
www.chm.eu

ChM Power Tools

CharDrive 

CE 0197

CharDrive
Medical Drive System 

ST/510B



Document No ST/510B

Date of issue 01.09.2014

Review date P-003-14.08.2019

The manufacturer reserves the right to introduce design changes. 

All comments should be addressed to

 

ChM sp. z o.o. Lewickie 3b,16-061 Juchnowiec Kościelny, Poland
tel. +48 85 86 86 130, fax: +48 85 86 86 109

www.chm.eu e-mail: chm@chm.eu



Document No ST/510B

Date of issue 01.09.2014

Review date P-003-14.08.2019

The manufacturer reserves the right to introduce design changes. 

ENCONTENTS

1. INTRODUCTION 4
1.1. GENERAL INFORMATION 4

1.1.1. INTENDED USE 4
1.1.2. SAFETY INSTRUCTIONS  4
1.1.3. ACCESSORIES/SCOPE OF DELIVERY 7
1.1.4. WARRANTY 7

2. OPERATING THE CharDrive SYSTEM 8
2.1. DESCRIPTION OF CharDrive ELEMENTS 8

2.1.1. CharDrive HANDPIECE [40.8000.400] 8
2.1.2. CharDrive BATTERY [40.8005.200] 9
2.1.3. CharDrive BATTERY CHARGER [40.8045.500] 10
2.1.4. CharDrive COVER [40.8009.400] 11
2.1.5. ATTACHMENTS 11

2.2. CharDrive MEDICAL DRIVE SYSTEM IN USE 12
2.2.1. INSERTION OF THE BATTERY INTO THE HANDPIECE 12
2.2.2. REMOVAL OF THE BATTERY FROM THE HANDPIECE 13
2.2.3. CHARGING, STORING AND DISPOSAL OF THE BATTERY 13
2.2.4. OVERHEATING PROTECTION 14
2.2.5. INSTALLING OF ATTACHMENTS AND CUTTING ELEMENTS TO THE HANDPIECE 14
2.2.6. CharDrive BATTERY CHARGER IN USE 17

3. CLEANING, DISINFECTION, STERILIZATION AND MAINTENANCE 21
3.1. GENERAL INFORMATION 21
3.2. HANDPIECE AND ATTACHMENTS 22

3.2.1. MANUAL CLEANING 22
3.2.2. WASHING - DISINFECTION IN A WASHER-DISINFECTOR 24
3.2.3. STERILIZATION 24
3.2.4. STORAGE AND HANDLING BEFORE USE 26

3.3. BATTERIES AND BATTERY CHARGER 26

4. REPAIRS 27

5. LIFETIME 27

6. DISPOSAL 27

7. TROUBLESHOOTING  28
7.1. CharDrive HANDPIECE 28
7.2. CharDrive BATTERY 29
7.3. ATTACHMENTS AND CUTTING ELEMENTS 29
7.4. CharDrive BATTERY CHARGER 30

8. TECHNICAL DATA  31
8.1. DUTY CYCLE 31
8.2. CharDrive HANDPIECE 32
8.3. CharDrive BATTERY 32
8.4. CharDrive BATTERY CHARGER 32

9.  ELECTROMAGNETIC COMPATIBILITY IN ACCORDANCE WITH EN 60601-1-2 33
9.1. CharDrive HANDPIECE 33

9.1.1. ELECTROMAGNETIC EMISSIONS 33
9.1.2. ELECTROMAGNETIC IMMUNITY 33
9.1.3. SEPARATION DISTANCES 34

9.2. CharDrive BATTERY CHARGER 35
9.2.1. ELECTROMAGNETIC EMISSIONS 35
9.2.2. ELECTROMAGNETIC IMMUNITY 35
9.2.3. SEPARATION DISTANCES 36

10. EXPLANATION OF SYMBOLS USED 37



4

Prior to first use, read the instructions for use.
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1. INTRODUCTION

1.1. GENERAL INFORMATION

1.1.1. INTENDED USE
The CharDrive Handpiece is a battery-powered medical device (powered by a lithium-ion battery) intended 
for use in general surgical procedures including drilling and reaming of bone tissues. The CharDrive Medical 
Drive System consists of: handpiece, 2 rechargeable batteries, battery charger, cover and a set of attachments.

1.1.2. SAFETY INSTRUCTIONS (1)

The CharDrive Medical Drive System can only be used after careful consultation of the system's Instructions 
for Use. It is recommended that an alternative (spare) set of devices be available during the surgery since un-
expected technical problems can occur.

The CharDrive Medical Drive System can only be used by physicians and trained medical personnel. 
It is recommended to take utmost care and to avoid haste when using the system. Check all components 
of the system prior to use. Lack of basic knowledge about the functionality of components can result in injury 
to a patient, medical staff or operator.

Verify the system components and cutting elements for their physical properties before use. DO NOT use any 
of the components if damaged.

DO NOT use this system in presence of oxygen, nitrous oxide or a mixture consisting of flammable anesthetic 
and air.

To ensure proper operation of the system, use only ChM original accessories. Using accessories of another 
manufacturers may result in unplanned functioning of the device and loss of warranty rights. DO NOT modify 
any system components yourself. Failure to follow the above-mentioned can result in injury to a patient, medical 
staff or operator.

Before first and every use, the CharDrive Medical Drive System (except for battery charger and batteries) has to be 
re-processed thoroughly. Protective covers and foils must be fully removed before sterilization.

For the CharDrive Medical Drive System to function properly, ChM recommends that the system be cleaned after 
each use in accordance with the instructions provided in the chapter CLEANING, DISINFECTION, STERILIZATION 
AND MAINTENANCE.

Following the recommendations provided can considerably extend the serviceable life of the system.

(1)  Should the above-mentioned information be insufficient, please, contact the manufacturer.
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Successful surgery depends on the condition of the instruments used. Therefore, verify the condition of the used 
cutting elements after every use for wear and/or damage and replace them if necessary. It is recommended 
to use new ChM cutting instruments for every surgery. Cutting instruments, while in use, must be cooled with 
irrigation to prevent tissues heat necrosis.

Vibrations of the attachments, components cooperating with the handpiece, can cause, e.g., tissue or bone 
injuries, oversized drilled holes for locking screws, excessive reaming of the medullary canal, or incorrect insertion 
of e.g. Kirschner wire. Should vibration occur, refer to the TROUBLESHOOTING section.

DO NOT use excessive pressure when working with cutting elements to prevent their breakage/ damage. 
Excessive pressure, especially during high rotation, can cause significant bending of the cutting elements 
which can consequently lead to: tissue damage, handpiece being torn from the operator's hand or cutting 
instrument's elements being spread over long distance. Failure to follow the above-mentioned can result 
in injury to a patient, medical staff or operator.

DO NOT reuse single-use cutting elements. Failure to follow the above-mentioned can result in injury to a patient, 
medical staff or operator.

DO NOT use a product that has been in contact with tissues and body fluids of another patient without prior 
washing, disinfection and sterilization of the product, since the potential risk for cross infection that may include 
viruses, bacteria, and prions occurs.

The user of the product is fully responsible for the proper use of the instruments during the surgery.

When not in use, before removing or installing co-operating accessories, and when handed over to another 
user, the handpiece should always be switched into safety mode. Failure to follow the above-mentioned can 
result in injury to a patient, medical staff or operator.

When not in use, the handpiece should be put on its side to prevent it from falling to the ground, should 
instability occur.

Before using the handpiece, make sure that the attachment is properly secured to the handpiece and that 
the cutting elements are properly installed in the attachment, e.g. by operating the set in the air. Failure to follow 
the above-mentioned can result in injury to a patient, medical staff or operator.

