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510(k) SUMMARY PERTAINING TO THE SAFETY AND EFFECTIVENESS OF
the Savion Industries "Medi-Cruiser" Model MS777

Submitter Information:

Savion Industries (1987) Ltd
P.O.B 4076, Ashdod
Israel 77140

Date Summary Prepared: May 22 2005
Name of the device: the Savion Industries "Medi-Cruiser" Model MS777

Common or usual name of the device: Motorized Patient Transport Stretcher
Classification name of the device: Powered Patient Transport
Predicate Device: Stryker ZOOM® Motorized Stretchers /Hausted

POWERTRAN series stretcher

Device Description: the Savion Industries "Medi-Cruiser" model MS777 Stretcher is
a motorized patient transport stretcher / trolley. This device is a motorized device
intended for medical purposes to assist in the transfer of
patients to and from beds, chairs, treatment facilities, wheelchairs or transport vehicles.

The FDA has classified powered patient transports as a Class II device.
The Savion Industries "Medi-Cruiser" MS777 Stretcher is designed to assure compliance
with IEC 60601-1

(Electrical Safety) and IEC 60601-1-2 (Electromagnetic Compatibility).
The device will also carry the ETL (to UL 2601-1) and cETL (to CAN/CSA C22.2 No.

601.1-M90) markings.
Electrical testing is certified by the accredited testing facility shown at the end of this
certification.

Software testing is being certified by

Intended Use: This device is a motorized device intended for medical purposes to assist
in the transfer of patients to and from beds, chairs, treatment facilities, wheelchairs or
transport vehicles.
The FDA has classified the device as a Class IL device.

Device Comparison: the Savion Industries "Medi-Cruiser" MS777Stretcher is
substantially equivalent
to the ZOOM® Motorized Stretchers and to The Hausted® POWERTRAN 1 M Series

Stretcher in function and intended use.

Any minor differences described in the submission between the Savion Industries "Medi-
Cruiser" MS777Stretcher and that of the predicate devices, does not raise any new issues
of safety or effectiveness.
The intended use, basic technology, and performance characteristics of the systems are
the same.

The device does not contact the patient, so biocompatibility is not a concern.










