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              Document No.: GP-GMSQ-2023121301 

                 Letter of Authorization  

To whom it may concern, 

 

We, Getein Biotech, Inc. (No.9 Bofu Road, Luhe District, Nanjing, 211505, China), hereby authorize 

Sanmedico SRL (Address: Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 10  

) as our official and non-exclusive distributor for registration, promoting, selling, distributing and providing 

after-sale services of under-mentioned product in the territory of Moldova only:  

FIA8000 Quantitative Immunoassay Analyzer and Reagents 

Getein1100 Immunofluorescence Quantitative Analyzer and Reagents 

Getein1160 Immunofluorescence Quantitative Analyzer and Reagents 

Getein 1600 Immunofluorescence Quantitative Analyzer and Reagents 

Sanmedico SRL will comply with the laws and regulations of the countries and regions where they are located 

in and where they are selling mentioned product.  

Sanmedico SRL will carry out marketing efforts to fulfill service and maintenance for above mentioned 

products and will provide with users benefits of having a local stock of above mentioned products and on-

time delivery with every order, supported by a local service in local language.   

 

This authorization starts from 1st Jan, 2024 and will be valid to 31th, December, 2024 . 

 

Getein Biotech, Inc. has the right to terminate the authorization before validity and will inform Sanmedico 

SRL with 10 days in advance. 

  

 

Getein Biotech, Inc. 

Seal & Signature 

 

Authority Person Name: Steven Zhou 

Authority Person Position: Regional Manager 

Date: 2023.12.13 
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Exclusive Distributor Agreement 

 

    This agreement is made and entered into by and between the parties concerned on 1th Jan, 2022 in 

Nanjing, China on the basis of equality and mutual benefit to develop business on terms and conditions 

mutually agreed upon as follows: 

 

1. The Parties Concerned 

 

Party A: Getein Biotech,Inc. 

Add:   No.9 Bofu Road, Luhe District, Nanjing (211505) China. 

Tel:    86-25-68568519 

Fax:    86-25-68568500 

 

Party B: Sanmedico SRL 

    Add:   Republic of Moldova, Chisinau, MD-2059, Petricani street, 88/1, office 10 

Tel:    373 22 62 30 32 

 

2. Appointment 

Party A hereby appoints Party B as its exclusive distributor in the Republic of Moldova for the 

promotion, sales, and after-sale services etc. of products (Refer to Item3) from Party A and Party B accepts 

and assumes such appointment. 

 

3. Products               List A 

 One Step Test for CK-MB/cTnI/Myo (Colloidal Gold)(Quantitative)    

 Cardiac Troponin I Fast Test Kit(Colloidal Gold)(Quantitative)   

 One Step Test for CK-MB (Colloidal Gold)(Quantitative)    

 One Step Test for CK-MB/cTnI (Colloidal Gold)(Quantitative)   

 One Step Test for H-FABP(Colloidal Gold)(Quantitative)  

 One Step Test for NT-proBNP/cTnI(Colloidal Gold)(Quantitative)   

 One Step Test for hs-CRP(Colloidal Gold)(Quantitative)            

 One Step Test for D-Dimer(Colloidal Gold)(Quantitative)          

 One Step Test for NT-proBNP(Colloidal Gold)(Quantitative)  

 One Step Test for HbA1c(Colloidal Gold)(Quantitative)  

 One Step Test for PCT(Colloidal Gold)(Quantitative)  

 One Step Test for HCG(Colloidal Gold)(Quantitative)  

 One Step Test for mAlb(Colloidal Gold)(Quantitative)  

 One Step Test for β2-MG(Colloidal Gold)(Quantitative)  

 One Step Test for CysC(Colloidal Gold)(Quantitative)  

 One Step Test for NAGL(Colloidal Gold)(Quantitative) 

 One Step Test for TSH(Colloidal Gold)(Quantitative) 
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CK-MB/cTnI/Myo Fast Test Kit(Immunofluorescence Assay) 

     Cardiac Troponin I Fast Test Kit(Immunofluorescence Assay) 

     NT-proBNP/cTnI Fast Test Kit(Immunofluorescence Assay) 

     hs-CRP Fast Test Kit(Immunofluorescence Assay) 

     D-Dimer Fast Test Kit(Immunofluorescence Assay) 

     NT-proBNP Fast Test Kit(Immunofluorescence Assay) 

     PCT Fast Test Kit(Immunofluorescence Assay) 

     mAlb Fast Test Kit(Immunofluorescence Assay) 

     B2-MG Fast Test Kit(Immunofluorescence Assay) 

     CysC Fast Test Kit(Immunofluorescence Assay) 

     NAGL Fast Test Kit(Immunofluorescence Assay) 

     HbA1c Fast Test Kit(Immunofluorescence Assay) 

     TSH Fast Test Kit(Immunofluorescence Assay) 

     T3 Fast Test Kit(Immunofluorescence Assay) 

     T4 Fast Test Kit(Immunofluorescence Assay) 

PRL Fast Test Kit(Immunofluorescence Assay) 

LH Fast Test Kit(Immunofluorescence Assay) 

FSH Fast Test Kit(Immunofluorescence Assay) 

AMH Fast Test Kit(Immunofluorescence Assay) 

tPSA Fast Test Kit(Immunofluorescence Assay) 

25-OH-VD Fast Test Kit(Immunofluorescence Assay)     

     Getein 1100 Immunofluorescence Quantitative Analyzer 

Getein 1600 Immunofluorescence Quantitative Analyzer 

 

                           

 

4. Territory: 

In Republic of Moldova only.  

 

   Meanwhile Party B will not distribute for competitive firms identical or similar products, nor will 

associate directly or indirectly with the competitive firms in the field of products covered by this 

agreement; otherwise, party A has the right to decide whether to terminate the contract immediately or 

not. 

 

5. Prices 

Prices are stable for 12 months from the start of this agreement. Party A will not increase the prices 

subjectively, unless the raw material suppliers increase their prices. In case price increases have to be 

announced, Party B has to be informed at least one month (30 days) in advance. 

 

This agreement shall come into force from Jan 1st,2022to Jan 1st,2024,is valid for 24 months. 

 

6.Delivery 
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    Party A shall establish a delivery term for each Party B’s order, which shall not exceed 4 weeks after 

the payment is received. Party A will advise Party B about the day of dispatching, with all requested 

information concerning the dispatched products.  

 

7. FORCE MAJEURE 

  If the performance of any part of this agreement interfered with new laws or governmental 

restrictions, war, civil commotions, riots, strike lockout, acts of God such as flood, fire or any other similar 

causes which are beyond the control of the parties, no party shall be responsible for delay or failure of 

performance of this agreement for such length of time and to the extent performance is made impossible. 

In this case, the parties shall immediately negotiate to what extent deliveries that could not be executed 

can be carried out executed. 

 

8.Payment Term 

 

   Every order Party B shall pay 50% by TT in advance, the rest of 50% will be paid within 30-60 days after 

the goods arrives. Due to financial audition, all the credit payment should be cleared by December 31th, 

2022. 

 

If Party B is unable to pay, Party B will agree to use fixed assets or real estate to offset the loan. Party A has 

the right to bring a lawsuit against Party B in China according to relevant Chinese laws. 

 

9. Sales target 

 

Yearly sales volume is 200,000 USD, which include both analyzers and strips. Party B agrees and accepts 

the sales volume... 

 

10. Governing Law 

The agreement is subject to the International Trade Law. Any dispute concerning this agreement shall 

be settled in accordance with the International Trade Law either through negotiation or through legal 

proceedings if negotiation has failed.  

 

11.Declaration of Conformity. 

Getein Biotech,Inc. declares herein the above mentioned device (Refer to Item3) meets the basic 

requirements of the European Parliament and the Council’s in vitro diagnostic medical devices directive: 

98/79/EC Annex III.  

This declaration of conformity is based on European Parliament and the Council’s 98/79/EC directive 

Annex III. The compiled technical file and quality system document according to 98/79/EC directive Annex 

III are testified and the quality system certificate has issued by TÜ V Rheinland （Shanghai）Co., Ltd.  

 

12. Intellectual Property Agreement 

Party A reserves the right of goods design, drawing, plane graph specification, technology, data and 

information, technological process, the marketing plan of intellectual property rights which included the 
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Party A provide technical services to the Party B in the process of producing intellectual achievements . 

Without the Party A 's written consent, the Party B shall not disassemble the goods and the accompanying 

software, decoding, encoding, or any other reverse engineering by themselves or other third party. 

 

13. Final Provisions 

Attachments are an integral part of this contract, have the same legal effect with this contract; This 

contract was made in English with two originals, each party holds one, it is effective at the same time, and 

have the same legal effect. 

Any change, modification, cancellation of this contract, to be replaced shall be made after agreed by 

both parties in writing. 