DO NOT put your hand on or hold any rotating part while using the handpiece. Failure to follow the above-
mentioned can result in injury to a patient, medical staff or operator.

DO NOT overload the handpiece. Failure to follow the above-mentioned can result in motor and/ or battery damage.

If the handpiece is used in implantation procedures in combination with implant systems, refer to the appropriate 
"Operating Technique" for this implant system.

DO NOT dismantle or service the product yourself. The product should be sent to the manufacturer for repair. 
Failure to follow the above-mentioned can result in electric shock or fire.
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DO NOT plug in or use the battery charger with a voltage other than that indicated on the back panel of the unit.

For batteries charging, use always original battery charger. Failure to follow the above-mentioned can result 
in injury to a patient, medical staff or operator.

DO NOT use any battery charger accessories that are not recommended or sold by ChM. Failure to follow 
the above-mentioned can result in injury to a patient, medical staff or operator.

DO NOT use the battery charger with a damaged cord or plug.

The power cord of the battery charger should be connected to the power supply socket equipped with 
protective grounding.

Prior to cleaning or servicing, ALWAYS unplug the battery charger from the power supply to minimize the risk 
of electric shock.

For information on electromagnetic compatibility (EMC), go to section ELECTROMAGNETIC COMPATIBILITY 
of this Instructions for Use.

The application part of the product has a BF-type of protection against electric shock. This product is suitable 
for use in patients according to EN 60601-1.

To ensure proper functioning of the handpiece, ChM recommends its annual maintenance (applies to a device 
for which the expected lifetime has not yet been exceeded). Only trained and experienced personnel of the manu-
facturer can perform such inspections. For torque accessories, the calibration date must be strictly observed. 
The manufacturer shall not be liable for any damage resulting from improper operation or maintenance 
of the product performed by unauthorized persons.

Before using the handpiece, make sure that the battery cover securing the battery 
in the handpiece is properly tightened.

The handpiece can only be operated with a fully charged battery. To do this, make sure that the battery is 
charged at the right time. It is recommended to recharge the battery used immediately after the treatment. 
Due to the fact that the batteries are consumables, it is recommended that they be replaced at least once a year.

The battery and battery charger must not be sterilized, washed, rinsed or soaked. These processes can destroy 
these devices and may cause secondary damage.
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1.1.3. ACCESSORIES/SCOPE OF DELIVERY
The CharDrive Medical Drive System consists of:
• handpiece,
• 2 rechargeable batteries,
• battery charger,
• cover,
• a set of attachments to be installed in the handpiece.

For batteries charging use only the corresponding battery charger [40.8045.500].
For the system to operate properly only ChM cutting instruments should be used.

The following components are essential to ensure proper functioning of the system:
• CharDrive Handpiece - Catalogue No. [40.8000.400],
• CharDrive Battery - Catalogue No. [40.8005.200],
• CharDrive Battery charger - Catalogue No. [40.8045.500],
• CharDrive Cover - Catalogue No. [40.8009.400],
• At least one attachment:

 Ŧ CharDrive AO quick coupling - Catalogue No. [40.8010.200],
 Ŧ CharDrive Keyless attachment holder - Catalogue No. [40.8014.200],
 Ŧ CharDrive Kirschner wire attachment - Catalogue No. [40.8013.200],
 Ŧ CharDrive DIN reamer attachment - Catalogue No. [40.8012.200],
 Ŧ CharDrive Hudson-type attachment - Catalogue No. [40.8017.200],
 Ŧ CharDrive Stryker/Zimmer/Trinkle-type attachment - Catalogue No. [40.8015.200],
 Ŧ CharDrive Harris-type attachment - Catalogue No. [40.8016.200],
 Ŧ CharDrive AO-S-type attachment - Catalogue No. [40.8018.200],
 Ŧ CharDrive Torque quick coupling 3/16 Square type-2Nm - Catalogue No. [40.8022.220].

The date of the next calibration, which is permanently marked on the torque instruments, 
must be strictly observed. Use of the torque instrument with an overdue calibration date 
may cause damage to the implant, instrument or loss of correction. Should some mal-func-
tion of the device be detected before the calibration date, e.g. as a result of intensive use, 
the instrument must immediately be sent to the manufacturer for calibration.

1.1.4. WARRANTY
The warranty for the device does not cover damage of any kind resulting from:
• improper use,
• improper in-hospital storage and transportation.

The manufacturer is not liable for damage resulting from repairs or maintenance carried 
out by unauthorized persons.
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2. OPERATING THE CharDrive SYSTEM

2.1. DESCRIPTION OF CharDrive ELEMENTS

2.1.1. CharDrive HANDPIECE [40.8000.400]

1. Locking sleeve for attachments - used to install an attachment to the handpiece; turn the sleeve clockwise.
2. Trigger for counterclockwise rotation - used to give the attachment counterclockwise rotation; press 

the trigger.
3. Trigger for clockwise rotation - used to give the attachment clockwise rotation; press the trigger.
4. Safety switch - depending on the switch position, the corresponding triggers may be locked or released. 

a) the switch pressed from right - only clockwise rotation is available (counterclockwise rotation is locked)

b) the switch pressed from left - both triggers are locked - the safety mode is activated

c)  neutral switch position - the clockwise and counterclockwise rotation is available; when two triggers are pressed 
simultaneously, the oscillation of an attachment is activated.

5. Battery cover - protects the battery from falling out from the handpiece - tighten the cover.
6. Information marked on the handpiece.
7. Mode change collar of the handpiece (DRILL for drilling and REAM for reaming) - turn the collar.
8. LED system that informs the user about the charge level of the battery at which the handpiece is current-

ly operating.

A description of the symbols used can be found in chapter USED SYMBOLS of this Instruc-
tions for Use.
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2.1.2. CharDrive BATTERY [40.8005.200]

1. Battery.
2. Handle for removing the battery from the handpiece.
3. Information marked on the battery.

A description of the symbols used can be found in chapter USED SYMBOLS of this Instruc-
tions for Use.
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2.1.3. CharDrive BATTERY CHARGER [40.8045.500]

1. Battery charger ports with LED lights (for battery charging).
2. Graphic display.
3. Power button.
4. Power cord socket.
5. The vent.
6. Fuse socket.
7. Service socket - the socket is for service only, and it is forbidden to remove the plug and perform any opera-

tion during normal use of the charger.
8. Information marked on the back of the housing.
9. Information marked on the side of the housing.

A description of the symbols used can be found in chapter USED SYMBOLS of this Instruc-
tions for Use.

Warning!
Do not open the cover.
Risk of electric shock.
Repairs may only be performed 
by qualified service personnel.

Notice!
To be used by trained 
personnel only.
Power supply 230V/50Hz.

Notice!
Use in a safe place.
Protect against 
accidental damage.
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Attachment name Cat. no.

CharDrive AO quick coupling 40.8010.200

CharDrive Keyless attachment holder 40.8014.200

CharDrive DIN reamer attachment 40.8012.200

CharDrive Hudson-type attachment 40.8017.200

CharDrive Kirschner wire attachment 40.8013.200

CharDrive Stryker/Zimmer/Trinkle-type attachment
40.8015.200

CharDrive Harris-type attachment
40.8016.200

CharDrive AO-S-type attachment
40.8018.200

CharDrive Torque quick coupling 3/16 Square 
type-2Nm

40.8022.220
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2.1.4. CharDrive COVER [40.8009.400]
The cover is used when the battery is placed in the handpiece under sterile con-
ditions. The cover allows the non-sterile battery to be separated from the sterile 
outside of the handpiece casing.

