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I.P. "AGENTIA SERVICII PUBLICE"
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Sediul: MD-2001, str. Albiqoara,l6ll,ap.(of.) 7, mun. chiqintru, Republica Moldova.
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1 Activitatea farmaceutici;
2Importul, fabricarea' comercializarea, asistenfa tehnictr gi (sau) reparafia dispozitivelor
medicale gi (sau) a opticii;
3 Acordarea asistenfei medicale de cltre institufiile medico-sanitare private;
4 Comerful cu ridicata al calculatoarelor, echipamentelor periferice qi software-ului;
5 intrefinerea gi repararea maginilor de birou qi a tehnicii de calcul;
6 Consultafii in domeniul sistemelor de calcul.
Capitalul social: 5400 lei.

Administrator: POIATA VITALIE,
Asociafi:

1. POIATA VITALIE 33,40 oh

2. NASEDCHIN ALEXANDR 33,30 %
3. KOJEVI\IKOV DMITRII 33,30 YO.

Prezentul extras este eliberat in temeiul art.
inregistrarea de stat a persoanelor juridice gi
Registrul de stat la data de: 28.04.2021.
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c/f 1010600028048; adresa: or. Chișinău, str. Albișoara 16/1 of.7 

tel.+373-22-808-517, +373-22-808719, fax: +373-22-808-519.  

Web: www.biosistem-mld.com; e-mail: biosistem.mld@gmail.com 
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BS-2000 Modular System 
Clinical Chemistry Solution



Mindray Clinical Chemistry Solution

BS-2000 
Modular System

Quality Management 
System

High Throughput
2000 photometric tests/hour

Up to 600 tests/hour for ISE

Up to four modules integrated capability

Flexible scalability

Advanced Software
Results traceability

Reflex function

Flexible STAT & rerun

Real-time status monitoring

Original Calibrators 
and Controls



Quality Management 
System

Reliable Results
Advanced mechanical system

Complete reference system

Integral traceability system

International traceability certificate

Dedicated Reagent System
Wide panel clinical chemistry assays

Original calibrators and controls

Reliable performance

ISO standard quality

Dedicated Chemistry 
Reagents

Standardization 
Laboratory

Reference 
Laboratory



BS-2000 Modular System

Reagent Carousel 2
1. 70 positions (40 outer and 30 inner) for R2 and R4

2. 2°C-8°C constant cooling compartment

3. Reagents can be online loaded while instrument 

     is running

6-head Sample Mixers / 6-head Reagent Mixers
1. Flat mixing bar with high efficiency

2. Two-step washing with pre-heated 

    detergent and water

3. Easy replacement and maintenance

Dual-needle Sample Probe
1. 1.5μl-25μL, with increment of 0.1μL

2. Clog detection, bubble detection, level 

    detection and tracking

3. Collision protection and auto recovery 

    from collision

Indirect ISE
Low sample volume, high ISE analysis throughput, 

and cost-effective electrodes.

Independent buffer aspiration system – buffer

 syringe transfers ISE reagent to mixer through ISE 

buffer nozzle. 

Return Lane

Reagent Carousel 1
1. 70 positions (40 outer and 30 inner) for R1 and R3

2. 2°C-8°C constant cooling compartment

3. Reagents can be online loaded while instrument 

    is running

Probe R11 and Probe R12
1. 80μl-200μl, with increment of 0.5μl

2. Bubble detection, liquid level detection

3. Collision protection and auto recovery 

    from collision

Probe R21 and Probe R22
1. 10μl-200μl, with increment of 0.5μl

2. Bubble detection, liquid level detection

3. Collision protection and auto recovery 

    from collision

Reaction Carousel
1. 80µl minimum reaction volume

2. 412 glass cuvettes for permanent use

3. Direct solid heating 

Sample injection cup

ISE Buffer Nozzle



6-head Sample Mixers / 6-head Reagent Mixers
1. Flat mixing bar with high efficiency

2. Two-step washing with pre-heated 

    detergent and water

3. Easy replacement and maintenance

8-stage Cuvette Wash Station
1. Cuvette washing with pre-heated detergent and water

2. Independent water blank measurement

Sample Delivery Module (SDM)
1. Patented double-layer & basket delivery design, 

    up to 600 sample positions 

2. Continuous sample loading and off loading

3. 5 types of racks

Passing Lane 
1. Higher priority for STAT, calibrator, control and rerun racks

2. For routine sample racks to be transferred to other analytical unit(s)

Sample Carousel
1. 140 positions for different types of sample 

     tubes

2. 25 positions in cooling compartment for 

     calibrators and controls

3. Flexible for STAT, rerun or other routine 

     samples with higher priority

Normal Lane

Dual-needle Sample Probe
1. 1.5μl-25μL, with increment of 0.1μL

2. Clog detection, bubble detection, level 

    detection and tracking

3. Collision protection and auto recovery 

    from collision

System Layout

Individual STAT Lane
1. 32s quick response

2. One touch to initiate analysis 



Advanced Software

Real-time QC Status Monitoring

Westgard Rules and Two-Control Evaluation check

Levey-Jennings chart and Twin-Plot chart for review

Real-time alarm and locating when QC result(s) is out of range

Auto QC setup capability

User-friendly Interface

Unified platform for BS-2000 series, BS-800 series, 

BS-480 and future instrument

Real-time status monitoring of analytical unit, SDM and carousels 

Traceable Test Results

Reagent, calibrator and control information can be recalled from archive history

User-friendly, intuitive software design, easy to trace results

Reflex Function

Pre-defined reflexive assays will be performed automatically when preset criteria is met 

