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hs-CRP
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Getein1100: Cat.# IF1003
Getein1600: Cat.# IF2003

hs-CRP Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of C-reactive protein
(CRP) in serum, plasma whole blood, or fingertip blood.
Measurement of CRP is useful for the detection and evaluation
of infection, tissue injury and inflammatory disorders.
Measurement of high sensitivity CRP (hs-CRP), when used in
conjunction with traditional clinical laboratory evaluation of
acute coronary syndromes (ACS), may be useful as an
independent marker of prognosis for recurrent events in
patients with stable coronary disease or ACS.

SUMMARY

C-reactive protein is an acute-phase reactant that precipitated
with Pneumococcal C-polysaccharide, and is a non-specific
immune response component. CRP has wide distribution in
our body, and is an acute-phase protein produced in the liver
in response to microbic infection or tissue injury, and the
hs-CRP can be used to detect lower concentrations of CRP in
serum or plasma. Studies revealed hs-CRP levels seem to be
correlated with Atherosclerosis and Acute Myocardial Infarction.
And the hs-CRP is an inflammation "marker" for ACS patient
and is helpful for primary prevention and risk assessment of
cardiovascular disease. Its combination with the ratio of total
cholesterol to HDL-C is more accurate than other risk factor in
predicting cardiovascular disease.

The American Heart Association and US Centers for Disease
Control and Prevention have advocated hs-CRP as a predictor
of cardiovascular disease (CVD) to define risk groups: less
than 1.0 mg/L indicates low risk, 1.0 to 3.0 mg/L means moderate
risk, and the amount above 3.0 mg/L (lower than 10 mg/L)
strongly suggests a high risk of CVD. Moreover, higher CRP
levels are found in late pregnant women, mild inflammation
and viral infections (10~40 mg/L), active inflammation, bacterial
infection (40~200 mg/L), severe bacterial infections and burns

(>200 mglL).

PRINCIPLE

The test uses an anti-human hs-CRP monoclonal antibody
conjugated with fluorescence latex and another anti-human
hs-CRP monoclonal antibody coated on the test line. After the
sample has been applied to the test strip, the fluorescence
latex-labelled anti-human hs-CRP monoclonal antibody binds
with the hs-CRP 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 the anti-human hs-CRP monoclonal
antibody. The fluorescence intensity of the test line increases
in proportion to the amount of hs-CRP in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of hs-CRP 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:
Getein hs-CRP test card in a sealed pouch with desiccant

25
Disposable pipet ‘- - 25
Sample diluent - 25

SD Card ........
User manual
2. Akit for Getein1600 contains:
Sealed cartridge with 24/48 Getein hs-CRP test cards - 2
USer manual ........................................................ 1
Package specifications:
2x24 tests/kit, 2x48 tests/kit
Materials required for Getein1600:
Sample diluent ----
Box with pipette tips
Mixing plate ------------+
Sample diluent composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.
4. Atest 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 a fluorescence latex-labelled anti-
human hs-CRP monoclonal antibody, the test line is coated
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with another anti-human hs-CRP monoclonal antibody 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
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 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 diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

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

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

Do not reuse the test card.

Do not reuse the pipet.

Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

Carefully read and follow user manual to ensure proper test
performance.
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SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for

can be used as the anticoagulant for plasma, whole
blood and fingertip blood. Samples should be free of
hemolysis.



Suggest using serum or plasma for better results.

. If testing will be delayed, serum and plasma samples may
be stored up to 7 days at 2~8°C or stored at -20°C for 6
months before testing (whole blood sample 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.

Do not use heat-inactivated samples.

SAMPLE VOLUME
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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 lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to

enter testing interface.

. Remove the test card from the sealed pouch immediately

before use. Label the test card with patient or control

identification.

Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample into
one tube of sample diluent, mix gently and thoroughly. Then
drop of sample mixture (or 3~4 drops of sample
mixture when using disposable pipet) into the sample port
on the test card.

8. Insert the test card into Getein1100
and press "ENT" button 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.
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Notes:

1. It is required to perform “SD Card Calib” 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 and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically
and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

hs-CRP: The expected normal value for hs-CRP was determined
by testing samples from 500 apparently healthy individuals.
The 95" percentile of the concentration for hs-CRP is 3 mg/L.
(The probability that hs-CRP value of a normal person below
3 mg/L is 95%.)

