removing the tip.

(2) Remove it from handpiece.
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. Operating Instruction
5. Operating Instruction

5.1 Preparation for Use

1) Turn on the main power switch on the rear part of the device.

= POWER

3) When a password window appears on the screen, enter the password. When the Potenza
voice and logo come together, touch anywhere to operate the device. After the system
check, a mode selection screen appears.

POTENZA

@ PASSWORD
oo oo

CYNOYURE'

POTENZA

System Checking... 7%

POTENZA -
A -} £ iy

TOUCH TO START

.
.

- CYNOSURE
-
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4) (1) Press the lesion you want to go to in the Invasive Mode procedure screen.
(2) Press the System Preferences icon to go to the service screen.
(3) Press the Manual icon to go to the manual mode procedure screen.
(4) Press ‘>’ icon to move to the 2" page of the screen.
Press ‘<’ icon to move to the 1% page of the screen.

POTENZA &

MLSM RSC RIV WRK TIGT
1
PUMPING LPOR ACN OSMI ALPC
4 . >

NON-INVASIVE MANUAL

5) INVASIVE Mode Screen:

1
3 1MHz 2MHz i 10
16 o0 ©
4 BI MONO o
MmcP-21| 1

5 Puses & 0 9999

6 Impedance QN 0

3 12

7
8 Needle Depth 0.50 Y 4 mJ / Pulse 90 13
9 |EEmEmEmEmES 7 )

SMOOTH IMPACT STANDBY TREAT

CONNECT A RECOMMENDED TIP
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Operation

Pick up the desired handpiece and connect the desired tip. The tip will automatically be
displayed on the screen.

(1) BACK Previous screen navigator
(2) Lesion Name | The lesion selected identifier on the Invasive Mode screen
(3) 1Mhz/2Mhz | Frequency selection
(4) BI/MONO | Bipolar or monopolar selection
Pulse count display (current pulses/remaining pulses):
(5) Pulses resets the current pulse count to 0 when the reset button is pressed;

when fewer than 10% of the shots remain, they are displayed in red

(6) Impedance |Impedance value of the tissue being treated

Auto Mode selection; when set to Auto ON, it allows the device to

(7) Auto ON/OFF | continuously treat at a user-selected interval while holding down the
footswitch
(8) Needle Depth | Needle depth selection for the motor handpiece
9) Handpiece Speed | Handpiece speed selection from slow (SMOOTH) to quick (IMPACT);
Controller seven settings are available
Handpiece selection: indicates the user-selected, currently connected
(10) HP )
handpiece
Tip Displa Tip selection: displays the tip of the currently connected handpiece;
(11) . y pressing the button allows the user to view other tips available for the
Window device
Displays the level used for the procedure; pressing the button allows
(12) Level the user to adjust level from T~10.
(13) mJ]/Pulse Display a calculation of (Power x Time)/pulse in m]

(14) | STANDBY/TREAT Device mode selection: device must be set to "Treat” mode to perform
a treatment

(15) Guide Message | Device message display

Pressing the each area and it will automatically change to the level
(16) Treatment Area | properly for the corresponding area; Zoom in/out with *+’ icon, and
move the front and side face with ‘<>"icon

QR Code Pop-up image.

user interface (UI) version, F / W version, and device

(17) QR CODE serial number. Pop-up disappears when touching

anywhere on screen

* If the protective film is not removed, it may not be recognized.
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6) MANUAL Mode Screen

1 MANUAL

14 HP

2 1MHz 2MHz 9
il2]3 4 L

(& )]

3 BI MONO

™o @mcr-21 | 10

4 Pulses O 0 9999 l l /OWEH w)

5 Impedance QN 0
18 L

6
5
7 Needle Depth f’ 1.00 1 mJ / Pulse 720 12
15
g [mmm . mE=— =
SMOOTH IMPACT STANDBY TREAT

