
----------------------------------------------------------------: 
ORDIN DE PLATA NR.: 215                              TIP.DOC. 1 : 
                                DATA EMITERII:miercuri, 26 marti: 
================================================================: 
PLATITI: 6200-00          LEI: Sase Mii Doua Sute lei 00 bani   : 
                                                                : 
                                                                : 
================================================================: 
PLATITOR:  (R) "BIOSISTEM     CONTUL DE PLATI/CODUL IBAN        : 
MLD" S.R.L.                   MD95ML000000002251429243          : 
                              CODUL FISCAL :1010600028048  /    : 
                                                                : 
                                                                : 
================================================================: 
PRESTATORUL PLATITOR                                CODUL BANCII: 
BC"Moldindconbank"S.A. suc."Invest" Chisinau        :MOLDMD2X329: 
================================================================: 
BENEFICIAR (R) I.M.S.P. Sp    CONTUL DE PLATI/CODUL IBAN        : 
italul Clinic de Recuperare s MD05ML000000002251512149          : 
i Ingr                        CODUL FISCAL :1003600150716 /     : 
                                                                : 
                                                                :               
================================================================: 
PRESTATORUL BENEFICIAR                              CODUL BANCII: 
BC"Moldindconbank"S.A.                              :MOLDMD2X   : 
================================================================: 
DESTINATIA PLATII:Pentru garantia pentru:   TIPUL TRANSFERULUI  : 
 oferta la procedura de achizi?ie public:      NORMAL/URGENT  :N: 
a nr. ocds-b3wdp1-MD-1741099185271 din 2:                       : 
6.03.2025                               :                       : 
                                        :                       : 
                                        :               L.S.    : 
========================================: ___________           : 
                   CODUL TRANZACTIEI:001: ___________           : 
        DATA PRIMIRII:26/03/2025        : SEMNATURILE           : 
      DATA EXECUTARII:                  : EMITENTULUI           : 
                                        :-----------------------:  
CONDUCATOR:Web Poiata Vitalie                                   : 
 MIIGYwYJKoZIhvcNAQcCoIIGVDCCBlACAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb: 
 
DQEHAaCCBGwwggRoMIIDUKADAgECAhNHAAEDi65avx+fXSldAAAAAQOLMA0GCSq: 
 
SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4: 
 
DTI0MDEyNTExMzM1NloXDTI3MDEyNTExNDM1NlowgZ8xCzAJBgNVBAYTAk1EMRA: 
gYDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQml  : 
________________________________________________________________: 
                        (semnatura electronica)                 : 
CONTABIL-SEF:Web Nasedchin Alexandr                             : 
MIIGZwYJKoZIhvcNAQcCoIIGWDCCBlQCAQExCzAJBgUrDgMCGgUAMAsGCSqGSIb3: 
DQEHAaCCBHAwggRsMIIDVKADAgECAhNHAAEDijjVd7aJ5r0rAAAAAQOKMA0GCSqG: 
SIb3DQEBCwUAMCIxIDAeBgNVBAMTF0NFUlQxLUNBLU1vbGRpbmRjb25iYW5rMB4X: 
DTI0MDEyNTExMzMzNVoXDTI3MDEyNTExNDMzNVowgaMxCzAJBgNVBAYTAk1EMRAw: 
YDVQQIEwdNb2xkb3ZhMREwDwYDVQQHEwhDaGlzaW5hdTEWMBQGA1UEChMNQmlv  : 
________________________________________________________________: 
L.S.                    (semnatura electronica)                 : 
CONDUCATOR:            _________________________________________:          
                        (semnatura manuala)                     : 
CONTABIL-SEF:          _________________________________________:          
________________        (semnatura manuala)                     :  
SEMNATURA PRESTATORUL       L.S.                                : 
                                        :-----------------------: 
MOTIVUL REFUZULUI                       :      L.S.             : 
----------------------------------------------------------------: 



 









 
c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 
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RANDOM ACCESS ANALYZER

Clinical ChemistryRandom access automatic analyzer aimed 

at giving results per patient. Photometric reading 

directly in the reaction rotor.  

Technical 
Specifi cations

Throughput 150 test/hour

Methodology End-point, � xed-time, kinetics, differential, mono and 

 bichromatic, linear/non-linear multipoint calibration

Positions per racks 2 (Regents or samples)

Number of samples per rack 24 (Racks multipurpose)

Number of reagents per reagent rack 10 (bottles of 20 or 50 mL) 

Sample types Primary tubs and samples cups 

Maximum capacity of samples/reagents 48 samples and 30 reagents (20 refrigerated) 

Cooling system temperature 10ºC below room temperature

Dispensing needle Stainless steel with level detection and collision sensor

Dispensation temperature 37 ± 0,5ºC

Level detection  Capacitive

Water consumption  <0,5 l/h

Dosing pump Ceramic piston of high durability

Reagent volume 10 µL - 600 µL

Sample volume 2 µL - 80 µL

Reaction volume range 180 µL - 800 µL

Reaction wells Rotor with 120 disposable wells

Lightpath 6 mm

Light source Halogen lamp 6V, 10W 

Measurement range From -0.05 A to 3.0 A 

Digital resolution  < 0.0001 A

Spectral range 340 nm – 900 nm

Filter con� guration* 340, 405, 505, 535, 560, 600, 635, 670 nm 

 (one additional  � lter can be added by user)

Physical dimensions 840 x 670 x 615 mm (width x depth x height)

Weight 45 kg ( 100 lb.)

*A15 � lter con� guration can be customized using different inter-
changeable � lters. Optional � lters available for A15 are: 360, 420, 
480, 520, 570, 580, 620, 700, 750, 810 and 880 nm.

BioSystems, S.A reserves the right to change specifications 
of the instrument at any time due to technical improvements.

Manufactured by: BioSystems S.A. 
Costa Brava 30, 08030 Barcelona (Spain)  |  Tel. (+34) 93 311 00 00
biosystems@biosystems.es  |  www.biosystems.esB
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New cooling system

A reliable and
effi cient system 
for your lab

The new cooling system, designed by BioSystems, 

improves the stability of reagents on board, allows 

the positioning of up to 20 reagents, both 20 and 

50 mL bottles.

The new cooling system is able to cool reagents up to 

10-15ºC below room temperature.

The new cooling system is � tted with a temperature 

and cover sensor.

A wide range of top quality dedicated reagents, 

manufactured by Biosystems, can be used to achieve 

the highest performance in all A15 systems.

A15 is a compact and easy-to-use automatic bio-

chemistry analyzer, designed especially for small 

labs as their main analyzer or as a dedicated/back-

up analyzer for medium sized labs, offering the best 

performance and maximum ef� ciency. 

• Fully open system with customized fi lter con-

� guration and unlimited external applications, 

according to user needs. 

• Throughput of 150 test/hour.

• Improved reagent stability due to the new 

cooling system.

• Maximum fl exibility in samples and re-

agents loading (primary tubes and sample 

cups) and reagent con� guration.

• Continuous loading of samples during 

working session (STAT samples) without 

stopping the analyzer.

• Real prozone (antigen excess) and substrate 

   depletion detection.

• Automatic sample pre- and 

   post- dilution.



Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji 12th Road South, Hi-tech Industrial park, Shenzhen
518057, P. R. China
Tel; +86 75526582888
Fax: *86 755 26582500

p EG.-LA,FATIoN of Eo NF9RM trY
To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray

Building, Keji 12th Road south, Hi-tech tndustriat park, Nan-shan, s1g0s7,

Shenzhen, P. R. China, hereby confirm that:

We herewith declare that the products listed in Attachment I meet the provisions

of the Directive 98l79lEC on ln Vitro Diagnostic Medical Devices. The conformity

assessment route is according to 9B/79/EC Annex lll (not inctudes Section 6).

classification: The device not in lvDD annex il and not for self

testing/performance eval uation

Product category(ies): ctinical chemistry Analyzer, Hematology Analyzei;

Microplate washer, Microplate reader, Urine Analyzer,

Chemiluminescence lmmunoassay Analyzer, Reagents for

Hematology Analyzer, Reagents for Clinical Chemistry

Analyzer, Reagents for Chemiluminescence lmmunoassay

Analyzer, U rinalysis reagent strips.

Products;

EG-Representatlve:

Attachment I

Shanghai lnternational Holding Corp. GmbH (Europe)

EiffestraBe 80, 20537 Hamburg, Germany

we hereby certify that the forgoing is a true and accurate statement.

Place, Date Of lssue : Shenzhen, 2016-0g-01

T.^
Signatory name: Chuanbin Tan

signatory title: iechnical Regulation Manager

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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Shenzhen Mindray Bio-Medical Electroulcs Co., Ltd.
Keji l2th Road South, Hi-tech Indushial Park, Shwzhen
518057, P, R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

ATTACHMENIJ

Product Name Product Model Accessories
Hematology Analyzer BC-2300.