2.1.5. ATTACHMENTS
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Fig. 1.  Handpiece with the attached cover and inserted 
battery.
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2.2. CharDrive MEDICAL DRIVE SYSTEM IN USE

2.2.1. INSERTION OF THE BATTERY INTO THE HANDPIECE
To ensure sterility, the battery should be inserted into the sterile housing of the handpiece by two people, one 
of whom is wearing sterile clothing:

1. The person wearing the sterile clothing holds 
the open, sterile handpiece with the open side up.

2. The person wearing the sterile clothing places 
the cover on the handpiece and makes sure it is 
correctly tightened. The cover ensures that the non-
sterile battery does not have contact with the out-
side of the sterile handpiece.

3. The other person not wearing sterile clothing 
carefully inserts the non-sterile battery through 
the cover into the handpiece and presses firmly 
onto the battery to ensure that the battery is cor-
rectly seated in the handpiece. During insertion, 
it is important to ensure that the battery is properly 
positioned and that the person not wearing sterile 
clothing does not touch the outside of the ster-
ile handpiece.

4. The person wearing non-sterile clothing grasps 
the cover and removes it from the handpiece.

5. The person wearing the sterile clothing places 
the battery cover on the handpiece and tightens it.

The handpiece can only be operated with a fully charged battery. To do this, make sure that 
the battery is charged at the right time. It is recommended to recharge the battery used 
immediately after the treatment. Due to the fact that the batteries are consumables, it is 
recommended that they be replaced at least once a year.

To ensure aseptic conditions, the battery must not be removed from the handpiece until 
the end of surgery. The battery has enough capacity to power the handpiece for the entire 
surgery. Additionally, the handpiece is equipped with a LED system that informs the user 
of the charge state of the battery on which the handpiece is currently operating.

Cover should be sterilized prior to first and after each use to ensure aseptic conditions when 
placing the non-sterile battery into the sterile handpiece.
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Fig. 2.  Position of the handpiece while inserting/ remov-
ing the battery.
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2.2.2. REMOVAL OF THE BATTERY FROM THE HANDPIECE

2.2.3. CHARGING, STORING AND DISPOSAL OF THE BATTERY
Battery (lithium-ion type) is an element of the system that, like the battery charger, cannot be reprocessed (ster-
ilized). To ensure the proper functioning of the product and to prolong its serviceable life, the following points 
must be observed:

2.2.3.1. Charging
• Use only the ChM battery charger to charge the batteries.
• The battery should be recharged immediately after use.
• Before charging the battery, make sure the charging socket is dry.
• Prior to use, the battery must be fully recharged even if it has not been used before.
• Charge the battery within an ambient temperature range from 10°C to 40°C.
• The charging cycle of a fully discharged battery takes up to 90 minutes.
• Depending on the procedure, the expected battery life is approximately 20 minutes (minimum).
• Use only batteries that have been charged in the last 48 hours.

2.2.3.2. Storage
• DO NOT expose the battery to temperatures over 50°C for time longer than 72h.
• DO NOT store the battery in the handpiece where it may be discharged despite the fact that the handpiece 

was not used.

DO NOT: 
• wash the battery,
• rinse the battery,
• sterilize the battery,
• drop the battery.

• Use only the ChM battery charger to charge the ChM batteries. The use of other chargers 
can damage the battery.

• Do not use faulty battery. The damaged battery should be sent to ChM.
• Use only the batteries in the designated handpiece.

To remove the battery from the handpiece, remove 
the battery cover, and holding the battery handle, re-
move the battery from the handpiece.

The handpiece must be held upright 
(Fig. 2) to prevent the battery from fall-
ing onto the floor.
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2.2.3.3. Disposal
The handpiece is powered by the lithium-ion battery.
The batteries should be disposed of in an environmentally friendly manner. The batteries have been designed 
to be recycled as a whole without end user intervention. Disassembly is not required. Prior to recycling, con-
taminated products should be decontaminated. The European Battery Directive 2006/66/EC is applicable.

Symbol definition

Rechargeable lithium-ion battery.
In accordance with Directive 2006/66/EC, batteries must be collected and brought into use in accordance 
with the rules in force in the EU Member States.

2.2.4. OVERHEATING PROTECTION
Electrical systems can heat up if in constant use. To prevent overheating of the product, observe the handpiece 
duty cycles provided in the “Duty Cycle” section.

The thermal overload protection system prevents the handpiece from overheating. 
If the handpiece becomes overheated during use, it automatically switches off and cannot be operated until 
"cooled down".

2.2.5. INSTALLING OF ATTACHMENTS AND CUTTING ELEMENTS TO THE HANDPIECE

Prior to assembly or disassembly of the attachment or mating accessories such as drill bits, the hand-
piece should always be set to the safety mode. Failure to follow the above-mentioned can result in injury 
to a patient, medical staff or operator.

Each time the attachment, cutting elements are attached, make sure that they have been properly se-
cured to the handpiece by gently pulling on it and operating the set in the air.

Use only original ChM attachments and cutting elements.

Damage caused by the use of attachments and cutting elements of other companies are not covered 
by the manufacturer's warranty.

Use irrigation liquids to cool the cutting elements to prevent tissue necrosis.

Before and after surgery, check the condition of the cutting elements for wear and/ or damage and, 
if need be, replace them with new ones. It is up to the physician to decide on the use of the instrument. 
it is not allowed to use cutting elements with visible damage/ deformation. ChM recommends cutting 
instruments to be single use.

When using CharDrive Torque quick coupling 3/16 Square type-2Nm, the date of the next calibration, 
which is permanently marked on the instruments, must be strictly observed. Use of the torque instru-
ment with an overdue calibration date may cause damage to the implant, instrument or loss of correc-
tion. Should some mal-function of the device be detected before the calibration date, e.g. as a result 
of intensive use, the instrument must immediately be sent to the manufacturer for calibration.

In order to install the selected attachment to the handpiece, turn the locking sleeve for attachments clock-
wise, first.
Then, holding the turned sleeve, place the attachment in the locking sleeve (Fig. 3) and press against the hand-
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piece. Release the locking sleeve.
The attachment has been installed.

Attachments of ChM production have two shaped longitudinal protrusions for mounting 
in the handpiece. Adequately, the locking sleeve for attachments has two grooves that fit 
the protrusions and ensure correct mounting of the attachment (Fig.3).

After installing, make sure that the attachment has been properly secured to the handpiece by gently pulling 
on it and operating the set in the air.

Fig. 3. Attachment in the handpiece.

In order to change the attachment, stop the handpiece and switch into safety mode, first. Then, turn the lock-
ing sleeve for attachments clockwise and holding the turned sleeve, remove the attachment and place it gen-
tly and safely aside.
Install the selected attachment as described above.

CharDrive Keyless attachment holder
Keyless attachment holder is compatible with drills, reamers and Kirschner wires with a diameters from 0.3mm 
to 7.4mm.
To fit the cutting element in the keyless attachment holder, turn the front part of the attachment clockwise 
until an opening sufficient to accommodate the selected cutting element is obtained (Fig.4). Insert the selected 
cutting element and close the jaws of the attachment manually in a counterclockwise direction. After installing, 
make sure that the device has been properly secured to the attachment by gently pulling on it and operating 
the set in the air.
To remove the cutting element from the keyless attachment holder, turn the front part of the attachment clock-
wise until the instrument is loosened and remove the cutting element gently and safely.

