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. Important information m

Dear User,

We hope that you will enjoy using your new quality product. In order to ensure that you can work in a trouble-free,
economical and safe manner, please comply with the instructions below.

The operating instructions should be read by the user before starting up the unit for the first time in order to avoid
incorrect operation or damage. Duplication and /or distribution of these operating instructions requires the manufacturer's
prior consent.

m Packing List

Thor 700+
* Thor 700+ System unit * P812 Dental drive device * Power supply cord set
* Operating instructions * Power supply AC 100~-240 V * Mounting bracket
Thor 700i+
* Thor 700i+ QOperation unit  * P812 Dental drive device * Disply panel * Mounting bracket
* Control tube * Solenoid valve * Cross-type hose barb
* 24 AC cable * Operating instructions * Water tube

All specifications, information and properties of the product described in these operating instructions correspond to the
status upon going to press. Modifications and improvements to the product as a result of new technical developments are
possible. This does not imply any right to retrofitting of existing units.

The manufacturer assumes no responsibility for damage arising through:

* External influences (poor quality of the media or faulty installation) * Improper use

* Use of incorrect information * Improperly performed repairs

Repair and maintenance work — apart from the activities described in these operating instructions- may be
performed only by qualified technical staff.

* In the event of modifications by third parties, existing medical device licences become null and void.

* Only use original parts and spare parts.

m Intended Use

This medical device is:

* The Thor 700+ series Electric Handpiece system are intended to convert pneumatic output from a dental
treatment center to electrical energy for operation of electrically-driven dental handpiece.

* Only intended for dental treatment. Any other type of use or alteration to the product is impermissible and can
be hazardous. The medical device is intended for the following use: Removal of carious material, cavities and
crown preparations, removal of fillings, processing of tooth and restoration surfaces.

» A medical device according to relevant national statutory regulations.

This medical product:

* Includes a low-voltage electric dental drive device (Model: P812) in accordance with 1SO 11498 type 2

* In not approved for use in areas with an increased risk of explosion. (It is not suitable to use the dental unit in an
atmosphere of flammable mixtures)

Definition (Intended purpose) Meaning

Main function Dental treatment

Use For dental treatment of crowns and roots

Main functional specification Mains powered additional component for dentist's unit
Duration of use Approx. 30-40 minutes with individual interruptions per day

Population: all patients (all age-groups)
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According to these provisions, the medical device is only to be used by an experienced user for the described application
in accordance with:

* The applicable health and safety regulations

* The applicable accident prevention regulations

* The operating instructions

According to these regulations, the user is required to:

* Only use equipment which is free of faults and works properly
* Only use the equipment for the proper purpose

* Protect himself, the patient and third parties from danger

* Avoid contamination from the product

= Improper handling of handpieces:
Incorrect handling can result in injury to persons
* Follow the separate user instructions for the attachments.

m Target group:
This document is for dentists and office personnel.

m Disposal

Consumables:

The wastes incurred are to be recycled or disposed of in a way that is harmless for human beings and the
environment; in doing so, the national valid regulations are to be observed.

Disposal of equipment and accessories at the end of their service lives:

On the basis of EC Directive 2002/96/EC on Waste Electrical and Electronic Equipment, we would like to point
out that this product is currently in compliance with the labelling requirements but is not yet subject to the
disposal requirements of this Directive. However, the unit may be disposed of in Europe in special waste
management centers. Additional information can be obtained from the manufacturer or your dental supplier.

.

m Service

Send the product every 2 years for a service check.
The safety checks in different countries can vary in compliance with country specific regulations and
requirements for medical devices. The national valid regulations are to be observed.

m Operating Suggestion

30 seconds operating time and 9 minutes interval is the feasible limit load of the drive device (full load at
maximum speed).