CRP: The expected normal value for CRP was determined by
testing samples from 500 apparently healthy individuals. The
95" percentile of the concentration for CRP is 10 mg/L. (The
probability that CRP value of a normal person below 10 mg/L
is 95%.)

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

PERFORMANCE CHARACTERISTICS

Measuring Range 0.5~200 mg/L
Lower Detection Limit <0.5 mg/L
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:

The assay was compared with HITACHI 7600/0OLYMPUS AU5400
and its matching hs-CRP test kits with 200 serum samples (61
positive samples and 139 negative samples). The correlation
coefficient (r) for hs-CRP is 0.941.

LIMITATIONS

N

. 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 interferents may influence the results.

The table below listed the maximum allowance of these

potential interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 10 g/L 10 g/L 0.2g/L
REFERENCES

1. Danesh J, Whincup P, Wslker M, et al. Low grade inflammation

and coronary heart disease: prospective study and updated
meta-analysis. BJM 2000; 321:199~204.

2. Rifai N, Ridker PM. Proposed cardiovascular risk assessment
algorithm using high-sensitivity C-reactive protein and lipid
screening. Clin Chem 2001; 47:28~30.

. EN ISO 18113-1:2009 /n vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

4. EN ISO 18113-2:2009 In vitro diagnostic medical devices -

Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on hs-CRP
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 1SO
15223-1:2007.

Key to symbols used

“ Manufacturer

® Do not reuse &I
D}] Consult instructions

for use

Expiration date

Date of manufacture

Batch code

In vitro diagnostic

/ﬂ/ Temperature limitation IVD medical device
Authorized representative

W Sufficient for [Ec IReP]| in the European Community

c E CE mark @

Thank you for purchasing hs-CRP Fast Test Kit (Immunofluo-
rescence Assay). Please read this user manual carefully
before operating to ensure proper use.

Version: WIF04-S-02

Do not use if package
is damaged

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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Total IgE
Fast Test Kit
(Immunofluorescence Assay)
IF1069 for Getein1100
IF5069 for Getein1160
IF3069 for Getein1180

IF4069 for Getein1200
IF2069 for Getein1600

user vanval §
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
I conjugated 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: 2x24 tests/kit, 2x48 tests/kit

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,
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 1),
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 1gG
antibody), absorbent paper and liner.

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

proteins, detergent,

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.

Sealed cartridge with 24/48 Getein Total IgE test cards 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 uL

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 uL of
sample into one tube of sample diluent and mix
thoroughly. Then drop 700 pL 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 pL of
sample into one tube of sample diluent and mix
thoroughly. Then drop 700 pL 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. ltis 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.

Interferent Hemoglobin

50 giL

Triglyceride
0.2g/L

Concentration (Max)

REFERENCES
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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.

Key to symbols used
“ Manufacturer g Use-by date
® Do not re-use &I Date of manufacture
Consult instructions f
DE usgr:frua;rq:u’\f%lg&for?{c Batch code
for use
i In vitro diagnostic
/ﬂ/ Temperature limit Tadieal e
Contains sufficient Authorized representative
N | e toste || inthe Bt ot
Do not use if package is damaged
c € CE mark @ and consult instructions for use
Catalogue number
Thank you for purchasing Total IgE Fast Test Kit (Immuno-
fluorescence Assay).

Please read this user manual carefully before operating to
ensure proper use.
Version: WIF94-S-10

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.getein.com
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IgE-mediated food allergy diagnosis: Current
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DESCRIPTION OF SYMBOLS USED
The following graphical symbols used in or found on Total
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LH
Fast Test Kit
(Immunofluorescence Assay)
IF1055 for Getein 1100

IF5055 for Getein 1160
IF3055 for Getein 1180

IF2055 for Getein 1600
IF4055 for Getein 1200

Instructions for Use

INTENDED USE

LH Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of LH in human
serum and plasma. This test is used to determine
menopause, pinpoint ovulation and monitor endocrine
therapy. For professional and laboratory use only.

SUMMARY

Luteinizing hormone (LH) is produced in both men and
women from the anterior pituitary gland in response to
luteinizing hormone-releasing hormone (LH-RH or
Gn-RH), which is released by the hypothalamus.