 

 

 

 

Party A: Getein Biotech,Inc.                    Party B: Sanmedico SRL 

Date:                                      Date:       

Represented by: Steven Zhou                  Represented by: Vitalie Goreacii 

Regional Sales Manager                                    Director  

 















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。

Certificate No: MD 728432

Registered Scope:

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

Page: 2 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


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。

Certificate No: MD 728432
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Original Registration Date: 2020-05-29 Effective Date: 2023-07-26
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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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Reference Code：GP-DT-018-07-19                                                                  Issued by 07/26/2019 

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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OPTIMIZED POINT-OF-CARE SOLUTION

MAKING TEST EASY

Immunofluorescence Quantitative Analyzer
Getein 1100

Stock Code: 603387



Sample Transfer Test Card Insert Click “Start” Icon

Sample Transfer Timing the Reaction Manually Click “Start” Icon

OPERATION MODES

HIGHLY EFFICIENT & ACCURATE

Advanced fluorescence immunoassay 

Multiple quality control

REAL-TIME AND RAPID TEST

One-step test 

3-15 min/test

5 sec/test for multiple tests
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Advanced fluorescence immunoassay 
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OPERATION MODES

HIGHLY EFFICIENT & ACCURATE

Advanced fluorescence immunoassay 

Multiple quality control

REAL-TIME AND RAPID TEST

One-step test 

3-15 min/test
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Getein 1100



Result Show and Print

Result Show and Print

REAL-TIME AND RAPID TEST CONVENIENT OPERATION 

RFID card calibration

Keyboard and mouse connectivity through USB port

Handwriting input available

Continuous test for 3 hours with optional lithium battery

USER-FRIENDLY INTERFACE

7-inch touch screen

Android system

7-inch Touch Screen1 Test Card Slot3

SD Card Recognition Zone2 SD Card Slot4

USB Slot5

Built-in Thermal Printer6
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TECHNICAL PARAMETERS

Result

Sample Type

Storage Capacity

Language

Methodology

CONVENIENT OPERATION 

RFID card calibration

Keyboard and mouse connectivity through USB port

Handwriting input available

Continuous test for 3 hours with optional lithium battery

USER-FRIENDLY INTERFACE

7-inch touch screen

Android system

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

7-inch Touch Screen Test Card Slot3

SD Card Recognition Zone SD Card Slot4

USB Slot5

Built-in Thermal Printer6

1
6

2

3



TECHNICAL PARAMETERS
Immunofluorescence

Result Quantitative

Sample Type WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

Storage Capacity 10000 data

Language English/Chinese/Spanish/Portuguese

Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

Methodology

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity

TECHNICAL PARAMETERS
Immunofluorescence

Quantitative

WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

10000 data

English/Chinese/Spanish/Portuguese

Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

PORTABLE DESIGN

Small in size: 261 ×241 ×115 mm

Light in weight: 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity

TECHNICAL PARAMETERS

WB, Plasma, Serum, Urine, Stool, 
Nasal swab, Saliva, Capillary blood

English/Chinese/Spanish/Portuguese

Screen 7-inch touch screen

Power Supply 100-240 V~50 Hz/60 Hz, 60 VA

Working Environment
Temperature: 10-35℃
Relative humidity ≤70%
Air pressure 70.0~106.0 kpa

Dimensions 261 mm×241 mm×115 mm (D×W×H)

Weight 2.0 kg

LARGE MEMORY

Up to 10,000 results storage capacity



TEST ITEMS

Cardiac Markers

Coagulation Marker

Inflammation

Renal Function

Metabolic Marker

Thyroid Function

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATION

100 μL 10 minIF1005 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

100 μL 10 minIF1001 cTnI Myocardial infarction S/P/WB 0.10-50.00 ng/mL0.10 ng/mL NMPA

100 μL 15 minIF1098 TnT Myocardial infarction S/P/WB 10.0-10000.0 pg/mL14.0 pg/mL NMPA

100 μL 10 minIF1089 BNP Heart failure P/WB 5.0-5000.0 pg/mL100.0 pg/mL NMPA

100 μL 3 minIF1014 H-FABP Myocardial damage S/P/WB 1.00-120.00 ng/mL6.36 ng/mL NMPA

100 μL 15 minIF1007 PCT Sepsis, bacterial infection S/P/WB 0.05-50.00 ng/mL0.10 ng/mL NMPA

40 μL 15 minIF1031 25-OH-VD Osteomalacia, osteoporosis S/P 8.00-70.00 ng/mL30.00-50.00 ng/mL

100 μL 10 minIF1006 D-Dimer Venous thromboembolism P/WB 0.10-10.00 mg/L0.50 mg/L NMPA

NMPA

100 μL 10 minIF1018 CK-MB Myocardial injury S/P/WB 2.50-80.00 ng/mL5.00 ng/mL

100 μL 10 minIF1002 NT-proBNP Heart failure S/P/WB 100-35000 pg/mL300 pg/mL NMPA

100 μL 15 minIF1024 TSH Thyroid malfunction S/P 0.10-50.00 μIU/mL0.27-4.20 μlU/mL NMPA

NMPA

NMPA

NMPA

NMPA

100 μL 10 minIF1016 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

100 μL 10 minIF1012 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

10 μL 3 minIF1003 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

NMPA10 μL 3 minIF1008 CysC Acute and chronic
renal diseases S/P/WB 0.50-10.00 mg/L0.51-1.09 mg/L

NMPA

NMPA

10 μL 5 minIF1090 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

NMPA100 μL 15 minIF1015 PCT/CRP Sepsis, bacterial infection S/P/WB 0.10-50.00 ng/mL
0.5-200.0 mg/L

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

NMPA10 μL 5 minIF1044 SAA Bacterial/Virus infection S/P/WB/
Fingertip blood 5.0-200.0 mg/L10.0 mg/L

100 μL 15 minIF1088 IL-6 Acute inflammation S/P/WB/
Peripheral blood 1.5-4000.0 pg/mL7.0 pg/mL

NMPA100 μL 3 minIF1009 mAlb Diabetic nephropathy,
hypertensive nephropathy Urine 10.0-200.0 mg/L20.0 mg/L

40 μL 15 minIF1022 T3 Hyperthyroidism, 
hypothyroidism S/P 0.30-10.00 nmol/L1.30-3.10 nmol/L

100 μL 15 minfT3 Hyperthyroidism, 
hypothyroidism S/P/WB 0.60-50.00 pmol/L3.10-6.80 pmol/L

NMPA10 μL 3 minIF1011 β2-MG Acute and chronic 
kidney diseases/tumours S/P/WB 0.50-20.00 mg/L0.80-3.00 mg/L

NMPA10 μL 10 minIF1010 NGAL Acute kidney injury S/Urine 50.0-5000.0 ng/mLSerum: 200.0 ng/mL
Urine: 100.0 ng/mL

100 μL 15 minIF1023 T4 Hyperthyroidism, 
hypothyroidism S/P 5.40-320.00 nmol/L59.00-154.00 nmol/L

100 μL 15 minfT4

IF1067

IF1068 Hyperthyroidism, 
hypothyroidism S/P/WB 0.30-100.00 pmol/L12.00-22.00 pmol/L

Diabetes Mellitus
NGSP
IFCC

NMPA
10 μL 5 minIF1017 HbA1c Diabetes mellitus WB 2.00%-14.00%3.80%-5.80%

NEW



Coming Soon: FOB, Folate�

W
PT3-11-09

Reproduction/Fertility

Tumor Markers

Infectious Disease

Cat. # TEST ITEMS DISEASES MEASURING 
RANGE

SAMPLE
TYPES

SAMPLE
VOLUME

REACTION 
TIME QUALIFICATIONCUT-OFF

VALUE

100 μL 15 minIF1053 tPSA Prostate cancer S/P 0.50-100.00 ng/mL4.00 ng/mL

100 μL 15 minIF1057 Anti-HCV Hepatitis C S/P 1.00-20.00 S/CO1.00 S/CO

100 μL 15 minIF1050 AFP Liver cancer, cancer of 
ovaries or testicles, etc. S/P 2.0-500.0 ng/mL7.0 ng/mL

10 μL 10 minIF1076 ASO
Rheumatic fever, acute 
glomerulonephritis, group 
A streptococcal infection

S/P/WB 60.0-1370.0 IU/mL408.0 IU/mL

40 μL 15 minIF1095
SARS-CoV-2

Neutralizing Antibody COVID-19
S/P/WB/

Fingertip bloodRefer to User Manual

100 μL 10 minIF1072 fPSA Prostate cancer S/P 0.05-30.00 ng/mL1.00 ng/mL

100 μL 15 minIF1051 CEA Cancer marker: 
colon cancer etc. S/P 2.0-500.0 ng/mL4.7 ng/mL

100 μL 15 minIF1058 Anti-TP Syphilis S/P 1.00-50.00 S/CO1.00 S/CO

100 μL 15 minIF1059 Anti-HIV AIDS S/P 1.00-1000.00 S/CO1.00 S/CO

100 μL 15 minIF1064 HBsAg Hepatitis B S/P 1.00-100.00 IU/mL1.00 IU/mL

100 μL 15 minIF1063 Anti-HBs Hepatitis B S/P/WB 10.00-1000.00 mIU/mL10.00 mIU/mL

100 μL 10 minIF1084 2019-nCoV IgM/IgG COVID-19 S/P/WB1.00 COI

100 μL 15 minIF1091 SARS-CoV-2 Antigen COVID-19 Nasal swab/Saliva1.00 COI

Others

100 μL 15 minIF1069 Total IgE Allergic disorders S/P/WB 1.00-2000.00 IU/mLRefer to User Manual

10 μL 15 minIF1077 Ferritin Anemia/tumors S/P 0.50-1000.00 ng/mLMale: 30.00-400.00 ng/mL
Female: 13.00-150.00 ng/mL

100 μL 15 minIF1052 PG I/PG II Atrophic gastritis, 
stomach cancer S/P PG I: 1.0-200.0 ng/mL

PG II: 1.0-100.0 ng/mL
PG I<70.0 ng/mL
PG I/PG II<3.0 ng/mL

3 drops 
(about 100 µL) 10 minIF1047 H. pylori H. pylori infection Stool 1.0-200.0 ng/mL5.0 ng/mL

