CERTIFICATE

DIRECTIVE 98/79/EC
FULL QUALITY ASSURANCE SYSTEM

CeCert Sp. z 0.0. hereby confirms that manufactured by

Tianjin Galenus
Medical Co., Ltd.
Room 403, 4th Floor, Building C02,
Pioneering Headquarters Base,
Wugqing District, Tianjin,
P.R.China,301700

in vitro diagnostic medical device for

HBsAg/HCV/HIV/Syphilis combo Rapid Test

(Whole Blood/Serum/Plasma)
catalogue number: GL094

in terms of full quality assurance system, comply with requirements of Annex IV

Validity date: 06.05.2022 — 26.05.2025

to Directive 98/79/EC (as amended), as evidenced by the
assessment conducted by CeCert Sp. z o0.0.

2934

Issue date: 06.05.2022

Check it

CeCert Sp. z o.0.
ul. Zurawia 32/34
00-515 Warszawa
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Kamil Szczurowski
Director of in Vitro Diagnostic Medical Device

Certification Department

www.cecert.pl .
e-mail: biuro@cecert.pl Certificate no: CeCert/263/W/E.1
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