LH is a glycoprotein hormone having two subunits. The
alpha subunit is similar to FSH, HCG and TSH. The beta
subunit is different from those of the other glycoprotein
hormones and confers its biochemical specificity.

In males, LH is also called interstitial cell-stimulating
hormone (ICSH). In both males and females, LH secretion
is regulated by a balance of positive and negative
feedback mechanisms involving the hypothalamic-pituitary
axis, the reproductive organs and the pituitary and sex
steroid hormones. LH and the other pituitary gonadotropin,
FSH, play a critical role in maintaining the normal function
of the male and female reproductive systems.

Patients suffering from hypoginadism show increased
concentration of serum LH. A decrease in steriod hormone
production in females is a result of immature ovaries,
primary ovarian failure, polycystic ovary disease or
menopause. In these cases, LH secretion is not regulated.
A similar loss of regulatory hormones occurs in males
when the testes develop abnormally or anorchia exists.
Increased concentrations of LH may be found in primary

testicular failure, Klinefelter syndrome, renal failure,
cirrhosis, hyperthyrodism and severe starvation. LH is a
useful marker in determining the homeostasis fertility
regulation via the hypothalamic-pituitary-gonadal axis.

PRINCIPLE

LH Fast Test Kit (Immunofluorescence Assay) is a lateral
flow immunoassay designed in a sandwich format. After
the sample is applied to the test strip, the fluorescence-la-
belled LH monoclonal antibody binds with the LH in the
sample to form a marked antigen-antibody complex. This
complex moves to the detection zone on the test card by
capillary action and is captured by another LH monoclonal
antibody. The fluorescence intensity of the test line
increases in proportion to the amount of LH in the sample.
The fluorescent signal intensity can then be analyzed by
an appropriate device to quantitatively detect the LH in the
sample.

APPLICABLE DEVICE

Getein 1100 Immunofluorescence Quantitative Analyzer
Getein 1160 Immunofluorescence Quantitative Analyzer
Getein 1180 Immunofluorescence Quantitative Analyzer
Getein 1200 Immunofluorescence Quantitative Analyzer
Getein 1600 Immunofluorescence Quantitative Analyzer

CONTENTS

Getein 1100/Getein 1160/
Getein 1180

Getein 1200/

Materials Getein 1600

provided

10 Trkit 25 Thkit 2*24 Thit 2*48 T/kit

24 testcards in 1 | 48 test cards in 1
cartridge, and 2 | cartridge, and 2
cartridges in 1 box | cartridges in 1 box

LH test card*

10 pes 25 pes

Disposable pipet 10 pes 25 pes i i
Instructions e oo 1o Tee
for use
SD card 1o oo 1 pein each 1 pein each

cartridge cartridge

* LH test card

A test card mainly consists of: Fluorescence-labelled LH
monoclonal antibody, LH monoclonal antibody.
Consumables for Getein 1200/ Getein 1600

- Box with pipette tips (96 tips/box)

- Mixing plate (1 piece/box)

Note:

1. The standard curve data can be written to RFID card in
the kit. According to the function of RFID card, we define
it as "Standard Curve Data Card", short for "SD Card".

2. Do not mix or interchange different batches of kits.

STORAGE AND STABILITY

Realtime stability:

Store the kit at 4~30°C with a valid period of 24 months.
The test kits are stable until the expiry date printed on the
labels.

In-use stability:

-For the test card of Getein 1100/Getein 1160/Getein 1180:
Use the test card within 1 hour once the foil pouch is
opened.

-For test card of Getein 1200/Getein 1600: If the cartridge
is opened, it could be stable within 24 hours once
exposure to air. The valid period after opening is 7 days, it
is recommended to put the cartridge back to the foil bag
and reseal along the entire edge of zip-seal if not used up.

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 or the cartridge
is damaged.

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

5. Do not reuse the test card or pipet.

6. Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

7. Carefully read and follow instructions for use to ensure
proper test performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma samples.

2. Heparin, EDTA and sodium citrate can be used as the
anticoagulant for plasma samples.

3. It is recommended to test the sample within 4 hours
after collection. If testing is delayed, serum and plasma
samples are stable for 7 days when stored at 2~8°C and

6 months when stored at -20°C.

