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Certificate No. 2386-4-2012

CERTIFICATE OF EXPORTABILITY (SECTION 802)

The Food and Drug Administration certifies that the product(s) described below is subject to its
jurisdiction under the Federal Food, Drug, and Cosmetic Act (the Act). Such product(s), which is not
approved for marketing in the United States, may be legally exported provided it meets the requirements
of Section 802 of the Act.

Under Section 802 of the Act, a drug or device not approved for marketing in the United States may be
exported if it is manufactured, processed, packaged, and held in substantial conformity with current good
manufacturing practice requirements. 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 compliance with current good manufacturing practice requirements for the product(s)
listed below. The company has certified to the Food and Drug Administration that:

» the product(s) accords to the specifications of the foreign purchaser;

e the product(s) is not in conflict with the laws of the country to which it is intended for export;

= the shipping package for the product(s) is labeled on the outside that it is intended for export;
and

» the product(s) is not sold or offered for sale in the United States.

Based on the information above, the product(s) listed below may be exported pursuant to Section 802 of

the Act.

Name of Product Manufacturing Location
DDU-120 Automatic External Defibrillator & Defibtech, LLC

Related Accessories: 4 Progress Avenue
DDU-120E, DBP-1400, DBP-2800, DDP-100, DDP200P Seymour, CT 06483
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i / by
Ann M. Ferriter
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
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