In practice, it is realistic for impulse loading to last a number of seconds and intervals to last anywhere between
a number of seconds to a number of minutes, with the maximum drive device current not usually being reached.
This will extend the lifetime of drive device.

m Safety Precautions

Risk from electromagnetic fields (pacemakers):
The functions of implanted systems (such as pacemakers) can be influenced by electromagnetic fields.
* Ask patients before starting treatment and inform them about the risks.
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m Electricity:
Electrical shock caused by incorrectly connecting third-party system to the medical device.
* When installing and operating the medical device with treatment equipment and devices from other manufacturers

observe the provisions in "Protection against electrical shock," "Leakage current," and "Non-grounding the application
part" in accordance with IEC 60601-1.

m Risk from the lack of control equipment:
Hazards can arise if control equipment is not available for changing the speed and the direction of rotation.
* The connected dental treatment unit must have control equipment for changing the speed and direction of rotation.
* |n addition, the accompanying documents must refer to them due to responsibilities arising from safety, reliability and
performance.

m Premature wear and tear; malfunctions caused by improper care and maintenance:
Foreshortened product life:
* Perform proper care and maintenance operations on a regular basis.

= Malfunctions from electromagnetic fields:
The product meets the applicable requirements regarding electromagnetic fields.
Given the complex interactions between equipment and cell phones, the product may be influenced by a cell phone that
is in use.
* Do not use cell phones in medical offices, hospitals, or laboratories.
* Tumn off electronic devices such as computer storage media, hearing aids, etc. during operation.

= Damaged cord / brittle cord / no ground wire:
Electric shock
* Inspect the cord before use.

m Instrument tubing damage as a result of adhesive labels:
The instrument tubing may break
* Do not attach adhesive labels or tape to the tubing.

m Endangering of the practitioner and the patient:
Stop using the device immediately in the event of damage, irregular running noises, excessive vibrations, unusual
generation of heat or if the drill bit is nat firmly gripped.

Together with the dental treatment device, this medical device meets the requirements of IEC 60601-1-2.

Only trained personnel are authorized by the manufacturer to repair and maintain the medical device.

Any claim under warranty shall be excluded if defects or the consequences thereof are due to manipulation or
modifications to the product by the customer or by any third parties not authorized by TTBio Healthcare Inc.

m Applied Symbols
Appearing on the packaging

. ¥ Stacking %
! Fragile . restrictions % Fumidty
., c
Temperature . Serial number
T Keep dry < /ﬂ/ range
hPa
TT Transport upright W@ Air pressure ﬁ Disposal information
- |
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Applied Symbols

A potential hazard
to the operator

Appearing on the unit /on the drive device

135°C

599

Sterilizable up to
135°C (275°F)

[ ]
Important information R Type B : applied part

Disposal information, see

&I Date of manufacture
c E CE label

[Iﬂ Observe operator's manual

m Connect Operation Unit (Thor 700i+)
Connect the cable to the controller.

m Connect Solenoid Valve (Thor 700i+)

important information “Disposal”

Supply of spare parts, service and maintenance may only be carried out by authorized personnel.

TTBio Healthcare Inc. shall assume no liability for accidental, special or consequential damage caused by
maintenance or service of the Thor 700+/Thor 700i+ by third parties, or for use of equipment or parts
manufactured by third parties, including loss of profit, any commercial loss, econamic loss or loss incurred by
personal injury. Never remove the cover of the device and never insert objects through the holes or openings on
the case. Non-compliance may cause damage to the device and/or may endanger the user.

‘2. Cleaning and Maintenance and Sterilization

m Cleaning
Disinfect the drive device by wiping after each treatment.

Use only disinfectants approved within the market of use.

Disinfect with a clean, damp cloth using isopropyl alcohol — see illustration below.

* Do not use products containing acetone, chlorine or bleach as disinfecting agents. /
* Never immerse in solvent. !
* Not suitable for cleaning in an ultrasonic bath.

= Maintenance

Repair and maintenance work on the electrical part of Thor 700+/Thor 700i+ must be performed only by
specialists or by persons trained in the factory and familiarized with the safety regulations.