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

5. Do not use heat-inactivated samples or hemolysis
samples.

6. Sample volume (Getein 1100/Getein 1160/Getein
1180): 100 pL.

TEST PROCEDURE

1. User must carefully read and operate in strict
accordance with the instructions for use before testing,
otherwise reliable results cannot be guaranteed.

2. Test kit and sample should be brought to room tempera-
ture before testing.

For Getein 1100:

1) Confirm SD card lot No. in accordance with test kit lot
No.. Perform “SD card” calibration when necessary.

2). Select the corresponding “Sample” on the analyzer
according to the sample type (see the user manual of
analyzer for details).

3) Remove the test card from the sealed pouch before use
and put the test card on a clean table, horizontally
placed.

4) Use disposable pipet or pipette to drop 100 pL of sample
into the sample well on the test card.

5) Reaction time: 15 minutes. Insert the test card into
Getein 1100 and click on “Start” icon after reaction time
is elapsed. The result will be shown on the screen and
printed automatically.

For Getein 1160/Getein 1180:

1) Confirm SD card lot No. in accordance with test kit lot
No. Perform “SD card” calibration when necessary.

2) Select the corresponding “Sample” on the analyzer
according to the sample type (see the user manual of
analyzer for details).

3) Remove the test card from the sealed pouch immediate-
ly before use and put the test card on a clean table,
horizontally placed.

4) Use disposable pipet or pipette to drop 100 pL of sample
into the sample well on the test card.

5) Insert the test card into Getein 1160/Getein 1180
immediately after sample loading. The analyzer will
count down the reaction time (15 minutes) and automat-



ically test the card after reaction time is elapsed. The
result will be shown on the screen and displayed
automatically.

For Getein 1200/Getein 1600:

1) Each cartridge for Getein 1200/Getein 1600 contains a
specific RFID card which can calibrate automatically.

2) Put the consumables at the correct position in Getein
1200/Getein 1600.

3) Place samples in the designed area of the sample
holder, insert the holder, set parameters (more
operational details refer to the user manual of analyzer)
and run the instrument, Getein 1200/ Getein 1600 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. Itis suggested to calibrate once for one batch of kits for
Getein 1100/Getein 1160/Getein 1180.

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

TEST RESULTS

Getein 1100/Getein 1160/Getein 1180/Getein 1200/Getein
1600 can scan the test card automatically and display the
result on the screen. For additional information, please
refer to the user manual of Getein 1100/Getein
1160/Getein 1180/Getein 1200/Getein 1600.

LIMITATIONS

-

. 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.

. Some substances in blood as listed below may interfere
with the test and cause erroneous results. The

N

maximum allowance concentration of each is as follows:

Interferent Concentration (Max)
Triglyceride 20.32 mmol/L
Bilirubin 171.0 umol/L
Hemoglobin 300 mg/dL
Human serum albumin 3 g/dL

EXPECTED VALUE

The expected normal value for LH was determined by
testing blood samples from apparently healthy individuals.
Reference range of LH:

Group No. Reference Range (mlU/mL)
Male 221 1.21-8.69
Mid-follicle 210] 2.03-11.21
Female | _Mid-cycle peak [188 19.41-103.58
Mid-luteal phase |211 1.28-12.82
Postmenopausal |195| 11.01-58.99

It is recommended that each laboratory determine the
applicability of the reference ranges through experimenta-
tion and establish their own laboratory-specific reference
ranges if necessary.

PERFORMANCE CHARACTERISTICS

Measuring Range 0.20~150.00 mIU/mL

Detection of Limit <0.20 mlU/mL
Within-Run Precision <10%
Between-Lot Precision <15%

REFERENCES

1. Beastall GH, Ferguson KM, O’'Reilly DSJ, et al. Assays
for follicle stimulating hormone and luteinizing hormone:
Guidelines for the provision of a clinical biochemistry
service. Ann Clin Biochem 1987, 24:246-262.

. Collip JB. William Henry Welch lectures: Some recent
advances in physiology of anterior pituitary. J.MA Sinai
Hosp 1934; 1:28-71.

3. Mia VG, Julia R, et al. Persistent organic pollutants as
predictors of increased FSH: LH ratio in naturally
cycling, reproductive age women. Environmental
Research 2018, 164.