Each assay may involve multiple reflexive criterias

Each criteria may initiate up to a maximum of 20 relevant assays

Test Summary 

Test summary during certain period, including calibration, QC, sample, 

valid tests and rerun tests

Facilitate to computation of total test costs within a defined period

The summary can be archived into excel files or printed for review and backup

Step-by-step Maintenance Guide

Scheduled maintenance and maintenance guide for chemistries and ISE 

Ensure performance reliability and reduce unnecessary service calls

Error report transferrable to service engineers for immediate troubleshooting; 

minimize instrument downtime



Reliable Results

Stable Cooling Compartment

2°C-8°C constant cooling compartment for reagents

Constant cooling compartment for calibrators and controls in sample carousel

Enhanced Optical System

Dual-optical system with same light source

Dual-lens and dual-diaphragm technology

80μl minimum reaction volume

High Precision Aspirating 

1.5μl-25μL, with increment of 0.1μL for sample probe

Non-touch dispensing for sample 

80μl-200μl, with increment of 0.5μl for R11 and R12 probes

10μl-200μl, with increment of 0.5μl for R21 and R22 probes

High Performance Reaction System

Two 6-head mixing units for reagent and samples

Direct solid heating for reaction carousel

Glass cuvettes for permanent use

Efficient Washing System

Interior & exterior probe washing with high pressure pre-heated water 

Programmable enhanced washing with detergent for reagent and sample probes

8-stage cuvette wash station, washing cuvettes with pre-heated detergent and water

Two-step mixer washing with pre-heated detergent and water



Accurate, Reliable Results
To ensure accuracy, reliability and correlation of diagnostic data, Mindray utilizes 

the International Standard in result reporting. To assure ease of report retrieving, 

Mindray establishes the Mindray Clinical Chemistry Measurement System for 

result traceability.

 

Traceability chain of Mindray measurement system (Glu)

Standard reference system

Adopt JCTLM reference system

IFCC primary method for enzyme, ID/MS method for substrate

NIST, IRMM reference materials

JCTLM, Joint Committee On Traceability In Laboratory Medicine

NIST, National Institute of Standards and Technology,USA

IRMM, Institute for Reference Materials and Measurements,EU

IFCC, International Federation of Clinical Chemistry and Laboratory Medicine

Complete traceability process

Complete calibration hierarchy and traceability chain based on 

ISO standard (EN/ISO17511) from reference system to routine 

measurement system

Proficiency testing for reference measurement 

Participate RELA (External quality control for reference laboratory) 

to verify the accuracy of the value assignment procedure. 

 
SI unit,mmol/L

Primary Reference
measurement procedure

CDC Hexokinase
reference method

Mindray standard
Measurement system

End user’ Routine
Mindray

Reference material
SRM 917C

Mindray Master
Calibrator

Mindray Product
Calibrator

Routine Sample

Result

Traceability        Material                                                Procedure    Implementation   Uncertainty
                                                                                                                                                        Uc(y)

Calibration /
Value Assignment

Mindray



International standardization certification

International Standardization certificates of Cholesterol and Hba1c from CRMLN and NGSP. 

More information refers to website (http://www.cdc.gov).

CRMLN (Cholesterol Reference Method of Laboratory Network) 

NGSP(National glycosylated hemoglobin standardization program)

Matched calibrators and controls

Dedicated calibrators with traceability and specific target value

Convenient design of multi items of calibrators and controls combined into one vial

Long shelf life of lyophilized powder

Dedicated, high-quality reagents

Diagnostic function test panels

Test panels such as : Hepatic panel, renal panel, pancreatic panel, lipid panel, cardiac 

panel, diabetic panel, rheumatic factor panel

Reliable analysis performance

EP series standard (CLSI)-evaluate and optimize reagent system for reliable performance 

in precision, linearity, stability, specificity and anti-interference capability

ISO standard manufacturing

Mindray follow straightly the ISO Certified manufacturing process to ensure every lot of 

reagent in production are of supreme quality



Reagent Menu

Hepatic Panel
Alanine Aminotransferase (ALT)

Aspartate Aminotransferase (AST) 

Alkaline Phosphatase (ALP)

γ-GlutamylTransferase (γ-GT)

Bilirubin Direct (Bil-D) DSA Method

Bilirubin Direct (Bil-D) VOX Method

Bilirubin Total (Bil-T) DSA Method

Bilirubin Total (Bil-T) VOX Method

Total Protein (TP)

Albumin (ALB)

Total Bile Acids (TBA)

Prealbumin (PA)

Cholinesterase (CHE)

α-L-fucosidase (AFU)

5'-nucleotidase (5'-NT)

Renal Panel
Urea (UREA)

Creatinine (CREA) Modified Jaffé Method

Creatinine (CREA)Sarcosine Oxidase Method

Uric Acid (UA)

Carbon dioxide (CO2)

Microalbumin

β2-Microglobulin (β2-MG)

Cystatin C (CysC)

Retinol binding protein( RBP)

Cardiac panel
Creatine Kinase (CK)

Creatine Kinase-MB (CK-MB)

Lactate Dehydrogenase (LDH)

