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1.2.Explanation of the Symbols Used in the System

Symbol Description

A Attention

CE Compliance
C € 0344

CSA Compliance Symbol (244308 CSA master contract
number, project 2137900)

ﬂ Dispose of according to WEEE regulations

S - Fus

Type BF Equipment

Type B Equipment

High frequency isolated patient circuit
| I Il Manufacturer

(«.») Non-ionizing electromagnetic radiation

CAUTION: Federal law restricts this device to sale by or on

O N LY the order of a physician

0 Refer to instruction manual

11
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Danger: Invisible Laser Radiation

LS EQUIPMENT - HAZARD symbol

Emergency Stop

EC REP Authorized Representative in the European Union

10 082012 Discard Product After Expiration Date

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2.1. Regulating data for the construction of a medical device

! y
n ID
n
Figure 2.1: System Console (Front) Figure 2.2: System Console (Side)
li» 'm\
Figure 2.3: Connector Cover Figure 2.4:V-ST Handpiece

Figure 2.7: V-FR

Figure 2.5: V-FR Hand Piece Figure 2.6: FR Tip Cover
Tip
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Figure 2.10: V-IPL

Figure 2.9: V-IPL Filter Small Spot
Figure 2.8: V-IPL Handpiece
Figure 2.11: V-IPL Filter Cover
Figure 2.16: Figure 2.17:
Figure 2.15: V-Form BC Applicator FC Applicator

Handpiece

15
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2.1.1 System Console

The system console houses the following components:
Front connector for V-IPL handpieces
Rear connector for V-FR, V-ST, V-Form handpieces
RF Generator
Switch Module
Water Cooling system
Display Unit
An Emergency Button that completely stops V20 operation
LED indicator used for V-IPL treatments
Service panel

2.1.2 Handpieces

The system can accommodate four handpieces as follows:

1. RFV-ST
2. RFV-FR
3. V-Form
4, V-IPL

The V-FR, V-ST, V-Form handpieces are attached with a cable to the connector located on
the rear panel of the main console.

The V-IPL handpieces are attached with a cable to the connector on the front panel of the
main console.

2.1.3 Disposable Sterilized Tip and Cover-V-FR Handpiece

A disposable tip, containing a matrix of bi-polar electrode pins attaches to the end of the
handpiece and is placed on the skin during treatment. The tip form is 13 rows and 8
columns of pins.

Figure 2.18: V-FR Tip Matrix

A thermoelectrically cooled bracket surrounding the grid area is designed to cool
surrounding skin and reduce pain during treatment.

A V-FR tip cover is used when the V-FR handpiece is not in use to protect it.

16
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2.1.4 Filters and Spot for V-IPL

The V-IPL handpiece allows the operator to change the optical filters. The system will
recognize the specific filter automatically.

Five (5) optical filters in different wavelength are used.

V-IPL handpiece has 2 options of spot size; the large spot is 6.4cm” and the small spot

is 2.4cm”. The material of the light guide is Sapphire cooled by two TEC (Thermo
Electro Cooling) units. The operator can change the spot size as necessary, according
to the treatment area. Spot size will be automatically recognized by the system.

YV

Figur 2.19: V-IPL Figure 2.20: V-IPL
Filter

2.4 cm2 Spot
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2.2 System Specifications

Supported Handpieces RF - V-ST
RF-V-FR
V-Form
V-IPL

Maximum Power 1000 watts

Electrical requirements 100-240 V~ IOA 50/60 Hz
100-120 V~ I0A 50/60 Hz
Single Phase

Environmental Requirements Operating temperature 18°-24°C (64°-
75°F) and relative humidity from 10% to
80%, non- condensing

User Interface 10.4 inch touch screen
Weight 70 kg
Dimensions 112 (H)x47 (W)x67 (D) cm

2.3 Handpiece Specifications

2.3.1 RF - V-ST Specifications

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Pulse

Treatmen Frequency Suratio
E Jlcm”
t area Mode Frequency (Hz) nergy (Jicm”) -
Mode 1 0.8MHz
Mode 2 1.7MHz
Up to
8mm x8mm  Mode 3 2.45MHz 130 50-200 ms
Mode 4 0.8MHz, 1.7MHz, Jiem”
2.45MHz

2.3.2 RF - V-FR Specifications

Frequenc  Energy/Powe Pulse

Treatment area )
y (nm) r (Joule) Duration (ms)

7.3mm x 21.8mm 1 MHz 0-10J 10-100 ms

2.3.3 RF Specifications

2.3.4 RF -V-Form - BC Applicator Specifications

Treatmen Frequenc Frequency (Hz) Power (W)
t area v
Mode 1 0.8MHz
Mode 2 1.7MHz
35.2¢m™3  Mode 3 2.45MHz Upto SO W
0.8MHz, 1.7MHz,
Mode 4

2.45MHz

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Switching
Pulse Duration

(ms)

200 msec
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2.35 RF -V-Form - FC Applicator Specifications

Switching
Treatmen Frequenc i
q Frequency (Hz)  Power (W) Pulse Duration
t area y
iTMtrla (mS)
Mode 1 0.8MHz
Mode 2 1.7MHz
0.637 cm”3 Mode 3 2.45MHz Up to 25 W 200 msec
0.8MHz,
Mode 4 1.7MHz,
2.45MHz
2.3.6 V-IPL Specifications
Fitzpatric Spot Wavelenat Pulse Pulse
Application Filter k Type Size 9 Pulse Fluenc Duratio  Interva
h (nm) Structur e n (ms) 1(ms)
(em ~ m fi/m A
Single 5-25 20-50
HR i
-V 24, 64 630 -1200 Multiple 5-25 5-15 15-75
630 Rapid 5-8 7
Hair removal
Single 5-26 20-50
HR .
1-1v 24, 6.4 570 - 1200 Multiple 5-26 7-15 15-80
570 Rapid 5-8 7
Single 5-28 10-30
i SR
Sk.m . -V 24,64 580 -1200 Multiple 5-28 4-8 5-40
rejuvenation
580 Rapid 5-8 7
Vascular Single 5-30 10-30 -
and VP .
. -V 24, 6.4 530 -1200 Multiple 5-30 4-8 5-40
pigmented
lesions 530 Rapid 5-8 7
Single 5-10 15-50
Acne Acne )
-V 24,64 415 -1200 Multiple 5-10 4-12 5-20
clearance -415
Rapid 5-8 7

Noote
Lifecycle ofthe V-IPL handpiece is 100.000 pulses
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n Rate

0.4

0.4

0.4

0.4

0.4

0.4

0.4

0.4

0.4

0.4
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Woarnings
/ \ + Always wear protective eyewear when applying a light-based technology.

+ Different protective eyewear is indicated for use with V-IPL handpieces.
Make sure to use the appropriate type.

* The maximum ocular hazard distance (OHD) for the V-IPL handpiece is 10
meter.

Viora protective eyewear should be used by patient physicians and staff as follows:

: Optical Density Optical Density
Handpiece Wavelength (nm) for Patient for operator and
V-IPL 415-1200 4 3

Table 3.1: Protective eyewear

If for some reason the patient cannot wear the protective eyewear, provide patients with eye
protection that completely blocks light from their eyes.

3.16. Data for development of medical device

The V20 System meets the requirements of the following standards:
a. IEC 60601-1:2005 + CORR.1 (2006) + CORR.2 (2007) - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance

b. [EC 60601-2-2 (2009) - Medical electrical equipment, Part 2-2: Particular
requirements for the safety of high frequency surgical equipment.

C. IEC60601-1-2 (2007) - Medical electrical equipment - Part 1-2: Collateral
Standard: Electromagnetic compatibility - Requirements and tests.

d. IEC60825-1 - (2008) - Safety of laser products - part 1. equipment
classification and requirements.

e. [EC 60601-2-22 (2007) - Medical electrical equipment- part 2-22: particular

requirements for basic safety and essential performance of surgical, cosmetic, therapeutic and
diagnostic laser equipment.

f. [EC 60601-2-57 (2011) - Particular Requirements for the Basic Safety and
Essential Performance of non-laser light source equipment.

43
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4 Labels

4.1 System Labels

\ 3 Maskit street
Herziiya. Israel 4673303

n . Tel. 972-99551344
\ I O R 972-99551345
Model: V20
110 VTL46000
CI’D December 2014
VIORA LTD
V2014046010
il lNIMIIIR
Power:

100-240V-10A, .50/601 \i
100-120V-10A, 50/6011/ for mc 244308

S]». "«lcec..
S «S»

Figure 4.1: System Labels
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CAUTION:

Neutral Fusing

T10A; 250V

Replace only with fuse of
the same type and rating.

Figure 4.2: CAUTION Neutral Fusing

RISK GROUP 3

WARNING
The Kghtemitted may result
in eye injury. Do not look
at the light source.
CAUTION
IR emitted from this device
may cause eye irmitation.
Do not state at the light source.
IEC 60601-2-57

Wavelength: 415-1200 nm
Maximum Output: 35 J/cm™
Pulse Duration; 4-50 msec.

Figure 4.3 CAUTION V-IPL
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4.2.3 RF- V-Form Handpiece and box

VI O RA

Hwtiy.i 4f>733
Id >9551344
Fo» 972

V-Form Handpiece Set

HEE AS45930
[SN] FMYYMMXXX

HHHIH I

©

V-Form Hanapiece T

AS45900

FMYVMMXXX )K C €

A Liilitrtirien n
Figure 4.11:V-Form Handpiece Label Figure 4.12: V-Form Handpiece Set Box Label

4.2.4 V-IPL Handpiece and box

3 Ma(s%t street
Herzliya, Israel 46733
Tel.972-99551344
Fax.972-99551345

V4PL Handpiece Set

VTL43000
W IPLYYMVOO
V-IPL Handpiece
VTL43010 N MONLY
w - IPLYYMVOO

A J

Figure 4.13: V-IPL Handpiece Label Figure 4.14: V-IPL Handpiece Set Box Label

OPTICAL RADIATION APERTURE

Figure 4.15: Optical Radiation Aperture Label
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5 System Installation

5.1 The using data for the medical device

Component

General

V-ST

V-FR

V-Form

V-IPL

Description

System console
RF and V-IPL cradle
V- IPL cradle

Screws for cradles
Allen key
Interlock Plug
Foot pedal
Power cable
User manual
Water filling kit
Connector cover
Handpiece
Handpiece

V-FR tips

V-FR Tip cover

Cleaning Brush

Handpiece Set
Handpiece

FC applicator
BC applicator
Filters

Hex key
Handpiece set
Handpiece

V-IPL Optic Set

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Quantity

1
1
1 box (10 tips)
1
1

1 case with 5 filters
and 1 spot

Part No.

VTL40000
AS42103
AS42102

SC40046
MS40037
HR40053
AS40030
VRT3001-UK
MK-124
AS40011
BM40017
V-ST2001
V-FR2002
FRTIPIO0O-2
VT0-1001-8
VMD9101-2

AS45930
AS45900
AS45910
AS45920
BM45008
MS45001
VTL43000
VTL43010

VTL43020
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Protective eyewear 1 VTR9301-1
Patient goggles 1 VTR9301-2
Filter Cover 1 MF42049-0

5.2 Unpacking

A Warning

+ + = Only Viora-certified personal can unpack the device.

Noote

Please do not place heavy objects on top of the system's package.

