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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
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Getein Biotech, Inc.
No.9 Bofu Road
Luhe District
Nanjing
Jiangsu
211505
China
基蛋生物科技股份有限公司
中国
江苏省
南京市
六合区
沿江工业开发区
博富路9号
邮编：211505

Design & Development, Manufacture and Distribution of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
and Colloidal Gold self-testing Assay to detect infectious
disease. Design & Development, Manufacture and
Distribution of Analyzers in use of Chemiluminescence
Immunoassay, Biochemistry Assay, Point of Care Assay
(including Colloidal Gold Assay, Immunofluorescence Assay,
Dry Chemistry Assay), PCR Assay to detect infectious disease,
Immunofluorescence self-testing Assay to detect dyslipidemia
disease, Blood Coagulation Assay to detect thrombotic
disease.
研发，生产和销售化学发光法试剂，生化试剂，即时诊断（包
括胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂和胶体金自测试剂。 研发，生产和销售用于
化学发光法试剂，生化试剂，即时诊断（包括胶体金法，免疫
荧光法，干式化学法）试剂，传染病相关PCR分子诊断试剂，
血脂异常疾病相关免疫荧光自测试剂，血栓疾病相关血凝试剂
配套使用的分析仪。
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Manufacture of Chemiluminescence Immunoassay,
Biochemistry Assay, Point of Care Assay (including Colloidal
Gold Assay, Immunofluorescence Assay, Dry Chemistry
Assay), Colloidal Gold self-testing Assay to detect infectious
disease. Manufacture of Analyzers in use of
Chemiluminescence Immunoassay, Biochemistry Assay, Point
of Care Assay (including Colloidal Gold Assay,
Immunofluorescence Assay, Dry Chemistry Assay), PCR Assay
to detect infectious disease, Immunofluorescence self-testing
Assay to detect dyslipidemia disease, Blood Coagulation
Assay to detect thrombotic disease.
生产化学发光法试剂，生化试剂，即时诊断（包括胶体金法，
免疫荧光法，干式化学法）试剂和传染病相关胶体金自测试
剂。 生产用于化学发光法试剂，生化试剂，即时诊断（包括
胶体金法，免疫荧光法，干式化学法）试剂，传染病相关
PCR分子诊断试剂，血脂异常疾病相关免疫荧光自测试剂，血
栓疾病相关血凝试剂配套使用的分析仪。
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INTENDED USE
Total IgE Fast Test Kit (Immunofluorescence Assay) is 
intended for in vitro quantitative determination of 
circulating total IgE antibodies in human serum, 
plasma and whole blood samples. This test can be 
used as an aid in the clinical diagnosis of IgE mediated 
allergic disorders in conjunction with other clinical 
findings.

SUMMARY
IgE is an immunoglobulin with a molecular weight of 
approximately 190,000 daltons. Produced by plasma 
cells, IgE has a significant role in atopic diseases such 
as allergic rhinitis, allergic asthma, and atopic dermati-
tis. IgE has a high affinity for receptors on mast cells 
and basophils, mediating the binding of allergens to 
these cells. The subsequent release of vasoactive 
amines, such as histamine, produce the clinical 
manifestations associated with atopic disease. 
Measurement of IgE serum levels can be important in 
the diagnosis and treatment of these disorders.
In most nonatopic patients, IgE serum levels are 
relatively low. However, certain parasitic or helminth 
infections have been associated with elevated IgE 
levels due to IgE sensitization of macrophages, 
eosinophils, and other inflammatory cells. The IgE 
concentration in a patient is dependent on both the 
extent of the allergic reaction and the number of 
different allergens to which the patient is sensitized. 
Nonallergic normal individuals have IgE concentra-
tions that vary widely and increase steadily during 
childhood, reaching their highest levels at age 15 to 

20, and thereafter remaining constant until about age 
60 when they slowly decline.

PRINCIPLE
The test uses an anti-human IgE monoclonal antibody 
Ⅰconjugated with fluorescence latex coated on the 
sample pad, and another anti-human IgE monoclonal 
antibody Ⅱ coated on the test line. After the sample 
has been applied to the test strip, the fluorescence 
latex-labelled anti-human IgE monoclonal antibody Ⅰ
binds with IgE in sample and forms a marked 
antigen-antibody complex. This complex moves to the 
test detection zone by capillary action. Then marked 
antigen-antibody complex is captured on the test line 
by the anti-human IgE monoclonal antibody Ⅱ. The 
fluorescence intensity of test line increases in 
proportion to the amount of IgE concentration in 
sample.
Then insert test card into Getein1100/Getein1160/
Getein1180 Immunofluorescence Quantitative Analyzer/
Automatically inserted by  Getein1200/Getein1600 
Immunofluorescence Quantitative Analyzer (hereafter 
referred to as Getein1100, Getein1160, Getein1180, 
Getein1200 and Getein1600), the concentration of IgE 
in sample will be measured and displayed on the screen. 
The value will be stored in Getein1100/Getein1160/
Getein1180/Getein1200/Getein1600 and available for 
downloading. The result can be easily transmitted to 
the laboratory or hospital information system.

CONTENTS 
1. A kit for Getein1100/Getein1160/Getein1180 contains:
Package specifications: 25 tests/kit, 10 tests/kit
1) Getein Total IgE test card in a sealed pouch with 
desiccant
2) Disposable pipet
3) Sample diluent
4) User manual: 1 piece/kit
5) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
Sealed cartridge with 24/48 Getein Total IgE test cards

User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Sample diluent: 1 bottle/kit
2) Box with pipette tips: 96 tips/kit
3) Mixing plate: 1 piece/kit
3. Sample diluent composition :
Phosphate buffered saline, proteins, detergent, 
preservative, stabilizer.
4. A test card consists of:
A plastic shell and a reagent strip which is composed 
of a sample pad (coated with fluorescence latex-la-
beled anti-human IgE monoclonal antibody Ⅰ), 
nitrocellulose membrane (the test line is coated with 
another anti-human IgE monoclonal antibody Ⅱ, and 
the control line is coated with goat anti-mouse IgG 
antibody), absorbent paper and liner.
Note:  Do not mix or interchange different batches of 
kits.

APPLICABLE DEVICE
Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY
Store the test kit at 4~30°C with a valid period of 24 
months. 
Use the test card for Getein1100/Getein1160/Getein1180 
within 1 hour once the foil pouch is opened.
For test card of Getein1200/Getein1600: If the 
cartridge is opened, it could be stable within 24 hours 
once exposure to air. Please put the cartridge back to 
the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used up 
within 7 days.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. For professional use only.
3. Do not use the kit beyond the expiration date.

User Manual

4. Do not use the test card if the foil pouch or the 
cartridge is damaged.

5. Do not open pouches or the cartridge until ready to 
perform the test. 

6. Do not reuse the test card.
7. Do not reuse the pipet.
8. Handle all specimens as potentially infectious. 

Proper handling and disposal methods should be 
followed in accordance with local regulations.

9. Carefully read and follow user manual to ensure 
proper test performance.

SPECIMEN COLLECTION AND PREPARATION 
1. This test can be used for serum, plasma and 

whole blood samples. Heparin, sodium citrate and 
EDTA can be used as the anti-coagulant for plasma. 
Samples should be free of hemolysis.

2. Suggest using serum and plasma for better results.
   The test should be performed within 4 hours after 

blood collection.
3. If testing is delayed, serum and plasma samples 

may be stored up to 5 days at 2~8°C or stored at 
-20°C for 6 months before testing (whole blood 
samples may be stored up to 3 days at 2~8°C).

4. Refrigerated or frozen sample should reach room 
temperature and be homogeneous before testing. 
Avoid multiple freeze-thaw cycles.

5. Do not use heat-inactivated or hemolysis samples. 
6. SAMPLE VOLUME (for Getein1100/Getein1160/
    Getein1180): 100 μL

TEST PROCEDURE
1. Collect specimens according to user manual.
2. Test card, sample and reagent should reach to room 
temperature before test.
For Getein1100:
1. Confirm SD card lot No. in accordance with test kit 
lot No. Perform “SD card” calibration when necessary.
2. Remove the test card from the sealed pouch 
immediately before use. Label the test card with 
patient or control identification. 
3. Put the test card on a clean table, horizontally 

placed.
4. Using sample transfer pipette, deliver 100 μL of 
sample into one tube of sample diluent and mix 
thoroughly. Then drop 100 μL of sample mixture into 
sample well on the test card.
5. Reaction time: 15 minutes. Insert the test card into 
Getein1100 and click on “Start” icon after reaction time 
is elapsed. The result will be shown on the screen and 
printed automatically.
For Getein1160/Getein1180:
1. Confirm SD card lot No. in accordance with test kit 
lot No.. Perform “SD card” calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180.
3. Remove the test card from the sealed pouch imme-
diately before use. Label the test card with patient or 
control identification.
4. Put the test card on a clean table, horizontally 
placed.
5. Using sample transfer pipette, deliver 100 μL of 
sample into one tube of sample diluent and mix 
thoroughly. Then drop 100 μL of sample mixture into 
sample well on the test card.
6. Insert the test card into Getein 1160/Getein 1180 
immediately after sample loading. The analyzer will 
count down the reaction time (15 minutes) and 
automatically test the card after reaction time is 
elapsed. The result will be shown on the screen and 
printed automatically.
For Getein1200/Getein1600:
1. Each cartridge for Getein1200/Getein1600 contains 
a specific RFID card which can calibrate automatically.
2. Put the sample diluent at the correct position in 
Getein1200/Getein1600.
3. Place samples in the designed area of the sample 
holder, insert the holder and select the right test item, 
Getein1200/Getein1600 will do the testing and print 
the result automatically.
Notes:
1. It is required to perform “SD card” calibration when 
using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 
Getein1100/Getein1160/Getein1180. 