DO NOT OPEN CONTROL UNIT. There are no serviceable parts inside the control unit. Open control

unit can result in damage to product or injury to person.

‘3. Installation and Commissioning

Operate the medical device Thor 700+/Thor 700i+ exclusively with dental drive device P812 and power supply
type FSP105-KEAM1.

m Connection
Damage as a result of incorrect pressures. Medical device or drive device defect.

= Connection in accordance with operating instruction (refer to chapter 3 Installation and commissioning)

m Damage as a result of poor quality media.
Defect of drive device or attachment.
* |SO 7494-2 states that compressed air must be clean, dry and free from oil.

If necessary, insert a filter, water trap or air dryer.
Air requirements (refer to chapter 7 Specifications)
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Connect the solenoid valve connector to the
controller. Gonnect the chip water tube (blue) to
the solenoid valve and dental unit.

m Connect Control Tube (Thor 700i+)
Connect the connector to the controller. Connect
motor cooling tube (transparent), chip air
tube (yellow), drive air tube (transparent) and
dental unit drive air to the cross-type hose barb.

m Connect Power Cable (Thor 700i+)
Plug the power connector to the controller.
Connect that cable with electric supply AC24V
from dental unit.

m Connect Power Supply (Thor 700+)
The power supply must be connected in compliance
with country specific regulations and requirements
for medical devices.
= Connect the power supply to the back of the unit.
* When switching off the dental unit, unplug the
power supply cord.

m Connect Control Unit (Thor 700+)
* Connect the 4-hole, 5-hole or 6-hole(according
to 1ISO 9168) to the control unit four-hole
connection.

m Connect Drive Device (Model : P812)

* Connect the drive device with the drive device tube. * Correctly connect to the drive device like shown below.

GWE@;L
| @ o
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. Operation and Setting

m Parameters configured incorrectly
Damage as a result of incorrect air pressure
* Check and set up air pressure before use.
* In normal operation, the drive speed is shown on the display according to the speed increase or reduction.

m Damage resulting from use of a non authorized transformer

Damage of product

* Only operate the medical device with the power supply supplied (Model: FSP105-KEAM1)

m Infection Control

* After treatment of a patient, leak spray air and spray water for at least 20 seconds.
* Because of stagnation, water- or air-conveying lines in treatment units must be flushed or blown through before initial
operation and after standing times (weekend, public holiday, vacation, etc.)

m Switch on medical device

* Plug into the electrical circuit and switch on power at the back of unit.

* After switch on, LED of speed will illuminate.

Power Symbol

m Setting Gear Ratios Of Handpiece

* The gear ratio can be set to 15 or 11 depending on the gear ratio of the handpiece in use on the control display.

* The gear ratio is set to 15 or 11 sequentially whenever @ button is pressed once.

* The selected ratio is highlighted.

m Setting Optic LED On/Off

* The LED installed in the P812 motor can be tumed on or off by pressing the button on the control display.

m Setting Water Spray On/Off

* The water spray on the handpiece can be turned on or off by pressing the @ button on the control display.

m Operation Mode Setting

* Three memory functions, P1, P2 and P3 are available on the control display depending on the program to be used.

* Save a program: select the customized settings of optic, water and gear ratio and press a program switch

P1, P2 or P3 for 3 seconds or longer.
* Select a program: Select a desired program by pressing P1, P2 or P3.