The V20 Platform was carefully packed to ensure the safe delivery and arrival of the
system and its components.

Make sure that you have all of the contents. Refer to -Equipment List.

Make sure that there are no visible signs of damage to the system or to the package
contents. If you are missing some of the contents or there are visible signs of damage,
contact your local distributor.

a.Open the packaging box by releasing the harnesses

b. Remove the foam on the side and bottom.

c. Attach the triangle foam to the bottom of the packing (ramp) using the Velcro.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Figure 5.1: Attach triangle sponge

d. Release the front wheel brakes by pushing the clips up and turn them to be
facing the ramp.

Figure 5.2: Release front wheels

e. Carefully roll out the system using the handle.

& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Figure 5.3: roll out the system

5.3 Assembling the Cradle

. Connect the cradle to the cradle holder on the side of the system.

» Use the Allen key to fasten the screws.

Figure 5.4: Assembling the
Cradle

5.4 Connecting the Interlock

Insert the interlock in to the interlock port.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Figure 5.5: Connecting the Interlock

5.5 Connecting the Foot Pedal

Connect the foot pedal cable to the connector on the rear panel

Figure 5.6: Connecting the Foot Pedal

Fasten the screws to secure it into place.

In order to avoid a potential accident, please store the foot pedal in a
safe place when not in use

The foot pedal must not get wet. Do not keep any liquids in the
vicinity of the foot pedal.

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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5.6 Filling the Water Container

A Woarninyg
Use only deionized water when filling the water tank.

Take the water filling bag out of the water filling Kkit.

Take the "S" shape hook, and hang the bag on the system's handle.

Figure 5.7: Hanging the water filling bag
On the rear panel, open the flap of the water tank.

Connect the pipe to the system's water tank connection.
Make sure the pipe is properly connected by pulling it and verify it is
stays connected.

Figure 5.8: Connecting the pipe to the water tank

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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Figure 5.10: Connecting the RF handpieces

5.8.1.1 Connecting the V-FR Tip

To connect the V-FR tip to the handpiece, open the supplied box and
remove one sterile V-FR tip.

Peel off the seal and place the tip on the handpiece, without removing

the tip from the blister package. Tips can be connected directly to the
handpiece.

Figure 5.11: Connecting the V-FR Tip

5.8.1.2 Connecting the V-FR Tip Cover

The system is supplied with a black V-FR tip cover. When the V-FR handpiece is not in
use, use the cover to protect it.

Figure 5.12: Connecting the V-FR Tip cover

55
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Figure 5.15: Connecting the V-IPL Handpieces Figure 5.16: Connecting the V- IPL Handpieces

5.8.2.1 Connecting V-IPL Filter

A Woarning
Before changing the filter, make sure the system is on 'Standby' Mode.

Remove the filter from the package.
Clean the filter as described in Section 9.3.1 of this user manual.
Insert the filter into the designated slot on the front of the handpiece.

Make sure the filter is inserted securely.

Noote

When not in use, filter cover should be inserted into the handpiece in order to
protect the opening.

S.8.2.2 Connecting the 2.4cm” V-IPL Spot

A Woarning
When turning the system on make sure it has recognized the small spot as
displayed on the top menu bar.

Remove the 2.4cm” spot from the package.

Clean the spot as described in Section 9.3.2 of this user manual.

57
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6.4 Add Configuration

The configuration codes are generated by Viora and provided to the local distributor
upon the purchase of each system.

A configuration code determines the configuration of the actual device which
then reflects the licensing codes to be provided to the user.

A
o < Setwp < Licesning Add Configuration
K-
7 8 0
Q w E R T Y U I O P
A S D F G H J K L
Z X C V B N M
cancel

Figure 6.3: Add Configuration

A. Type the 30 digits configuration code as provided to you by the local distributor.
B. Press the OK button to confirm.
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6.7 Set Up Menu

-« Treatment preferences - Allows the operator to set a default mode for ST or FR
treatment screen. The operator may always switch between basic and advanced
mode through the treatment screen or by resetting the default preferences.

- System information - Shows indications for;

0 Serial numbers of the system and connected handpieces
0 Software versions
0 Usage data for connected handpieces and tips

« Event History - Shows history of system events such as self-test failures.
* Treatment History - Shows details about past treatments:

0 Treatment date and time

0 Duration

0 Handpiece used

0 Total pulses used

0 Last energy used

0 Last duration used

* License - - Shows details about:

0 Active licenses - Allows the operator to view all active licenses on
the system.

0 Licenses History - Shows details (indication) about all the licenses
that were on the systems (including expired codes),

0 Add License allows operator to add a new license,

0 Configuration History - Shows details of previous configuration,

0 Add Configuration- add a new configuration code

<  Setup Licesning

> Active Licenses

> Licenses History

> Add License

> Configuration History

> Add Configuration
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6.8 Treatment Tips Screen

From the treatment menu, press the " i<ey to access treatment tips.
Press the key for the desired category.

Press Close to return to the treatment menu.

Treatment Tips

General ~ mST ~ - IPL

Always ensure proper diagnosis of skin's
condition prior to first treatment and set realistic
expectations

Use a mild, alcohol free, cleansing solution to
clean the treatment area and make sure itis
dry and free of any moisture, liquids or lint.

Skin response should always be monitored
during the various treatments and in between
phases, for any adverse effects.

< 1/2

Figure 6.7: Treatment Tips
Screen
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6.9 RF - ST Treatment Screens

6.9.1 ST Treatment Menu

The ST Treatment menu offers four different treatment programs. One program is for
body treatment and three are for facial treatments (forehead, cheeks, neck &
décolleté). Choose the desired treatment area by pressing the touch screen.

6.9.2 ST Basic Treatment Screen

H
/ / / \

< ST Menu Basic > Advanced Ready
Mode
1

110
™ 1000 $) 00:20 p ©
/' Figure 6.8: ST Basic Trestment \

C D

A. Mode - The svstem has four different RF treatme
controlled by the operator. The modes are based on the following integrated

technologies:
Mode 1- Low RF frequency of 0.8 MHz (suitable for deep treatments).
Mode 2 - Medium RF frequency of 1.7 MHz (suitable for mid-layer
treatments). Mode 3 - High RF frequency of 2.45 MHz (suitable for superficial
treatments). Mode 4 - Combines all three frequencies for multi-layer

treatments.

To choose the desired treatment mode, press the mode number
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Noote

Changing modes will move the system to Standby. Press the Ready / Standby
key to resume work.

B. Energy - To control the energy level, press the energy (+) or (-) keys. The
smaller (+) / (-) keys will change energy by 2J. The large (+) / (-) keys will
change energy by 10J.

C. Hourcounter - Counts total treatments time usage on the handpiece, per hours.

D. Minute counter - Counts time usage for current treatment. Press the -
key to zero the counter. If a pulse is not released within 3 minutes, the
counter will automatically pause and the system will move to 'Standby’
mode.

E cooling - The RF electrodes are cooled during treatment. The cooling icon

indicates that cooling is activated. If a pulse is not released within 60
seconds, cooling will stop and the system will move to Standby mode. In

Standby

order to resume treatment, press the key.
F. Home - Pressing the key, the operator opens the main menu.
. < ST Menu
G. Menu - Pressing the key, the operator opens the treatment menu.

H. Basic/ Advanced Mode - The operator's current mode of operation is seen
in the the colored key with the arrow facing down (basic or advanced

~N1N Basic > Advanced”

Rgad¥

standby / Ready - indicates that the system is ready for work
and pulses can be emitted by pressing the trigger on the handpiece or using

the foot pedal. The system will move t o T mode if:

0 Operator changes mode of treatment

o Operator changes energy by 10J

0 The pulse interval or duration in ‘advanced' mode is changed
0 A pulse is not emitted for at least 3 minutes

To resume work, press the standby key. Wait for the cooling to restart
(indicated by the progress bar).

To release an RF pulse, press the trigger located on the handpiece OR the foot pedal.
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Note

Pressing the trigger or foot pedal continuously, will emit 5 continuous
RF pulses followed by a warning screen. Operator must press OK in

order to resume work.
Pressing the trigger or foot pedal accidentally with no contact on the

skin, will cause a bad coupling alert on the screen.

Noote

Follow the treatment movements as per the arrow indications on the image.

6.9.3 ST Advanced Treatment Screen

< ST Menu y Basic A 1 Advanced Ready

Mode Pulse

155 +
110

100 +

’/3""/‘. O-100ntsse

K 4

0 1000 O 00:20 A ©

Figure 6.9: ST Advanced Treatment Screen

The advanced treatment screen is for experienced users and allows control of additional
treatment parameters.

J. Pulse Duration - .Determines the length of the pulse during
which energy is released ("On" time).

K Pulse Interval - —if—'"Determines the pause between pulses ("Off" time).
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< In the advanced mode, pressing the trigger or foot pedal
continuously, will emit 5 consequent RF pulses followed by a
warning screen. Operator must press 'OK' in order to resume work.

+  Pressing the trigger or foot pedal accidentally with no contact on the
skin, will cause bad coupling alert on the screen.

A Woarning

Changing pulse duration is directly related to amount of energy released
onto the treatment area.

6.9.4 V-ST Output Power

ST Output Power (J/cm'™2)

140
120
LOO
80
60
40 m Mode 2

¢ Mode 1

Owow QY

20 A mode 3

50 100 150

Ul Power

Figure 6.10; V-ST Output Power

ST power stability 130 & 64 J/cm”~3

+ Mode 1
1 mode 1
A Mode 2
X Mode 2
* Mode 3
* Mode 3

Figure 6.11: V-ST Power Stability

72
& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6.10 FR Treatment Screens

6.10.1 FR Treatment Menu

The FR Treatment menu offers three different treatment programs (shallow, medium and
deep). Upon choosing the treatment program, the relevant treatment screen opens.

6.10.2 FR Basic Treatment Screen
F G H /
< FR Menu Basic y Advanced Standby
Program

> Shallow

Medium

8.25

> Deep

,0 0000 & ;

Figure 6.12: FR Basic Treatment

A. Program - Indicates the selected program. Program may be changed
through the treatment screen as well as through the treatment menu
screen.

B. Energy - Controls the desired RF energy using the energy (+) / (-) keys.

C. Tip pulse counter - Counts total pulses count with inserted tip.

D. Pulse counter - Counts emitted pulses for current treatment. Press the
key to zero the counter. If a pulse is not released within 3 minutes, the
counter will automatically pause and the system will move to 'Standby’
mode.

E cCooling - Indicates whether the cooling feature is enabled. The operator
may switch the cooling feature on and off as desired by pressing the
cooling key.
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Note

Cooling reduces pain and makes the treatment more comfortable for the
patient; therefore it is recommended to be used at all times, and as per
treatment protocol.

F. Home - Pressing the ° key opens the main menu.
< FR Menu
G. Menu - Pressing the key opens the treatment menu.

H. Basic/ Advanced Mode - The operator's current mode of operation is
seen in the the colored key with the arrow facing down (basic or advanced

Basic > Advanced”

Ready

. standby / Ready - indicates that the system is ready for work
and pulses can be emitted by pressing the trigger on the handpiece or foot

pedal. System will move to standby mode if:

0 Operator changes energy of treatment,
0 A pulse is not emitted for at least 3 minutes.
To resume work, press the Standby key.