3. Make sure the test card and the sample insertion is 
correct and complete.

TEST RESULTS
Getein1100/Getein1160/Getein1180/Getein1200/Get
ein1600 can scan the test card automatically and 
display the result on the screen. For additional 
information, please refer to the user manual of 
Getein1100/Getein1160/Getein1180/Getein1200/Get
ein1600.
Others: Measuring range of the Total IgE test kit is 
1.00-2000.00 IU/mL. Dilute the sample which concen-
tration is higher than the upper limit with negative 
samples, and the dilution ration should be less than 3 
times.

EXPECTED VALUE 
The expected normal value for total IgE was 
determined by testing samples from 240 apparently 
healthy individuals. The reference range of total IgE is 
1.00 IU/mL~165.00 IU/mL calculated by using normal 
distribution methods(95% confidence interval).
It is recommended that each laboratory establish its 
own expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                      1.00-2000.00 IU/mL
Lower Detection Limit                ≤1.00 IU/mL
Within-Run Precision                 ≤10%
Between-Run Precision             ≤15%

LIMITATIONS
1. As with all diagnostic tests, a definitive clinical 
diagnosis should not be made based on the result of a 
single test. The test results should be interpreted 
considering all other test results and clinical informa-
tion such as clinical signs and symptoms.
2. Interferents in samples may influence the results. 
The table below listed the maximum allowance of 
these potential interferent.
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DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found on Total 

IgE Fast Test Kit (Immunofluorescence Assay) are the 
most common ones appearing on medical devices and 
their packaging. They are explained in more detail in the 
European Standard EN ISO 15223-1:2021.

                                                              

Thank you for purchasing Total IgE Fast Test Kit (Immuno-
fluorescence Assay). 
Please read this user manual carefully before operating to 
ensure proper use.
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Fast Test Kit

(Immunofluorescence Assay)

IF1069 for Getein1100
IF5069 for Getein1160
IF3069 for Getein1180
IF4069 for Getein1200
IF2069 for Getein1600



INTENDED USE
Total IgE Fast Test Kit (Immunofluorescence Assay) is 
intended for in vitro quantitative determination of 
circulating total IgE antibodies in human serum, 
plasma and whole blood samples. This test can be 
used as an aid in the clinical diagnosis of IgE mediated 
allergic disorders in conjunction with other clinical 
findings.

SUMMARY
IgE is an immunoglobulin with a molecular weight of 
approximately 190,000 daltons. Produced by plasma 
cells, IgE has a significant role in atopic diseases such 
as allergic rhinitis, allergic asthma, and atopic dermati-
tis. IgE has a high affinity for receptors on mast cells 
and basophils, mediating the binding of allergens to 
these cells. The subsequent release of vasoactive 
amines, such as histamine, produce the clinical 
manifestations associated with atopic disease. 
Measurement of IgE serum levels can be important in 
the diagnosis and treatment of these disorders.
In most nonatopic patients, IgE serum levels are 
relatively low. However, certain parasitic or helminth 
infections have been associated with elevated IgE 
levels due to IgE sensitization of macrophages, 
eosinophils, and other inflammatory cells. The IgE 
concentration in a patient is dependent on both the 
extent of the allergic reaction and the number of 
different allergens to which the patient is sensitized. 
Nonallergic normal individuals have IgE concentra-
tions that vary widely and increase steadily during 
childhood, reaching their highest levels at age 15 to 

20, and thereafter remaining constant until about age 
60 when they slowly decline.

PRINCIPLE
The test uses an anti-human IgE monoclonal antibody 
Ⅰconjugated with fluorescence latex coated on the 
sample pad, and another anti-human IgE monoclonal 
antibody Ⅱ coated on the test line. After the sample 
has been applied to the test strip, the fluorescence 
latex-labelled anti-human IgE monoclonal antibody Ⅰ
binds with IgE in sample and forms a marked 
antigen-antibody complex. This complex moves to the 
test detection zone by capillary action. Then marked 
antigen-antibody complex is captured on the test line 
by the anti-human IgE monoclonal antibody Ⅱ. The 
fluorescence intensity of test line increases in 
proportion to the amount of IgE concentration in 
sample.
Then insert test card into Getein1100/Getein1160/
Getein1180 Immunofluorescence Quantitative Analyzer/
Automatically inserted by  Getein1200/Getein1600 
Immunofluorescence Quantitative Analyzer (hereafter 
referred to as Getein1100, Getein1160, Getein1180, 
Getein1200 and Getein1600), the concentration of IgE 
in sample will be measured and displayed on the screen. 
The value will be stored in Getein1100/Getein1160/
Getein1180/Getein1200/Getein1600 and available for 
downloading. The result can be easily transmitted to 
the laboratory or hospital information system.

CONTENTS 
1. A kit for Getein1100/Getein1160/Getein1180 contains:
Package specifications: 25 tests/kit, 10 tests/kit
1) Getein Total IgE test card in a sealed pouch with 
desiccant
2) Disposable pipet
3) Sample diluent
4) User manual: 1 piece/kit
5) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
Sealed cartridge with 24/48 Getein Total IgE test cards

User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Sample diluent: 1 bottle/kit
2) Box with pipette tips: 96 tips/kit
3) Mixing plate: 1 piece/kit
3. Sample diluent composition :
Phosphate buffered saline, proteins, detergent, 
preservative, stabilizer.
4. A test card consists of:
A plastic shell and a reagent strip which is composed 
of a sample pad (coated with fluorescence latex-la-
beled anti-human IgE monoclonal antibody Ⅰ), 
nitrocellulose membrane (the test line is coated with 
another anti-human IgE monoclonal antibody Ⅱ, and 
the control line is coated with goat anti-mouse IgG 
antibody), absorbent paper and liner.
Note:  Do not mix or interchange different batches of 
kits.

APPLICABLE DEVICE
Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY
Store the test kit at 4~30°C with a valid period of 24 
months. 
Use the test card for Getein1100/Getein1160/Getein1180 
within 1 hour once the foil pouch is opened.
For test card of Getein1200/Getein1600: If the 
cartridge is opened, it could be stable within 24 hours 
once exposure to air. Please put the cartridge back to 
the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used up 
within 7 days.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. For professional use only.
3. Do not use the kit beyond the expiration date.

4. Do not use the test card if the foil pouch or the 
cartridge is damaged.

5. Do not open pouches or the cartridge until ready to 
perform the test. 

6. Do not reuse the test card.
7. Do not reuse the pipet.
8. Handle all specimens as potentially infectious. 

Proper handling and disposal methods should be 
followed in accordance with local regulations.

9. Carefully read and follow user manual to ensure 
proper test performance.

SPECIMEN COLLECTION AND PREPARATION 
1. This test can be used for serum, plasma and 

whole blood samples. Heparin, sodium citrate and 
EDTA can be used as the anti-coagulant for plasma. 
Samples should be free of hemolysis.

2. Suggest using serum and plasma for better results.
   The test should be performed within 4 hours after 

blood collection.
3. If testing is delayed, serum and plasma samples 

may be stored up to 5 days at 2~8°C or stored at 
-20°C for 6 months before testing (whole blood 
samples may be stored up to 3 days at 2~8°C).

4. Refrigerated or frozen sample should reach room 
temperature and be homogeneous before testing. 
Avoid multiple freeze-thaw cycles.

5. Do not use heat-inactivated or hemolysis samples. 
6. SAMPLE VOLUME (for Getein1100/Getein1160/
    Getein1180): 100 μL

TEST PROCEDURE
1. Collect specimens according to user manual.
2. Test card, sample and reagent should reach to room 
temperature before test.
For Getein1100:
1. Confirm SD card lot No. in accordance with test kit 
lot No. Perform “SD card” calibration when necessary.
2. Remove the test card from the sealed pouch 
immediately before use. Label the test card with 
patient or control identification. 
3. Put the test card on a clean table, horizontally 

placed.
4. Using sample transfer pipette, deliver 100 μL of 
sample into one tube of sample diluent and mix 
thoroughly. Then drop 100 μL of sample mixture into 
sample well on the test card.
5. Reaction time: 15 minutes. Insert the test card into 
Getein1100 and click on “Start” icon after reaction time 
is elapsed. The result will be shown on the screen and 
printed automatically.
For Getein1160/Getein1180:
1. Confirm SD card lot No. in accordance with test kit 
lot No.. Perform “SD card” calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180.
3. Remove the test card from the sealed pouch imme-
diately before use. Label the test card with patient or 
control identification.
4. Put the test card on a clean table, horizontally 
placed.
5. Using sample transfer pipette, deliver 100 μL of 
sample into one tube of sample diluent and mix 
thoroughly. Then drop 100 μL of sample mixture into 
sample well on the test card.
6. Insert the test card into Getein 1160/Getein 1180 
immediately after sample loading. The analyzer will 
count down the reaction time (15 minutes) and 
automatically test the card after reaction time is 
elapsed. The result will be shown on the screen and 
printed automatically.
For Getein1200/Getein1600:
1. Each cartridge for Getein1200/Getein1600 contains 
a specific RFID card which can calibrate automatically.
2. Put the sample diluent at the correct position in 
Getein1200/Getein1600.
3. Place samples in the designed area of the sample 
holder, insert the holder and select the right test item, 
Getein1200/Getein1600 will do the testing and print 
the result automatically.
Notes:
1. It is required to perform “SD card” calibration when 
using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 
Getein1100/Getein1160/Getein1180. 

