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User
Friendly

Getein 1600
Immunofluorescence Quantitative Analyzer

Android system

User-friendly interface

LIS/HIS connectivity

WIFI/4G data transmission

Network printer

Diversified test modes: random, batch, STAT

Intellectualized Software System
Fully-automatic detection

Real-time monitoring of samples and consumables

Visualized reagent interface 

Simple Operation

Meeting multiple needs of emergency
department and central laboratory

Anti
Cross-contamination

Accurate and
Reliable Test

Fully-automatic
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Automatic POCT Traditional POCT
Time-consuming, manual 
operation, human fallibility

Avoid the inaccuracy of results 
caused by human factors

Easily affected by the operatorsStable

Relatively lowRelatively high

Not easy for standardized managementEasy for standardized management

Relatively highRelatively low (low labor costs)

Operation

Stability of Results

Detection Efficiency

Standardization

Detection Cost

VS

TRADITIONAL POCT VS AUTOMATIC POCT

Leading the New Era of POCT !

Fully-automatic sample adding system

Disposable tips with filter elements, which avoid cross-contamination

Automatic calibration, dilution and sample loading

Fully-automatic quality control

25 ℃ temperature control

Accurate and Reliable Test Results
48 samples/run

Continuous loading of different test items

Up to 150 tests/hour

High Throughput
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TECHNICAL PARAMETERS
Methodology

Result

Throughput

Sample Type

Storage Capacity

Language

Screen Display

Power Supply

Working Environment

Dimension

Weight

Leading the New Era of POCT !

Fully-automatic sample adding system

Disposable tips with filter elements, which avoid cross-contamination

Automatic calibration, dilution and sample loading

Fully-automatic quality control

25 ℃ temperature control

Accurate and Reliable Test Results
Automatic barcode scanning of test items

Automatic recognition of reagents

Traceability of Results

Continuous loading of different test items



TECHNICAL PARAMETERS
Immunofluorescence

Quantitative

48 samples/run, 150 tests/hour

Whole blood, plasma, serum, urine, fingertip blood

500000 data

English/Chinese

10.4 inch touch screen

100-240 V~50/60 Hz

Relative humidity ≤70%, air pressure 70.0~106.0 kpa

639 mm×562 mm×728 mm (D×W×H)

Fully-automatic sample loading and detection

Standard SOP documented
Meet the requirements of clinical 
laboratory standards

Easy for Standardized 
Management 

TECHNICAL PARAMETERS
Methodology Immunofluorescence

Result Quantitative

Throughput 48 samples/run, 150 tests/hour

Sample Type Whole blood, plasma, serum, urine, fingertip blood

Storage Capacity 500000 data

Language English/Chinese

Screen Display 10.4 inch touch screen

Power Supply 100-240 V~50/60 Hz

Working Environment Relative humidity ≤70%, air pressure 70.0~106.0 kpa

Dimension 639 mm×562 mm×728 mm (D×W×H)

Weight 45 kg

Automatic barcode scanning of test items

Automatic recognition of reagents

Traceability of Results

Fully-automatic sample loading and detection

Standard SOP documented
Meet the requirements of clinical 
laboratory standards

Easy for Standardized 
Management 

TEST PROCEDURE

*The final interpretation is reserved by Getein Biotech

2 Insert the sample holder 
into the sample chamber.1 Insert cartridge into the instrument, 

the instrument will recognize the 
test item automatically.

Perform pipeline washing 
before daily test.4

LIS Setting

Pipeline Washing

Time Setting

System Debugging

Sensor Setting

Light Path Adjustment

Put the diluent into the 
instrument.3

Diluent position 3

Diluent position 2

Diluent position 1

6 The test results will be shown at Result interface.

5 Do test arrangement at parameters setting interface.
Select test item and sample type, review patient information, 
and press Start to start testing.

Emergency Give priority to emergency sample testing. 1

4/5/6

2/3
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TEST ITEMS

Cardiac Markers

Coagulation Markers

Inflammation

Renal Function

Metabolic Marker

Thyroid Function

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES QUALIFICATION

IF2005 CK-MB/cTnI/Myo Myocardial damage
/infarction S/P/WB

2.50-80.00 ng/mL
0.10-50.00 ng/mL
30.0-600.0 ng/mL

CUT-OFF
VALUE

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
Myo: 70.0 ng/mL

IF2001 cTnI Myocardial infarction S/P/WB 0.10-50.00 ng/mL0.10 ng/mL NMPA

IF2098 TnT Myocardial infarction S/P/WB 10.0-10000.0 pg/mL14.0 pg/mL NMPA

IF2089 BNP Heart failure P/WB 5.0-5000.0 pg/mL100.0 pg/mL NMPA

IF2014 H-FABP Myocardial damage S/P/WB 1.00-120.00 ng/mL6.36 ng/mL NMPA

IF2007 PCT Sepsis, bacterial infection S/P/WB/
Fingertip blood 0.05-50.00 ng/mL0.10 ng/mL NMPA

