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

CERTIFICATE OF ACCREDITATION

No. 589/2022

BMT Medical Technology s.r.o.
with registered office Cejl 157/50, Zabrdovice, 602 00 Brno,
Company Registration No. 46346996

to the Testing Laboratory No. 1325
Testing Laboratory of Steam and Hot Air Sterilizers and Heat Technology Devices

Scope of accreditation:

Tests of steam and hot air sterilizers and temperature control technology 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 Body is entitled to refer to this
Certificate. provided that the accreditation is not suspended and the 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.: 432/2021 of 10. 8. 2021. or any administrative
acts building upon it.

The Certificate of Accreditation is valid until: 23. 3. 2025
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The Appendix is an integral part of
Certificate of Accreditation No. 589/2022 of 06/12/2022

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

BMT Medical Technology s.r.o.
Testing Laboratory of Steam and Hot Air Sterilizers and Heat Technology Devices
Cejl 157/50, Zabrdovice, 602 00 Brno

Tests:
Ordinal . Test procedure/ . Test procedure/ .
number! ! method name : method identification? Mestediobjeat
1* | Air leakage test : QPP 10-52 Steam sterilizers
' (CSN EN 285+A1, p. 18,
| CSN EN 13060+A1, p. 102) |

o | Thermometric test QPP 10-53 | Steam sterilizers
i (CSN EN 285+Al, p. 16)

3* | Dynamic chamber QPP 10-54 Steam sterilizers

pressure test (CSN EN 285+Al1, p. 22,
| CSN EN 13060+A1, p. 10.3) |
4* | Load dryness test QPP 10-55 | Steam sterilizers
i (CSN EN 285+A1, p. 20)

5* | Measurement of ' QPP 10-56 | Steam sterilizers
temperature profilein | (CSN EN 554:1996, p. 5.2,
empty chamber VYR-34, p. 2.1)

6% | Measurement of QR 10-57 " Steam sterilizers
temperature distribution | (CSN EN 554:1996, p. 5.3,
in chamber with the load |y yR_3 4,p.2.1)

7% | Measurement of QPP 10-27 Hot air sterilizers, heat
temperature (CSN EN IEC 60068-3-5, ed. 2, technology devices

DIN 12 880)

8* | Measurement of ' QPP 10-91 | Hot air sterilize}'s, heat
temperature pr?ﬁle in (VYR-34.p. 2.2) technology devices
empty chamber

g% | Measurement of QPP 10-98 | Hot air sterilizers, heat
temperature distribution technology devices
in chamber with the load ARSI Il

10* QPP 10-50 .
Measurement of (CSN EN TEC 60068-3-6, ed. 2, Heat technology devices

temperature and humidity (climatic chambers)

DIN 12 880)

' asterisk at the ordinal number ldentlﬁes the tests, which the Labor. at01y is quallf'ed 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 edition of the specified procedure is used
(including any changes)

Explanations:
QPP - BMT Medical Technology s.r.o. Working Procedure

VYR - SUKL Guideline (State Institute for Drug Lun.t;-ul}
DIN - Deutsches Institut fiir Normung f
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