MIFU FOR ROTATOOL BURS BY ACURATA

General Information for Use and Safety "

acurata instruments are intended for the foot care field and must only be used by respective persons who, due their training and experience, are familiar with the use of the products. The instruments are supplied non-
sterile and have to be prepared prior to first use (refer to Recommended Hygiene Procedures http://www.acurata.de/en/service/recommended-hygiene-procedures).

General information for use for rotary podiatry instruments

Use only technical and hygienic correct drives with a stable ball bearing! Carefully clamp the instruments as deep as possible and assure that the desired speed is reached prior to usage. Please note the maximum
allowed engine speed as stated on the packaging label. Avoid levering or canting, otherwise there is risk of fracture. We recommend working with the wet technique; this provides a high level of safety against ther-
mal damages. Separate blunt, twisted or damaged instruments immediately and do not use them again. Avoid contact with H,0,. The contact pressures should be light, do not exceed the maximum of 2N. Excessive
contact pressures can cause damage to the instruments. In extreme cases the instrument can fracture! At the same time a higher heat development is generated. Overheating may harm skin / nail, instruments wear
faster and surfaces get coarser. Improper usage increases risk, higher wear and inferior work results!

Hinweise: Polishers and instruments with long working part and respectively long, slender necks or for specific application areas exceeding the maximum allowed speeds can cause oscillations (vibrating) or dis-
placement (whippings). This can result in fracture or heavy damage. Non observance causes an increased security risk! The respective maximum speed is a theoretical value given on the basis of the geometry of
the instruments. The choice of the working speed is determined by the material subsequently to be used, the specific indication, the type of handpiece used and the contact pressures and is at user’s discretion.

Maximum speeds — table of reference values

Handpiece instruments (IS0 1044) ISO @:
003-023 max. 50.000 min'" * 025—040 max. 40.000 min"" * 045—060 max. 30.000 min" ¢ 060—250 max. 25.000 min'

FG-instruments (IS0 314) ISO @:
008—016 max. 450.000 min"" » 018—021 max. 300.000 min"' * 023—031 max. 160.000 min"' ¢ 033—040 max. 120.000 min"

Polishing instruments all SO @: max. 5.000—10.000 min-!

The information on the label on the packaging applies. Optimum speeds for all instruments depend on the material to be processed. As a general rule 40 — 50% of the maximum instruc-
tion is recommended!




Hygiene recommendation -

Manufacturer's information on the reprocessing of medical products semi critical B and critical B according to the RKI recommendation, the KRINKO guideline and the DIN EN ISO 17664.
Manufacturer: acurata GmbH & Co. KG - SchulstraBe 25 - 94169 Thurmansbang - Tel.: +49(0)8504-91 17 0 - Fax.: +49(0)8504-91 17 90 - info@acurata.de - www.acurata.de

Products: This manufacturer’s information applies to all instruments supplied by acurata GmbH & Co. KG that are used for podiatric treatments. These are rotating tungsten carbide, diamond and steel instru-
ments. acurata medical products are labeled with the CE sign and the code number of the Notified Body. You find the CE marking on the label on the product packaging. Polishers and brushes are no medical
prodcuts. The following hygiene recommendation refers to CE marked products. The product range includes exclusively instruments delivered in non-sterile condition. These have to be prepared prior to first
use (begin with step 1) and prior to any further use (begin with step 2).

Limited number of reprocessing cycles: The end of a product’s service life is determined by damage and wear caused by use. Frequent reprocessing does not affect the performance of these instruments.
Disposable products (marked @ on the label) shall not be reused or reprocessed

Basic note: Observe the legal provisions conceming the reprocessing of medical products valid in your country (e.g. in Germany www.rki.de). The manufacturer assures that the reprocessing methods detailed
below are appropriate for the reprocessing of the mentioned groups of instruments for their reutilization in regard of their intended use. The operator is responsible that the applied methods of reprocessing, based
on his risk assessment with the used equipment, material, process parameters and staff achieve the required results for the intended use. To guarantee this, routine controls of the validated mechanical and/or
manual reprocessing methods are necessary. Any deviation from the validated method below detailed must be checked and released by the operator to ensure effectiveness and to avoid possible adverse con-
sequences. The hygiene procedure recommendation is available on our website in its current version: http://www.acurata.de/en/service/recommended-hygiene-procedures.