IF2031 25-OH-VD Osteomalacia, osteoporosis S/P 8.00-70.00 ng/mL30.00-50.00 ng/mL

IF2006 D-Dimer Venous thromboembolism P/WB 0.10-10.00 mg/L0.50 mg/L NMPA

NMPA

IF2018 CK-MB Myocardial injury S/P/WB 2.50-80.00 ng/mL5.00 ng/mL

IF2002 NT-proBNP Heart failure S/P/WB 100-35000 pg/mL300 pg/mL NMPA

IF2024 TSH Thyroid malfunction S/P 0.10-50.00 μIU/mL0.27-4.20 μlU/mL NMPA

NMPA

NMPA

NMPA

NMPA

IF2016 CK-MB/cTnI/H-FABP Myocardial damage
/infarction S/P/WB

2.50-80.00 ng/mL
0.10-50.00 ng/mL

2.00-100.00 ng/mL

CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL
H-FABP: 6.36 ng/mL

NMPA

IF2012 CK-MB/cTnI Myocardial damage
/infarction S/P/WB 2.50-80.00 ng/mL

0.10-50.00 ng/mL
CK-MB: 5.00 ng/mL
cTnI: 0.10 ng/mL

IF2003 hs-CRP+CRP Cardiovascular inflammation
/normal inflammation

S/P/WB/
Fingertip blood 0.5-200.0 mg/L3.0 mg/L

10.0 mg/L

NMPAIF2008 CysC Acute and chronic
renal diseases S/P/WB 0.50-10.00 mg/L0.51-1.09 mg/L

NMPA

NMPA

IF2090 SAA/CRP Neonatal sepsis, 
Bacterial/virus infection

S/P/WB/
Peripheral blood

5.0-200.0 mg/L
 0.5-200.0 mg/L

SAA: 10.0 mg/L
CRP: 10.0 mg/L

NMPAIF2015 PCT/CRP Sepsis, bacterial infection S/P/WB/
Fingertip blood

0.10-50.00 ng/mL
0.5-200.0 mg/L

PCT: 0.10 ng/mL
CRP: 3.0 mg/L

NMPAIF2044 SAA Bacterial/Virus infection S/P/WB/
Fingertip blood 5.0-200.0 mg/L10.0 mg/L

IF2088 IL-6 Acute inflammation S/P/WB/
Peripheral blood 1.5-4000.0 pg/mL7.0 pg/mL

NMPAIF2009 mAlb Diabetic nephropathy,
hypertensive nephropathy Urine 10.0-200.0 mg/L20.0 mg/L

IF2022 T3 Hyperthyroidism, 
hypothyroidism S/P 0.30-10.00 nmol/L1.30-3.10 nmol/L

fT3 Hyperthyroidism, 
hypothyroidism S/P/WB 0.60-50.00 pmol/L3.10-6.80 pmol/L

NMPAIF2011 β2-MG Acute and chronic 
kidney diseases/tumours S/P/WB 0.50-20.00 mg/L0.80-3.00 mg/L

NMPAIF2010 NGAL Acute kidney injury S/Urine 50.0-5000.0 ng/mLSerum: 200.0 ng/mL
Urine: 100.0 ng/mL

IF2023 T4 Hyperthyroidism, 
hypothyroidism S/P 5.40-320.00 nmol/L59.00-154.00 nmol/L

fT4

IF2067

IF2068 Hyperthyroidism, 
hypothyroidism S/P/WB 0.30-100.00 pmol/L12.00-22.00 pmol/L

Diabetes Mellitus
NGSP
IFCC

NMPA
IF2017 HbA1c Diabetes mellitus WB 2.00%-14.00%3.80%-5.80%

IF2019 hs-cTnI Myocardial infarction S/P/WB 0.010-50.000 ng/mL0.040 ng/mL NMPA

NEW

NEW



Coming Soon: Folate�

Reproduction/Fertility

Tumor Markers

Infectious Disease

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES QUALIFICATIONCUT-OFF

VALUE

IF2013 HCG+β Fertility S/P 5.0-100000.0 mIU/mL5.1 mIU/mL

IF2053 tPSA Prostate cancer S/P 0.50-100.00 ng/mL4.00 ng/mL

IF2057 Anti-HCV Hepatitis C S/P 1.00-20.00 S/CO1.00 S/CO

NMPA

NMPA

NMPA

NMPA

NMPA

IF2048 PRL Infertility, gonadal disorders S/P 0.50-200.00 ng/mLRefer to User Manual

IF2055 LH Homeostasis fertility regualtion S/P 0.20-150.00 mIU/mLRefer to User Manual

IF2056 FSH PCOS, infertility evaluation 
and pituitary disorders S/P 0.20-150.00 mIU/mLRefer to User Manual

IF2050 AFP Liver cancer, cancer of 
ovaries or testicles, etc. S/P 2.0-500.0 ng/mL7.0 ng/mL

IF2066 AMH Fertility, PCOS, gonadal function, 
precocious/late puberty S/P 0.10-20.00 ng/mLRefer to User Manual

IF2071 Prog Infertility, evaluation of ovulation S/P 0.10-40.00 ng/mLRefer to User Manual

IF2076 ASO
Rheumatic fever, acute 
glomerulonephritis, group 
A streptococcal infection

