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The following sample(s) was (were) submitted and identified by the client as:

Original Sample Description Sample
Sample ID Receipt Date
240454601 | MEDICAL EAR STUDS 08/05/2024

SUS316L MEDICAL GRADE
STAINLESS STEEL

SGS Customer No : 10190077

:‘ SGS Order No : 6997412

o  Buyer : -

2 Order No. : - dt. 06/05/2024

o Country of Origin : -

o

%f Test Performing Period : 22/05/2024 — 03/06/2024

Test Performed : Selected test(s) as requested by applicant
Overall Conclusion : PASS
Test Results : Please refer to the next pages

SGS INSTITUT FRESENIUS GmbH

This test report was electronically created and released:

date name function department
created 04.06.2024 iLA. Sabrina Schaul® Project Assistant Connectivity &
Products
Group Leader Connectivity &
released 04.06.2024 i.V. Catherine Bouleau Administration y
- Products
Softlines
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Alle Dienstleistungen werden auf Grundlage der anwendbaren Allgemeinen Geschéftshedingungen der SGS, die auf Anfrage zur Verfiigung gestellt werden, erbracht
e Verdffentlichung und Vervielfaltigung unserer Priifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bediirfen unserer schriftlichen Genehmigung

Geschaftsfiihrer: Dr Tomasz P Bednarczyk, Joachim Hofken, Aufsichtsratsvorsitzender: Ma
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Performed Test Summary:

Test Result
Nickel Release M
Nickel Release (coated items) M
Total Lead Content M
Total Cadmium Content M

Remarks:

Note:

Component List

M = Meets Client’s requirement

F = Does not meet Client’s requirement
I =Inconclusive

- = No specified requirement

Conclusions on pass/fail are based on the test result from the actual sampling of the received
sample(s).

Conclusions are based on the relevant requirements; measurement uncertainties are not taken
into account. Only results above the relevant detection limit are taken into account for the
calculation of sums.

Test was conducted on composite of random parts of the item as per client’s request and the test
result is the overall result.

The composite sampling method is based on the client’s special request and is a modification from
the testing standard.

For 2-composite mix with results exceeding one half of the relevant requirements or 3-composite
mix with results exceeding one third of the relevant requirements, the composite sample may have
the possibility of one or more components that can lead to a failure result, it is recommended to
test on individual basis.

Component No Component-ID Description Color(s) Material Original Sample ID
1 240493858 Earring Stud - golden metal coated 240454601
whole sample
2 240493859 | Earing s;‘:td - head golden metal coated 240454601
3 240493860 | Earing Stud - pink golden metal coated 240454601
part only

SGS Institut Fresenius GmbH, Im Maisel 14, D-65232 Taunusstein
Die Prifergebnisse beziehen sich ausschlielich auf die untersuchten Prifgegenstande und den Zeitpunkt der Durchfiihrung der Priifung im Rahmen der Priifvorgaben. Die Verdffentlichung und Vervielféltigung
unserer Prifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bedurfen unserer schriftlichen Genehmigung. Werte nach < sind Berichtsgrenzen. Die
Bestimmung der mit * gekennzeichneten Parameter wurde mit einem Kooperationspartner durchgefiihrt. Wir méchten darauf hinweisen, dass die Beurteilung der Ergebnisse ohne Beriicksichtigung der
Messunsicherheiten erfolgt. Auf Wunsch kénnen wir Ihnen jedoch die Messunsicherheiten zur Verfigung stellen und nach Absprache zur Beurteilung der Ergebnisse heranziehen.
The test results refer exclusively to the examined test items and the date of the test under the test specifications. Written acknowledgement for publication and duplication of our analytical reports for promotional
purpose, as well as fractional use for other purposes are mandatory. Numbers following ,<“ represent reporting limits. Determination of parameters marked with * was performed with a cooperation partner. We would
like to point out that measurement uncertainties are not taken into account for conclusions. On request, we can provide measurement uncertainties and take them into account for conclusions upon consultation.

Member of the SGS Group (Societé Générale de Surveillance)
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Analytical results

Nickel Release

Test Method
EN 1811 + A1 2015-10 ,with use of ICP-OES, test was conducted in single trial

Result
Sample(s) /Subsample(s) 3
Area 0.4 cm?
Volume of Test Solution 3.0ml
Nickel Release <0.10
Conclusion Pass

Note:
Unit = pg/cm?week

Requirement:
Non-body piercing article: <0.5ug/cm?/week
Body piercing article: <0.2 pg/cm?/week

Limit specified by entry 27 of Regulation (EC) No 552/2009 amending Annex XVII of REACH Regulation (EC) No 1907/2006
(previously restricted under Directive 94/27/EC and 2004/96/EC).