ALWAYS manually close the jaws on the cutting element. Never close the jaws using 
the handpiece. Failure to follow the above-mentioned can result in injury to a patient, 
medical staff or operator.

CharDrive Kirschner wire attachment
To fit the Kirschner wire in the Kirschner wire attachment, place the selected wire (diameter between 0.8 and 3.2mm) 
in the attachment, and using the attachment lever, grasp the wire with adequate force. Holding the grip, make 
sure that the device has been properly secured to the attachment by gently pulling on it and operating the set 
in the air.
When inserting the wire into the bone, adjust the clamping force to the needs of the surgery (Fig.6.).
To remove the cutting element from the attachment, release the lever and remove the wire gently and safely.
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Fig.4. Open jaws of the keyless attachment holder Fig.5. Closed jaws of the keyless attachment holder
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Fig. 6.  Kirschner wire attachment in use.

CharDrive: AO quick coupling; DIN reamer attachment; Hudson-type attachment; Stryker/Zimmer/Trin-
kle-type attachment; Harris-type attachment; AO-S-type attachment; CharDrive Torque quick coupling 
3/16 Square type-2Nm
To fit the cutting element in the attachment, pull the collar of the attachment towards the handpiece, insert 
the compatible cutting element, and release the collar. The cutting element will automatically be mounted. 
After installing, make sure that the device has been properly secured to the attachment by gently pulling 
on it and operating the set in the air.
To remove the cutting element from the attachment, pull the collar towards the handpiece and remove the de-
vice gently and safely.
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2.2.6. CharDrive BATTERY CHARGER IN USE

DO NOT plug in or use the battery charger with a voltage other than that indicated 
on the back panel of the unit.

For batteries charging, use always original battery charger. Failure to follow the above-
mentioned can result in electric shock and/ or damage to the product.

DO NOT use any battery charger accessories that are not recommended or sold by ChM. 
Failure to follow the above-mentioned can result in electric shock and/ or damage 
to the product.

DO NOT use the battery charger with a damaged cord or plug.

DO NOT modify the grounding of the charger cable. The cable must be plugged in directly 
to the hospital power supply.

DO NOT dismantle or service the charger yourself. The product should be sent to the manu-
facturer for repair. Failure to follow the above-mentioned can result in electric shock or fire.

Always unplug the product from the power supply to minimize the risk of electric shock 
prior to maintenance or cleaning processes of the charger.

For information on electromagnetic compatibility (EMC), go to section ELECTROMAGNETIC 
COMPATIBILITY of this Instructions for Use.

The battery and battery charger must not be sterilized, washed, rinsed or soaked. These 
processes can destroy these devices and may cause secondary damage.
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2.2.6.1. Battery charger plugging in

WARNING: To avoid the risk of electric shock, the unit must only be connected to a power 
supply with protective grounding.

To connect the charger to a hospital power supply, connect the power cord to the socket on the back 
of the charger and then to the power supply socket with protective grounding.

Place the power cord of the charger so as to minimize the possibility of stepping on it, 
stumble over it or exposing it to other types of damage /stress.

DO NOT insert metallic elements into the charger, as the ports contacts may otherwise be 
damaged.

Before the first and every next use, the charger and its accessories (such as power cord) should 
be checked for possible damage to the casing, cable cracks, bent contacts, etc. If any de-
fects are detected, the product cannot be used and should be returned to the manufac-
turer for repair purpose.

When charger is connected to the power supply, the start screen and batteries ports LED lighting (blue) appear 
(Fig. 1), and then 3 electronic batteries visualizations corresponding to 3 built-in charging ports will appear (Fig. 2).

Fig.1. Battery charger start screen Fig.2. Information provided on the display
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When inserting the battery into the charger port, its electronic equivalent displays the battery charge status 
(in %) and its charging process, illustrated by the increasing charging bars of the battery. Depending on the state 
of the battery discharge, the charging process will be visualized by four different colors displayed on the screen 
(Fig. 3).

Battery charge status (in%) Color of battery charging process

0-30% Red

35-60% Orange

65-85% Yellow

90-100% Green

The charging cycle of a fully discharged battery takes up to 90 minutes. To ensure maximum operating time, 
prior to use, the battery must be recharged completely, even if it has not been used before. It is important to use 
only those batteries that have been charged in the last 48 hours.

Fig.3. Charging process and related LED port lighting
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When the battery is 100% charged, the message 100% and  will appear on the display indicating that the bat-
tery is ready to operate. Green LED lighting will also flash (Fig. 4).

Occurence of the message  (Fig. 5) immediately after placing the battery in the charging port indicates a charg-
ing error. In this case, the charger and the batteries should be sent to the manufacturer to verify their function-
ality and possible repairs. A similar message will be displayed when the battery is removed from the charging 
port of the charger before the charging process is complete (before the battery is fully charged).

To reduce the risk of damage to the plug and the power cord, disconnect the charger from 
the power supply by pulling on the plug and not on the cord.

The manufacturer recommends an annual service of the product (applies to a device for which 
the expected lifetime has not yet been exceeded).

Fig.4.  Information about correct, full charge of the battery 
and completion of charging process

Fig.5.  Charging error message or removing the battery 
before the charging process has finished
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3. CLEANING, DISINFECTION, STERILIZATION AND MAINTENANCE

3.1. GENERAL INFORMATION(2)

Power devices and attachments are often subject to high mechanical stresses and shocks during use and may 
be damaged. However, proper handling and maintenance help to prolong the life of surgical products.

ChM has validated the following instructions for reprocessing, fulfilling the requirements of EN ISO 17664. 
Observing the instructions provided below is important for the entire system to be clean. Nevertheless, other 
alternative methods of reprocessing can be equally effective.

Frequent reprocessing does not have a significant impact on the handpiece and attachments life. Gentle care 
and maintenance can substantially increase the reliability and life of the system components.

ChM recommends annual servicing and inspection by themanufacturer (applies to a device for which the expected 
lifetime has not yet been exceeded). The manufacturer assumes no warranty for damage arising from improper 
use or unauthorized servicing.

Cleaning and sterilization of products (batteries and charger are not subject to sterilization) must 
take place before the first and every subsequent use.

Reprocessing of the products must take place immediately after each use.

Cannulas, sleeves, collars, triggers and narrow places require special attention during 
cleaning.

Cleaning agents of pH 7 - 9.5 (neutral) which are commonly used in medicine for clean-
ing of medical devices (e.g. MediClean) are recommended. The use of cleaning agents with 
higher pH may, depending on the cleaning agent used, dissolve aluminum and its alloys, 
plastics or composite materials. PH values higher than 11 may also have a negative effect 
on stainless steel surfaces. Observe the instructions for use as well as information on the: 
concentration of diluted fluid, temperature, duration of exposure and water quality of en-
zymatic cleaning agents supplied by the manufacturers of these agents. If the temperature 
and time are not defined, follow the ChM recommendations. Products should be cleaned 
in freshly prepared solution.

Cleaning agents used will be in contact with the following materials: stainless steel, alu-
minum, plastics.

Personnel that re-processes the products should always be provided with personal pro-
tective garment in accordance with the information contained in the manual instructions 
and the safety data sheet of the product, supplied with the cleaning agent.

ChM recommends to use new sterile cutting elements every time.

(2)  Should the above-mentioned information be insufficient, please, contact the manufacturer.
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For patients with Creutzfeldt-Jakob disease (CJD), suspected CJD or possible variants of CJD, 
observe the relevant national regulations concerning the reprocessing of the products.