To release an RF pulse, press the trigger located on the handpiece or the foot pedal.

6.10.3 FR Advanced Treatment Screen

< FR Menu > Basic Advanced standby
Program Pulse
> Shallow
20 +
10-1CKO
Medium

8.25

0 1000 -O 0000

Figure 6.13: FRAdvance Treatment Screen
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FR power stability 5 Joules
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0 500 1000 1500 2000 2500 3000 3500
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6.11 BC/FC Treatment Screens

6.11.1BC or FC Treatment
H

\

standby

j Vacuum
6

off 1 2 3

6°38°C ©00:00

E Figure 6.16: FC Treatment

A. Mode - The system has four different RF treatment modes that can be
controlled by the operator. The modes are based on the following integrated
technologies:

Mode 1- Low RF frequency of 0.8MHz (suitable for deep treatments).
Mode 2 - Medium RF frequency of 1.7 MHz (suitable for mid-layer
treatments). Mode 3 - High RF frequency of 2.45 MHz (suitable for
superficial treatments). Mode 4 - Combines all three frequencies for multi
layer treatments.

To choose the desired treatment mode, press the mode number

Noote

Changing modes will move the system to Standby. Press the Ready / Standby
key to resume work.
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B. RF Energy level -Press the desire number 1-4 while 1 is the lowest

energy level and 4 is the highest level

C. Vacuum level - Press the desire number 1-4 while 1 is the lowest
vacuum level, 4 is the highest level and offis no vacuum .

D. Countdown clock -press the clock button to insert the desire
treatment time after setting the time the system will show the
countdown left until the end of treatment

E. Temperature indicator -displays the real time measured temperature

F. Applicator indicator

G. Home -Pressing the < key, operator opens the main menu.

P«ady
H. standby / Ready - v indicates that the system is ready for

work and pulses can be emitted by pressing the trigger on the

Standby
handpiece or the foot pedal. System will move to mode

if:
0 Operator changes mode of treatment
0 Operator changes energy level
0 Operator changes vacuum level
0 Pulse is not emitted for 3 minutes

or longer To resume work, press the

Standby key.

To release an RF pulse, press the trigger located on the handpiece OR the foot pedal.
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Set Treatment Time

Treatment time (min.

1 2 3

Cancel

Figure 6.17: ST set Countdown clock screen

l. Delete button

J. Setclock minutes - 0-9 button to setthe treatment duration

K Confirmation button - pressing on the OK button will set the time and
back to treatment screen

L cancel button - back to treatment screen

Pressing the trigger or foot pedal continuously, will emit 5 consequent
RF pulses followed by a warning screen. Operator must press OK in
order to resume work.

Pressing the trigger or foot pedal accidentally with no contact on the
skin, will cause bad coupling alert on the screen.
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Filter Confirmation Tips
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>HR 570nin

Confirm >

Figure 6.19: V-IPL Filter Confirmation Screen
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6.12.2 V-IPL Setting Screen

Every filter has a unique setting screen according to clinical application and
safety considerations.

< Change Filter Settings - HR 570nm (6.4cm”)
1] v \%
. Light Medium Dark
Hair Thickness
Q Thin Medium Thick
0 100,000 Treat >
H Figure 6.20: V-IPL Setting

A skin Type - Choose the skin type according to the Fitzpatrick
Q. Hair Ccolor - Choose the hair color according to the descriptions on screen.

R. Hair Thickness - Choose the hair thickness.

S. Home - Pressing the key opens the main menu.

k. Change Filter
T. Change Filter - Pressing the key opens the filter

confirmation screen.
U. setting - The colored key with the arrow facing down shows the
operator's current filter in use.

Treat >
V. Treat - Pressing the key opens the treatment screen.

W. Totals Pulse Counter - Counts the pulse usage for the total treatments on
the handpiece.
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< Noote

The operator must choose all parameters before advancing to the next

screen. 'Treat' key will be activated only after choosing all parameters.

6.12.3.V-IPL Treatment Screen

H | J L
< Settings HR 570nm (6.4cm”™ Ready
skin Type: H Hair Color: Medium Hair Thickness: Medium
Pulse

- 40

20-50nisec

XT-run.

nrm/ui
15-30msec

*AN(5100,000 O 0000

Figure 6.21: V-IPL Treatment

A. Pulse Structure - When the operator presses the trigger and foot pedal once,
there are 3 options for the pulse structure:

Single - One pulse
Multiple - 3 consecutive pulses

Rapid - One short pulse
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Standby/Ready - indicates that the system is ready to be used
and pulses can be emitted by pressing the trigger on the handpiece and steppin

) Standby )
on the foot pedal. The system will move to mode if:

0 The operator changes:
*  Fluence
+  Pulse Structure
+ Duration
* Interval

0 The operator switches the cooling feature on or off
0 A Pulse is not emitted for at least 3 minutes.
To resume work, press the Standby key.

To release a V-IPL pulse, press the trigger located on the handpiece and the foot
pedal simultaneously.

6.15.System Messages

The system continuously performs self-test procedures relating to the handpieces
attached and the internal operation. Status or error messages will appear on the screen
and display the relevant information when required. To continue, the operator must
press the 'OK' key or wait for the progress bar to disappear.

The following screen categories may appear:
< Consumable time: The system is set to remind the operator of the handpiece
running time. A reminder message will appear on the screen alerting the
operator of the remaining time or usage on the system and will refer the user
to the system information screen for more details.

« Cooling: The system will give an alert when the electrodes should be cooled
down during the ST treatment. A progress bar will indicate when the cooling
process is complete.

« Contact Cooling: During IPL treatments, the system will give an alert when the
handpieces should be cooled down during the treatment. The message will
disappear when the cooling process is completed.

« Water system cooling: During IPL

+ treatments, the system will give an alert when the water system should be
cooled down during the treatment. The message will disappear once the
cooling process is completed.

e V-FR tip warnings
0 Treatment tips should only be used for asingle treatment application
on a single patient to avoid cross contamination.

0 System will alert the operator if an em pty tip is inserted.
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+ Confirm the selected filter as it appears in the "Filter Confirmation" screen.

. Select the patient's characteristics. The Fitzpatrick scale is described in Table 1.
< Cnance F tte' Settings -HR 570nm (6.4cm’)
Skin Type
o> I\
Hair Color
I cihl Medium Dark

Hair Thickness

Thin WediiiTh Thick

(5 100.000 Treat >

Figure 8.1: Example 1 - Setting screen

Reaction to Sun Exposure Typical Features Skin Type

Always burns, rarely tans Pale skin, light eyes, Type |
light hair

Normally burns, Fair skin, light eyes Type ll

sometimes tans

Sometimes burns, Darker white skin Type lll

usually tans

Burns minimally, tans easily Light brown skin Type IV

Rarely burns, easily Brown skin Type V

tans darkly

Never burns, always Dark brown or black skin  Type VI

tans darkly

Table 8.1: Fitzpatrick scale

Note
Patients with freckled skin are classified 1 level higher than their base skin type on
the Fitzpatrick scale.
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Proper maintenance of the handpiece and system will guarantee a long lifetime for
the system and safe treatments for patients.

In the treatment screen, review the duration and fluence. Change
parameters as necessary.

o} < Settings HR 570nm (6.4cm” Ready

skin Type: lit Hair Color: Medium Hair Thickness: Medium

Pulse
- 40 +
-r-i—  20-50tiisec
20
1530msSc
0100,000 «0 0000

Figure 8.2: Example 1 - Treatment screen

To choose either multiple or rapid pulse structure, press the relevant
selection on the left side, then review and edit the parameters, if necessary,

0 Adjust the duration by using the (+) / (-) buttons. Adjust the
fluence by using the (+) / (-) buttons

Change to 'Ready' mode and start the treatment.

When the treatment is completed, place the V-IPL handpiece in its cradle.
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parameters as necessary.

a < Change Spot Nd:YAG 1064mn Ready
S$jpot 3.5mm

Q .20 .

100

O 100.000 O 0000

Figure 8.3: Treatment screen

On the treatment screen, review the duration and fluence. Change
parameters as necessary.

To choose multiple pulse structure, press the relevant selection on the left side,
then review and edit the parameter if necessary.

Adjust the duration by using the (+) / (-) buttons. Adjust the fluence by using the
(+) /' (-) buttons. Change to 'Ready' mode and start the treatment.

Change to 'Ready' mode and start the treatment.

The LED located on the system, will light up as an indication of the released pulse.

In Standby mode, the LED light will be OFF.

In Ready mode, the LED light will blink.

Upon entrance to the Ready Mode, a beeping sound is heard to indicate that
the system is ready to emit a pulse.

Once a pulse has been emitted a beeping sound is heard to indicate the
pulse is complete. The handpiece can then be safely moved to an adjacent

spot on the treatment area.

For every pulse released, the number of pulses indicated on the display screen
will increase by one.

When the treatment is completed, place the handpiece in its cradle.

8.8.4 Treatment Schedule
Note that treatment sessions may be considerably longer and depend on the treatment

area, physiological attributes and patient's response.

Long Term Hair removal
* Numberof Treatments: 8-12
+ Treatment Intervals: 4-10 weeks (depending on treatment area)
+ Maintenance: 1treatment every 6 months, or as required

Skin Rejuvenation
* Number of Treatments: 4-6
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9.5 Replarint] the filters in the BC/FC applicators

1. Disconnect the applicator from the handpiece.

Figure 9.1: BC/FC applicators

2. By using the Hex key, Unscrew the filter plug

Figure 9.2 unscrewing the filter

3. DisconnecMhe filter from the filter plug.

Figure 9.3 disconnecting the filter

4. Insert the new filter into the filter house.

Figure 9.4 Filter house

5. Place the filter plug back in the applicator

Figure 9.5 replacing the filter plug

6. By using the Hex key, screw in the filter plug.
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10 Data for the service of a medical device

The V20 system is equipped with a self-testing software routine that continuously
monitors system operation. The following troubleshooting guide does not attempt to
list all possible system failures.

Contacts in Russian Federation:

OOO «AlfaSpa Med», Russia, 109240, Moscow, Moscvoretskay nab. 2a, build 1

Tel: 8(495)775-26-50, fax: 8(495)937-88-95.

e-mail: alfaspa(” alfaspa.ru, www.aifaspa.ru

10.1 Fault Messages

The following table offers a list of the most probable system errors and instructions on
how to solve them. If the corrective actions listed in the table do not solve the problem,
please contact your local distributor for further assistance.

Message on screen

Bad coupling

Overheating

No
Handpiece
Connected

No V-Form
applicator

Probable Cause

Bad coupling
between the
electrodes and
the skin (V-FR, V-
ST, V-

Form 8 V-

System is overheated

Improper
connection of the
handpiece

Only V-Form
handpiece is
connected to

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Corrective Action

Make sure that all
electrodes are in
full contact with
the skin

Wait a few minutes
until system has
cooled down and the
message disappears
from the screen.

