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DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

Food and Drug Administration

Q 10903 New Hampshire Avenue
O Building 66
Silver Spring, Maryland 20993
Certificate No. 6263-12-2010

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:

e 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

e 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
See attached list Visionary Medical Supplies, Inc.
(One Page) 6441 Enterprise Lane

Madison WI 53719 USA
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Chester T. Reynolds

Acting Deputy 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 /S day of ¢ .Jmonth 2011 year.
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CERTIFICATE OF EXPORTABILITY (SECTION Ségwchment (Page 1 of 1)

O

NAME OF PRODUCT Manufacturing Location
VisiLens/PMMA Intraocular Lens (10L) Visionary Medical Supplies, Inc.
VisiFold/Hydrophilic Acrylic Foldable [IOL — ——  — — — 6441 Enterprise Lane
VisiVisc/Viscoelastic, hydroxypropyl methylcellulose Madison, W1 53719 USA

VisiSil/Purified Silicone Oil
END OF PRODUCT LIST
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