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Product Description

Name of the Device (s): CP | Helix Test System
Product (group) code (s): BM3300203*
Description:

The Helix Test System is intended to be used as an independent control product to check both the steam
penetration performance and the sterilization values of your sterilization process. The Helix Test System
is placed into the autoclave chamber or sterilization basket (not inside the package/container/pouch),
there where the sterilization agent penetration is most difficult. A complete and correct change of color
of the indicator, conform the Instructions for Use, to the reference color, indicates that the stated values
on the indicator have been met successfully. All Helix Test System indicators are self-adhesive for an
easy archiving and storage of the result. The color change of the indicator is from blue to pink.

The sterilization method which suits this product is STEAM. The Helix Test System indicator strips are for
single use. The Helix Test System tube can be used minimal 100 times and up to 400 times, depending
on the exact article reference. The Helix Test System is conform the standards ISO 11140-1:2014 (Type
2) and EN 867-5:2001.
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