Disconnect
and reconnect
the handpiece

Connect the

Problem
solved

Yes

No

Yes

No

Yes

No

Yes

Continued action

Resume work

Contact the
local distributor

Resume work

Contact the
local distributor

Resume work

Contact the
local distributor
Resume work
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10.2 Failure Messages

The following table offers a list of Technical failure message that will appear under
various, faulty conditions. The message will be accompanied by Error Number. Upon
receiving one of the following warning messages, please contact your local distributor
for more information and repair:

Message on screen ErrorNumber
General Main Board Failure 101 - 108
General RF Board Failure 201 - 204
Switch Module Failure 301 - 306
Water System Failure 401 - 404

General Handpiece Failure 501 - 513

Table 10.2: Failure Messages

10.3 Operation troubleshooting

The following table displays a list of operation failures that may occur without
warning under various faulty conditions and instructions on how to solve them. If
the corrective actions listed in the table do not solve the problem, please contact
your local distributor for further assistance.

Message on screen Corrective Action Problem Continued action
solved
Resume work

A. Ensure proper

) . Yes
connection to mains
System is not outlet
turned on B. Make sure the Contact the
emergency switch N local distributor
is not pressed 0
No sound Makesurethevolume Ves Resume work
setting on the setup
screen is not set to Contact the
. No L
minimum. local distributor
Resume work
Noisy system Reboot the system. Yes
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APPENDIX A - EMC Tables

Table 1- Guidance and manufacturer'sdeclaration - electromagnetic emissions-

for all ME EQUIPMENT and me systems

Guidanceand manufacturer’sdeclaration-electromagneticemissions

The V20 is intended for use inthe electromagnetic environment specified below. The
customer or the user ofthe V20 should assure that it is used in such an environment.

Emissions test Compliance Electromagneticenvironment-guidance

RF emissions Group 1 The V20 uses RF energy only for its

CISPR1L internal function. Therefore, its RF
emissions are very low and are not likely
to cause any interference in nearby
electronic equipment.

Class A The V20 is suitable for use inall

grsgrglismns establishments other than domestic, and
may be used in domestic establishments
and those directly connected to the
public low-voltage power supply network
that supplies buildings used for domestic
purposes, provided the followingwarning
is heeded:
A

Warning: This equipment/system

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 [ME
EQUIPMENT or ME SYSTEM] or

Harmonic emissions Compliance

IEC 61000-3-2

Voltage Complies

fluctuations/flicker

emissions

IEC 61000-3-3
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Table 2 -

Guidance and manufacturer's declaration -

for all ME EQUIPMENT and ME SYSTEMS

electromagnetic immunity -

Guidanceand manufacturer’sdeclaration-electromagneticimmunity

The V20 is intended for use inthe electromagnetic environment specified below. The
customer or the user ofthe V20 should assure that it is used in such an environment.

Immunitytest

Electrostatic
discharge (ESD) IEC
61000-4-2

Electrical fast
transient/burst IEC
61000-4-4

Surge IEC 61000-4-5

Voltage dips, short
interruptions and
voltage variations on
power supply input
lines IEC 61000-4-11

IEC 60601
test level

+ 6 KV contact

+8kVair

+ 2 kV for power
supply lines

ilkVfor
input/output lines

+ 1kV differential
mode

+2kV common
mode

<5%Ux(>95%dipin
Uy for05cycle

40%U+(60%dipin
Ut for 5cycles

70%UT (30%dipin
Ut) for 25 cycles

<5%UT(>95%dipin
Uy for 5sec
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Compliance level

+ 6 KV contact

+8kVair

+ 2 kV for power
supply lines

+ 1kVfor
inpuEoutput lines
+ 1kV differential

mode

+ 2 kV common
mode

>95 % dip for 10ms
60 % dip for 200 ms
30 % dip for 500 ms

95% dip for 5000
ms

Electromagnetic
environment-
guidance

Floorsshouldbe
wood, concrete or
ceramictile. Iffloors
are covered with
synthetic material, the
relative humidity
should be at least 30
%.

Mains power quality
should be that ofa
typical commercial or
hospital environment.

Mains power quality
should be that ofa
typical commercial or
hospitalenvironment.

Mains power quality
should be that ofa
typical commercial or
hospital environment.
Ifthe user ofthe V20
requires continued
operationduring
power mains
interruptions, itis
recommended that
the V20 be powered
froman
uninterruptible power
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Numbered, bound and sealed
Viora Ltd

on sheets

Chief Executive Officer Eliran Almog
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2.1. CBefeHusa pernamMeHTUpPYyHOUMe KOHCTPYKLUIO MEeAULLUHCKOTO U34enns

Ne
13
Puc. 2.1; KoHconb ycTpoiictea (BWA CNepean). YcTpoiictaa (BUA cGOKY)
Puc. 2.3. Konnadok KOHHeKTopa Puc. 2.4. PykosaTka ¥-5T

T« | EE

Puc. 2.7. konnayok
Puc. 2.5. Pykosatka \Z-FR Puc. 2.6. HakoHe4yHNK PK  HakOHeuyHUuKa Y-PK
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Puc. 2.8. PykoaTka V-1P1

Puc. 2.11. Nokpsblwka punstpa V-1P1

Puc. 2.12. PykosaTtka \/-PorT
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Puc. 2.9. ®unbtp \Z-IPL

Puc. 2.13. AnnankaTtop BC

Puc. 2.10. ManeHbkas

Hacagka V-1P1

Puc. 2.14. Annavkartop
PC
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Puc. 5.1. NpucoeanHnTe TpeyrofbHble rybyaTblie yCTyNbl.

0. OcB0GOAMTE TOPMO3a HA MEPESHUX KOMECaX, BbITOMKHYB CKOBLI, Y MOBEPHUTE UX JIULLOM K YCTyrnam.

Puc. 5.2. OcBo6oaunTe nepenHne Koneca.

E OCTOPOXHO BbIKATUTE CUCTEMY, UCMOJb3YS PYKOSITh.
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Puc. 5.3. BblIkaTuTte cucrtemy.
5.3. MoHTax nonbku
* CoefivHUTe NIOJIbKY C AepXartenem /1K0J1Ibk1 Ha 60Ky yCTpOVICTBa.

* Mcnonb3yiiTe TOPLOBbINA KU 471 Kpernexa BUHTOB.

Puc. 5.4. MOHTaX N0 bKN
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5.4. CoeguHeHmne briokmparopa

BcTaBbTe 6/10KMpaTop B NOpT 6/10KMpaTopa.

Puc. 5.5. CoegnHeHne 6nokmpartopa
5.5. CoeguHeHune HoxHoW negann

* CoefiMHMTE Kabesnb HOXHO Nefiany ¢ KOHHEKTOPOM Ha 3afiHeil naHenu.

Puc. 5.6. CoegnHeHne HOXHOWN nepgann
. 3aTAHWTE BUHTBI, YTOObI 3aKpennTb ee Ha MecTe.
MpumevaHue

* Bo n3bexaHne BO3MOXHOIO HecyaCTHOro cny4ad, XpaHuUTe HOXHYI nefasb B 6e30nacHOM MecTe,
€C/N OHa He NCnosib3yeTcA B,D,aHHbIVI MOMEHT.
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* Haneite 6UMANCTUNNMPOBAHHYIO BOAY B NakeT A4/ BOAbl 40 MakKCMMyMa U NOAOXANTE, NOKA U3MEPUTEsb YPOBHS

BOAbl Ha 3a4Hel naHenu He rNokKaxeT 3HaYeHUE MeXAy MUHUMYMOM U MAaKCUMYMOM - NpumMepHO 70% eMKOCTu.
* BolHbTEe TPYOKY W 3aKpOWTe KPbILWKY.
5.7. CoepguHeHune Cunosoro kabens

* MpucoegnHuTe cunoBoi kabenb K nopTy coeaAnMHEeHNA C NnTaHNeM Ha 3agHel naHenu yCTpOI7ICTBa.

Puc. 5.9: NpuncoegnHeHne cnnosoro kabens

* BK/OUYMTE CMNOBON Kabesnb B COOTBETCTBYHOLLYIO 3/1eKTPUUECKYI0 po3eTKy. CM. rnasy 3.2. «Tpe6oBaHus

6e30nacHOCTU K 3NNeKTpuke».
5.8. CoegnHeHne Pykoatok
MpeaynpexaeHue

Y6enuTechb, 4yTo nutaHue Mnatopmbl Y20 BbIKNOUYEHO, KOrga Bbl NPUCOeAUHAEeTe UAKM OoTcoeanHsieTe

N6yl pyKosaTka.

5.8.1. CoeguHeHue PykosaTtok Y-PP. ¥Y-5T. Y-PorT
* BblHbTE PYKOATKY U3 YNAaKOBKW.
* [loMecTuTe PYKOATKY B €€ NI0JbKY.

* MpYcoeaNHNTE KOHHEKTOP PYKOATKM Ha KOHLe Kabens K KOHHEeKTOpYy Ha 3afHeli naHenu, Bpalwas ero Ao Tex nop,

noka oH He 6yAeT HaAeXHO 3aKpenseH.

Pnc. 5.10: NMpucoeanHeHne PY-pyKoOATOK.

55

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




farashe

-t

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



at-?

dietrbe
-?

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



LERE 1]
-6

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



LY TR
PV R g

eivang

nrt

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



H
162
3% ._CO (w)] W

A
© setwr srtem
Date ’2//5
=727 04 2014 +

Dey  Momh Yeor

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Seng

€ wesm ° Al Cofigueseom



(€

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



devers.

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



I

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



6.9. 3kpaHbl nevyeHunsa PY - 5T
6.9.1. MeH neyeHunsa 5T

MeHto neveHnsa $T npepnaraet YeTbipe pasHbiX Nporpammbl neyeHus. MNepsas nporpamma - ANA nevyeHus Tena, a
TP OCTanbHble - AN neyvyeHua nuua (Nob, weku, wes u AekonbTe). BoibepuTe xenaemyt ob6nactb neveHus,

HaXaB Ha CeHCOprIVI 9KpaH.

6.9.2. JkpaH 6a3oBoro nedyeHuns $T

"1 A~ 3T Meary Ba$lc |

Mocle

13Cun.'cT*

e 110

| 4

™ 1000 AN00:20 g ©

Puc. 6.8: 9kpaH 6a30BOro nevyeHns

A. PeXuM. YCTPOICTBO MMeeT YeTbipe pasfinuHbIX pexumma PUY-nedyeHuns, KOTOPLIMU MOXeET ynpas/isTb oneparop.

PeXnMbl OCHOBaHbl Ha cnefyrLWNUX BCTPOEHHbIX TEXHOMOIMUAX:

Pexnm 1 - Hu3kasa yactoTta PY 0,8 Mly (NnpurogHa Ansa rny6bokMx BUAOB NevyeHns).
Pexnm 2 - cpegHas yactota PY 1,7 My, (NnogXxoAunT AN NeYeHns cpeaHnX cnoes).
Pexwnm 3 - Bbicokasa yactoTa PY 2,45 MIy, (npurogHa AnS NOBEPXHOCTHOIO /leYeHns).
Pexnm 4 - coyetaeT BCe TPU TuMNa 4acToOT AN MHOTOC/IONHOTO feYeHuns.

UTOoG6bl BbI6GpaTh XenaeMblli PeXUM IeYeHUs, HAXXMUTE HOMEP pexuma.
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Figure 6.17: ST set Coumtdown clock screen
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MpegynpekaeHne o HM3KoM umnegarce. Bo BpeMd neveHnsa PB v 5T, nosBuTCA npefynpexneHune, Yto BbisB/EH
HU3KWIA nopor umnegaHca. OnepaTop AOJ/DKEH NPOBEPUTHL LE/TIOCTHOCTb HAKOHEYHMKA W €ro 3/1eKTPOAOB U
3aMEHUTb HAKOHEYHWK Npu HEOBXOAUMOCTH.

