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Compliance Declaration

We, Shenzhen Dongdixin Tebhnology Co., Ltd., address in No.3. Building Xilibaimang Xusheng

Industrial Estate Nanshan, Shenzhen P. R.-China, 518108 declare that Thermometer TH2030,

TH2071, TH1009, TH1091 comply with the following standard:

® |EC 60601-1:2012 Medical electrical equipment Part 1. General requirements for basic safety
and essential performance

® [EC60601-1-11:2015 General requirements for basic safety and essential
performance-Collateral Standard: Requirements for rﬁedica] electrical equipment and
medical electrical systems used in the home healthcare environment

® IEC 60601-1-2:2007 Medical electrical equipment -- Part 1-2: General requirements for basic
safety and essential performance — Collateral standard: Electromagnetic compatibility -
Requirements and tests

® SO 80601-2-56:2009 Medical electncal equipment —Part 2-56:Particular requirements for
basic safety and essential performance of clinical thermometers for body temperature

measurement

The declaration is valid from Mar. 6th 2018 to Mar. 5th 2019.
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