
 

Entrusted in accordance with § 8 (1) of the German Accreditation Body Act (AkkStelleG) in conjunction with § 1 (1) of the 
Regulation on the Entrustment of the Accreditation Body (AkkStelleGBV) 
Signatory to the EA, ILAC and IAF multilateral agreements on mutual recognition 

Accreditation 

The Deutsche Akkreditierungsstelle GmbH hereby confirms that the testing laboratory 

possesses the competence in accordance with DIN EN ISO/IEC 17025:2018 to conduct tests in the following area: 

Area: Medical devices 

Test areas / test items 

Biological, physical, chemical and microbiological-hygienic testing of medical 
devices; environmental monitoring 

The accreditation certificate is only valid in combination with the notification dated 2022-10-26 with the accreditation 
number D-PL-19895-01. It consists of this cover sheet, the back side of the cover sheet and the following annex with a total 
of 9 pages. 

Registration number of the certificate: D-PL-19895-01-00 

p.p. Andrea Gabler 
Head of department 

The certificate together with the certificate annex reflects the status at the time of the issue date. The current 
status of the scope of accreditation can be found in the database of accredited bodies of the Deutsche 
Akkreditierungsstelle GmbH (DAkkS). https://www.dakks.de/de/akkredltierte-stellen-suche.html 

Berlin, 2022-10-26 

See notes on the back 



 

Berlin office Frankfurt am Main office Braunschweig office 

The publication of extracts of the accreditation certificate requires the prior written consent of Deutsche Akkreditierungsstelle 
GmbH, with the exception of the separate distribution of the cover sheet by the conformity assessment body named on the back in 
unmodified form. 
 
The impression should not be given that the accreditation might also extend to areas beyond the scope of accreditation confirmed 
by DAkkS GmbH. 
 
The accreditation was granted in accordance with the German Accreditation Body Act (AkkStelleG) as well as the Regulation (EC) 
No.765/2008 of the European Parliament and of the Council setting out the requirements for accreditation and market surveillance 
relating to the marketing of products. 
DAkkS is a signatory to the multilateral agreement of the European co-operation for Accreditation (EA), the International 
Accreditation Forum (IAF) and the International Laboratory Accreditation Cooperation (ILAC). The signatories to these agreements 
recognize each other's accreditations. 

The current status of membership can be found on the following websites: 



 

Annex to the accreditation certificate D-PL-19895-01-00 according to DIN EN ISO/IEC 17025:20181 

Valid from: 2022-10-26 

Issue date: 2022-10-26 

Certificate holder: 

Area: Medical devices 

Test areas / test items: 

Biological, physical, chemical and microbiological-hygienic testing of medical 
devices; environmental monitoring 

Used abbreviations: see last page 

The certificate together with the certificate annex reflects the status at the time of the issue date. The current status of the 
scope of accreditation can be found in the database of accredited bodies of the Deutsche Akkreditierungsstelle GmbH 
(DAkkS). https://www.dakks.de/cantent/datenbank-akkreditierter-stellen 
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Annex to the accreditation certificate D-PL-19895-01-00 

Test area Test item / product (category) Test type / test Standard / test procedure 

Biological tests 

Medical devices Test for cytotoxicity 

Also applicable: 

Medical devices 

Chemical tests 

Tests within the scope of the 
chemical characterization 

Also applicable: 

Recording of 
FTIR spectra 

Element determination 
via AAS 

Determination of 
Paclitaxel via liquid 
chromatography 

Determination of 
Sirolimus via liquid 
chromatography 

Determination of 
the electrical 
conductivity 

Photometric 
determination of 
soluble silicates 

Issue date: 2022-10-26 

Valid from: 2022-10-26 
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Annex to the accreditation certificate D-PL-19895-01-00 

Chemical tests 

Test area Test item / product (category) Test type / test Standard / test procedure 

Medical devices Tests within the scope of the 
chemical characterization 

Photometric 
determination 
of copper 

via Cuprizone 

Without 
deproteinization 
(plasma) 

Also applicable: 

