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 Certificate 
 

  
  

 Standard 
 ISO 9001:2015 

 

 Certificate Registr. No.  0.04.24065 

 

 Certificate Holder: 
 

 BIOSYSTEMS S.A. 
 

 Costa Brava 30 
08030 Barcelona 
Spain 
 
 including the branch offices according to annex 

 

 Scope:  Design, development, manufacture, distribution, installation and 

service of instruments and reagents for: 

* Clinical diagnostics. 

* Agri-food analysis. 

* Veterinary diagnostics. 

Reagent labelling and assembly.                                                    

Storage of raw materials for instruments, instruments and 

reagents for: 

* Clinical diagnostics.                                                                       

* Agri-food analysis. 

* Veterinary diagnostics. 

* Dispatched of stored product. 

 

   Proof has been furnished by means of an audit that the 

requirements of ISO 9001:2015 are met. 

 

  

 

 Validity:  The certificate is valid from 2025-12-19 until 2028-12-18. 

 First certification 1996 

  

 2025-12-17 

 

 
 

  TÜV Rheinland Ibérica Inspection, 
Certification & Testing S.A.   

 Garrotxa, 10-12 – E-08820 El Prat de 
Llobregat  

 
 

 

 

   
 

  

www.tuv.com 
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Certificate 

Quality Management System 

EN ISO 13485:2016 
EN ISO 13485:2016/AC:2018 
EN ISO 13485:2016/A11:2021 
  

 Registration No.:  SX 1695779-1 

 Certificate Holder:  BIOSYSTEMS S.A. 
 Costa Brava 30 
08030 Barcelona 
Spain 

 

The Certification Body of TÜV Rheinland LGA Products GmbH certifies that the organization has established and applies 
a quality management system for medical devices.  
Proof has been furnished that the requirements specified in the abovementioned standard are fulfilled. The quality 
management system is subject to yearly surveillance. 

 Report No.:   92837241-30 

 Effective date:   2025-12-13 

 Expiry date:  2028-12-12 

 Issue date:  2025-11-14 

 Replaces certificate SX 1695779-1 issued 2022-12-12 

This certificate can be validated on https://www.certipedia.com  

 Daniel Świątko 
TÜV Rheinland LGA Products GmbH 

Tillystraße 2 · 90431 Nürnberg · Germany 
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Scope: The design and development, manufacture, distribution 
and servicing of in vitro diagnostic medical device instruments 
used in clinical chemistry and immunochemistry. 
The design and development, manufacture and distribution 
of in vitro diagnostic tests kits, related calibrators and controls 
for professional use used in clinical chemistry and 
immunochemistry for the detection of tumor markers, 
rheumatoid-inflammatory diseases markers, cardiac 
markers and used for diagnosis and management 
of auto-immune diseases and infectious diseases 

 

 

  

https://www.certipedia.com/


Certificate 

Quality Management System 

EN ISO 13485:2016 
EN ISO 13485:2016/AC:2018 
EN ISO 13485:2016/A11:2021 
  

 Registration No.:  SX 1695779-1 

 Certificate Holder:  BIOSYSTEMS S.A. 
 Costa Brava 30 
08030 Barcelona 
Spain 

 

This certificate can be validated on https://www.certipedia.com   
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The scope of certification also covers the following sites: 

 
 

No. Facility Scope 

/01 BIOSYSTEMS S.A. 
Costa Brava 30 
08030 Barcelona 
Spain 

 

The design and development, manufacture, distribution and servicing 
of in vitro diagnostic medical device instruments used in clinical chemistry 
and immunochemistry. 
The design and development, manufacture and distribution of in vitro 
diagnostic tests kits, related calibrators and controls for professional use used 
in clinical chemistry and immunochemistry for the detection of tumor markers, 
rheumatoid-inflammatory diseases markers, cardiac markers and used for 
diagnosis and management of auto-immune diseases and infectious diseases. 
 

/02 BIOSYSTEMS S.A. 
Polígono Industrial 
Can Tapioles 
Naves 12, 13, 21, 22 
08010 Montcada i Reixac - 
Barcelona 

Labelling, assembling, warehousing and shipment of in vitro diagnostic tests 
kits for clinical chemistry and immunochemistry.  
Warehousing and shipment of in vitro diagnostic medical device instruments 
used in clinical chemistry and immunochemistry. 

 

 

 
 

 

 

https://www.certipedia.com/










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 \\-

Page 2 of20 i\(o
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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"'

AsrU/VO^x{i\

SgsW$g
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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

!/r
K./Page 6 of20 'a,){
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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

Page



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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Chemistry Analyzer
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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)
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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

Pagc 11 ol20

qa

5a(



rt9

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
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