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s EA MLA Signatory
Cesky institut pro akreditaci, o.p.s.
Olsanska 54/3, 130 00 Praha 3

issues

according to section 16 of Act No. 22/1997 Coll., on technical requirements for products, as amended

CERTIFICATE OF ACCREDITATION

No. 384/2024

ITEST plus, s.r.o.
with registered office Kladska 1032/44c¢, Slezské Piredmésti, S00 03 Hradec Kralové,
Company Registration No. 62061828

for the Testing Laboratory No. 1678
ITEST plus Inspection Laboratory

Scope of accreditation:

Microbiological monitoring of cleanrooms in the production of medical devices; tests for the presence
of endotoxins and for sterility, microbial contamination of medical devices (bioburden) to the extent as
specified in the appendix to this Certificate.

This Certificate of Accreditation is a proof of Accreditation issued on the basis of assessment of fulfillment of the
accreditation criteria in accordance with

CSN EN ISO/IEC 17025:2018

In its activities performed within the scope and for the period of validity of this Certificate, the Conformity Assessment Body
is entitled to refer to this Certificate, provided that the accreditation is not suspended and the Accredited Body meets the
specified accreditation requirements in accordance with the relevant regulations applicable to the activity of an accredited
Conformity Assessment Body.

This Certificate of Accreditation replaces, to the full extent, Certificate No.: 88/2023 of 27. 2. 2023, or any administrative
acts building upon it.

The Certificate of Accreditation is valid until: 27. 2. 2028

Prague: 13. 8. 2024 @f

/
Jan Velisek
Director of the Department
of Testing and Calibration Laboratories
Czech Accreditation Institute




The Appendix is an integral part of
Certificate of Accreditation No.: 384/2024 of 13/08/2024

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

ITEST plus, s.r.o.

CAB number 1678, ITEST plus Inspection Laboratory
Kladska 1032/44c¢, Slezské Predmésti, PSC 500 03 Hradec Kralové

Testing laboratory locations:

1. HK Inspection Laboratory

2. BV Inspection Laboratory

Kladska 1032/44c, Slezské Pfedmésti, 500 03 Hradec

Kralové

Bilé Vchynice 10, 533 16 Vapno u Pieloude

Detailed information on activities within the scope of accreditation (source literature) is given in the section
~Specification of the scope of accreditation .

1. . HK Inspection Laboratory
Tests:
Ordinal Test procedure / method Degrees
1 Test procedure / method name 3 : o Tested object of
number identification 3
freedom
1 Determination of bacterial SOP-K.5.01 Medical devices

endotoxins, quantitative method
Kinetic turbidimetric method

(Ph. Eur. cl. 2.6.14, Method C;

USP <85>;
CSN EN ISO 10993-12;
ANSI/AAMI ST72)
2 Determination of bacterial SOP-K.5.02 Medical devices -
endotoxins, limit test (Ph. Eur. cl. 2.6.14, Method A;
Gel method USP <85>,
CSN EN ISO 10993-12;
ANSI/AAMI ST72)
3 Determination of a population of | SOP-K.4.11 Medical devices -
microorganisms (bioburden) by (CSN EN ISO 11737-1;
culture Ph. Eur. cl. 2.6.12, cl. 2.6.13;
(Bile tolerant G~ bacteria, USP <61>-
Staphylococcus aure.us, USP <625)
Pseudomonas aeruginosa,
Salmonella sp.)
4 Determination of microbiological

contamination (monitoring) by
culture

- aeroscope

- fall-outs

- swabs

- surface prints
- finger prints

SOP-K.8.01, chap. 4.1.1.1;
SOP-K.8.01, chap. 4,1.2.1;
SOP-K.8.01, chap. 4.2.1;
SOP-K.8.01, chap. 4.3.1.1;
SOP-K.8.01, chap. 4.3.2.1

Cleanrooms

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

v')‘{ ) & .
if the document identifying the test proc dm&? is datedﬁ mﬂy‘* hese specific procedures are used. If the document

identifying the test procedure is not date bthe latest valid e@; n of the specified procedure is used (including any
changes) A
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The Appendix is an integral part of
Certificate of Accreditation No.: 384/2024 of 13/08/2024

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

ITEST plus, s.r.o.