α-Hydroxybutyrate Dehydrogenase(α-HBDH)

High sensitive C-reactive protein( HS-CRP)

Homocysteine (HCY)

Myoglobin(MYO)

D-Dimer(D-Dimer)

Inorganic & Anemia
Iron (Fe)

Ferritin (FER)

Transferrin (TRF)

Calcium (Ca)

Magnesium (Mg)

Phosphorus (P)

Unsaturated iron binding capacity (UIBC)

Glucose-6-phosphate dehydrogenase (G6PD)

Lipid Panel 
Total Cholesterol (TC)

Triglycerides (TG)

HDL-Cholesterol (HDL-C)

LDL-Cholesterol (LDL-C)

Apolipoprotein A1 (ApoA1)

Apolipoprotein B (ApoB)

Lipoprotein(a) [Lp(a)]

Immune Panel 
Immunoglobulin A (IgA)

Immunoglobulin G (IgG)

Immunoglobulin M (IgM)

Immunoglobulin E (IgE)

Complement C3 (C3)

Complement C4 (C4)

Diabetes Panel 
Glucose (Glu) GOD-POD Method

Glucose (Glu) HK Method

Hemoglobin A1c (HbA1c)

Fructosamine (FUN)

β-Hydroxybutyrate(β-HB)

Rheumatism Panel 
C-reactive protein (CRP)

Rheumatoid Factor (RF)

Antistreptolysin "O"(ASO)

Pancreatitis Panel 
α-Amylase (α-AMY)

Lipase (LIP)

Lung Panel 
Adenosine Deaminase (ADA)

Angiotensin Converting Enzyme(ACE)



BS-2000 Modular System, the highest throughput chemistry system ever designed by Mindray, is a brand new solution 

package for hospitals and clinical laboratories with high sample volumes. It combines innovation and high performance 

into a fully integrated solution, together with the complete line of original reagents, calibrators with metrological 

traceability and controls. It offers customers a versatile solution with high efficiency, automation and scalability. 

Furthermore it will lay the foundation for further modular integration with Mindray’s future products. 

Flexible Scalability

SCALABILITY



Technical Specifications *

System function 

Fully automated, discrete, random access, STAT sample priority

Throughput:           2000 photometric tests/hour, up to 600 tests/hour for ISE

Measuring Principles: Colorimetry, Turbidimetry and Indirect ISE method 

Methodology:        End-point, Fix-time, Kinetic, optional ISE 

Sample Handling

Sample Carousel:  140 positions, 25 cooling positions for calibrators and controls 

Sample Delivery Module (SDM): Patented double-layer & basket delivery design, 

                                                               up to 600 sample positions

Sample Racks:        10 samples/rack

Sample Probe:        Liquid level detection, clot & bubble detection, horizontal and

                                    vertical collision protection

Sample Volume:    1.5μl-25μL, with increment of 0.1μL

Probe Washing:     Interior and exterior probe washing

                                    Programmable enhanced washing with detergent

                                   Carry over < 0.1%

Automatic Sample Dilution: Pre-dilution, 

                                    post-dilution and auto-dilution for sample

Dilution ratio:         4~134

Barcode Reader:    Integrated bar code scanner in SDM

                                    Sample carousel barcode scanner (optional) 

                                   

Reagent Handling 

Reagent Carousel: 140 positions

                                    Refrigerated compartment (2~8℃)

Reagent Bottle:      Mindray 20ml and 62ml

Barcode Reader:    Bar code scanner for two reagent carousels

Reagent Probe:      Liquid level detection, clot & bubble detection, horizontal

                                    and vertical collision protection

Reagent Volume:   80μl-200μl, with increment of 0.5μl for R11 & R12 probes

                                    10μl-200μl, with increment of 0.5μl for R21 & R22 probes

Probe Washing:     Automatic interior and exterior probe washing

                                    Programmable enhanced washing with detergent

                                    Carry over < 0.1%

Reagent Loading:  Reagent bottles can be online loaded while instrument 

                                    is running 

Reaction System

Reaction Carousel: 412 permanent glass cuvettes with 8-stage automatic 

                                      washing

Cuvette:                     Optical length 5mm

Reaction Volume:   80μl-280μl

Reaction Temperature: 37℃ with fluctuation of ± 0.1℃

Mixing Unit:              Two 6-head highly polished mixing bar units for 

                                      reagent mixing and sample mixing; two-step washing

                                      with pre-heated detergent and water 

     

Optical System 

Light Source:            12V/50W Halogen-tungsten lamp

Photometer:              Holographic concave flat-field gratings

Wavelength:             13 wavelengths: 340nm~850nm

Absorption Range:  0~3.5A (10mm conversion)

Resolution:                 0.0001Abs

ISE Module (Optional)

Indirect Method, Na+, K+, Cl- tests, with 22µl sample volume

Throughput:            up to 600 tests/hour

Operation Unit

Operation System:  Window XP Professional or Windows 7 Professional (32bit)

Working Conditions

Power Supply:         110V/115V~, 60Hz; 220V-240V~, 50Hz; 220V/230V~, 60Hz

Input Power:            4500VA for each analytical unit, SDM: 800VA

Operating Temperature:  15℃~30℃

Relative Humidity:  35%RH~85%RH, without condensation

Water consumption: <85L/hour De-ionized water

Dimension:               1600mm(Length)×1050mm(Depth)×1300mm (Height)  

