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The company Dux B.V., Zonnebaan 14, NL-3542 EC Utrecht, declares that the
PeelVue+™ Sterilizing Pouches, purpose of this declaration, comply with the
guidelines mentioned below:

Council Directive 93/42/EEC — of 14 June 1993 (and annexes) concerning
medical devices
ISO 11607 — packaging for terminally sterilized medical devices

Dux B.V. states that, with regard to maintaining product sterility, there is no
difference in performance between the 10mm self adherent seal of PeelVue+™
Sterilizing Pouches and the 8mm heat seal obtained by a sealing machine.
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