MpepynpexieHve O BbICOKOM umnegaHce (nnoxol koHTakt). BO Bpems PY-nevenusi, onepaTtop [AOJIXeH
y6e,qv|Tbc;|, uTo Mexnay KOXein un 3JIEKTpO4amMu XOpOLIJVII7I KOHTaKT.

[ata ucteyeHus cpoka rogHocT soasaHoro gunsTpa. Korga nonb3oeartesib npoBepAaeT cTaryCc BOAAHOIoO cbmanpa
Ha 3KpaHe TeXO6CJ1y)KVIBaHI/IFI (ycTtaHoBOK), ByfeT nosBnsTLCA NpedynpexpaeHue 06 ncrteyeHune Cpoka rogHoctu
BOJSAHOro ovnbTpa.

Warning

A Failure detected on your
system.
Please unplug hardware.

Puc. 6.23: SKkpaH npegynpexaeHusa.

Puc. 6.24: SKkpaH npumMmeydaHus.
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PncyHok 9.2 BbiIBUHYMBaAHME hunbTpa

3. OTcoeauHuTe PUNLTP OT AepxaTens punbTpa.

PucyHok 9.3 OTcoegnHeHune hunbTpa

4. BcTaBbTe HOBbIN (GUNLTP B OTCEK PUnbTPaA.

MMHSAMNw H!

PucyHok 9.4 OTcek unbTpa

5. YcTaHOBUTe gepxaTefb punbTpa 06paTHO B anninkKaTop

PucyHok 9.5 3ameHa gepxatens punbrpa
6. C NOMOLLbIO WECTUTPAHHOTO K/lo4a 3aBMHTUTE AepXaTenb unbTpa.
9.6. 3ameHa BoAsiHOro ®uNbTpPa U ANCTUNNPOBAHHON BOAbI
MpumeyaHne
= BopsHOW unbTp U AeMoHU3NpOBaHHasA Bofa Noanexar 3aMeHe OA4WH pas B rog,.

e B KAWHMKax, rge ycTpowWcTBO MCNO/Mb3yeTcsa C 6GONbLWON Harpys3kon, MoxeT noTpebosBaTbcs

60nee yacTtad 3amMeHa BOAAHOro hunbTpa N 4eNOHN3NPOBAHHOW BOAbI.

O pate cnefytoleli 3aMeHbl BOASHOTO (unbTpa - cM. «Moaaepxusatowne npoueaypsi» B pasaene 6.7
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[MpoHyMmepoBaHO, NPOLLUHYPOBaHO U CKPEMIEHO MNeYvaTbio
BHopa /1T,

66 nucTtos

WcnonHuTenbHbIA gupekTop  /moanuce/ dnupaH Anmor

LLtamn: Buopa Nta.
513726091

MepeBOA C aHINIACKOIO A3blKa Ha PYCCKUIA A3bIK

BbINONHUA nepeBogunk KoHoBanos Cepreii Meoprmesuy

["opop, Mocksa.
[BeHanuaToro okTa6psa 4se TbICAYN LWIECTHaALATOro roga.

A, Mwunesckuin Bnagucnas [eHHagueBu4, HOTapuyc ropoga MOCKBbI, CBWAETENbCTBYHO
NOA/IMHHOCTbL MOANWCK, chenaHHOW nepeBogvmMkoM KoHoBasioBbiM Cepreem [feoprueBnyeM B
MOEM MNPUCYTCTBUW. JINUHOCTL €ro YCTaHOB/EHA.

3aperncTpupoBaHo B peecTpe 3a No_
B3bickaHo no Tapudy: 100 pyo6. \Y/ A XD>
HoTapuyc:
n 1/ 'O |
o C, n

,
A28 [0V
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Bcero npoLHypoBaHO, MPOHYMEPOBAHO U CKPEMnIeHo
neyaTbto 134 (CTO TpMALATb YETbIPE) NUCTA
HoTapuyc: '

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



k)

Operational documentation of the manufacturer for medical device VIQRA

Operation documentation of the manufacturer
for medical device:

V30

C €0344

MK-124 EN
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2.1. Regulating data for the construction of a medical device

Figure 2.1: System Console (Front) Figure 2.2: System Console (Side)

Figure 2.3: Connector Cover Figure 2.4: V-ST Handpiece

*v

Figure 2.7: V-FR
Figure 2.5: V-FR Hand Piece Figure 2.6: FR Tip Cover
Tip
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Figure 2.10: V-IPL
Figure 2.9: V-IPL Filter Small Spot

0% .

Figure 2.8: V-IPL Handpiece

Figure 2.11: V-IPL Filter Cover

Figure 2.12: V-Laser Nd:YAG Handpiece ~Qure 2.13: V-Laser Nd:YAG Spots

15
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Figure 2.15: V-Form
Handpiece
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Figure 2.16:
BC Applicator

Figure 2.17:
FC Applicator
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2.1.6 Display Unit

The display unit - touch screen primarily presents the following information:

1. Treatment type
2. Treatment settings
3. Pulse / Time counter

4. Treatment time

2.2 System Specifications

Supported Handpieces

Cooling System
Maximum Power

Electrical requirements

Environmental Requirements

User Interface
Weight

Dimensions

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

RF - V-ST

RF-V-FR

V-Form

V-Glide

V-IPL

V-Laser Nd: YAG

DI Water cooling system
1000 watts

100-240 V~ IOA 50/60 Hz
100 120 V~ IOA 50/60 Hz
Single P lase

Operating temperature 18°-24°C (64°-
75°F) and relative humidity from 10% to
80%, non- condensing

10.4 inch touch screen
70 kq
112 (H) x 47 (W) x 67 (D) cm
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2.3 Handpiece Specifications

2.3.1 RF - V-ST Specifications

p- Pulse
Treatmen Frequency s Duratio
E N
t area . Mode Frequency (Hz) nergy (J/icm”) .
Mode 1 0.8MHz
Mode 2 1.7MHz
Up to
8mm x 8mm Mode 3 2 A5MHz 130 50-200 ms
Vode 4 0.8MHz, 1.7MHz, Jiem”
ode 2.45MHz
2.3.2 RF - V-FR Specifications
Pulse
Treatment area Frequenc  Energy/Powe -
y (nm) r (Joule) Duration (ms)
7.3mm X21.8mm IMHz 0-10J 10-100 ms
2.3.3 RF Specifications
2.3.4 RF - V-Form - BC Applicator Specifications
Switching
Treatmen Frequenc Frequency (Hz) Power (W) Pulse Duration
t area
mriHi» L] JEr TR (mSA
Mode 1 0.8MHz
Mode 2 1.7MHz
35.2cm”3 Mode 3 2. 45MHz Up to 50 W 200 msec
0.8MHz, 1.7MHz,
Mode 4

2.45MHz

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU
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2.3.5 RF-V-Form - FC Applicator Specifications

T Switching
atnen :
re Frequenc Frequency (Hz)  Power (W) Pulse Duration
t area
mnrip (ms)
Mode 1 0.8MHz
Mode 2 1.7MHz
0.637 cm~3 ~ Mode 3 2.45MHz Up to 25 W 200 msec
0.8MHz,
Mode 4 1.7MHz,
2.45MHz
2.3.6 V-IPL Specifications
Fitzpatfic ~ Spot Pulse Pulse Repetitio
; Waveleng| :
Application  Filter K Type Size g Pulse Fluenc Duratio Interva o
.~ h(nm) Structur n(ms)  1(ms)
(cm’) e n/rm-t
Single 5-25 20-50 0.4
HR -V 24,64 630-1200 Multiple 5-25 5-15 15-75 0.4
_ 630 Rapid 5-8 7 - 2
Hair removal
Single 5-26 20-50 - 0.4
HR IV 2464 570-1200 Multiple  5-26 75 1580 0.4
570 Rapid 5-8 7 - 2
- Single 5-28 10-30 0.4
Skin SR i :
rejuvenation Irv 24,64 580-1200 Multiple 5-28 4-8 5-40 0.4
580 Rapid 5-8 7 2, -
Vascular Slngle 5-30 10-30 - 0.4
and vP -V 24,64 530-1200 Multipl 5-30 4-8 5-40 04
pigmented s i ultiple i i ’ ‘
lesions 530 Rapid 5-8 7 . 2
; Single 5-10 15-50 - 0.4
Acne Acne .
clearance 415 -V 24,64 415-1200 Multiple 5-10 4-12 5-20 04
Rapid 5-8 7 2

Noote

Lifecycle ofthe V-IPL handpiece is 100.000 pulses
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2.3.7 V-Laser Nd:YAG Specifications

Fluen Pulse
Aoolication 7P Wavelengt ce  Pulse *  Duratio
PPt h (hm) (Jlem  Structur n (ms)
(mm) 2 e
Hair single 10-25
9.5 1064 20-50
removal Multiple 5-10
2X
Vascular
4 Single 10-25
35 iuo4 20-500
i.b
Onychomy Multiple Jii- 5-10

Cosis 55 '

Noote

Lifecycle oftheNd:YAG handpiece is 200.000 pulses
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Pulse
Interval
(ms)

5-15

5-15

Repetitio

n Rate

Upto 1 Hz

Upto 1Hz
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!! Woarnings
+ Always wear protective eyewear when applying a light-based technology.

+ Different protective eyewear is indicated for use with V-IPL and V-Laser
Nd:YAG handpieces. Make sure to use the appropriate type.

+ Use protective eyewear for V-Laser Nd:YAG according to local regulation.

* The maximum nominal ocular hazard distance (NOHD) for the V-Laser
Nd:YAG handpiece is 836 meter.

* The maximum ocular hazard distance (OHD) for the V-IPL handpiece is 10
meter.

Viora protective eyewear should be used by patient physicians and staff as follows:

Handpiece Wavelength (nm) Opt|caI_DenS|ty Optical Density
for Patient for operator and
V-IPL 415-1200 4 3
V-Laser Nd:YAG 1064 >7 >7

Table 3.1: Protective eyewear

If for some reason the patient cannot wear the protective eyewear, provide patients with eye
protection that completely blocks light from their eyes.

3.16. Data for development of medical device

The V30 System meets the requirements of the following standards:
a. IEC 60601-1:2005 + CORR.1 (2006) + CORR.2 (2007) - Medical electrical
equipment - Part 1: General requirements for basic safety and essential performance

b. [EC 60601-2-2 (2009) - Medical electrical equipment, Part 2-2: Particular
requirements for the safety of high frequency surgical equipment.

C. IEC60601-1-2 (2007) - Medical electrical equipment - Part 1-2: Collateral
Standard: Electromagnetic compatibility - Requirements and tests.

d. IEC60825-1 - (2008) - Safety of laser products - part 1: equipment
classification and requirements.

e. [EC 60601-2-22 (2007) - Medical electrical equipment - part 2-22: particular

requirements for basic safety and essential performance of surgical, cosmetic, therapeutic and
diagnostic laser equipment.

f. [EC 60601-2-57 (2011) - Particular Requirements for the Basic Safety and
Essential Performance of non-laser light source equipment.
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4 Labels

4.1 System Labels

A St AKC
WO

VI RA & dnm

Model: V30

EIE VTL40000

cO

ti VIORA LTD

ds  VILYYMM1000] CAUTION:
HimiINniiiii Neutral Fusing

Power:

T10A; 250V
100-24aV-10A50«0H;j! £B

100-12CV-1QA50«0Hz ht ¢ y'v*
A US;. ALY CE€ ¥ - &

Replace only with fuse of
A © G

the same type and rating.

