Shenzhen Mindray Bio-Medical Electronics Co., Lid.
Keji 12™ Road South, Hi-tech Industrial Park, Shenzhen
518057, P. R. China

Tel: +86 755 26582888

Fax: +86 755 26582500

DECLARATION OF CONFORMITY

To whom it may concern,

We, Shenzhen Mindray Bio-Medical Electronics Co., Ltd., located at Mindray
Building, Keji 12" Road South, Hi-tech Industrial Park, Nan-shan, 518057,
Shenzhen, P. R. China, hereby confirm that:

We herewith declare that the products listed in Attachment | meet the provisions
of the Directive 98/79/EC on In Vitro Diagnostic Medical Devices. The conformity
assessment route is according to 98/79/EC Annex Ill (not includes Section 6).

Classification: The device not in IVDD annex Il and not for self
testing/performance evaluation
Product Category(ies): Clinical Chemistry Analyzer, Hematology Analyzer,
Microplate washer, Microplate reader, Urine Analyzer,
Chemiluminescence Immunoassay Analyzer, Reagents for
Hematology Analyzer, Reagents for Clinical Chemistry
Analyzer, Reagents for Chemiluminescence Immunoassay

Analyzer,Urinalysis reagent strips.

Products: Attachment |

EC-Representative: Shanghai International Holding Corp. GmbH (Europe)
Digitally signed
by Cobaart Eiffestrale 80, 20537 Hamburg, Germany

Turcan Rodica
Date:

We hefgby Gertify that the forgoing is a true and accurate statement.
Reason:
MoldSign

Placei@atte Of Issue : Shenzhen, 2016-09-01

ocation: [
Moldov.

N
MA / an

. EUROPEANA :
Signatory name: Chuanbin Tan

sighatory title: Technical Regulation Manager

Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
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ATTACHMENT |

Shenzhen Mindray Bio-Medical Electronies Co., Ltd.
Keji 12" Road South, Hi-tech Industrial Park, Shenzhen

518057, P. R. China
Tel: +86 755 26582888
Fax: +86 755 26582500

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

B30 Hematology Control
530 Hematology
Calibrator

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer

BC-1800.
BC-1900,
BC-2800

M-18CFL LYSE

M-18D DILUENT
M-18R RINSE

M-18E E-Z CLEANSER
M-18P PROBE
CLEANSER

B30 Hematology Control
830 Hematology
Calibrator

BC-3D Hematology
Control

SC-CALPLUS
Hematology Calibrator

Auto Hematology Analyzer

BC-3000 Plus

M-30D DILUENT
M-30R RINSE
M-30CFL LYSE

M-30E E-Z CLEANSER
M-30P PROBE
CLEANSER

B30 Hematclogy Control
S30 Hematology
Calibrator

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer

BC-3200.
BC-3200CT

M-30D DILUENT
M-30R RINSE
M-30CFL LYSE
M-30E E-Z CLEANSER
M-30P PROBE
CLEANSER

B30 Hematology
Control

&30 Hematology
Calibrator

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology
Control

Auto Hematology Analyzer

BC-5500.

M-50D DILUENT
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BC-5200 M-50LH LYSE
M-50LEO{LYSE
M-50LEO(IDLYSE
M-50LBA LYSE

M-50 CLEANSER
M-50P PROBE
CLEANSER

BC-5D Hematology
Control

CBC-5DMR
Hematology Control
SC-CAL PLUS
Hematology Calibrator
S50 Calibrator

B55 Hematology
Conirol

SC-CAL PLUS
Hematotogy Calibrator
BC-5D Hemaiology

Calibrator
Auto Hematology Analyzer BC-5300. M-53LEO{ILYSE
BC-5100 M-53LEO{II)LYSE
M-53LH LYSE

M-53D DILUENT
M-53 CLEANSER
M-53P PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BC-5D Hematology

Calibrator
Auto Hematology Analyzer BC-5380, M-53LEO(1)LYSE
BC-5180 M-53LEO(II)LYSE
M-53LH LYSE

