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Deutsche Akkreditierungsstelle GmbH

Entrusted according to Section 8 subsection 1 AkkStelleG in connection with Section 1
subsection 1 AkkStelleGBV
Signatory to the Multilateral Agreements of EA, ILAC and IAF for Mutual Recognition

Accreditation

The Deutsche Akkreditierungsstelle GmbH attests that the testing laboratory

NAMSA Laboratory Services GmbH
Industrie Center Obernburg, 63784 Obernburg am Main

is competent under the terms of DIN EN ISO/IEC 17025:2018 to carry out tests in the following
fields:

Field: Medical devices

Testing fields/test items: Chemical testing of Medical devices

The accreditation certificate shall only apply in connection with the notice of accreditation of
27.07.2022 with the accreditation number D-PL-21154-01. It comprises the cover sheet, the
reverse side of the cover sheet and the following annex with a total of 4 pages.

Registration number of the certificate: D-PL-21154-01-00 /“ n \
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Frankfurt a.M., Uwe Zimmermann Translation issued: Head of Division
27.07.2022 Head of Division 27.07.2022

The certificate together with its annex reflects the status at the time of the date of issue. The current status of the scope of
accreditation can be found in the database of accredited bodies of Deutsche Akkreditierungsstelle GmbH.
https://www.dakks.de/en/content/accredited-bodies-dakks

This document is a translation. The definitive version is the original German accreditation certificate.

See notes overleaf.



Deutsche Akkreditierungsstelle GmbH

Office Berlin Office Frankfurt am Main Office Braunschweig
Spittelmarkt 10 Europa-Allee 52 Bundesallee 100
10117 Berlin 60327 Frankfurt am Main 38116 Braunschweig

The publication of extracts of the accreditation certificate is subject to the prior written approval by
Deutsche Akkreditierungsstelle GmbH (DAkkS). Exempted is the unchanged form of separate
disseminations of the cover sheet by the conformity assessment body mentioned overleaf.

No impression shall be made that the accreditation also extends to fields beyond the scope of
accreditation attested by DAKKS.

The accreditation was granted pursuant to the Act on the Accreditation Body (AkkStelleG) of 31 July 2009
(Federal Law Gazette | p. 2625) and the Regulation (EC) No 765/2008 of the European Parliament and of
the Council of 9 July 2008 setting out the requirements for accreditation and market surveillance relating
to the marketing of products (Official Journal of the European Union L 218 of 9 July 2008, p. 30). DAKKS is
a signatory to the Multilateral Agreements for Mutual Recognition of the European co-operation for
Accreditation (EA), International Accreditation Forum (IAF) and International Laboratory Accreditation
Cooperation (ILAC). The signatories to these agreements recognise each other’s accreditations.

The up-to-date state of membership can be retrieved from the following websites:
EA: www.european-accreditation.org

ILAC: www.ilac.org

IAF:  www.iaf.nu
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Deutsche Akkreditierungsstelle GmbH

Annex to the Accreditation Certificate D-PL-21154-01-00
according to DIN EN ISO/IEC 17025:2018'

Valid from: 27.07.2022
Date of issue: 27.07.2022

Holder of certificate:

NAMSA Laboratory Services GmbH
Industrie Center Obernburg, 63784 Obernburg am Main

Field: Medical devices

Testing fields/test items: Chemical testing of Medical devices

This document is a translation. The definitive version is the original German annex to the accreditation certificate.