3. Make sure the test card and the sample insertion is 
correct and complete.

TEST RESULTS
Getein1100/Getein1160/Getein1180/Getein1200/Get
ein1600 can scan the test card automatically and 
display the result on the screen. For additional 
information, please refer to the user manual of 
Getein1100/Getein1160/Getein1180/Getein1200/Get
ein1600.
Others: Measuring range of the Total IgE test kit is 
1.00-2000.00 IU/mL. Dilute the sample which concen-
tration is higher than the upper limit with negative 
samples, and the dilution ration should be less than 3 
times.

EXPECTED VALUE 
The expected normal value for total IgE was 
determined by testing samples from 240 apparently 
healthy individuals. The reference range of total IgE is 
1.00 IU/mL~165.00 IU/mL calculated by using normal 
distribution methods(95% confidence interval).
It is recommended that each laboratory establish its 
own expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                      1.00-2000.00 IU/mL
Lower Detection Limit                ≤1.00 IU/mL
Within-Run Precision                 ≤10%
Between-Run Precision             ≤15%

LIMITATIONS
1. As with all diagnostic tests, a definitive clinical 
diagnosis should not be made based on the result of a 
single test. The test results should be interpreted 
considering all other test results and clinical informa-
tion such as clinical signs and symptoms.
2. Interferents in samples may influence the results. 
The table below listed the maximum allowance of 
these potential interferent.
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DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found on Total 

IgE Fast Test Kit (Immunofluorescence Assay) are the 
most common ones appearing on medical devices and 
their packaging. They are explained in more detail in the 
European Standard EN ISO 15223-1:2021.

                                                              

Thank you for purchasing Total IgE Fast Test Kit (Immuno-
fluorescence Assay). 
Please read this user manual carefully before operating to 
ensure proper use.
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PRL
Fast Test Kit

(Immunofluorescence Assay)

        IF1048 for Getein1100

        IF2048 for Getein1600

        IF3048 for Getein1180
        IF4048 for Getein1200

        IF5048 for Getein1160

INTENDED USE
PRL Fast Test Kit (Immunofluorescence Assay) is intended for 
in vitro quantitative determination of prolactin (PRL) in serum 
or plasma samples. This test can be used as an aid in the 
diagnosis of male and female infertility and pituitary 
dysfunction, monitoring of male and female gonadal disorders 
and management of amenorrhea and galactorrhea.

SUMMARY

Prolactin is a single chain polypeptide of 199 amino acids and 
a molecular weight of approximately 23,000 Daltons. It is 
produced by the anterior pituitary and its secretion is 
regulated physiologically by inhibitory and releasing factors of 
the hypothalamus.
The major physiologic action of PRL is the initiation and 
maintenance of lactation in women. In adults, basal 
circulating prolactin is present in concentrations up to 30 
µg/L. During pregnancy and postpartum lactation, serum 
prolactin can increase 10 to 20 times. Exercise, stress and 
sleep also cause transient increases in prolactin levels.
Hyperprolactinemia has been established as a common 
cause of infertility and gonadal disorders in men and women. 
Prolactin has been shown to inhibit the secretion of ovarian 
steroids and to interfere with follicle maturation and the 
secretion of LH and FSH in the human female.

PRINCIPLE

This test uses an anti-human PRL monoclonal antibody I 
conjugated with fluorescence latex and another anti-human 
PRL monoclonal antibody II coated on the test line. After 

sample has been applied to the test strip, the fluorescence 
latex-labelled anti-human PRL monoclonal antibody I binds 
with the PRL antigen in sample and forms marked 
antibody-antigen complex. The complex moves to the 
detection zone by capillary action. Then marked antigen-anti-
body complex is captured on the test line by the anti-human 
PRL monoclonal antibody II. The fluorescence intensity of the 
test line increases in proportion to the amount of PRL antigen 
in the sample.
Insert test card into Getein1100/Getein1160/Getein1180 
Immunofluorescence Quantitative Analyzer/Automatically 
inserted by Getein1200/Getein1600 Immunofluorescence 
Quantitative Analyzer (hereinafter referred to as Getein1100, 
Getein1160, Getein1180, Getein1200 and Getein1600), the 
concentration of PRL antigen in the sample will be measured 
and displayed on the screen. The value will be stored in 
Getein1100/Getein1160/Getein1180/Getein1200/Getein1600 
and available for downloading. Results can be easily 
transmitted to a laboratory or hospital information system.

CONTENTS 

1. A kit for Getein1100/Getein1160/Getein1180 contains:
Package specifications: 25 tests/kit, 10 tests/kit
1) Getein PRL test card in a sealed pouch with desiccant
2) Disposable pipet
3) User manual: 1 piece/kit
4) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein PRL test cards
2) User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Box with pipette tips: 96 tips/kit
2) Mixing plate: 1 piece/kit
3. A test card consists of:
A plastic shell and a reagent strip which is composed of a 
sample pad, nitrocellulose membrane (one end of the 
membrane is coated with fluorescence latex-labelled PRL 
antibody I, the test line is coated with another PRL antibody II 
and the control line is coated with rabbit anti-mouse IgG 
antibody), absorbent paper and liner.
Note:  Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test kit at 4~30℃ with a valid period of 24 months.
Use the test card for Getein1100/Getein1160/Getein1180 
within one hour once the foil pouch is opened.
For test card of Getein1200/Getein1600: if the cartridge is 
opened, it could be stable within 24 hours once exposed to 
air. If the test cards can’t be used up at a time, please put the 
cartridge back to the foil pouch and reseal along the entire 
edge of zip-seal. The remaining test cards should be used up 
within 7 days.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. Do not use the kit beyond the expiration date.
3. Do not use the test card if the foil pouch is damaged.
4. Do not open pouches until ready to perform the test.
5. Do not reuse the test card.
6. Do not reuse the pipet. 
7. Handle all specimens as potentially infectious. Proper 

handling and disposal methods should follow by local 
regulations.

8. Carefully read and follow the manual to ensure proper 
test performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma 
samples. Heparin, sodium citrate and EDTA can be 
used as the  anticoagulant for plasma. Samples should be 
free of hemolysis.

2. The test should performed within 4 hours after blood 
collection.

3. If testing is delayed, serum and plasma samples may be 
stored up to 7 days at 2~8℃ or stored at -20℃ for 6 months 
before testing.

User Manual

4. Refrigerated or frozen sample should be reached to 
room temperature and be homogeneous before testing. 
Avoid multiple freeze-thaw cycles.

5. Do not use heat inactivated or hemolysis samples.
6. Sample volume: (for Getein1100/Getein1160/
   Getein1180):  100 μL

TEST PROCEDURE

1. Collect specimens according to user manual.
2. Test card, sample and reagent should be brought to 

room temperature before testing.
    For Getein1100:
1. Confirm SD card lot No. in accordance with test kit lot 

No.. Perform “SD card” calibration when necessary.
2. Remove the test card from the sealed pouch immediately 

before use. Label the test card with patient or control 
identification. 

3. Put the test card on a clean table, horizontally placed.
4. Using sample transfer pipette, deliver 100 μL of sample into 

the sample well on the test card. 
5. Reaction t ime:  15 minutes. Insert the test card 

into Getein1100 and press "ENT" button or click on “Start” 
icon (for Android Getein1100) after reaction time is 
elapsed. The result will be shown on the screen and 
printed automatically.

    For Getein1160/Getein1180 :
1. Confirm SD card lot No.in accordance with test kit lot No..
    Perform “SD card”calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180 .
3. Remove the test card from the sealed pouch immediately 
    before use. Label the test card with patient or control iden-
    tification.
4. Put the test card on a clean table, horizontally placed.
5. Using sample transfer pipette, deliver 100 μL of sample 
    into the sample well on the test card.
6. Insert the test card into Getein1160/Getein1180 immediat-
    ely after sample loading. The analyzer will count down the 
    reaction time (15 minutes) and automatically test the card 
    after reaction time is elapsed. The result will be shown on 
    the screen and printed automatically.
    For Getein1200/Getein1600:
1. Each cartridge for Getein1200/Getein1600 contains a 

specific RFID card which can calibrate automatically.
2. Place the sample diluent at the correct position in Getein
    1200/Getein1600.  
3. Place samples in the designed area of the sample 

holder, insert the holder and select the right test item, 
Getein1200/Getein1600 will do the testing and print the 
result automatically.

Notes:
1. It is required to perform “SD card” calibration when 

using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 

Getein1100/Getein1160/Getein1180. 
3. Make sure the test card and the sample insertion is 

correct and complete.

TEST RESULTS

1.Getein1100/Getein1160/Getein1180/Getein1200/Getein160
0 can scan the test card automatically and display the result 
on the screen. For additional information, please refer to the 
user manual of Getein1100/Getein1160/Getein1180/

    Getein1200/Getein1600.
2. Due to different methodologies or antibody specificity, there 

may be deviations between the test results of different 
manufacturers, so they can’t be compared directly.

EXPECTED VALUE 

The expected reference range for PRL was determined by 
testing serum samples from apparently 355 healthy adult 
males and females.
PRL expected range:

It is recommended that each laboratory establish its own 
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                   0.50 ng/mL~200.00 ng/mL
Lower Detection Limit                          ≤ 0.50 ng/mL

Within-Run Precision                            ≤ 10%
Between-Run Precision                        ≤ 15%

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis 
should not be made based on the result of a single test. The 
test results should be interpreted considering all other test 
results and clinical information such as clinical signs and 
symptoms.
2. Interferents in samples may influence the results. The table 
below listed the maximum allowance of these potential 
interferents.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on PRL 
Fast Test Kit (Immunofluorescence Assay) are the most 
common ones appearing on medical devices and their 
packaging. They are explained in more detail in the European 
Standard EN ISO 15223-1：2021.