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

NEW

FSC NMPA NGSP IFCC

Specific Protein and Rheumatism
10 μL 10 minIF1075 RF Rheumatoid arthritis S/P/WB 10.0-640.0 IU/mL15.9 IU/mL

100 μL 15 minIF1086 Influenza A/B Respiratory viral infection Nasal swab1.00 S/CO

100 μL 15 minIF1136 Dengue NS1 Ag Dengue virus infection S/P/WB 0.50-50.00 S/CO1.00 S/CO

10 μL 15 minIF1029 Anti-CCP Rheumatoid arthritis S/P/WB 10.0-400.0 U/mL25.0 U/mL

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

100 μL 10 minIF1013 HCG+β Fertility S/P 5.0-100000.0 mIU/mL5.1 mIU/mL NMPA

NMPA

NMPA

NMPA

NMPA

NMPA

100 μL 15 minIF1048 PRL Infertility, gonadal disorders S/P 0.50-200.00 ng/mLRefer to User Manual

100 μL 15 minIF1055 LH PCOS, infertility evaluation S/P 0.20-150.00 mIU/mLRefer to User Manual

100 μL 15 minIF1056 FSH PCOS, infertility evaluation 
and pituitary disorders S/P 0.20-150.00 mIU/mLRefer to User Manual

200 μL 15 minIF1066 AMH Fertility, PCOS, gonadal function, 
precocious/late puberty S/P 0.10-20.00 ng/mLRefer to User Manual

100 μL 15 minIF1073 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

100 μL 15 minIF1071 Prog Infertility, evaluation of ovulation S/P 0.10-40.00 ng/mLRefer to User Manual

100 μL 15 minIF1074 E2 Ovarian function S/P 40.0-4800.0 pg/mLRefer to User Manual
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Warnings, Precautions and Limitations 
a. Read this user manual carefully to obtain optimum performance from your 

analyzer. 

b. Only used for in vitro diagnostic analysis of human whole blood, plasma, serum, 

urine, stool and swabs. 

c. To avoid fire, electric shock or personal injuries, please turn off the power 

immediately and disconnect the power plug when any liquid seeps into the 

instrument, or the instrument leaks, emits smoke or a smell. 

d. Take proper safeguard measures in accordance with health and safety standards 

in the local country. 

e. Specimens and reagents may have potentially biological risks of infection. 

Operators should wear laboratory protective clothing and gloves required by the 

operation regulations of laboratory safety to avoid potential biological infection 

or contamination. 

f. All the test kits and consumables should be disposed of after a single use. Proper 

handling and disposal methods should be established by the laboratory director in 

accordance with local, status and federal regulations. 

g. Operators or person in charge shall be trained on cautions and operation 

instructions before operating the analyzer.  

h. If the instrument is used in a manner not specified by the manufacturer, the 

protection provided by the instrument may be impaired. 
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Symbols & Description 

 
Manufacturer 

 
Date of manufacture 

 
Consult instructions for use or consult electronic 

instructions for use 

 Serial number 

 
In Vitro diagnostic medical device 

 Catalogue number 

 CE Mark 

 
Authorized representative in the European 

Community/European Union 

 
Warning 

 
Warning; Biological hazard 

 
This way up 

 
Fragile, handle with care 

 
Keep away from sunlight 

 
Keep dry 

 
Stacking limit by number 

 
Atmospheric pressure limitation 

 
Humidity limitation 

 
Temperature limit 
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1.Introduction 

1.1 Intended Use 
Getein 1100 Immunofluorescence Quantitative Analyzer (hereinafter called Getein 

1100) is an analyzer for processing Getein test kits and analysis of markers for 

cardiovascular diseases, renal diseases, inflammation, fertility, diabetes mellitus, 

bone metabolism, tumor and thyroid. This manual contains instructions for the use 

of Getein 1100 and general instructions for testing specimens and quality control 

materials. 

1.2 Product Description 
Getein 1100 is used to measure concentration of biomarkers in human whole blood, 

serum, plasma, urine, stool and swabs. The results can be used as an aid in clinical 

diagnosis of laboratory and point of care testing. 

1.3 Product Principle 
1.3.1 Overview: Running a Test 

Apply sample (for example, serum) to the test card, insert the test card into Getein 

1100 after a certain time (outside mode) or immediately (inside mode) and click the 

“Start” icon. Then the concentration of biomarkers in the sample will be measured 

and the result will be displayed (Fig.1-1). The test results can be transmitted to the 

lab or hospital information system (LIS or HIS) when the analyzer is connected to a 

computer. 

Inside Mode (single sample rapid test mode)  

 

Dispense sample              Insert test card                              Click “Start”                       Show and print result 

Quick mode (mass samples rapid test mode) 

 

Dispense sample    Time the reaction manually                    Click “Start”                     Show and print result 

Fig.1-1 Running a Test 
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1.3.2 Working Principle 

The detection element scans the binding area and converts the optical signal to 

electrical signal. The voltage variation between test line and background has a linear 

relationship with the antigen concentration which can be used to calculate the 

concentration. In conclusion, the antigen concentration in whole blood, plasma, 

serum, urine, stool and swabs can be calculated quantitatively according to the 

optical signal of the test line. 

1.4 List of Icons 

Icon Name Function 

 Patient Information Name, Gender, Age, Sample ID and Barcode 

can be edited here. 

 Power Connection Power is connected 

 Battery Built-in lithium battery. 

 Search Search results by name, sample ID or time. 

 ON Indicate the function is on. 

 OFF Indicate the function is off. 
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2.Installation 

2.1 Unpacking 

Check the analyzer and accessories with the packing list (Table 2-1). If you find any 

parts missing or any damages caused by improper transportation, contact your local 

agent or Getein’s after-sales support immediately. 

Table 2-1 Getein 1100 Packing List 
 

No. Description Model Unit Quantity 

1 Device Getein 1100 set 1 

2 Power Adapter 12 V 5 A pc 1 

3 Printing Paper 57 × 35 mm pc 1 

4 Data Cable  pc 1 

5 User Manual (Device)  pc 1 

6 Qualification Certificate & 
Warranty Card 

 pc 1 

7 Lithium Battery 6.4 Ah pc Optional 

8 Barcode Scanner  pc Optional 

 

 
Fig.2-1 Getein 1100 and Main Accessories 
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2.2 Analyzer Configuration 
Getein 1100 is composed of control system, optical system, display unit, analog 

signal acquisition system, mechanical drive system, etc. 

Front and rear view of Getein 1100 are shown in Fig.2-2 and Fig.2-3. 

 
Fig.2-2 Front View of Getein 1100 

 
Fig.2-3 Rear View of Getein 1100 

2.3 Main Interface 

Status Information 

It mainly includes the status of power, battery and SD card, current date and time. 

Test Information 

It mainly includes patient information, test card information and result information. 

System Menu 

It mainly includes Test, Search and Settings. 

Test: see details in 3.4.  

Search: see details in 3.5.  

Settings: see details in 4.1~4.7. 
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Fig.2-4 Main Interface 

2.4 Performance Summary 
2.4.1 Basic Parameters 

Model 
Operating Wavelength  

(nm) 

Detection Range 

 (mV) 

Resolution 

(mV) 

Getein 1100 635 ± 5 0 ~ 15000 1 

2.4.2 Performance Indexes 

Blank Count Voltage of the blank QC card should be less than 100 mV 

Linearity r ≥ 0.95 in the detection range from 0 mV to 15000 mV 

Repeatability 
CV ≤ 2% within range [100-15000] mV; 

CV ≤ 10% within range [0-100) mV 

Stability 
The voltage variation of the same standard card with a fixed 

concentration tested within 1 hour should be within ±10% 

2.4.3 Technical Specifications 

Touch Screen 7-inch LCD touch screen, 1024 × 600 

Communications 

Two USB ports for barcode scanning and software update  

COM port for PC 

Ethernet port for LIS 
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Data Storage 10,000 data 

Dimensions 261mm × 241mm × 115mm 

Weight 2.0 kg 

Operating 

Environment 

Temperature         10℃ ~ 35℃ 

Relative humidity         ≤ 70% 

Air pressure         70.0kPa ~ 106.0kPa 

Storage 

Temperature         -40℃ ~ +55℃ 

Relative humidity         ≤ 93% 

Air pressure         50.0kPa ~ 106.0kPa 

Power Supply 100 - 240V~ 50/60Hz 60VA 

2.5 Installation Requirements 
2.5.1 Environment 

Dry, clean, flat and horizontal surface away from direct sunlight, wind, hot source, 

noise source, power interferences, electronic brush type engine and mechanical 

vibration. 

2.5.2 Space Requirement 

Place Getein 1100 at a horizontal position and reserve enough space for the reagents. 
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2.6 Setup 
2.6.1 Loading Paper 

1) Open the printer cover. 

2) Place the printing paper into the printer with carbon sensitive surface facing the 

screen. 

3) Pull out approximate 5 cm of paper from the roll, and then close the cover. 
 

a). Open the printer cover       b). Load paper          c). Close the printer cover 

 

Fig.2-5 Loading Paper 

2.6.2 Barcode Scanner Connection (Optional) 

Connect the barcode scanner via USB port in the lateral of the analyzer (see details 

in the instruction of scanner). 

2.6.3 Lithium Battery (Optional) 

1) The battery capacity can be shown by 4 icons. They are     
which represent low, medium, high and full power respectively. 

2) The charging time of lithium battery is 6 hours and the battery can work for at 

least 3 hours (Note: The charging time and working time will change over time). 

3) To avoid being affected by the low power and extend battery lifetime, please 

charge the analyzer when a low battery is indicated . 