Operation

Pick up the desired handpiece and connect the desired tip. The tip will automatically be

displayed on the screen.
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(1) BACK Previous screen navigator
(2) 1Mhz/2Mhz | Frequency selection
(3) BI/MONO Bipolar or monopolar selection
Pulse count display (current pulses/remaining pulses):
(4) Pulses resets the current pulse count to 0 when the reset button is pressed;
when fewer than 10% of the shots remain, they are displayed in red
(5) Impedance Impedance value of the tissue being treated
Auto Mode selection; when set to Auto ON, it allows
(6) Auto ON/OFF | the device to continuously treat at a user-selected
interval while holding down the footswitch
(7) Needle Depth | Needle depth selection for the motor handpiece
8) Handpiece Speed | Handpiece speed selection from slow (SMOOTH) to quick (IMPACT);
Controller seven settings are available
(9) HP Handpiece selection: indicates the user-selected, currently connected
handpiece
Tip Display Tip selection: displays the tip of the currently connected handpiece;
(10) Wind pressing the button allows the user to view other tips available for the
Indow device
(11) POWER(W) Treatment power level selection; can adjust from 0-50W by pressing
the up or down arrow
(12) mJ]/Pulse Display a calculation of (Power x Time)/pulse in mJ
(13) | STANDBY/TREAT Device mode selection: device must be set to “Treat” mode to perform
a treatment
(14) Pulse Type | Pulse type selection: can divide RF emission from 1 to 5 per each
Selection pulse by pressing the digital button.
Treatment pulse width selection; can adjust from
(15) Time(ms) 10(bipolar)/20(monopolar) - 500ms including on time and off time by
pressing the plus or minus button.
(16) Save Button | Save present parameter as default for each treatment area.
QR Code Pop-up image.
UI version, F / W version, and device serial number. Pop-up
(17) QR CODE disappears when touching anywhere on screen
* If the protective film is not removed, it may not be recognized.
Remove the protective film.

7) Press the gear icon in the right corner to move to the setting screen for adjusting the
brightness of the LCD screen and the device volume.

I:I>

¢ BACK SETTING

®- Brghtness o

Volume

Potenza Operator Manual 850-7043-200, Rev. 04
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5.2 Turning Off Device

@ Press the POWER switch.

POWER 3
= = 58

@ After the LCD touchscreen has powered off, turn off the main switch on the
rear of the device.

5.3 Disposal

Used Tips cannot be reused, reprocessed or re-sterilized. Therefore, they must be

processed according to the sharps protocol of the medical facility to prevent possible cross-
contamination or infection.
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. Storage and Transportation

6. Storage and Transportation

6.1 Storage and Transportation Conditions

DEVICE:
e Temperature: -10°C to +60°C

e Humidity: 0 to 95%
e Atmospheric Pressure: 700hPa to 1060hPa (altitude < 3000m)

ELECTRODE:
e Temperature: 0°C to +20°C

e Humidity: 30 to 80%

6.2 Storage

1) Corrosion may occur in the electric cord or electric parts in an acidic and/or corrosive
atmosphere.

2) The device and tips should be stored in a safe place accessible only by authorized
personnel.

3) Avoid storing the device or the tips in a location with these conditions:
e Wet or damp

e Direct sunlight
e Dust
e High humidity
e Salty air
e Poor ventilation
e With chemicals or gases nearby

4) Since the tips are sterilized disposable products, do not store used tips; they must be
discarded.

6.3 Transportation
1) Only personnel who have received education and training on the device should move it

around in the treatment room.

2) To move the device safely, see 4.4 Installation menu and perform the steps in reverse
order.

3) Hold the handle of device and transport it to a place that complies with 4.3 Conditions for
Device Installation and then install again according to 4.4 Installation.

4) To transport further than within your local office, contact Cynosure Customer Service for
assistance.

CAUTION

Do not hold the LCD monitor during transportation; it may result in damage to it.

More than one (1) person is required to transport the equipment.
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. Cleaning and Maintenance

7. Cleaning and Maintenance

7.1 Cleaning
(1) Main Body and Handpiece

7.2

At the end of the treatment day, clean the contaminated area before storing the

device.

Wet a soft pad with a noncorrosive cleaning agent such as isopropyl alcohol or 99%
ethanol, and softly wipe screen, main body and outer area of handpiece.

Use a clean and dry cloth or pad to wipe the main body and the handpiece again.