Thank you for purchasing PRL Fast Test Kit (Immunofluores-
cence Assay). Please read this user manual carefully before 
operating to ensure proper use.
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Reference Group N Median Range(ng/mL)
Male 146

121

88

5.53

8.28

6.20

2.64-13.13

3.34-26.72

2.74-19.64
Female

Premenopausal (< 50 years)
Postmenopausal (> 50 years)

Hemoglobin   Triglyceride      Bilirubin      Cholesterol

500 mg/dL   1800 mg/dL     10 mg/dL     400 mg/dL

Interferent

Concentration (Max)

INTENDED USE
PRL Fast Test Kit (Immunofluorescence Assay) is intended for 
in vitro quantitative determination of prolactin (PRL) in serum 
or plasma samples. This test can be used as an aid in the 
diagnosis of male and female infertility and pituitary 
dysfunction, monitoring of male and female gonadal disorders 
and management of amenorrhea and galactorrhea.

SUMMARY

Prolactin is a single chain polypeptide of 199 amino acids and 
a molecular weight of approximately 23,000 Daltons. It is 
produced by the anterior pituitary and its secretion is 
regulated physiologically by inhibitory and releasing factors of 
the hypothalamus.
The major physiologic action of PRL is the initiation and 
maintenance of lactation in women. In adults, basal 
circulating prolactin is present in concentrations up to 30 
µg/L. During pregnancy and postpartum lactation, serum 
prolactin can increase 10 to 20 times. Exercise, stress and 
sleep also cause transient increases in prolactin levels.
Hyperprolactinemia has been established as a common 
cause of infertility and gonadal disorders in men and women. 
Prolactin has been shown to inhibit the secretion of ovarian 
steroids and to interfere with follicle maturation and the 
secretion of LH and FSH in the human female.

PRINCIPLE

This test uses an anti-human PRL monoclonal antibody I 
conjugated with fluorescence latex and another anti-human 
PRL monoclonal antibody II coated on the test line. After 

sample has been applied to the test strip, the fluorescence 
latex-labelled anti-human PRL monoclonal antibody I binds 
with the PRL antigen in sample and forms marked 
antibody-antigen complex. The complex moves to the 
detection zone by capillary action. Then marked antigen-anti-
body complex is captured on the test line by the anti-human 
PRL monoclonal antibody II. The fluorescence intensity of the 
test line increases in proportion to the amount of PRL antigen 
in the sample.
Insert test card into Getein1100/Getein1160/Getein1180 
Immunofluorescence Quantitative Analyzer/Automatically 
inserted by Getein1200/Getein1600 Immunofluorescence 
Quantitative Analyzer (hereinafter referred to as Getein1100, 
Getein1160, Getein1180, Getein1200 and Getein1600), the 
concentration of PRL antigen in the sample will be measured 
and displayed on the screen. The value will be stored in 
Getein1100/Getein1160/Getein1180/Getein1200/Getein1600 
and available for downloading. Results can be easily 
transmitted to a laboratory or hospital information system.

CONTENTS 

1. A kit for Getein1100/Getein1160/Getein1180 contains:
Package specifications: 25 tests/kit, 10 tests/kit
1) Getein PRL test card in a sealed pouch with desiccant
2) Disposable pipet
3) User manual: 1 piece/kit
4) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein PRL test cards
2) User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Box with pipette tips: 96 tips/kit
2) Mixing plate: 1 piece/kit
3. A test card consists of:
A plastic shell and a reagent strip which is composed of a 
sample pad, nitrocellulose membrane (one end of the 
membrane is coated with fluorescence latex-labelled PRL 
antibody I, the test line is coated with another PRL antibody II 
and the control line is coated with rabbit anti-mouse IgG 
antibody), absorbent paper and liner.
Note:  Do not mix or interchange different batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test kit at 4~30℃ with a valid period of 24 months.
Use the test card for Getein1100/Getein1160/Getein1180 
within one hour once the foil pouch is opened.
For test card of Getein1200/Getein1600: if the cartridge is 
opened, it could be stable within 24 hours once exposed to 
air. If the test cards can’t be used up at a time, please put the 
cartridge back to the foil pouch and reseal along the entire 
edge of zip-seal. The remaining test cards should be used up 
within 7 days.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. Do not use the kit beyond the expiration date.
3. Do not use the test card if the foil pouch is damaged.
4. Do not open pouches until ready to perform the test.
5. Do not reuse the test card.
6. Do not reuse the pipet. 
7. Handle all specimens as potentially infectious. Proper 

handling and disposal methods should follow by local 
regulations.

8. Carefully read and follow the manual to ensure proper 
test performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma 
samples. Heparin, sodium citrate and EDTA can be 
used as the  anticoagulant for plasma. Samples should be 
free of hemolysis.

2. The test should performed within 4 hours after blood 
collection.

3. If testing is delayed, serum and plasma samples may be 
stored up to 7 days at 2~8℃ or stored at -20℃ for 6 months 
before testing.

4. Refrigerated or frozen sample should be reached to 
room temperature and be homogeneous before testing. 
Avoid multiple freeze-thaw cycles.

5. Do not use heat inactivated or hemolysis samples.
6. Sample volume: (for Getein1100/Getein1160/
   Getein1180):  100 μL

TEST PROCEDURE

1. Collect specimens according to user manual.
2. Test card, sample and reagent should be brought to 

room temperature before testing.
    For Getein1100:
1. Confirm SD card lot No. in accordance with test kit lot 

No.. Perform “SD card” calibration when necessary.
2. Remove the test card from the sealed pouch immediately 

before use. Label the test card with patient or control 
identification. 

3. Put the test card on a clean table, horizontally placed.
4. Using sample transfer pipette, deliver 100 μL of sample into 

the sample well on the test card. 
5. Reaction t ime:  15 minutes. Insert the test card 

into Getein1100 and press "ENT" button or click on “Start” 
icon (for Android Getein1100) after reaction time is 
elapsed. The result will be shown on the screen and 
printed automatically.

    For Getein1160/Getein1180 :
1. Confirm SD card lot No.in accordance with test kit lot No..
    Perform “SD card”calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180 .
3. Remove the test card from the sealed pouch immediately 
    before use. Label the test card with patient or control iden-
    tification.
4. Put the test card on a clean table, horizontally placed.
5. Using sample transfer pipette, deliver 100 μL of sample 
    into the sample well on the test card.
6. Insert the test card into Getein1160/Getein1180 immediat-
    ely after sample loading. The analyzer will count down the 
    reaction time (15 minutes) and automatically test the card 
    after reaction time is elapsed. The result will be shown on 
    the screen and printed automatically.
    For Getein1200/Getein1600:
1. Each cartridge for Getein1200/Getein1600 contains a 

specific RFID card which can calibrate automatically.
2. Place the sample diluent at the correct position in Getein
    1200/Getein1600.  
3. Place samples in the designed area of the sample 

holder, insert the holder and select the right test item, 
Getein1200/Getein1600 will do the testing and print the 
result automatically.

Notes:
1. It is required to perform “SD card” calibration when 

using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 

Getein1100/Getein1160/Getein1180. 
3. Make sure the test card and the sample insertion is 

correct and complete.

TEST RESULTS

1.Getein1100/Getein1160/Getein1180/Getein1200/Getein160
0 can scan the test card automatically and display the result 
on the screen. For additional information, please refer to the 
user manual of Getein1100/Getein1160/Getein1180/

    Getein1200/Getein1600.
2. Due to different methodologies or antibody specificity, there 

may be deviations between the test results of different 
manufacturers, so they can’t be compared directly.

EXPECTED VALUE 

The expected reference range for PRL was determined by 
testing serum samples from apparently 355 healthy adult 
males and females.
PRL expected range:

It is recommended that each laboratory establish its own 
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                   0.50 ng/mL~200.00 ng/mL
Lower Detection Limit                          ≤ 0.50 ng/mL

Within-Run Precision                            ≤ 10%
Between-Run Precision                        ≤ 15%

LIMITATIONS

1. As with all diagnostic tests, a definitive clinical diagnosis 
should not be made based on the result of a single test. The 
test results should be interpreted considering all other test 
results and clinical information such as clinical signs and 
symptoms.
2. Interferents in samples may influence the results. The table 
below listed the maximum allowance of these potential 
interferents.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on PRL 
Fast Test Kit (Immunofluorescence Assay) are the most 
common ones appearing on medical devices and their 
packaging. They are explained in more detail in the European 
Standard EN ISO 15223-1：2021.

Thank you for purchasing PRL Fast Test Kit (Immunofluores-
cence Assay). Please read this user manual carefully before 
operating to ensure proper use.
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INTENDED USE

RF Fast Test Kit (Immunofluorescence Assay) is 
intended for in vitro quantitative determination of 
rheumatoid factor (RF) in serum, plasma or whole 
blood samples. The test is designed to aid in the 
diagnosis of autoimmune diseases, such as rheuma-
toid arthritis (RA).