2.6.4 Power Connection 

1) Use the adapter packed together with Getein 1100. 

Power supply: 100 - 240V~, Frequency: 50/60Hz 

2) Connect power with Getein 1100 through the AC/DC adapter. 

3) Press the power switch to turn on the analyzer. 
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3. Operation 

3.1 Preparations before Power On 
Please confirm whether the analyzer is ready for use according to the following steps 

before turning on the power switch. 

1) Check whether the power supply is ready or connected safely. 

2) Check whether the printing paper is enough and correctly loaded. 

3.2 Power On 
Press the switch to turn on the analyzer, and then system will start its self-checking 

and then enter the Test Interface. 

Test Interface mainly includes Patient Information, Test Card Information and Result 

Information. Users can input patient information and select test item, sample and 

test mode as required (Fig.3-1). Barcode can be scanned through the scanner or 

inputted by the user; No. is generated automatically and cannot be modified. 

 

Fig.3-1 Test Interface 

3.3 SD Card Calibration 
To guarantee the accuracy of measurement and the comparability of data, 

calibration is required before patient samples testing. Please use the corresponding 

SD card to calibrate the analyzer before testing different batches of kits (Note: SD 

card for different batches cannot be exchanged). 

Steps: Attach the SD card to the SD card recognition zone, and the analyzer would 

show the prompt. Click “OK” to import the test card parameters (Fig.3-2). 

Note: User can also insert the SD card into the SD card slot to do the calibration. 
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Fig.3-2 SD Card Calibration 

3.4 Sample Test 
User can perform sample test by the following steps (Fig.3-3): 

1) Edit patient’s information if needed. 

2) Click “Start” after inserting the card. Test item will be auto-recognized and the 

result will be shown on the screen after the test is completed. Users can also see 

the voltage waveform by sliding to the left. 

3) Normally, the test card will auto-quit after testing. If not, click the “Quit” icon. 

 
 

Fig.3-3 Sample Test 

Note: 

1) Do not switch the interfaces during the measurement. 

2) Test items vary in sample volume and reaction time. Refer to the user manual of 

the specific item for accurate information. 
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3.5 Result Query 
3.5.1 Query 

Click the “Search” icon to switch to result query interface. There are three ways to 

query results (Fig.3-4). 

 
Fig.3-4 Query Interface 

1) Input full or part of the Name or Sample ID (Fig.3-5). 

 
Fig.3-5 Search by Name and Sample ID 
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2) Select required Date & Time (Fig.3-6). 

 
Fig.3-6 Search by Date & Time 

3.5.2 Result Deletion 

Select a result and slide it to the left. Click “Delete” and a prompt will be shown in 

the following interface (Fig.3-7). Then Click “OK” to delete it. 

 
 

Fig.3-7 Result Deletion 
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3.5.3 Test Report 

Click on the test result for the detailed test report (Fig.3-8). In the report interface, 

three icons “Print”, “Save” and “Upload” are listed. Slide to the left to view the test 

voltage waveform. 

Print: click to print the test result. 

Save: click to save the modifications. 

Upload: click to transmit data to the information management system. 

 

Fig.3-8 Test Report 
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Patient information is editable in case that user forgets to input or input wrong 

information. No., test item and result are not editable (Fig.3-9). Click the “Save” 

button after editing. 

 
Fig.3-9 Edit Patient Information 

3.6 Shutdown 
In any interface, user can press the switch to shut off the analyzer directly. 

3.7 Waste Disposal 
Liquid waste, used test cards, consumables and other wastes, including instrument at 

the end of life, are considered as medical waste, industrial waste or source of 

infection. Please handle them properly in accordance with local regulations. 

 

  

 
Biological hazard 

 Follow and obey lab safety rules and guideline. Wear protective goggles, 
surgery gloves and laboratory coat to avoid the potential biological pollution 
risks. 

 Disposal of medical wastes should be in accordance with the local 
regulations. 
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4.Settings 
The installation and debugging of analyzer are performed before it leaves the factory. 

Operators can reset certain parameters in Settings to meet your laboratory’s specific 

requirements. 

Click the “Settings” icon to switch to the setting interface (Fig.4-1). There are 7 icons: 

Communications, Print Setting, Test Setting, Reaction Time, System Setting, System 

Version and Debug Mode. 

 

Fig.4-1 Settings 

4.1 Communications Setting 
It mainly includes Serial Port Status, Communication Mode, Communication Test, 

Communication Protocol, Communication Timeout and Barcode Test (Fig.4-2). 

Note: 

 Click “ ” to the right of Communication Status to enable communication 

function; the system baud rate is 9600. 

 Communication Mode includes Serial Port and WiFi. 

 Click Communication Test to send test data through the selected serial port or 

Ethernet port 

 Communication Timeout (10s, 30s, 1min and 5min) can be selected as the 

disconnection standard of Getein 1100 with the host computer. 

 Click Barcode Test to perform barcode testing with a barcode scanner. The test 

result will be displayed in Barcode Testing.  

 Communication Protocol should be selected by or with the assistance of after-

sales personnel. 
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Fig.4-2 Communications Setting 

4.2 Print Setting 
It mainly includes Auto Print Status and Print Test (Fig.4-3). 

 

Fig.4-3 Print Setting 
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4.3 Test Setting 
It mainly includes Sample and Test Mode (Fig.4-4). 

 
Fig.4-4 Test Setting 

4.4 Reaction Time 
This interface displays the reaction time imported from SD card (Fig.4-5). 

Note: Do not change the reaction time manually unless it is incorrect. 

 

Fig.4-5 Reaction Time 
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4.5 System Setting 
It mainly includes Screen Saver, Language, System Date/Time and Factory Reset 

(Fig.4-6). 

 
Fig.4-6 System Setting 

4.6 System Version 
In this interface, user can check the version of analyzer, serial number (SN) and the 

number of compatible assays (Fig.4-7). 

 
Fig.4-7 System Version 
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4.7 Debug Mode 
Debugging functions are for Getein’s after-sales support to debug the instrument. 

To avoid system parameters being modified by accident, users are not granted the 

access to the debugging interface. 

 
Fig.4-8 Debug Mode 
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5.Maintenance and Troubleshooting 

5.1 Maintenance 

Getein 1100 requires minimal maintenance. Clean the surface with wet cloth and 70% 

ethanol (Turn off the analyzer and ensure the power plug is unconnected before 

cleaning in case of short circuit and electric shock). Do not clean any internal parts 

or inner surface. Strong bleach solution (0.5% or higher) is forbidden as oxidant 

solvent may damage the surface or the touch screen of analyzer. 
 

Maintenance Item Every Day Every Week Every Month When needed 

Dedusting  √   

SD Calibration    A new batch used 

Replace Printing  
Paper 

   Printing paper used up 

Replace LED Lamp    Light intensity 
weakened 

Replace Lithium  
Battery 

   Battery damaged 

5.2 Precautions 
1) Please place the analyzer at a horizontal position for good operation. 

2) Under power outage situation, please wait for 30 seconds before restarting the 

analyzer. 

3) Only reagents supplied by Getein can be used on Getein 1100. Refer to the specific 

user manual for more details. 

4) Preheat the analyzer for 20 minutes before testing to ensure the accuracy and 

reliability of results. 

5) Dispose of the used test cards in accordance with the local regulations, as the 

sample and reagents may have potential risk of biological infections. 

6) Please operate the analyzer according to the requirements of the instruction for 

long-term reliable work. 

7) The personnel who operate the PC software should be familiar with the Windows 

XP, Windows 7 system together with the software installation and uninstallation. 

8) Results will be stored automatically in the analyzer and can be recovered 

automatically after the analyzer is powered off. All data will be cleared if users 

select "Factory Reset” function. 

9) Do not disassemble the analyzer. Operation done by laypeople may damage 

analyzer. 

10) Please charge the analyzer when low battery is indicated. 
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5.3 Troubleshooting 
If there is a malfunction during operating, alarm prompts will pop up. 

Error Cause Solution 

Invalid test card No C line or shallow C line 
Check the shelf life and test 
again with a new card 

Sample type 
selection error 

Inconsistent test item and 
sample type 

Correct the sample mode, and 
re-test 

Test item 
recognition error 

SD card calibration not 
performed or barcode 
recognition failure 

Do SD card calibration. Change a 
new card with a clear barcode 

Lot error 
Inconsistent test card with 
information stored in the 
analyzer 

Re-calibration with the SD card 
(same Lot No. with the test card) 
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6. Appendix 

6.1 Copyright 
Getein Biotech, Inc. 

Instrument Name: Immunofluorescence Quantitative Analyzer  

Model: Getein 1100 

Version: V3.1 

Issue Date: 2023.11 

6.2 Statement 
 Getein Biotech Inc. owns the copyright to this non-published manual and has 

the right to take it as confidential information. This manual is provided for 

operation, maintenance and repair for Getein 1100 only. Anyone has no right 

to make this manual public.  

 This manual contains proprietary information which is protected by copyright 

law. Copyright of this manual belongs to Getein Biotech Inc. Any content in this 

manual cannot be copied, reproduced or translated into other languages 

without the written consent of Getein.  

 No warranties of any kind are made by Getein regarding this manual. Getein 

takes no responsibility for any consequential damages caused by errors in this 

manual.  

 Getein holds the authority of the modification for contents of the manual 

without informing prior to it.  

6.3 Manufacturer Responsibility 
 Getein will only be responsible for instrument safety, reliability and 

performance in following cases: installation, upgrade, calibration, repair and 

maintenance are done by personnel assigned by Getein; users develop a 

regular maintenance plan and perform strictly. 

