





Control unit operation

Factory settings

P2 P1
Spine Surgery >
Transmission 1:1 1.2
Speed rpm 40.000 80.000
Setting range rpm 200 -40.000 400 -80.000
Motor direction of rotation forward forward
Pump on on
Torque Ncm max max
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Control unit operation Factory settings

@: The thread cutter function can be selected when creating a new drill protocol.

Thread-cutter function (chip breaker mode)

When the pedal (grey) on the foot control is pressed, the thread cutter rotates inwards until the set torque is reached.
A The control unit automatically switches to reverse operation when the set torque is reached.

Disengaging and then re-engaging the pedal will switch the control unit back to forward operation.

A If the thread cutter function is in reverse operation mode, the control unit can also start with the maximum torque.
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11. Error messages

@: The error message disappears when it is clocked or when the pedal (grey) on the foot control is released.

Icon

Description of error

Solution

WARNING FOOT CONTROL

v

Check plug contacts of foot control
Check the plug contacts of the dongle

Vv

WARNING MOTOR

Check the plug contacts of the motor
Allow motor to cool for at least 10 minutes

WARNING STORAGE DEVICE

> Insufficient memory available
> Unknown file system

> The write protection is active
> Unknown storage device

> Plugin a USB stick with sufficient memory

WARNING OVERHEATING

Switch off the control unit
Allow the control unit to cool for at least 10 minutes
Switch on the control unit
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Error messages

Icon

Description of error

Solution

WARNING TIME-OUT

> Release the pedal (grey) on the foot control
> Allow motor to cool for at least 10 minutes

& G

SYSTEM ERROR

> Switch the control unit off and back on again
@: If the error message appears again,

contact an authorized W&H service partner immediately.

> If the described problem cannot be resolved, the unit will need to be inspected by an authorized W&H service partner.
> Incase of a total system failure, switch the control unit off and on again.

41



12. Hygiene and maintenance General notes

@D Follow your local and national laws, directives, standards and guidelines for cleaning, disinfection
and sterilization.

A Wear protective clothing, safety glasses, face mask and gloves.

A Use only oil-free, filtered compressed air with a maximum operating pressure of 3 bar for manual drying.

Cleaning agents and disinfectants
A > Read the notes, follow the instructions and heed the warnings provided by the manufacturers of cleaning agents and/

or disinfectants.
Use only detergents which are intended for cleaning and/or disinfecting medical devices made of metal and plastic.
Itis imperative to comply with the concentrations and exposure times specified by the manufacturer of the
disinfectant.

> Usedisinfectants which have been tested and found effective by the Verbund fiir Angewandte Hygiene e.V.
(VAH = Association for Applied Hygiene), the Osterreichischen Gesellschaft fiir Hygiene, Mikrobiologie
und Praventivmedizin (0GHMP = Austrian Society for Hygiene, Microbiology and Preventive Medicine),
the Food and Drug Administration (FDA) and the U.S. Environmental Protection Agency (EPA).

> The useris responsible for validating its process if the specified cleaning agents and disinfectants are not available.
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Hygiene and maintenance Limitations on processing

A

The product lifetime and the medical device’s ability to operate correctly are mainly determined by

mechanical stress during use and chemical influences due to processing.

> Send worn or damaged medical devices and/or medical devices with material changes to an authorized W&H service
partner.

Processing cycles
We recommend a regular service for the W&H motor with cable after 500 processing cycles or one year.
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Hygiene and maintenance Initial treatment at the point of use

> Clean and disinfect the medical device immediately after every treatment.
> Wipe the control unit, the motor with cable and the irrigant support with disinfectant.

@D Note that the disinfectant used during pre-treatment is only for personal protection and cannot replace the disinfectant
step after cleaning.
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Hygiene and maintenance Manual cleaning

Motor with cable / Irrigant support
g Do notimmerse the motor with cable or the irrigant support in liquid disinfectant or in an ultrasonic bath.

Motor with cable / Irrigant support

> Clean the motor with cable and the irrigant support under running tap water (< 35°C/ < 95°F).
> Rinse and brush off all internal and external surfaces.

> Remove any liquid residues using compressed air.

Control unit
n Do not immerse the control unitin water or clean it under running water.
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Hygiene and maintenance Manual disinfection

Motor with cable / Irrigant support
@D W&H recommends wipe-down disinfection.

@D Evidence of the basic suitability of the motor with cable and the irrigant support for effective manual disinfection was
provided by an independent test laboratory using the »mikrozid® AF wipes« disinfectant (Schilke & Mayr GmbH,

Norderstedt).

