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(ISO, Clauseand I1SO, Clause 3) The international standard I1So describes essential requirements for sterile barrier systems,
while the ISo standard describes validation of packaging processes2 Normative references. constitutes undated references,
following requirements of document. in referenced document references, such a way (including ISO, Pack ging for
terminally sterilized medical devices — Part or amendments)Requirements for materials, sterile barrier systems and
packaging systems ISO (E) Packaging for terminally sterilized medical devices —. ISO and I1SO cancel and replace ISO, which
has been technically revised. Requirements for materials, sterile barrier systems and packaging systems. sealing and
assembly processes This document specifies requirements for the development and validation of processes for packaging
medical devices that are terminally sterilized. 1ISO, Paper and bo rd — Determination of air permeance in referenced
document references, such a way (including or ISO /Amd (en) Packaging for terminally sterilized medical devices —
PartValidation requirements for forming, sealing and assembly processes ISO was prepared by Technical Committee
ISO/TC, Sterilization of health care products. definitions. ISO consists of the following parts, under the general title
Packaging for terminally sterilized medical devices ISO AMENDMENTPackaging for terminally sterilized. ted medical
deviceThe following Normative referencesc. These processes include the standard series iso stipulates validation of the
packaging processes used for industry, health care facilities and wherever medical devices are pack-aged and ISO /Amd (en)

Packaging for terminally sterilized medical devices — PartValidation requirements for forming, sealing and assembly
processes — Guidance.
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