GLOBALEMED, LLC.

1101 King Street   Suite 370  Alexandria, VA  22314

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


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

We herewith certify that:

1. GLOBALEMED, LLC. has made contracts regarding the manufacture of diagnostic products with selected US companies.  The manufacture of these products is done according to GMP’s or similar quality guidelines and is periodically audited by GLOBALEMED’s Technical Affairs Department.

2. GLOBALEMED is authorized by USA health authorities and according to USA Health Laws to sell the defined diagnostic products.

3. GLOBALEMED has the necessary staff and equipment to perform the scientific and technical control on the defined diagnostic products.
4. The HIV 1&2 Test (Smart Check HIV, #06021004) has been certified by the CBER Division of the Food and Drug Administration (FDA) to be legally exported from the United States, subject to provision section 802(g). Our FDA Certificate of Exportability (COE) has Certificate No. CT 0149-4 802. The product has been subjected to various WHO evaluations and South African evaluations and approvals (qualifying the product for export via Tier 1 Nation status approvals). GLOBALEMED is subject to periodic inspections and is in substantial compliance with current good manufacture practice for the products listed above.
5. The HIV 1&2 Test (Smart Check HIV, #06021004) is a rapid visual test for the detection of all type of isotype-immunoglobulins specific to HIV in serum and should be used for IN VITRO Diagnostics.
GLOBALEMED, LLC.

1101 King Street, Suite 370
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Signature:

_______________________

Russ Fortier





Date:  _________________

Vice President