4. Samipoor Forough, Pakseresht Sedigheh, Rezasoltani
Parvaneh, et al. The association between hypogonad-
ism symptoms with serum testosterone, FSH and LH in
men. The Aging Male, 2018, 21(1):1-8.

. Mansour Alizadeh, Ali Nasebakht, Rohollah Valizadeh,
et al. A preliminary evaluation of serum level of
testosterone, LH, and FSH in patients with varicocele
after varicocelectomy as a kidney-related disease.
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Therapeutics and Clinical Risk Management. 2018,
2018(default):1585-1590.

6. Yonggang Huang, Xiaosheng Lu, Zhaoxia Huang, et al.
Effects of human chorionic gonadotropin combined with
clomiphene on Serum E<sub>2</sub>, FSH, LH and
PRL levels in patients with polycystic ovarian syndrome.
Saudi  Journal of Biological Sciences. 2017,
24(2):241-245.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on LH
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 ISO 15223-1:2021.

ol

Key to symbols used

Manufacturer g

Use-by date

® Do not re-use &I Date of manufacture
‘Consult instructions for
U_\ﬂ use or consult electronic | [LOT] Batch code
instructions for use.
Temperature limit In vitro diagnostic
/ﬂ/ s medical device
i ici Authorized representative
N/ | Contains sufficient i he Erapech Commany
for <n> tests European Union

Do not use if package is damaged
and consult instructions for use

ce

REF

®
AN

Thank you for using LH Fast Test Kit (Immunofluorescence
Assay). Please read the instructions for use carefully
before operating to ensure proper use. Please report any
product problems or adverse events to the below
manufacture or authorized representative in the European
Community in time.

CE mark

Catalogue number Caution

Version: WIF53-S-09

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.getein.com

[Ecke?) CMC Medical Devices & Drugs S.L.
Add: C/ Horacio Lengo N° 18, CP 29006, Malaga,
Spain
Tel: +34951214054
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mAlb
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Cat.#1F1009

mAlb Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of microalbuminuria
(mAlb) in urine. An elevated mAlb concentration below the
proteinuric level has long been recognized as a marker of
kidney disease and increased cardiovascular risk in diabetic
nephropathy.

SUMMARY

Albumin is one of the major plasma proteins. In normal
circumstances, albumin molecules are too large to cross the
glomerular basement membrane. Therefore, albumin is usually
present in very low concentration in urine. Damage to the
glomerular basement membrane can alter its permeability.
Albumin is then able to enter the urine. Sustained elevation of
urinary albumin concentration is called microalbuminuria (mAlb).
mAlb arises from increased leakage of glomerular basement
membrane. So, mAlb is recognized as a marker of kidney
damage. The epidemiology of microalbuminuria reveals a
close association between systemic endothelial dysfunction
and vascular disease, also implicating glomerular endothelial
dysfunction in microalbuminuria.

Recent years, determination of mAlb is linked with increased
risk for cardiovascular events rather than progression to end-
stage kidney diseases. It is a valuable tool for the detection if
cardiovascular risk in diabetic nephropathy. Early detection of
microalbuminuria in diabetics is critical because immediate
intervention can slow the progression of disease.

PRINCIPLE

The test is based on the competition immune-detection method
and uses an anti-human mAlb monoclonal antibody conjugated
with fluorescence latex and recombinant mAlb antigen coated
on the test line. After the sample has been applied to the test
strip, mAlb in the sample will compete with recombinant mAlb
antigen on nitrocellulose matrix for fluorescence latex-labelled
mAlb monoclonal antibody. As a result, the concentration of
mAlb antigen in specimen shows inverse proportionally with
the fluorescence intensity of mAlb.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100), the
concentration of mAlb in sample will be measured and displayed
on the screen. The value will be stored in Getein1100 and
available for downloading. The result can be easily transmitted
to the laboratory or hospital information system.

CONTENTS

AKit contains:
1. Getein mAlb test card in a sealed pouch with desiccant

.......................................................................... 25
2. Disposable pipet -««««xreesrrrrerreeee 25
3. USEr ManuUal ««-w-reememeemeeeeeeeeee 1
4, SD CArd vererrrrrr e 1

A test card consists of:

A plastic shell and a reagent strip which is composed of
sample pad, nitrocellulose membrane (one end of the membrane
is coated with a fluorescence latex-labelled anti-human mAlb
monoclonal antibody, the test line is coated with mAlb
recombinant antigen, and the control line is coated with rabbit
anti-goat IgG antibody), absorbent paper and liner.