 Hospitals or institutions who use this instrument should make a regular 

maintenance plan and perform strictly, otherwise inappropriate operations 

may lead to instrument failure or even endanger people’s health. 

 Getein will conditionally provide circuit diagram, calibration specifications and 

other documents required to assist the appropriate personnel to finish 

maintenance or repair under situations users can do themselves.  

 Use only as directed. Getein will take no responsibility for protection failure of 

the analyzer caused by the analyzer being used in a manner not consistent with 

the instructions in this manual.  
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6.4 Analyzer Lifespan 
The lifespan of Getein 1100 is 8 years (continuous working time no more than eight 

hours every day) under standardized operation and proper maintenance. 
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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
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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

Getein 1600



                                                                      

                                                                                 

 

Getein1600 Immunofluorescence Quantitative Analyzer 

User Manual 

 

 

 

Getein Biotech, Inc. 

Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China 

Tel: 86-25-68569089 

                        Fax: 86-25-68568500 

                        E-mail: tech@getein.com.cn  

http://www.bio-GP.com.cn 

Lotus Global Co., Ltd. 

                        Add: 15 Alexandra Road, London UK, NW8 0DP 

                        Tel: 44-20-75868010 

                        Fax: 44-20-79006187     

 



                                                                      

                                                                                 

Contents 

 
Getein1600 Immunofluorescence Quantitative Analyzer ........................................................................... 1 

User Manual ............................................................................................................................................... 1 

Chapter 1 INTRODUCTION ....................................................................................................................... 1 

1.1 Summary ....................................................................................................................................... 1 

1.2 Detection Principle ........................................................................................................................ 2 

1.3 Performance Summary ................................................................................................................. 2 

1.4 Configuration and Operation ......................................................................................................... 4 

Chapter 2 INSTALLATION ......................................................................................................................... 8 

2.1 Package ........................................................................................................................................ 8 

2.2 Installation Requirements ............................................................................................................. 8 

2.3 Analyzer Installation ...................................................................................................................... 9 

Chapter 3 TEST INSTRUCTION .............................................................................................................. 10 

3.1 Operation Preparation ................................................................................................................. 10 

3.2 Booting ........................................................................................................................................ 10 

3.3 Main Interface .............................................................................................................................. 11 

3.4 Sample loading ........................................................................................................................... 12 

3.5 Sample Detection ........................................................................................................................ 15 

3.6 Result .......................................................................................................................................... 16 

3.7 Result Query ............................................................................................................................... 17 

3.8 Waste Treatment ......................................................................................................................... 18 

Chapter 4 SYSTEM SEETING AND ABOUT ........................................................................................... 19 

4.1 Software Update ......................................................................................................................... 19 

4.2 Comm Setting ............................................................................................................................. 20 

4.3 System Debug ............................................................................................................................. 20 

4.4 Print Test and Print Setting ......................................................................................................... 20 

4.5 Time Setting ................................................................................................................................ 20 

4.6 Screen Calibration ...................................................................................................................... 21 

4.7 Language Setting ........................................................................................................................ 22 

4.8 Pipeline Washing ........................................................................................................................ 23 

4.9 IP Setting ..................................................................................................................................... 23 

4.10 Sensor Setting........................................................................................................................... 24 

4.11 About ......................................................................................................................................... 25 

Chapter 5 COMMUNICATION (OPTIONAL) ............................................................................................ 26 

5.1 Summary ..................................................................................................................................... 26 

5.2 Software Name and Version ....................................................................................................... 26 

5.3 Environment Requirement .......................................................................................................... 26 

5.4 Software Installation and Instructions ......................................................................................... 26 

Chapter 6 HELP ....................................................................................................................................... 27 

6.1 Notes ........................................................................................................................................... 27 

6.2 Contraindication .......................................................................................................................... 27 



                                                                      

                                                                                 

6.3 Alerts ........................................................................................................................................... 27 

6.4 Maintenance ................................................................................................................................ 28 

6.5 Troubleshooting........................................................................................................................... 32 

6.6 Storage, Transport Conditions and Methods .............................................................................. 32 

Chapter 7 ATTACHMENT ......................................................................................................................... 35 

 

 

 

 

 



                                                                      

                                                                                 1 

Chapter 1 INTRODUCTION 

1.1 Summary 

The manual consist of the operation instruction of Getein1600 Immunofluorescence 

Quantitative Analyzer (hereinafter referred to as Getein1600) and the general maintenance 

method. Read this manual carefully and operate strictly to obtain optimum performance 

from your Getein1600. 

Name and Model 

Name：Getein1600 Immunofluorescence Quantitative Analyzer 

Model：Getein1600 

Intended Use 

Getein1600 is used to quantitative detection of biomarkers in human whole blood, serum, 

plasma or urine samples with matching immunofluorescence assay test kits. The test result 

can be used as an aid in the clinical diagnosis. Together with different test kits, Getein1600 

can be used to determine 14 different biomarkers in human blood or urine quantitatively:  

1) cTnI, 2) NT-proBNP, 3) hs-CRP, 4) CK-MB, 5) Myo, 6) D-Dimer, 7) PCT, 8) mAlb, 9) 

CysC, 10) β2-MG, 11) NGAL,12) HCG, 13) HbA1c, 14) H-FABP. 

Test Kits 

Test kits are suitable for Getein1600 as they constitute a whole system, the matching test 

kits produced by Getein Biotech, Inc. also.  

 

 

 

Examine each test card before use, as the card damage may affect the test result. If the 

packaging box is damaged, please check if damage exists in the internal and do not use 

the test card. Test kits should be used and preserved refer to the package insert included in 

the kit. Please pay attention to its matters need attention, when using chemical reagent. 

NOTE 

Please use the matching in vitro diagnostic test kits produced by Getein to ensure 

the analyzer work properly and get reliable result. 
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Maintenance Service 

Please refer to the instructions of chapter 6 in this manual, if the device does not work 

normally. 

Please contact with our service engineer if the malfunction cannot be solved after referring 

to chapter 6. 

1.2 Detection Principle 

The Principle of Matching Reagent  

The test uses a monoclonal antibody conjugated with fluorescence latex and another 

capture monoclonal antibody. After the sample has been applied to the test strip, the 

fluorescence latex-labelled monoclonal antibody binds with the analyte in sample and 

forms a marked antigen-antibody complex. This complex moves to the test card detection 

zone by capillary action. Then marked antigen-antibody complex is captured on the test line 

by another anti-human monoclonal antibody to form a ‘Sandwich’ complex. 

The Principle of Analyzer  

The measuring instrument scan the area the marker and the analyte binding with 

automatically to obtain an optical signal, then collect and analyze the optical signal to 

calculate the quantitative results. 

1.3 Performance Summary 

Instrument Classification  

Medical Devices Category class: immunoassay system of clinical analytical instruments 

(code: 6840-3), administrative categorization is HLA-II.  

Installation Category (transient overvoltage category): II 

Degree of Pollution: n°2 

Basic Parameters 

Table 1-1 Basic parameters of Getein1600 

Model Work wavelength range (nm) Detection range（mV） Resolution（mV） 

Getein1600 635 ± 5 0-3200 1 

NOTE 

Please refer to the label and user manual of the test kits to operate properly and safely. 
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Performance Indexes 

Blank count: The voltage of blank QC card should be less than 100 mV. 

Linearity: r ≥ 0.95 in the detection range from 0mV to 3200 mV. 

Repeatability: CV ≤ 2%   

Stability: Voltage change should not larger than ±2% when test the standard card of the 

same concentration within 1 hour. 

Sample Loading Characteristics 

Serum，plasma，whole blood and urine sample volume：10~200 μl (different test items may 

have different sample type and sample volume, details refer to the reagent insert.) 

Measurement Performance 

Different items’ concentration is got from the different reaction voltage and the particular 

performance parameters should combine with matching reagent performance, details refer 

to the reagent insert. 

Display 

10.4 inch LCD color touch screen, 800×600 resolution 

Input and Output 

Touch screen, two RS232 serial ports, ethernet interface, USB-A export, barcode scanner  

Storage Capacity 

10000 group data 

Built-in Thermal Printer 

Printer has been equipped with thermal printing paper 

Reagent 

The matching test kits 

Power 

Input: 100 V~240 V, 50 Hz~60 Hz     

Power: 280 VA  

Normal Operating Conditions 

Temperature: 10℃~35℃ 

Relative humidity: ≤ 70% 
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Air pressure: 70.0 kPa~106.0 kPa 

Supply voltage: AC100 V~AC240 V±10% 

Power frequency: 50 Hz~60 Hz ± 1 Hz 

Transportation and Storage Environment 

Storage temperature: -40℃~+55℃ 

Storage humidity: ≤93% 

Air pressure: 50.0 kPa~106.0 kPa 

Size 

639 mm (Length) × 562 mm (Width) × 728 mm (Height) 

Net Weight 

45 kg 

1.4 Configuration and Operation  

Getein1600 is composed of control system, optical system, display unit, analog signal 

acquisition system, mechanical drive system, software CD. Details as follows:  

Main Engine 
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Interpretation on the figures above: 

1. Storage zone for washing solution bottle and waste liquid bottle  

2. Waste reagents container 

3. Cartridge zone 

4. Display screen 

5. Sample chamber 

6. Printer 

7. Waste tip chamber 

8. Serial port, Ethernet interface, USB interface, etc 

1 

3 

4 

5 

2 

6 

7 

8 
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Screen Display                   

 

Fig.1-1 Screen structure chart 

1. System menu zone: sample detection, result query, system settings and instrument 

information.  