Be sure to turn the power off and remove the power cord from the electrical outlet before any

cleaning and maintenance procedures.

Never clean, maintain or repair the main body or handpiece while the power is on. It may cause

fatal damage to the user or ruin the equipment.

() Tips

Since the tips are sterilized and disposable, they cannot be used again.

Maintenance

1) Inspection

After use, always check for any dust and other contamination on the device and the
handpieces. Inspect all parts of the device regularly for any problems or issues
(cracks, damage, etc.). Do not use if problems are detected. Contact Cynosure
Customer Service immediately. Contact information is located in the introductory

pages of this manual.

2) Maintenance and Repair

Unauthorized modification of hardware, software or specifications of the Potenza voids
all warranties, expressed and implied. Cynosure LLC takes no responsibility for the

service or operation of such equipment.

Every part must be repaired and maintained exclusively by Cynosure Service

technicians.
After cleaning the device, move to a secure and clean location.

To purchase additional accessories and parts (such as disposable tips), please contact
your local Cynosure representative or contact Customer Service. Contact information is
located in the introductory pages of this manual.
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8. Packaging

8.1 Main Body and Handpieces

8.2 Disposable Products
(not all Tip and accessory labels shown)

POTENZA

Fractional Microneedle Tip

One-Needle Tip

EA

+2 years from MFD
/b, Cautis se refer to the user manual
Storage Condition =&
e s

[mer)
wn C€
s} 0068
a Jeisrs Medicalne.

307, 30, 401 Daeryuns Techne Town Bir,

Bamasara, Geumchecrg, Sead, 18507, Korvs

Ererga Europe
TR oreete 0 B2 A1 vk, The Nt

QR ww

MEG by Jeisys for Cynosure LLC.

Zi-Ly : [opopy
Model : Ai-12

Model : Al-12

Z1-LY : [9POpy
Model: Al-12
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8.3 Labels (not all Tip and accessory labels shown)

8.3.1 Main Body

CE Label

Model Name : POTENZA
Non-Continuous mode :

Weight : Total 12.5 kg

How to use : Refer to the Manual

Rating : 100-240 V~, 50/60 Hz, 500 VA

Activation Time : 30min / Deactivation Time: 10min

/ Fractional RF Microneedle Electrosurgical Unit \

Jeisys

Do not remove the cover of back to
prevent electric shock.

Jeisys Medical Inc.
307, 308, 401 Daeryung Techno Town 8th,

>3 [E ¢

Please read the instructions carefully before use.
Caution : Federal law restricts this device to sale by

or on the order of a physician

HO®

D g

Gamasan-ro 96, Geumcheon-qu,
Seoul, Korea, 08501

[EC [ REP ] Emergo Europe

Westervoortsedijk 60, 6827 AT Arnhem,

The Netherlands
MFG by Jeisys for Cynosure LLC.

>/

8.3.2 Accessories

Handpiece

Motor handpiece

AC handpiece

Foot switch

MOTOR Hand-piece

Model : POZ-MHP-01

How to use : Please refer to the user manual
Jeisys Medical Inc.

307, 308, 401 Daeryung Techno Town 8th, 96,
Gamasan-ro, Geumcheon-gu, Seoul, 08501, Korea

EOLER
».

k MFG by Jeisys for Cynosure LLC. J

AC Hand-piece

Model : POZ-AHP-01
C€
SN ] 0068

l

(D) How touse  Please refer to the user manual

Jeisys Medical Inc.
307, 308, 401 Daeryung Techno Town 8th, 96,
Gamasan-ro, Geumcheon-gu, Seoul, 08501, Karea

MFG by Jeisys for Cynosure LLC.

Model : POZ-FS-01

o
o
@
o

i
>

e How to use : Please refer to the user manual

Jeisys Medical Inc.
307, 308, 401 Daeryung Techno Town Bth, 96,
Gamasan-ro, Geumcheon-gu, Seoul, 08501, Korea

MFG by Jeisys for Gynosure LLC.