S/P/WB 60.0-1370.0 IU/mL400.0 IU/mL

IF2095
SARS-CoV-2

Neutralizing Antibody COVID-19
S/P/WB/

Fingertip bloodRefer to User Manual

IF2072 fPSA Prostate cancer S/P 0.05-30.00 ng/mL1.00 ng/mL

IF2051 CEA Cancer marker: 
colon cancer etc. S/P 2.0-500.0 ng/mL4.7 ng/mL

IF2058 Anti-TP Syphilis S/P 1.00-50.00 S/CO1.00 S/CO

IF2059 Anti-HIV AIDS S/P 1.00-1000.00 S/CO1.00 S/CO

IF2064 HBsAg Hepatitis B S/P 1.00-100.00 IU/mL1.00 IU/mL

IF2063 Anti-HBs Hepatitis B S/P/WB 10.00-1000.00 mIU/mL10.00 mIU/mL

IF2084 2019-nCoV IgM/IgG COVID-19 S/P/WB1.00 COI

Others

IF2069 Total IgE Allergic disorders S/P/WB 1.00-2000.00 IU/mLRefer to User Manual

IF2077 Ferritin Anemia/tumors S/P 0.50-1000.00 ng/mLMale: 30.00-400.00 ng/mL
Female: 13.00-150.00 ng/mL

Specific Protein and Rheumatism
IF2075 RF Rheumatoid arthritis S/P/WB 10.0-640.0 IU/mL15.9 IU/mL

IF2029 Anti-CCP Rheumatoid arthritis S/P/WB 10.0-400.0 U/mL25.0 U/mL

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

IF2073 Testosterone Female polycystic ovary syndrome, 
male testosterone insufficiency S/P 0.10-16.00 ng/mLMale: 1.75-7.81 ng/mL

Female: 0.10-0.75 ng/mL

IF2074 E2 Ovarian function S/P 40.0-4800.0 pg/mLRefer to User Manual

NEW IF1136 Dengue NS1 Ag Dengue virus infection S/P/WB 0.50-50.00 S/CO1.00 S/CO



FSC NMPA NGSP IFCC

Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China 
Tel: +86-25-68568508/68568594
Fax: +86-25-68568500
E-mail: sales@getein.com.cn; overseas@getein.com.cn
Web: www.getein.com
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Certificate of Registration
QUALITY MANAGEMENT SYSTEM - ISO 13485:2016

This is to certify that: Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China

基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Holds Certificate No: MD 728432
and operates a Quality Management System which complies with the requirements of ISO 13485:2016 for the
following scope:

Please see scope page.

For and on behalf of BSI:
Graeme Tunbridge, Senior Vice President Medical Devices

Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
Latest Revision Date: 2023-04-26 Expiry Date: 2026-07-25

Page: 1 of 3

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.
An electronic certificate can be authenticated online.
Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +86 10 8507 3000.

Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.

https://pgplus.bsigroup.com/CertificateValidation/CertificateValidator.aspx?CertificateNumber=MD+728432&ReIssueDate=26%2f04%2f2023&Template=cnen


Design & Development, Manufacture and Distribution of Chemiluminescence Immunoassay, Biochemistry
Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), PCR Assay and Colloidal Gold self-testing Assay to detect infectious disease. Design &
Development, Manufacture and Distribution of Analyzers in use of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal Gold Assay, Immunofluorescence Assay, Dry
Chemistry Assay), PCR Assay to detect infectious disease, Immunofluorescence self-testing Assay to detect
dyslipidemia disease, Blood Coagulation Assay to detect thrombotic disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫荧光法，干式化学法）试
剂，传染病相关PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于化学发光法试剂，生化试剂，
即时诊断（包括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，血脂异常疾病
相关免疫荧光自测试剂，血栓疾病相关血凝试剂配套使用的分析仪。
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Information and Contact: BSI, John M. Keynesplein 9, 1066 EP Amsterdam The Netherlands. Tel: +31 (0) 20 3460 780
BSI Group The Netherlands B.V., registered in the Netherlands under number 33264284, at John M. Keynesplein 9, 1066 EP Amsterdam, The Netherlands
A Member of the BSI Group of Companies.
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Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包
括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于
化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫
荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，
血脂异常疾病相关免疫荧光自测试剂，血栓疾病相关血凝试剂
配套使用的分析仪。

Getein Biotech, Inc.
No. 6 KeFeng Road
Jiangbei New District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京
江北新区
科丰路6号
邮编：211505

Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
生产化学发光法试剂，生化试剂，即时诊断（包括胶体金法，
免疫荧光法，干式化学法）试剂和传染病相关胶体金自测试
剂。 生产用于化学发光法试剂，生化试剂，即时诊断（包括
胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂，血脂异常疾病相关免疫荧光自测试剂，血
栓疾病相关血凝试剂配套使用的分析仪。
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CERTIFICATE 
 

Getein Biotech 
hereby certifies 

 

Mr. Vitalie Goreacii 

from Sanmedico SRL. 
 

Completion of Getein Products Technical and Operational Training 

& Qualification of After-sales Service 
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