BC-2100
M-23CFL LYSE
M-23D DILUENT
M-23E E.Z CLEANSER
M-23P PROBE
CLEANSER
830 Hematology Control
S30 Hernatology
Calibrator
SC.CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-1800,
BC-1900.
BC-2900

M.lBCFL LYSE
M.18D DILUENT
M.1BR RINSE
M.1BE E.Z CLEANSER
M-18P PROBE
CLEANSER
B30 Hematology Control
S30 Hematology
Calibrator
BC-3D Hematology
Control
SC-CAL PLUS
Hematology Calibrator

Auto Hematology Analyzer BC-3000 Plus M-3OD DILUENT
M.3OR RINSE
M.sOCFL LYSE
M-3OE E-Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology Control
S30 Hematology
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3200,
BC-3200CT

M.3OD DILUENT
M-3OR RINSE
M-3OCFL LYSE
M-3OE E.Z CLEANSER
M.3OP PROBE
CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator
SC-CAL PLUS /i
Hematology Calibratq#
BC-3D nJi"ti,tigv NControl li:3ll

2;
LoSild

-,#

It YX
temF

YN#
Auto Hematology Analyzer BC-5500. M-sOD DILUENT \\-
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Shenzhen Mindral, Bio-Medical Electronics Co., Ltd.
I(eji l2h Road South, Fli-tech Industrial Park, Shenzhen
518057, P. R, China

Tel: +86 755 26582888
Fax: +86 755 26582500

BC-s200 M-sOLH LYSE
M-50LEO(l)LYSE
M-50LEO(il)LYSE
M.SOLBA LYSE
M-50 CLEANSER
M.sOP PROBE
CLEANSER
BC-sD Hematology
Control
CBC.5DMR
Hematology Control
SC-CAL PLUS
Hematology Calibrator
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5300.
BC-s100

M-53LEO(r)LYSE
M-53LEO(I)LYSE
M-531H LYSE
M-53D DILUENT
M-53 CLEANSER
M.53P PROBE
CLEANSER
S50 Calibrator
855 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-5380,
BC.51BO

M-53LEO(t)LYSE
M-53LEO(il)LYSE
M-531H LYSE
M-53D DILUENT
M.53 CLEANSER
M-53P PROBE
CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-sD Hematology
Calibrator

Auto Hematology Analyzer BC-2800.
BC-2600

M-1BCFL LYSE
M-18D DILUENT
M-18R RINSE
M-18E E.Z
M-18P PROBE
CLEANSER
B30 Hematology
Control
S30 Hematoloov

ffio*
(qY

Yrro,

k"'
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keji i2"'Roacl South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500
Calibrator
SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer BC-3600,
BC-3300.
BC-3300CT.
BC-3600CT

M-3OD DILUENT
M.3OCFL LYSE
M-3OR RINSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hem atology Analyzer BC-5800.
BC-5600

M-58LEO(|) LYSE
M-s8LEO(il) LYSE
M.sBLH LYSE
M-sSLBALYSE
M-sSDDILUENT
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
SC.CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600.
BC-6800

M.68DR DILUENT
M-68DS DILUENT
M-681D LYSE
M-6BLN LYSE
M-6818 LYSE
M.68LH LYSE
M.6BFN DYE
M.68FR DYE
M-6BFD DYE
PROBE CLEANSER
BC-6D Hematology
control
BC-NRBC Hematotogy
Control
BC-RET Hematology
Control
SC-CAL PLUS
Hematotogy Calibrator
BR60 Hemalology
Control

Auto Hematology Analyzer BC-53'10 M.53D DILUENT
M-s3LEO( r ) LYSE
M-S3LEO( U) LYSE .a1.r/1
M-531H LYSE /z(r'
M-53P PaOae /""/:*/
CLEANSER :li/
sso catibraro' llflf rio
855 Hematotogkl \Control \"\

!I",vQa'u^d:\

i.R.L. \

iistel
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd,
Keii l2'r'Road South, Hi-tech lndusrrial Park, Shenzhen
518057, P. R. China
'i-ei' +86 755 26582888
Fax: +86 755 26582500

Auto Hematology Analyzer BC-5390 M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO(il ) LYSE
M.53LH LYSE
M-53P PROBE
CLEANSER
S50 Calibrator
855 Hernatology
Control

Auto Hematology Analyzer BC-5150.
BC-5000.
HM-sOOX

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER
S50 Calibrator
B55 Hematology
Control
BC-SD Hematology
control
SC-CAL PLUS
Hematology Calibrator

Urine Analyzer uA-66. UA-600.
UA.6OOT

Urinalysis reagent strips

Auto Hematology Analyzer BC-20s. BC-21s.
BC-30s, BC-31s.
HM-2OOX

M-3OD D]LUENT
M.3OCFL LYSE
PROBE CLEANSER
830 Hematology
Control
S30 Hematology
Calibrator

Auto Hematology Analyzer BC.539O CRP
BC-5180 CRP

M-53D DILUENT
M-s LEO(|)LYSE
M-5 LEO([)LYSE
M-53 LH LYSE
LC LYSE
Probe Cleanser
S50 Calibrator
855 Hematology
Control
C-reactive Protein
Control
C-reactive Protein
(CRP) Calibrator
C-reactive Protein
(CRP) Kit (Latex
lmmunoturbidimetric
Method)

Auto Sample Processinq Svstem CAL BOOO I
Auto Slide Maker & Stainer sc-120 M.68DS DILUENT

PROBE CLEANSE

Automated Glycohemoglobin Analyzer H50
H5OP Eluent A /,/rl

Eluent B l/i,/
Hemolysis Sol utiorf !s/o
M-30P PRoBE {ii;l "
CLEANSER \\ \
Hemoolobin A1c C&rir\

l-ea
S.R,L' \

."*}.3

\9;
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Sltenzhen Mindray Ilio-Medical Electronics Co,, Ltd.
Keji 12rh Road South, Hi-tech lndustrial Park, Shenzhen
518057, P. R. China

Tel; +86 755 26582888
Fax: +86 755 26582500

Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte E6 Sheath Fluid
Cleaning Sotution

Lysing Solution I I
CD3-FITC/CDB-PE/CD45-PerCP/CD4-APC
Reagent

cD3-FITC/CD 1 6+56-pE7CD45-perCp/C D 1 g-ApC
Reagent
HLA-B27 Reagent

I I

Laboratory Data Management Software I

][ndray labXpert Software

Specific Protein Analyzer CRP-M1OO M-68DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser

Auto Hematology Analyzer BC-s120
BC-5130
BC-5140

M-52D DILUENT
M-52DIFF LYSE
M-521H LYSE
PROBE CLEANSER

ChemistryAnalyzer BS-300, BS-320 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir

ChemistryAnalyzer BS-400, BS-420 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/t(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluenl, 125 n)-.
Urine Diluent,50/ffi':-
Bi-Level Audit{ft#Vfu
Kil [/e/
Tri - Levet o, {,b"/erlt rKir l:l I

CDeo deteroJAr\

q
'L.l

;'t
#

I
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Shenzhen Mindray Bio-Medical Dlectronics Co., Ltd.
I(eji 12"'Road South, I-Ii-tech Industrial Park, Shenzhen
518057, P. R, China

Iel: +86 755 26582888
Fax: +86 755 26582500

Mindray reagent bottles
Bar code modulo
Drainage unit
Water supply unit

Chemistry Analyzer Perfect plus ISE Module,4-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Etectrode
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kir
CD80 detergent
Reaction cuvette
Mi ndray reagent bottles
Bar code module
Drainage unit
Water supply unit

ChemistryAnalyzer BS-380. BS-390 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit

ChemistryAnalyzer BS-3s0. BS-330 ISE Module,4-chann
(No consur
Sodium Elr

Potassium

,\J

i$
*l

AY

Chtoride He{lg'pBioS
Reference Elldctlode
Lithium etecthbob M.

PageT of20 a)!prooo
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Reagent Pack Na/lVCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Ktt
Reaction cuvette
Mindray reagent bottles
Bar code module

Sem i-auto Chemistry Analyzer BA.88A
Chemistry Analyzer BS-120. BS-130.

BS-1BO
ISE Module,4-chanhel
(No consumables)
Sodiurn Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control

[,ii""tion cuvette
Mindray reagent bottles 

i

Bar code module I

I Chemistry Analyzer BS-200, BS-220 ISE Module,?-channel
(No consumabtes)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Ct
Cleaning Sotution Kit
Troubleshooting Kit
Urine Diluent, 125 mt
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette

-Cir il$l\
\
\..\
-\"

'a
t>

t,

li,/

k:*,\
e&l

s.R.(M rndray reagent botl{{Sl
Bar code modute 

/i" /fl
Chemistry Analyzer BS-2OOEiBS-220E

BS-330E/BS.35OE
ISE Mo<lule, a-chaffii
(No consumables) \t\ Ia
Sodium Electrode \$\
Potassium Electrode \\

8 ol20

Sllenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Keji l2th Road South, I{i-tech lndustrial park, Shenzheri
518057, P. R. China

Tel; +'86 755 26582888
Fax: +86 155 26582500
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Chloride Electrode
Reference Electrode
Lithium Electrode
Spacor Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
Reaction cuvette
Mindray reagent bottles
Bar code module

Microplate reader MR-96A
Microplate washer MW-12A I
Chemistry Analyzer BS-BOO. BS-820.

