
Declaration of Conformity V I.0

Manufacturer:

EC-Representative:

Product:
Model:

Classification: The device

evaluation

Declaration of Conformity 
( €

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray BLrilding, Keji 12th Road South, High-tech

lrrdustrial Park, Nanshan, Shenzhen, 518057, P. R. China

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe B0

20537 Hanrburg, Germany

Auto Hematology Analyzer

BC-760[B], BC-760[R], BC-780[R]

not in IVDD annex ll and not for self testing/performance

ConformityAssessment Route: IVDD Arrnex Ill (excluding Section 6)

GMDN: 35476

We tleclare that the above rmentioned proclucts mieet the llrovisions of tlte Council
Directive 98/79lEC on In Vitro Diagnostic Mcdical Devices. Atrl suppol'ting
clocumentations are retained untlcr the prelnises of tlre manufacturet'. Tltis
cleclaration of conforrnity is issuecl uirtler thc solc lcsponsibility of the

nranufacturcr'.

Standards Applied: List of (harrnonized) stanclards for which documented evidence

for compliance can be provided as attachment.

:

Start of CE-Marking: 2022-3-30

Place, Date of lssue: 2022-3-30

Position Held in Company: Deputy Director, Technical Regulation Department
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t-w F.un^ ,/signature: . .l:I (14111/_.............

NanreofAuthorizedSignatoi'1': Mr.WangXinBing
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Declaration of Conformity V 1.0

ApptEed Standands LIst

Product: Auto Hematology Analyzer
BC-760[B], BC-760[R], BC-780[R]

Applied Standards:
EN ISO 18113-1:201'1 ln vitro diagnostic medical devices 

-lnformation supplied by the

manufacturer(labelling) Part 1: Terms, de{lnitions and general

requirerrenis

EN ISO 18113-3:201'1 ln vitro diagnostic nredical cievices - lnfornration supplied by the

manufacturer( labeling ) Part 3: ln vitro diagnostic instrumenls for

professional use

EN ISO 15223-1:2016 Graphical synrbols for use in the labelling of medical devices

EN 13612:2002 Performance evaluation of in vitro diagnostic rnecJjcal devices

ISO 14971:2019 Medical clevices - Application of risk management to meciical devices

Safety requirements for electrical equipment for measurement, control,

and laboratory use Part 'l : General requirement

EN IEC

61 01 0-2-081:2020

IEC 61010-2-101:2018 Safety requirements for electrical equipmerrt for nreasurement, control,

and laboratory use - Part 2-101: Particular requirernents for in vitro

diagnostic (lVD) rnedical equipmerrt

EN IEC

61 01 0-2-01 0:2020

ents for electrical equipment for measurement, control

and, laboralory use - Part 2-010: Particular requirements for laboratory

equipment for the healing of nraterials

EN 61326-1 :2013 Electrical equiltment for nreasurement, control ancl latroratory use - EMC

requirerrents - Part 1: General recluirenrents

EN 61326-2-6:2013 Electrical equipment for nreasurement, control ancl laboratory use - EMC

requirernents - Part 2-6: Particular requiremenis - lrr vitro diagnostic (lVD)

medical equipment

IEC 62304:2015 Medical device software- Software life cycle processes

IEC 62366-1 : 2015 Medical devices - Application of usability engineering to nredical clevices

EN tEC 63000; 2018 Technical docunrerrtation for the assessrnent of electrical

produrcts with respect to the restriction of hazardous

ffi":}

Safety requirements for. electrical equipment for rreasurement, control

arrd laboratory use - Part 2-081: Particular requiremerrts for autornatic and

semi-auto,natic laboratory equipnrent for arralysis anci other purposes


		2026-05-14T12:31:55+0300
	Moldova
	MoldSign Signature




