DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Dreg Administration
10403 New Hampshire Ave,
Silver Spring, MD 20993

Certificate No. 5175-7-2009

CERTIFICATE TO FOREIGN GOVERNMENT

In order to allow the impaortation 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 Name of Manuf istri ]
Fusion — Led Curing Light DENTLIGHT INC,

IZOOM - Led Headlight 1411 E. Campbell Rd. Suite 500

IZ00M — Dental Loupes Richardson, TX 75081

See attached list
(one page)

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.

Itis 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 pericdic 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 products(s) listed above.

Do e Dimald

Theresa McDonald

Chief, Regulatory Policy and Systems Branch
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 swarn to before me this ﬂﬂ day of ﬂy‘a" month 2009 year.

— :

CATHAYN M. MORRIS
NOTARY PUBLIC-STATE CF MARYLAMD
County of Manlgomeary
My Cammisgion Sxritas Janunry . 2015




Certificate to Foreign Government — Attachment (Page 1 of 1)

Name of Product(s) Name of Manufacturer/
Distributor Address

FUSION CURING LIGHT DENTLIGHT INC.

1iZ0OM HEADLIGHT 1411 E. CAMPBELL RD. SUITE 500

iZOOM LOUPES RICHARDSON, TX 75081

Part Nos:

7500080-08 FUSION Curing Light Kit - Silver

7500080-08-P
7500080-08-B
7500080-08-G

Part Nos:
B500010:

Part Nos:

FUSION Curing Light Kit - Pink
FUSION Curing Light Kit — Blue
FUSION Curing Light Kit - Gold

iZoom Headlight System

8500050:  iZoom Loupes

“ END OF PRODUCT LIST *




