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CERTIFICATE OF EXPORTABIUTY (SECTrc}N 802}

The Food and Drug Administration certífies that the product(s) described belorrr is subiect to its

¡urisOiction under thJ Federal Food, Drug, and Cosmetic Act (the Act). Such product(s), wh'ch is not

ãpprJvø for marketing ín the United Statés, may be þally exported provided it meets the requirements

of Section 802 of the Act.

Under Section 802 of the Act, a drug or device not approrcd for marketing in the United States may be

"xforteO 
if it is manufactured, proceJsed, packaged, and held in su.bstantial conformity with current good

månufacturing practice requiiements. Thé mant¡facluring ptant(s) in wt¡ich the product(s) is produced is

su¡ject to pei¡o'O¡c inspections. The last such inspection êhowed that the plant(s), at that time, appeared

to be in su'bstantial compliance with current good manufacturing practice requirements for the product(s)

listed belou. The company has certified to the Food and Drug Administration that:

r the product(s) accords to the specificat¡ons of the foreþn purchaseq

r the þroduct(s) is not in conflict with the laws of the country to which it is intended for export;

¡ the stripping package for the product(s) is labeled on the outside that it is intended for export;

and
r the product(s) is not sold or offered for sale in the United States'

Based on the information above, the product(s) listed belor may be exported pursuant to Sec{ion 802 of

the Act.
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Name of Product

SeeAttached Líst
(1 Page)

llanufactr¡rino Location

Diagnostic Automation/ Cortez
Diagnostics, lnc.
21250CafifaSt, Suite 102 and 116
Woodland hills, CA 91 367

tu
CarlFischer, Ph.D.

Director
Division of lnternatíonal Compliance
Office of Compliance
Centerfor Devices and

This Certificate is valid from July 05, 2016 to July 05' 2018.


