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Statement of Qualification

Customer:

Component tested:
Category:
Subcategory:

Type:

OCTANORM-Vertriebs-GmbH fiir Bauelemente
RaiffeisenstraBe 39

70794 Filderstadt

Germany

Cleanroom Facilities
Wall/Ceiling/Floor

Wall system TPH 2 and ceiling system DPH 1

Assessment of conformity with GMP regulations and EHEDG conception and design recommendations

Standards/guidelines:

Assessment criteria:

\

Z

EU GMP Annex 1; EHEDG Doc. 8; DIN EN 1672-2; ISO 14159
Each standard stated refers to the version valid at the time of testing.

e Materials used

Material pairings

Installed components

Geometries of materials implemented
e Joining techniques

Constructional details

Manufacturing processes

Surface coatings/coating systems

By assessing these criteria, the expertises are able to determine the
suitability of the operating utility for use in GMP-conform manufacturing
environments, focusing especially on contamination avoidance and on
the ability to clean and disinfect the operating utility.

Fraunhofer

IPA

Test results/ classification:
(according to EU GMP Annex 1)

Both the wall as well as the ceiling system are principally recommended
for use in hygienic environments up to max. GMP Cleanliness Class A.
However, this only applies for the tested operating utility when in a
resting state and an overall reassessment would need to be made after
installation in a manufacturing environment.

The measuring equipment used for the qualification is regularly calibrated and is based on national and international standards.
In the case where no national standards exist, the measuring procedure used corresponds with technical regulations and norms
valid at the time of the measurement. The documents drawn up for this procedure are available for viewing.

Please find detailed information about test environment and parameters in the report of Fraunhofer IPA.

Fraunhofer Institute for Manufacturing
Engineering and Automation IPA

Department Ultraclean Technology
and Micromanufacturing

NobelstraBe 12
70569 Stuttgart
Germany

The validity of this certificate
applies only to the mentioned
Place, date of firt issuance product in this particular
condition for a duration of

5 years starting on the date

Stuttgart, December 11, 2013

-- oder Stuttgart, December 11, 2013
Place, date of updating of issuance.

— -t Further information:

Frank Burger, Project manager Fraunhofer IPA

www.tested-device.com.