M-53D DILUENT
M-53 CLEANSER
M-53P PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer

BC-2800. M-18CFL LYSE
BC-2600 M-18D DILUENT
M-18R RINSE

M-18E E-Z CLEANSER
M-18P PROBE
CLEANSER

B30 Hematology
Control

$30 Hematology
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Calibrator

SC-CAL PLUS
Hematology Calibrator
BC-3D Hematology

Control
Auto Hematology Analyzer BC-3600. M-30D DILUENT
BC-3300. M-30CFL LYSE
M-30R RINSE
BC-3300CT.
BC-3600CT PROBE CLEANSER
B30 Hematology
Control
$30 Hematology
Calibrator
Auto Hematology Analyzer BC-5800. M-B8LEQ(!) LYSE
BC-5600 M-88LEOQ(ll) LYSE
M-58LH LYSE

M-58LBALYSE
M-58DDILUENT
PROBE CLEANSER
S50 Calibrator

B55 Hematology
Control
SC-CALPLUS
Hematology Calibrator
BC-5D Hematology
Calibrator

Auto Hematology Analyzer BC-6600. M-68DR DILUENT
BC-6800 M-68DS DILUENT
M-68LD LYSE
M-G8LN LYSE
M-68LB LYSE
M-68LH LYSE
M-68FN DYE

M-68FR DYE

M-68FD DYE

PROBE CLEANSER
BC-6D Hematology
control

BC-NRBC Hematology
Control

BC-RET Hematology
Control

SC-CAL PLUS
Hematology Calibrator
BR60 Hemalology
Control

Auto Hematology Analyzer BC-5310 M-53D DILUENT
M-53LEO( [ } LYSE
M-53LEO(II} LYSE
M-53LH LYSE
M-53F PROBE
CLEANSER

S50 Calibrator

B55 Hematology
Control
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Auto Hematology Analyzer

BC-5360

M-53D DILUENT
M-53LEO( I ) LYSE
M-53LEO(11) LYSE
M-53LH LYSE
M-53P PRCBE
CLEANSER

S50 Calibrator

B55 Hematoiogy
Control

Auto Hematology Analyzer

BC-5150.
BC-5000.
HM-500X

M-52D DILUENT
M-52DIFF LYSE
M-52LH LYSE
PROBE CLEANSER
S50 Calibrator

B55 Hematology
Control

BC-5D Hematology
control

SC-CAL PLUS
Hematology Calibrator

Urine Analyzer

UA-600T

UA-66. UA-600,

Urinalysis reagent strips

Auto Hematology Analyzer

HM-200X

BC-20s. BC-21s.
BC-30s. BC-31s.

M-30D DILUENT
M-30CFL LYSE
PROBE CLEANSER
B30 Hematology
Control

S30 Hematology
Calibrator

Auto Hematology Analyzer

BC-5390 CRP
BC-5180 CRP

M-53D DILUENT
M-5 LEO(]) LYSE
M-5 LEO(Il) LYSE
M-53 LH LYSE
LC LYSE

Probe Cleanser
550 Calibrator
B55 Hematology
Control
C-reactive Protein
Control
C-reactive Protein
{CRPY)} Calibrator
C-reactive Protein
{CRP}) Kit {Latex
Immunoturbidimetric
Method)

Auto Sample Processing System

CAL 8000

!

Auto Slide Maker & Stainer

SC-120

M-68DS DILUENT
PROBE CLEANSE

Automated Glycohemoglobin Analyzer

H50
H50P

Analytical Column
Eluent A

Eluent B

Hemolysis Solution
M-30P PROBE
CLEANSER
Hemoglobin A1c Contro!
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Hemoglobin Alc
Calibrator

Flow Cytometer BriCyte E6 Sheath Fluid
Cleaning Solution

Lysing Solution / !

