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DIN EN ISO 22442-3:2008-03

National foreword

This standard has been prepared by Technical Committee CEN/TC 316 “Medical devices utilizing tissues”
(Secretariat: NBN, Belgium) in collaboration with Technical Committee ISO/TC 194/SC 1 “Tissue product
safety”.

The responsible German body involved in its preparation was the Normenausschuss Feinmechanik und Optik
(Optics and Precision Mechanics Standards Committee), Technical Committee NA 027-02-21 AA Medizinische
Produkte auf Basis des Tissue Engineering.

The DIN Standards corresponding to the International Standards referred to in clause 2 of the EN are as
follows:

ISO 22442-1:2007  DIN EN ISO 22442-1:2008-03
ISO 22442-2 DIN EN ISO 22442-2

Note to the translation:

The following terms were used in the translation:

Sourcing Beschaffung
Procurement (as a synonym of sourcing) Beschaffung
Source Herkunft
Collection Materialgewinnung
Amendments

This standard differs from DIN EN 12442-3:2001-01 as follows:
a) The original European document has been adapted to take account of international needs.
b) Annex A (normative) “Requirements related to literature review” has been completely revised.

c) Annex C “Guidance on the elimination and/or inactivation study for TSE agents” has been completely
revised.

Previous editions

DIN EN 12442-3: 2001-01

National Annex NA
(informative)
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Dispositifs médicaux utilisant des tissus animaux et leurs Tierische Gewebe und deren Derivate, die zur Herstellung
dérivés - Partie 3: Validation de I'élimination et/ou de von Medizinprodukten eingesetzt werden - Teil 3:
I'inactivation des virus et autres agents responsables Validierung der Eliminierung und/oder Inaktivierung von
d'encéphalopathie spongiforme transmissible (EST) Viren und Erregern der Ubertragbaren spongitsen

(1SO 22442-3:2007) Enzephalopathie (TSE) (ISO 22442-3:2007)

This European Standard was approved by CEN on 14 December 2007.

CEN members are bound to comply with the CEN/CENELEC Internal Regulations which stipulate the conditions for giving this European
Standard the status of a national standard without any alteration. Up-to-date lists and bibliographical references concerning such national
standards may be obtained on application to the CEN Management Centre or to any CEN member.

This European Standard exists in three official versions (English, French, German). A version in any other language made by translation
under the responsibility of a CEN member into its own language and notified to the CEN Management Centre has the same status as the
official versions.

CEN members are the national standards bodies of Austria, Belgium, Bulgaria, Cyprus, Czech Republic, Denmark, Estonia, Finland, France,
Germany, Greece, Hungary, Iceland, Ireland, ltaly, Latvia, Lithuania, Luxembourg, Malta, Netherlands, Norway, Poland, Portugal, Romania,
Slovakia, Slovenia, Spain, Sweden, Switzerland and United Kingdom.
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