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Product Service

EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

No. V7 092378 0006 Rev. 01

Manufacturer: Healgen Scientific Limited
Liability Company
3818 Fuqua Street

Houston TX 77047
USA

Product: Screening test for HIV-1/-2 marker

The Certification Body of TUV SUD Product Service GmbH declares that a design examination has
been carried out on the respective devices in accordance with IVDD Annex IV (4). The design of the
devices conforms to the requirements of this Directive. See also notes overleaf.

Report No.: SH1898802
Valid from: 2019-11-26
Valid until: 2022-08-08
Date, 2019-11-26

c @r(-\/

Christoph Dicks
Head of Certification/Notified Body
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EC Certificate

EC Design-Examination Certificate
Directive 98/79/EC on In Vitro Diagnostic Medical Devices (IVDD), Annex IV (4) (List A)

www.zlg.de

Product Service

No. V7 092378 0006 Rev. 01

Model(s): HIV 1/2 Human Immunodeficiency Virus
Rapid Test

Facility(ies): Zhejiang Orient Gene Biotech Co., Ltd.
3787#, East Yangguang Avenue, Dipu Street Anji, 313300
Huzhou, Zhejiang, PEOPLE'S REPUBLIC OF CHINA

Modei Name: Model No.:

HIV 1/2 Human Immunodeficiency
Virus Rapid Test
(Serum / Plasma) (Cassette) GCHIV-302a

HIV 1/2 Human Immunodeficiency

Virus Rapid Test
(Whole Blood / Serum / Plasma) (Cassette) GCHIV402a
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