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LASER APERTURE




NO. Label Description
LASER CLASS 4
\ Working laser: 1550nm,15W Max
Max Pulse width:10ms
/ \. LASER CLASS 1
A \\ Aiming beam:650nm,0.05mW Max,CW AT IR

1 VISIBLE AND INVISIBLE LASER RADIATION

AVOID EYE OR SKIN EXPOSURE TO IV aion

DIRECT OR SCATTERED RADIATION

CLASS 4 LASER PRODUCT per

IECE0825.1:2014 EN60825.1:2014 ASINZS IEC60825.1:2014
2 @ oN'n N'XY ann
3 100-240VAC 50/60Hz 8A 20" NAN
: £+ T8AH250V '
.4 A o
.5 2 1721 aNn 1ann
.6 ~[ ;; ] ['A-n7'v1 1A
7 a'N
. ™

Cryoshot
LASER APERTURE
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SV Medical Non-ablative Fractional laser Systems  Fiao0ivis

Model: WFA-01 Input: 100-240VAC, 50/60Hz, 650VA
Wavelength: 1550nm Rx Only
Pulse Energy: up to 150m)J

SN aal

Serial Number Date of Manufacture

1
Prolinx GmbH DY N'NI7
9 e | rer ] renmst 56, 40239, Duesseldorf Germany .
Authorised Representative in the European community FDA -n 7w 1'wonn 0T
.01-WFB n*n Wwixw
Wingderm Electro - Optics Ltd.
Room 312, Building D-3, Dongsheng Science Park, No.66 Xixiaokou
Manufacturer  R0Ad, Haidian District, 100192 Beijing, China
Tel: (86 10) 6291 0812 Email: info@wingderm.com
t X
& R IPX0 CE...
Refer to instruction manual/booklet Type B Applied part Do not dusmhls product Non-protected
as unsorted municipal waste,
10 @ 227 ann 7NN
11 Complies with IEC 60825-1 Ed. 3 and |IEC 60601-2-22 Ed. 3.1. % FDA -0 2N
12 @ YR I AN
191 N1an NaT
13
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Laser Wavelength 1550nm

Laser Type Er: fiber laser

Pulse Energy Up to 150mJ*

Power 15W

Operating Mode Quasi-continuous laser

Scan width OST-7:7mm
OST-15:15mm

Scan Area AccuTip:10mmX10mm

EffiTip:20mmX20mm

GrowTip:10mmX20mm

Scan graphics

Rectangle, hexagon, oval, triangle, circle

Scan Mode Transverse scan, longitudinal scan, random
scan, Scramble scan

Aiming light power <5mW

Aiming light wavelength 635nm

input power 650W

power supply 100-240VAC, 50/60Hz
Fuse 250V 8A
ano
IEC/EN6060101 Class I Type B
IEC/EN60825-1 Class IV
MDD Class 1IB
FDA Class IT
CDRH Class IV
(NOHD) Skm




NIk " ONO

Device Volume (L*W*H) 492mm*400mm™*353mm
Packaging Volume 574mm*514mm*595mm
Net W 17kg

n7y9n nano

temperature

+10°C ~ +30°C

humidity

30% ~ 70%

Atmospheric pressure

700hPa ~ 1060hPa

[lonX N21o
temperature -20°C~ +55°C
humidity 10% ~ 93%

Atmospheric pressure

500hPa ~ 1060hPa

.mJ70 n1'n FDA -n *T' 7y nwINAN 2'wonn 7¢ 917N nUanax®
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NOTE: EMC DECLARATION

The Medical Non-ablative Fractional Laser Systems needs special precautions
regarding EMC and needs to be installed and put into service according to the EMC
information provided in the accompanying documents;

Portable and mobile RF communications equipment can affect the Medical Non-
ablative Fractional Laser Systems.

All cables and maximum length of cables, Transducers and other accessories

with which the manufacturer of the Medical Non-ablative Fractional Laser Systems
claims compliance with the requirements, Accessories that do not affect compliance
with the requirements of these sub clauses need not be listed. Accessories, transducers
and cables may be specified either generically or specifically.

Use of this equipment adjacent to or stacked with other equipment should be
avoided because it could result in improper operation. If such use is necessary, this
equipment and the other equipment should be observed to verify that they are
operating normally.

