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DEPARTMENT OF HEALTH & HUMAN SERVICES - Public Héalth Service

Food and Drug Administration
9200 Corporate Boulevard
Rockville, Maryland 20850

Certificate No. 1651-1-2007

- CERTIFICATE TQ FOREIGN GOVERNMENT

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 concerning the product(s) to be exported listed
below: '

Name of Product(s) Name of Manufacturer/Distributor, Address
OXICOM 2100 Waters Medical Systems Inc.

OXICOM 3000 2112 15" St NW Suite A

RM3 Rochester, MN 55901 USA

DCM 50 ' :

DCM 100

Accessories {o above

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 compliance with current good manufacturing practice requirements for the product{s) listed

above.
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Theresa McDanald

Chief, Regulatory Policy and Systems Branch
Division of Risk Management Operations
Center for Devices and Radiofogicat Health

This certificate expires 24 months
from the date notarized,

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and sworn to before me this _{ 53 day of &@9 month 2007 year.
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CATHEAYN N NDORRIS
NOTARY PUBLIC STATE OF MARYLAND
County of Montgomery
My Commission Expiras Jenuary 1, 2000