SUMMARY

Rheumatoid factor is an autoantibody targeting the 
Fc fragment of human or animal denatured IgG 
molecule. RF mainly includes four types of IgM, IgG, 
IgA and IgE, and IgM is the main type of RF. Under 
the direct stimulation of denatured IgG or 
Epstein-Barr virus, B cells in patients with rheuma-
toid arthritis will synthesize RF in large quantities. On 
the contrary, in healthy people, there are few clones 
of B cells that produce RF, and the soluble factors 
secreted by monocytes can inhibit the production of 
RF, which is generally difficult to be detected. RF is 
mainly used in the clinical diagnosis of RA. RF has a 
positive detection rate of 80% in RA patients. Positive 
RF is one of the criteria for RA classification by the 
American College of Rheumatology, but positive RF 
is not the sole basis for the diagnosis of RA.

PRINCIPLE 

The test kit adopts a double-antigen sandwich method 
to quantitatively detect the concentration of RF in 
human serum, plasma and whole blood samples. 
After the sample has been applied to the test card, the 
fluorescence latex-labelled RF antigen binds with RF in 

sample and forms a marked antigen-antibody complex. 
The complex moves to the detection area by capillary 
action, then it is captured by RF antigen coated on the 
detection area of nitrocellulose membrane, forming a 
double- antigen complex. The complex generates a 
fluorescent signal and the intensity increases in 
proportion to the amount of RF in sample.
Then insert test card into Getein1100/Getein1160/Getein
1180 Immunofluorescence Quantitative Analyzer/ 
automatically inserted by Getein1200/Getein1600 
Immunofluorescence Quantitative Analyzer (hereinafter 
referred to as Getein1100, Getein1160, Getein1180, 
Getein1200 and Getein1600), the concentration of RF 
in sample will be measured and displayed on the 
screen. The value will be stored in Getein1100/Getein
1160/Getein1180/Getein1200/Getein1600 and available 
for downloading. The result can be easily transmitted 
to the laboratory or hospital information system.

CONTENTS

1. A kit for Getein1100/Getein1160/Getein1180 contains: 
Package specifications: 25 tests/kit, 10 tests/kit 
1) Getein RF test card in a sealed pouch with 
desiccant 
2) Capillary pipet
3) Sample diluent 
4) User manual: 1 piece/kit 
5) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein RF test cards
2) User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Sample diluent: 1 bottle/kit
2) Box with pipette tips: 96 tips/kit
3) Mixing plate: 1 piece/kit
3. A test card consists of:
A plastic shell and a reagent strip which is composed 
of a sample pad ,nitrocellulose membrane (one end 
of the membrane is coated with fluorescence latex-la-
belled RF antigen, the test line is coated with RF 
antigen and the control line is coated with polyclonal 
mouse anti human IgG antibody ),absorbent paper 
and liner.
4. Sample diluent composition: 
Phosphate buffered saline, proteins, detergent, 

preservative, stabilier. 
Note: Do not mix or interchange different 
batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer 
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test kit at 4~30℃ with a valid period of 24 
months.  
Use the test card for Getein1100/Getein1160/Getein
1180 within one hour once the foil pouch is opened. 
For test card of Getein1200/Getein1600: if the 
cartridge is opened, it could be stable within 24 
hours once exposed to air. If the test cards can't be 
used up at a time, please put the cartridge back to 
the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used 
up within 7 days.

PRECAUTIONS

1. For in vitro diagnostic use only. 
2. For professional use only. 
3. Do not use the kit beyond the expiration date. 
4. Do not use the test card if the foil pouch or the 
    cartridge is damaged. 
5. Do not open pouches or the cartridge until ready to 
    perform the test.  
6. Do not reuse the test card. 
7. Do not reuse the pipet.  
8. Handle all specimens as potentially infectious. 
    Proper handling and disposal methods should be 
    followed in accordance  with local regulations. 
9. Carefully read and follow user manual to ensure 
    proper test performance. 

SPECIMEN COLLECTION AND PREPARATION

1. Serum, plasma or whole blood samples can be 
    used for the test. Other body fluids and samples 
   may not give accurate results. Samples should be 

For Getein1160/Getein1180:
1. Confirm SD card lot No.in accordance with test kit 
    lot No..Perform “SD card” calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180.
3. Remove the test card from the sealed pouch 
    immediately before use. Label the test card with 
    patient or control identification.
4. Put the test card on a clean table, horizontally 
    placed.
5. Using sample transfer pipette, deliver 10 μL of 
    sample into one tube of sample diluent, mix gently 
    and thoroughly. Then drop 100 μL of sample 
    mixture into the sample well on the test card.
6. Insert the test card into Getein1160/Getein1180 
    immediately after sample loading. The analyzer 
    will count down the reaction time (10 minutes) and 
    automatically test the card after reaction time is 
    elapsed. The result will be shown on the screen 
    and printed automatically.
For Getein1200/Getein1600: 
1. Each cartridge for Getein1200/Getein1600 contains 
    a specific RFID card which can calibrate automatically. 
2. Put the sample diluent at the correct position of 
    Getein1200/Getein1600. 
3. Place samples in the designed area of the sample 
    holder,insert the holder and select the right test 
    item, Getein1200/Getein1600 will do the testing 
    and print the result automatically. 
Notes: 
1. It is required to perform “SD card” calibration when 
    using a new batch of kits. 
2. It is suggested to calibrate once for one batch of kits 
    for Getein1100/Getein1160/Getein1180. 
3. Make sure the test card and the sample insertion 
    are correct and complete. 

TEST RESULTS

Getein1100/Getein1160/Getein1180/Getein1200/G
etein1600 can scan the test card automatically and 
display the result on the screen. For additional 
information, please refer to the user manual of 
Getein1100/Getein1160/Getein1180/Getein1200/
Getein1600. 
Others: Samples whose concentration exceeds the 
upper limit should be diluted no more than 4 times.

EXPECTED VALUE 

The expected normal value for RF is determined by 
testing samples from 282 apparently healthy 
individuals. The upper 97.5th percentile value is 
15.9 IU/mL.
It is recommended that each laboratory determine 
the applicability of the reference value through 
experiments and establish its own reference ranges 
if necessary.

PERFORMANCE CHARACTERISTICS

Measuring Range                 10.0-640.0 IU/mL
Lower Detection Limit           ≤10.0 IU/mL
Within-run Precision             ≤10%
Between-run Precision         ≤15%

LIMITATIONS 

1. Bilirubin and triglyceride in the sample may 
    interfere with the test results, and the maximum 
    allowable concentrations are 0.2 g/L and 10 g/L 
    respectively.
2. The test results of this kit are for clinical reference 
    only, and should not be used as the sole criteria 
    for clinical diagnosis. It is recommended to conduct 
    a comprehensive analysison the condition in 
    combination with symptoms/signs, history and 
    other laboratory tests.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on 
the test kit are the most common ones appearing on 
medical devices and their packaging. They are 
explained in more details in the European Standard  
EN ISO 15223-1:2021.
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(Immunofluorescence Assay). 
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    free of hemolysis.
2. Venous blood should be collected under aseptic 
    conditions;serum or plasma is preferred for testing.
3. Heparin, sodium citrate or EDTA can be used as 
    the anticoagulant for plasma and whole blood 
    samples.
4. The test should be performed at room temperature
   （15~30℃） within 4 hours after sample collection.
5. If testing is delayed, serum and plasma samples 
    may be stored up to 7 days at 2~8℃ and 3 months 
    at -20℃ before testing. Whole blood samples 
    should not be frozen and can be stored at 2~8℃ 
    for 3 days. Do not heat inactivated samples or use 
    hemolyzed blood samples. 
6. Refrigerated or frozen sample should be reached 
    to room temperature（15~30℃） before testing. 
    Frozen samples must be completely thawed, 
    rewarmed and evenly mixed. Serum and plasma 
    samples can freeze and thaw twice at most. Avoid 
    multiple freeze-thaw cycles. 
7. SAMPLE VOLUME (for Getein1100/Getein1160/
    Getein1180): 10μL. 

TEST PROCEDURE

1. Collect specimens according to user manual. 
2. Test card, sample and reagent should reach to 
    room temperature before test. 
For Getein1100: 
1. Confirm SD card lot No. in accordance with test 
    kit lot No.Perform “SD card” calibration when 
    necessary. 
2. Remove the test card from the sealed pouch 
    immediately before use. Label the test card with 
    patient or control identification.  
3. Put the test card on a clean table, horizontally 
    placed. 
4. Using sample transfer pipette, deliver 10 μL of 
    sample into one tube of sample diluent, mix 
    gently and thoroughly. Then drop 100μL of 
    sample mixture into the sample well on the test 
    card.
5. Reaction time: 10 minutes. Insert the test card 
    into Getein1100 and click on “Start” icon (for 
    Android Getein1100) after reaction time is elapsed. 
    The result will be shown on the screen and printed 
    automatically.
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INTENDED USE

RF Fast Test Kit (Immunofluorescence Assay) is 
intended for in vitro quantitative determination of 
rheumatoid factor (RF) in serum, plasma or whole 
blood samples. The test is designed to aid in the 
diagnosis of autoimmune diseases, such as rheuma-
toid arthritis (RA).

SUMMARY

Rheumatoid factor is an autoantibody targeting the 
Fc fragment of human or animal denatured IgG 
molecule. RF mainly includes four types of IgM, IgG, 
IgA and IgE, and IgM is the main type of RF. Under 
the direct stimulation of denatured IgG or 
Epstein-Barr virus, B cells in patients with rheuma-
toid arthritis will synthesize RF in large quantities. On 
the contrary, in healthy people, there are few clones 
of B cells that produce RF, and the soluble factors 
secreted by monocytes can inhibit the production of 
RF, which is generally difficult to be detected. RF is 
mainly used in the clinical diagnosis of RA. RF has a 
positive detection rate of 80% in RA patients. Positive 
RF is one of the criteria for RA classification by the 
American College of Rheumatology, but positive RF 
is not the sole basis for the diagnosis of RA.

