c € Declaration of Conformity

Manufacturer: Caretium Medical Instruments Co., Limited
Beishan Industrial Park 7th Floor Building 1, Beishan Road,
Yantian, Shenzhen, 518083 China

EC-Representative: Wellkang Ltd t/a Wellkang Tech Consulting
Suite B, 29 Harley Street LONDON WIG 9QR
England, United Kingdom

Product; Electrolyte Analyzer

Models: XI-921(X1-921A, X1-921B, X|-921C, XI-821D, X|-921E, XI-821F)
Product: Reagents for Electrolyte Analyzer

Models: AIE21(X1-921A, XI-821B, XI-921C, XI-921D, XI-921E, XI-921F)
Classification: Others

Conformity Assessment Route IVDD Annex [11

We herewith declare that the above-mentioned products meet the provisions of the Directive
88/79/EC on in vitro Diagnostic Medical Devices. All supporting documentations are the under the
premises of the manufacturer,

Standards Applied:

List of (harmonized) standards for which documented evidence for compliance can be provided as
attachment

Shenzhen, 2012-04-11

hﬂt’l{geﬂ ﬂgnamry':.- Mr. Li Shoufu

Company Management Representative
i Digitally signed by Efremova Iulia
Date: 2019.03.15 16:42:03 EET
Reason: MoldSign Signature
Location: Moldova
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