                                     for each analytical units, 710mm(Length)×1020mm(Depth)

                                     ×1000mm(Height) for SDM

Weight:                      ≤550Kg for each analytical unit, 150kg for SDM

*For single analytical unit

P/N:ENG-BS-2000M-210285x12P-20190428

www.mindray.com

©2017 Shenzhen Mindray Bio-Medical Electronics Co.,Ltd. All rights reserved.
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Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Certificate Holder: Shenzhen Mindray Bio-Medical
Electronics Co., Ltd.
Mindray Building
Keji 12th Road South
High-Tech Industrial Park
Nanshan
518057 Shenzhen
PEOPLE'S REPUBLIC OF CHINA

Certification Mark:

 
Scope of Certificate: See Page 2 for Overall Scope Statement.

Standard(s): ISO 9001:2015

The Certification Body of TÜV SÜD America Inc. certifies that the company mentioned above has established and is 
maintaining a quality management system that meets the requirements of the listed standards.

Report No.: SH2005501

Effective Date: 2020-08-12

Expiry Date: 2023-06-30
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Tina Israel
Manager, US Certification Body,
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Overall Scope Statement Design and Development, Production and 
Distribution of Medical Electronic Equipment 
(including Patient Monitor and Accessories, Vital 
Signs Monitor, Center Monitoring System, Telemetry 
Monitoring System, Pulse Oximeter, Temperature 
Probe, Flow Sensor, Ambulatory Blood Pressure 
Monitor, Defibrillator / Monitor and Accessories, 
Electrocardiograph, Anesthesia Machine and 
Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment 
and Accessories, Digital Radiography System, 
Radiography System, Hematology Analyzer, Clinical 
Chemistry Analyzer, Urine Analyzer, Microplate 
Reader, Microplate Washer for In-Vitro Diagnostic 
Use, Chemiluminescence Immunossay Analyzer, 
Flow Cytometer, (Auto) Sample Processing System, 
Auto Slide Maker and Stainer, Glycohemoglobin 
Analyzer, Specific Protein Analyzer), Reagents for 
Hematology Analyzer, Reagents for Clinical 
Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents 
for Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for 
Glycohemoglobin Analyzer, Disposable Anesthesia 
Mask, Reusable Anesthesia Mask, Respiratory Mask, 
Disposable Breathing Circuit, Reusable Breathing 
Circuit, Heat and Moisture Exchanger, Filter, 
Breathing Bag

http://www.tuvsud.com/
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Facility(ies): Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 Mindray Building, Keji 12th Road South, High-Tech 

Industrial Park, Nanshan, 518057, Shenzhen, 
PEOPLE’S REPUBLIC OF CHINA

  
Facility Scopes:
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor, Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

  
  

http://www.tuvsud.com/


C E R T I F I C A T E
No. QS5 044751 0140 Rev. 02
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Tina Israel
Manager, US Certification Body,
Medical and Health Services

TÜV SÜD America Inc. • 10 Centennial Drive Ste 207 • Peabody, MA 01960 USA • www.tuvsud.com

Facility(ies) Shenzhen Mindray Bio-Medical Electronics Co., Ltd.
 1203 Nanhuan Avenue, Guangming District, 518106 

Shenzhen, PEOPLE’S REPUBLIC OF CHINA
  
Facility Scopes:
 
 

Design and Development, Production and Distribution of 
Medical Electronic Equipment (including Patient Monitor 
and Accessories, Vital Signs Monitor, Center Monitoring 
System, Telemetry Monitoring System, Pulse Oximeter, 
Temperature Probe, Flow Sensor, Ambulatory Blood 
Pressure Monitor , Defibrillator / Monitor and 
Accessories, Electrocardiograph,  Anesthesia Machine 
and Accessories, Ventilator, Air Compressor, Endoscope 
Camera System, Ultrasonic Diagnostic Equipment and 
Accessories, Digital Radiography System, Radiography 
System, Hematology Analyzer, Clinical Chemistry 
Analyzer, Urine Analyzer, Microplate Reader, Microplate 
Washer for In-Vitro Diagnostic Use, Chemiluminescence 
Immunossay Analyzer, Flow Cytometer, (Auto) Sample 
Processing System, Auto Slide Maker and Stainer, 
Glycohemoglobin Analyzer, Specific Protein Analyzer), 
Reagents for Hematology Analyzer, Reagents for 
Clinical Chemistry Analyzer, Chemiluminescence 
Immunoassay Reagents, Chemiluminescence 
Immunoassay Calibrators and Controls, Reagents for 
Flow Cytometer, Reagents for Glycohemoglobin 
Analyzer, Calibrators and Controls for Glycohemoglobin 
Analyzer, Disposable Anesthesia Mask, Reusable 
Anesthesia Mask, Respiratory Mask, Disposable 
Breathing Circuit, Reusable Breathing Circuit, Heat and 
Moisture Exchanger, Filter, Breathing Bag

http://www.tuvsud.com/
















































                                                                        

cTnI Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME]  

cTnI Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

cTnI Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro 

quantitative measurement of cTnI (Cardiac Troponin I) in serum and 

plasma. This test is used as an aid in the diagnosis of myocardial injury 

such as Acute Myocardial Infarction (AMI), Unstable Angina, Acute 

Myocarditis and Acute Coronary Syndrome (ACS). 