BS.BOOM.
BS-820M,
BS.1 BOO. BS-1 BOO

plus

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Bullt-i n sam ple/reagent
bar code reader
ExternalAir Pump
Water Supply Unit
Remote Maintenance
system (RMS)

Chemistry An alyzer BS-2000,
BS-2000M.
BS-2200.
BS-2200M

ISE module
MR Na electrode
MR K electrode
MR Cl electrode
MR reference electrode
MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buffer Solution
MR Detergent Solution
MR Na/K Check
Solution
Built-in sample/r
bar code reader
ExternalAir Pun
Water Supply Ur
Remote Mainter
System (RMS)

B

,o \-c

K,)

CUE

+.str

'd'/

:,

OL

Shenzhen Mindray Bio-Medical Elecfronics Co., Ltd.
Keji i2tI Road Soutlr, Ili-tech Lrdustrial Park, Shcnzhen
5 18057, P. R. China

l'ei: +86 755 26582888
Fax: +[36 755 26582500
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Shenzhen Mindray tsio-Medical Electronics Co., Ltd.
I(eji 12th Road South, Hi{ech lndustrial Park, Shenzhen
518057, P. R, China

Tel: *86 755 26582888
Iiax; *86 755 26582500

83-600. 8S-620 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Drainage unit
Water supply unit
Externalvacuum pump
unit

BS-480. BS-490 ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray reagent bottles
Built-i n sample/reagent
bar code reader
Remote management
systern (RMS)
Water supply module
External air pump

BS-430. BS-450.
BS-460

ISE Module,
(No consum,

Potassium

Reference
Lithium E

!oioo!Page 10 of20
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Shenzhcn Mindray Bio-Medicat Dlectronics Co., Ltd.
Keji 12tr'Roacl South, Fli-tech Industrial Park, Shenzhen

518057, P, R, China

Te1, +86 755 26582888

Fax; +86 755 26582500
Spacer Electrode
Reagent Pack Na/KCl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CDB0 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit
Probe clog detection
module

BS-230, BS-240 ISE Module,4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Referenco Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/l(Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit
Tri-Level Quality Control
Kit
CD80 detergent
Reaction cuvette
Mindray roagent bottles
Bar code
reader(optional)

ilum inescence lmmunoassay cL-2000i.
cL-2200i

Hand-held bar code
reader
External vacuum pump
Reaction cuvette
Waste Bin

cL-1000i,
cL-1 200i

Bujlt-in sample bar code
reader
Built-in reagent bar
code reader
Reaction cuvettes.
waste container

'o,

fto.ro.,

o-Amylase (q-AMY) Kit (IFCC Method)

\A^XH*
Page I 1 of20
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Chomituminescence lmmunoassay Analyzer
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Shenzhcn Mindray Bio-Medical Electronics Co., Ltd.
Keji l2'h ltoad South, Hi-tech lndustriai Park, Shenzhen
518057, P. R, Cliina

Te1; *86 755 26582888
Fax: +86 '755 26582500

Aspartate Aminotransferase (AST) Kit (IFCC
Method )

I

ffi

Gamma-Glutamyltransferase (GGT) Kit (Szasz

Method /IFCC stand. )
I I

Lactate Dehydrogenase ( LDH ) Kit ( IFCC
Method )

I

Alanine Aminotransferase (ALT) Kit (IFCC

Method )

C-Reactive Protein Kit(Turbidimetry Method) I

Apolipoprotein B Kit (Turbidimetry Method) I

Apolipoprotein A1 Kit (Turbidimetry Method) I

Triglycerides Ki(GPO-POD Method) I

Bilirubin Total Kit(DSA Method) I

Creatinine Kit(Modified Jaffe Method) I

Albumin Kit(Bromcresol Green Method) I

Bllirubin Direct Kit(DSA Method) I

Total Protein Kit(Biuret Method) I I

Magnesium Kit(Xylidyl Blue Method) I

o-Hydroxybutyrate Dehydrogenase Ki( DGKC
Method) I I

Total Cholesterol kit(CHOD-POD Method) I I

Alkaline Phosphatase Ki(IFCC Modified Method) I ffi
Urea Kit(Urease-GlDH, UV Method) I I

/l*/

{dL
Uric Acid Kit(Uricase-peroxidase Method) I I

K,&.
Page l2 of20 '>i&



Shenzhen Mindray Bio-Medical Electr.onics Co., Ltd.
Kcji l2t" Road South, Ili-tcch Industrial park, Shenzhen
518057, P. R, China
'fel: l-86 755 26582888
Fax: +86 755 26582500

Glucose Kit (GOD-POD Method)

,,ffi

Phosphorus Kit(Phosphomolybdate Method) I

Calcium Kit(Arsenazo lll Method)

Lipoprotein(a) Kit(Turbidimetry Method ) I I

Complement C3 Kit(Turbidimetry Method) I I

Complement C4 Kit(Turbidimetry Method)

lmmunoglobulin M Kit(Turbidimeky Method)

lmmunoglobulin G Kit(Turbidimetry Method) I

Prealbumin Kit(Turibid im etry Method) I

Glucose Kit (HK Method)

lmmunoglobulin A Kit(Turbidimetry Method) I

Bilirubin Total Kit(VOX Method)

Creatine Kinase Ki(IFCC Method)

Total Bile Acids Kit(Enzymatic Cycling assay)

Creatinine Kit(Sarcosine Oxidase Method)

HDL-Cholesterol kit(Direct Method) I

Bilirubin Direct Kit(VOX Method) I

LDL-Cholesterol Kit(Direct Method) I ffi,
Creatine Kinase-MB Kit(l FCC Method) q.rh"

q)
Page 13 ol'20
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Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
Keji l2rr' Road South, Hi+ech Industrial Park, Shenzhen
518057, P, R. China

Tel, 't'86 755 26582888
Fax: +'86 755 26582500

HDL&LDL Cholesterol Control p

ffi

Prealbumin Control N&P I

Lipids Calibrator

Specific Proteins Calibrator

MultiSera Calibrator I I

CK-MB Calibrator I I

Lipoprotein(a) Calibrator

MultiControlSera N
MultiControlSera P I

Prealbumin Calibrator

Lipoprotein(a) Control N&P

Lipids Control N
Lipids Control P

CK-MB Control N
CK-MB Control p

Specific Proteins Control N Specific proteins
Control P

CholInesterase(CHE) Kit (DGKC Method)

Carbon Dioxide (CO2) Kit (Enzymic Method) I I

lron (Fe)Kit (Colorimetric Assay)

Fructosamine (FUN) Kit(Cotorimetric Assay) I I

Antibodies Against Streptolysin O
Kit(Particle-enhanced lmmunoturbldimetric Assay
Method

I I

Homocysteine Kit(Enzymatic Assay Method) I
4'>'.1/r\v-

Rheumatoid Factor Kit(particte-enhanced
lmmunoturbidimetric Assay Method) I ffi

Page t4 ol20
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Shenzh-en Mindray Bio-Medical Electronics Co., Ltd.
Keji 12"'Road South, Hi-tech lndustrial Park, Shenzhen
518057, l'. tt. china
Te1; +86 755 26582888
Fax: +86 755 26582500

Lipase Kit(Enzymatic Colorimetric Assay Method) I

a$-\
oo, X
r-w

,,.H

Hemoglobin 41c Kit (Enzymatic Assay Method)

Unsaturated lron Binding Capacity (UIBC) Kit
(Colorimetric Method)

Microalbuimn (MALB)]ft I I

Ferritin (FER) Kit I I

Transferrin (TRF) Kit

TRF Calibrator I

TRF Control

FER Calibrator I I

Multimmun Control

MALB Calibrator I

MALB Control

UIBC Control

UtBC Calibrator I I

o-L-Fucosidase Kit (CNPF method) I I

5'-Nucleotidase Kit (Enzymatic Colorirnetric
Method)

Adenosine Deaminase Kit (Enzymatic
Colorimetric Method) I I

Cystatin C Kit (Turbidimetry Method)

B2-Microglobulin Kit (Turbidimetry Method)

5 -NT Calibrator I

5'-NT Control I

ADA Control I I

ADA Calibrator t m
AFU Control I /-t

'7&,,
ASO Calibrator

,l
CysC Calibrator 1\

Page 15 ol20 ksr-
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CysC Control