Abbreviations used: see last page

The certificate together with its annex reflects the status at the time of the date of issue. The current status of the scope of
accreditation can be found in the database of accredited bodies of Deutsche Akkreditierungsstelle GmbH.

https://www.dakks.de/en/content/accredited-bodies-dakks
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Annex to the accreditation certificate D-PL-21154-01-00

Deutsche

Akkreditierungsstelle

Testing field

Test item
Device(category)

Type of testing
Test

Regulation
Testing method

Chemical Testing

Medical Devices

- Polymers

- Metals and Alloys

- Ceramics

- Natural

Macromolecules

Tests within the scope of
chemical characterization

Qualitative and Quantitative

- Chemical Structure

- Surface Composition

Qualitative and Quantitative

- Chemical Composition

Qualitative and Quantitative

- Characterization of

extractability of extractable

substances

Qualitative

- Chemical Structure

DIN EN ISO 10993-18

USP <621>
GNQS-TM-00002
NFLS-TM-00010
GNQS-TM-00001
GNQS-TM-00004

GNQS-TM-00003

NFLS-TM-00008
GNQS-TM-00003

GNQS-TM-00004

Applicable:

DIN EN I1SO 10933-1
DIN EN ISO 10993-12
USP<621>
UsSP<197>

FDA Guidance use of
ISO 10933-1

Abbreviations used: see last page

Valid from: 27.07.2022
Date of issue: 27.07.2022

-Translation-
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Deutsche

Annex to the accreditation certificate D-PL-21154-01-00 Akkreditierungsstelle

Regulations?

DIN EN ISO 10993-1 : 2021-05

DIN EN ISO 10993-12 : 2021-
08

DIN EN I1SO 10993-18 : 2021-
03

FDA Guidance use of ISO
10993-1 : 2016-06

GNQS-TM-00001 Rev.A

GNQS-TM-00002 Rev. C

GNQS-TM-00004 Rev. C
GNQS-TM-00003 Rev. A

NFLS-TM-00008 Rev. C
NFLS-TM-00010 Rev. B

USP 40 <621>
USP 40 <197>

Abbreviations used: see last page

Valid from: 27.07.2022
Date of issue: 27.07.2022

Biologische Beurteilung von Medizinprodukten - Teil 1:
Beurteilung und Priifungen im Rahmen eines Risikomanage-
mentsystems (I1SO 10993-1:2018, einschlieBlich korrigierte Fassung
2018-10)

Biologische Beurteilung von Medizinprodukten - Teil 12:
Probenvorbereitung und Referenzmaterialien (ISO 10993-12:2021)

Biologische Beurteilung von Medizinprodukten - Teil 18:
Chemische Charakterisierung von Werkstoffen fiir Medizin-
produkte im Rahmen eines Risikomanagementsystems (ISO
10993-18:2020)

Use of International Standard 1SO 10993-1, "Biological evaluation
of medical devices - Part 1: Evaluation and testing within a risk
management process”, Guidance for Industry and Food and

Drug Administration Staff

Bestimmung extrahierbarer, nichtfliichtiger organischer
Substanzen (UPLC-MS)

Bestimmung extrahierbarer, fliichtiger organischer Substanzen
(GC-MS))

Infrarotanalyse (FTIR)

Bestimmung extrahierbarer Elemente mittels induktiver
gekoppelter Plasma/Massenspektroskopie (ICP-MS)

Erschopfende Extraktion

Bestimmung von extrahierbaren halbfllichtigen organischen
Verbindungen mittels Gaschromatographie_Massenspektrometrie
(GC-MS)

Chromatography

Spectrophotometric Identification Tests

-Translation-
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Deutsche
Annex to the accreditation certificate D-PL-21154-01-00 Akkreditierungsstelle

Abbreviations used:

DIN Deutsches Institut fiir Normung e. V.

EN Europaische Norm

IS0 International Organization for Standardization

FDA Food and Drug Administration

usp United States Pharmacopeia

NFLS Standardarbeitsanweisung der NAMSA Laboratory Services GmbH
GNQS Globale Standardarbeitsanweisung NAMSA (Global NAMSA Quality

Systems)

! DIN EN ISO/IEC 17025:2018: General requirements for the competence of testing and calibration laboratories

2 For the transition periods, see the list of harmonized standards on the homepage of the EU.

-Translation-
Abbreviations used: see last page

Valid from: 27.07.2022

Date of issue: 27.07.2022
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