PRINCIPLE 

The test kit adopts a double-antigen sandwich method 
to quantitatively detect the concentration of RF in 
human serum, plasma and whole blood samples. 
After the sample has been applied to the test card, the 
fluorescence latex-labelled RF antigen binds with RF in 

sample and forms a marked antigen-antibody complex. 
The complex moves to the detection area by capillary 
action, then it is captured by RF antigen coated on the 
detection area of nitrocellulose membrane, forming a 
double- antigen complex. The complex generates a 
fluorescent signal and the intensity increases in 
proportion to the amount of RF in sample.
Then insert test card into Getein1100/Getein1160/Getein
1180 Immunofluorescence Quantitative Analyzer/ 
automatically inserted by Getein1200/Getein1600 
Immunofluorescence Quantitative Analyzer (hereinafter 
referred to as Getein1100, Getein1160, Getein1180, 
Getein1200 and Getein1600), the concentration of RF 
in sample will be measured and displayed on the 
screen. The value will be stored in Getein1100/Getein
1160/Getein1180/Getein1200/Getein1600 and available 
for downloading. The result can be easily transmitted 
to the laboratory or hospital information system.

CONTENTS

1. A kit for Getein1100/Getein1160/Getein1180 contains: 
Package specifications: 25 tests/kit, 10 tests/kit 
1) Getein RF test card in a sealed pouch with 
desiccant 
2) Capillary pipet
3) Sample diluent 
4) User manual: 1 piece/kit 
5) SD card: 1 piece/kit
2. A kit for Getein1200/Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein RF test cards
2) User manual: 1 piece/kit
Materials required for Getein1200/Getein1600:
1) Sample diluent: 1 bottle/kit
2) Box with pipette tips: 96 tips/kit
3) Mixing plate: 1 piece/kit
3. A test card consists of:
A plastic shell and a reagent strip which is composed 
of a sample pad ,nitrocellulose membrane (one end 
of the membrane is coated with fluorescence latex-la-
belled RF antigen, the test line is coated with RF 
antigen and the control line is coated with polyclonal 
mouse anti human IgG antibody ),absorbent paper 
and liner.
4. Sample diluent composition: 
Phosphate buffered saline, proteins, detergent, 

preservative, stabilier. 
Note: Do not mix or interchange different 
batches of kits.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer 
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test kit at 4~30℃ with a valid period of 24 
months.  
Use the test card for Getein1100/Getein1160/Getein
1180 within one hour once the foil pouch is opened. 
For test card of Getein1200/Getein1600: if the 
cartridge is opened, it could be stable within 24 
hours once exposed to air. If the test cards can't be 
used up at a time, please put the cartridge back to 
the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used 
up within 7 days.

PRECAUTIONS

1. For in vitro diagnostic use only. 
2. For professional use only. 
3. Do not use the kit beyond the expiration date. 
4. Do not use the test card if the foil pouch or the 
    cartridge is damaged. 
5. Do not open pouches or the cartridge until ready to 
    perform the test.  
6. Do not reuse the test card. 
7. Do not reuse the pipet.  
8. Handle all specimens as potentially infectious. 
    Proper handling and disposal methods should be 
    followed in accordance  with local regulations. 
9. Carefully read and follow user manual to ensure 
    proper test performance. 

SPECIMEN COLLECTION AND PREPARATION

1. Serum, plasma or whole blood samples can be 
    used for the test. Other body fluids and samples 
   may not give accurate results. Samples should be 

For Getein1160/Getein1180:
1. Confirm SD card lot No.in accordance with test kit 
    lot No..Perform “SD card” calibration when necessary.
2. Enter testing interface of Getein1160/Getein1180.
3. Remove the test card from the sealed pouch 
    immediately before use. Label the test card with 
    patient or control identification.
4. Put the test card on a clean table, horizontally 
    placed.
5. Using sample transfer pipette, deliver 10 μL of 
    sample into one tube of sample diluent, mix gently 
    and thoroughly. Then drop 100 μL of sample 
    mixture into the sample well on the test card.
6. Insert the test card into Getein1160/Getein1180 
    immediately after sample loading. The analyzer 
    will count down the reaction time (10 minutes) and 
    automatically test the card after reaction time is 
    elapsed. The result will be shown on the screen 
    and printed automatically.
For Getein1200/Getein1600: 
1. Each cartridge for Getein1200/Getein1600 contains 
    a specific RFID card which can calibrate automatically. 
2. Put the sample diluent at the correct position of 
    Getein1200/Getein1600. 
3. Place samples in the designed area of the sample 
    holder,insert the holder and select the right test 
    item, Getein1200/Getein1600 will do the testing 
    and print the result automatically. 
Notes: 
1. It is required to perform “SD card” calibration when 
    using a new batch of kits. 
2. It is suggested to calibrate once for one batch of kits 
    for Getein1100/Getein1160/Getein1180. 
3. Make sure the test card and the sample insertion 
    are correct and complete. 

TEST RESULTS

Getein1100/Getein1160/Getein1180/Getein1200/G
etein1600 can scan the test card automatically and 
display the result on the screen. For additional 
information, please refer to the user manual of 
Getein1100/Getein1160/Getein1180/Getein1200/
Getein1600. 
Others: Samples whose concentration exceeds the 
upper limit should be diluted no more than 4 times.

EXPECTED VALUE 

The expected normal value for RF is determined by 
testing samples from 282 apparently healthy 
individuals. The upper 97.5th percentile value is 
15.9 IU/mL.
It is recommended that each laboratory determine 
the applicability of the reference value through 
experiments and establish its own reference ranges 
if necessary.

PERFORMANCE CHARACTERISTICS

Measuring Range                 10.0-640.0 IU/mL
Lower Detection Limit           ≤10.0 IU/mL
Within-run Precision             ≤10%
Between-run Precision         ≤15%

LIMITATIONS 

1. Bilirubin and triglyceride in the sample may 
    interfere with the test results, and the maximum 
    allowable concentrations are 0.2 g/L and 10 g/L 
    respectively.
2. The test results of this kit are for clinical reference 
    only, and should not be used as the sole criteria 
    for clinical diagnosis. It is recommended to conduct 
    a comprehensive analysison the condition in 
    combination with symptoms/signs, history and 
    other laboratory tests.
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    free of hemolysis.
2. Venous blood should be collected under aseptic 
    conditions;serum or plasma is preferred for testing.
3. Heparin, sodium citrate or EDTA can be used as 
    the anticoagulant for plasma and whole blood 
    samples.
4. The test should be performed at room temperature
   （15~30℃） within 4 hours after sample collection.
5. If testing is delayed, serum and plasma samples 
    may be stored up to 7 days at 2~8℃ and 3 months 
    at -20℃ before testing. Whole blood samples 
    should not be frozen and can be stored at 2~8℃ 
    for 3 days. Do not heat inactivated samples or use 
    hemolyzed blood samples. 
6. Refrigerated or frozen sample should be reached 
    to room temperature（15~30℃） before testing. 
    Frozen samples must be completely thawed, 
    rewarmed and evenly mixed. Serum and plasma 
    samples can freeze and thaw twice at most. Avoid 
    multiple freeze-thaw cycles. 
7. SAMPLE VOLUME (for Getein1100/Getein1160/
    Getein1180): 10μL. 

TEST PROCEDURE

1. Collect specimens according to user manual. 
2. Test card, sample and reagent should reach to 
    room temperature before test. 
For Getein1100: 
1. Confirm SD card lot No. in accordance with test 
    kit lot No.Perform “SD card” calibration when 
    necessary. 
2. Remove the test card from the sealed pouch 
    immediately before use. Label the test card with 
    patient or control identification.  
3. Put the test card on a clean table, horizontally 
    placed. 
4. Using sample transfer pipette, deliver 10 μL of 
    sample into one tube of sample diluent, mix 
    gently and thoroughly. Then drop 100μL of 
    sample mixture into the sample well on the test 
    card.
5. Reaction time: 10 minutes. Insert the test card 
    into Getein1100 and click on “Start” icon (for 
    Android Getein1100) after reaction time is elapsed. 
    The result will be shown on the screen and printed 
    automatically.
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INTENDED USE
T3 (Triiodothyronine) Fast Test Kit (Immunofluorescence 
Assay) is intended for in vitro quantitative determination of T3 
in serum and plasma. It can be used in the monitoring of 
hyperthyroidism and hypothyroidism, and also used as an aid 
in the functional diagnosis of thyroidea.

SUMMARY
The thyroid gland exerts powerful and essential regulatory 
influences on growth, differentiation, celluar metabolism and 
general hormonal balance, as well as on the maintenance of 
metabolic activity and the development of the sketeal and 
organ system. The hormones thyroxine (T4) and triiodothy-
ronine (T3) circulate in the blood stream, mostly bound to the 
plasma protein,throxine binding globulin (TBG). The 
concentration of T3 is much less than that of T4, but its 
metabolic potency is much greater. 
T3 is produced by the thyroid and secreted in response to 
TSH. T3 determination is an important factor in the diagnosis 
of thyroid disease. Its measurement has uncovered a variant 
of hyperthyroidism in thyrotoxic patients with elevated T3 
levels and normal T4 levels. An increase in T3 without an 
increase in T4 is frequently a forerunner of recurrent thyrotoxi-
cosis in previously treated patients. In other patients, 
euthyroidism attributable to normal T3, although their T4 
values are subnormal.
In women, T3 levels are elevated during pregnancy, during 
estrogen treatment, and contraceptive hormone therapy. 
When T3 levels parallel TBG increases in a manner analogous 
to T4 levels, these changes are not reflection of altered thyroid 
status.