[TEST PRINCIPLE] 

cTnI Test Kit (Dry Fluorescence Immunoassay) uses the principle of 

antigen-antibody reaction. The testing sample will migrate forward due to 

capillary action, then the cTnI of the sample will combine with antibody 

which is attached to fluorescence microspheres. This marked complex is 

attached to the detection area of immobilized antibody and the other 

fluorescence microspheres are attached to the control area.  

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. The 

ratio of the two fluorescence values was used to calculate the content of 

the detected substances. 

[MAIN COMPONENTS] 

1. cTnI test strip in a sealed pouch with desiccant........................25 tests 

2. QR code card for calibration.......................................................1 piece 

3. User Manual...............................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum and plasma. Other bodily fluids and samples 

may not get the accurate result. 

2. Plasma can be anticoagulant with heparin and sodium citrate under 

aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours  

after the sample collection.  

4. Serum or plasma sample can be stored at 2°C-8°C for 3 days at most. 

If more than 3 days, it should be stored at -20°C. It is suggested to use 

fresh sample to test. Stale blood sample may not get accurate result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100 

3. Perform QR code calibration when necessary. (Details refer to LS-1100 

User Manual) 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

7. Reaction Time: 10 minutes 

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”. 

For panel outside: After reaction time 10 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to use 

one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 0.5ng/mL 

The cut-off value for cTnI was determined by testing samples from 500 

apparently healthy individuals. The 99th percentile of the concentration 

for cTnI is 0.5ng/mL. (The probability that value of a normal person below 

0.5ng/mL is 99%.) 

It is recommended that each laboratory establish its own reference range 

for the population it serves. 

[INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 40ng/mL, the analyzer 

displays “>40ng/mL”, and if the result is less than 0.05ng/mL, the 

analyzer displays “<0.05ng/mL”. Specific data can be exported through 

related software as needed. 



2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with calf 

serum or negative sample.

[LIMITATION] 

1. This kit is only for the serum and plasma test.

2. The test result of this kit are only one of the diagnostic aids for the 

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, additional 

tests should be performed accordingly. 

[PRODUCT PERFORMANCE] 

1. Measuring Range: 0.05-40ng/mL. 

2. Lower Detection Limit: ≤0.05ng/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook 

test was conducted with reference material exceeding the upper 

limit of linear range, and the detection result was greater than the 

upper limit of detection.  

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date.

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness. 

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.

[REFERENCES] 

1. Yang Zhenhua, Pan Baizhong, Xu. Predictors of Chinese Medical 

Association inspection documents: guidelines for the application of 

markers of myocardial injury. Chinese Journal of laboratory medicine,

2002, 25 (3): 85. 

2. Jin Caining, Xu Guobin, Zhu Lihua, et al. Determination of the 

biological characteristics of human cardiac TnI and its application in 

clinical diagnosis. Journal of clinical test, 2002, 20 (2): 18. 

3. Department of medical administration, ministry of health. National 

operational procedures for clinical examination. Southeast university 

press, 1991. 
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D-Dimer Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME]  

D-Dimer Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

D-Dimer Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro 

quantitative measurement of D-Dimer in human plasma. This test is used 

as an aid in the assessment and evaluation of patients suspected of deep 

vein thrombosis (DVT) and pulmonary embolism (PE), diagnosis of 

disseminated intravascular coagulation (DIC), effective evaluation and 

monitoring the effect of thrombolytic therapy, diagnosis and assessment 

of myocardial infarction and cerebral infarction. 

[TEST PRINCIPLE] 

D-Dimer Test Kit (Dry Fluorescence Immunoassay) uses the principle of 

antigen-antibody reaction. The testing sample will migrate forward due to 

capillary action, then the D-Dimer of the sample will combine with 

antibody which is attached to fluorescence microspheres. This marked 

complex is attached to the detection area of immobilized antibody and 

the other fluorescence microspheres are attached to the control area.  

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. The 

ratio of the two fluorescence values was used to calculate the content of 

the detected substances. 

[MAIN COMPONENTS] 

1. D-Dimer test strip in a sealed pouch with desiccant.................25 tests 

2. Sample diluent........................................................................25 pieces 

3. QR code card for calibration......................................................1 piece 

4. User Manual..............................................................................1 piece 

5. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human plasma. Other bodily fluids and samples may not get 

the accurate result. 

2. Plasma sample can be anticoagulant with heparin and sodium citrate 

under aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours 

after the sample collection.  

4. Plasma sample can be stored at 2°C-8°C for 3 days at most. If more 

than 3 days, it should be stored at -20°C. It is suggested to use fresh 

sample to test. Stale blood sample may not get accurate result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100 

3. Perform QR code calibration when necessary. (Details refer to LS-1100 

User Manual) 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to deliver 100μL sample into one tube of sample diluent. 

Mix gently and thoroughly. And then drop 100μL of mixed fluid into 

the sample port in the test strip. 

7. Reaction Time: 10 minutes 

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”. 

For panel outside: After reaction time 10 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to use 

one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 0.5μg/mL 

D-Dimer concentration is determined using samples obtained from 200 

apparently healthy individuals.  

It is recommended that each laboratory establish its own reference range 

for the population it serves. 



 

 [INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 10μg/mL, the analyzer 

displays “>10μg/mL”, and if the result is less than 0.1μg/mL, the 

analyzer displays “<0.1μg/mL”. Specific data can be exported through 

related software as needed. 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with calf 

serum or negative sample. 

