The Appendix is an integral part of
Certificate of Accreditation No: 251/2024 of 30/05/2024

Accredited entity according to CSN EN ISO/IEC 17025:2018:

Detailed information on activities within the scope of accreditation (tested subject) is given in

Univerzita Palackého v Olomouci
CAB number 1308, Laboratory of Cell Cultures, Faculty of Medicne

Hnévotinska 3, 775 15 Olomouc

.. Specification of the scope of accreditation .

the section

Tests:

Ordinall Test procedure / method name | Test procedure / method identification? Tested subject Degrees (;f
number freedom
1 Test for in vitro SOP 1 Insoluble solid -

cytotoxicity - Test of (CSN EN ISO 10993-5, cl. 1-3, | samples with at
direct contact 4.1,4.3,4.4,57,8,8.3,9,10: least one flat
CSN EN ISO 10993-12; surface
CSN EN ISO 7405, cl. 6.2.7,
6.2.8)
2 Test fOl‘. in vitro SOP 2 Insoluble solid -
cytotoxicity - Test of (CSN EN ISO 10993-5, cl. 1-3, | samples
extract 4.1,4.2,4.4,5-7,8,82.1-8.2.8,
8.5,9,10;
CSN EN ISO 10993-12)
3 Test for. .fi.’l vitro SOP 3 Soluble solid -
cytotoxicity - Test of (CSN EN ISO 10993-5, cl. 1-3, | samples, liquid
soluble samples ARG A4 55 B 98T samples
8.5,9,10;
CSN EN ISO 10993-12)

! asterisk at the ordinal number identifies the tests, which the laboratory is qualified to carry out outside the permanent
laboratory premises

[

if the document identifying the test procedure is dated, only these specific procedures are used. If the document identifying

the test procedure is not dated, the latest valid edition of the specified procedure is used (including any changes)
*  the laboratory does not apply a flexible approach to the scope of accreditation

Specification of the scope of accreditation:

Ordinal
test Detailed information on activities within the scope of accreditation (tested subject)
number
1-3 Samples are medical devices defined in CSN EN ISO 10993-1:2021
Explanation

SOP- Standard Operation Procedure

"This document is an appendix to the certificate of accreditation. Tncase of any discrepancies between the English and Czech

versions, the Czech version shall prevail, both foRthe eértificate appendix and the certificate itself. "
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