46



Hygiene and maintenance Automated cleaning and disinfection

Motor with cable / Irrigant support
W&H recommends automated cleaning and disinfection using a washer-disinfector (WD).

s
/I\'| Read the notes, follow the instructions and heed the warnings provided by the manufacturers of
washer-disinfectors, cleaning agents and/or disinfectants.

n The control unit is not approved for automated cleaning and disinfection.

@: Evidence of the basic suitability of the motor with cable and irrigant support for effective automated disinfection was provided
by an independent test laboratory using the »Miele PG 8582 CD« washer disinfector (Miele & Cie. KG, Gutersloh) and the »Dr.
Weigert neodisher® MediClean forte« cleaning agent (Dr. Weigert GmbH & Co. KG, Hamburg) according to ISO 15883.
> Cleaning at 55°C (131°F) — 5 minutes
> Disinfection at 93°C (200°F) — 5 minutes
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Hygiene and maintenance Drying

Motor with cable / Irrigant support

> Ensure that the motor with cable and the irrigant support are completely dry internally and externally after cleaning and
disinfection.

> Remove any liquid residues using compressed air.
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Hygiene and maintenance Inspection, maintenance and testing

Inspection — Motor with cable / Irrigant support

> Check the motor with cable and the irrigant support after cleaning and disinfection for damage, visible residual soiling
A and surface changes.

> Reprocess any motor with cable and irrigant support that are still soiled.

> Sterilize the motor with cable following cleaning and disinfection.
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Hygiene and maintenance Packaging

Motor with cable
Wrap the motor with cable in sterilization packages that meet the following requirements:
> The sterilization package must meet the applicable standards in respect of quality and use and must be
suitable for the sterilization procedure.
> The sterilization package must be large enough for the sterilization goods.
> The loading sterilization package must not be under tension.
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Hygiene and maintenance Sterilization

Motor with cable

@D W&H recommends sterilization according to EN 13060 or EN 285.

> Read the notes, follow the instructions and heed the warnings provided by the manufacturers of steam sterilizers.
A > The program selected must be suitable for the motor with cable.

Recommended sterilization cycles
> Steam sterilization (type B, N)
> Sterilization time at least 3 minutes at 134°C (273°F), 4 minutes at 132°C (270°F), 30 minutes at 121°C (250°F)

> Maximum sterilization temperature 135°C (275°F)

@D Evidence of the medical device’s basic suitability for effective sterilization was provided by an independent test laboratory
using the LISA 517 B17L steam sterilizer (W&H Sterilization S.r.I., Brusaporto (BG)) and the CertoClav MultiControl
MC2-S09S273 gravitation sterilizer (CertoClav GmbH, Traun).

“Dynamic-air-removal prevacuum cycle” (type B): temperature 134°C (273°F) — 3 minutes™
temperature 132°C (270°F) — 4 minutes™/**
“Gravity-displacement cycle” (type N): temperature 121°C (250°F) — 30 minutes**

*EN 13060, EN 285, 1S0 17665
** ANSI/AAMI ST55, ANSI/AAMI ST?9
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Hygiene and maintenance Storage

Motor with cable

> Store sterile goods dust-free and dry.
> The shelf life of the sterile goods depends on the storage conditions and type of packaging.
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13. Servicing

Regular checks

A Regular servicing of function and safety including the accessories is necessary and should be carried out at least once
every three years, unless shorter intervals are prescribed by law. The inspection must be undertaken by a qualified
organization and must include the following procedures:

Control unit

@D > External visual inspection
> Measurement of device leakage current
> Measurement of patient leakage current

> Visual inspection of internal components on suspicion of safety interference, e.g., mechanical damage of the
enclosure or indicators of overheating

Foot control
@D > External visual inspection
> Measurement of device leakage current
> Measurement of ESD capacity
> Visual inspection of the ESD spring contact on the bottom of the foot control (electrostatic discharge)
> Function test with check to see if the maximum speed can be reached
> S-NW: Visual inspection 0-Ring

The regular inspection must only be performed by an authorized W&H service partner.
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Servicing

Repairs and returns
In the event of operating malfunctions immediately contact an authorized W&H service partner.
Repairs and maintenance work must only be undertaken by an authorized W&H service partner.

> Always return equipment in the original packaging.