Neutral Electrode Pad

Neutral Electrode
Pad Cable

Hand-piece Stand

Neutral Electrode pad

Model : POZ-NEP-01

C

0068
]

g

@ How to use : Please refer to the user manual

“ Jeisys Medical Inc.
307, 308, 401 Daeryung Techno Town 8th, 96,
Gamasan-ro, Geumcheon-gu, Seoul, 08501, Korea
MFG by Jeisys for Cynosure LLC.
. S

Neutral Electrode pad Cable

Model : POZ-NEPC-01
C€
[sN] 0068

@ How to use : Please refer ta the user manual

Jeisys Medical Inc.

307, 308, 401 Dasryung Techno Town Bth, 96,

Gamasan-ro, Geumchean-gu, Seoul, 08501, Korea
MFG by Jeisys for Cynosure LLC.

. J

Hand-piece Stand

Model : POZ-HPS-01
C
0068

(%) How to uso : Plaasa rofor to the user manual

Jeisys Medical Inc,
307, 308, 401 Daeryung Techno Town 8th, 96,
Gamasan-ro, Geumcheon-gu, Seoul, 08501, Korea

MFG by Jeisys for Cynosure LLC.
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Tips

Fractional Microneedle Tips

S-25, I-25, S-49, 1-49

Generic Name: Sterile Electrode
Model: SZ5TIP -25 TIP
e Intended use : Please refer to the user manual
How to use : Please refer to the user manual
Packaging unit: 1 EA
8 Expiration date : 2 years from MFD
A\ Caution: Please refer to the user manual

Storage Condition Mlx’m* Mg 80%

wr Ce
ﬂ 0068
ad Jeisys Medical Inc,

307. 308, 401 Dasryung Techno Town 8th. 96,
Gamasan-10, Geumcheon-gu, Seoul, 08501, Korea

rgo Eur
[T Weslervmrts:!lluk 60, 6827 AT Amhem, The Netherlands
QR @ ErErEE)
\ MFG by Jeisys for Cynosure LLC.

et seictienss | LDy 1o

Intended use : Please refer to the user manual
How to use : Please refer to the user manual
Packaging unit: 1 EA

E Expiration date : 2 years from MFD

A\ Caution : Please refer to the user manual

Starage Condition 2t A%
ot 'R’ 0% @

ce

0068

d Jeisys Medical Inc,
307, 308, 401 Daeryung Techno Town Bth, 96,
GEWIBEE’H“ Gwmuhmwu Seoul, 08501, Korea

Europe
EE Wemrvwnseﬂukﬁn 6827 AT Amhem, The Netherlands
@@ & [rerieleo]

\ MFG by Jeisys for Cynosure LLC. /

Generic Name: Sterile Electrode
Model: S-43 TIP 3-49 TIP
Intended use : Please refer to the user manual
@ How to use : Please refer to the user manual
Packaging unit: 1 EA
E Explrllmn date : 2 years from MFD
Cai : Please refer to the user manual

Condition lﬂr T @ BO%.
0T 30%

C€

0068

isys Medical Inc.
, 308, 401 Dasryung Techno Town Bth, 96,
Gamasan-ro, Geumcheon-gu. Seoul. 08501, Korea

Emergo Europe
Westervoortsedijk 60, 6827 AT Amhem. The Netherlands
QR®
k MFG by Jeisys for Cynasure LLC.

metmesunsens | Q) 1p

Intended use : Please refer to the user manual
How to use : Please refer to the user manual
Packaging unit: 1 EA
Expiration date : 2 years from MFD

A\ Caution : Please refer to the user manual

Storage Condition 20T 80%
ot IR’ 30% @

o068

- C€
el

d Jeisys Medical Inc.
307, 308, 401 Daeryung Techno Town 8th, 96,
(Gamasan—ro, Geumeheon-gu, Seoul, 08501, Korea

Emergo Europe
LECTREF] e iomoorisetjc 60, 6827 AT Arnher, The Netherands
RO
K MFG by Jeisys for Cynosure LLC.