According to the Commission Communication 2016/C 014/04, published in the OJEU, the EN 1811:2011+A1:2015 is adopted as the
harmonised standards under entry 27 of Annex XVII to REACH starting from 15 January 2016.

Comments are given according to Annex A of EN 1811:2011+A1:2015 as below:

Article with Nickel release limit of 0.5ug/cm?/week:
Pass: <0.88ug/cm?week
Fail: > or =0.88ug/cm?/week

Article with Nickel release limit of 0.2ug/cm?/week:
Pass: <0.35ug/cm?week
Fail: > or =0.35ug/cm?/week

SGS Institut Fresenius GmbH, Im Maisel 14, D-65232 Taunusstein Member of the SGS Group (Societé Générale de Surveillance)
Die Prifergebnisse beziehen sich ausschlielich auf die untersuchten Prifgegenstande und den Zeitpunkt der Durchfiihrung der Priifung im Rahmen der Priifvorgaben. Die Verdffentlichung und Vervielféltigung
unserer Prifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bedurfen unserer schriftlichen Genehmigung. Werte nach < sind Berichtsgrenzen. Die
Bestimmung der mit * gekennzeichneten Parameter wurde mit einem Kooperationspartner durchgefiihrt. Wir méchten darauf hinweisen, dass die Beurteilung der Ergebnisse ohne Beriicksichtigung der
Messunsicherheiten erfolgt. Auf Wunsch kénnen wir Ihnen jedoch die Messunsicherheiten zur Verfigung stellen und nach Absprache zur Beurteilung der Ergebnisse heranziehen.

The test results refer exclusively to the examined test items and the date of the test under the test specifications. Written acknowledgement for publication and duplication of our analytical reports for promotional
purpose, as well as fractional use for other purposes are mandatory. Numbers following ,<“ represent reporting limits. Determination of parameters marked with * was performed with a cooperation partner. We would
like to point out that measurement uncertainties are not taken into account for conclusions. On request, we can provide measurement uncertainties and take them into account for conclusions upon consultation.
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Nickel Release (coated items)

Test Method

EN 12472:2020, EN 1811:2011+A1:2015 , Simulation of wear and corrosion , with use of ICP-OES

Result
Sample(s) /ISubsample(s) 2
Area 0.3 cm?
Volume of Test Solution 3.0ml
Nickel Release <0.10
Conclusion Pass
Note:

Unit = pg/cm?week

Requirement:
Non-body piercing article: <0.5ug/cm?/week
Body piercing article: <0.2 pg/cm?/week

Limit specified by entry 27 of Regulation (EC) No 552/2009 amending Annex XVII of REACH Regulation (EC) No 1907/2006

(previously restricted under Directive 94/27/EC and 2004/96/EC).

According to the Commission Communication 2016/C 014/04, published in the OJEU, the EN 1811:2011+A1:2015 is adopted as the
harmonised standards under entry 27 of Annex XVII to REACH starting from 15 January 2016.

Comments are given according to Annex A of EN 1811:2011+A1:2015 as below:

Article with Nickel release limit of 0.5ug/cm?/week:
Pass: <0.88ug/cm?week
Fail: > or =0.88ug/cm?/week

Article with Nickel release limit of 0.2ug/cm?/week:

Pass: <0.35ug/cm?/week
Fail: > or =0.35ug/cm?/week

SGS Institut Fresenius GmbH, Im Maisel 14, D-65232 Taunusstein

Member of the SGS Group (Societé Générale de Surveillance)

Die Prifergebnisse beziehen sich ausschlielich auf die untersuchten Prifgegenstande und den Zeitpunkt der Durchfiihrung der Priifung im Rahmen der Priifvorgaben. Die Verdffentlichung und Vervielféltigung
unserer Prifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bedurfen unserer schriftlichen Genehmigung. Werte nach < sind Berichtsgrenzen. Die
Bestimmung der mit * gekennzeichneten Parameter wurde mit einem Kooperationspartner durchgefiihrt. Wir méchten darauf hinweisen, dass die Beurteilung der Ergebnisse ohne Beriicksichtigung der
Messunsicherheiten erfolgt. Auf Wunsch kénnen wir Ihnen jedoch die Messunsicherheiten zur Verfigung stellen und nach Absprache zur Beurteilung der Ergebnisse heranziehen.

