‘u};sll\’lfr;

k4 : ’

¥ ] Ny U.S.Food & Drug Administratian
g Ay U.S. FOOD & DRUG 10203 New Hampshire Avatiue
'r'-b ADMINISTRATION l Siiver Spring, ¥0r 20893

", Merrima CENTEREOR 0L OGICS EVALLATION A FESEARCH ’ | wetlde.goy

Certificate No. CT:B4VZ-H3ZN i Application Number: 0438-20

CERTIFICATE TO FOREIGN GOVEliRNMENT

In order to allow the importation of United States praducts into fpreign countries, the U.S. Food and Drug
Administration (FDA) certifies the following information concerning Fhe product(s) to be exported listed below;

San Diega Eye Bank, located at 3870 Murphy Ganyon Road, Ste 250, San Diego, CA 92123, USA, manufactured and distributed,
and San Diego Eye Bank, located at 3870 Murphy Canyon Roatl, Ste 250, San Diego, CA 92123, USA, distributed the following
Human Cells, Tissues, and Cellular and Tissue-Based Products (HCTIPs):

Product Name ‘
Human Comea, Whole Eye, Scleral Tissue, Processed Ocular Tissue

The produci(s) described above and the establishment(s) where it is produced are subject to FDA jurisdiction and
tegulated solely under section 381 of the Public Health Service Apt (PHS Act) and regulations promulgated
thereunder. The companies listed above has certified to the FDA that the HCT/P meets the requirements of FDA
regulation, Title 21, Code of Federal Regulations Part 1271, Hum n Cells, Tissues, and Celiular and Tissue-
Based Products.

It is certified that the above listed HCT/P may be marketed in, and legally exported from, the United States of
America at this time, The companies listed above are subjecied t¢ periodic inspections. The last inspection
showed that the plant(s) at that time, appeared fo be in compliance with the requirements of FDA regulation, Title
21, Code of Federal Regulations Part 1271.
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Signature f
Robert A. Sausville !
Direcior
Division of Case Managemeant .
Office of Compllance and Biologi¢s Quality
Center for Biolegics Evaluation and Research
Food and Drug Administration ]

This certificate is valid from January 15, 2020 to January 14, 2022, |