. Exceptions and exclusions

Common exceptions and debugging methods

Breakdown Reason

Exclusion Method

Power off

Turn on power

Screen or LED down Power supply not connected

Check connection

Fuse burnt

Contact dealer

. . Pipeline or power supply not connected
Driving device not work

Check connection

Insufficient air pressure

Check air supply

Rotating speed Insufficient air pressure

Check air supply

cannot increase Abnormal controller

Contact dealer

On 0ff
m Drive motor speed on the display:
Arabic numerals which are shown on the display is the handpiece burr speed.
'/
T/eo Thor 700 + ° s ) P1
a
-
@ x 1000 RPM o @ p3
Operating Foil keypad
Button Function Description Button Function Description
729 | Motor LED on/off Tum on and off the motor -
LED illumination o Start P1~ P2
and P3 mode Select a saved program
Turn on and off the P3
Spray on/off handpiece water spray
2 setting options :
@O® © | Current speed | 1. (Bﬁe)p
Gear select Gear Ratio select @ o | ratio 1:5 (Red)

Operating Insufficient air pressure, result in poor heat dissipation

Check air supply

Driving device overheat | Abnormal driving device

Contact dealer

€3

@

Speed
adjustment

O Increase speed
© Reduce speed

Burr speed
display

1:1(Display x 1000 rpm)
1:5 (Display x 1000 rpm)

Leak from back-end of driving device
Cooling water leakage

Check driving device correctly
connect with pipeline

Leak from controller

Contact dealer
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Immunity

IEC 60601-test level

Conformance level

Electromagnetic

Error Code
Error Code | Description Reason Exclusion
Ei Driving device connection Incorrect driving device Check the connection.
error connection

tests environment - guidelines

Electrostatic Floors should be wood or ceramic tiles. If
discharge (ESD) f g EY/ g?rntact f g t\\ﬁ g?rntact floor is covered with synthetic material, the
IEC 61000-4-2 | ~ - relative humidity should be at least 30%.

E2 Driving device defect

Damage to the driving device
connection

Replace the driving device if the
connection has no damage.

Electrical fast
transient/ bursts

+ 2 kV for power lines
+ 1kV for signal lines

+ 2 KV for power lines
+ 1kV for signal lines

The quality of the supply voltage should
correspond to that of a typical business or

E3 Driving device overload

Driving device stop due to
overload.

Stop running the driving device and
reuse it after cooling it down for
3 minutes or longer.

. Information on electromagnetic Compatibility

The medical device is suitable for use in the specified electromagnetic environment. The purchaser or user of the
medical device should ensure that it is used in an electromagnetic environment as described below:

Emission Test Compliance | Electromagnetic Environment
Radio-F Emissi The medical device uses RF energy only for its internal function.
C?SIlDOR 1r1equency missions Group 1 Therefore, the RF emission is very low and not likely to cause
any interference in nearby electronic equipment.
ETSEF;TQUG”CY Emissions Class A | - | .
The medical device is suitable for use in all establishments,
Harmonic emissions Class A including domestic establishments and those directly connected
IEC 61000-3-2 to the public low-voltage power supply network that supplies
Voltage fluctuations / buildings used for domestic purpose.
) L Complies
flicker emissions IEC 61000-3-3
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IEC 61000-4-4 hospital environment.
Surges + 1KV Push-pull voltage | + 1kV Push-pull voltage | The quality of the supply v_oltage s_hould
IEC 61000-4-5 | * 2 kV common + 2 kV common correspond to that of a typical business or
mode voltage mode voltage hospital environment.
Voltage The quality of the supply voltage should
interruptions, correspond to that of a typical business or
short-term <5% UT for 0.5 periods | <5% UT for 0.5 periods | hospital environment. When the user of the
interruptions 40% UT for 5 periods | 40% UT for 5 periods medical device needs continued operation
and fluctuations | 70% UT for 25 periods | 70% UT for 25 periods | even when the power supply is interrupted,
of the <5% UT for 250 periods | <5% UT for 250 periods | it is recommended to supply the medical
supply voltage device from an uninterrupted power supply
IEC 61000-4-11 or a battery.
Magnetic field
with a supply Power frequency magnetic fields should be
frequency 3 A/m 3 A/m at levels characteristic of a typical location
(50/60 Hz) per in a typical commercial hospital.
IEC 61000-4-8
3 Veif Portable and mobile radio devices should
Conducted HF | 450 417 10 80 MHz Y not be used closer to the medical device
disturbances outside of the ISM ms (including the electrical lings) than the
IEC 61000-4-6 bandsa recommenced safe distance calculated using
Radiated HF 3V/m 3V/m the equation for the transmission frequency.
disturbances 80 MHz to 25 GHz Recommended safe distance:
IEC 61000-4-3 d=12+P