One needle Tip

Fractional Microneedle Tips

A1-15

CP-21, CP-25

Model : A1-15

Intended use : Please refer to the user manual
How to use : Please refer to the user manual
Packaging unit: 1 EA

E Expil n date : 2 years from MFD
/b Caut Please refer to the user manual
Storage Condition 20T @ 80%
[} 30%
c €
ﬂ 0068

gl Jeisys Medical nc.
307, 308, 401 Daeryung Techno Town Bth, 96, Gamasan-ro,
Geumcheon-gu, Seoul, 08501, Kerea

Emergo Europe
Westervoorisediik 60, 6827 AT Amhem, The Netherlands

MFG by Jeisys for Cynosure LLC.

QRS mx]

rererseesene CP.2] 1

e Intended use : Please refer to the user manual
How to use : Please refer to the user manual
Pack: mit: 1 EA
8 Expiration date : 2 years from MFD
A\ Caution: Please refer to the user manual

Storage Condition 0T B0%
[ k 30% .@

Ce
d 0068

d Jeisys Medical Inc.
307, 308, 401, 410, Daeryung Techno Town 8th, 96,
Gamasan-ra, Geumcheon-gu. Seoul. 08501, Korsa

Emergo Europe
‘Westervoortsedijk 60, 6827 AT Arnhem, The Netherlands

el s
/

K MFG by Jeisys for Cynosure LLC.
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8.4 Symbols

Symbol

Description

Type BF Applied Part

Equipotentiality

Earth-referenced patient circuit

ON (power)

OFF (power)

Part number

Date of Manufacture

Manufacturer

Serial Number

NRTL certification mark _ Certified to US and Canada Standards

Keep electrical waste separate from municipal waste

Refer to instruction manual

Dangerous voltage

No pushing

No sitting

No stepping on surface

Caution

BEa® Q< BEhLEO FdB

General warning sign
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Do not reuse

DO NOT RESTERILIZE

DO NOT USE IF PACKAGE IS DAMAGED
(This symbol may also mean “Do not use if the product sterile
barrier system or its packaging is compromised.”)

Sterilized using ethylene oxide

Expiration date

Degrees of protection provided by enclosures (IP Code)

T

Keep away from rain

Fragile: handle with care

This way up

Y
i
%

il

Storage conditions (Upper - Lower limit of temperature)

0
95%
0%

Humidity limitation (0 to 95%)

1060hPa

(&)

700hPa

Upper and lower limits of atmospheric pressure for transport
and storage

X

Use no hooks

Potenza Operator Manual 850-7043-200, Rev. 04
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. System

9. System

POTENZA

The Potenza continuously monitors the status of the equipment. If an error occurs, an error

message appears as shown below, either on the bottom part of the screen or in a pop-up

window.

[N-204]

Do you want to rename or delete?

RENAME DELETE

STANDBY -

9.1 Kinds of Pop-Up Messages

No.

Message

Possible Cause

Recommended Actions

No connected
handpieces

A handpiece is not connected
before entering treatment
screen

Connect a handpiece.

Communication port is
not responding

Faulty mainboard
communication port or faulty UI
board communication port or
faulty mainboard to UI board
cable connection

Contact Cynosure Customer
Service to check the device
setting.

Incorrect AC Power Hz

AC Power Hz differs from
setting value

Contact Cynosure Customer
Service to check the device
setting.

Error: [Number]

Faulty board status

Note RF error number and
contact Cynosure Customer
Service.

Unidentified tip

An unrecognizable tip has been
connected to the handpiece

Contact Cynosure Customer
Service after checking the UI
version.

Potenza Operator Manual 850-7043-200, Rev. 04
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Mainboard is not
responding

No response when sending
communication from UI board
to mainboard

Contact Cynosure Customer
Service to check the device
setting.

Data error [No.].
Contact the
administrator.

Data in SD card is
unrecognizable

Contact Cynosure Customer
Service to check the device
setting.

Load fail.
Reboot the device.

Data load has failed

Reboot the device. If problem
is not solved, please contact
Cynosure Customer Service
to check the device setting.

Reset shot count?

Pressing the shot-count rest
button triggers this message

10

Replace with
“Overwrite existing
settings and replace

with current

parameters?”

Pressing save button in
treatment screen of either quick
start or preset mode triggers
this message

11

No return pad
detected. Connect
return pad to patient.