PRINCIPLE
The test uses an anti-human T3 monoclonal antibody 

conjugated with fluorescence latex coated on fluorescent pad 
and another antibody conjugated with fluorescein isothiocya-
nate (FITC) coated on the test line, also a T3 antigen conjugat-
ed with FITC Is coated on the junction of nitrocellulose 
membrane and sample pad. After the sample has been 
applied to the test strip, the T3 in sample and the T3 antigen 
conjugated with FITC will compete the fluorescence 
latex-labelled T3 antibody and form marked T3-FITC-T3 
antibody and T3-T3 antibody, respectively. These complexes 
move to the test card detection zone by capillary action. Then 
marked T3-FITC-T3 antibody complexes will be captured on 
the test line by antibodies conjugated with FITC. The 
fluorescence intensity of test line increases in proportion to the 
amount of T3 in sample.
Then Insert test card into Getein1100 Immunofluorescence 
Quantitative Analyzer/Automatically inserted by Getein1600 
Immunofluorescence Quantitative Analyzer (hereafter referred 
to as Getein1100 and Getein1600), the concentrations of T3 in 
sample will be measured and displayed on the screen. The 
value will be stored in Getein1100/Getein1600 and available 
for downloading. The result can be easily transmitted to the 
laboratory or hospital information system.

CONTENTS 
1. A kit for Getein1100 contains:
Package specifications: 25 tests/box, 10 tests/box
1) Getein T3 test card in a sealed pouch with desiccant
2) Disposable pipet
3) Sample treatment solution A and B
4) User manual: 1 piece/box
5) SD card/RFID card: 1 piece/box
2. A kit for Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein T3 test cards
2) User manual: 1 piece/box
Materials required for Getein1600:
1) Sample diluent: 1 bottle/box
2) Box with pipette tips: 96 tips/box
3) Mixing plate: 1 piece/box
3.  Sample treatment solution/sample diluent composition:
Phosphate buffered saline, proteins, detergent, preservative, 
stabilizer.
4.  A test card consists of:
A plastic shell and a reagent strip which is composed of a 
sample pad, nitrocellulose membrane (one end of the 

membrane is coated with fluorescence latex-labelled 
anti-human T3 monoclonal antibody and T3 antigen, the test 
lines iscoated with FITC antibody, and the control line C is 
coated with rabbit anti-mouse IgG antibody), absorbent 
paper and liner.
Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE
Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY
Store the test card at 4~30℃ with a valid period of 24 
months.
Use the test card within 1 hour once the foil pouch is opened.
For test card of Getein1600: if the cartridge is opened, it 
could be stable within 24 hours once exposed to air. If the test 
cards can’t be used up at a time, please put the cartridge 
back to the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used up within 7 
days.
Store the sample treatment solution/sample diluent at 
0~30℃ with a valid period of 24 months.
Store the sample treatment solution/sample diluent at 
2~8℃ for better results.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. For professional use only.
3. Do not use the kit beyond the expiration date. 
4. Do not use the test card if the foil pouch is damaged.
5. Do not open pouches until ready to perform the test. 
6. Do not reuse the test card.
7. Do not reuse the pipet. 
8. Handle all specimens as potentially infectious. Proper 
    handling and disposal methods should be followed in 
    accordance with local regulations.
9. Carefully read and follow user manual to ensure proper 
     test performance.

T3
Fast Test Kit

(Immunofluorescence Assay)

User Manual         IF2022 for Getein1600
        IF1022 for Getein1100



Hemoglobin    Triglyceride      Bilirubin

5 g/L    25 g/L  0.1 g/L

Interferent

Concentration (Max)

SPECIMEN COLLECTION AND PREPARATION 
1. This test can be used for serum and plasma samples. 
    Heparin, EDTA and sodium citrate can be used as the  
    anticoagulant for plasma. Samples should be free of 
     hemolysis. 
2. The test should be performed within 4 hours after whole 
    blood collection.
3. If testing will be delayed, serum and plasma samples may 
    be stored up to 7 days at 2~8℃ or stored at -20℃ for 6 
    months before testing. 
4. Refrigerated or frozen sample should reach room tempera
    ture and be homogeneous before testing. Avoid multiple 
    freeze-thaw cycles.
5. Do not use heat-inactivated samples or hemolysis samples. 
6. SAMPLE VOLUME (for Getein1100): 100 μl.

TEST PROCEDURE
1. Collect specimens according to user manual.
2. Test card, sample and reagent should be brought to room 
     temperature before testing.
For Getein1100:
3. Confirm SD card or RFID card lot No. in accordance with 
    test kit lot No.. Perform “SD card or RFID card” calibration 
    when necessary.
4. Enter testing interface of Getein1100.
5. Remove the test card from the sealed pouch immediately   
    before use. Label the test card with patient or control  
    identification. 
6. Put the test card on a clean table, horizontally placed.
7 . Using sample transfer pipette, deliver 10 μl sample 
     treatment B into sample treatment A, and then deliver 100 μl 
     of sample into sample treatment A. Mixing for 1 minute and 
     then drop 100 μl of the sample mixture to the test card.
8. Reaction time: 15 minutes. Insert the test card into 

Getein1100 and start test after reaction time is elapsed. The 
result will be shown on the screen and printed automatically.

For Getein1600:
9. Each cartridge for Getein1600 contains a specific RFID card 
    which can calibrate automatically.
10.  Place samples in the designed area of the sample holder, 
       insert the holder and select the right test item, Getein1600 
       will do the testing and print the result automatically.
Notes:
1. It is required to perform “SD card or RFID card” calibration 

    when using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 

Getein1100. 
3. Make sure the test card insertion is correct and complete.

TEST RESULTS
Getein1100/Getein1600 can scan the test card automatically 
and display the result on the screen. For additional informa-
tion, please refer to the user manual of Getein1100/ 
Getein1600.
Others:Measuring range of the T3 test kit is 0.30 
nmol/L~10.00 nmol/L. Dilute the sample which concentration 
is higher than the upper limit with calf serum or negative 
samples, and the dilution ratio should be less than 4 times.

EXPECTED VALUE 
The expected normal value for T3 and was determined by 
testing samples from 391 apparently healthy individuals. The 
reference range of T3 is 1.30 nmol/L~3.10 nmol/L calculated 
by using normal distribution methods (95% confidence 
interval).
It is recommended that each laboratory establish its own 
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                     0.30~10.00 nmol/L
Lower Detection Limit               ≤0.30 nmol/L
Within-Run Precision                ≤10%
Between-Run Precision            ≤15%

LIMITATIONS 
1. As with all diagnostic tests, a definitive clinical diagnosis 

should not be made based on the result of a single test. The 
test results should be interpreted considering all other test 
results and clinical information such as clinical signs and 
symptoms.

2. Samples containing interferent may influence the results. 
The table below listed the maximum allowance of these 
potential interferent.

REFERENCES
1. Spencer C A, LoPresti J S, Patel A, et al. Applications of a 
    new chemiluminometric thyrotropin assay to subnormal 
    measuriment.J Clin Endocrinol Metab. 1990, 70(2):453-460.
2. Spencer C A, Takeuchi M, Kazarosyan M. Current status 
    and performance goals for serum thyrolobulin assays. Clin 
    Chem. 1996,42(1):164-173.
3. Koidl J, Hödl H, Schmid MG et al. Enantiorecognition of 
    triiodothyronine and thyroxine enantiomers using different 
    chiral selectors by HPLC and micro-HPLC. J. Biochem 
    Biophys Methods. 2008, 70(6):1254-1260.
4. Keffer JH. Preanalytical considerations in testing 
    thyroid function.Clin. Chem. 1996, 42(1):125-134.
5. Lindstedt G, Berg G, Jansson S,et al. Clinical use of  
    laboratory thyroid tests and investigations. J Int Fed Clin 
    Chem. 1994, 6(4):136-141.

DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found on T3 Fast 
Test Kit (Immunofluorescence Assay) are the most common 
ones appearing on medical devices and their packaging. They 
are explained in more details in the European Standard EN 
980:2008 and International Standard ISO 15223-1:2016

                                                              

Thank you for purchasing T3 Fast Test Kit (Immunofluores-
cence Assay). 
Please read this user manual carefully before operating to 
ensure proper use.

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508     Fax: +86-25-68568500
E-mail:tech@getein.com.cn     overseas@getein.com.cn 
Website: www.bio-GP.com.cn
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INTENDED USE
T4 (Thyroxine) Fast Test Kit (Immunofluorescence Assay) is 
intended for in vitro quantitative determination of T4 in serum 
and plasma. It can be used in the monitoring of hyperthyroid-
ism and hypothyroidism, and also used as an aid in the 
functional diagnosis of thyroidea.