2. Sub-menu area for sample detection: click to check reaction time, detection status and 

consumable status. 

3. Sample holder display zone: sample holder status and sample detection status will be 

displayed in real time. 

4. Barcode information display zone: display the last barcode. 

5. Test card status zone: display current test card’s name, quantity, batch number and 

position. 

6. Consumable information zone: display current status of diluent, tips and plate.    

7. Instrument information zone: display LIS and U disk status count down the detection 

time and pause, continue, stop the operation can be chose display current prompt 

message and fault message.  

Operation Principle 

Getein1600 achieved the breakthrough that from a single index to multiple indexes 

detection that contributed to the combination of disk automatic testing device and the timing 

control software. It solved the problem of time allocation of different test items and improved 
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the testing efficiency in the maximum extent.  

Disk automatic testing device is composed of a synchronous wheel, motor, belt, a plate, a 

bearing seat and the supporting shaft. When the test kit is delivered to the disk automatic 

testing device by propelling unit, the disk will prioritize the short reaction time item 

according to the set detection sequence and other items are awaiting to be detected. When 

the current test item detection is finished, then the awaiting items will get into the test 

window in succession and repeat the previous process.  

After operator chose the detection items or analyzer read the items in database, software 

will read measuring sequence, analysis items and assign the detection task to each 

turntable position automatically. At the same time, the propelling unit will deliver the 

corresponding test kits to the matching turntable position. Moreover, the sample loading 

device will dilute the sample and add mixture to the corresponding test kits automatically. 

Finally, the software will processing and analysis the detection results according to the test 

items and arrange the next batch detection through coordinate all the operations. 

In order to ensure the accuracy and the comparability of the data, each test kit has a 

information card for the correction of the instrument. The information card including test 

item, reaction time, sample volume and equation parameters. The instrument will read the 

card information automatically after putting in cartridge. 
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Chapter 2 INSTALLATION 

2.1 Package 

Please check the appearance after opening the package carefully, if you find any damage 

here, please contact with our customer service department immediately. 

Please check the analyzer refer to packing list to ensure the configuration is complete, if 

you find any parts missing, contact our agents in your area, or contact our customer service 

department directly. 

All accessories and consumables related to analyzer should be provided by the 

manufacturer, otherwise the stability and precision can be affected. 

2.2 Installation Requirements 

Installation Environment 

The environment of the instrument placed should be dust-free, no mechanical vibration, no 

noise source and no power supply interference, far away from electronic brush type engine, 

flashing fluorescent lamp and electric devices used frequently. Avoid direct sunlight and 

away from heat and wind. 

Space Requirement 

The instrument should be placed on an experiment table where is convenient to place test 

kits. With the rear of the analyzer is the cooling fan, ensure that the distance from the rear 

wall is greater than 50 cm, so as to ensure proper cooling. Equipment installation should 

allow sufficient space for maintenance. 

 

Power Requirements 

Power supply: AC100 V~AC240 V±10% 

Power frequency: 50 Hz~60 Hz±1 Hz 

Maximum power dissipation: 280 VA 

NOTE 
The instrument should be placed in the horizontal plane. 
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2.3 Analyzer Installation    

Printer Paper Installation 

Open the printer door by pressing the key on the left side of the printer. 

Put the printing paper into the printer, printing surface upside and back to the thermal head. 

Leave the scrap of the paper outside of the door and close the printer door. 

Power Installation 

Use only the AC power adapter provided with the Getein1600 and connect the power plug 

with the electric outlet properly. 
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Chapter 3 TEST INSTRUCTION 

3.1 Operation Preparation 

Before power the system on, please check the system as the following steps to make sure 

the system can be used normally.  

NOTE: Do not place the instrument close to the wall and in front of any obstacles which 

may lead to abnormal operations. If the instrument is still unavailable after these 

procedures, please turn off electrical power and contact our after-sales support. Clean and 

disinfect the edge of the instrument insertion port periodically with alcohol cotton. 

Check Cable 

Check if the power cable is broken and if the apparent copper exposed phenomenon 

existed, whether the power plug is connected with the electric outlet which conforms to the 

requirements. If you have any questions please replace the power line or other safety 

electric outlet. 

Check Printer 

Check if the printing paper is installed correctly and enough.   

Check Sample and Diluent Zone 

Pull the sample storehouse out, check if there are some foreign objects and take out. 

Check if there has tip on the mechanical arm and lift it down to avoid contamination to the 

new batch of samples.  

3.2 Booting 

1. Turn on the power switch of the analyzer after appearance inspection. 

2. The system will check its plate, hardware, mechanical arm and optical system 

automatically.   

3. After system initialization is complete, the system will enter the main interface, as shown 

in Fig.3-1. 
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Fig 3-1 Initialization interface 

3.3 Main Interface 

The instrument enter into the main interface after power on (shown in Fig.3-2) and the 

display options allow the operator to specify sample loading, system parameter setting, 

movement parameter setting, consumables filling, fault alarm processing, pause and stop 

sample loading. 

 

Fig.3-2 Main interface 

Measurement system:  

Following items can be tested: ‘cTnI’, ‘NT-proBNP’, ‘hs-CRP’, ‘NT-proBNP/cTnI’, 

‘CK-MB/cTnI/Myo’, ‘D-Dimer’, ‘PCT’, ‘mAlb’, ‘CysC’, ‘β2-MG’, ‘NGAL’, ‘H-FABP’, ‘PCT/CRP’, 
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‘CK-MB/cTnI/H-FABP’, ‘HbA1c’, ‘HCG’. 

Sample loading system: touch button ‘1’ to ‘6’ for sample loading setting of 8 blood 

collection tube in each sample frame, single sample loading, load sample in whole row or 

continuous sample loading can be chose, if needed. 

Barcode status: display the barcode of current blood collection tube in sample frame which 

is convenient to check the barcode information. 

Consumables status: information of tips, 2 kinds of diluent, mixing plate and 3 kinds of 

cartridges needed are shown in the screen. 

Turntable status: display the most current information on the sample and each cartridge 

on-plate the turntable. 

Result and query: used to check current result and edit requirements for results query. 

System settings: used to set analyzer basic status and operating parameters. 

About: used to check the version and other basic information of analyzer. 

External device status: used to display the status of LIS and U disk connection. 

Test time remaining: display the time remaining to be completed for all the test. 

Pause/continue: sample loading can be broken off when emergency circumstances 

happens, press “continue” button to continue measurement. 

Stop sample loading: after pressing ‘Stop’ button, clear out all of arrangement information 

that waiting to measure except for test card in disk, and stop sample loading. 

Alarm information: display current prompt and fault information of analyzer, press this 

window to check the specific treatment method and all of prompt information within 7 days. 

Time status: current time and date are shown at the top right of the screen. 

3.4 Sample loading 

 

Load the samples after processed in the detection zone, set the parameters according to 

the sample numbers and test items (one sample can be used to test three items at most). 

The sample holder can identify whether it is in right place automatically, while samples in 

wrong location unable to complete sample loading. Click the number on the sample zone to 

WARNING 

Please do not contact with the patient's blood or urine directly! 
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add test item as shown in the Fig.3-3.  

Selecting item and sample type firstly, if there are eight samples to be tested, click the 

button ‘Whole row sample loading’; if the number of samples is less than eight, select the 

sample to load by selecting the number corresponding to the desired sample, then click the 

number of samples you want to test, the instrument will automatically check the 

‘Continuous sample loading’ mode, then click ‘Detect’ button to start. 

Emergency test: click the button ‘Emergency test’ on the dialog box to ensure the sample 

be measured timely after prior test cards had been loaded sample. 

 

Fig 3-3 Sample loading 

Users can edit ID number according to requirement, ID number can accumulate 

automatically. Users can delete previous ID number and re-enter the new number when 

setting sample loading mode. 

The following interface will appear the test sample arrangement completed. 
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Fig 3-4 Sample loading results 

The analyzer is equipped with automatic scanner, after connecting the bidirectional LIS, 

analyzer can automatically identify the number and items of samples required to measure. 

When scanning, sample to be tested should be inserted into sample frame according to 

direction of attached barcode scanning area, and insert sample frame into the instrument 

sample chamber with a constant speed, as shown in Fig 3-5. 

 

Fig 3-5 Scan barcode 

After connecting analyzer with LIS, analyzer can scan barcode automatically to obtain 

information of sample to be tested. Samples failed to be scanned will not be displayed on 

screen and barcode can be edited after pressing edit icon. As shown in Fig 3-6. 



                                                                      

                                                                                 15 

 

Fig 3-6 Scan barcode 

After sample to be tested arranged finished, press ‘Start measure’ button to start pushing 

the card and sample loading. To view the arranged sample and test card state can click 

‘Turntable Status’ button located on the right side of ‘sample testing’ home page, to view 

samples specific information this time. During the detection, sample projects has been 

added and the remaining test time shows in the interface. 

 

Fig 3-7 Turntable status 

3.5 Sample Detection 

48 dots in 6 column indicating samples detection status: Red means measurement 

completed, yellow means sampling completed, green means to be measured. It’s unable to 
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edit again when a column of sample haven’t finish sample loading. Avoid pulling out of 

sample holder during the sample loading. Otherwise, analyzer will automatically cancel all 

of pre-arranged information including the test cartridges without the sample loading and 

stop measuring. To ensure stability and security of measurement process, some functions 

in system setting is shielded during measurement, while all of buttons will be available after 

completed. 