E4

W

HbAlc Calibrator I I

HCY Calibrator

HS-CRP Calibrator I

RF Calibrator

TBA Control

p2-MG Calibrator I I

B2-MG Control I

Free Triiodothyronino ( CLIA)

Free Thyroxine (CLIA)

Total Triiodothyronine (CLIA)

TotalThyroxine (CLIA) I I

Thyroid-stimulating Hormone ( CLIA) I

Follicle Stimulating Hormone ( GLIA)

Luteinizing Hormone (CLIA)

Prolactin (CLIA) I

Estradiol (CLIA) I I

Eshiol (CLIA) I

Testostsrone (CLIA)

Progesterone (CLIA)

Total B Human Chorionic Gonadotropin (CL|A)

Free T3 Calibrators I

Free T4 Calibrators

TotalT3 Calibrators

TotalT4 Calibrators

TSH Calibrators I
FSH Calibrators I
LH Calibrators I

Prolactin Calibrators I I

Estradiol Calibrators

Estriol Calibrators * '{.
Testosterone Calibrators I b

Progesterone Cal ibrators

Totalp HCG Calibrators ax

Shenzhen Mindray Bio-Mcdical Electronics Co., Ltd.
Ke.ii l2rr' Road South, Hi-tech lnclustrial Park, Shenzhen
518057, P. R, China

Tel: F86 755 26582889
Fax: ]-86 155 26582500

Page l6 of20



Thyroid Function Multi Control

Reproductive Multi Control I

Carcinoembryonic Antigen (CLIA) I

Alpha-fetoprotein (CLIA) I I

Cancer Antigen 125 ( CLIA) I I

Cancer Antigen 15-3 (CLIA) I I

Carbohydrate Antigen 19-9 (CLIA) I I

CEA Calibrators I

AFP Calibrators

CA125 Calibrators

CA15-3 Calibrators I I

CA19-9 Calibrators I

Ferritin (CLIA) I I

Ferritin Calibrators

Wash Buffer I I

Substrate solution I I

Antistreptolysin "O" (ASO) Kit
(Latex I m munoturbidimetric Method )

I

Antistreptolysin "O" Calibrator I

ASO/C RP/RF triple Control

Cystatin C (CysC)Kit (Latex lmmunoturbidimetric
Method)

I

Cystatin C Calibrator I I

Cystatin C Control

Full Range C-Reactive Protein ( FR-CRP)
Kit(Latex lmmunoturbidimetric Method)

I

C-reactive Protein Calibrator

Rheumatoid Factor ( RF) Kit(lmmunoturbidimetric
Method)

I I

Rheumatoid Factor Calibrator I I

B2-Microglobulin (B2-MG) Kit
(Latex lmmu noturbid imetric Method)

B2-Microglobul in Control

B2-Microglobulin Calibrator (for Serum)
rere)l\.

ffi
\
ro
l*
lm

s/
/

B2-Microglobulin Calibrator (for Urine) I
D-Dimer kit (Particle-enhanced
lm mu noturbidimetric Assay Method) I

Angiotensin Converting Enzyme (ACE) Kit
(Enzymatic Colorimetric Assay Method)

;-'"t-g

Sherrzhen Mindray Bio-Mcdical Illcctronics Co,, LtcI.
Keji l2rr'Road Soutlr, I{i-tech Industrial Park, Shenzhen

518057, P R. China

'l'ol, +86 755 26582888

Fax: +86 755 26582500
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Shenzhen Mindray llio-Medical Electronics Co., Ltd.
Keji l2'r'Roa<1 South, Hi-tech tnclustrial Park, Shenzhen

518057, P. R. China

Te1: *86 755 26582888

Fax: +86 755 26582500
RetinolBinding Protein (RBP) Kit
(Particle-enhanced lmmunoturbidimetric Assay
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit
(UV Enzymatic Method)

I

Myoglobin (MYO) Kit (Particle-enhanced
lm munoturbidimetric Assav Method)

I I

lmmunoglobubin E (lgE) Kit (Particle-enhanced
lmmunoturbidimetric Assav Method)

I I

B-Hydroxybutyrate (B-HB) Kit (Enzymatic
Colorimetric Method)

I

High Sensitivity C-reaction Protein Kit
( Particle-enhanced lmmunoturbidimetric Assay

Method )

I

HbAlc control N I I

HbAlc control P I I

Rheumatism Control N

Rheumatism Control P I I

HCY Control N

HCY Control P I

FUN Control P I I

CO2 Control N I

D-Dimer Calibrator I

ACE Calibrator

RBP Calibrator

MYO Calibrator I

lgE Calibrator

B-HB Calibrator I I

D-Dimer Control

ACE Control

RBP Control

G6PD Control I I

B-HB Control

Sample Processing System SPL lOOO

Troponin l(CLIA)

Troponin I Calibrators I 4 .rAIEali
9

9oVr
B-type natriuretic peptide(CLIA) I tr7 rn,
BNP Calibrators ' ffol=

'cl.r.. l/ '\A\

'r;rtfifttnIE
Myoglobin(CLIA) tlzc\o

rs-\Z
MYO Calibrators I '\s&

IIU'q
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Shcnzhen I\{indray Bio-Medical Eleclronics Co., Ltd.
Keii 12il'Road South, Hi-tech Induslrial Park, Shenzhen

518057, P. R. Cirina

Tel: +86 755 26582888
Fax: +86 755 26582500

Creatine kinase MB(CLIA) I

CK-MB Calibrators I I
Thyroglobulin(CLIA) I I

Thyroglobul in Cal ibrators I I

Antibody to thyroglobulin(CLIA) I

Anti-Tg Calibrators I

Antibody to thyroid peroxidase(CLIA)

Anti-TPO Calibrators

lnsulin(CLIA) I I

lnsulin Calibrators I

C-Peptide(CLIA) I

C-Peptide Calibrators I
Cortisol(CLIA) I I

Cortisol Calibrators I I

Dehydroepiand rosterone sulfate(CLIA) I

DHEA-S Calibrators I

Adrenocorticotropic hormone(CLIA) I

ACTH Calibrators I

Cardiac Marker Multi Control

Thyroid Function Multi Control I

lmmunoassay Multi Control I

ACTH Control I

Antithyroid Antibodies Control I

System Detection Solution I

System Wash Solution I I

ClinChem MultiControl (level 1) I

ClinChem Multi Control (level2)

Sample Diluent

HCY Control

Homocysteine (HCY) Kit (Enzymatic Cycling
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol
Red-Molybdate Method) I &/

ffiTPUC Control
!
I ffi25-OH-Vitamin D Total (CLIA)

\Page l9 of20



Shcnzhen Mindray Ilio-Medical Electronics Co., Ltd.
Keji 12il'Roacl South, Hi-tech In<lustrjal park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888
Fax: +86 755 26582500

25-OH-Vitamin D Total Calibrators

Parathyroid hormone (CLIA)
I

PTH Calibrators

Calcitonin (CLIA)
I I

Calcitonin Calibrators
I

Folate(CLIA)

Folate Calibrators
I

Vitamin 812(CLIA)
I

Vitamin 81 2 Calibrators

Metabolic MultiConhol I I
Red Blood Cell Folate Releasing Reagent I
Cancer Antigen 72-4 (CL|A)

Neuron-specific enolase (C LIA)

CYFRA 21-1 (CL|A)
I

Antibody to Treponema paltidum (CLIA) I
CA72-4 Calibrators

Qyfra2l-1 Calibrators

Anti-TP Calibrators

NSE Calibrators I
Tumor Marker Multi Control I I
NSE Control

Anti-TP Control
I

Bioffi7X em

/o, l-/ .s

\Qore6soo4z
Page 20 of20



Manufacturer:

Manufacturcr SRN:

Authorized Representative

Product:

Catalogue Number:

Basic UDI-DI;

Declaration of Conformity Vl.0

Declaration of Conformity
Slienzhen Mindray Bio-Medical Electronics Co.,

Mindray Building, I(eji l2th Road South, High-Tech

Industlial Park, Nanshan, 5l8057, Sltenzhen, P. R. China

cN-MF"000014156

Shanghai International Holding CoLp. GmbH (Europe)

EiffestralJe 80 20537 Harnburg, Cermany

DS DILUENT

69449040XQSi-004DM-6S* *X8

Intentled Purpose; The DS DILUENT participates in tlre measurernent of parameters related to

RBC, PLL WBC, RET and NRBC.

Classification:

Confornriff Assessment Route:

GMDN coder

2022-4-19

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued u
resp onsibilify of the manufactu rer.

References to CS;

Notified Body;

Notificd Body No. :

Identification of the Certificate:

Start of CE-Marking:

I hereby am appointed as the authorized person to deal with all the registration and quatity

management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issue:

Signature:

Nanre of Authorizecl Signatory:

Position lleld in Company:

Shenzhen, 2022-4^19

Deputy I)irector, Tcclrnical Regulation Department

C€
Ltd.