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

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card within 1 hour once the foil pouch is opened.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

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

Do not open pouches until ready to perform the test.

Do not reuse the test card.

Do not reuse the pipet.

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.

PN OIS WD

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for .

2. can be preserved at room temperature for 4
hours, please test it as soon as possible. If testing will be

delayed, urine sample may be stored up to 3 days at 2~8°C

before testing .

Do not use frozen urine sample.

Samples should be brought to room temperature before
testing.

Do not use heat-inactivated samples.

SAMPLE VOLUME:

»w

2

TEST PROCEDURE

N

. Collect specimens according to user manual.

. Test card, sample should be brought to room temperature
before testing.

Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

On the main interface of Getein1100, press "ENT" button to

N

©
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enter testing interface.

. Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.

. Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample (or
3~4 drops of sample when using disposable pipet) into the
sample port on the test card.

8. Insert the test card into Getein1100

and press "ENT" button after reaction time is elapsed. The
result will be shown on the screen and printed automatically.

o

~N o

Notes:

1. It is required to perform “SD Card Calib” calibration when
using a new batch of kits.

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

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

TEST RESULTS

Getein1100 can scan the test card automatically and display
the result on the screen. Please follow the procedure in user
manual of Getein1100 for result printing. For additional information,
please refer to the user manual of Getein1100.

EXPECTED VALUE

The expected normal value for mAlb was determined by testing
samples from 500 apparently healthy individuals. The 95" percentile
of the concentration for mAlb is 20.0 mg/L. (The probability that
value of a normal person below 20.0 mg/L is 95%.)

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

PERFORMANCE CHARACTERISTICS

Measuring Range 10.0~200.0 mg/L

and its matching Randox mAlb test kits with 200 urine samples
(62 positive samples and 138 negative samples). The correlation
coefficient (r) is 0.984.

LIMITATIONS

-

. 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 interferents may influence the results.

The table below listed the maximum allowance of these

potential interferents.

Lower Detection Limit <10 mg/L
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:

The assay was compared with OLYMPUS AU5400 analyzer

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 10 g/L 10 g/L 100 g/L
REFERENCES

1. Col M, Ocaktan E, Ozdemir O, et al. Microalbuminuria:
prevalence in hypertensives and diabetics. Acta Med Austriaca.
2004, 31(1):23-29.

2. McTaggart MP, Price CP, Pinnock RG, et al. The diagnostic
accuracy of a urine albumin - creatinine ratio point-of-care test
for detection of albuminuria in primary care. Am J Kidney Dis.
2012, 60(5):787-794.

3. Denis Sviridov, Glen L. Hortin. Urine albumin measurement:

Effects of urine matrix constituents. Clinica Chimica Acta.
2009, 404(2):140-143.

. Reboldi G, Gentile G, Angeli F, et al. Microalbuminuria and

hypertension. Minerva Med. 2005, 96(4):261-75.

5. EN ISO 18113-1:2009 /n vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
1: Terms, definitions and general requirements.

6. EN ISO 18113-2:2009 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 2: In
vitro diagnostic reagents for professional use (ISO 18113-2:
2009).
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on mAlb 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 1ISO 15223-1:2007.

Key to symbols used

Expiration date

“ Manufacturer g

® Do not reuse (Z‘_‘J

Date of manufacture

DE Consult instructions | [LOT Batch code
for use
/ﬂ/ Temperature limitation /"m\gté?cg:a er:lci)ggc

- Authorized representative
W Sufficient for [Ec ReP]| in'the Europear? Community
Do not use if package

C E CE mark @ is damaged

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

Version: WIF10-S-01

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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NT-proBNP
Fast Test Kit
(Immunofluorescence Assay)

Getein1100: Cat.# IF1002

m Getein1600: Cat.# IF2002

INTENDED USE

NT-proBNP Fast Test Kit (Immunofluorescence Assay) is intended
for in vitro quantitative determination of N-terminal B-type
natriuretic peptide precursor (NT-proBNP) in serum, plasma or
whole blood. This test is used as an aid in the clinical diagnosis,
prognosis and evaluation of Heart Failure (HF).

