Cleaning and Disinfecting Instructions Champions® Rotating Instruments -
Rust-Free Stainless Steel Conical Triangular and Cylinder Drills

Item numbers can be found in the current product catalog.

Please Note:
It is essential to read these instructions for use prior to the application of Champions® rotating instruments.
In addition, observe the Champions® Basic Rules, which describe the drill sequences to prepare the insertion.

Indication:

The rotating instruments are used to prepare the implant bed. When using drilling templates, take care that the instrument
does not tilt to avoid the risk of fracture of the instrument.

Contraindication:
Affected anatomical structures in the treatment site

Side Effects:

None

Treatment Procedure / Appropriate Use:
General instructions of different surgery techniques are described in literature.

Before surgery, patients are to be informed about generally applicable rules of safety and conduct. Computer tomography
and an orthopantomogram as well as a bite registration allow you to determine the exact drilling position and depth. In
order to prevent adjacent structures from being affected, thoroughly check the site where the instrument is to be used.

Use local anesthesia in the site of the instrument.

The Champions® Basic Rules explain how to use rotating instruments following the transgingival and minimally invasive
treatment. However, if you incise and prepare the mucosa and periosteum, you shall proceed using the open flap
implantation technique.

Drill intermittently at maximally 250 rpm.
A cooling with a sterile saline solution is not absolutely necessary, but it is recommended in the D1 bone.
Take care that the drill does not tilt or become fixed during use (higher risk of fracture).

Further Treatment:

An instrument with a handpiece connection can be connected to the Drill Extension (Iltem No.3036), which allows the
instrument to be lengthened by 10 mm. The laser depth marking, which has a distance of 2 mm, allows the user visually
safe and precise drilling. The Drill Stop Sleeve allows you to check the exact drilling depth with the Conical Triangular Drill
(Drill Stop Sleeve, yellow- Item No.3091, Drill Stop Sleeve, black- Item N0.3092). When fitting the Drill Stop Sleeve on the
Conical Triangular Drill, make sure that the flat part at the end of the Drill Stop Sleeve is parallel to the flat surface of the
Conical Triangular Drill. Drill Stop Sleeves can be sterilized.

Care Instructions:

All rotating instruments in our product range are delivered in a sterile state. After use, they are to be disinfected, cleaned,
and sterilized.

Mechanical Cleaning and Disinfection:

1. Place instruments in a suitable container in the thermo-disinfector so that the spray jet can be directed at the
products.

2. Place process chemicals in the machine, according to the instructions of the thermo-disinfector manufacturer and on
the product label.

3. Start the Vario thermal disinfection program. The thermal disinfection is performed.
Consider the A-value and the national standard (EN/ISO 15883).
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4,  After the program process, remove the products from the thermo-disinfector and dry them (preferably with
compressed air, according to the recommendations of the Robert-Koch-Institut (RKI), a German organization that is
responsible for disease control/prevention).

5. Visually inspect for intactness and cleanliness. If you see visible residues after the mechanical preparation, repeat
cleaning and disinfecting until you do not see any residues. This is not applicable for articles that cannot be
reprocessed.

Manual Cleaning and Disinfection (Alternative):

1. Place instruments in the ultrasonic or instrument bath, which is filled with detergents and disinfectants (Close the
cover).

2. For chemical disinfection in the ultrasonic or instrument bath, observe manufacturer instructions concerning
concentration and application time. The application time, which shall not fall below the minimum time, starts when
the last instrument or system component is in the bath.

3. After their application time, rinse the instruments thoroughly with suitable water (to avoid residues, rinse with
completely desalinated water (VE)).

Dry instruments (preferably with compressed air, according to the recommendations of the RKI).

5. Visually inspect for intactness and cleanliness. If you see visible residues on the instruments, repeat cleaning and
chemical disinfecting until you do not see any visible residues. This is not applicable for articles that cannot be
reprocessed. The Robert-Koch-Institut (RKI) recommends that cleaning and disinfecting should preferably be
performed mechanically.

Sterilization in the Autoclave:

All instruments can be sterilized. When sealing the sterilization film, take care that the film is not under tension. The
components can be sterilized per steam sterilization in the vacuum procedure at 134°C in a machine according to DIN EN
13060. For this procedure, meet the following requirements: steam sterilization in the vacuum procedure at 134°Cin a
machine according to DIN EN 13060; validated processes.

- Fractional pre-vacuum (Type B)
- Sterilization temperature: 134°C
- Holding time: at least 5 minutes (full cycle)
- Drying time: at least 10 minutes

In order to avoid stains and corrosion, the steam must be substance-free. The limit values of feed water and steam
condensate substances are defined in DIN EN 13060. When sterilizing several instruments, do not overload the sterilizer.
The instructions of the machine manufacturer are to be followed. Do not use corroded system components. In order

to reduce the risk of fracture, do not use damaged instruments! Please note: Observe the legal regulations concerning
medical device reprocessing, valid in your country (e.g. www.rki.de). The manufacturer assures that the preparation
methods mentioned above is suitable for preparing the concerned instruments for its re-use. The medical device operator
is responsible for the preparation with suitable equipment by qualified staff, according to the valid RKI-recommendations.
For this routine check-ups of the validated mechanical processing procedures are necessary. In addition, the operator must
carefully evaluate the effectiveness and possible disadvantageous consequences resulting from any deviation from the
procedure described here.

Safety and Liability:

Worn or damaged instruments or system components are to be discarded immediately and to be replaced by new ones.
The above mentioned instructions for use are to be followed. The instruments or system components shall only be used for
the mentioned purpose. There will be a risk of injury if safety instructions are not followed.

Liability:

Before using the products, users are obliged, on their own responsibility, to check the products for suitability and
possibility of use for their intended purpose. Damage partially caused by the user will limit or completely exclude the
liability of Champions-Implants GmbH. This is especially applicable when the user has ignored instructions for use or safety
instructions, or when he/she has accidentally misused the product.
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Shelf Life:

All components are supplied in a sterile condition. Sterile products are labeled with the STERILE sign.
Sterile products may not be sterilized again. If medical devices are re-sterilized by the end-user, any responsibility will be

void - regardless of the sterilization method.

The medical devices are only sterile if still in their closed original blister packaging.

The shelf life until its first use is indicated on the label. The hourglass symbol refers to the expiry date.
Do not use the sterile products after the expiry date indicated on the packaging.

The indication LOT refers to the batch number.

After their first use, the instruments are to be processed according to care instructions in this user manual.

Storage:

The product has to be stored in a dry place in its original package at room temperature. Unsafe storage can cause product

failure and damage to the material.

Notes:

«  The blister package is only to be opened immediately before use.

The manufacturer reserves the right to change the design of the product, components or its packaging, to revise
instructions for use as well as pricing and delivery terms. Liability is limited to replacement of defective products.

Further claims of any kind are excluded.

- Dispose of used rotating instruments according to the regulations of the RKI.

Manufacturer in the EU:
Champions-Implants GmbH

Managing Director: Dr. med. dent. Armin Nedjat
Champions Platz 1

D-55237 Flonheim

Germany

Tel. (49) (0) 6734 -914 080 | Fax (49) (0) 6734 - 105 3
info@champions-implants.com
www.champions-implants.com

c € 0297

Champions® is a registered trademark of
Champions-Implants GmbH
Rev. 4/2015-10
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Use by

Maximum permissible rotation speed:
250 min™!

Single use only

Keep dry

Consult Instructions for Use

Batch number
Article number

Gamma sterilized

Application restricted to dentists
or specialists

Bar code
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