d = 12 P for 80 MHz to 800 MHz

d =23 P for 800 MHz to 2.5 GHz

with P as the maximum rated power of the
transmitter in Watts (W) according to the
transmitter manufacturer, and d as the
recommended safe distance in meters (m).
bThe field strength of stationary radio
transmitters should be less than the
conformance level at all frequencies in an
on-site checke. dDisturbances are possible
close to devices that have the following

()
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NOTE: UT is the alternating mains voltage before the test level is used.

NOTE 1: At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not be applicable in every case. The spread of electromagnetic waves is absorbed and

reflected by buildings, objects and people.

a. The ISM frequency bands (for industrial, scientific and medical applications) 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.

b. The conformance levels in the ISM frequency bands between 150 kHz and 80 MHz and the frequency range of 80
MHz and 2.5 GHz are intended to reduce the probability that mobile and portable communications equipment will
produce disturbances when they are unintentionally brought near the patient. For this reason, the additional factor of
10/3 is used when calculating the recommended safe distances within these frequency ranges.

c. The field strength of stationary transmitters such as base stations of mobile telephones and land mobile radio
devices, amateur radio stations, AM and FM, radio and television broadcasters cannot be theoretically predetermined.
To determine the electromagnetic environment of stationary transmitters, a study of the location should be considered.
When the measured field strength at the site where the medical device is used exceeds the above conformance level,
the medical device should be monitored to demonstrate proper function. When unusual performance features are
observed, additional measures may be necessary such as realigning or moving the medical device.

d. Within the frequency range of 150 kHz to 80 MHz, the field strength should be less than 3 Veff V/m.

Recommended safe distance between portable and mobile HF telecommunications equipment and the medical device.

The medical device is intended for use in an electromagnetic environment in which HF disturbances are controlled. The
customer or the user of the medical device can help prevent electromagnetic disturbances by maintaining the minimum
distance between portable and mobile HF telecommunications devices (transmitters) and the medical device depending
on the output of the communication device as indicated below.

. Specification

Safe distance depending on the transmission frequency:

Rated power of the ransmitier / W | 450 4y to B0MHz | 80 MHz to 800 MHz 800 MHz to 25 GHz
d=12 P d=12 VP d=23 P

0.01 0.12 012 0.23

0.1 0.38 0.38 0.73

1 12 12 23

10 38 38 7.3

100 12 12 23

For transmitters whose maximum rated power is not in the above table, the recommended safe distance d in meters
(m) can be calculated using the equation for the respective gap, where P is the maximum rated power of the
transmitter in Watts (W) according to the manufacturer's information.

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not be applicable in every case. The spread of electromagnetic waves is absorbed and
reflected by buildings, objects and people.

Controller
Drive device speed range: 1000 ~ 40,000 pm
Output torque: max. 3.0 Nem
Drive device voltage: 36 ~ 38 vV DC
Operating Suggestion: Duty cycle: 0.5 on / 9 off min
Weight: 043 Kg
Dimensions (Width/Height/Depth): 113 x 45 x 170 mm
Rotation: clockwise
Sound level: <40 dBa
Instrument connection: IS0 3964
Protection class: Class | system
Overvoltage category: Il
Pollution degree: p2
Device classification of applied part (EN 60601): Type B
Protection category (Dust-proof; water-proof): IP X1

Power Supply
Rated voltage: 100 ~ 240 VAC
Frequency: 47 ~ 63 Hz
Frequency range: 07~14 A
Operating mode: Duty cycle (1on / 9 off) min
Weight: 0.59 kg
Dimensions (Width/Height/Depth): 752 x 39.0 x 146.2 mm
Protection class: Class | system
Overvoltage category: Il
Pollution degree: P2
Protection category (Dust-proof; water-proof): IP 40