Use of accessories, transducers and cables other than those specified or provided

by the manufacturer of this the Medical Non-ablative Fractional Laser Systems could
result in increased electromagnetic emissions or decreased electromagnetic immunity
of this equipment and result in improper operation.

Portable RF communications equipment (including peripherals such as antenna
cables and external antennas) should be used no closer than 30 cm (12 inches) to any
part of the Medical Non-ablative Fractional Laser Systems, including cables specified
by the manufacturer. Otherwise, degradation of the performance of this equipment
could result.

NOTE:

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 re-orienting the
equipment.



Table 4-1: Guidance and manufacturer’s declaration — electromagnetic emissions

Guidance and manufacturer’s declaration — electromagnetic emissions

The Medical Non-ablative Fractional Laser Systems is intended for use in the electromagnetic
environment specified below. The customer or the user of Medical Non-ablative Fractional Laser Systems
should assure that it is used in such an environment.

Emissions test Compliance Electromagnetic environment - guidance

The Medical Non-ablative Fractional Laser Systems uses
RF energy only for its internal function. Therefore, its RF

Group 1 .. .

CISPR 11 emissions are very low and are not likely to cause any

interference in nearby electronic equipment.

RF emissions

RF emissions Class A The Medical Non-ablative Fractional Laser Systems is
CISPR 11 suitable for use in all establishments other than domestic
i — and those directly connected to the public low-voltage
Harmonic emissions | power supply network that supplies buildings used for
IEC 61000-3-2 domestic purposes, provided the following warning is
heeded:

Warning: This Medical Non-ablative Fractional Laser
Systems is intended for use by healthcare professionals
only. This equipment/ system may cause radio
Complies interference or may disrupt the operation of nearby

1EC 61000-3-3 equipment. It may be necessary to take mitigation
measures, such as re-orienting or relocating the Medical
Non-ablative Fractional Laser Systems or shielding the
location

Voltage fluctuations
flicker emissions

Table 4-2: Guidance and manufacturer’s declaration — electromagnetic immunity

Guidance and manufacturer’s declaration — electromagnetic immunity

The Medical Non-ablative Fractional Laser Systems is intended for use in the electromagnetic
environment specified below. The customer or the user of the Medical Non-ablative Fractional Laser
Systems should assure that it is used in such an environment.

) IEC 60601 . Elec.tromagnetlc

Immunity test Compliance level environment -

test level .

guidance

+ 8 kV contact + 8 kV contact Floors should be wood,
Electrostatic concrete or ceramic tile.
discharge (ESD) If floors are covered
IEC 61000-4-2 £2kV,£4kV,£8kV, |+2kV,£4kV,£8kV, with synthetic material,

. . the relative humidity
=15 kVair 15 kV air should be at least 30 %.




Electrostatic
transient / burst
1IEC 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
hospital environment.

Surge
IEC 61000-4-5

+ 1 kV differential
mode

+ 2 kV common mode

+ 1 kV differential mode

+ 2 kV common mode

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

Voltage dips, short
interruptions and
voltage variations
on power supply
input lines

IEC 61000-4-11

0% UT; 0,5 cycle g) At
0°, 45°,90°, 135°, 180°,
225°,270° and 315°

0% UT; 1 cycle and
70 % UT; 25/30 cycles
Single phase: at 0°

0% UT; 250/300 cycle

0 % UT; 0,5 cycle g) At 0°,
45°,90°, 135°, 180°, 225°,
270° and 315°

0 % UT; 1 cycle and 70 % UT;
25/30 cycles Single phase: at 0°

0 % UT; 250/300 cycle

Mains power quality
should be that of a
typical commercial or
hospital environment. If
the user of the Medical
Non-ablative Fractional
Laser Systems requires
continued operation
during power mains
interruptions, it is
recommended that the
Medical Non-ablative
Fractional Laser
Systems be powered
from an uninterruptible
power supply or a
battery.

Power frequency
(50/60 Hz)
magnetic field

IEC 61000-4-8

30 A/m

30 A/m

Power frequency
magnetic fields should
be at levels
characteristic of a
typical location in a
typical commercial or
hospital environment.

NOTE

Uris the a. c. mains voltage prior to application of the test level.

