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Prima Anaesthesia Machine
Special 510(k): Device Modification

510(k) Summary

(in accordance with 21 CFR 807.87(h) and 21 CFR 807.92)

1. Submitter's name and address:
Penlon Limited
Abingdon Science Park
Barton Lane
Abingdon
Oxfordshire
POX14 3PH
U.K.

2. Submitter's telephone number and fax number:
Tel: 011 44 1235 547000
Fax: 011 44 1235 547041

3. Contact person:
Mr. Alan Green- Technical Director

4. Date this 510(k) summary prepared:
March 28, 2006

5. Trade/proprietary name of the device:
Prima Anaesthesia Machine

6. Classification name and number of the device:
Gas Machine for Anaesthesia 21CFR 868.5160

7. Legally marketed predicate devices to which substantial equivalence
is claimed:
1. Penlon Limited AM1000 Anaesthesia Machine - FDA 510(k) No. K844008

Approval to market this device given by FDA on March 12, 1985
FDA Device Classification: Class 2
FDA Regulation Number: 21CFR 868.5160
FDA Classification Code: BSZ

2. Bear Medical Systems, Inc. AM1000 Anaesthesia Machine - FDA 510(k) No.
K864590
Approval to market this device given by FDA on May 4, 1987
FDA Device Classification: Class 2
FDA Regulation Number: 21CFR 868.5160
FDA Classification Code: BSZ
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Prima Anaesthesia Machine
Special 510(k): Device Modification

510(k) Summary (continued)

(in accordance with 21 CFR 807.87(h) and 21 CFR 807.92)

8. Description of the device that is the subject of this premarket
notification:
The Prima Anaesthesia Machine is a continuous flow anaesthesia gas delivery
device that enables the anesthetist to deliver mixtures of oxygen, air, nitrous
oxide and volatile anaesthetic agents to a patient. Although the device has no
direct contact with the patient it has an important role to play in a system that
delivers anaesthesia gases to a patient.

9. Intended use and indication for use:
The Prima Anaesthesia Machine is intended to provide controlled
concentrations and flows of anaesthesia gases into a patient breathing system,
from where the anaesthesia ventilator and breathing circuit will deliver this fresh
gas to the patient.

The machine is intended for use by health care providers, i.e. Physicians,
Nurses and Technicians for use with patients during general anaesthesia in
suitably equipped operating rooms.

The Prima Anaesthesia Machine is a prescription device and the labelling
indicates this.

10. Technological characteristics:
The device comprises a trolley, a gas delivery system, gas control system,
safety systems and facilities to mount and interface other modules of an
anaesthesia delivery system, e.g. ventilators, vaporizers, absorbers plus other
accessories. The design of the device conforms to all relevant national and
international standards covering the safety of anesthesia systems.

Different versions of the Prima Anaesthesia Machine exist for the delivery of
anaesthetics in differing locations and sizes of operating rooms e.g. in
hospitals, surgery centers and doctors offices. All versions utilize the same
component modules, method of construction and safety devices hence
simplifying the servicing operations and minimizing the maintenance
requirements of the medical center.

This concludes the 510(k) Summary.
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