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EC Declaration of Conformity

According to the In Vitro Diagnostic Device S8/79/EC
No:PK20200101001

Manufacturer: SHENZHEN PROKAN ELECTRONICS INC.
Register add: Mo, 1002, Building 4, Fantasia MIC Plaza, Pengji Pionesring Park. the west of Nanhai
Road, Nanshan, 518067 Shanghen City, Guangdong People's Republic of China,
Factory add: The 2nd Floor, Yanda Tech-Park. Fenghuanggang  Xixiang, Bao'an
District. 518067 Shenzhen City, Guangdong People’s Republic of China.
European Representative: Shanghai International Holding Corp. GmbH(Eurcpe)

Eiffestrasse 80, 20537 Hamburg. Germany
Product Name: Fuily Aulo Hematology Analyzer; Reagents for hematology analyzer (Dilsent, Lyse,
Cleaner, Sirong cleaner, Concentrated cleaner)
Model NO:  PE-8800,FPE-6 100 PE-6000, PE-6800PIus, PE-6100Pus. PE-B000PIus PE-GE00VET
PE-DOY PE-LO1 PE-CO1,PE-CO2.PE-CO3
Classification {IVDD Annex I} :  Cthers (not listed in the Annex I, VDD GBTWEC)

We herewith declare that the above mentioned products meet the provisions of the Directive S8/TEC on
in Vitro Diagnostic Medical Devices. This declaration of conformily is based on the European In \itro
Diagnostic Device S8/7THEC Annex Il

Place Date of issue:  Shenzhen, 17 Jan, 2020
Signature: Dang Zhiqun

Pasition: General Manager/Lagal representalive
Shenzhen Prokan Electronics IR,