Impedance value is reached
more than 750 in monopolar
mode during procedure

Check the return pad
connection and if it is
perfectly attached to patient.
If problem is not solved,
contact Cynosure Customer
Service to check the device
setting

12

High energy may cause
side effect.
Do you still want to
proceed?

Pressing ready button when the
set energy is higher than 2J.
(Number of pulse x Power
(Watt) x pulse duration (ms))

Check the energy setting and
decrease the energy if
needed.

13

The lifetime of the tip
is over. Please replace
the tip.

Connecting the treatment tip
having time limit reached

Replace treatment tip.

14

A used tip connected.

When the used tip is connected
to motor handpiece

Replace with a new tip.

15

Do you want to
rename?

Pressing the only 1 preset
button left in preset mode for
more than 2 seconds.

16

Do you want to rename
or delete?

Pressing the icon that user
produced for more than
2 seconds.
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9.2 Kinds of Guide Messages

POTENZA

No Message Possible Causes Recoml_nended
Actions
More than two HPs are
1 SELECT connected and HP is not Select a handpiece
HANDPIECE selected (recommended HP piece.
blinks)
Connecting the monopolar-
exclusive tip in bipolar mode or To use bipolar mode,
MONO DEDICATED . . . .
2 TIP pressing bipolar mode after insert the bipolar-
inserting the monopolar- available tip.
exclusive tip
P ing the R tt
3 CONNECT HP Pressing the Ready button Connect a handpiece.
without connecting a handpiece
CONNECT A Connecting the tip not Connect a
4 RECOMMENDED recommended for the lesion recommended tip as tip
TIP selected. popup.
5 CONNECT TIP Pressing the Ready button Connect a tip.
without connecting tip
CONNECT RETURN | "ressing the Ready button Connect the neutral
6 without connecting the neutral
PAD . pad.
pad in Monopolar mode
7 CONNECT Prv?/istsr:zgttZSnF:\Z?:SiZ] b:ﬁ?n Connect the foot switch
FOOTSWITCH seing '
footswitch
8 MIN AUTO TIME / Adjusting the Auto time to
MAX AUTO TIME minimum/maximum
MIN NEEDLE
Adjusti t th t
9 DEPTH / MAX d:\:isnil:'\gugfmoarx?niZm °
NEEDLE DEPTH
10 MIN ENERGY / MAX Adjusting the energy to
ENERGY minimum/maximum
1MHZ SELECTED / .
11 2MHZ SELECTED Selecting 1Mhz / 2Mhz
BIPOLAR
12 SELECTED / Selecting Bipolar / Monopolar
MONOPOLAR
SELECTED

Potenza Operator Manual 850-7043-200, Rev. 04
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AUTO ON/ AUTO

13 OFF Selecting Auto On / Auto Off
PORT '1/2/3’ Selecting handpiece, display
14 ‘MOTOR/ACN’ HP port number and kind of
SELECTED handpiece
STAND BY
15 SELECTED / TREAT Selecting STAND BY / TREAT
SELECTED
16 STANDBY Main board reFe|V|ng a standby
signal
17 READY FOR Main board receiving treatment
TREATMENT signal

18 | HP DISCONNECTED

Separating handpiece during
treatment

19 TIP Separating tip during
DISCONNECTED treatment
NO STORAGE . . At preset selection
20 SPACE IS Pressing Save, but maximum screen, press Delete
AVAILABLE storage space will be exceeded preset user to make
storage space available.
21 EXCEED MAX Setting time of total pulse Adjust pulse duration
DURATION 500 ms duration exceed 500 ms < 500
25 RETURN PAD Connecting the return pad
CONNECTED cable in monopolar mode
23 FOOTSWITCH Connecting Footswitch cable to
CONNECTED main body

MIN PULSE ON
24 TIME / MAX PULSE
ON TIME

Adjusting ‘on time’ to
maximum/minimum

MIN PULSE OFF
25 TIME / MAX PULSE

Adjusting ‘off time’ to
maximum/minimum

OFF TIME
26 XXX TIP Connecting *XXX’ tip to motor
CONNECTED handpiece.
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. Technical Specification