ClassA(AccordingtoRule5 (a) ofIVDRannexVIII)

Annex II and III of IVDR

55854

e sole
au_ a\;-

wrffiffi
Bio$l.st em

iw
Mr, Wang Xinbing



Attachment of Declaratiou of Conformity: Applied Standards List-V1.0

Product:

Catalogue Number:

Standards Applied:

Applied Standards List

DS DILUENT

In vitro diagnostic rnedical devices - lnfornration supplied by the

manufacturer (labelling) - Part 1; 'l'erttts, definitions and getteral

requirements (ISO 181 13-l :2009)

EN ISO I8113-1:2011

In vitro diagnostic medical devices - Informatiorr supplied by the

nranufacturer' (labelling) - Palt 2: ln vitro diagnostic reagents for

professional use (lSO 181 13-2:2009)

EN ISO 18113-2:2011

Medical devices - Syrnbols to be used with medical device labels,

labelling and inforrnation to be supplied - Part l: Ceneral

requirements

EN ISO 15223-1:2021

Medical devices - Application of risk management to medical
EN ISO 14971:2019

{.ilo=iooD

EN i3612:20021AC:2002 Performance evaluation of in vitro diagnostic rnedical devices

EN ISO 23640:2015
In vitlo diagnostic medical devices - Evaluation of stability of in vitro

diagnostic reagents (lSO 23640:201 1)

EN 62366-l:2015
Medical devices - Part 1: Applicatiorr of usability engineering to

5*1' uu'

r.9;

#sr



Dccllration of Conl'orntity \/I.0

Manu{ircturer:

Mauufacturer SRN:

Atrthorized Representative

Procluct:

Catalogue Number:

Ilasic UDI-[)I:

Classificntiou:

Contbrmity Assesslrrent li^oute :

GMDN code:

Declaratio m of Conf orrnity
Slteitzhen Mindral, Bio-Medical Electt'orrics Co., L

Minclra;, BLrildinu. I(e.ji l2th Iload Sotrth, lli
lnclLrstlial Parli. Nausltan. 518057. Sltctrz-hetl. [). R.

C€
,rd.

gh-Tech

Cliina

cN-MF-000014 l_s6

Shanghai Inlernational tloldirrg Clorp. Gnr[rl{ (titttope)

Ei fl'esl raBe 80 20 5 3 7 l'larrb tu'g, G ernra tt1'

IISR Solutiou Reagent

I 05-026688-00. I 05-02(r689-00

6944 904 0 XQSI-Ct-tlANSIrR'r' i'1'3

Class A (Accorcling to IlLrle 5 ( a) ol lVDlt artnex VIll)

Annex II ancl Ill of lVDll
55 854

We declal'e that the abovc mcntioned pt'oducts mcet the provisions of the
I{EGULATION (EU) 20171746 OF T'IIE EUIIOPIIAN I'}ARLIAMENT and OF
THE COLINCIL. All supporting tlocurnentations are retained uncler the premises
of the manufacturer: This cleclaration of conformity is issued under the sole
responsibility of the manufactu r.er:

References to CS: I

Notified Body: t

Notifietl Borly No. i t

Identification of the Certilicate: I

Stnrt ol'C[,-Marhing:

I hcrcby am appointetl rts the atrthorizcrl persou to dcal n,ith all the legistration and quality

rlranagernent al'lairs in nly capncity as Manngcr of Technical Regulation Depnrtment of

Shenzlten Mindray Ilio-Mcrlie al lilectronics Co,, l-td, f:,flective intnrerliatcly.

Placc, Datc ol'Issuc: Shenz-herr. )r>>.Jd

^ 'r.il

)-Aw-\$ v;;tv"""

\ I r'-"

Signatrrre: (+Wil ,' '

Name of Authorizcrl Signatory: i\4r. \\iang Xinbing

IlositionFIeldinConrpany: De1tut1,L)irector'.'fcchnicalRegulatio;t



Attarltmeul nf $eciar $ion oll Cunl'orurity: Applied $randnrds l,ist- V 1.0

Applierl Standards List
Prtdurt: liSR Sr.rlurion R*agenr

Catalogue Nunrbeu I i05-0?6$88-0$. 105-016689-00

$tandards .rdpplieel;

LiN IS0 tBil3- I;2(lIl

Lifi ii?l(r{r- I :2[] t5

i ln vitxr diagnnstic medical devioes - InfbunrTtion supplied by ihe
I

i rrrantr{iacturer (labeliing) * Part 1: Tertns, dctinitions mcl getteral

I

i requirements (lS0 lBll3-l:?009)

l:iN l${"} 15??l- i :2011 , labelliuiL and inli:r'rrurtit;rr (o br suirplir:d - Pall l: tir:neral

!r1\ lSt] t,1911 :'jrilil
] Iv'leriir,al elevices - Applicaliort ol risk ffat1a&emelll to medic.al
I

i dr:vices {tiN lS0 I:}9? 1:2019)

l:lNi I l6 I 2:?003,/AC:?002 Perfixlalr;e*1,,r*r*n1,"i,;;;;;;;t;Y;;,;;F; - i-*^-i
ln rriiro riiagnt:stir'. rnedicai rJevices - lrvalLrntiorr ol'st*bility ol'in i

i

Medical devioes - Parl 1: Applicalion r:f usahility engineerirtg to 
I

I

rri*clical clevices i

...........'.' --.',..',''..-.,,,-........t

#trreu
Bi $t

*

W*4.*.9-,):;<i|:

---!

i
!

I

I

i

i ln vitro dingnosfic meclictrl d*r,ices * lnfi:rmatintr supplicd by tir*

i nranu{acturer (labclling) - Prut 2: In vitro di*gnostic reugents ltx
l"
I pt'oflessiorral use (lS0 I8l l3-2:2009)

i Mrdical devices - $ymbols ic l:{i usecl rvitlt utedical clevicc labels,

liNl$(} ltillS-2:2t)ll



Declaration of Conformity
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 5 1 8057, Shenzhen, P, R. China

cN-MIr-000014 r 56

Shanghai International Llolding Corp. GrnbH (Europe)

EiffestraBe 80 20531 Flamburg, Germany

M-6DR DILUENT

69449040XQSJ-004DM-6St' *X8

Iutended Purposc: The M-6DR DILUENT participates in the measurelrent of RElrelated

parameters together with M-6FR DYE / M-68FR DYE,

Declaration of Conformity Vl,0

Manufacturer SRN:

Authorized l{epresenta tive

Product:

Catalogue Nurnber:

Basic UDI-DI:

Classilication:

Conformity Assessment Ro ute;

GMDN code:

Place, Date of Issuc:

Signature:

Nanre of Authorized Signatory:

Position Held in Company:

ClassA(AccordingtoRule 5 (a) ofIVDRannexVIII)

Annex II and III of IVDR

55 854

2422-4-t9

Shenzlren, 2022-4-19

\

Mr. Wang Xinbing

Deprrty D irector,'lechn ical Ilegu lati orr Department

C€

We declare that the above mertioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE DUROPEAN PARLIAMENT and OF
TIIE COUNCIL. All supporting documentations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibility of the manufacturer.
Refercnces to CS:

Notified Body;

Notified Body No. :

Identification of the Certificate:

Start of CE-Marking:

I hereby am appointed as the authorized person to cleal with all the registration antl quality

management affairs in my capacity as Manager of Technical Regulation Department of
Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

I



Attachment of Declaration of Conformity: Appl ied Standards List- V I .0

Applied Standards List
PToduct: M.6DR DILLIENT

Catalogue Number; I

Standards Applied;

EN ISO 18113-1:2011

Iu vitro diagnostic rnedical devices - Inforrnation supplied by the

manul'acturer (labelling) - Part l: Terms, definitions and general

requirements (lSO 181 13- I :2009)

EN ISO l8l 13-2:201I

In vitro diagnostic rnedical devices - Inforrnation sr.rpplied by the

manulacturer (labelling) - Parl 2: ln vitro diagnostic reagents for

plofessional use (lSO 1 81 l3-2:2009)

EN ISO 15223-l:2021

Medical devices - Syrnbols to be used with medical device labels,

labelling and infolrratiorr to be supplied - Part 1: Gener.al

requirernents

EN ISO 14971:2019
Medical devices - Application of risk rnanagement to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002 Performance evaluation of iu vitro diagnostic medical devices

EN ISO 23640:2015
In vilr'o diagnostic medical devices - Evaluation ofstability of in vitro

diagnostic reagents (lSO 23640:201 l)

EN 62366-1:2015
Medical devices - Part 1: Application of usability engineering to

medical devices

do:r/!