Microbiological-hygienic 
tests 

Medical devices 

Medical devices 

Test for sterility 

Membrane filtration 

Direct inoculation 

Roughness measurement 

Physical tests 

Rockwell indentation test for 
evaluating the adhesion 

Measurement of the 
tensile strength 
(adhesion strength) 

Measurement of 
the tensile strength 
(shear strength) 

Measurement of the coating thickness 

Measurement of the porosity 

Measurement of the microhardness 

Issue date: 2022-10-26 

Valid from: 2022-10-26 
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Medical devices 

Test area Test item / product (category) Test type / test Standard / test procedure 

Microbiological-hygienic 
tests 

Surfaces 

Cleanroom technology air 

Determining the biocontamination 
(surface) 

Determination of a population 
of microorganisms on products 
(bioburden determination) 

Membrane filter method 

Test for bacteria - 
endotoxins (LAL test) 

Annex to the accreditation certificate D-PL-19895-01-00 

Test for antibacterial activity 

Also applicable: 

Determination of the airborne 
biocontamination 

Physical tests 

Medical devices, biomaterials, 
water and aqueous solutions 

Packaging materials for medical 
devices 

Test for particulate contamination 

Microscopic method 

Via light obscuration 

Issue date: 2022-10-26 

Valid from: 2022-10-26 
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Dye penetration test 

Seal strength 

Also applicable: 



 

Test area Test item / product (category) 

Annex to the accreditation certificate D-PL-19895-01-00 

Test type / test Standard / test procedure 

Chemical tests 

Surfaces 

Determination of surface 
active substances 
(surfactants) 

Determination of water-soluble 
organic residues (TOC) 

Determination of non-
water-soluble organic 
residues (THC) 
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Issue date: 2022-10-26 

Valid from: 2022-10-26 

Regulations / standards 

Biological evaluation of medical devices – Part 1: Evaluation 
and testing in a risk management process (ISO 10993-1:2018, 
including corrected version 2018-10);  
German version EN ISO 10993-1:2020 

Biological evaluation of medical devices – Part 5: Tests for in 
vitro cytotoxicity (ISO 10993-5:2009);  
German version EN ISO 10993-5:2009 

Biological evaluation of medical devices – Part 12: Sample 
preparation and reference materials (ISO 10993-12:2012); 
German version EN ISO 10993-12:2012 

Biological evaluation of medical devices – Part 18: Chemical 
characterization of medical device materials within a risk 
management process (ISO 10993-18:2020);  
German version EN ISO 10993-18:2020 

Sterilization of health care products – Microbiological methods – 
Part 1: Determination of a population of microorganisms on 
products (ISO 11737-1:2018);  
German version EN ISO 11737-1:2018 

Sterilization of health care products – Microbiological methods – 
Part 2: Tests of sterility performed in the definition, validation 
and maintenance of a sterilization process (ISO 11737-2:2019); 
German version EN ISO 11737-2:2020 

Cleanrooms and associated controlled environments – 
Biocontamination control – Part 1: General principles and 
methods (ISO 14698-1:2003);  
German version EN ISO 14698-1:2003 



 

Issue date: 2022-10-26 

Valid from: 2022-10-26 
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Cleanrooms and associated controlled environments – 
Biocontamination control – Part 2: Evaluation and 
interpretation of biocontamination data (ISO 14698-2:2003);  
German version EN ISO 14698-2:2003 

Water quality – Determination of soluble silicates by flow 
analysis (FIA and CFA) and photometric detection  
(ISO 16264:2002); German version EN ISO 16264:2004 

Water quality – Determination of electrical conductivity  
(ISO 7888:1985); German version EN 27888:1993 

Measurement of antibacterial activity on plastics and other 
non-porous surfaces 

Non-conductive coatings on non-magnetic electrically 
conductive base metals – Measurement of coating thickness – 
Amplitude-sensitive eddy-current method (ISO 2360:2017); 
German version EN ISO 2360:2017 

Geometrical Product Specifications (GPS) – Surface texture: 
Profile method – Terms, definitions and surface texture 
parameters (ISO 4287:1997 + Cor 1:1998 + Cor 2:2005 +  
Amd 1:2009); German version EN ISO 4287:1998 + AC:2008 + 
A1:2009 

