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To whom it may concern,

Our company, IB-ER Makina A.S (DBA IB-ER Prosthetics) has been expertise on production of Prosthetic and
Orthotic devices since the year 1988. It’s located in Manisa — Turkey.

IB-ER Makina A.S company has been registered in FDA database and annually renews its registration.

Registration Information

Registration number (FDA): 3011254188
Device Listing Numbers: D266714 / D266715

These devices are exempt from 510k premarket notification directive.
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