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mhﬂnm ﬂﬁtl:hetedmml dmnantahan of in vitro ﬂmgnusbc mndlﬁai devices not M&dw Ann&x II",'_:i_.=f’
~ and devices not for performance evaluation and not being the devices for self-testing is completeand

 complies with the requirements of Annex ill3 of the Directive 98/79/EC of the European Parfiament and of

‘the Council on in vitro diagnostic medical devices as amended, which is implemented by the Slovak
Government Decree No. 568/2001 Coll. as amended:

H. pylori Rapid Test,

Dengue Rapid Test,

Malaria P.f. / Pan Rapid Test,

Syphilis Rapid Test

HCV Hepatitis C Virus Rapid Test

Product Type: HIV 1/2 Human Immunodeficiency Virus Rapid Test

H. pylori Rapid Test {Strip-Code |HP-301, Cassette.-Code: iHP-302 )

Dengue Rapid Test (Stnp-Code: IDN-301, Cassette-Code: IDN-302)

Malaria P.f. / Pan Rapid Test (Cassette-Code: IMA-P402)

Syphilis Rapid Test (Strip-Code: I1SY-401, Cassette-Code; 1SY-402)

HCV Hepatitis C Virus Rapid Test {Strip-Code: I1SY-801, Cassette-Code; ISY.802)
HIV 1/2 Human Immuneodeficiency Virus Rapid Test

(Strip-Code: ISY-901, Cassette-Code; 15Y.902)

Manufacturer: Tianjin YIYE Biotechnology Co.,Ltd.

No.024, Room 1905. Private Economy Growth Base Creative Center of
Bin Hai, TianJin City.

Product Name:

A detailed description of the products, documentation and evaluation procedures is listed in the Final
Protocol No. 340021/2013.

This certificate is issued under the following conditions.

It applies only to the above models of in vitro diagnostic medical devices. The Cenificale remains vald unless changes in
technology, quality system of the regulations invalidate it or &t mosl unts November 24th. 2018, After meeting the requiremenis of
relevant EU legislation, the manufacturer must identdfy every in vitro diagnostic medical device of the above models with the CE
Mark

In Bratislava, on November 25th, 2013
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