








Toxicity and Residue
Testing

Skin Contact: Toxicity testing of the Resert XL HLD solution was performed to determine the safety risks,

if any, associated with human contact with these materials. Despite the solution being acidic, the use dilution
form of the product was assessed to have no corrosive effect on the skin at in use concentrations, although some
irritation may occur in those users who might be sensitive to certain components in the solution.

Cytotoxicity: An in-vitro biocompatibility test was performed by a third party to determine whether the Resert
XL HLD potentially degraded materials and/or caused the formation of residues on medical devices that could
pose a risk to the patient. A representative medical device was fully immersed for 8 minutes in Resert XL

HLD solution followed by soaking in 10 liters of deionized water rinse for 1 minute (with instrument channels
flushed with 90 ml of the rinsate). At the conclusion of the HLD and rinse exposures, the device was submerged
in a separate bath of deionized water and placed into an incubator at 37°C to extract any potential residues. In
addition to testing the extraction samples for in-vitro biocompatibility, they were also assayed to measure the
amounts of residual chemicals.

The extract samples showed no evidence of cell lysis or toxicity using the ISO certified iso-elution in-vitro

biocompatibility method with mouse fibroblast cells. Moreover, the test confirmed that residues remaining on
devices after rinsing were well below the acceptable threshold.
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Guidance Documents and Standards
Applicable to the Resert XL HLD High
I.evel Disinfectant

The following standards and guidance documents were used in the development of
Resert XL HLD High Level Disinfectant.

EN ISO 9001:94

ISO 13485:96

EN 46001:99

ISO 14969:99

EN 724:94

ISO 14971:2000

EN ISO 10993-1:97

EN ISO 10993-3:92

EN ISO 10993-10:95

EN ISO 10993-11:93

EN 980:96

ISO 15223:2000

EN 1041:98

BS 5283:1986

TGA Therapeutics Good Order 54, 54A
FDA Guidance for Liquid Chemical Sterilants/High Level Disinfectants, 2000
Canadian Therapeutic Product Program Disinfectant Drugs Guidelines (1999)
US EPA DIS/TSS-7

ASTM E 1053-97

ASTM E 1482-92

AOAC 966.04

AOAC 955.17

AOAC 955.14

AOAC 955.15

AOAC 964.02

EN 14885:2006

FDA Draft Guidance: Guidance for Industry — Stability Testing of Drug Substances and Drug Products June

1998

Ascenzi JM, Ezzel RJ, Wendy TM. A More Accurate Method for measurement of Tuberculocidal Activity of

Disinfectants. Applied and Environmental Microbiology. Sept. 1987, pg. 2189 — 2192.
FDA CFR 21: Part 820

Directive 92/32/EEC amending 67/548/EEC

Directive 1999/45/EC
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Neoprene is a brand name of E. I. du Pont de Nemours and Company or its affiliates
Viton is a registered trademark of E. I. du Pont de Nemours and Company or its affiliates
Teflon is a registered trademark of E. I. du Pont de Nemours and Company or its affiliates
Lexan is a registered trademark of SABIC Innovative Plastics

Medivators is a registered trademark of Minntech Corp.

Olympus is a registered trademark of Olympus Optical Co., Ltd

Pentax is a registered trademark of Pentax Imaging Company

Karl Storz is a trademark of KARL STORZ GmbH & Co.

Stryker is a registered trademark of Stryker Corporation

Fujinon is a trademark of Fujinon, Inc.
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