é > Ensure that the medical device has been completely processed before returning it.
A > Do not coil the cable around the motor and do not twist or kink the motor cable. (Risk of damage)
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14. W&H accessories and spare parts

Use only original W&H accessories and spare parts or accessories approved by W&H.
Suppliers: W&H partners

W

04364100 07962790 07721800

Irrigation tubing set 3,8 m (6 pcs) Transportation case Universal support

5 o B

04005900 06352200 04006800
Irrigant support Fuse (250 V- T1.6AH) Locking pin
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W&H accessories and spare parts

Foot control S-N2

30264000
Foot control S-NW

06290600
Hose clips (5 pcs)
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04653500

Locator for foot control

30393000
Motor M-MH40 with 3,5 m cable




15. Technical data

Control unit M-UK1023 M-UK1015 M-UK1010
Mains voltage: 230V 120V 100V
Permissible voltage fluctuation: 220-240V 110 - 130V 90 - 110V
Rated current: 0.3-0.8A 0.3-16A 0.3-14A
Frequency: 50 - 60 Hz

Mains fuse (2 pcs): 250V -T1.6 AH

Maximum power consumption: 170 VA 170 VA 140 VA
Maximum power output: 80W

Maximum torque at motor: 6.2 Ncm

Motor speed range in the rated voltage range:

200 - 40,000 rpm

Coolant flow rate at 100%:

min. 90 ml/min

Operating mode

S3 (3min / 5min)

Dimensions in mm (height x width x depth):

100 x 262 x 291

Weight in kg:

385

Ambient conditions

Temperature during storage and transport:
Humidity for storage and transport:
Temperature in operation:

Humidity in operation:

-40°C to +70°C (-40°F to +158°F)

8 % to 80 % (relative), non-condensing
+10°C to +35°C (+50°F to +95°F)

15 % to 80 % (relative], non-condensing
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Technical data

Classification according to Paragraph 6 of the General Specifications for the Safety of Medical Electrical Device
according to IEC 60601-1/ANSI/AAMI ES 60601-1

[ ]| Class Il medical electrical device [protective earth conductor used for functional earth connection only!)

]
* Type B applied part (not suitable for intracardiac application)

Pollution level: 2
Overvoltage category: I
Altitude: up to 3,000 m above sea level
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16. Disposal

A Ensure that the parts are not contaminated on disposal.

Follow your local and country-specific laws, directives, standards and guidelines for disposal.
> Medical device

mmm > Waste electrical equipment
> Packaging
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W&H course certificate

for the user

The user has been trained to use the medical device correctly in accordance with the legal regulations (medical devices marketing regulations, medical devices act).
Particular attention has been paid to the chapters on safety notes, start-up, operation, hygiene and maintenance, and service (regular inspections).

Product name

Serial number (SN)

Manufacturer with address

Distributor with address

Name of the user

Date of birth and/or personnel number

Hospital/dental practice/department with address

Signature of the user

The signature confirms that the user has been trained to use the medical device and has understood the content.

Name of the instructor

Date of instruction

Address of the instructor

Signature of the instructor




T T o e

W&H course certificate

for the instructor

The user has been trained to use the medical device correctly in accordance with the legal regulations (medical devices marketing regulations, medical devices
act). Particular attention has been paid to the chapters on safety notes, start-up, operation, hygiene and maintenance, and service (regular inspections).

Product name

Serial number (SN)

Manufacturer with address

Distributor with address

Name of the user

Date of birth and/or personnel number

Hospital/dental practice/department with address

Signature of the user

The signature confirms that the user has been trained to use the medical device and has understood the content.

Name of the instructor

Date of instruction

Address of the instructor

Signature of the instructor







This W&H product has been manufactured with great care by highly qualified specialists. A wide variety of tests and controls
guarantees faultless operation. Please note that claims under warranty can only be validated when all the directions in the
Instructions for Use have been followed.

As the manufacturer, W&H is liable for material or manufacturing defects within a warranty period of 24 months from the
date of purchase. Accessories and consumables are not covered by the warranty.

We accept no responsibility for damage caused by incorrect handling or by repairs carried out by third parties not authorized
to do so by W&H!

Claims under warranty — accompanied by proof of purchase, must be sent to the vendor or to an authorized W&H service
partner. The provision of service under warranty extends neither the warranty period nor any other guarantee period.



Authorized W&H service partners

Find your nearest authorized W&H service partner at http://wh.com
Simply go to the menu option »Service« for full details.

Or simply scan the QR code.
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Manufacturer’s declaration
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Manufacturer’s declaration
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Manufacturer’s declaration
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Manufacturer
W&H Dentalwerk Biirmoos GmbH
Ignaz-Glaser-Strafle 53, 5111 Biirmoos, Austria

t+4362746236-0, f+4362746236-55
office@wh.com wh.com
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