[LIMITATION] 

1. This kit is only for plasma. 

2. The test result of this kit are only one of the diagnostic aids for the 

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, additional 

tests should be performed accordingly. 

[PRODUCT PERFORMANCE] 

1. Measuring Range: 0.1-10μg/mL. 

2. Lower Detection Limit: ≤0.1μg/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook test 

was conducted with reference material exceeding the upper limit of 

linear range, and the detection result was greater than the upper limit 

of detection. 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 

1. Xu guanghui, Chen lixia. Experimental evaluation of quantitative 

determination of plasma d-dimer[J]. Chinese Journal of Misdiagnosis. 

2010, 10(09): 2064-2065. 

2. Chen jiuyan. Detection of d-dimer and its application in the diagnosis 

and treatment of thrombotic diseases. Shanxi Journal of Medicine. 

2008, 37(24): 1123-1125. 
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PCT Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME]  

PCT Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION]  

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

PCT Test Kit (Dry Fluorescence Immunoassay) is intended for in-vitro 

quantitative measurement of PCT (Procalcitonin) in serum and plasma. 

This test is used as an aid in the differential diagnosis of bacterial infection 

and viral infection, early diagnosis and death assessment of sepsis, 

monitoring of therapeutic effect of bacterial infection.  

[TEST PRINCIPLE] 

PCT Test Kit (Dry Fluorescence Immunoassay) uses the principle of 

antigen-antibody reaction. The testing sample will migrate forward due to 

capillary action, then the PCT of the sample will combine with antibody 

which is attached to fluorescence microspheres. This marked complex is 

attached to the detection area of immobilized antibody and the other 

fluorescence microspheres are attached to the control area.  

When the test strip is inserted into the analyzer, the analyzer 

automatically scans two ribbons and detected the fluorescence intensity 

of the composite emission from the testing area and the control area. The 

ratio of the two fluorescence values was used to calculate the content of 

the detected substances. 

[MAIN COMPONENTS] 

1. PCT test strip in a sealed pouch with desiccant........................25 tests 

2. QR code card for calibration.......................................................1 piece 

3. User Manual...............................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 30 minutes once the foil pouch is opened. 

[APPLICABLE DEVICES] 

1. FIC-S100 Dry Fluorescence Immunoassay Analyzer 

2. LS-1000 Dry Fluorescence Immunoassay Analyzer 

3. LS-2000 Dry Fluorescence Immunoassay Analyzer 

4. LS-1100 Dry Fluorescence Immunoassay Analyzer 

5. LS-2100 Dry Fluorescence Immunoassay Analyzer 

6. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

7. LS-7000 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum and plasma. Other bodily fluids and samples 

may not get the accurate result. 

2. Plasma can be anticoagulant with heparin and sodium citrate under 

aseptic conditions. 

3. At room temperature, the test should be performed within 4 hours  

after the sample collection.  

4. Serum or plasma sample can be stored at 2°C-8°C for 3 days at most. 

If more than 3 days, it should be stored at -20°C. It is suggested to use 

fresh sample to test. Stale blood sample may not get accurate result. 

5. The sample before testing should be recovered to room temperature 

(15°C-30°C). 

6. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

2. Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100 

3. Perform QR code calibration when necessary. (Details refer to LS-1100 

User Manual) 

4. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

5. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

6. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

7. Reaction Time: 10 minutes 

For panel inside: Insert the test strip into the analyzer immediately after 

sample dispensing. Then click “Test”. 

For panel outside: After reaction time 10 minutes is elapsed, insert the 

test strip into the analyzer and then click “Test”. 

8. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting to use 

one new batch of kit. 

[EXPECTED VALUE] 

Cut-Off Value: 0.5ng/mL 

CRP concentration is determined using samples obtained from 200 

apparently healthy individuals.  

It is recommended that each laboratory establish its own reference range 

for the population it serves. 

[INTERPRETATION OF RESULT] 

1. If the test result of the sample is more than 50ng/mL, the analyzer 

displays “>50ng/mL”, and if the result is less than 0.1ng/mL, the 

analyzer displays “<0.1ng/mL”. Specific data can be exported through 

related software as needed. 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with calf 



                                                         

serum or negative sample. 

[LIMITATION] 

1. This kit is only for serum and plasma test. 

2. The test result of this kit are only one of the diagnostic aids for the  

clinicians. 

3. The result of the test should be evaluated in the context of all the 

clinical and laboratory data available. In those instances where the 

laboratory results do not agree with the clinical evaluation, additional 

tests should be performed accordingly. 

 [PRODUCT PERFORMANCE] 

1. Measuring Range: 0.1-50ng/mL. 

2. Lower Detection Limit: ≤0.1ng/mL. 

3. Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

4. Within-Run Precision: ≤15%. 

5. Between-Run Precision: ≤15%. 

6. Hook Test: No hook effect with high concentration sample. Hook test 

was conducted with reference material exceeding the upper limit of 

linear range, and the detection result was greater than the upper limit 

of detection. 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 

1. LorrotM, Morhn F, Coste J, et al. Procalcitonin in pediatric emergencies: 

comparison with C-reactive protein. Interleukin and interferon alpha 

in the differentiation between bacteria and viral Infections. Presse 

Medicale, 2000, 29(3): 128-34. 

