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DEPARTMENT OF HEALTH & HUMAN SERVICES ~ Food and Drug Admiistaion

Center for Biologics Evaluatlon and Research >
1401 Rockville Pike > :
Rockville, MD 20852- 1448

Certificate No. CT 0149-4 802

CERTIFICATE OF EXPORTABILITY

The Food and Drug Administration certifies that the product(s) described below is subject to its jurisdiction pufsuaﬁt
to 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 practices requirements for the product(s) listed below. The company has certified to the Food
and Drug Administration that:

o the product(s) accords to the specifications of the foreign purchaser:

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

e the shipping package for the product(s) is labeled on the outside that it is intended for export; and
e 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.

PRODUCT(S):
HIV 1&2 Rapid Test

MANUFACTURING/DISTRIBUTION PLANT LOCATION:
GLOBALEMED, LL.C

1101 King Street, Suite # 370

Alexandria, VA 22314

- Signature 7z
s Mary A. Malarkey /
Ky o T Director
e Division of Case Management
: , Office of Compliance and Biologics Quality
> Center for Biologics Evaluation and Research

(This Certificate expires 24 months from the date notarized.)

State of Maryland
County of Montgomery

Subscribed and sworn before me fhis }éf day of NO\VZm bz /2003

Notary Public ,@ 0 7%} 7a mm, a %4
: My Commission Expxres May 14, 2007





