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Indications for Use

5 10(k) Number (if known): Unkniown at this time k~a6,.c

Device Name: DisgiMatchr m ROBODOC® SUr gical System

Indications for Use:

The DigiMatch." ROBODOCO Surgical System is intended for use as a device, which
uses diagnostic images of the patient acquired specifically to assist the physician with
presurgical planning and to provide orientation and reference information during intra-
operative procedures. The robotic surgical tool, under the direction of the surgeon,
precisely implements the presurgical software plan.

The preoperative planning software and robotic surgical tool is used as an alternative to
manual planning and broaching/reaming techniques for femoral canal preparation in
primary total hip arthroplasty (THA).

The DigiMatch ROBODOC Surgical System is indicated for Orthopedic procedures in
which the broaching/reaming in primary total hip arthroplasty (THA) may be considered
to be safe and effective and where references to rigid anatomical structures may be made.

Prescription Use X ADO Over-The-Counter Use____
(Part 21 CFR 801 Subpart D) AN/R (21 CFR 801 Subpart C)

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUJE ON ANOTHER PAGE
OF NEEDED)

Concurrence of CDRH, Office of Device Evaluation (ODE)
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