CD3-FITC/CD8-PE/CD45-PerCP/CD4-APC / /

Reagent

CD3-FITC/CD16+56-PE/CD45-PerCP/CD19-APC

Reagent

HLA-B27 Reagent

L.aboratory Data Management Software / /

Mindray labXpert Software / /

Specific Protein Analyzer CRP-M100 M-88DS Diluent
LC Lyse
CRP Cleanser
Probe Cleanser

Auto Hematology Analyzer BC-5120 M-52D DILUENT

BC-5130 M-52DIFF LYSE
BC-5140 M-52LH LYSE

PROBE CLEANSER

Chemistry Analyzer

BS-300. BS-320

ISE Mecdule, 4-channel
{No consumables)
Sodium Electrode
Potassium Electrode
Chlcride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Chemistry Analyzer

BS-400. BS-420

ISE Module, 4-channel
(No consumnables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/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
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Mindray reagent botiles
Bar code module
Drainage unit

Water supply unit

Chemistry Analyzer

Perfect plus

ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Elecirode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 mi
Urine Diluent, 500 mi
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

Chemistry Analyzer

BS-380. BS-390

ISE Module, 4-channel
{No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrede
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 m|
Urine Diluent, 500 ml
Bi-Leve! Quality Control
Kit

Tri-Level Quality Control
Kit

CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit

Chemistry Analyzer

BS-350. BS-330

ISE Module, 4-channe!
{No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Elecirode
Lithium Elecfrode
Spacer Electrode
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Reagent Pack Na/K/C|
Cleaning Saolution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 m|
Bi-Leve! Quality Control
Kit

Tri-Level Quality Control
Kit

Reaction cuvette
Mindray reagent bottles
Bar code module

Semi-auto Chemistry Analyzer BA-88A /
Chemistry Analyzer BS-120. BS-130. | ISE Module, 4-channel
BS-180 {No consumables)

Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Elecirode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 mi
Urine Diluent, 500 m|
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Reaction cuvette
Mindray reagent bottles
Bar code module

Chemistry Analyzer

BS-200. BS-220

ISE Module, 4-channel
{No consurnables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Elecirode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/CI
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

Chemistry Analyzer

BS-200E/BS-220E
ES-330E/BS-350E

ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
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Chioride Electrode
Reference Electrode
Lithium Electrode
Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diiuent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

Reaction cuvette
Mindray reagent botiles
Bar code modute

Microplate reader MR-96A /
Microplate washer MW-12A /
Chemistry Analyzer BS-800. BS-820. | ISE module
BS-800M. MR Na electrode
BS-820M. MR K electrode
MR CI electrode
BIS ~1800.BS-1800 MR reference electrode
plus MR Serum Standard
MR Urine Standard
MR Urine Quality
Control
MR Buifer Solution
MR Detergent Solution
MR Na/K Check
Solution
Built-in sample/reagent
bar code reader
External Air Pump
Water Supply Unit
Remote Maintenance
System (RMS)
Chemistry Analyzer BS-2000, ISE module
BS-2000M. MR Na electrode
MR K electrode
ggégggﬁn 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/reagent
bar code reader
External Air Pump
Water Supply Unit
Remote Maintenance
System (RMS)
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Chemistry Analyzer

BS-600. BS-620

ISE Module, 4-channe|
(No consumables)
Sodium Electrode
Potassium Electrede
Chloride Electrode
Reference Electrode
Lithium Electrode
Spacer Elecirode
Reagent Pack Na/K/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
External vacuum pump
unit

Chemistry Analyzer

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/K/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-in sample/reagent
bar code reader
Remote management
system (RMS)

Water supply module
External air pump

Chemistry Analyzer

BS-430. BS-450,
BS-460

ISE Module, 4-channel
{No consumables)
Sodium Electrode
Potassium Elecirode
Chiloride Electrode
Reference Electrode
Lithium Electrode
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Spacer Electrode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 mi
Bi-Level Quality Control
Kit

Tri-Level Quality Control
Kit

CDB80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code module
Water supply unit
Probe clog detection
module

