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1 ABSTRACT/SUMMARY

1.1 FSHR SEM Images of Samples ex factory

Images are not to scale

Sample #1: T6 D3.5 L12.0 LOT 1703794; valid 2022.05

Sample #2: T6 D3.5L12.0 LOT 1704199; valid 2022-06

Sample #3: T6 D3.5L12.0 LOT 1704198; 2022-06
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1.2 FSHR SEM Images of Samples Provided from Practices

Images are not to scale

Sample #4: T6 D4.1 L8.0 LOT 1601466; valid 2021-03

Sample #5: T6 D3.5 L14.0 LOT 1700755; valid 2022-01

1.3 Summary

The implant samples showed only 2-7 minor organic particles on each implant, with
a size of less 5- 30 ym in an angel of view of 120°. Some of these particles showed
embedded titanium filings and/or aluminum oxide particles (e.g. p.78). Single Al,O3
particle on one implant that also revealed traces of silcon (p. 22+23). Many grooves
appear in the BSE imaging like foreign body material, however, showed in higher
magnifaction only the core material titanium

Requested sufficient clinical documentation was provided.

Conclusion: The implant “T6” from NucleOSS meets the criteria for the
CleanImplant Trusted Quality Mark 2017-2018
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3.2 SEM Imaging Sample #1

3.2.1 SEM Images Implant Body

Phenom camera Field of view
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3.2.2 SEM Images Implant Thread

Phenom camera
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8 Synopsis

Name of Manufacturer:

Analyzed Product(s):

Investigator/s:

Analyses carried out by:

Analysis period:

Methodology:

Summary/Conclusions:

NucleOSS - Sanlilar Tibbi Cihazlar Medikal Kimya
San. Tic. Ltd. $ti.

T6 D3.5 L12.0 LOT 1703794 (ex factory)
T6 D3.5 L12.0 LOT 1704199 (ex factory)
T6 D3.5 L12.0 LOT 1704198 (ex factory)
T6 D4.1 L8.0 LOT 1601466
T6 D3.5L14.0 LOT 1700755

Dr. Dirk U. Duddeck

mmri.berlin - medical materials research institute berlin

August - September 2017

Phenom proX Scanning Electron Microscope, equipped
with high-sensitivity backscattered electron detector; EDS
Analysis detector type: Silicon Drift Detector (SDD)
Thermoelectrically cooled (LN, free), Detector active area:
25 mm?, Ultra-thin Silicon Nitride (SisN4) X-ray window
allowing detection of elements C to Am, Energy resolution
Mn Ka < 140 eV, Max. Input count rate: 300,000 cps

The implant samples showed only 2-7 minor organic
particles on each implant, with a size of less 5- 30 ym in
an angel of view of 120°. Some of these particles showed
embedded titanium filings and/or aluminum oxide particles
(e.g. p.78). Single Al,O3 particle on one implant that also
revealed traces of silcon (p. 22+23). Many grooves appear
in the BSE imaging like foreign body material, however,
showed in higher magnifaction only the core material
titanium

Requested sufficient clinical documentation was provided.
Conclusion:

The implant “T6” from NucleOSS meets the criteria for the
Cleanlmplant Trusted Quality Mark 2017-2018.
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