2. Guven H, Aldntop L, Baydin A, et al. Diagnostic value of procalcitonin 

levels as an early indicator of sepsis. Am J EmergMed, 2002, 20(3): 

202-206. 

3. Balei C, Sungurtekin H, Gttrses E, et a1．Usefulness of procalcitonin 

for diagnosis of sepsis in the intensive cam uni．Crit Care. 2003, 7(1): 

85-90. 

4. Yukioka H, Yoshida G, Kurita S. Plasma procalcitonin in sepsis and 

organ failure. Ann Acad Med Singapore, 2001, 30(5): 528-531. 
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cTnI /CK-MB/Myo Test Kit User Manual 
(Dry Fluorescence Immunoassay) 

 
[PRODUCT NAME] 

cTnI /CK-MB/Myo Test Kit (Dry Fluorescence Immunoassay) 

[PACKAGE SPECIFICATION] 

1 test/kit 

5 tests/kit 

25 tests/kit 

50 tests/kit 

100 tests/kit 

[INTENDED USE] 

cTnI /CK-MB/Myo Test Kit (Dry Fluorescence Immunoassay) is intended 

for in-vitro quantitative measurement of cTnI /CK-MB/Myo (Cardiac 

Troponin I/ Creatine Kinase Isozyme/Myoglobin ) in human serum . 

cTnI is used as an aid in the diagnosis of myocardial injury such as Acute  

Myocardial Infarction (AMI),Unstable Angina, Acute Myocarditis and 

Acute Coronary Syndrome (ACS). 

CK-MB is an important indicator for the diagnosis of acute myocardial 

infarction (AMI), which is secreted into the blood in large quantities 

during the attack.CK-MB began to rise 3-6h when AMI symptoms occur, 

and reached the peak value after 12-24h. If there were no 

complications, the level of CK-MB in the blood would be restored to the 

normal level after 3d; if there were complications, the level of CK-MB in 

the blood would remain high and not decrease. If AMI occurs again, the 

CK-MB that has declined will rise again. CK-MB measurement can also 

be used as a non-invasive evaluation index for myocardial reperfusion 

after thrombolytic therapy.  

Myo can be used as the most sensitive index in the early diagnosis of 

acute myocardial infarction (AMI). 

 

[TEST PRINCIPLE] 

cTnI/CK-MB/Myo Kit (Dry Fluorescence Immunoassay) uses the principle 

of antigen-antibody reaction. The testing sample will migrate forward 

due to capillary action, then the sample will combine with antibody 

which is attached to fluorescence micro-spheres. This marked complex is 

attached to the detection area of immobilized antibody and the other 

fluorescence micro-spheres are attached to the control area. When the 

test strip is inserted into the analyzer, the analyzer automatically scans  

ribbons and detected the fluorescence intensity of the composite 

emission from the testing area and the control area. The ratio of the two 

fluorescence values was used to calculate the content of the detected 

substances. 

[MAIN COMPONENTS] 

1. cTnI/CK-MB/Myo test strip in a sealed pouch with 

desiccant...................................................................................25 tests 

2. QR code card for calibration.......................................................1 piece 

3. User Manual...............................................................................1 piece 

4. Quantitative suction and dropping tube (Optional). 

Note: Do not mix or interchange different batches of kit. 

[STORAGE AND VALIDITY] 

Store the test kit at 4°C-30°C, with a valid period of 18 months. 

Test strip should be used within 60 minutes once the foil pouch is 

opened. 

[APPLICABLE DEVICES] 

1. LS-1000 Dry Fluorescence Immunoassay Analyzer 

2. LS-2000 Dry Fluorescence Immunoassay Analyzer 

3. LS-1100 Dry Fluorescence Immunoassay Analyzer 

4. LS-2100 Dry Fluorescence Immunoassay Analyzer 

5. LS-4000 Hand-Held Dry Fluorescence Immunoassay Analyzer 

6. LS-7000 Dry Fluorescence Immunoassay Analyzer 

7. LS-7100 Microfluidic and Dry Fluorescence Immunoassay Analyzer 

8. LS-3000 Automatic Fluorescence Immunoassay Analyzer 

9. LS-3100 Automatic Fluorescence Immunoassay Analyzer 

[SAMPLE REQUIREMENT] 

1. Used for human serum . Other bodily fluids and samples may not get 

the accurate result. 

2. At room temperature(15°C-30°C), the test should be performed 

within 4 hours after the sample collection. 

3. Serum sample can be stored at 2°C-8°C for 24 hours, can be stored at 

-20°C for 6 months. It is suggested to use fresh sample to test. 

Microbial contamination samples can not be used. 

4. Frozen samples should be completely melted, rewarmed and mixed 

completely before use. Avoid repeated freeze-thaw. It is suggested 

freeze - thaw of sample should not more than 1 time. 

5. Sample Volume: 100μL 

[TEST PROCEDURE] 

1. Collect samples according to user manual. 

Before the test, the sample and test strip should be recovered to room 

temperature (15°C-30°C). 

For LS-1100: 

1. Perform QR code calibration when necessary. (Details refer to 

LS-1100 User Manual) 

2. On the main interface of LS-1100, press “Test” icon to enter testing 

interface. Input patient information, sample information, doctor 

information when necessary. (Details refer to LS-1100 User Manual) 

3. Remove test strip from sealed pouch and put it on a clean table, 

horizontally placed. 