For more information, please refer to the laws and guidelines for your country. Additional 
compliance with in-hospital policy and procedures, manufacturers recommendations of de-
tergents, disinfectants and machines for clinical reprocessing are required.

The person that reprocesses the devices  is responsible for ensuring that reprocessing 
performed has achieved the desired effect due to properly and correctly assembled, main-
tained, validated and approved equipment, as well as the use of appropriate materials, 
engagement of trained and authorized personnel, performed in the designated for re-
processing room. Any changes, deviations from the instructions introduced by the person 
responsible for the reprocessing process should be duly estimated in terms of their effec-
tiveness and potential negative consequences.

3.2. HANDPIECE AND ATTACHMENTS

Prior to cleaning and disinfection, remove any attached accessories from the handpiece, 
such as attachments, cutting elements, battery, etc. All disposable instruments must not 
be reprocessed.

3.2.1. MANUAL CLEANING
Immediately after the surgery, the handpiece should be switched into a safety mode and the debris should 
be initially removed using disposable cleaning cloths. Do not use saline to moisten or soak the product before 
shipping to the decontamination room. Should the products be transported to the decontamination room 
with delay, they should be covered with a damp cloth. The wet cloth will prevent drying of the debris and will 
facilitate subsequent decontamination processes.
1. Rinse the product under running water for at least two minutes (until visible dirt is removed). Use a sponge, 

soft, lint-free cloth or soft bristled brush to assist in removing gross soil. Do not use for cleaning brushes with 
metallic bristles or pointed objects, as this may damage the outer coating of the product and consequently 
result in corrosion. Particular attention should be paid to cannulas, fixings, triggers and other gaps and attach-
ments (Fig.1, Fig.2, Fig.3). Move all movable parts, such as triggers, locking sleeve for attachments to remove dirt.

2. Spray the device using a neutral pH enzymatic solution, leave for at least 2 minutes and wipe dry, thoroughly. 
The correct temperature, water quality and dilution/ concentration should be used in accordance with the en-
zymatic detergent manufacturer’s directions.

3. Rinse the product under running water for at least 2 minutes, again. To clean cannulas and other hard-to-reach 
places. use a syringe, pipette, or water jet.

4. Again, the product should be cleaned under running water with an enzymatic neutral pH detergent (e.g. Medi-
Clean) for at least 5 min. For cleaning, use a sponge, a soft, lint-free cloth, or soft-bristle brushes. Move all 
moving parts, such as triggers, locking sleeve for attachments to remove dirt. Follow the manufacturer's in-
structions regarding the temperature, water quality and concentration/ dilution of the detergent. The correct 
temperature, water quality and dilution/ concentration should be used in accordance with the enzymatic 
detergent manufacturer’s directions.

5. Rinse the product in lukewarm water for at least 2 minutes. To clean cannulas and other hard-to-reach places. 
use a syringe, pipette, or water jet. Move all moving parts, such as triggers, locking sleeve for attachments 
for thorough rinsing.

6. Visually inspect the device. Repeat steps 1–6 in freshly prepared enzymatic cleaning solution (e.g. MediClean) 
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Fig.1. Locking sleeve for attachments

Fig.2.  Keyless attachment holder with max. open jaws 
which should be thoroughly cleaned 

Fig.3.  The battery cover should be removed during 
cleaning.
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until no visible dirt remains.
7. Finally, rinse the product in deionised water for at least 

2 minutes.
8. The last step of manual cleaning is to dry the product 

with a soft, lint-free cloth or pure compressed 
medical air.

9. After the manual cleaning process, the functionality 
of the product should be tested.

Do not immerse the handpiece in any liquid for longer than necessary. Do not soak the prod-
uct in any liquid.

Do not wash the handpiece in the ultrasound cleaner.

Manual cleaning must always precede automatic cleaning/ disinfection.
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3.2.2. WASHING - DISINFECTION IN A WASHER-DISINFECTOR
Having performed the manual cleaning (initial), the handpiece, attachments and cover must undergo the pro-
cess of automatic washing - disinfection in a washer-disinfector. The washer-disinfector should meet the re-
quirements of EN ISO 15883-2.

Other cleaning/disinfection procedures than the procedure described below (including 
manual pre-cleaning) have not been validated by ChM.

Place all devices in a specially designed tray for machine washing so that the elements do not come into con-
tact with each other and do not move. Ensure that all cannulations (handpiece and attachments) are positioned 
vertically, i.e. in an upright position so that water outflow is facilitated.

Parameters of the automatic cleaning /disinfection cycle

Phase Duration (minimum) Recommended

Initial rinsing 2 minutes Cold water

Main washing 10 minutes Warm water (≥55°C) + MediClean (pH 7- 9.5)

Rinsing,
Thermal disinfection

10 minutes Deionized or demineralised hot water (90°C)

Drying 40 minutes 90°C

After the cleaning-disinfection is completed, the devices should be removed from the washer-disinfector 
and checked for dirt residue, especially in hard-to-reach areas such as cannulation, locking sleeve for attach-
ment, etc. In case of dirt presence, manual cleaning /automatic cleaning-disinfection processes shall be repeated.

Prior to sterilization, devices must undergo visual inspection by trained personnel. Generally, unmagnified vi-
sual inspection under good light conditions is sufficient. All components must be inspected for dirt, damage 
and /or corrosion. Then the functional control of the device should be carried out, e.g. by operating the system 
in the air and checking all moving parts (e.g. triggers, sleeves) for smooth operation.

3.2.3. STERILIZATION
Packaging
The packaging process, prior to sterilization, should be validated by the end user (health care facility) according 
to requirements of EN ISO 11607-2 and should be carried out under controlled purity conditions. The washed, 
disinfected and dried product should be packaged in a steam sterilized packaging (double foil-and-paper sleeve) 
that complies with the requirements of EN ISO 11607-1 and is CE marked. The product must be packed in such 
a way that no contamination occurs at the time of  unpacking the device for use. The sterilization packaging is 
intended to maintain the sterility of medical devices after the sterilization process during storage prior to use. 
Particular attention should be paid to the sharp and pointed ends of the instruments so as not to damage other 
adjacent components and not to break the sterile barrier of the packaging.

Sterilization
• For handpiece, attachments and cover sterilization, use the method provided below. Using another method 

may damage the components or result in ineffective sterilization of the products.
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• The handpiece must be sterilized when open, i.e. the battery cover must be removed.
• Observe the recommended drying time to prevent accumulation of water inside the product. Moisture can 

cause corrosion and may interfere with proper sterilization.
• Always make sure that the products are completely dry before the sterilization process.
• ChM recommends sterilization using overheated steam in an autoclave. Nevertheless, the design and proper-

ties of a given autoclave can affect the end result of the sterilization process. Therefore, the healthcare facility 
should verify its current sterilization process using the current equipment and people who carry out the ster-
ilization process, and validate it in accordance with requirements of EN ISO 17665-1.

• Responsibility for verification of the sterilization process is borne by the healthcare facility. To ensure the ef-
fectiveness of in-hospital sterilization of products, all cycles and methods should be verified using different 
sterilization chambers, products packaging and products distribution systems in the sterilization basket.

• The minimum drying time presented in the table below has been determined and validated for a single 
handpiece in the package. In case of a different sterilization configuration, e.g. several handpieces are packed 
or sterilization requires the use of a sterilization cassette or several palettes for instruments, drying time should 
increase, but the effectiveness of such sterilization should be verified.

• Drying time depends on factors such as: product distribution, tray material, packaging method. For the hand-
piece and attachments, the minimum drying time is 20 minutes for each component individually.

• Once the sterilization process has been completed, the products should "cool down".

