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Certificate No. 3589-7-2011

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,
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
See Attached List TEKIA, INC.

(One Page) 17 Hammond, Suite 414

IRVINE, CA, 92618 USA
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Jennifer Medicus

Chief, Regulatory Policy and Systems Branch
Division of Risk Management Operations
Office of Compliance

This certificate expires 24 months
from the date notarized.

COUNTY OF MONTGOMERY
STATE OF MARYLAND

Subscribed and swom to before me this = | day of ¢4 ‘\tnonth 2011 year.

A pene

CATHRYN N. MORRIS
NOTARY PUBLIC STATE OF MARYLANG
] County of Montgomery
My Commission Expires January 4, 2013




Certificate of Exportability Section 802 - Attachment (Page 1 of .Page 1)

Name of Products Manufacturing Location

o  Silicone Intraocular Lenses , Model # 400 series TEKIA, INC.

17 Hammond, suite 414
IRVINE, CA 92618 -

Model #600 series, | USA

¢  Hydrophilic acrylic Infraocular Lenses ,

Model #600Y series,
Model # 800 series,
Model # 800Y series
e  Phakic Infraocular Lenses, Model # 700 series
e  Accommodative Intraocular Lenses, Model # 500 series
"END OF PRODUCT LIST"




