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Impla-Clean Instructions For Use (IFU)

Manufacturer information on reprocessing of medical devices according to EN ISO
17664:2017

Manufactured for: Hager Worldwide
Applicable REF: 355220, 355221, 355222, 355223, 355224

Limitation of reprocessing: max. 20 x
Storage and transport: no special requirement

Cleaning: use cleaning agent that take into account the instructions for cleaning the product. After cleaning, remove cleanser
thoroughly under running water. When disinfecting mechanically do not exceed 93°C.

Disinfection: use disinfecting solutions that take into account the instructions for disinfecting the product. Remove cleanser
thoroughly under running water. When disinfecting mechanically do not exceed 93°C.

Maintenance: no special requirements.

Packaging: standardized packing material for sterilization (recommendation).

Sterilization: autoclavable vapor sterilization at 134°C for 5 minutes or at 121°C for 15 minutes.
Control/Functional Check: check any damages and possible distortion.

Storage: no special requirements.

The above mentioned instructions have been validated as SUITABLE for preparation of medical device and it's re-use by the
medical device manufacturer.

Itis the reprocessor’s responsibility that the actual reprocessing achieves the required results with the equipment and materials
applied and personnel involved in the reprocessing.

Normally, validation and routine controls are necessary.

Furthermore, the reprocessor should evaluate any deviation from the provided instructions regarding efficiency and possible
adverse consequences.

Manufactured for:

Hager Worldwide, Inc.

441 19th Street SE

Hickory, NC 28602
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