Declaration of Conformity Vl.0

Manulhcturer:

Manufacturer SRN:

Authorized Representa tive

Product:

Catalogue Number:

Basic UDI-DI;

Intendetl Purpose: The M-6FD

together with M-6LD LYSE,

Classification:

Confo rmity Assessment Ro ute:

GMDN code:

Decla ration of Conforrnity
Sherzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindtay Building, Keji l2th Road South, High-'lech

IndLrstrial Park, Nanshan, 518057, Sheuhen, I,. R. China

cN-MF-000014156

Shanghai International Holding Corp, GrnbH (Europe)

E,iffestralJe 80 20537 Harnburg, Gemrany

M-6FD DYE

69449040XQSJ-004DM-6S* rX8

DYE participates in WBC differentiation in the DIFF chaunel

Class A (According to Rule 5 ( a) of IVDR annex VIII)

Annex II and III of IVDR

55854

C€

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
THE COUNCIL. All supporting documeutations are retained under the premises
of the manufacturer. This declaration of conformity is issued under the sole
responsibilify of the manulhcturcr.
References to CS: I

Notified Body: I

Notified Body No" z /

Identification of the Certificate: I

Start of CE-Marking: W#b2022-4-19

I hereby am appointed as the authorized person to deal lvith all the registration and quaiity

management affairs in my capacity as Manager of Technical Regutation Department of

Shenzhen Mindray Bio-Mcdical Electronics co,, Ltd, Effective immediately.

PIace, Datc of Issue;

Signature:

Name of Authorized Signatory:

Position I{eld in Cornparry:

Slrenzlrerr, 2022-4- I 9

\\

Deputy Director, Technical Regulation Department

)o- t
')(toozsors-

6.1/ 'o'

% tH"'-r,



Attachrnent of Declaration of Confor.mity: Appliert Standards List-Vl,0

Applied Standards List
Product: M-6FD DyE

Catalogue Number: /

Standards Applied:

EN ISO 18113-1:2011

In vilro diagnostic medical devices - Infonnation supplied by the

nranufacturer (labelling) - Part l: 'l'erms, definitions and general

requirements (lSO l8l l3- 1 ;2009)

EN ISO 18113-2:2011

In vitlo diagnostic medical devices - Inforrnation supplied by the

rrtanufacturer (labelling) - Part 2: In vitro diagnostic reagents for

professional use (lSO 1 8 I l3-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling aud inforntation to be supplied - Part l: General

requirements

EN ISO 14971:2019
Medical devices - Applicatiorr of risk management to rneclical

devices (EN ISO 14971:2019)

EN 13612:20021AC:2002 Performance evaluation of in vitro diagnostic meclical devices

EN ISO 23640:2015
In vitro diagnostic nredical devices - Evaluation of stability of in vitro

diagnostic r.eagents (lSo 23640:201 1)

EN 62366- 1 ;2015
Medical devices - Parl 1: Application of usability engineering to

rnedical devices
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Declaration of Conformity
Manufaeturer: Shenzhen Mindray Bio-Medical Electlonics Co., Ltd.

Miudray Building, Keji l2th Road South, Higli-'fech

Industrial Park, Nanshan, 5 1 8057, Shenzhen, P. R. China

cN-MF-0000141s6

Shanglrai lnternational Holding Corp. GrnbH (Europe)

Eiffesn'aBe 80 20537 Hantburg, Gerrnany

M-6FN DYE

69449040XQSJ-0o4DM-6S**X8

lntended Purpose: The M-6FN DYE palticipates in the measulemeut of Baso-related and NRIIC-

related parameters together with M-6LN LYSE.

Class A (According to Rule 5 ( a ) of IVDR annex VIII)

Anuex IIand III of IVDR

ss854

2022-4-19

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20L71746 OF THE EUROPEAN PARLIAMENT and OF'

THE COUNCIL. AII supporting documentations are retained under the premises

of the manufacturer. This declaration of conformity is issued under the sole

responsibility of the manufacture r.

References to CS:

Notified Bodyr

Notified Body No. :

Identification of the Certificate;

Start of CB-Marhing:

I hereby am appointed as the authorized pcrson to rleal rvith all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately.

Place, Date of Issuc:

Signature:

Name of Authorizcrl Signatory:

Position Held in Cornpany:

Shenzhen, 2022-4-19

Declaration of Conformity Vl.0

Manufacturer SRN:

Authorizcd Representative

Product:

Catalogue Number:

Basic UDI-DI:

Classification:

Conformity Assessment Route:

GMDN code:

I

C€

-srffi

ll ui
oB,.

w;:n'
Mr, Wang Xinbing

Deputy Director,'lechnical ILegulation
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Attachment of Declaration of Conformity: Applied Standards List'Vl.0

Applied Standards List

ProduCt: M-6FN DYE

Catalogue Number: I

Standards Applied:

(
ls
:1 l.

EN ISO 18113-l:2011

In vitro diaguostic medical devices - Information supplied by the

manufacturer' (labelling) - Part 1: 'lerms, definitions and general

requirements (lSO I 81 l3- I :2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Inlormation supplied by the

manufacturer' (labelling) - Part 2: In vitro diagnostic reagents for

professiorral use (lSO I 8 I 13-2:2009)

EN ISO 15223-l:2021

Medical devices - Syrnbols to be used with medical device labels,

labelling and inforntatiou to be supplied - Part l: General

requirenrents

EN ISO 14971:2019
Medical devices - Application of risk management to medical

clevices (EN iSO 14971:2019)

EN 13612:20021AC:2002 Perfornrance evaluation of in vitro diagnostic rneclicaI devices

EN ISO 23640:2015
Iu vitro diagnostic rnedical devices - Evaluation ofstability of in vitro

diagnostic reagents (lSO 23640:201 1)

EN 62366-l:2015
Medical devices - Part l: Application of usability engineering to

medical devices
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Declaration of Conformity Vl.0

Manufacturer SRNI

Authorized Representative

Product:

Catalogue Nunrber:

Basic UDI-DI:

Declaration of Conformity
Manufacturcr: Sherzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 5 I 8057, Shenzhen, P. R. China

cN-MF-000014 r 56

Shanghai Intemational Flolding Corp. Gmbtl (Europe)

E,iffestraBe 80 20537 Hamburg, Germany

M.6FR DYE

69449040XQSJ-004DM-6S * *X8

Intcnded Purpose:l'he M-6FR DYE participates in the nreasuremerit of RET:related paralneters

together rvith M-6DR DILUENT

Classification:

Confo rmity Assessntent Route:

GMDN code:

2022-4-19

C€

Class A (According to Rule 5 ( a ) of IVDR annex VIII)

Annex II and III of IVDR

558 s4

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF
TIIE COUNCIL. All supporting documentations are retained uuder the premises
of the manufacturen This declaration of conformity is issued under
responsibilify of the manufactu rer.

References to CS:

Notified Body:

Notified Body No. :

Identification of the Certilicate:

Start of CE-Marking:

I hereby am appointed as the authorized person to deal with all the registration anrl quality

management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltd, Effective immediately,

PIace, Date of Issue;

Signature:

Shenzlren, 2022-4-19

Name ol Authorized Signatorl,: Mr. Wang Xinbing

Position I{eld in Company: Deputy Director, Technical RegLrlation Department

W.fur,"*



Attachrnent of Declaration of Confornrity: Applied Standards List-VI.0

Applied Standards List

Product: M-6FR DYE

Catalogue Number: I

Standards Applied:

ffi\.( 
.\f,1",'*',

0'{
fo'

L Do'tj

EN ISO 18113-1:2011

In vitro diagnostic medical devices - Information supplied by the

manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (lso 1 81 l3- 1:2009)

EN ISO l8l l3-2:201 I

In vitro diagnostic medical devices - Information supplied by the

manufacturer (labelling) - Part 2: In vitro diagnostic reagenls for

plofessional use (lSO 1 8 I 13 -2;2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling and inlolmation to be supplied - Part l: General

requirements

EN ISO 149'71:2019
Medical devices - Applicatiort of risk rnanagernent to medical

devices (EN ISO 14971:2019)

EN 13612:20021AC:2002 Perlbrmance evaluation of in vitlo diagnostic medical devices

EN ISO 23640:2015
In vitro diagnostic rncdical devices - Evaluatiorr of stability of in vitro

diagnostic leagerlts (lSO 23640;20 1 l)

EN 62366-1:2015
Medical devices - Part I: Application of usability engineering to

medical devices

'()



Declaration of Conformity
Manufacturer: Shenzhen Mindray Bio-Medical Electronics Co., Ltd.