1 Preparation incl. storage and transportation

For first use preparation begin with step 2. Place instruments immediately or at the latest one hour after use on a patient, in a cleaning/disinfection tank filled with a suitable detergent/disinfectant (non-fixing/aldehyde-free, e.g. BIB
forte eco). Set up the drill bath acc. to manufacturer's instructions; for BIB forte eco mix concentrate with water - first the water, then add concentrate. Cover the tank. Pay attention to the application time (e.g. BIB forte eco 0,5%

60 min.). The transport of the instruments to the place of preparation should be made in a contamination protected cleaning/disinfection tank.

2 Cleaning and disinfection

According to the directive of the Robert Koch Institute (RKI) and Commission for Hospital Hygiene and Infection Prevention (KRINKO) it is preferential that the preparation of semi-critical B products is carried out mechanically; cri-
tical B products shall in any case be prepared mechanically. For products with long, tight lumina or cavities the cleaning has to be performed mechanical.

Mechanical cleaning - validated method

Equipment: Cleaning brush, mechanical washer/disinfector acc. to EN ISO 15883 (RDG) (e.g. Mie-
le with Vario TD program), detergent (e.g. 0,5% cleaner Neodisher mediclean), acurata bur stand ma-
de of stainless steel.

Method: Remove instruments from instrument stand / cleaning-disinfection-tank immediately before mechanical
reprocessing and brush off all visible contamination in a cold water bath. Place the instruments into the opened bur
stand. Start mechanical cleaning according to the instructions of the manufacturer of the machinery and of the de-
tergent. The following process is validated: Program Vario TD: 2 min. precleaning, 5 min cleaning at 55°C with de-
tergent, 3 min. neutralizing, 2 min. intermediate rinsing, final rinsing with appropriate (VE-) water 5 min. at >90°C.

Thermal disinfection in a validated washer/disinfector

Perform the mechanical cleaning (see above, e.g. Miele washer/disinfector with Vario TD program)
incl. thermal disinfection with the instruments fixed in a bur holder. The manufacturer’s instructions for
the device must be observed. For validated washer/ disinfectors the disinfection is demonstrably assu-
red. acurata products are thermostabile up to 134°C.

Manual cleaning and disinfection — standardized method

Equipment: Cleaning brush (e.g. synthetic brush, sterilizable), ultrasonic bath, detergant & disinfectant with ap-
proved efficiency for dental instruments (e.g. BIB forte eco, Alpro Medical), bur stand for rotating oscillating in-
struments (e.g. acurata bur stand made of stainless steel); the manufacturers’ instructions must be observed.

Method: Remove instruments from bur stand / cleaning-disinfection tank immediately before manual cleaning.
Brush off all visible contamination in a cold water bath. Rinse the instrument and the bur stand under running wa-
ter. Put the instrument into a suitable strainer element and place it into the ultrasonic unit filled with detergent &
disinfectant. Perform cleaning and disinfection according to the instructions of the manufacturers of the ultraso-
nic bath and the detergent and disinfectant; e.g. BIB forte eco 3% - 10 min. at 55°C tested to EN 14476. After the
application time rinse the instrument thoroughly with appropriate water (e.g. VE-water). Dry the instruments pre-
ferably with medical compressed-air. According to KRINKO the manual reprocessing is finalized by a thermal dis-
infection in a steam sterilizer. Follow manufacturer specifications.

Visual examination with a suitable enlarger to ensure that the instrument is clean and undamanged (an enlargement of 8x -10x is recommended). If after reprocessing still residues of contamination are visible, repeat the cleaning
and disinfecting process until no visible contamination is left. Instruments showing defects are to be discarded immediately (e.g. missing diamond coating, blunt and chipped blades, deformations, corroded surfaces or non-re-

movable residual contamination).

3 Final reprocessing steps — sterile packaging and sterilization — Medical products critical B — validated method with moist heat:

Equipment: Steam sterilizer Co. MMM Selectomat HP acurata bur stand made of stainless steel, transparent sterilization bag (Steriking o. VP Stericlin), sealed seam device Co. Hawo

Packaging: Prior to sterilization place the instruments in the bur holder and pack them altogether doubly in sterilization bags and weld them with a sealed seam device. The instruments must be protected.

For the packing an appropriate standardized method has to be applied.

Sterilization: An effective steam sterilization of the packaged instruments is proven successfully in the pre-vacuum steam sterilization method with the following minimal parameters: 3 pre-vacuum pha-
ses, 132°C sterilization temperature, holding time 3 min. (full cycle), drying time 10min. Follow the instructions of the device manufacturer. Note: The products are not suitable for a sterilization in a hot-

air sterilizer or chemiclave.

4 Transport and storage During transport and storage, the reprocessed products must be protected from recontamination. Further the packed sterile goods must be protected also from dust and moisture.
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