Chemistry Analyzer

B3-230. BS3-240

ISE Module, 4-channel
(No consumables)
Sodium Electrode
Potassium Electrode
Chloride Electrode
Reference Elecirode
Lithium Electrode
Spacer Elecirode
Reagent Pack Na/K/Cl
Cleaning Solution Kit
Troubleshooting Kit
Urine Diluent, 125 ml
Urine Diluent, 500 ml
Bi-Level Quality Conirol
Kit

Tri-Level Quality Control
Kit

CD80 detergent
Reaction cuvette
Mindray reagent bottles
Bar code
reader{optional}

Chemiluminescence Immunoassay Analyzer CL-2000i. Hand-held bar code
CL-2200i reader
External vacuum pump
Reaction cuvette
Waste Bin
Chemiluminescence Immunoassay Analyzer CL-1000i. Built-in sample bar code
CL-1200i reader

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

a-Amylase (g-AMY) Kit (IFCC Method)
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Aspartate Aminotransferase (AST) Kit (IFCC / /
Method)
Gamma-Glutamyltransferase (GGT) Kit (Szasz / /
Method /IFCC stand.)

Lactate Dehydrogenase (LDH) Kit (IFCC / /
Method)

Alanine Aminotransferase (ALT) Kit (IFCC / /
Method
C-Reactive Protein Kit{Turbidimetry Method) / /
Apolipoprotein B Kit (Turbidimetry Method) f /
Apolipoprotein A1 Kit {Turbidimetry Method) / /
Triglycerides Kit{GPO-POD Method) ! f
Bilirubin Total Kit{DSA Method) / /
Creatinine Kit{(Modified Jaffe Method) / !
Albumin Kit(Bromcresol Green Method) / /
Bilirubin Direct Kit{DSA Method) / {
Total Protein Kit{Biuret Method) / /
Magnesium Kit(Xylidyl Blue Method) / /
a-Hydroxybutyrate Dehydrogenase Kit{DGKC / /
Method)
Total Cholesterol kit{CHOD-POD Method) / /
Alkaline Phosphatase Kit{IFCC Modified Method) | / /
Urea Kit{Urease-GLDH,UV Method) / /
Uric Acid Kit(Uricase-peroxidase Method) / /
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Glucose Kit (GOD-POD Method) / /
Phosphorus Kit{(Phosphomolybdate Method) / /
Calcium Kit{Arsenazo || Method) / /
Lipoprotein(a} Kit(Turbidimetry Method) ! !
Complement C3 Kit{Turbidimetry Method) / !
Complement C4 Kit{Turbidimetry Method) / /
Immunoglobulin M Kit(Turbidimetry Method) / !
Immunoglebulin G Kit(Turbidimetry Method) / !
Prealbumin Kit{Turibidimetry Method) / /
Glucose Kit (HK Method) / !
Immunoglobulin A Kit(Turbidimetry Methed) / /
Bilirubin Total Kit{vOX Method) ! /
Creatine Kinase Kit{IFCC Method) / !
Total Bile Acids Kit{(Enzymatic Cycling assay) ! /
Creatinine Kit{Sarcosine Oxidase Method) / /
HDL-Cholesterol kit(Direct Method) / /
Bilirubin Direct Kit{VOX Method) / /
LDL-Cholesterol Kit{Direct Method) / /
Creatine Kinase-MB Kit{IFCC Method) / | /
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HDL&LDL Cholesteroi Control P ! !
Prealbumin Control N&P / /
Lipids Calibrator / /
Specific Proteins Calibrator / /
Mutti Sera Calibrator / /
CK-MB Calibrator / /
Lipoprotein{a} Calibrator / /
Multi Control Sera N / /
Multi Control Sera P
Prealbumin Calibrator ! !
Lipoprotein(a) Control N&P ! /
Lipids Control N / /
Lipids Controi 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) / /
Iron (Fe) Kit (Colorimetric Assay) / !
Fructosamine (FUN) Kit(Colorimetric Assay) / /
Antibodies Against Streptolysin O
Kit{Particle-enhanced Immunoturbidimetric Assay | / /
Method
Homocysteine Kit{Enzymatic Assay Method) ! !
Rheumatoid Factor Kit{Particle-enhanced / /
Immunoturbidimetric Assay Method)
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Lipase Kit(Enzymatic Colorimetric Assay Method) | / /
Hermoglobin A1c Kit (Enzymatic Assay Method) ! /
Unsaturated Iron Binding Capacity (UIBC) Kit / /
{Colorimetric Method)