SUMMARY

N-terminal B-type natriuretic peptide precursor (NT-proBNP) is
secreted from the left cardiac ventricle in response to volume and
pressure overload. It's an inactive N-terminal fragment that split
from BNP prohormone. NT-proBNP can be used to evaluate heart
contractile, diastolic dysfunction, and ventricular segmental wall
motion coordination. Besides, it has high sensitivity and negative
predictive value (>97%). As a gold standard recommended by the
European Society of Cardiology, American Heart Association,
and American College of Cardiology for the diagnosis and prognosis
of heart failure, NT-proBNP is used to indicate heart failure patient
at the early stage, determine HF risk levels, monitor medical
efficiency of HF drug, evaluate prognosis of HF patient and to
distinguish dyspnea that caused by HF from other diseases.
Furthermore, NT-proBNP is a risk assessment indicator for Acute
Coronary Syndrome.

PRINCIPLE

The test uses an anti-human NT-proBNP monoclonal antibody
conjugated with fluorescence latex and an anti-human NT-proBNP
polyclonal antibody coated on the test line. After the sample has
been applied to the test strip, the fluorescence latex-labelled anti-
human NT-proBNP monoclonal antibody binds with the NT-proBNP
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 the anti-human NT-proBNP polyclonal antibody. The fluorescence

intensity of the test line increases in proportion to the amount of
NT-proBNP in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100 and
Getein1600), the concentration of NT-proBNP 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:
Getein NT-proBNP test card in a sealed pouch with desiccant

Disposable pipet

Whole blood buffer ---

SD card

User manual -
2. Akit for Getein1600 contains:

Sealed cartridge with 24/48 Getein NT-proBNP test cards

User manual -
Package specifications:
2x24 tests/kit, 2x48 tests/kit
Materials required for Getein1600:
Sample diluent
Box with pipette tips -+
MixXing plate <o+ eeeeeeereerrreeerii 1
3. Sample diluent/Whole blood buffer composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.
4. Atest 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 a fluorescence latex-labelled anti-
human NT-proBNP monoclonal antibody, the test line is coated
with another anti-human NT-proBNP polyclonal antibody and
the control line is coated with rabbit anti-mouse IgG antibody),
absorbent paper and liner.

Note: Components from different batches must not be
interchanged.

APPLICABLE DEVICE

Getein1100 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 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 diluent/whole blood buffer at 0~30°C with a valid
period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C 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 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 the manual to ensure proper test

performance.

SPECIMEN COLLECTION AND PREPARATION

N

. This test can be used for

should be used as the
anticoagulant for plasma and whole blood. Samples should be
free of hemolysis.
Suggest using serum or plasma for better results.
. Serum or plasma can be used directly. For whole blood sample,

one drop of whole blood buffer must be added before testing.

. If testing will be delayed, serum and plasma samples may be
stored up to 1 day at 2~8°C or stored at -20°C for 3 months
before testing (whole blood sample may be stored up to 3 days
at 2~8°C).
Refrigerated or frozen sample should reach room temperature
and be homogeneous before testing. Avoid multiple freeze-
thaw cycles.
. Do not use heat-inactivated samples.
SAMPLE VOLUME

w N
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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 lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to

enter testing interface.

Remove the test card from the sealed pouch immediately before

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

Put the test card on a clean table, horizontally placed.

. Using sample transfer pipette, deliver of sample (or 3~4
drops of sample when using disposable pipet) into the sample
port on the test card (for whole blood sample, one drop of
whole blood buffer must be added after loading 100 pl sample
on the test card).

8. Insert the test card into Getein1100
and press "ENT" button 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.

o

No

Notes:

1. Itis required to perform “SD Card Calib” 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 and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically and
display the result on the screen. For additional information, please
refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

The expected normal value for NT-proBNP was determined by
testing samples from 2,500 apparently healthy individuals. The
95" percentile of the concentration for NT-proBNP is 185 pg/ml
and the 97.5" percentile of the concentration for NT-proBNP is
300 pg/ml. Because of the apparent difference of the concentration

of NT-proBNP among different age groups, the reference values
of the NT-proBNP are reported in groups. Details refer to Table 1.
Clinical diagnosis value: refer to Roche criterion, details see Table 2.