Figure 4.1: System Labels Figure 4.2: CAUTION Neutral Fusing

RISK GROUP 3

WARNING
INVISIBLE LASER RAMATION WARNING
AVOID EYE ORaCIN ~ Thf Sght OTiitted may resist
g ;
EXPOSURE TO DIRECT OR eye injury. D or« fecit

atthelghtsotrc”
CAUTION
IR emitted fern this device
may cause eye Mtalion.

SCATTFED RADIATION
CLASS4LASBT PRODUCT

IEC 60825-1.2007 Do notstare atthe ~htsource.
IEC 60601-2-57
Wavelength; 1064r»i Wavel 415 1A
A avelength: - nm
M Output 500 J/orP
ammum -u P or Maximum Output 35 Vecm”
Pulse Dilation; 5-25 msec

Pulse [Xiration: 4-50 msec.

Figure 4.3: CAUTION V-Laser Nd:YAG Figure 4.4: CAUTION V-IPL
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4.2.3 RF- V-Form Handpiece and box

ik)
VI O RA

3MssM sKwl
Mwiliya, (srael 48T33
Tei.972-99SS1344
Fax,972-99SSt345
V-Form Handpiece Set

[REF AS45930
FMYYIiBIXXX

Lrrrrrrm

: o ©
ViamHigiee s

| IEEl  As4s900
i

FMYYMMXXX
A THEINGtLdHmM A cec
Figure 4.11; V-Form Handpiece Label Figure 4.12: V-Form Handpiece Set Box Label

4.2.4 V-IPL Handpiece and box

VIORA

3 Maskit street
Herziiya. Israel 46733
Tel.972-99551344
Fax.972-99551345

V4PL Handpiece Set

[REFI VTL43000
fSN1 IPLYYMMO001

pim iiiiiiii
V-IPL Handpiece
[FH vTL 43010
rw 1 IPLYYMMOO1
m CE€.
Figure 4.13: V-IPL Handpiece Label Figure 4.14; V-IPL Handpiece Set Box Label

OPTICAL RADIATION APERTURE

Figure 4.15: Optical Radiation Aperture Label
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4.2.5 V-Laser Nd:YAG Handpiece

V-Laser Nd:Yag
Handpiece
VTL44010

rm LPLYYMMIOL
lintlHHHTHHT

Figure 4.16: V-Laser Nd:YAG Handpiece Label
Box Label

L ARAERIURE

Figure 4.18: V-Laser Nd:YAG Aperture Label
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3 Maskit street
Herzliya, Isrsiel 46733
Tel.972-99551344
Fax.972-99551345

V-Laser Nd:Yag
Handpiece Set
VTL44000

LPLYYMMOOL
HTTH T

Figure 4.17: V-Laser Nd:YAG Handpiece
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5 System Installation

5.1 The using data for the medical device

Component

General

V-ST

V-FR

V-Form

V-IPL

Description

System console
RF and V-IPL cradle

V-Laser Nd:YAG and
V- IPL cradle

Screws for cradles
Allen key
Interlock Plug
Foot pedal
Power cable
User manual
Water filling kit
Connector cover
Handpiece
Handpiece

V-FR tips

V-FR Tip cover

Cleaning Brush

Handpiece Set
Handpiece

FC applicator
BC applicator
Filters

Hex key
Handpiece set
Handpiece

V-IPL Optic Set

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Quantity

1
1
1 box (10 tips)
1
1

1 case with 5 filters
and 1 spot

Part No.

VTL40000
AS42103
AS42102

SC40046
MS40037
HR40053
AS40030
VRT3001-UK
MK-124
AS40011
BM40017
V-ST2001
V-FR2002
FRTIPIOOO-2
VTO-1001-8
VMD9101-2

AS45930
AS45900
AS45910
AS45920
BM45008
MS45001
VTL43000
VTL43010

VTL43020
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Protective eyewear VTR9301-1

Patient goggles VTR9301-2
Filter Cover 1 MF42049-0
Handpiece set 1 VTL44000
Handpiece 1 VTL44010

V-Laser Nd:YAG Optic set 1 case with 4 spots VTL44020
V-LaserNd:YAG

Protective eyewear 1 VTLC4000
Patient goggles 1 VTR9301-2
Danger Hoazard sticker 1 DC40000

5.2 Unpacking
Woarning
A Only Viora-certified personal can unpack the device.

Noote

Please do not place heavy objects on top of the system's package.

The V30 Platform was carefully packed to ensure the safe delivery and arrival of the
system and its components.

Make sure that you have all of the contents. Refer to S.ISvT-Equipment List.

Make sure that there are no visible signs of damage to the system or to the package
contents. If you are missing some of the contents or there are visible signs of damage,
contact your local distributor.

a.Open the packaging box by releasing the harnesses
b. Remove the foam on the side and bottom.

c. Attach the triangle foam to the bottom of the packing (ramp) using the Velcro.
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Figure 5.3: roll out the system

5.3 Assembling the Cradle

. Connect the cradle to the cradle holder on the side of the system.
. Use the Allen key to fasten the screws.
lita-
m

Figure 5.4: Assembling the
Cradle

5.4 Connecting the Interlock

Insert the interlock in to the interlock port.
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Figure 5.10: Connecting the RF handpieces

5.8.1.1 Connecting the V-FR Tip

. To connect the V-FR tip to the handpiece, open the supplied box and
remove one sterile V-FR tip.

. Peel off the seal and place the tip on the handpiece, without removing
the tip from the blister package. Tips can be connected directly to the
handpiece.

Figure 5.11: Connecting the V-FR Tip

5.8.1.2 Connecting the V-FR Tip Cover

The system is supplied with a black V-FR tip cover. When the V-FR handpiece is not in
use, use the cover to protect it.

-y —

Figure 5.12: Connecting the V-FR Tip cover
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lip "B

Figure 5.15: Connecting the V-Laser Nd:YAG /V- Figure 5.16: Connecting the V-Laser Nd:YAG
IPL Handpieces /V- IPL Handpieces

5.8.2.1 Connecting V-IPL Filter

‘! Woarning
Before changing the filter, make sure the system is on 'Standby' Mode.

Remove the filter from the package.
Clean the filter as described in Section 9.3.1 of this user manual.
Insert the filter into the designated slot on the front of the handpiece.

Make sure the filter is inserted securely.

Noote

When not in use, filter cover should be inserted into the handpiece in order to
protect the opening.

S.8.2.2 Connecting the 2.4cm” V-IPL Spot

A Woarninyg
When turning the system on make sure it has recognized the small spot as
displayed on the top menu bar.

Remove the 2.4cm” spot from the package.

Clean the spot as described in Section 9.3.2 of this user manual.
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6.9 RF - ST Treatment Screens

6.9.1 ST Treatment Menu

The ST Treatment menu offers four different treatment programs. One program is for
body treatment and three are for facial treatments (forehead, cheeks,
décolleté). Choose the desired treatment area by pressing the touch screen.

6.9.2 ST Basic Treatment Screen

F G H |
/ / / N\

ST Menu NN Basic (>j Advanced Ready J

Mode

\ 7/

130J/cm»

110

«

(3

1 -22J/cm
“N.

O 1000 (Q 00:20 S @

Figure 6.8: ST Basic Treatment \

A. Mode - The system has four different RF treatment modes that can be
controlled by the operator. The modes are based on the following integrated
technologies:

Mode 1- Low RF frequency of 0.8 MHz (suitable for deep treatments).

Mode 2 - Medium RF frequency of 1.7 MHz (suitable for mid-layer
treatments). Mode 3- High RF frequency of 2.45 MHz (suitable for superficial
treatments). Mode 4 - Combines all three frequencies for multi-layer

treatments.

To choose the desired treatment mode, press the mode number
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6.11 BC/FC Treatment Screens

6.11.1BC or FC Treatment
E B H

/ / \
I) O fc standby J

G

Mode RF
vl 1 ﬂ 3
Vacuum

off 1 2 3

" 8°38°C 00:00

- —

Figure 6.16; FC Treatment

A. Mode -The system has four different RF treatment modes that can be
controlled by the operator. The modes are based on the following integrated

technologies:
Mode 1- Low RF frequency of 0.8MHz (suitable for deep treatments).

Mode 2 - Medium RF frequency of 1.7 MHz (suitable for mid-layer

treatments). Mode 3 - High RF frequency of 2.45 MHz (suitable for

superficial treatments). Mode 4 - Combines all three frequencies for multi

layer treatments.

To choose the desired treatment mode, press the mode number

Note
Changing modes will move the system to Standby. Press the Ready / Standby

key to resume work.
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Figure 9.2 unscrewing the filter

3. Disconnect the filter from the filter plug.

Figure 9.3 disconnecting the filter

4. Insert the new filter into the filter house.

Figure 9.4 Filter house

5. Place the filter plug back in the applicator

Figure 9.5 replacing the filter plug

6. By using the Hex key, screw in the filter plug.

9.6 Replacing the Water Filter and Deionized Water

"t Note

e Water Filter and deionized water should be replaced once a year.
- In clinics that work in high volume, you may need to replace Water

Filter and deionized water sooner.

To view next Water Filter replacement date, see Maintenance in section 6.7
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OCTOPOXHO! ®egepanbHoe 3aKOHOAITEALCTEO OTPAHKINBALT NPOAANY
& HacTORWEro Npubopa: NPHGOP NPOZAETCA TONLKO NO PEUENTY BpaYa,
ONLY

Coa. PYKOBOACTSO NO IHCAAYITHMN

ONacHOCTL: HEBIUAWMOR AAIEPHOL HIAYUEHUE
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e
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2.1. CBeaeHUsi pernaMeHTUPYHOLLME KOHCTPYKLMIO MEAULIMHCKOTO 13aenmns

Puc. 2.1: KoHconb ycTpoiicTsa (Bug cnepeau). Puc. 2.2. KoHconb yeTpoiicTsa (BUg, cooKy)

Pyic. 2.3. Konnavok KoHHeKTopa Pvic. 2.4. PykosiTka V-5T

P

Pvc. 2.7. Konnayok
Puc. 2.5. Pykositka Y-PK Puc. 2.6. HakoHeuHVK PK ,;akoHeuHnKa Y-PK
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Puc. 2.8. PykosaTka V-1P1

Puc. 2.11. Mokpbika mnstpa V-1P1

Puc. 2.14. Pykositka \/-PorT

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

Puvc. 2.9. dunbtp V-1P1

Puc. 2.12. PykosiTka V-1a5er
NOL: ¥A6

Pvc. 2.15. Anrvvkarop BC

/

V

Puc. 2.10. ManeHbkast
Hacagka V-1P1

Pvc. 2.13. Hacagkn V-
laber NL YAC

Puc. 2.16. Anryivkarop
RC
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TepMO3NEKTPUYECKMIA  OXNTaXAaeMblii  fepxaTesib, OKPYXawlWnii 06nacTb  PelweTkn, NpeAHasHaueH Afs
OX/TKAEHUS KOXN PSAOM M YMEHBLUEHNUS! GONE3HEHHOCTU IEYEHMSI.