Microalbuimn (MALB) Kit / /
Ferritin {FER) Kit / /
Transferrin (TRF) Kit / /
TRF Calibrator / /
TRF Control / !
FER Calibrator / /
Multimmun Control / /
MALB Calibrator / /
MALB Control ! !
UIBC Control f !
UIBC Calibrator / !
a-L-Fucosidase Kit (CNPF method) ! !
5'-Nucleotidase Kit (Enzymatic Colorimetric / /
Method)

Adenosine Deaminase Kit (Enzymatic / /
Colorimetric Method)

Cystatin C Kit (Turbidimetry Method) / /
B2-Microglobulin Kit (Turbidimetry Method) { /
5-NT Calibrator / /
5'-NT Control / /
ADA Control / /
ADA Calibrator / /
AFU Control ! !
ASQ Calibrator / _ /
CysC Calibrator ! /
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CysC Control / !
HbAtc Calibrator / /
HCY Calibrator / !
HS-CRP Calibrator ! /
RF Calibrator / /
TBA Control ! /
B2-MG Calibrator { /
B2-MG Control / !
Free Triiodothyronine (CLIA) / /
Free Thyroxine (CLIA) / /
Total Triiedothyronine (CLIA) / /
Total Thyroxine (CLIA) ! /
Thyroid-stimulating Hormone (CLIA) / /
Follicle Stimulating Hormone (CLIA) / {
Luteinizing Hormone (CLIA) ! /
Prolactin (CLIA) / !
Estradiol (CLIA) / /
Estriol (CLIA) ! /
Testosterone (CLIA) / !
Progesterone (CLIA) / !
Total  Human Chorionic Gonadotropin (CLIAD ! /
Free T3 Calibrators / /
Free T4 Calibrators / /
Total T3 Calibrators / !
Total T4 Calibrators ! /
TSH Calibrators / {
FSH Calibrators / !
LH Calibrators / /
Prolactin Calibrators / !
Estradiol Calibrators / /
Estriol Calibrators ! /
Testosterone Calibrators / !
Progesterone Calibrators / /
Total B HCG Calibrators / /
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Thyroid Function Multi Control / !
Reproductive Multi Control / /
Carcinoembryonic Antigen (CLIA) / /
Alpha-fetoprotein (CLIA) / /
Cancer Antigen 125 (CLIA> / /
Cancer Antigen 15-3 (CLIA) / /
Carbohydrate Antigen 19-9 (CLIA) f !
CEA Calibrators / /
AFP Calibrators / !
CA125 Calibrators / /
CA15-3 Calibrators / /
CA19-9 Calibrators / !
Ferritin (CLIA) / /
Ferritin Calibrators ! /
Wash Buffer ! /
Substrate solution / /
Antistreptolysin “0" (ASO) Kit / /
{Latex Immunoturbidimetric Method)

Antistreptolysin “O” Calibrator / /
ASO/CRP/RF triple Control { /
Cystatin C (CysC)Kit {Latex Immunoturbidimetric / /
Method)

Cystatin C Calibrator / /
Cystatin C Control / /
Full Range C-Reactive Protein (FR-CRP) / /
Kit(Latex Immuneturbidimetric Method)

C-reactive Protein Calibrator / /
Rheumatoid Factor (RF)Kit{Immunoturbidimetric / /
Method )

Rheumatoid Factor Calibrator / f
B2-Microglobulin (p2-MG}  Kit / /
(Latex Immunoturbidimetric Method)

