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@ 1ISO13485 @ 1ISO13485

Design,Manufacture and Sale of Orthopedic Implants. Design and Orthopaedic Implants
Manufacture of Mechanical Precision Parts for Medical Devices.
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Manufacture of Screws and CNC Processing Parts for Automobile Use. Manufacture of Screws and CNC Processing Parts for Automobile Use.
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@ ISO 9001 @ CE

Manufacturing, Processing of Metal Parts and Subassembly for the
Aerospace Industry
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Chapter 4. Proposed Labeling

4.1 Indications for Use.

Indications for Usa

S10(k) Number (if knownj; K #6709

Devica Wame: INTAL Bone Plats 3nd Boue Screw System
& INTAI DHS/DCS Flaje Svstem
Indicatians tor Lise: :
The Home Plabs and Bane Screw System and the DHS/DCS Plate Sysiem
are provided sos-gerile. .
The Hare Plate and Bone Screw System is intnded for we in fixation of
fractures to the various bones, inchudiag the clavicle, pelvis, scapula, calcaneus,
long bone (humerus, ulna, radiug, fesnur, tbie, and Gbuls), and small bone
(metacarpals, metatarsals, snd phalas get).

The DHSDCS Plats Sysiem is intended for use in fxaton of fractures 1o
the proximal femur. The system is indicated for use in trochanteric,
Mmqﬂwmm

Frascriptivalhe __ X ANDVOR Over-The-Counter Use ¥

(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE 08 ANOTHER PAGE

Yol bk ™

Division of General,
NWWum.m of Device Evaluation {ODE)

SHi{k) Number

Page 1of 1

2013FREFKEREE

L) ron zrzmmenTE

Indications for Use

5100 Number (it known): BIZZT0H

Royal-Dent Eureka Dental Implant System is indicated for use in
partially or fully edentulous mandibles and maxillas, in support of single
ar multiple-unit restorations including: cemented retained, screw
retained or overdenture restorations, and terminal of intermadiate
abutment support for fixed bridgework.

Royal-Dent Eureka Dental Implant System is for one and two stage
surgical procedures. It's not for immediate load.

Prescriphion e ® ANDIOR Ovar-The-Courter Uss
(Part 21 CFR 8041 Subpart O) (21 CFR 801 Subpart C)
(PLEASE DO NOT WRITE BELOW THIS LINE-CONTINUE ON ANOTHER PAGE IF
MEEDELD)

) L concummence of CORH, Office of Device Evaluation (ODE)
T RO e Page 1ol 1

RN S

1mn+m: Whﬁi

infaction Contred, Dantal

sto0a wamber__WIZZEOH"

+1
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