Table 4-3: Guidance and manufacturer’s declaration — electromagnetic immunity




Guidance and manufacturer’s declaration — electromagnetic immunity

The Medical Non-ablative Fractional Laser Systems is intended for use in the electromagnetic
environment specified below. The customer or the user of the Medical Non-ablative Fractional Laser
Systems should assure that it is used in such an environment.

Immunity
test

IEC 60601 test level

Compliance level

Electromagnetic environment
- guidance

Conducted
RF

IEC
61000-4-6

Radiated
RF

IEC
61000-4-3

3 Vrms

150 kHz to 80 MHz

6 V in ISM and amateur
radio bands between 0,15
MHz and 80 MHz

3V/m

80 MHz to 2.7 GHz

385MHz-5785MHz Test
specifications for
ENCLOSURE PORT
IMMUNITY to RF
wireless communication
equipment (Refer to table 9
of IEC 60601-1-2:2014)

3V

150 kHz to 80 MHz

6 V in ISM and amateur
radio bands between 0,15
MHz and 80 MHz

3 V/m

80 MHz to 2.7 GHz

385MHz-5785MHz Test
specifications for
ENCLOSURE PORT
IMMUNITY to RF
wireless communication
equipment (Refer to table 9
of IEC 60601-1-2:2014)

Portable and mobile RF
communications equipment
should be used no closer to any
part of the Medical Non-
ablative Fractional Laser
Systems, including cables, than
the recommended separation
distance calculated from the
equation applicable to the
frequency of the transmitter.

Recommended separation
distance

.5
d= [3E—1]\/F 80 MHz to 800
MHz

7
d = [-]VP 800 MHzt02.7
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 metres (m).”

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

Interference may occur in the
i

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 is affected by absorption
and reflection from structures, objects and people.

*  The ISM (industrial, scientific and medical) bands between 150 kHz and 80 MHz are 6,765 MHz to
6,795 MHz; 13,553 MHz to 13,567 MHz; 26,957 MHz to 27,283 MHz; and 40,66 MHz to 40,70 MHz.
The amateur radio bands between 0,15 MHz and 80 MHz are 1,8 MHz to 2,0 MHz, 3,5 MHz to 4,0
MHz, 5,3 MHz to 5,4 MHz, 7 MHz to 7,3 MHz, 10,1 MHz to 10,15 MHz, 14 MHz to 14,2 MHz, 18,07
MHz to 18,17 MHz, 21,0 MHz to 21,4 MHz, 24,89 MHz to 24,99 MHz, 28,0 MHz to 29,7 MHz and
50,0 MHz to 54,0 MHz.

®  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 be
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 Medical Non-ablative Fractional Laser Systems is used exceeds the applicable RF
compliance level above, the Medical Non-ablative Fractional Laser Systems should be observed to
verify normal operation. If abnormal performance is observed, additional measures may be necessary,
such as reorienting or relocating the Medical Non-ablative Fractional Laser Systems.

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




Table 4-4: Recommended separation distances between

portable and mobile RF communications equipment and the Medical Non-ablative
Fractional Laser Systems

Recommended separation distances between

portable and mobile RF communications equipment and the Medical Non-ablative Fractional Laser
Systems

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

Separation distance according to frequency of transmitter (m)

150 kHz to 80 MHz 150 kHz to 80 MHz
Rated
maximum | outside ISM and in ISM and amateur 80 MHz to 800 MHz | 800 MHz to 2.7 GHz
output of |amateur radio bands radio bands
transmitte
r
W
0.01 0.12 0.20 0.035 0.07
0.1 0.38 0.63 0.11 0.22
1 1.2 2.00 0.35 0.70
10 3.8 6.32 1.10 2.21
100 12 20.00 35 70

For transmitters rated at a maximum output power not listed above the recommended separation distance d
in metres (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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.1 | Renuva 100001 1
2| handpiece umbilical bracket F110001 1
3 | AccuTip F231007 1
4 | EffiTip 1231005 1
5 | GrowTip 1231006 1
6 | OST-7 F213007 1
7 | OST-15 F213006 1
.8 | Footswitch LO13010 1
9 | Interlock LO13008 1
1143014/
0 d 1143015/ |
. I Cor
powere 1143016/
1143017
.11 | Laser protective glasses F130011 1
.12 | Laser protective goggles £040008 1
13 | User manual [130405 1
14 | Quicky Guide F130407 1
.15 | M4 hexagonal wrench tool. F121001 1