B2-Microglobulin Control / /
p2-Microglobulin Calibrator (for Serum) / /
B2-Microglebulin Cafibrator {for Urine) / /
D-Dimer kit {Particle-enhanced / /
Immunoturbidimetric Assay Method)

Angiotensin Converting Enzyme (ACE) Kit / /

{Enzymatic Colorimetric Assay Method)
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Retinol Binding Protein (RBP) Kit
{Particle-enhanced Immunoturbidimetric Assay ! !
Method)
Glucose-6-Phosphate Dehydrogenase (G6PD) Kit / /
{UV Enzymatic Method)
Myoglobin (MYQ) Kit (Particle-enhanced / /
Immunoturbidimetric Assay Method)
Immunoglobubin E (IgE} Kit (Particle-enhanced / /
Immunoturbidimetric Assay Method)
B-Hydroxybutyrate (8-HB} Kit (Enzymatic / /
Colorimetric Method)
High Sensitivity C-reaction Protein Kit

(Particle-enhanced Immunoturbidimetric Assay | / /
Method)
HbA1c control N / /
HbA1¢ control P f !
Rheumatism Control N / !
Rheumatism Control P / !
HCY Control N / /
HCY Control P ! /
FUN Control P / /
CO2 Control N / /
B-Dimer Calibrator / /
ACE Calibrator / /
RBP Calibrator / /
MYO Calibrator / /
IgE Calibrator / /
B-HB Calibrator / /
D-Dimer Control / /
ACE Control ! /
RBP Control f !
G6PD Control / /
B-HB Control / /
Sample Processing System SPL 1000 /
Troponin [{CLIA) / /
Troponin | Calibrators / /
B-type natriuretic peptide(CLIA) / /
BNP Calibrators / /
Myoglobin{CLIA}) / /
MYC Calibrators / /
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Creatine kinase MB{CLIA)

{ /
CK-MB Calibrators / /
Thyroglobulin{CLIA) J /
Thyroglobulin Calibrators / /
Antibody to thyroglcbulin{CLIA) / /
Anti-Tg Calibrators / /
Antibody to thyroid peroxidase(CLIA) / /
Anti-TPO Calibrators / /
Insulin{CLIA) / /
tnsulin Calibrators / /
C-Peptide{CLIA) / /
C-Peptide Calibrators / /
Cortisol{CLIA) / /
Cortisol Calibrators / /
Dehydroepiandrosterone suifate{CLIA) / /
DHEA-S Calibrators / /
Adrenocorticotropic hormone{CLIA) / /
ACTH Calibrators / /
Cardiac Marker Muiti Control / /
Thyroid Function Multi Control / /
Immunoassay Multi Control / /
ACTH Control / /
Anti-thyroid Antibodies Control J /
System Detection Solution / /
System Wash Solution / /
ClinChem Multi Control (level 1} / /
ClinChem Muiti Control (level 2)
Sample Diluent / /
HCY Control / /
Homocysteine (HCY) Kit (Enzymatic Cycling / /
Method)
Total Protein in Urine/CSF(TPUC) Kit (Pyrogallol / /
Red-Molybdate Method)
TPUC Control / /
25-0OH-Vitamin D Total {CLIA) / /
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25-0OH-Vitamin D Total Calibrators / /
Parathyroid hormone (CLIA)' / /
PTH Calibrators / /
Calcitonin (CLIA) / /
Calcitonin Calibrators / /
Folate(CLIA) / /
Folate Calibrators / /
Vitamin B12(CLIA) / /
Vitamin B12 Calibrators / /
Metabolic Multi Control / /
Red Blood Cell Folate Releasing Reagent / /
Cancer Antigen 72-4 (CLIA) / /
Neuron-specific enolase (CLIA) / /
CYFRA 21-1 (CLIA) / /
Antibody to Treponema pallidum (CLIA) / /
CA72-4 Calibrators / /
Cyfra21-1 Calibrators / /
Anti-TP Calibrators / /
NSE Calibrators / /
Tumor Marker Multi Control / /
NSE Control / /
Anti-TP Control / /
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