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanslian, 518057, Slrenzhen, P. R. China

cN-MF'-000014156

Shanghai International Holding Corp. GmbH (Europe)

Eiffestra8e 80 20537 Hamburg, Gcrrnany

M.6LD LYSE,

69449040XQSJ-004DM-6S* *X8

Intended Purpose: The M-6LD LYSE parlicipates in WBC differentiation in the DIFF channel

together with M-6FD DYE / M-68FD DYE

Declaration of Confornrity Vl.0

Manufacturer SRN:

Authorized Representative

Product:

Catalogue Number;

Basic UDI-DI:

Classification:

Conformity Assessment Route:

GMDN code:

Class A (According to Rule 5 ( a) of IVDR annex VIII)

Annex II and III of IVDR

55854

2022-4-t9

C€

We declare that the above mentioned products meet tlle provisions of the
REGULATION (EU) 20L71746 oF THE EUROPDAN PARLIAMENT and oF
THE COUNCIL. AII supporting documentations are retained under the premises

of the manufacturer. This declaration of conformity is issued under the sole

responsibility of the manufacturer:
References to CS:

Notified Body:

Notified Body No. :

Identification of the Certificate:

Start of CE-Markingr

I hereby am appointed as the authorized person to deal rvith all the registration and quality

management affairs in my capacity as Manager of Technical Regulation Department of

Shenzhen Mindray Bio-Medical Electronics Co., Ltrl, Effective immed

PIace, Datc of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company: Deputy Director, Technical Regulation

Shenzhen, 2022-4-19

ie +,,,,'
Mr, Wang Xinbing

BioSi



Attachment of Declaration of Conformity: Applied Standards List-V1,0

Applied Standards List

Productr M-6LD LYSE

Catalogue Number: I

Standards Applied:

EN ISO l8il3-1:2011

In vitro diagnostic niedical devices - Iuformation supplied by the

manufacturer (labelling) - Parl l: Terms, definitions and general

requireurents (ISo I81 13-1 :2009)

EN ISO 18113-2:2011

In vitro diagnostic medical devices - Inforuration supplied by the

manufacturer (labelling) - Parl 2: In vitro diagnostic reagenls for

professional use (lSO 181 13-2:2009)

EN ISO 15223-1:2021

Medical devices - Symbols to be used with medical device labels,

labelling and information to be supplied - Parl 1: General

requilenrents

EN ISO 14971:2019
Medical devices - Application of risk rnanagenrent to ntedical

devices (EN ISO 149712019)

EN 13612:20021AC:2002 Perfonriance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015
In vitro diagnostio medical devices - Evaluation ofstability of in vitro

diaguostic reagerlts (lSO 23640:201 I )

EN 62366-1:2015
Medical devices - Part 1: Application of usability engineering to

medical devices

fu,k.,**



Declaration of Conformity Vl.0

Manufacturer:

Manufacturer SRN:

Authorized Representative

Product:

Catalogue Number:

Basic UDI-DI:

Classilication:

Conformity Assessment Route:

GMDN code:

Place, Date of Issue:

Signature:

Name of Authorized Signatory:

Position Held in Company:

Class A (According to Rule 5 ( a) of IVDR annex Vlll)

Annex II and III of IVDR

55854

I

2022-4-19

Shenzlren, 2022-4-19

 

Declaration of Conformity
Shenzhen Mindray Bio-Medical Electronics Co,, Ltd,

Mindray Building, Keji l2th Road South, High-Tech

Industrial Park, Nanshan, 518057, Shenzlten, P. R. China

cN-MF-000014156

Shanghai Internatiotul Holding Corp. CmbH (Ettrope)

EiffestraBe 80 20537 I-lamburg, Germany

M-6LN LYSE

69449040XQSJ-004DM-6S* *X8

C€

Intendect Purpose: 'fhis product participates in the measurement of Baso-related and NRBC-

related parameters together with M-6FN DYE, / M-681"N DYE,,

We declare that the above mentioned products meet the provisions of the

REGULATION (EU) 20171746 OF THE EUROPEAN PARLIAMENT and OF

THE COUNCIL. All supporting documentations are retained under the premises

of the manufacturer. This declaration of couformity is issued under the sole

responsibility of the manufactu rer:

References to CS:

Notified Body:

Notified Body No. :

Identification of the Certificate:

Start of CF-Marking:

I hereby am appointed as the authorized person to deal rvith all the registration and quality

management affairs in nry capacity as Manager of Technical Regulation Depa

Shenzhen Mindray Bio-Medical Electronics Co,, Ltd, Effective [mmediately.

i**ur'-
Mr, Wang Xinbing

Deputy Director; Technical Regulation
ffifi

;lju.*,



Attachment of Declaration of Conformity: Applied Standards LisrVl.0

Applied Standards List

Product: M-6LN LYSE

Catalogue Number: I

Standards Applied:

EN ISO l8l l3-1:201 I

Irr vitlo diagnostic medical devices - Inforrnation supplied by the

manufacturer (labelling) - Part 1: Terms, definitions and general

requirements (lSO I 81 13-i :2009)

EN ISO 18113-2:201I

In vitro diagnostic rnedical devices - Information supplied by the

manufacturer (labelling) - Part 2: In vitro diagrrostic reagents for

professional use (lSO l8l l3-2:2009)

EN ISO 15223-l:2021

Medical devices - Symbols to be used with rriedical device labels,

labelling and information to be supplied - Part l: Ceneral

requirements

EN ISO 14971:2019
Medical devices - Application of risk nlanagentellt to rnedical

devises (EN ISO 14971:2019)

EN 13612:20021AC:2002 Performance evaluation of in vitro diagnostic medical devices

EN ISO 23640:2015
In vitro diagnostic medical devices - Evaluation of stability of in

vitro diagnostic reagents (lSO 23640:2011)

EN 62366-1:2015
Medical devices - Part l: Application of usability engineering to

medical devices

ffi^-j\
'l*F,'.*



Declaratlon of Conformity Vl,0

Declaration of Conformity
Manufacturer: shemhen Mindray Bio-Medical Electronics co., Ltd.

Mindray Building, I(eji l2th Road South, High-Tech

Industrial Park, Nanslian, 518057, Shenzhen, P. R. China

Manufacturer SRN: CN-MI-'-000014156

Authorized Representative Shanghai International l-lolding Corp. GrnbFI (Europe)

E,iffestrafJe 80 20537 llamburg, Germany

Product: M-6LFI LYSE

Catalogue Number: I

Basic UDI-DI: 69449040XQSJ-004DM-6S**X8

Intended Purpose: The M-6LH LYSE formulated to measure the herrioglobin-related parametels"

Classification: Class A (According to Rule 5 (a) of IVDR annex VIII)

Conformity Assessment Route: Annex II and lll of IVDR

GMDN eode: 55854

We declare that the above mentioned products meet the provisions of the
REGULATION (EU) 2017.?46 oF THE EUROPEAN PARTIAMENT and on'
THE COUNCIL, All supporting documentations are retained under the premises
of the manufacturen, This declaration of conformity is issued under fhe sole
responsibility of the manufacturen
References to CS: I
Notified Body: I
Notified Body No. i I

Identification of the Certilicate: I
Start of CD-Marking: 2022-4-19

I hereby am appointed as the authorized person to deal rvith all the registration and q

management affairs in my capacity as Manager of Technical Regulation

shenzhen Mindray Bio-Medical Electronics co., Ltd, Elfective immediately.

Place, Date of Issue: Sheuhen, Z0Z2-4-19

\)
Signature:

Name of Authorized Signatory: Mr. Wang Xinbing

Position Held in company: Deputy Director, Technical Regulation Department

C€

up-l,l'l



Attachrnent of Declaration of Conformity: Applied Standards List-V1,0

Applied Standards List

Product: M-6LH LYSE

Catalogue Number: /

Standards Applied:

ENISO 18113-1:2011

In vitro diagnostic rnedical devices - lnfornration supplied by the

rnanufacturer (labelling) - Part l: Terms, definitions and general

lequirernents (lSO I 81 l3-1 :2009)

EN ISO l8l l3-2:2011

In vitro diagnostic nredical devices - Informatiou supplied by the

manufacturer (labelling) - Part 2: ln vitro diagnostic reagents for

professional use (lSO I 8 I 1 3-2:2009)

EN ISO 15223-1:2021

Medical devices - Sl,mbols to be used with rnedical device labels,

labelling and information to be supplied - Palt l; General

requirernents

EN ISO 14971:2019
Medical devices - Application ol risk management to medical

devices (EN ISO 14971:2019)

EN 13612:2002/AC:2002 Performance evaluation of in vitro diagnostic rnedical devices

EN ISO 23640:2015
In vitro diagnostic medical devices - Evaluation of stability of irr vitro

diagnostic reagents (lSO 23640:20 1 I )

EN 62366-l:2015
Medical devices - Part 1: Application of usability engineering to

rnedical devices

eE*ffi#



BC-760 & BC-780
Auto Hematology Analyzer with ESR

Above and Beyond

DESIGN
AWARD
2021

Auto Hematology Analyzer with ESR

www.mindray.com
P/N:ENG-BC-760 & BC-780 ESR-210285X6P-20220115
©2021 Shenzhen Mindray Bio-Medical Electronics Co., Ltd. All rights reserved.

