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Certification of Product Quality

: Shippgﬁt To: | Labcare de Dolombia LTDA Repremundo DOS KM7 Celta Trade Park BOD 31
. | Cota-Siberia 250010 Colombia

“Shipper No. | KISH000032973

“List/PartNo. | LotNo. | Quantity

—

KOVA LQT/hCG 6x15mL Norm/Abn 87112E K301769 7 31 December 2017

KOVA INTERNATIONAL, INC., a manufacturer of medical devices and diagnostic products licensed by
both the United States Food and Drug Administration and the State of California, certifies that this
product has been manufactured, tested and controlled according to the requirements of the United
States Food Drug and Cosmetic Act, the Canadian Medical Devices Regulations, SOR/92-282, the In-
Vitro Diagnostic Devices Directive (IVDD) and the Quality System Regulation.

All raw materials have been tested or inspected to Kova’'s specifications to assure fitness for use. The
products listed above have also been sampled, tested, packaged and stored according to Kova's

specifications.

Human serum source materials used in Kova's products are tested for the presence of the antibody to
the human immunodeficiency virus (HIV 1 and 2), for hepatitis B surface antigen (HBsAg) and for anti-
hepatitis C (HCV), and found to be negative. Human serum source material is potentially infectious;
therefore appropriate biohazard precautions should be taken.

Animal source materials used in Kova's products are obtained exclusively from donor animals
maintained under veterinary supervision and found free of contagious disease.
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