Konnayok HakoHeuHuka \Z-FR ncnonb3yeTcst A5 3aluThl BbIKIKYEHHOWR pykosTku Y-PK.
2.1.4. ounerpw » Hacagka ang y-1P1

Pykositka V-1P1 Mo3BOSISIET OMepaTtopy MEHsSiITb ONTUYECKUEe (WbTPbI. YCTPOICTBO aBTOMATUYECKW Pacno3HaeT
KOHKPETHBIN (UIbTP.

Wcnonb3aytotest 5 (NATb) ONTUYECKUX (PUIBTPOB /151 Pa3HbIX A/INH BOJH.

Pykositka Y-1P1 nmeet iBa BapuaHTa pasmepa Hacafku: 6osibliuas Hacajka MMeeT nnowasib 6,4 cM , a MeHbluas -
2,4 cM®. CBETOBO/, U3rOTOBNEH M3 MaTepuana «Cantup» 1 OXNaxAaeTcs AByMS TepPMO3/1EKTPOOXTaXAatoLuMu
ycTaHoBkamu (TEC). OnepaTtop MOXeT MeHATb pasMep Hacafky npu Heo6XOAMMOCTU, B COOTBETCTBUM C 06/1aCTbHO
neyeHuns. Pamep Hacafky aBTOMATUYECKN PacnO3HAeTCA CUCTEMOIA.

Pyc. 2.18. dwbTp APL Puc. 2.19. Hacaka VAIPL nniowagsio 2,4 o

2.1.5. Hacagku gnsa V-Laser Nd: YAG

PykosiTka V-Laser Nd: YAG no3BossieT onepaTopy MeHsTb HacafKky (CBETOBOS), UTO ByaeT aBTOMATUYECKM
pacrno3HaBaTbCs CUCTEMOIA.

[locTynHbl 4 (4eTbIpe) BapuaHTa pa3Mepa Hacazku.

CBeTOBOL, M3roTOB/IEH M3 MaTepuana «Cantup» 1 oxnaxgaetcs AByMs TEPMO31eKTPOOXIaXAaoWMK
yctaHoBkamu (TEC).

Puvc. 2.20. Hacagka V-Laser Nd: YAG

2.1.6. [Oucnnei

MOHMTOP - CEHCOPHbIA AUCT/E B OCHOBHOM MPeACTaBASET CeAyHLLY0 UH(OopMaLuio:
1. Tvn nevenus

2. YCTaHOBOYHbIE MapameTpbl JIeYeHns

17
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Puc. 5.4. MoOHTaXX NONbKN

5.4. CoeanHeHne bnokunparopa

BcTaBbTe 6/10KMpaTop B NOPT 6/10KMpaTopa.

Puc. 5.5. CoeagnHeHne 61oknpartopa
5.5. CoeaunHeHue HoxkHoOW neganu

* CoeanHMTe Kabenb HOXHOM Nefanyn ¢ KOHHEKTOPOM Ha 3a4Hei naHenu.
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Puc. 5.6. CoeagnHeHVe HOXHOW nepann
3aTsSHUTE BUHTbI, YTOObI 3aKpennTb ee Ha MecTe.

MNMpumeyaHve
r,ore

* Bo n3bexaHne BO3MOXHOr0 HECHACTHOIO CnyYad, XpaHNTE HOXHYHO nefasb B 6e30nacHOM MecTe,
€C/IN OHa He Ucnonb3yeTcA B,ﬂ,aHHbIVI MOMEHT.

* HoxHas negasb BCerga Ao/mKHa ObITb CYXOiA. He XxpaHuTe XnaKocTeld BO/IM3N HOXHOW nefani.

5.6. 3anonHeHue KoHTeliHepa Ans BoAbl

MpeaynpexxaeHue

/ \ Mpy 3aN0NHEHNN BOAAHOTO 6aka 1CMoNb3yiTe TONbKO AUCTUNMPOBAHHYIO BOAY.*

* BbIHbTE NaKeT /151 BOAbl U3 Habopa A/1s 3ano/IHEHNs BOAOA.

* BO3bMUTE KPIOK, MEOL|1iF (hopMy ByKBbI «5», 1 MOBECHTE MAKET Ha PYKOATKY YCTPOIACTBA.

56
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Puc. 5.7. O6palyeHue ¢ nakeTtomMm 4158 BOAbI
* Ha 3aaHeil naHenu OTKpOI‘/’ITe KpbILKY 6aka Ans Boapl.
* BcraBbTe TPYOKY B COejHEHME BOAAHOrO 6aka yCTpOVICTBa.

* Y6e,qMT€Cb, yTo pr6Ka npaBuibHO MoACO€AMHEHaA, TOTAHYB €€, W MNpoBepbTe, 4YTO OHa OCTaeTCsA
I'IpVICOG,CI,VIHEHHOVI.

\ 1

Puc. 5.8: CoegnHeHne Tpy6KU ¢ BOAAHbIM 6aKOM

* Haneiite 6uancTUNNNPOBaHHYO BOLY B MaKeT 418 BOAbI O MaKCUMyMa U NOLOXAMTE, NOKa N3MEPUTESIb YPOBHS
BOfb! HA 3aJHEN NaHe/IM He MOKXET 3HAYEHNE MEXAY MUHUMYMOM U MakCUMyMOM - MpUMEPHO 70% eMKOCTH.

* BbIHbTe TPYOKY 1 3aKpOiATe KPbILKY.
5.7. CoeauHeHne Cunosoro Kabens

* NpucoeanHUTE CUIOBOIA Kabeslb K MOPTY COEAMHEHUS C MMTAHWEM Ha 3afiHEl NaHesnn yCTpoiCTBa.
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Puc. 5.9: NpucoegnHeHne cU0BOro Kkabens

* BK/IKOUNTE CWIOBOI KaGenb B COOTBETCTBYHOLLYHO 3/IEKTPUYECKYIO PO3ETKY. CM. rnaBy 3.2. «TpeGoBaHums
6e30MacHOCTU K 3M1IEKTPUKE.

5.8. CoegnHeHue PyKOATOK

MpepynpexaeHne
/ \ Y6eauTech, UTo nuTaHue Mnatgopmbl Y30 BbIKNOYEHO, KOrAa Bbl NPUCOEANHSIETE UM OTCOEAMHSIETE
o6y pyKosTKa.*

5.8.1. CoegunHeHne PykoaTok Y-PP. Y-5T.Y-PorT
* BbIHbTE PYKOATKY U3 YAKOBKM.

* TlomecTuTe pPYKOATKY B €€ JIH0JIbKY.

* anCOG,quHVITe KOHHEKTOP PYKOATKN Ha KOHLE Kabens K KOHHEKTOPY Ha 3a,qu|7| naHenun, spatliad ero Ao Tex nop,
MOKa OH HE 6y,qu HaeXHO 3aKpenseH.

Puc. 5.10: NMpucoegnHeHne PY-pyKOATOK.

5.8.1.1. CoepguHeHue annnunkartopa Y-PK

* Urobbl mpucoegmHuTb annankatop Y-PB K pyKosiTKe, OTKPOWTE MPWIOXEHHY) KOPOOKY W BblHbTE OAMH
CTepW/IbHbIA HaKOHEYHUK Y-PB.

* CHMMWTE MeyaTb W MOMECTUTe HaKOHEYHWK Ha PYKOATKY, HE BblHUMaA €ro u3 6J'IVICTepHOVI YMNakoBKMU.
HakKOHEeYHNKM MOXHO NnPAMO NPUCOEANHNTb K PYKOATKE.
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Puc. 5.11: NpucoegnHeHne annnmkartopa \/-P
5.8.1.2. CoelHEHMNE nokpblw kM HAKOHEYHUKA Y-PP

CucTemy NoCTaB/ISHOT BMECTE C YEPHOI MOKPLILWKOI HakoHeYHKKa Y-PP. Korga HakOHEeYHVK He MCMoMb3yeTcs,
rnomeLLaiiTe ero B NOKPbILIKY 415 3alMUThl.

Puc. 5.12: CoegnHeHne NOKPbILWKN HaKkOHevHnKa Y-PK

5.8.1.3. CoegnHeHne annnnkatopos BCn PCcY-PorTt

* UtoBbl NprcoeAnHUTL anniukatop BC/PC K pykosiTke, MOMECTUTE NATPOH anmnMkatopa BXXeN0GOK Ha PyKOSITKE,
3aTeM f0 LUe/luKa NPOTONIKHUTE anmnjuKaTop B PyKOSITKY.*

* UTo6bl OTCOEAMHUTbL anmanKaTop OT PYKOSITKM, MPOCTO HAXMUTE KHOMKY OTMyCKa Ha anmnjiMkaTope W BblHbTE ero
13 PYKOATKN.

Puc. 5.13: CoeaguHeHne annankatopa PC Puc. 5.14:01coefunHeHune annnvnkatopa PC
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5.8.2.2. CoeaunHeHne Hacagku V-IPL 2.4 cm

MpeaynpexaeHue
/ \ Mpu BKIKOYEHUM YCTPOICTBA YOEAUTECH, UTO OHA PAcMo3HaIa Ma/IEHbKYH HACaAKY, YTO JO/KHO ObiTh
MoKasaHo B BEPXHEM MEHHO.

* BbIHbTE HacafKy 2,4 CM- U3 YNakoBKM.

* OuncTuTe Hacagky

* CoeIMHNTE MaNleHbKYH0 HacafKy C MOCTOSIHHOM HacagKom.
* Y6eauTecb, 4TO Hacafka NMpUCOeuHeHa HafexHo.
5.8.2.3. CoeguHeHue Hacagku V-Laser Nd: YAG

* BbIHbTE HacagKy 13 ynakoBKu.

* OuncTuTe Hacagky

* MpucoeanHNTe HacaaKy K MepegHeit YacTu pyKOSTKN.

* Y6eauTecb, YTO Hacaka NpucoeanHeHa HaaexHo.

Puc. 5.17: CoeguHeHune Hacanku V-Laser Nd: YAG

5.8.3. LUunpkynauuna Boabl B pykosatkax V-IPL n V-Laser Nd: YAG*
MNMpumeyaHue

s |

* [Monb3oBateslb OO/IKEH BKIHUATL LUPKYNAUMO BoAbl B pykoatkax V-IPL v V-Laser go Havana
paboThbl C HUMU.

* MNonb3oBaresib AOJHKEH MPOBEPUTbL MHANKATOP YPOBHA BOAbI U y6€,qMTbCFI, YTO ypOBEHb BOAbI CTOUT
Bbille 70% eMKOCTH, [0 TOro, Kak HavyaTb onepauunio no unpkynaumn sofabl.
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6.9. O3kKpaHbl neyeHusa PY - 5T
6.9.1. MeHto neyeHusa 5T

MeHto neveHuns $T npepnaraeT YeTbipe pasHbiX Nporpammbl nevyeHus. Mepeas nporpamma - ANA neYyeHUs Tena, a
TP oOcCTanbHble - AN nedyeHUs nuua (N06, LWekn, Wes U AeKoNbTe). BbiGepnTe xenaemyto 06nactb fevyeHus,

Ha)XaB Ha CeHCOprII7I 3KpaH.