CAB number 1678, ITEST plus Inspection Laboratory
Kladska 1032/44c, Slezské Predmésti, PSC 500 03 Hradec Kralové

> 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 (source literature)
number

4 Ph. Eur. cl. 2.6.12, cl. 2.6.13; CSN EN ISO 14698-1; CSN EN ISO 14698-2; CSN EN 17141

Sampling:
nOI:'Ic:'i;:: Sampling procedure name SaTdT::igﬁE;;’ic:rﬁure Subject of sampling Ef':eg:;gf“‘;f

1 Sampling of air Cleanrooms -
- aeroscope SOP-K.8.01, chap. 4.1.1;
- fall-outs SOP-K.8.01, chap. 4.1.2

2 Sampling of surfaces Cleanrooms -
- swabs SOP-K.8.01, chap. 4.2;
- surface prints SOP-K.8.01, chap. 4.3.1;
- finger prints SOP-K.8.01, chap. 4.3.2;
- clothing prints SOP-K.8.01, chap. 4.3.3

! if the document identifying the sampling procedure is dated, only these specific procedures are used.

If the document identifying the sampling procedure is not dated, the latest edition of the specified procedure is
used (including any changes)

Specification of the scope of accreditation:

Ordinal

test Detailed information on activities within the scope of accreditation (source literature)
number

1,2 CSN EN ISO 14698-1; CSN EN I1SO 14698-2; C:SN EN 17141
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The Appendix is an integral part of
Certificate of Accreditation No.: 384/2024 of 13/08/2024

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

ITEST plus, s.r.o.

CAB number 1678, ITEST plus Inspection Laboratory
Kladska 1032/44c, Slezske Predmeésti, PSC 500 03 Hradec Kralové

2. BV Inspection Laboratory
Tests:
; Degrees
Ordinal Test procedure/ Test procedure/ .
number? method name method identification® Teated chject at 5
freedom
1 Sterility test SOP-K.1.01 Medical devices -
by culture (Ph. Eur.cl. 2.6.1;
CSN EN ISO 11737-2;
USP <71>)
2 Determination of a population of | SOP-K.4.11 Medical devices -

'microorganisms (bioburden) by (CSN EN ISO 11737-1

culture Ph. Eur.cl. 2.6.12,¢l. 2.6.13;
L(S‘l?ilehtc;lerant G- bacteria, USP <61>:
aphylococcus aureus,
Psrﬁm%)omonas aeruginosa, TSk <62
Salmonella sp.)
3 Determination of microbiological Cleanrooms -

contamination (monitoring) by

culture
~ Beloscope SOP-K.8.01, chap. 4.1.1.1;
- fall-outs SOP-K.8.01, chap. 4.1.2.1;
5 by SOP-K.8.01, chap. 4.2.1;
- surface prints SOP-K.8.01, chap. 4.3.1.1;
- finger prints SOP-K.8.01, chap. 4.3.2.1

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 i 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 (source literature)
number

3 Ph. Eur. cl. 2.6.12, cl. 2.6.13; CSN EN ISO 14698-1; CSN EN ISO 14698-2; CSN EN 17141

Explanations:
SOP Standard Operating Procedure
Ph. Eur. European Pharmacopoeia
usp US Pharmacopoeia
AAMI Association for the Advancement o ek'ca[ Instrumentation
ANSI American National Sl:ano:iardI}é)%’rﬁt‘se:\\q\e ak,. ““»ﬁ_\
75

"This document is an appendix to the certifi a&%‘of accredztatwﬁ:«

case of any discrepancies between the English and
Czech versions, the Czech version shdll %revaif bothfor thé

rificate appendix and the certificate itself "
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