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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration
10903 New Hampshire Avenue
Building 66

Silver Spring, Maryland 20993

Certificate No. 536-2-2010
CERTIFICATE TO FOREIGN GOVERNM

In order to allow the importation of United States products into foreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information conceming the product(s) to be exported listed
below:

Name of Product{s}) Name of Manufacturer/Distributor Address
pMNeuton Ventilator, Model S Airon Corporation

pNeuton Ventilator, Model A 751 North Drive

MACS CPAP System Melbourne FL 32934

The product(s) described above (and the manufacturing/distribution site(s) which produces/distributes it)
is subject to the jurisdiction of the FDA under the Federal Food, Drug, and Cosmetic Act.

It is certified that the above product(s) may be marketed in, and legally exported from, the United
States of America at this time. The manufacturing plant(s) in which the product(s) is produced is
subject to periodic inspections. The last such inspection showed that the plant(s), at that time,
appeared to be in substantial cm‘npllance wuh current good manufacturing practice requirements for

the product(s) listed above.
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Chester T. Reynolds

Acting Director,

Division of Risk Management Operations
Office of Compliance

Center for Devices and Radiological Health

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this j’ day of j¥1&&" month 2010 year. .
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CATHAYN M. MOARIS :
NOTARY PUBLIC STATE OF MARYLANC
County of Montgomary
My Commission Expires January 4, 2013




