GLOBALEMED, LLC.

1101 King Street,  Suite 370  Alexandria, VA  22314  USA

Telephone Number:  (703) 894-0710    Fax Number: (703) 894-0725


CERTIFICATE OF  FREE SALES 
HIV 1&2 TEST (SMART CHECK® HIV 1&2)

This is to confirm that:

1. The firm GLOBALEMED, LLC., is an American company existing under the Laws of the United States of America.  Its home office and manufacturing facility is located at: 1101 King Street, Suite 370, Alexandria, VA  22314 USA.

2. The Smart Check HIV 1&2 Test (# 06021004) is subject to rigorous quality control testing and inspection and is regulated by the U.S. FDA under the section 802(g) provision for the export of Class III devices. Our FDA Certificate of Exportability (COE) has Certificate No. CT 0149-4 802 and is issued by the Center for Biologics Evaluation and Research (CBER) Division of the Food and Drug Administration. This division of the FDA has been notified that GLOBALEMED, LLC. has complied with the 802(g) regulations governing the export of class 3 devices, specifically HIV, Hepatitis B and Hepatitis C rapid tests and ELISA test components. These products are approved for export based on import approvals received and on file from those respective government authorities requesting import of said products. These shipments of Class III devices are allowed for under the existing FDA provision, given that these devices have been evaluated and approved for use by the National Institute of Virology in NIV in South Africa, a recognized Tier One nation by the FDA.

3. The ingredients and quantities of said the products are described in the enclosed documents.  The ingredients of the product have a high degree of purity and are as represented in the enclosed package inserts.
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