SUMMARY
The thyroid gland exerts powerful and essential regulatory 
influences on growth, differentiation, celluar metabolism and 
general hormonal balance, as well as on the maintenance of 
metabolic activity and the development of the sketeal and 
organ system.
T4 is the most commonly measured substance in the assesse-
ment of thyroid function. Most of the thyroxine secreted into 
the bloodstream is bound to a transport protein, thyroxine 
binding globulin (TBG), and to albumin and pre-albumin. Only 
less than 1% of thyroxine remains unbound as free T4 in 
blood. Elevated total thyroxine levels have been associated 
with hyperthyroidism, a condition with an excess amount of 
circulating thyroid hormone and decreased total thyroxine 
levels have been associated with hypothyroidism,a condition 
with insufficient levels of thyroxine concentration. Primary 
malfunction of the thyroid gland or any diseases affecting the 
thyroid-pituitary-hypothalamus system may result in the 
abnormal thyroxine concentration in blood. Measurement of 
thyroxine has been one of the most widely used method for 
evaluation of an individual’s thyroid status.

PRINCIPLE
The test uses an anti-human T4 monoclonal antibody 
conjugated with fluorescence latex coated on fluorescent pad 

and another antibody conjugated with fluorescein isothiocya-
nate (FITC) coated on the test line, also a T4 antigen conjugat-
ed with FITC Is coated on the junction of nitrocellulose 
membrane and sample pad. After the sample has been 
applied to the test strip, the T4 in sample and the T4 antigen 
conjugated with FITC will compete the fluorescence 
latex-labelled T4 antibody and form marked T4-FITC-T4 
antibody and T4-T4 antibody, respectively. These complexes 
move to the test card detection zone by capillary action. Then 
marked T4-FITC-T4 antibody complexes will be captured on 
the test line by antibody conjugated with FITC. The 
fluorescence intensity of test line increases in proportion to the 
amount of T4 in sample.
Then Insert test card into Getein1100 Immunofluorescence 
Quantitative Analyzer/Automatically inserted by Getein1600 
Immunofluorescence Quantitative Analyzer (hereafter referred 
to as Getein1100 and Getein1600), the concentrations of T4 in 
sample will be measured and displayed on the screen. The 
value will be stored in Getein1100/Getein1600 and available 
for downloading. The result can be easily transmitted to the 
laboratory or hospital information system.

CONTENTS 
1. A kit for Getein1100 contains:
Package specifications: 25 tests/box, 10 tests/box
1) Getein T4 test card in a sealed pouch with desiccant
2) Disposable pipet
3) Sample treatment solution A and B
4) User manual: 1 piece/box
5) SD card/RFID card: 1 piece/box
2. A kit for Getein1600 contains:
Package specifications: 2×24 tests/kit, 2×48 tests/kit
1) Sealed cartridge with 24/48 Getein T4 test cards
2) User manual: 1 piece/box
Materials required for Getein1600:
1) Sample diluent: 1 bottle/box
2) Box with pipette tips: 96 tips/box
3) Mixing plate: 1 piece/box
3.  Sample treatment solution/sample diluent composition:
Phosphate buffered saline, proteins, detergent, preservative, 
stabilizer.
4.  A test card consists of:
A plastic shell and a reagent strip which is composed of a 
sample pad, nitrocellulose membrane (one end of the 
membrane is coated with fluorescence latex-labelled 

anti-human T4 monoclonal antibody and T4 antigen, the test 
lines iscoated with FITC antibody, and the control line C is 
coated with rabbit anti-mouse IgG antibody), absorbent 
paper and liner.
Note: Do not mix or interchange different batches of kits.

APPLICABLE DEVICE
Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY
Store the test card at 4~30℃ with a valid period of 24 
months.
Use the test card within 1 hour once the foil pouch is opened.
For test card of Getein1600: if the cartridge is opened, it 
could be stable within 24 hours once exposed to air. If the test 
cards can’t be used up at a time, please put the cartridge 
back to the foil pouch and reseal along the entire edge of 
zip-seal. The remaining test cards should be used up within 7 
days.
Store the sample treatment solution/sample diluent at 0~30
℃ with a valid period of 24 months.
Store the sample treatment solution/sample diluent at 2~8℃ 
for better results.

PRECAUTIONS
1. For in vitro diagnostic use only.
2. For professional use only.
3. Do not use the kit beyond the expiration date. 
4. Do not use the test card if the foil pouch is damaged.
5. Do not open pouches until ready to perform the test. 
6. Do not reuse the test card.
7. Do not reuse the pipet. 
8. Handle all specimens as potentially infectious. Proper 
    handling and disposal methods should be followed in 
    accordance with local regulations.
9. Carefully read and follow user manual to ensure proper 
     test performance.

T4
Fast Test Kit

(Immunofluorescence Assay)
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Hemoglobin    Triglyceride      Bilirubin

5 g/L    25 g/L  0.1 g/L

Interferent

Concentration (Max)

SPECIMEN COLLECTION AND PREPARATION 
1. This test can be used for serum and plasma samples. 
    Heparin, EDTA and sodium citrate can be used as the  
    anticoagulant for plasma. Samples should be free of 
     hemolysis. 
2. The test should be performed within 4 hours after whole 
    blood collection.
3. If testing will be delayed, serum and plasma samples may 
    be stored up to 7 days at 2~8℃ or stored at -20℃ for 6 
    months before testing. 
4. Refrigerated or frozen sample should reach room tempera
    ture and be homogeneous before testing. Avoid multiple 
    freeze-thaw cycles.
5. Do not use heat-inactivated samples or hemolysis samples. 
6. SAMPLE VOLUME (for Getein1100): 25 μl.

TEST PROCEDURE
1. Collect specimens according to user manual.
2. Test card, sample and reagent should be brought to room 
     temperature before testing.
For Getein1100:
3. Confirm SD card or RFID card lot No. in accordance with 
    test kit lot No.. Perform “SD card or RFID card” calibration 
    when necessary.
4. Enter testing interface of Getein1100.
5. Remove the test card from the sealed pouch immediately   
    before use. Label the test card with patient or control  
    identification. 
6. Put the test card on a clean table, horizontally placed.
7. Using sample transfer pipette, deliver 10 μl sample 
    treatment B into sample treatment A, and then deliver 25 μl 
    of sample into sample treatment A. Mixing for 1 minute and 
    then drop 100 μl of the sample mixture to the test card.
8. Reaction time: 15 minutes. Insert the test card into 

Getein1100 and start test after reaction time is elapsed. The 
result will be shown on the screen and printed automatically.

For Getein1600:
9. Each cartridge for Getein1600 contains a specific RFID card 
    which can calibrate automatically.
10.  Place samples in the designed area of the sample holder, 
       insert the holder and select the right test item, Getein1600 
       will do the testing and print the result automatically.
Notes:
1. It is required to perform “SD card or RFID card” calibration 

    when using a new batch of kits.
2. It is suggested to calibrate once for one batch of kits for 

Getein1100. 
3. Make sure the test card insertion is correct and complete.

TEST RESULTS
Getein1100/Getein1600 can scan the test card automatically 
and display the result on the screen. For additional informa-
tion, please refer to the user manual of Getein1100/ 
Getein1600.
Others:Measuring range of the T4 test kit is 5.4 nmol/L~320.0 
nmol/L. Dilute the sample which concentration is higher than 
the upper limit with calf serum or negative samples, and the 
dilution ratio should be less than 4 times.

EXPECTED VALUE 
The expected normal value for T4 and was determined by 
testing samples from 391 apparently healthy individuals. The 
reference range of T4 is 59.0 nmol/L~154.0 nmol/L calculated 
by using normal distribution methods (95% confidence 
interval).
It is recommended that each laboratory establish its own 
expected values for the population it serves.

PERFORMANCE CHARACTERISTICS
Measuring Range                     5.4~320.0 nmol/L
Lower Detection Limit               ≤5.4 nmol/L
Within-Run Precision                ≤10%
Between-Run Precision            ≤15%

LIMITATIONS 
1. As with all diagnostic tests, a definitive clinical diagnosis 

should not be made based on the result of a single test. The 
test results should be interpreted considering all other test 
results and clinical information such as clinical signs and 
symptoms.

2. Samples containing interferent may influence the results. 
The table below listed the maximum allowance of these 
potential interferent.

REFERENCES
1. Spencer C A, LoPresti J S, Patel A, et al. Applications of a 
    new chemiluminometric thyrotropin assay to subnormal 
    measuriment.J Clin Endocrinol Metab. 1990, 70(2):453-460.
2. Spencer C A, Takeuchi M, Kazarosyan M. Current status 
    and performance goals for serum thyrolobulin assays. Clin 
    Chem. 1996,42(1):164-173.
3. Koidl J, Hödl H, Schmid MG et al. Enantiorecognition of 
    triiodothyronine and thyroxine enantiomers using different 
    chiral selectors by HPLC and micro-HPLC. J. Biochem 
    Biophys Methods. 2008, 70(6):1254-1260.
4. Keffer JH. Preanalytical considerations in testing 
    thyroid function.Clin. Chem. 1996, 42(1):125-134.
5. Lindstedt G, Berg G, Jansson S,et al. Clinical use of  
    laboratory thyroid tests and investigations. J Int Fed Clin 
    Chem. 1994, 6(4):136-141.

DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found on T4 Fast 
Test Kit (Immunofluorescence Assay) are the most common 
ones appearing on medical devices and their packaging. They 
are explained in more details in the European Standard EN 
980:2008 and International Standard ISO 15223-1:2016.

                                                              

Thank you for purchasing T4 Fast Test Kit (Immunofluorescence 
Assay). 
Please read this user manual carefully before operating to 
ensure proper use.

Getein Biotech, Inc.
Add: No.9 Bofu Road, Luhe District, Nanjing, 211505, China
Tel: +86-25-68568508     Fax: +86-25-68568500
E-mail:tech@getein.com.cn     overseas@getein.com.cn 
Website: www.bio-GP.com.cn
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