The test results refer exclusively to the examined test items and the date of the test under the test specifications. Written acknowledgement for publication and duplication of our analytical reports for promotional
purpose, as well as fractional use for other purposes are mandatory. Numbers following ,<“ represent reporting limits. Determination of parameters marked with * was performed with a cooperation partner. We would
like to point out that measurement uncertainties are not taken into account for conclusions. On request, we can provide measurement uncertainties and take them into account for conclusions upon consultation.
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Total Lead Content

Test Method
SOP M 1631 2011-09, analysis was conducted with ICP-OES after digestion

Result
Sample(s) /Subsample(s) 1
Lead (Pb) <25
Conclusion Pass
Note:
Unit = mg/kg

Requirement: < 500 mg/kg (Limit for metal according to Entry 63 Annex XVII of the REACH Regulation No. 1907/2006 and all
amendments)

"deviated detection limit

Total Cadmium Content

Test Method
SOP M 1631 2011-09, analysis was conducted with ICP-OES after digestion

Result
Sample(s) /ISubsample(s) 1
Cadmium (Cd) <2.0M
Conclusion Pass
Note:
Unit = mg/kg

Requirement: < 100 mg/kg (Limit according to Entry 23 Annex XVII of the REACH Regulation No. 1907/2006 and all amendments)

[ deviated detection limit

SGS Institut Fresenius GmbH, Im Maisel 14, D-65232 Taunusstein Member of the SGS Group (Societé Générale de Surveillance)
Die Prifergebnisse beziehen sich ausschlielich auf die untersuchten Prifgegenstande und den Zeitpunkt der Durchfiihrung der Priifung im Rahmen der Priifvorgaben. Die Verdffentlichung und Vervielféltigung
unserer Prifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bedurfen unserer schriftlichen Genehmigung. Werte nach < sind Berichtsgrenzen. Die
Bestimmung der mit * gekennzeichneten Parameter wurde mit einem Kooperationspartner durchgefiihrt. Wir méchten darauf hinweisen, dass die Beurteilung der Ergebnisse ohne Beriicksichtigung der
Messunsicherheiten erfolgt. Auf Wunsch kénnen wir Ihnen jedoch die Messunsicherheiten zur Verfigung stellen und nach Absprache zur Beurteilung der Ergebnisse heranziehen.

The test results refer exclusively to the examined test items and the date of the test under the test specifications. Written acknowledgement for publication and duplication of our analytical reports for promotional
purpose, as well as fractional use for other purposes are mandatory. Numbers following ,<“ represent reporting limits. Determination of parameters marked with * was performed with a cooperation partner. We would
like to point out that measurement uncertainties are not taken into account for conclusions. On request, we can provide measurement uncertainties and take them into account for conclusions upon consultation.
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Attachment: Picture of sample

*** End of test report ***

This document is issued by the Company subject to its General Conditions of Service (https://www.sgs.com/de-de/agb). Attention is
drawn to the limitations of liability, indemnification and jurisdictional issues established therein. This document is an original. If the
document is submitted digitally, it is to be treated as an original within the meaning of UCP 600. Any holder of this document is advised
that information contained hereon reflects the Company's findings at the time of its intervention only and within the limits of client's
instructions, if any. The Company's sole responsibility is to its client and this document does not exonerate parties to a transaction
from exercising all their rights and under the transaction documents. Any unauthorized alteration, forgery or falsification of the content
or appearance of this document is unlawful and offenders may be prosecuted to the fullest extent of the law.

Note: The sample(s) to which the findings recorded herein (the "findings ") relate was (were) probably drawn and / or provided by the
client or by a third party acting at the client's direction. In this case the findings constitute no warranty of the sample's
representativeness of any goods and strictly relate to the sample(s). The company accepts no liability with regard to the origin or
source from which the sample(s) is/are said to be extracted.

SGS Institut Fresenius GmbH, Im Maisel 14, D-65232 Taunusstein Member of the SGS Group (Societé Générale de Surveillance)
Die Prifergebnisse beziehen sich ausschlielich auf die untersuchten Prifgegenstande und den Zeitpunkt der Durchfiihrung der Priifung im Rahmen der Priifvorgaben. Die Verdffentlichung und Vervielféltigung
unserer Prifberichte und Gutachten zu Werbezwecken sowie deren auszugsweise Verwendung in sonstigen Féllen bedurfen unserer schriftichen Genehmigung. Werte nach ,<“ sind Berichtsgrenzen. Die

Bestimmung der mit * gekennzeichneten Parameter wurde mit einem Kooperationspartner durchgefiihrt. Wir méchten darauf hinweisen, dass die Beurteilung der E: isse ohne Bericksichtigung der
Messunsicherheiten erfolgt. Auf Wunsch kénnen wir Ihnen jedoch die Messunsicherheiten zur Verfigung stellen und nach Absprache zur Beurteilung der Ergebnisse heranziehen.
The test results refer exclusively to the examined test items and the date of the test under the test i ions. Written ackr for ication and duplication of our analytical reports for promotional

purpose, as well as fractional use for other purposes are mandatory. Numbers following ,<* represent reporting limits. Determination of parameters marked with * was performed with a cooperation partner. We would
like to point out that measurement uncertainties are not taken into account for conclusions. On request, we can provide measurement uncertainties and take them into account for conclusions upon consultation.



