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AGREMENT FDA (FOODS AND DRUGS ADMINISTRATION)

s,
& ‘2, DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service
-
&
Z ‘ Food and Drug Administration
%, 2098 Gaither Road
*‘»,)“m Rockville, Maryland 20850

Certificate No.  2241-3-2004

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

{Generic Name if Applicable)

DDU-100 Series Defibtech, LLC

Defibrillator (AED) 753 Boston Post Rd
Guildford, CT 06437

DAC-300 Series U.8.A.

Electrode Adapters

The product{s) described ahove {and the manufactoring/distribution site(s) which produces/distributes it) is subject to the
Jjurisdiction of the FDA under the Federal Food, Drug, snd Cosmetic Act.

It is certified that the above product{s) may be marketed in, and legally exported from, the Uniled 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 plani(s), at that time, appeared to be in substantial
compliance with current good manufacturing practice requirements for the produci(s) listed above.
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Judy Wit

Acting Export Team Leader

Information Processing and

Office Automation Branch

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 g %_day of {11 month 2004 year,

QWU'MM

Gathwyn N, Mords, Notary Public
Monlgomery County

Siats of Maryland
tviy Commission xpiras Jan. 4, 2008
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