Media Supply Data to Control Unit
System pressure: 18 ~ 4.0 (26 ~ 58) bar (psi)
Spray air: 10 ~ 25 (145~ 36.2) bar (psi)
Spray water: 08~20(17.4~29) bar (psi)
Air requirements: Dry, free from oil, clean, uncontaminated according ISO 7494-2
Air filter: 50 um
Water quality: Tap water
Ph-value: 72~178
Water quality: 80 um




Recommended Setting Ambient Conditions of Control Unit and Power Supply

System pressure : | 3.0 (43.5) bar (psi) Location: Permitted in interior rooms
Spray air : 10 (14.5)  bar (psi) Ambient temperature: | 10 ~ 35 (50 ~ 95) °C (°F)
Spray water : 0.8 (116)  bar (psi) Relative humidity: 30~ 80 %

Air pressure: 700 ~ 1,060 hPa

Storage and Transport Conditions of Control Unit and Power Supply

Danger when start-up the medical device after storage in very cold conditions.
This can cause an operational failure of the medical device.
Very cold devices must be brought to a temperature of 20 ~ 25°C (68 ~ 77°F) before being started up.

Ambient temperature: 0~50(32~122) °C (°F)
Relative humidity: 10 - 80 %

Air pressure: 500 ~ 1,060 hPa
Keep dry!

We reserve the right to make technical modifications.
Label

UffEIO Thor 700 + UffEIO Thor 700i +

Eiectric Handpiece System Eiectric Handpiece System
TTBio HEALTHCARE INC

3F, NO.7, 6TH ROAD INDUSTRY PARK Product Code: EJ0004
TAICHUNG, TAIWAN R.O.C. 40755 @

L]
R gﬂ &I E Input: AC 100~240V  47/63Hz
|

120 VA max.

TTBio HEALTHCARE INC

3F, NO.7, 6TH ROAD INDUSTRY PARK Product Code: EJ0007
TAICHUNG, TAIWAN R.O.C. 40755 @

pocl X

A ‘Warning: Do not touch the plug to avoid electrical shock

A ‘Warning: Do not touch the plug to avoid electrical shock

The explanations of the symbols are described in chapter 1 - Important information.

. Disclaimer

* Information in this operation manual were carefully reviewed. We cannot assume any liability for any damage arising
from improper use of the device or from use of this manual.

* Products must be operated by qualified practitioners and in dental treatment. Use for other purposes may damage the
device and cause severe consequence.

* Products are subject to change without notice.

* Rx only.

. Quality and Service

Al of our products have passed strict QC procedures before delivery. Please note that improper use or not using the
recommended parts and accessories or modifying our products without our approval may shorten the lifetime of the

product or cause damage. Please contact our dealers with proof of purchase for consultation whenever you have any
questions.
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Immunity

IEC 60601-test level

Conformance level

Electromagnetic

tests environment - guidelines

Electrostatic Floors should be wood or ceramic tiles. If
discharge (ESD) f g tx Z?rntact i g t\\; g?rntact floor is covered with synthetic material, the
IEC 61000-4-2 | N relative humidity should be at least 30%.

HIPERS
HIPERS | 3R EA = A
El | REEESEHER | RBEERERER FIREREERE B -
E2 | BREEEMNIE REEBIEEHE o BACIH P RAR o

E3 eEN R EIBH

SREERBE ML

BeERARHEE > THE
3DEE(FA L) BRBEEER

Electrical fast
transient/ bursts

+ 2 kV for power lines
+ 1kV for signal lines

+ 2 kV for power lines

The quality of the supply voltage should
correspond to that of a typical business or

6. BHHAEMEN

The medical device is suitable for use in the specified electromagnetic environment. The purchaser or user of the
medical device should ensure that it is used in an electromagnetic environment as described below:

flicker emissions IEC 61000-3-3

Emission Test Compliance | Electromagnetic Environment

. . The medical device uses RF energy only for its internal function.
Eagm—Frequency Emissions Group 1 Therefore, the RF emission is very low and not likely to cause