BC-760 & BC-780

Dimensions 

840D x 655W x 600H mm

Weight 

≤70.6Kg 

Voltage 

100V-240V~ (±10%) 

Frequency 

50Hz/60Hz (±1Hz)

Power input  

600VA

External output 

LANx1 , USB x 4 (Specifications: DC 5V; 500mA; 

USB2.0 x  3; USB3.0 x 1 )  

Physical Specifications

Normal Operating Environment

Key Specifications

RBC, PLT

Focusing Flow-DC Impedance Method

HGB

Colorimetric method 

ESR

Photometric method 

Number of measuring parameters (whole blood): 109

Number of reportable parameters: 41  

WBC Bas# Bas% Neu# Neu% Eos# Eos% Lym# Lym% Mon# 

Mon% IMG# IMG% RET%* RET#* RHE* IRF* LFR* MFR* HFR* 

RBC HGB MCV MCH MCHC RDW-CV RDW-SD HCT NRBC# 

NRBC% PLT PLT-I PLT-H PLT-O* MPV PDW PCT P-LCR P-LCC 

IPF ESR

Number of research parameters: 68* 

Number of measuring parameters (body fluid): 18

Number of reportable  parameters: 7

WBC-BF TC-BF# MN# MN% PMN# PMN% RBC-BF

Number of research parameters: 11

Sample volume

CD (whole blood): 25ul

CD+ESR (whole blood): 160ul

Predilute: 20ul

Data storage capacity 

Up to 150,000 results including numeric and graphical 

information *

Throughput

CD 80t/h CDR 45t/h CD+ESR 40t/h

Analysis Mode

Ambient temperature:

10℃ ~ 35℃

  

Relative humidity:  

30% ~ 85%

Atmospheric pressure:

70.0kPa ~ 106.0kPa^ 

^Note : Required altitude for normal operation: 

-400m ~ +3000m

Performance 

0-0.8×1012/L

0-5000×109 /L

≤1.8(SD)(0~20mm/h)

≤ 1.0%

≤ 1.0%

≤ 1.0%

≤ 1.5(SD) (≤20×109/L)^ 

≤ 2.5% (≥100×109/L)^

≤15% (RBC ≥ 3.00×1012/L 

RET%: 1.00% ~ 4.00%)

PLT*

RET*

ESR

WBC

RBC

HGB

HCT

0-500×109 /L

0-8.60×1012/L

0-260g/L

0-75%

Precision

≤2.5% (≥4.51×109 /L)

≤1.5% (≥3.5×1012/L)

≤1.0% (110-180g/L)

≤1.5% (30%-50%)

≤ 1.0%

≤ 1.0%

≤ 1.0%

≤ 1.0%

CarryoverLinearity RangeParameter

Items marked with an aerisk (*) apply only to BC-780

Note: Applicable only to CDR/PLT-O 5x and CR/PLT-O 5x models

Principles 

WBC (IMG/Neu/Mon/Lym/Eos/Bas), NRBC/RET*, PLT-H/PLT-O*/IPF:

SF Cube ^ Cell Analysis Technology

^S: Scatter; F: Fluorescence; Cube: 3D analysis    

Analysis Mode

CBC, CBC + DIFF, CBC + DIFF+RET*, CD + ESR, 

CDR + ESR*, CD/WBC-3X, CDR/PLT-5X*, 
and other modes

CBC, CBC + DIFF, CDR*, and other modes

Sample Type

Whole blood 

Predilute 

CBC + DIFF

Integrated CBC + ESR analyzer
Optical PLT-H in every CD test
Integrated RET* & body �uid analyzer

Excellent performance, high reliability, and ease of use

RFID
Encryption key management

labXpert
Coming as standard configuration

Same software as BC-6 series

Floating screen
Switching between different

analysis modes with a single touch

Supports STAT samples and capillary blood samples; 
minimizes bio-safety hazards

5 positions x 6 racks
Applicable to di�erent sample typesContinuous autoloading Cap piercing STAT

Peripheral blood/Capillary blood
Pre-diluted blood/Body fluid 

1

3

2

4

An all-in-one solution that goes above 
and beyond your expectations

Reliable results for
abnormal and interfered samples

iHelp videos 
Floating screen
Ease of maintenance

Excellent performance
Superior functionality

Refined details for the optimal 
user experience

Interactive excellence

SF Cube 3D �uorescent platform
IMG/NRBC reportable parameters
Accurate measurement of low WBC/PLT count
Anti-aging capability: 
24h (room temperature)
48h (refrigerated transportation)

Integrated CBC + ESR detection
provides a comprehensive

tool for inflammation detection
Optical PLT-H ensures reliable

PLT results even with interference



Above your expectations
BC-760 & BC-780 Auto Hematology Analyzer with ESR

Beyond your expectations
BC-760 & BC-780 Auto Hematology Analyzer with ESR

SF Cube �uorescent technology allows reliable counting and di�erentiation of
abnormal samples

DIFF channel

LYM

GHOST

HFC

NEU

EOS

IMG

MON

BASO

RET channel

RBC
RET

IPFPLT-O

W
BC6-Part D

i�erentiation

Conventional

WBC 3x

Conventional

PLT-O 5x

PLT-O
 M

easurem
ent

More refined and reliable cell
differentiation

The BC-760 & BC-780 3D fluorescence analysis 

platform is designed with multiple counting 

WBC-3x and PLT-O 5x analysis modes to help 

ensure higher reliability for low-value WBC 

and PLT samples. In addition, the PLT 

de-aggregation function can reduce the 

cumbersome review work.

More reliable measurements for
low-value samples

More comprehensive alarm messages
for abnormalities

Limitations of traditional PLT counting

In the traditional impedance method, PLTs are subject to interferences that may lead to falsely high or falsely low results 
(as shown in the figure). Once an error report is generated, it will directly affect the judgment and decision-making of 
clinicians. The results reported at the clinical decision level are related to patient safety. Therefore, accurate PLT results are 
critical in clinical practice.

Optical PLT-H in every CD test

Im
pedance channel

D
IFF channel

Optical PLT-H in every CD test

PLT-H

PLT-H

Volume

Small PLTs (< 10 fL) are free from interferences

Normal sample Interfered sample

Small PLTs

Scattergram of DIFF Channel

Magni�ed view of ghost

FS

Scattergram of DIFF Ghost

Fragments 
from lysed 
RBCs + 
Small PLTs

Large PLTs

RETs

Large PLTs

Ghost

Large PLTs are 
not interfered in 

DIFF channel

Volume

Large PLTs

Small PLTs are not interfered
in impedance channel

Volume

Small PLTs

Schematic diagram of PLT-H

PLT Result
Impedance method: 66
Reference value: 98

Falsely low

PLT Result
Impedance method: 89
Reference value: 26

Falsely high

Large PLTs

Fragment

0 10 20 30 fL

PLT

Fragment area

Interference of RBC fragments

0 10 20 30 fL

PLT

Normal

0 10 20 30 fL

PLT

Large PLTs area

Interference of large PLTs

CD + ESR in one test provide reliable
ESR results with greater ease
The BC-700 series integrates an automatic ESR module in a hematology analyzer. It can also generate both CBC & ESR 
results in one test within 1.5 min. In addition, it saves the costs that would otherwise be incurred for the purchase, 
maintenance, consumables, and storage space of a separate ESR analyzer. Compared with the traditional Westergren 
method, this method performs better in quality traceability, repeatability, speed, safety, and level of automation.

Accurate

• Great correlation with the Westergren 
  method
• Same QC and calibrator as in the
  BC-6000 series
• Combined examination helps to avoid
  the interferences of dehydration,
  polycythemia vera and anemia on
  ESR results 

Cost-e�ective

• The integrated instrument is capable
  of both CBC and ESR detection;
• Takes up the space of only one analyzer. 

Automatic

• Report CBC + ESR results together
  within 1.5 min;
• The measurement results are
  protected against the influence of 
  subjective factors;
• Automation can reduce the biosafety
  hazards that may otherwise be
  introduced  by a manual method.

The analyzer provides a detailed list of over 40 

prompt messages, including WBC message, RBC 

message, and PLT message. This allows laboratory 

technicians to intuitively and quickly identify 

abnormal samples and proceed further with the 

samples in a timely manner. This in turn helps to 

avoid missed diagnosis of blood disease and false 

reports.

In order to solve the above problem, we have developed a brand new parameter PLT-H.
It combines small PLTs from the conventional impedance method and large PLTs from the optical method. The solution 
can resist the interferences in conventional PLT detection without requiring extra reagents.

3D fluorescent analysis technology allows 

reliable differentiation of immature and other 

abnormal cells, such as immature 

granulocytes (IMGs), reticulocytes (RETs*), and 

immature platelet fraction (IPF).
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