10. Technical Specification
10.1 Model and Class

Model: Potenza / Class IIb

10.2 AC Input Rating

100-240V, 50/60Hz, 500VA

10.3 Electrical Safety
e Class 1, Type BF applied part

e Certified to:
- IEC 60601-1

- IEC 60601-1-2

- IEC 60601-2-2

10.4 Fuses
250V, T4AH: Two each

10.5 Applied Frequency
e 1 and 2MHz

10.6 Maximum Output

Motor Handpiece: Min 1-Max 50 Watt, Rf Time= 5-500ms

AC Handpiece :Min 1-Max 40 Watt, Rf Time= 5-500ms

10.7 Footswitch Specification
Footswitch button: IPX8

10.8 Dimensions

POTENZA

Output Voltage:0-100V (Rated Load 20092)

Output Voltage:0-90V (Rated Load 2009)

e Size: 503.2mm (W) x 365.6mm (L) x 316mm (H)

e Weight: Total 12.5kg

10.9 Sterilization

Motor Handpiece tips and AC Handpiece tips were sterilized by ethylene oxide.

Potenza Operator Manual 850-7043-200, Rev. 04
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10.10 EMC Electromagnetic Field Information

Electromagnetic Field Information According to IEC 60601-1-2

Guidance and Manufacturer’s Declaration - Electromagnetic Emissions

The Potenza is intended for use in the electromagnetic environment specified below.
The customer or the user of the Potenza should assure that it is used in such an environment.

flicker emissions
IEC 61000-3-3

Emissions Test Compliance Electromagnetic Environment - Guidance
RF emissions Group 2 | The Potenza must emit electromagnetic energy in order to
CISPR 11 perform its intended function. Nearby electronic equipment
may be affected.
RF emissions Class A | The Potenza is suitable for use in all establishments other
CISPR 11 ) . . .
than domestic, and may be used in domestic establishments
Harmonic emissions Class A | and those directly connected to the public low-voltage power
IEC 61000-3-2 ) . .
supply network that supplies buildings used for domestic
Voltage fluctuations /| Complies | pyrposes, provided the following warning is heeded:

Warning: This Potenza is intended for use by healthcare
professionals only. This equipment/system may cause radio
interference or may disrupt the operation of nearby
equipment. It may be necessary to take mitigation measures,
such as re-orienting or relocating the Potenza or shielding the
location.

Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The Potenza is intended for use in the electromagnetic environment specified below.
The customer or the user of the Potenza should assure that it is used in such an environment.

Immunity Test

IEC 60601

Test Level

. Electromagnetic
Compliance Level . .
Environment - Guidance

Electrostatic
discharge (ESD) IEC
61000-4-2

+8 kV Contact

+15 kV air

+8 kV Contact
+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

Not applicable hospital environment.
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Surge
IEC 61000-4-5

+1 kV line(s) to
line(s)
+2 kV line(s) to

+1 kV line(s) to
line(s)
+2 kV line(s) to

Mains power quality should be
that of a typical commercial or

hospital environment.

lines
IEC 61000-4-11

(60 % dip in UT)
for 5 or 6 cycle

70 % Ut

(30 % dip in UT)
for 25 or 30 cycle
<5%Ur
(>95%dipinUt)

for5s

(60 % dip in UT)
for 5 or 6 cycle

70 % Ut

(30 % dip in UT)
for 25 or 30 cycle
<5% Ur
(>95%dipinUr)

for5s

earth earth
Voltage dips, short <5%Ur <5%Ur Mains power quality should be
interruptions and (>95%dipinUT) |[(>95%dipinUT) |that of a typical commercial or
voltage variations on | for 0.5cycle for 0.5cycle hospital environment. If the
power supply input |40 % Ut 40 % Ut user of the Potenza image

intensifier requires continued
operation during

power mains interruptions, it
is recommended that the
Potenza image intensifier be
powered from an
uninterruptible

power supply.

Power frequency
(50 Hz and 60 Hz)
magnetic field

IEC 61000-4-8

3A/m

3 A/m

Power frequency
magnetic

fields should be at levels
characteristic of a typical
location in a typical
commercial or hospital

environment.