ISPR 11 any interference in nearby electronic equipment.
Radio-Frequency Emissions
CISPR 1 Class A o S
—— The medical device is for use in all facilities including residential
Harmonic emissions Class A facilities and facilities that are directly connected to a public
IEC 61000-3-2 power supply that also supplies residential buildings.
Voltage fluctuations / .
Complies
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IEC 61000-4-4 + TRV for signal lines | pospital environment.
Surges + 1KV Push-pull voltage | + 1kV Push-pull voltage | The quality of the supply vpltage should
IEC 6100045 | * 2 kV common + 2 kV common correspond to that of a typical business or
mode voltage mode voltage hospital environment.
Voltage The quality of the supply voltage should
interruptions, correspond to that of a typical business or
short-term <5% UT for 0.5 periods | <5% UT for 0.5 periods | hospital environment. When the user of the
interruptions 40% UT for 5 periods 40% UT for 5 periods medical device needs continued operation
and fluctuations | 70% UT for 25 periods | 70% UT for 25 periods | even when the power supply is interrupted,
of the <5% UT for 250 periods | <5% UT for 250 periods | it is recommended to supply the medical
supply voltage device from an uninterrupted power supply
IEC 61000-4-11 or a battery.
Magnetic field
with a supply Power frequency magnetic fields should be
frequency 3 A/m 3 A/m at levels characteristic of a typical location
(50/60 Hz) per in a typical commercial hospital.
IEC 61000-4-8
3 Veif Portable and mobile radio devices should
Conducted HF | 450 17 10 80 MHz Y not be used closer to the medical device
disturbances outside of the ISM s (including the electrical lines) than the
IEC 61000-4-6 bandsa recommenced safe distance calculated using
Radiated HF 3V/m 3V/m the equation for the transmission frequency.
disturbances 80 MHz to 2.5 GHz Recommended safe distance:
IEC 61000-4-3 d=12+P

d = 12 P for 80 MHz to 800 MHz

d = 2.3 P for 800 MHz to 2.5 GHz

with P as the maximum rated power of the
transmitter in Watts (W) according to the
transmitter manufacturer, and d as the
recommended safe distance in meters (m).
bThe field strength of stationary radio
transmitters should be less than the
conformance level at all frequencies in an
on-site checke. dDisturbances are possible
close to devices that have the following

()
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NOTE: UT is the alternating mains voltage before the test level is used.

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not be applicable in every case. The spread of electromagnetic waves is absorbed and

reflected by buildings, objects and peaple.

a. The ISM frequency bands (for industrial, scientific and medical applications) 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.

b. The conformance levels in the ISM frequency bands between 150 kHz and 80 MHz and the frequency range of 80
MHz and 2.5 GHz are intended to reduce the probability that mobile and portable communications equipment will
produce disturbances when they are unintentionally brought near the patient. For this reason, the additional factor of
10/3 is used when calculating the recommended safe distances within these frequency ranges.

c. The field strength of stationary transmitters such as base stations of mobile telephones and land mobile radio
devices, amateur radio stations, AM and FM, radio and television broadcasters cannot be thearetically predetermined.
To determine the electromagnetic environment of stationary transmitters, a study of the location should be considered.
When the measured field strength at the site where the medical device is used exceeds the above conformance level,
the medical device should be monitored to demonstrate proper function. When unusual performance features are
observed, additional measures may be necessary such as realigning or moving the medical device.

d. Within the frequency range of 150 kHz to 80 MHz, the field strength should be less than 3 Veff V/m.

Recommended safe distance between portable and mobile HF telecommunications equipment and the medical device.

