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Regulations om changes to the Swedish Board for
Accreditation and Conformity Assessment’s regulations and
general guidelines (STAFS 2007:10) for the accreditation of
bodies that plan, carry out and report efficacy evaluations
according to GEP;

ratified on 16 April 2012.

The Swedish Board for Accreditation and Conformity Assessment (Swedac) hereby
decides in accordance with section 3 § of the Accreditation and Conformity
Assessment Ordinance (2011:811) in question if the Swedish Board for
Accreditation and Conformity Assessment (Swedac) regulations och general
guidelines (STAFS 2007:10) for the accreditation of bodies that plan, carry out and
report efficacy evaluations according to GEP that 1, 2 and 4 88§ will read as follows.

1 8§ These regulations apply to bodies that plan, carry out and report efficacy
evaluations according to Good Efficacy Practice (GEP). These regulations apply to
bodies that are accredited and bodies applying for accreditation by SWEDAC.

The regulations are a supplement to SWEDAC’s Regulations (STAFS 2010:10) and
General Guidelines for Accreditation.

2 8 An accredited body that carries out efficacy evaluations according to GEP shall
fulfil the requirements in the following sections of SS-EN ISO/IEC 17025:2005
General requirements for the competence of testing and calibration laboratories
(ISO/IEC 17025:2005)

. management requirements

. personnel,

. test and calibration methods and method validation,

. equipment,

. measurement traceability

. reporting of the results.
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The accredited body shall also fulfil the requirements and carry out the tasks that are
stated in The Swedish Chemicals Agency’s Regulations (KIFS 2008:3) on Chemical
Products and Biotechnical Organisms.

4 § When an accredited body reports results within the scope of its accreditation, the
report shall be marked according to the regulations stated in 9 § SWEDAC’s
Regulations (STAFS 2010:10) and General Guidelines on Accreditation, followed
by the text



STAFS 2007:10

REPORT
Issued by GEP Accredited Field Research Station

The accreditation mark and the text shall be placed on the front page of the report.

These regulations come into force on 2 May 2012.
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