4. Using pipette to drop 100μL sample into the sample port in the test 

strip. 

5. Reaction Time: 10 minutes  

For panel inside: Insert the test strip into the analyzer immediately 

after sample dispensing. Then click “Test”.  

For panel outside: After reaction time 10 minutes is elapsed, insert 

the test strip into the analyzer and then click “Test”. 

6. The result will be shown on the screen and printed automatically. 

Notes: It is required to perform QR code calibration when starting 

to use one new batch of kit. 

[EXPECTED VALUE] 

Reference Range:  



                                                        

cTnI   ≤0.5ng/mL 

CK-MB ≤5ng/mL 

Myo   ≤70ng/mL 

cTnI/CK-MB/Myo concentration is determined using samples obtained 

from 180 apparently healthy individuals.  

It is recommended that each laboratory establish its own reference 

range for the population it serves. 

 [INTERPRETATION OF RESULT] 

1. If the test result of cTnI is more than 40ng/mL, the analyzer displays 

“>40ng/mL”, and if the result is less than 0.1ng/mL, the analyzer 

displays “<0.1ng/mL”. If the test result of CK-MB is more than 

80ng/mL, the analyzer displays “>80ng/mL”, and if the result is less 

than 2ng/mL, the analyzer displays “<2ng/mL”. If the test result of 

Myo is more than 500ng/mL, the analyzer displays “>500ng/mL”, and 

if the result is less than 20ng/mL, the analyzer displays “<20ng/mL”. 

Specific data can be exported through related software as 

needed(Optional) . 

2. When the sample concentration exceeds the detection limit, the 

maximum dilution ratio is 3 times when the sample is diluted with 

calf serum or negative sample. 

[LIMITATION] 

1. The test result of this kit are only one of the diagnostic aids for the 

clinicians. 

2. Samples containing interfering substances may affect the test results, 

and the maximum allowable concentrations are: hemoglobin 

3mg/mL, bilirubin 2mg/mL, and triglyceride 10mg/mL.  

 

[PRODUCT PERFORMANCE] 

1. Measuring Range:   cTnI:   0.1ng/mL～40ng/mL 

CK-MB:  2ng/mL～80ng/mL  

Myo:  20ng/mL～500ng/mL 

2.  Accuracy: Verify with comparison experiments, the relative deviation 

≤15%, the correlation coefficient r≥0.990. 

3.  Within-Run Precision: ≤15%. 

4.  Between-Run Precision: ≤15%. 

 

[PRECAUTIONS] 

1. Only used for in vitro diagnostics. 

2. Do not use the kit beyond the expiration date. 

3. After the test strip is removed from the sealed pouch, it should be 

tested as soon as possible to avoid excessive time in the air, resulting 

in dampness.  

4. Do not reuse the test strip. 

5. The damaged test strip or package cannot be used. 

6. Do not mix the components of different kits.  

[REFERENCES] 

1. Yang Zhenhua, Pan Bozhong, Xu Juntang. Chinese Medical 

Association Test Document: Guidelines for the Application of 

Markers of Myocardial Injury. Chinese Journal of Laboratory 

Medicine,2002,25(3):185-189. 

2. Jin Caining ,Xu Guobin,Zhu Lihua,etc. Determination of Human 

Myocardial TnI and its application in clinical diagnosis. Journal of  

 

 

 

3. Clinical Laboratory,2002,20(2):118-120. 

4. Department of Medical Administration, Ministry of Health. National 

Clinical Laboratory Operating Procedures. Southeast University Press, 

2015 4th edition. 
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Certificate
No. Q5 002596 0002 Rev. 01

Page 1 of 1
TÜV SÜD Product Service GmbH • Certification Body • Ridlerstraße 65 • 80339 Munich • Germany

Holder of Certificate: Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District
210000 Nanjing, Jiangsu Province
PEOPLE'S REPUBLIC OF CHINA

Facility(ies): Lansion Biotechnology Co., Ltd.
No.2 Qiande Road, Science Park, Jiangning District, 210000 
Nanjing, Jiangsu Province, PEOPLE'S REPUBLIC OF CHINA

See Scope of Certificate.
Certification Mark:

 
Scope of Certificate: Design and Development, Production and Distribution of 

Dry Fluorescence Immunoassay Analyzer, 
Dry Fluorescence Immunoassay test kit, 
Coagulation Test Kit(Electrochemistry), 
Handheld coagulation Analyzer

Applied Standard(s): EN ISO 13485:2016 
Medical devices - Quality management systems - 
Requirements for regulatory purposes 
(ISO 13485:2016) 
DIN EN ISO 13485:2016

The Certification Body of TÜV SÜD Product Service GmbH certifies that the company mentioned 
above has established and is maintaining a quality management system, which meets the 
requirements of the listed standard(s). All applicable requirements of the testing and certification 
regulation of TÜV SÜD Group have to be complied with. For details and certificate validity see: 
www.tuvsud.com/ps-cert?q=cert:Q5 002596 0002 Rev. 01  

Report No.: SH20126602
Valid from: 2021-04-12
Valid until: 2024-04-02

Date, 2021-04-12 Christoph Dicks
Head of Certification/Notified Body

http://www.tuvsud.com/ps-cert?q=cert:Q5%20002596%200002%20Rev.%2001%C2%A0
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