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ATTESTATION

MEDICREA International is a professional medical device manufacturer (e.g.,
spinal implants, instruments) in France.

For those who are concerned, we declare that the PASS LP spine products
listed here after:

e Polyaxial pedicle screws — ref B022145XX / B022155XX/
B022165XX/B022175XX/B022180XX : XX ranging from 25 to 60.

o Offset pedicle screws — ref B021855XX / B021865XX / B021875XX :
XX ranging from 25 to 60.

o Nut: B02130005

e Connectors —ref :
B02235501/B02235510/B02236001/B02236010/B02236020/B022355
40/B02236040/B02235530/B02236030)

e Pre-bent rods : B021755XX / B021760XX — XX ranging from 03 to 10

e Straight rods : B021255XX / B021260XX — XX ranging from 03 to 50

e Crosslinks : B022655XX / B022660XX — XX ranging from 34 to 62

e Sacral Plates and caps : B02250010/B02250020/B02150000

e Sacral screws : B021565XX / B021572XX — XX ranging from 25 to 60

e Hooks and counter-hooks :
B02241104/B02241106/B02242308/B02245308/B02242407/B022454
07/B02241207/B02241209/B02241211/B02242209/B02245209.

e Rod-plates : B022700XX — XX ranging from 10 to 25

e Dominos : MS025/MS026

Are made from Titanium 6 aluminum 4-vanadium alloy (Ti-6Al-4V) that meets
the requirements of ISO 5832-3 “Implants for surgery — Metallic materials -
Part 3 : Wrought titanium 6-aluminum 4-vanadium alloy”.
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Chemical composition :

Element Compositionnl limits, % (m/m)
Aluminum 5.5106.5
Vanadium 351045
Tron . 0.25 maximum
Oxygen 0.13 maximum
Carbon 0.08 maximum
Nitrogen 0.05 maximum
Hydrogen 0.012 maximum
0.01S maximum for material 0.813mm and under
Titanium Balance

The implantation of PASS LP is not a contraindication in MRI examination of
patients implanted with those implants. The material Ti-6Al-4V has a long
history of safe use in implantable orthopedic products. The material Ti-6Al-4V
is non-magnetic and therefore able to be used in MRI and MRT.

On September 19", 2011
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Quality Manager
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