6.9.2. OKpaH 6a30BOro sieyeHunsa 5T

H
N (<j 3T MBny ~ Ba*1C ; ’\>,Adv-anced

Mocle

130.,./€m

110

y3

- _2".//enm™

1 4

01000 ~00:20 g ©

Puc. 6.8: 9kpaH 6a30BOro nevyeHuns

A. PeXUM. YCTPOICTBO MMEET YeTbipe Pas/iMyHbiX pexuma PY-nedyeHus, KOTOPbIMYM MOXET yNpaBisTb oneparop.

PeXnMbl OCHOBaHbl Ha CNeAylLWnX BCTPOEHHbIX TEXHONOIMNAX:

Pexnm 1 - Hu3kaa yactota PY 0,8 MIy, (npurogHa Ana rny6boknx BUAOB NeYeHns).
Pexnm 2 - cpegHas yactota PY 1,7 My, (nogxoaunT ANS neY4eHUs cpefHUX CNoes).
Pexunm 3 - BbicOKas yactoTta PY 2,45 MTly, (npurogHa AN NOBEPXHOCTHOIO /le4YeHuns).
Pexnm 4 - coyetaeT BCe TPU TMNa 4acToT A9 MHOTOC/IONHOTO NeYeHuns.

UTO6bl BbIGPAThL XENaeMblii PEXUM fledeHUs, HAXKMUTE HOMEDP PexuMma.

69

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



O

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



o < ) ° L —
+

- - +
- 1886 + S

-

—

- -“- -

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



ar - e

oMode )
Bmode )

M e

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



et -ba

-t

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

ANt tied



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

) 20 +

e HF1D vew

1



L (]

Out Pomer
wwb-b.-s.os

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

© Iz




6.11. 3kpaHbl nevyeHus BC/FC

6.11.1. MeHw nedyeHus BC nnu FC

B H
G F ,
/ / / .....
o T
/
Mode RF /
1 1 2 3 4
Vacuum
T
off 1 2 3 wuw
m V -, K
0‘380C ©, 00:00
+_
/
y L
E D

Puc. 6.16: 9kpaH nevyeHusa FC

A. PexXum. YCTPOIWACTBO MMeeT YeTbipe pasIMyHbiX pexmma PU-neyeHus, KOTOPbIMU MOXET yNpaBadaTb oneparop.

PeXX1Mbl OCHOBaHbl Ha CneAylLWmnX BCTPOEHHbIX TEXHONOINAX:

Pexnm 1- Hu3kasa yactoTta PY 0,8 Mly (NpurogHa Ans rny6oKUX BUAOB leveHuns).

Pexnm 2 - cpegHas yactota PY 1,7 MIy, (nogxoauTt Ana Ne4eHUs cpefHUX CNoeB).

Pexwnm 3 - Bbicokas yactota PY 2,45 Mly (npuroaHa AN8 NOBEPXHOCTHOIO /leYeHUns).

Pexum 4 - coyeTaeT BCe TPWM TUNA 4acTOT A1 MHOTOC/IOHOIO NIeYeHUS.

YTO6b! BbIOPATH XKENaeMbli PEXUM NEeYEeHUSA, HAXXMUTE HOMEpP pexunma.
MpumeyaHne

IS

B pe3ynbTtate W3MEHEHWUS PEeXMMOB yCTpOI7ICTBO nepel‘/’lp,eT B CnAWUii pexnm. Haxmurte KHOMKY

Ready/Standby (FToToBo/Cnsawmnii pexunm) Ans BO306HOBNEHUSA paboThl.

B. YpoBeHb PY-3aHeprun. Haxumante xenaemytw uudpy 1-4, rae 1 - camblii HU3KWIA YpPOBEeHb 3Heprum, a 4 -

CaMblii BbICOKUA.

C. YpoBeHb Bakyyma. Haxumante xenaemyw uudpy 1-4, roe 1 - camblii HU3KUA ypOBEHb BakKyyma, 4 - camblii

BbICOKUI, a «Off» (BblK/N.) - OTCYTCTBME BakKyyma.

D. Talimep. HaxmunTte kHonky Clock (Yackl), UTO6bl BBECTU XenaeMoe BpeMs sie4eHUs. NMocne ycTaHOBKN BPEMEHMU,

yCTpOVICTBO 6yaeT nokasbiBaTb BpemMs, ocTaBuweeca A0 KOHLUa nevyeHud.

E. WMHAnkaTop TemnepaTypbl. MokasbiBaeT U3MepeHue TeMnepaTypbl B peasibHOM BPEMEHMU.
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F. MHankatop annankartopa.

Cy
G. Hasapg. HaxaB KHOMKy , onepaTop OTKPbIBAeT rNaBHOE MEHIO.
Meac)y )
H. $lanclby/feacly @ =  ---——-—- n (Cnawmii pexmm/roTOBO) NOKasbiBaeT, YTO YCTPOMCTBO rotosa K pa6oTe u

MOTYT MCNyCKaTbCA MMMYJ/IbCbl MOC/Ie HaXaTUa Ha BbliKAOYaTeNb Ha PYKOSSTKE UAM MNOCNe UCMO/Ib30BaHUA HOXHOMN

( standby )

negann. YCTPOWCTBO nepeigeT B CAAWNNA pexum ''— — , ecnu:
* OnepaTtop U3MEHUT PeXnM ieveHuns.

* OnepaTtop U3MEHWUT BENMUYUHY IHEPTUN.

* OnepaTtop U3MEHWUT YPOBEHb BaKyyMa.

* IMNynbC He UCNyckaeTcs B TeYeHNe Kak MUHUMYM 3 MUHYT.

YT06bl BEPHYTLCA K paboTe, HaxxMuUTe KHonKy Standby (Cnawmnini pexum).

YT06bl BbI3BATh PY-MMNyNbC, HAXXMUTE BblKNOYaTeNb, HAX04AWMNCA Ha pykoaTke, NI HOXHYIO neaans.

Set Treatment Time

Trsatment time (nvn.) lir
1 2, i i
1/ °
L 8
0.
Canee! i OK

Figure 6.17: ST set Countdown dock jcreen

Puc. 6.17: 9kpaH Talimepa gnsa Habopa $T
. KHonka yganeHus.
]. YcTaHOBKa MUHYT Ha Yacax. KHonka 0-9 N ycTaHOBKM MPOAO/IKUTENBHOCTU TeYEHUS.
K. KHonka nogTteepxaeHusa. Haxartvue KHonkn OK ycTaHOBUT BpeMs U BEPHET Bac K aKpaHy /ie4eHuns.

I. KHonkKa oTMeHbl. Ha3af K akpaHy neyeHus.
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1 Settins I

1 Warning
rtf' tse
1 Failure detected on your
1 system.
1 Please unplug hardwire.

-m o ee

OK

Puvc. 6.23: OKpaH npeaynpe>KaeHns.

Puc. 6.24: SKpaH npuMeyaHus.

7. KnHWM4ecKoe pyKOBOACTBO Mo PY-TexHomormm

7.1. TpoTvBOMNoOKazaHUs

CnenyolLLyie COCTOSHUS SIBMISIKOTCA MPOTUBOMOKA3aHUSAMM K JIEUEHWIHO,

- bepeMeHHOCTb U rpyAHOe BCKapM/MBaHuUe.
- JleyueHVe NoBepx TaTyMPOBKU UIN MEPMaHEHTHOroO Makusxa.

e J1lo60M NOCTOSAHHbLIA MMNAAHTAT B yKadaHHOW o61acTn nedyeHus (BKAw4Yasi, MOMMMO MNPOYEro, CUIUKOH

NN NHBEKLMOHHbIE XUMUNYECKMEe MmaTepuasbl, MeTannnyeckme naacTUHbl UAWN NUHble MeTasnbl).

e Jllo6ble UMMNAAHTUPOBAHHbLIE 3/1eKTPOHHbLIe NMPUBOPLI B NO6GOM yacTu Tena (Takme Kak BOAUTENb Myfbca,

AednbpunnaTOpbl N CNYXOBble annapartbl).«

= Tsaxenble conytcTeylouime 3a6onesaHus (Hanpumep, 3a6onesaHns cepaua).

86

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Voot
-t

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Brrienn
-’

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LUPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



da 000
wat

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



[T T
-t

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



000

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU

.

| o

[ S—

-



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Al g

& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



tavoras

P

& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU




& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMY (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



& 000 LHPMH (&7 INFO@CIRMI.RU & WWW.GOSZDRAVNADZOR.RU



Haxmute knasuwy "Kanuéposka" (Calibration).

Service

&~ [ Calibration ¢

| y/ System State
Diagnostics
Licensing

>/ nw and S/N

M3o6paxeHne 3 Knasnwa "Kannbposka"

HaxmunTte knasuwy "Kanuoéposka" (Calibration).
O Service
Calibration ¢

O ' System State
Diagnostics
Licensing

>> nw and S/N

M3o6paxeHue 4 Knasnwa "Kannbposka"
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{’\ ) Service Calibration Optic Calibration

S . AN,
CalibrationApplicatorIPL —

Import Master Tables

Export Master Tables

M3o6paxeHne 6 ONunm akpaHa KanubpoBKHU
- Haxmunte Ha onuyuto "Kannbposka 1Pl annnunkatopa".
e Yb6enwutecb BTOM, 4TO gatuynk OPH1K pacno3HaH.
- MomecTuTe 1P1cnoT Ha AaT4YUK OXOYNein.

- Haxmunte "CTapT", nh cuCcTemMa aBTOMAaTUUYECKN HAYHET Npouecc KaimbpoBKU.

<) Service , < J CNlibrationJ ~ I | atranj ~ latorlf]~]
flucnce Mast«* Master NEETH Cmikm Staii»
(3/w32) Poyfr00 Esie»gy(1) 24)e<ur(Y)

m 32
10 \Bb 64
w 96
o w T
2 0 .

Calibration in progress

00;05
min.rsec,

Stop

C<xscl«) @

M3o06paxeHune? 3kpaH 1P1 KannbpoBKU
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[poHyMepoBaHO, NPOLLHYPOBaHO 1 CKPENIEHO NeYvaTbio
Buopa JiTa.

70 nuctos

WcnonHutenbHbI gupektop  /nognuce/ 3nupaH Anmor

LTamn: Buopa NT4,.
513726091

MepeBof, C aHIUIACKOTO A3blKa Ha PYCCKUA A3bIK

BbINOMHW NepeBoAYnK  KoHosanos Cepreii Meopruesmy

["opop, Mocksa.
[BeHafuaTtoro oKTabps Age ThiCAYM LLIECTHAALATOrO roja.

A, Mwunesckuii BnagucnaB [TeHHagueBud, HoOTapuyc ropoga MOCKBbI, CBUAETENbCTBYHO
NOA/MHHOCTb NOANWCK, CAenaHHoW nepeBogumMkom KoHoBanoBbiM Cepreem [FeoprmeBnyeMm B

MOEM MPUCYTCTBUU. JINUHOCTb €ro yCTaHOB/IEHA.
3aperncTpmpoBaHo B peectpe 3a No

B3bickaHo no Tapudy: 100 py6.
HoTtapuyc:
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Bcero npoLuHypoBaHo, NPOHYMepOBaHO W CKPenseHo
neyaTbto 142 (CTO COPOK [ABa) mcTa
HoTapuyc:
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