Declaration of Conformity - V.01

Declaration of Conformity c €

Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Mindray Building, Keji 12th Road South, Hi-tech Industrial
Park, Nanshan, Shenzhen, 518057, P. R. China

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
" Eiffestrale 80
20537 Hamburg, Germany

Product: Auto Hematology Analyzer
Model: BC-3600
Including reagents as follo
M-30D DILUENT
M-30CFL LYSE
M-30R RINSE
PROBE GLEANSER

Classification: device not in IVDD annex Il and not for self
testing/performance evaluation
yte: WDD Annex IlI{excluding Section 6)

Conformity Assess

at the above mentioned products meet the

We herewﬂN

provisions of b\ rective 98/79/EC on In Vitro Diagnostic Medical
Devices. All supp };tmg documentations are retained under the premises
of the manufacturer.

Standards Applied:
List of {harmonized) standards for which documented evidence for compliance
provided as attachment. ' Digitally signed by Stoianova Elena

Date: 2019.01.14 08:35:09 EET
Reason: MoldSign Signature

Start of CE-Marking: 2011-01-14 Location: Moldova
Place, Date of Issue: Shenzhen, 2011-01-14

Signature:
Name of Authorized Signatory: MrYang Long
Position Held in Company: Management Representative
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