 

Fig 3-8 Measure interface 

When the automatic print is selected, the results of each test is printed automatically after 

the completion of a test. All of the test information can be displayed on the screen by 

clicking the button ‘Results’, queried result can be printed and uploaded to LIS according to 

user’s need.  

3.6 Result 

Press the button ‘Result query’ as shown in Fig 3-9. When the interface is the state of 

measuring results, all of test result will be shown on the screen. Slide the scroll bar to 

review results in measure interface, the current measuring results is displayed in default 

mode. 
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Fig 3-9 Result query  

3.7 Result Query 

Click ‘Query mode’ button on the result interface (as shown in Fig.3-9) to switch to query 

interface, then press ‘Query’ button, three query modes can be chose to query historical 

results, as shown in Fig 3-10. When inquired by date, results tested within 24 hours on 

same day will be displayed on the screen, press ‘PgUp’ or ‘PgDn’ to review.  

 

Fig 3-10 query setting 

Chose a specific test result to view specific information and voltage waveforms in result 

query interface as shown in Figure 3-11. Select the ‘Print’ or ‘Upload’ to perform the 

operation according to user’s need. 
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Fig 3-11 Query results 

3.8 Waste Treatment 

Waste liquids, test kits, consumables and other waste should be considered as medical 

waste, the source of infection and industrial waste, and should be properly handled in 

accordance with local regulations. 

 

 

 

 

WARNING 
Disposal of medical wastes should be in accordance with the local regulations. 

 

 

 

BIOOLOGICAL POLLUTION RISK 
Follow and obey lab safety rules and guideline. Wear protective goggles, surgery 

gloves and laboratory coat to avoid the potential biological pollution risks. 
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Chapter 4 SYSTEM SEETING AND ABOUT 

Installation and commissioning of analyzer is done by the company sales and after-sales 

support personnel when purchasing. To meet the requirements of different laboratories, 

many system parameters can be reset by operators. 

Click ‘System setting’ button in the measuring interface to enter the ‘System setting’ 

interface (Fig.4-1), corresponding setting can be set up. ‘System setting’ include ‘Update’, 

‘Time setting’, ‘System debug’, ‘Comm Test’, ‘Screen calibration’, ‘Pipeline washing’, ‘Print 

test’, ‘IP setting’, ‘Language setting’, ‘Print setting’ and “Sensor setting”. 

Press corresponding button to check basic information. 

 

Fig 4-1 System setting 

4.1 Software Update 

Press ‘Software update’ on the operation interface to update the program through U disk, 

as Fig.4-2 shown. Press ‘File copy’ to obtain the parameters stored inside the instrument, 

after U disk inserted successfully, U disk icon on the left button of main interface will be 

marked by a tick. 
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Fig 4-2 Software update 

4.2 Comm Setting 

Press ‘Comm Test’ icon to receive communication test information through serial port 

communication tool on the operation interface. After communication serial port set up 

successfully, the computer icon on the left button of main interface will be marked by a 

green plus. 

4.3 System Debug 

System debug should only be performed by trained and qualified personnel. 

4.4 Print Test and Print Setting  

‘Print test’ for checking if current printer connection is successful and print paper is enough. 

Press ‘Print test’ button to check current print function. 

‘Print setting’ for setting up automatic print function after test finished.  

4.5 Time Setting 

In order to ensure the measuring performance of instrument, users can use ‘Time setting’ 

function to set correct time. Use the up and down arrow keys and touch screen to change 

the date and time, as shown in Fig.4-3. Press ‘Save’ button to save the settings. 
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Fig.4-3 Time Setting 

4.6 Screen Calibration 

The subtitles position may shift when the analyzer is used for a long time, at this time you 

can re-calibrate the screen. 

Click on the ‘Screen calibration’ icon and enter the interface of Fig. 4-4, click on the cross 

center on the screen according to the instructions. Five points located in the four corners 

and the center of the screen, when five points have been calibrated, the system will 

automatically determine the deviation. If the deviation is too big, the system will calibrate 

again until meet the requirements. Touch the screen at any place to exit the calibration 

interface. 
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Fig 4-4 Screen calibration 

4.7 Language Setting 

The instrument support multiple language switching function, click on the ‘language’ icon to 

switch required language. 

 

Fig 4-5 Switch language 



                                                                      

                                                                                 23 

4.8 Pipeline Washing 

Pipeline washing is for periodic maintenance of the loading device. This instrument has 

cleaning and filling function which at regular time, users can do the conventional 

maintenance according to the service condition when test a large population (It is 

suggested to click ‘Pipeline washing’ icon once before everyday usage to ensure no air in 

the pipeline). As shown in Fig. 4-5: 

 

Fig 4-6 Wash pipeline 

4.9 IP Setting 

IP setting is used for connecting analyzer with LIS, and analyzer can upload data to LIS. 

Serial port connected with computer and IP can be set up manually according to user’s 

demand.  
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Fig 4-7 IP setting 

4.10 Sensor Setting 

Click on the box in front of the sensors required shielded, the state marked by a tick 

indicating normal alarm. 

 

Fig 4-8 Sensor setting 
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4.11 About 

Basic information about analyzer will be displayed on the screen after pressing ‘About’ 

button, as shown in Fig. 4-8, including ‘Instrument model’, ‘Serial No.’, ‘Software version’, 

‘Configuration’ and other information. Services and assistance are accessible based on 

current prompt information. 

 

Fig 4-9 About 
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Chapter 5 COMMUNICATION (OPTIONAL) 

5.1 Summary  

Supervisory Computer Management Software has the data transmission function with 

Immunofluorescence Quantitative Analyzer, and can be set up the sending and reading of 

parameters, besides the software can display analyzer’s status in real time. Supervisory 

Computer Management Software has other functions, for example, a user database 

creation, modification and saving, query browser, data statistics and database backup. 

Analyzer can link to Supervisory Computer Management Software when taking operation, 

to observe experiment status and receive experiment data, and the patients’ test report can 

be browsed and printed by inputting patients’ information after finishing the experiment.  

5.2 Software Name and Version 

Software Name: Supervisory Computer Management Software 

Model: Getein1600 

Version: V1.1 

5.3 Environment Requirement 

Hardware Environment 

1. CPU ≥ Pentium IV,  Memory ≥ 2 G，Hard Disk ≥ 10GB 

2. Resolution ≥ 1024 × 768 

3. Resolution of printer ≥ 600×600 dpi 

Software Environment 

Supervisory Computer Management Software applies to Windows XP Professional, 

Windows 7, Windows 8, Windows 10 and its compatible operating system. 

5.4 Software Installation and Instructions 

Details refer to Supervisory Computer Management Software User Manual. 
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Chapter 6 HELP 

6.1 Notes 

1．Getein 1600 only used with Immunofluorescence assay test kit produced by Getein 

Biotech, Inc. 

2．Equipment installation and operation environment should be dust-free and indoor 

temperature should between 10 ℃ to 35 ℃, laboratory should be equipped with air 

conditioning. 

3．In addition to paper, consumables, all components must be provided by the Getein 

Biotech, Inc.. Otherwise, any use fault should responsible by operators themselves. 

4．Voltage limits: AC100 V~AC240 V±10%，50 Hz~60 Hz±1 Hz. 

5．If the instrument shut down due to power outages and other reasons, wait for 30 

seconds before rebooting it. 

6．If any questions happens in Getein1600, please contact us in time. Any inspection and 

disassembly to any parts of Getein1600 without permission by our company is responsible 

by operators themselves. 

6.2 Contraindication 

The instrument use body fluids in vitro diagnostic use, no contraindications requirements. 

6.3 Alerts 

1．Getein1600 only used for the analysis of human blood or urine sample in vitro, do not 

used for any other specified purpose.  

2．During the operation, avoid putting hands into sample loading area (including sample 

position area and test kits position area). 

3．Please use the matching test kits mentioned in the manual, otherwise the reliability of 

the test results cannot be guaranteed. 

4．Please read this manual carefully before use and keep it well. 

5．Please cut off the power supply immediately to avoid fire, electric shock or personal 
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injury when the analyzer emits an odor or smoke, and contact with our service engineer. 

6．Please cut off the power supply immediately to avoid fire, electric shock or personal 

injury if any liquid enters in the interior of the analyzer or liquid leakage, and contact with 

our service engineer. 

7．Wear protective goggles, surgery gloves and laboratory coat, obey lab safety 

regulations, to avoid the potential biological pollution risks of samples and reagents. 

8．The analyzer operator or the person in charge can use the analyzer only after accepted 

the training of customer service engineer for the analyzer notes and operation guide.   

Safety Symbols 

The standard symbols used for Getein1600 systems and their meanings can be found 

below: 

 

 
Biological risks 

 

Caution, consult accompanying 

documents 

 

Warning laser 

 

Risk of electric shock 

Clean and disinfect the edge of the instrument insertion port with alcohol cotton periodically. 

The operator should wear rubber gloves for the above operations in order to avoid 

contacting with residual or drippy sample on the instrument detection port. 

To ensure the accurate sample volume, the analyzer will exhaust air by filling pipeline at 

regular time. Users can observe if there has bubble in pipeline according to the actual 

circumstance and click ‘Wash’ manually to fill pipeline, details refer to section 4.8. 

6.4 Maintenance 

1．Getein1600 is a precise instrument, only operation and maintenance is strictly in 

accordance to manual, can provide a long-term reliable performance. 

2．The instrument should be placed in appropriate temperature, dry indoor environment. In 

order to obtain the accuracy results, analyzer should use quality control card to do regularly 

calibration (recommended once a month). 

3．Please open the instrument and warm up for 20 min before use to ensure the accuracy 
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of results. 