The medical device is intended for use in an electromagnetic environment in which HF disturbances are controlled. The
customer or the user of the medical device can help prevent electromagnetic disturbances by maintaining the minimum
distance between portable and mobile HF telecommunications devices (transmitters) and the medical device depending
on the output of the communication device as indicated below.

Safe distance depending on the transmission frequency:

Rated power of the transmitter / W | 450 17 19 80 MHz | 80 MHz to 800 MHz 800 MHz to 25 GHz
d=035 \P =035 \P d=070 \P

001 012 012 023

01 038 038 073

1 12 12 23

10 38 38 73

100 12 12 23

For transmitters whose maximum rated power is not in the above table, the recommended safe distance d in meters
(m) can be calculated using the equation for the respective gap, where P is the maximum rated power of the
transmitter in Watts (W) according to the manufacturer's information.

NOTE 1. At 80 MHz and 800 MHz, the higher frequency range applies.

NOTE 2: These guidelines may not be applicable in every case. The spread of electromagnetic waves is absorbed and
reflected by buildings, objects and people.
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1. B

2R
REEEEREHE ! 1000 ~ 40,000 pm
B H B - max. 3.0 Nem
EENEEEER ¢ 36 ~ 38 vV DC
EBEE Duty cycle : 0.5 on / 9 off min
BE: 043 Kg
#g (B’ %) 13 x 45 x 170 mm
TS M |BEFET
125 <40 dBa
FHEEER IS0 3964
R R N
FHEEE N 4E Il
TSR P2
FEFAEB BB ERRHE AR Type B
1REZAR (BHEEBA7K) IP X1

EIRAESS
ERHE 100 ~ 240 V AC
BB 47 ~ 63 Hz
EREE 07-~14 A
BRIFET Duty cycle (1on / 9 off) min
EL R 059 kg
g (B/8/%) 752 x39.0 x 146.2 mm
T F—ERERR
FHEEEE %A ! Il
TSR P2
IREEAR (FEERRZK) IP 40

K~ RIBAEER
FHREES 18- 4.0 (26 - 58) bar (psi)
EZETRE - 10 ~25(145~36.2) bar (psi)
MEERK - 08 ~20(17.4~29) bar (psi)
TERENK BzI, UM, 52F, BUSH (fkdE 1S0 7494-2)
ZERIE RS 50 um
KE : BIERFAAK
Fada(E 72-78
KB 80 um
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K~ REZERH g3 Bl R FE SR IRIR K
RIREES 30(435) bar (psi) e : RAFEEANFH
MEFEZER 10 (14.5)  bar (psi) RIERE - 10 ~ 35 (50 ~ 95) °C (°F)
ME5EK - 0.8 (116)  bar (psi) EEHEE : 30~80 %
ARES 700 - 1060 m
g3 BRI RS R E R ERIRIE
FRRIRIEHETFZ BUZEAILEEEBESRRR
A REE R B R A B IR ERUEERR
ERZ AN BRRERER 20 ~ 25°C (68 ~ 77°F) =4
RIERE : 0~50(32~122) °C (°F)
EHEE : 10 - 80 %
KRS . 500 ~ 1,060 hPa
fRIFRZIR !

RPIREEAMTRISLEROREF o

Y/
fz; BIO Thor 700 +

Eiectric Handpiece System
TTBio HEALTHCARE INC

3F, NO.7, 6TH ROAD INDUSTRY PARK Product Code: EJ0004
TAICHUNG, TAIWAN R.O.C. 40755 @

o
R D:ﬂ &I E Input: AC 100~240V  47/63Hz
|

120 VA max.

A Warning: Do not touch the plug to avoid electrical shock

FRORHUERERTISE | EE1 ER AP AR o

‘8. B8

L)
fz; BIO Thor 700i+

Eiectric Handpiece System
TTBio HEALTHCARE INC

3F, NO.7, 6TH ROAD INDUSTRY PARK Product Code: EJ0007
TAICHUNG, TAIWAN R.O.C. 40755 @

el X

A Warning: Do not touch the plug to avoid electrical shock
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