Validated parameters of overheated steam sterilization cycles:
- temperature: 134°C
- minimum exposure time: 7 min 
- minimum drying time: 20 min

The following maximum values may not be exceeded:
140°C over a maximum of 22 minutes.

Higher values can damage the sterilized products.
• Hot air sterilization, ethylene oxide and formaldehyde sterilization are not recommended.
• Handpiece reliability is guaranteed for 100 full re-sterilization cycles (including cleaning, disinfection 

and sterilization).



26 ChM sp. z o.o., Lewickie 3b, 16-061 Juchnowiec K., POLAND
tel. +48 85 86 86 130 fax +48 85 86 86 109 e-mail: chm@chm.eu

EN

3.2.4. STORAGE AND HANDLING BEFORE USE
• Always transport the packaged articles with great care to avoid damaging the packaging sterile barrier.
• Packaged, sterilized products should be stored in a controlled environment where they will not be exposed 

to high /low temperature and humidity.
• Excessive displacement of sterilized, packaged items can breach their sterile barrier and lead to contamination.

Environmental Conditions

Operation Transportation and storage

Temperature
10

40°C

-20

50°C

Relative humidity
30

90%

10

90%

Atmospheric pressure
500

1060hPA

500

1060hPA

The device must not be stored or operated in explosive atmospheres.

3.3. BATTERIES AND BATTERY CHARGER
The battery immediately after the surgery should be removed from the handpiece. Verify it for cracks or dam-
age. Do not use the battery if damaged.

The battery and charger must not be sterilized, washed, rinsed, soaked or dropped onto 
the ground. These processes can destroy the above items as well as cause secondary damage.

The battery can only be cleaned with a clean, dry cloth, without any detergent.

After each use, the battery should be placed in the charger for recharging.

The charger should be disconnected from the power supply, and then its surface may 
be wiped with a soft cloth moistened but not dripping with mild disinfectant and dried 
immediately.

Do not allow water to come into contact with the charger's charging ports as this could 
lead to product damage.
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4. REPAIRS
The device should be sent to ChM for repair if malfunctions or recognized as damaged, to the following address:

ChM sp. z o.o.
Lewickie 3b

16-061 Juchnowiec Kościelny, Poland
tel: +48 85 86 86 130
fax: +48 85 86 86 109
e-mail: chm@chm.eu

www.chm.eu

• If the product has been dropped on a hard surface, it should be sent to the manufacturer.
• Damaged products must not be used. If repair is not possible, the product should be disposed of in accor-

dance with the DISPOSAL section.
• ChM recommends regular (at least once a year) inspections of the CharDrive Medical Drive System by the man-

ufacturer (applies to a device for which the expected lifetime has not yet been exceeded) and replacing the batter-
ies with new ones at least once a year.

The manufacturer assumes no liability for any damage resulting from unauthorized re-
pairs of the product.

5. LIFETIME
The lifetime of the CharDrive Handpiece is assumed for 10 years. After this period, the manufacturer 
(ChM sp. z o.o.) may refuse to perform service repairs or technical inspections. The battery is a consumable 
component. Its life is determined by the way and frequency of use. The manufacturer recommends replacing 
batteries with new ones at least once a year. Handpiece reliability is guaranteed by 100 full re-sterilization cycles 
(including cleaning, disinfection and sterilization).

6. DISPOSAL
In most cases, faulty devices can be repaired (refer to chapter REPAIRS).

Rechargeable lithium-ion battery.
Under Directive 2006/66/EC, batteries must be collected and brought into use in accordance with 
the rules in force in the EU Member States.

Risk of fire, explosion and burns. DO NOT disassemble, crush, heat above 100 °C, or incin-
erate the battery cells.
Contaminated products must be full reprocessed so that the risk of infection during prod-
uct disposal will be excluded.
The product may not be disposed of with household waste.
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7. TROUBLESHOOTING (3)

7.1. CharDrive HANDPIECE

Problem Possible causes Solution

Handpiece does not start.

No battery in handpiece Insert charged battery.

The battery is flat Charge the battery

Safety mode is activated Set the selected mode of operation

Thermal overload protection system is 
activated

Wait until cooled down

Handpiece is faulty Send to ChM

Handpiece does not have 
enough power

The battery is flat Charge the battery

Handpiece is faulty Send to ChM

Handpiece stops suddenly

The battery is flat Charge the battery

Thermal overload protection system is 
activated

Wait until cooled down

Handpiece is faulty Send to ChM

Handpiece continues 
to operate after
releasing the trigger

Trigger is blocked by surgery debris
Press trigger several times; clean as 
recommended

Handpiece is faulty Send to ChM

Handpiece heats up.

Overloaded device Wait until cooled down

Non-observance of duty cycles 
of the device

Observe the duty cycles of the device

Handpiece is faulty Send to ChM

Attachments cannot be 
attached/ detached to/ from 
the handpiece.

Plugged locking sleeve for attachments Clean as recommended

Handpiece is faulty Send to ChM

Attachment is faulty Send to ChM

Plugged attachment Clean as recommended

The triggers are difficult to move Plugged triggers
Press trigger several times; clean as 
recommended

Handpiece self-activates
Operating the handpiece near a device 
that emits a strong electromagnetic field

Turn off all electrical equipment not in use

Change the location of electrical 
equipment

Plug in electrical equipment to other 
available outlets

Inadequate direction of rotation 
of the handpiece

Device control program failure Send to ChM

Handpiece overheated

Negligence of Instructions for Use 
supplied with the product

Consult Instructions for Use 
of the product

Non-observance of duty cycles 
of the device

Observe the duty cycles of the device

Handpiece run-out, in extreme 
cases, handpiece being torn from 
the operator's hand

Improper installation of the cutting 
element, e.g. a drill in the attachment

Re-install the cutting element 
in the attachment

Improper installation of the attachment 
to the handpiece

Re-install the attachment 
in the handpiece

Handpiece is faulty Send to ChM

(3)   If any other problems than the ones listed below have occurred or if the suggested actions have not solved the problem, please 
contact the manufacturer. DO NOT perform repairs on your own unless otherwise stated in this manual.
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Problem Possible causes Solution

Battery cover cannot be fitted 
onto the handpiece.

Insufficient / incorrect placement 
of the battery in the handpiece

Press tight/ place the battery properly 
in the handpiece

Use of non-original battery Use only original batteries

No functionality of DRILL 
and / or REAM modes

Inadequate re-processing 
of the handpiece which can result in dirt 
drying off

Clean as recommended

Handpiece is faulty Send to ChM

No functionality 
of the LED system informing 
about the battery charge level 
in the handpiece

Incorrect re-processing of the handpiece Contact the manufacturer

No battery in the handpiece Place the charged battery 
in the handpieceFlat battery in the handpiece

Faulty LED system Contact the manufacturer

7.2. CharDrive BATTERY

Problem Possible causes Solution

Battery cover cannot be fitted 
onto the handpiece.

Insufficient / incorrect placement 
of the battery in the handpiece

Press tight/ place the battery properly 
in the handpiece

Use of non-original battery Use only original batteries

The battery does not fit into 
the charger port

Use of non-original battery Use only original batteries

Excessive heating up 
of the battery during 
the charging process

Battery - charger incompatibility Use only original batteries/ charger

Damaged battery and/ or charger 
(e.g. by washing, sterilization)

Send to ChM

Battery got discharged while 
performing the surgery

Excessive use of the battery Recharge the battery

Not fully charged battery Recharge the battery

Battery is faulty Send to ChM

Battery has been re-processed Send to ChM

Fully charged battery does not
work

Battery has been re-processed Send to ChM

Battery has been dropped onto a hard 
surface

Send to ChM

Accelerated battery degradation

Working in conditions harmful 
to the battery

Send to ChM

Deep discharge of the battery Send to ChM

Inadequate storage and in-hospital 
transportation

Send to ChM

The battery and / or charger has 
been washed/ sterilized

Staff negligence Send to ChM

Negligence of Instructions for Use 
supplied with the product

Send to ChM

7.3. ATTACHMENTS AND CUTTING ELEMENTS

Problem Possible causes Solution

Attachments cannot be 
attached/ detached to/ from 
the handpiece.