4．Please use alcohol cotton to clean wipe around the instrument operation zone regularly. 

User should wear rubber gloves for the above operations, to prevent from the sample 

residual or drippy sample on the analyzer detecting port. 

Consumables and Replacement Method 

1．Pipette tip：The analyzer will give an alarm when pipette tip used up. Please add pipette 

tip to the tip container in the operation zone.  

2．Printing paper: The red light will flicker when printing paper is insufficient, please put a 

new roll of printing paper into the printer on the left of the analyzer, the specific operation 

refer to printing paper installation in section 2.3.  

3．Plate：Each slot of mixing plate can be used for one time only; when all of the slots are 

used up, the analyzer will give an alarm. Please put a new mixing plate on the holder.  

4．Test card：Test card and matching analyzer constitute a whole system, each cartridge 

attached a information card that contains item, sample volume and equation parameters, 

analyzer will read the information automatically after place the cartridge. Analyzer will give 

an alarm when test cards are used up, please add a new cartridge to continue testing. 

Replace method: Put the plug out on the both sides of cartridge, clockwise rotate 90 

degrees, take out the empty cartridge and replace a new one.  

5．Washing solution: The analyzer will give an alarm when the washing solution is used up. 

Add an appropriate amount of washing solution into the washing solution bottle. 

Alert 

Getein1600 has a system for alerting you to the presence of an error. In the measurement 

process, analyzer will have a buzzer alarm and the details will be displayed on the screen if 

any exception occurs, as shown in Figure 6-1, abnormal situation can be solved manually 

according to prompt (red box stands for unhandled error). 
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Fig 6-1 Alert information 

Press the area marked by red (as shown in Fig. 6-1) and a display box including all of 

prompt message and alarm information within 7 days will pop out (Fig. 6-2). Prompt and 

alarm information displayed in the form of day, press ‘PgUp’ or ‘PgDn’ button can look over 

other information. When analyzer is prompted with no reagents card can simply replace a 

new cartridge. Prompt related to consumable need to change supplies first, then click the 

corresponding button to fill. Other operations require manual handling can be solved 

according to corresponding message box.  

 

Fig 6-2 Alert information box 
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Prompt Interface Solutions 

Diluent used up 
In this interface, click on the ‘Diluent’ button, it will pop out that whether 
fill in the dilution, click ''OK'' button, dilution added. 

A1c diluent used up 
In this interface, click on the ''A1c diluent'' button, it will pop out that 
whether fill in the diluent, click ''OK'' button, diluent added. 

Tips used up 
In this interface, click on the ‘Tip’ button, it will pop out that whether fill in 
tips, click ''OK'' button, tips added. 

Plate used up 
In this interface, click on the ‘-Plate’ button, it will pop out that whether fill 
in mixing plate, click ''OK'' button, mixing plate added. 

No washing solution 
Please change washing solution and press ‘OK’ button to start 
measurement. 

Waste bottle is full 
Please empty the waste bottle and press ‘OK’ button to start 
measurement. 

Tip waste container is full 
Please empty the discarded tip and press ‘OK’ button to start 
measurement. 

No D-Dimer test card 
In this interface, replace the empty cartridge with a new D-Dimer 
cartridge manually, then click “OK”. 

Turntable Err 

Open the instrument and observe whether the launched card in the 
pushing place has blocked reagent strips on other rotary table, if so, pull 
out the single clip manually and insert the reagent strip into the clip, 
install and pull out the cartridge. After this, click on the finish button, and 
then click OK, the rotary table will initialize automatically. 

No. 1 cartridge test card 
delivery failure 

Extract No.1 cartridge manually, observe whether the end of the reagent 
strip card is before the yellow pushing hook, if so, please push the hook 
forward a little manually; click the ''pull-out'' button followed by clicking 
the confirmation dialog box, after the treatment, reinsert the cartridge, 
then the instrument will continue measurement automatically. 

No.2 cartridge test card 
delivery failure 

The same operations as previous 

No.3 cartridge test card 
delivery failure 

The same operations as previous 

Sample No.3 cannot be 
detected in row 3  

If forgot to put the sample or sample size is too small in the 
measurement process, the machine will detect and alarm with “No 
sample”, please add the alarmed sample first and click “enter” button, 
then the instrument will test the abnormal sample as usual. 
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Consumable holder 
position Err 

In the measurement process, analyzer will alert man-made extraction of 
dilution frame or not in place, in this case, please replace it correctly. 

Arrangement information 
of Rank 2 will be cleared 

In the measurement process, analyzer will hint that all of information for 
this column will be cleared when taken out the column haven’t add 
sample. 

Mechanical arm Err 

There may be human caused mechanical arm error in the measurement 
process, click “OK” button, the instrument will finish manipulator 
initialization automatically. After the initialization is done, the instrument 
will continue loading sample and starting measurement. 

6.5 Troubleshooting 

During the operation process, the instrument will display error buzzer alarm and the 

interface dialog box will pop up if there is an abnormal situation and abnormal situation can 

be solved manually according to prompt. 

Any cases that you can’t handle well, please contact our customer service support 

department. 

The above problems relates to the parts of the instrument, need to be determined by our 

service engineer and replacement parts should be supplied by our company. 

6.6 Storage, Transport Conditions and Methods 

Placement and Installation 

1. The environment of the instrument placed should be dust-free, no mechanical vibration, 

no noise source and no power supply interference, far away from electronic brush type 

engine, flashing fluorescent lamp and electric devices used frequently. Avoid direct sunlight 

and away from heat and wind. 

2. The instrument should be placed on a spacious position where is convenient to operate 

and maintenance. 

3. The instrument should be placed where convenient to plug the electric outlet and turn on 

the power switch. 

Transport and Storage Limit Conditions: 

Temperature: -40℃~+55℃ 

Relative humidity: ≤ 93% 
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Air pressure: 50.0 kPa~106.0 kPa 

To ensure stable performance and long lifespan of the analyzer, please place analyzer as 

follows: 

Temperature: 10℃~35℃ 

Relative humidity: ≤ 70% 

Air pressure: 70.0 kPa~106.0 kPa 

Supply voltage: AC100 V~AC240 V±10% 

Power frequency: 50 Hz~60 Hz±1 Hz 

Transport Requirements of Responsible Person 

Equipment should be transported in disassembled packing cases, use wooden and bolts 

for protection and fixation. Transport responsible person should handle cargo based on the 

information provided on the packaging. 

Transportation should pay attention to the following logo: 

Transportation Logo Explanation Transportation Logo Explanation 

 

Up 

 

Keep dry 

 

Handle with care 

 

Prohibit stacking 

Store analyzer according to transport requirements after transportation. User cannot take 

out of analyzer from packaging box until after-sales engineers arrived. Any analyzer 

movement should obey instructions above. 

Analyzer is available for storing in a cool clean room with room temperature using a 

container or covering with dust mask. 

Handling Description  

Getein1600 is a sophisticated laboratory equipment, please move with both hands to hold 

up the bottom of the analyzer. When transporting the analyzer, analyzer must be placed in 

the box and wrapped by the crash pad.  

Biological Hazards Description  

A special waste container should be prepared for the instrument and the dispose of the 
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waste should be in accordance with the regulations of local medical waste, infectious waste, 

industrial waste.  

As the sample and reagent may have potential risk of biological infectious, the operators 

should wear laboratory protective clothing, gloves to abide by the operation regulations of 

laboratory safety. 
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Chapter 7 ATTACHMENT 

Attachment 1: Packing list 

 

Table 7-1 Getein 1600 packing list 

No. Attachment Name Specifications Quantity Comment 

1 Main Engine Getein1600 1  

2 User Manual  1  

3 Certificate  1  

4 Power Line  1  

5 Printing Paper 80×80 mm 1  

6 Data Wire  1  

7 Software CD  1  

8 
Supervisory Computer Management 

Software User Manual 
 1  

9 Warranty Certificate  1  

10 Sample Frame  6  
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Attachment 2: Copyright statement 

 

Copyright 

Getein Biotech, Inc. 

Copyright number：            5.0   

Issuing date：                   12/01/2015 

Instrument name：               Immunofluorescence Quantitative Analyzer  

Specifications and models：        Getein1600 

Production date:                  Details refer to data plate  

Statement 

1．Getein biotech, Inc. have the copyright of the non-published manual and have the right 

to process it as confidential document. This manual is only used for Getein1600 instrument 

operation, maintenance and repair. Other people have no right to make the manual 

published. 

2．This manual contains the data which protected by copyright. All rights reserved and 

without the written consent, anyone can not copy, reprint or translate into other language.  

3．Manufacturer don’t take any kind of warranty for the manual and don’t responsible for 

any indirect loss caused by the errors in the manual. 

4．Manufacturer have the right to revise the manual without notice. 

Manufacturer responsibility 

The manufacturer take the responsibility of instrument safety, reliability and performance 

only in the following situations: 

1．Instrument installation, upgrade, system expansion, calibration, improvement and repair 

are done by authorized personnel by the manufacturer; 

2．The hospital or institution who use the instrument should develop a regular 

maintenance plan, otherwise it may lead to the failure of the instrument or even endanger 

the health of operator; 

3．The manufacturer will provide circuit diagram and calibration method, etc. that used to 

maintenance and repair the instrument, if needed; 
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4．The manufacturer don’t take any responsibility for the failure of maintenance if the user 

don’t performed as this manual described.  

Analyzer lifespan 

Getein1600’s lifespan is 8 year (continuous working time no more than eight hours every 

day) under standardized operation and proper maintenance. 
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