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7556-0xxx Single-use pipette, PS crystal clear, sterile

Non-Pyrogenic - Tested and met the criteria established in the current version of ANSI/AAMI ST 72, "Bacterial
Endotoxins - Test methodologies, routine monitoring, and alternatives to batch testing" and USP <85>, "Bacterial
Endotoxins Test". The acceptance level for product is < 0.10 EU/ml or < 4 EU/device.

USP Class VI Testing - All material resin is tested, qualified and shown to be non-toxic as established in the
Standards USP Class VI Chapter<87>, "Biological reactivity Tests, in Vitro" and Chapter<88>, "Biological
Reactivity Tests, in vivo".

DNase/RNase Free - Tested by nuclease assay method and found to be free of detectable DNase/RNase
contamination. The assay detection limit is 10”7 Kunitz units/uL for DNase and 10 Kunitz units/uL for RNase.

Sterility - Product has been sterilized and dosimetrically released per the requirements of ANSI/AAMI/ISO 11137,
"Sterilization of health care products- Radiation". Products meet a minimum Sterility Assurance Level (SAL) of
103,

Volumetric Accuracy - Serological pipets are accurate to +/- 2% at full volume in compliance with ASTM E934,
"Standard Specification for Serological Pipet, Disposable Plastic" and 1SO 12771, "Plastics laboratory ware -
Disposable serological pipettes”.

The declaration is based on our current state of knowledge and information provided by our supplier at the time that
the document was drawn up. The supplier — Biirkle GmbH in Bad Bellingen/Germany — is certified according to the
standard DIN EN ISO 9001 by the DQS (German Society for Quality Assurance) since 1995. The number of certificate is
2284-08.
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Biirkle GmbH, Bad Bellingen,
Martin Saint-Denis, Managing Director
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