Plugged locking sleeve for attachments Clean as recommended

Handpiece is faulty Send to ChM

Attachment is faulty Send to ChM

Plugged attachment Clean as recommended
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Problem Possible causes Solution

Handpiece run-out, in extreme 
cases, handpiece being torn from 
the operator's hand

Improper installation of the cutting 
element, e.g. a drill in the attachment

Re-install the cutting element 
in the attachment

Improper installation of the attachment 
to the handpiece

Re-install the attachment 
in the handpiece

Handpiece is faulty Send to ChM

The handpiece 
attachment/ cutting element 
does not rotate despite 
the activated motor

Handpiece is faulty Send to ChM

Improper installation of the attachment 
to the handpiece

Re-install the attachment 
in the handpiece

Applying excessive pressure Apply less pressure

Excessive increase in tissue 
and/ or cutting element 
temperature

Blunt cutting element Replace the instrument for new one

Non-observance of duty cycles 
of the device

Observe the duty cycles of the device

Cutting element cannot be 
installed in the attachment

Worn, damaged attachment Send to ChM

Worn cutting element Replace the instrument for new one

Incompatible cutting element tip 
and attachment

Choose a cutting element that is 
compatible with the attachment 
or another way round

7.4. CharDrive BATTERY CHARGER

Problem possible causes Solution

Electrical interference Occurrence of electrical noise

Turn off all electrical equipment not in use

Change the location of electrical 
equipment

Plug in electrical equipment to other 
available outlets

The battery does not fit into 
the charger port

Use of non-original battery Use only original batteries

Excessive heating up 
of the battery during 
the charging process

Battery - charger incompatibility Use only original batteries/ charger

Damaged battery and/ or charger 
(e.g. by washing, sterilization)

Send to ChM

The battery and / or charger has 
been washed/ sterilized

Staff negligence Send to ChM

Negligence of Instructions for Use 
supplied with the product

Send to ChM

No messages displayed 
by the charger

The charger is not connected 
to the power source

Connect the charger to a power source

Damage to the charger (e.g. as a result 
of dropping, reprocessing)

Send to ChM

A warning appears when 
charging the battery

Damaged battery /charger Send to ChM

Battery has been removed from 
the charger before its 100% charged

Charge the battery fully

Loosened the charger port used 
to charge the battery

Loosened the screw securing the battery 
charging socket

Tighten the screw

Possible electrical shock Damage to the power cord of the charger Send to ChM
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8. TECHNICAL DATA (4)

8.1. DUTY CYCLE
Intermittent operation type S9, according to EN 60034-1 

Xon Yoff Cycles

30 sec. 60 sec. 5

Electrical systems may heat up if in constant use. Therefore, the handpiece should be allowed to cool for at least 
60 seconds following 30 seconds of constant use. After 5 such cycles, the handpiece should be allowed to cool 
for 30 minutes. If the above-mentioned is observed, the system will be prevented from overheating and the pa-
tient or user from possible injury. The user is responsible for the use of the system as indicated. If longer periods 
of constant use are required, an additional handpiece should be available.

• Observe the prescribed duty cycles, carefully.
• Always use new cutting instruments to prevent heating up of the system due to reduced 

cutting characteristics.
• Cool manually instruments with irrigation liquid to prevent heat necrosis of tissues.
• Careful maintenance of the system reduces heat development in the handpiece.
• The battery charger is designed for continuous operation.

(4)  Technical data is subject to tolerances.
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8.2. CharDrive HANDPIECE

Dimensions of handpiece without attachment 223x41x220mm

Weight of handpiece 1330g

Gradually adjustable speed
mode DRILL: 0–1000 rpm

mode REAM: 0-250 rpm

Handpiece cannulation 3.4mm

Protection class BF, EN 60601-1

Degree of protection IP46, EN 60529

Directive 93/42/EEC classification IIa

Power supply Internally powered with lithium-ion batteries

Number of triggers 2

EMC EN 60601-1-2

Applicable standards EN 60601-1

8.3. CharDrive BATTERY

Type Li-Ion

Dimensions 142x42x26mm

Weight 205g

Operating voltage (normal) 11.1 VDC

Capacity 2.2 Ah

Typical charging time ≤ 90 min

Directive 93/42/EEC classification I

EMC EN 60601-1-2

Applicable standards EN 60601-1

8.4. CharDrive BATTERY CHARGER

Maximum input current 0.65A

Power cord CEE 7/7 (E/F) angle plug - IEC C13

Dimensions (LxWxH) 136x244x127mm

Weight 2130g

EMC EN 60601-1-2

Applicable standards EN 60601-1

Degree of protection IP30, EN 60529

Directive 93/42/EEC classification I

Protection class I class
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9.  ELECTROMAGNETIC COMPATIBILITY IN ACCORDANCE WITH 
EN 60601-1-2

The CharDrive Medical Drive System (handpiece and battery charger) is intended for use in the electromag-
netic environment specified below. The customer or the user of the System should assure that it is used in such 
an environment.

9.1. CharDrive HANDPIECE

9.1.1. ELECTROMAGNETIC EMISSIONS

Emission test Compliance Electromagnetic environment – guidance

RF emissions,
CISPR 11

Group 1 The device uses RF energy only for its internal function. 
Therefore, its RF emission is very low and it is not likely 
to cause any interference in nearby electronic equipment.

RF emissions
CISPR 11

Class B The device is suitable for use in all establishments, including 
domestic establishments and those directly connected 
to the public low-voltage power supply network that 
supplies buildings used for domestic purposes.

Harmonic emissions,
IEC 61000-3-2

Not applicable

Voltage 
fluctuations / flicker emissions,
IEC 61000-3-3

Not applicable

9.1.2. ELECTROMAGNETIC IMMUNITY

Immunity test 
standard

IEC 60601-1-2 
test level Compliance level Electromagnetic environment – guidance

Electrostatic
discharge (ESD) IEC 
61000-4-2

±6 kV contact
±8 kV air

±8 kV contact
±15 kV air

Floors should be made from wood, concrete 
or ceramic tile. If floors are covered with 
a synthetic material, the relative humidity should 
be at least 30%.

Electrical fast
transient / burst 
IEC 61000-4-4

±2 kV for power 
supply lines
±1 kV for in/ out
lines

Not applicable Mains power quality should be that of a typical 
commercial or hospital environment.

Surge
IEC 61000-4-5

±1 kV line to line
±2 kV line to earth

Not applicable Mains power quality should be that of a typical 
commercial or hospital environment.

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

<5% UT (0.5 cycle)
40% UT (5 cycles)
70% UT (25 cycles)
<5% UT for 5 s

Not applicable Mains power quality should be that of a typical 
commercial or hospital environment. If the user 
of the device requires its continuous use even 
during power outages, it is recommended that 
the device be connected to an emergency 
power supply.