Geometrical Product Specifications (GPS) – Surface texture: 
Profile method – Rules and procedures for the assessment of 
surface texture (ISO 4288:1996);  
German version EN ISO 4288:1997 

Water quality – Determination of hydrocarbon oil index – 
Part 2: Method using solvent extraction and gas 
chromatography (ISO 9377-2:2000);  
German version EN ISO 9377-2:2000 

Metallic materials – Instrumented indentation test for 
hardness and materials parameters – Part 1: Test method 
(ISO 14577-1:2015); German version EN ISO 14577-1:2015 

Metallic materials – Instrumented indentation test for hardness 
and materials parameters – Part 4: Test method for metallic and 
non-metallic coatings (ISO 14577-4:2016); German version EN 
ISO 14577-4:2016 

Textiles – Determination of antibacterial activity of textile 
products (ISO 20743:2013);  
German version EN ISO 20743:2013 

Cardiovascular implants – Endovascular devices – Part 2: 
Vascular stents (ISO 25539-2:2012);  
German version EN ISO 25539-2:2012 
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Annex to the accreditation certificate D-PL-19895-01-00 

Valid from: 2022-10-26 

Issue date: 2022-10-26 
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Fine ceramics (advanced ceramics, advanced technical ceramics) 
– Determination of coating thickness by crater-grinding method 
(ISO 26423:2009); German version EN ISO 26423:2016 

Fine ceramics (advanced ceramics, advanced technical ceramics) 
– Rockwell indentation test for evaluation of adhesion of 
ceramic coatings (ISO 26443:2008);  
German version EN ISO 26443:2016 

Packaging for terminally sterilized medical devices –Part 5: 
Sealable pouches and reels of porous materials and plastic film 
construction – Requirements and test methods;  
German version EN 868-5:2018 

Water analysis – Determination of anionic surfactants by 
measurement of the methylene blue index MBAS  
(ISO 7875-1:1984, modified); German version EN 903:1993 

Water analysis – Guidelines for the determination of total 
organic carbon (TOC) and dissolved organic carbon (DOC); 
German version EN 1484:1997 

Carbon-based films and other hard coatings – Rockwell 
penetration test to evaluate the adhesion 

Infrared spectroscopy 

Liquid chromatography 

Conductivity 

Test for sterility 

Microbiological examination of non-sterile 
products (total viable aerobic count) 

Test for bacterial endotoxins 
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Valid from: 2022-10-26 
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Annex to the accreditation certificate D-PL-19895-01-00 

Particulate contamination: Sub-visible particles 

Photometric determination of copper 
via Cuprizon (NANOCOLOR®) 

Photometric determination of copper 
without deproteination (plasma) 

Determining the bioburden 

Determination of the total biocontamination via membrane filtration 

Microbiological testing for airborne and surface biocontamination 

Determination of conductivity with the Mettler Toledo 
Seven Go pro (test equipment PM 750) 

Determination of conductivity with the Mettler Toledo 
Seven Multi (test equipment PM 201) 

Testing for antimicrobial activity and efficacy 

Photometric determination of silicon dioxide as silicate 

Test for bacterial endotoxins 

Chromatographic determination of Paclitaxel in ethanolic solutions 

Test for in-vitro cytotoxicity 

Chromatographic determination of Sirolimus 

Test for sterility 

Determining the particle quantity for medical devices 

Recording of FTIR spectra 

Element determination via AAS 

Dye penetration test on packaging materials 

Testing the seal strength 

Determining the surfactants via compact photometer 

Determination of water-soluble organic residues (TOC) 

Determination of non-water-soluble organic residues (THC) 

Roughness measurement 

Rockwell indentation test for evaluating the adhesion 

Measuring the tensile strength 

Measuring the coating thickness 

Measuring the coating thickness and porosity on porous coatings 
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Microhardness measurements on metallic and non-metallic coatings 

Atomic absorption spectrometry 

Deutsches Institut für Normung (German institute for standardization) 

Europäische Norm (European standard) 

Fourier-transform infrared spectroscopy 

Standard operating procedure for DOT (applicant) 

Used abbreviations: 

General requirements for the competence of testing and calibration laboratories 

Medical devices – Quality management systems – Requirements for regulatory purposes 