NOTE Ut is the A.C. mains voltage prior to application of the test level.
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Guidance and Manufacturer’s Declaration - Electromagnetic Immunity

The Potenza is intended for use in the electromagnetic environment specified below.
The customer or the user of the Potenza should assure that it is used in such an environment.

IEC 60601 Electromagnetic
Immunity Test Compliance Level
Test Level Environment - Guidance
Portable mobile RF
communications equipment
should be used no closer to
any part of the POTENZA,
including cables, than the
recommended separation
distance calculated from the
equation applicable to the
frequency of the transmitter.

Conducted RF 3Vms 3Vms Recommended separation
IEC61000-4-6 150kHz to 80 MHz distance
d = 12JP
Radiated RF 3V/m 3V/m
IEC 61000-4-3 80 MHz to 2.5 GHz d = 12JP 80 MHz to 800 MHz

d = 23JP 800 MHz to 2.5 GHz

Where P is the maximum
output power rating of the
transmitter in watts (W)
according to the transmitter
manufacturer and d is the
recommended separation
distance in meters (m).

Field strengths from fixed RF
transmitters, as determined
by an electromagnetic site
survey a, should be less than
the compliance level in each
frequency range. b

Interference may occur in the
vicinity of equipment marked
with the following symbol:

()

NOTE 1) At 80 MHz and 800 MHz, the higher frequency range applies.
NOTE 2) These guidelines may not apply in all situations, Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people.
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A Field strengths from fixed transmitters, such as base stations for radio (cellular/cordless)
telephones and land mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast
cannot by predicted theoretically with accuracy. To assess the electromagnetic environment due to
fixed RF transmitters, an electromagnetic site survey should be considered. If the measured field
strength in the location in which the ULTRAcel is used exceeds the applicable RF compliance level
above, the POTENZA should be observed to verify normal operation. If abnormal performance is
observed, additional measures may be necessary, such as re-orienting or relocating the POTENZA.

B Over the frequency range 150 kHz to 80MHz, field strengths should be less than 3 V/m.

Recommended separation distances

Between portable and mobile RF communications equipment and the POTENZA

The POTENZA is intended for use in an electromagnetic environment in which radiated RF
disturbances are controlled. The customer of the user of the POTENZA can help prevent
electromagnetic interference by maintaining a minimum distance between portable and mobile RF
communications equipment (transmitters) and the POTENZA as recommended below, according to
the maximum output power of the communications equipment.

Separation distance according to frequency of transmitter
m
Rated maximum [m]
output power of
[w] d = 12{P d - 12Jp d = 23JP
0.01 0.12 0.12 0.23
0.1 0.38 0.38 0.73
1 1.2 1.2 2.3
10 3.8 3.8 7.3
100 12 12 23

For transmitters rated at a maximum output power not listed above, the recommended separation
distanced in meters (m) can be estimated using the equation applicable to the frequency of the
transmitter, where P is the maximum output power rating of the transmitter in watts (W) according
to the transmitter manufacturer.

NOTE 1) At 80 MHz and 800 MHz, the separation distance for the higher frequency range applies.
NOTE 2) These guidelines may not apply in all situations. Electromagnetic propagation is affected
by absorption and reflection from structures, objects and people.
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10.11 Lifetime

Potenza has a minimum 5 years of device life, while conforming to the maintenance policy.
- Warranty Conditions

Warranty will be provided for a one-year period, for functional and operational problems on the

machine used under reasonable, normal conditions.
- Warranty Exceptions

- Problems caused by user’s intention or negligence
(Broken monitor, damage on body, broken handpiece & etc.)
- Expired warranty period
- Life spans of parts have expired
- Problems caused by a natural disaster
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Jeisys Medical Inc.

307, 308, 401, Daeryung Techno Town 8th, 96 Gamasan-ro, Geumcheon-gu,
Seoul, 08501, Korea

Telephone : +82-02-2603-6417 Fax. 82-02-2603-6447

WwWw.jeisys.com

Cynosure, LLC
5 Carlisle Road, Westford, MA 01886
Phone: 978-256-4200 (USA) or 800-886 2966 (toll free)

WWW.cynosure.com