Power frequency 
(50/60 Hz)
magnetic field 
(50/60Hz)
IEC 61000-4-8

30A/m 30A/m Power frequency magnetic fields should be 
at levels characteristic of a typical location 
in a typical commercial or hospital environment.
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Immunity test 
standard

IEC 60601-1-2 
test level Compliance level Electromagnetic environment – guidance

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

3 Vrms
150 kHz to 800 MHz

3 V/m
80 MHz to 800 MHz

3 V/m
80 MHz to 800 MHz

Nie dotyczy 

E1 = 10 V/m

E2 = 10V/m

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the device, including cables, than 
the recommended separation distance 
calculated from the equation applicable 
to the frequency of the transmitter.

Recommended separation distance
d = 1.17 √P
d = 0.35 √P 80 MHz to 800 MHz
d = 0.70 √P 800 MHz to 2.5 GHz
where P is the maximum output power rating 
of the transmitter in watts (W) according 
to the transmitter manufacturer and d is 
the recommended separation distance in 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 vicinity 
of equipment marked with the following symbol: 

a)  Field strengths from fixed transmitters, such as base stations for radio telephones (cellular/ cordless) and land 
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoreti-
cally with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromag-
netic site survey should be considered. If the measured field strength in the location in which the device 
is used exceeds the applicable RF compliance level above, the device should be observed to verify normal 
operation. If abnormal performance is observed, additional measures may be necessary, such as re-orienting 
or relocating the device.

b) Over the frequency range 150 kHz to 80 MHz, fixeld strengths should be less than 10 V/m.

9.1.3. SEPARATION DISTANCES

Rated maximum output
power of transmitter (W)

Separation distance according to frequency of transmitter (m)

150 kHz to 80 MHz
d = 1.17 √P[m]

80 MHz to 800 MHz
d = 1.17 √P[m]

800 MHz to 2.5 GHz
d = 2.33 √P[m]

0.01 0.12 0.04 0.07

0.1 0.37 0.11 0.22

1 1.2 0.35 0.7

10 3.7 1.1 2.2

100 12 3.5 7

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.
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9.2. CharDrive BATTERY CHARGER

9.2.1. ELECTROMAGNETIC EMISSIONS

Emission test Compliance Electromagnetic environment – guidance

RF emissions,
CISPR 11

Group 1 The device uses RF energy only for its internal function. 
Therefore, its RF emission is very low and it is not likely 
to cause any interference in nearby electronic equipment.

RF emissions
CISPR 11

Class B The device is suitable for use in all establishments, including 
domestic establishments and those directly connected 
to the public low-voltage power supply network that 
supplies buildings used for domestic purposes.

Harmonic emissions,
IEC 61000-3-2

Class A The device is suitable for use in all establishments, including 
domestic establishments and those directly connected 
to the public low-voltage power supply network that 
supplies buildings used for domestic purposes.

Voltage 
fluctuations / flicker emissions,
IEC 61000-3-3

Complies

9.2.2. ELECTROMAGNETIC IMMUNITY

Immunity test 
standard

IEC 60601-1-2 
test level Compliance level Electromagnetic environment – guidance

Electrostatic
discharge (ESD) IEC 
61000-4-2

±8 kV contact
±15 kV air

±8 kV contact
±15 kV air

Floors should be made from wood, concrete 
or ceramic tile. If floors are covered with 
a synthetic material, the relative humidity should 
be at least 30%.

Electrical fast
transient / burst 
IEC 61000-4-4

±2 kV for power 
supply lines
±1 kV for in/ out
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 line to line
±2 kV line to earth

±1 kV line to line
±2 kV line to earth

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

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

<5% UT (0.5 cycle)
40% UT (5 cycles)
70% UT (25 cycles)
<5% UT for 5 s

<5% UT (0.5 cycle)
40% UT (5 cycles)
70% UT (25 cycles)
<5% UT for 5 s

Mains power quality should be that of a typical 
commercial or hospital environment. If the user 
of the device requires its continuous use even 
during power outages, it is recommended that 
the device be connected to an emergency 
power supply.

Power frequency 
(50/60 Hz)
magnetic field 
(50/60Hz)
IEC 61000-4-8

30A/m 30A/m Power frequency magnetic fields should be 
at levels characteristic of a typical location 
in a typical commercial or hospital environment.
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Immunity test 
standard

IEC 60601-1-2 
test level Compliance level Electromagnetic environment – guidance

Conducted RF
IEC 61000-4-6

Radiated RF
IEC 61000-4-3

3 Vrms
150 kHz to 800 MHz

3 V/m
80 MHz to 800 MHz

3 V/m
80 MHz to 800 MHz

V1 = 10Vrms

E1 = 10 V/m

E2 = 7V/m

Portable and mobile RF communications 
equipment should be used no closer to any 
part of the device, including cables, than 
the recommended separation distance 
calculated from the equation applicable 
to the frequency of the transmitter.

Recommended separation distance
d = 1.17 √P
d = 0.35 √P 80 MHz to 800 MHz
d = 0.70 √P 800 MHz to 2.5 GHz
where P is the maximum output power rating 
of the transmitter in watts (W) according 
to the transmitter manufacturer and d is 
the recommended separation distance in 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 vicinity 
of equipment marked with the following symbol: 

a)  Field strengths from fixed transmitters, such as base stations for radio telephones (cellular/ cordless) and land 
mobile radios, amateur radio, AM and FM radio broadcast and TV broadcast cannot be predicted theoreti-
cally with accuracy. To assess the electromagnetic environment due to fixed RF transmitters, an electromag-
netic site survey should be considered. If the measured field strength in the location in which the device 
is used exceeds the applicable RF compliance level above, the device should be observed to verify normal 
operation. If abnormal performance is observed, additional measures may be necessary, such as re-orienting 
or relocating the device.

b) Over the frequency range 150 kHz to 80 MHz, fixeld strengths should be less than 10 V/m.

9.2.3. SEPARATION DISTANCES

Rated maximum output
power of transmitter (W)

Separation distance according to frequency of transmitter (m)

150 kHz to 80 MHz
d = 1.17 √P[m]

80 MHz to 800 MHz
d = 1.17 √P[m]

800 MHz to 2.5 GHz
d = 2.33 √P[m]

0.01 0.12 0.04 0.1

0.1 0.37 0.11 0.32

1 1.2 0.35 1.0

10 3.7 1.1 3.2

100 12 3.5 10

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.



37ChM sp. z o.o., Lewickie 3b, 16-061 Juchnowiec K., POLAND
tel. +48 85 86 86 130 fax +48 85 86 86 109 e-mail: chm@chm.eu

EN

10. EXPLANATION OF SYMBOLS USED

Symbol Meaning Description

Do not discard the product with 
household waste

Worn devices and other electrical products must be collected 
separately and disposed of in accordance with the applicable 
electrical and electronic equipment law.

Keep this product dry! -

Classification Type BF Degree of protection against electric shock.

0197
European conformity mark with 
the notified body number

Conform to the European Medical Device Directive 93/42/CEE 
for class IIa medical devices (notified body number)

0197 European conformity mark
Conform to the European Medical Device Directive 93/42/CEE 
for class I medical devices

Instructions for Use Prior to first use, consult Instructions for Use

IPxx Protection degree Ingress protection degree

Caution
Read the provided Instructions for Use
before operating the device.

Manufacturer/ Date 
of manufacture

The address of the device manufacturer and the date 
of manufacture of the device.

Tab.1. Symbols used.
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ChM sp. z o.o.
Lewickie 3b
16-061 Juchnowiec Kościelny
Poland
tel. +48 85 86 86 100
fax +48 85 86 86 101
chm@chm.eu
www.chm.eu
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