Table 1 NT-proBNP reference value

Age Statistic
Perconis <44 | 45-54 | 55-64 | 65-74 | 275 analysis
95 98.5 130 215 290 530 185

97.5 116 170 270 350 740 300

Table 2 Standard of excluding/diagnosing HF by NT-proBNP

Age <50 50-75 275
2450 2900 21800

Diagnosis of HF
High probability of HF

NT-proBNP Low probability of HF,
(pg/ml) | 300-450|300-900 | 300-1800| need to combine with
other clinical evaluation

<300 <300 <300 Exclude HF

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

PERFORMANCE CHARACTERISTICS

Measuring Range 100~35000 pg/ml

Lower Detection Limit <100 pg/ml
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:
The assay was compared with Roche MODULAR ANALYTICS

E170 and its matching NT-proBNP test kits with 200 serum samples
(63 positive samples and 137 negative samples). The correlation
coefficient (r) for NT-proBNP is 0.959.

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 interferents may influence the results. The
table below listed the maximum allowance of these potential
interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 10 g/L 0.2g/L
REFERENCES

1. de Lemos JA, McGuire DK, Drazner MH. B-type natriuretic
peptide in cardiovascular disease. Lancet 2003; 362:316~322.

2. Pfister R, Scholz M, Wielckens K, Erdmann E, Schneider CA.
The value of natriuretic peptides NT-pro-BNP and BNP for the
assessment of left-ventricular volume and function. A prospective
study of 150 patients. Deutsche medizinische Wochenschrift
(1946) 2002; 127(49):2605.

. EN ISO 18113-1:2009 /In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 1:
Terms, definitions and general requirements.

4. EN ISO 18113-2:2009 /In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 2: In
vitro diagnostic reagents for professional use (ISO 18113-2:
2009).
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on NT-proBNP
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 15223-1:2007.

Key to symbols used

“ Manufacturer g

Expiration date

Date of manufacture

® Do not reuse &I

I:E:I Consult instructions | [LOT]

—
=

Batch code

for use
“ In vitro diagnostic

8|

Temperature limitation ¢ O
medical device
Authorized representative

W Sufficient for [ECIREP]| in the European Community

Do not use if package

c € CE mark @

is damaged

Thank you for purchasing NT-proBNP Fast Test Kit (Immunofluo-
rescence Assay). Please read this user manual carefully before
operating to ensure proper use.

Version: WIF03-S-02

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



&P Ce€

PCT
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

Getein1100: Cat.# IF1007
Getein1600: Cat.# IF2007

PCT Fast Test Kit (Immunofluorescence Assay) is intended for
in vitro quantitative determination of Procalcitonin (PCT) in
serum, plasma or whole blood. The test is used as an aid in the
assessment and evaluation of patients suspected of bacterial
infection, trauma or shock.

SUMMARY

PCT is a peptide precursor of the hormone calcitonin, the latter
being involved with calcium homeostasis. It is composed of
116 amino acids and is produced by parafollicular cells (C
cells) of the thyroid and by the neuroendocrine cells of the lung
and the intestine.

Measurement of PCT can be used as a marker of severe
sepsis and generally grades well with the degree of sepsis,
although levels of PCT in the blood are very low. PCT has the
greatest sensitivity and specificity for differentiating patients
with systemic inflammatory response syndrome (SIRS) from
those with sepsis.

PCT levels may be useful to distinguish bacterial infections
from nonbacterial infections. It has shown that PCT may help
guide therapy and reduce antibiotic use, which can help save
on cost of antibiotic prescriptions and drug resistance.

PRINCIPLE

The test uses an anti-human PCT monoclonal antibody conjugated
with fluorescence latex. For PCT product, test line 1 was
coated with anti-human PCT polyclonal antibody and test line 2
was coated with another anti-human PCT monoclonal antibody.
After the sample has been applied to the test strip, the
fluorescence latex-labelled anti-human PCT monoclonal
antibody binds with the PCT 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 the other anti-
human PCT monoclonal antibody or the polyclonal antibody.
The fluorescence intensity of the test line increases in
proportion to the amount of PCT in sample.

Then insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Getein1600 Immunofluorescence
Quantitative Analyzer (hereinafter referred to as Getein1100
and Getein1600), the concentration of PCT 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:
Getein PCT test card in a sealed pouch with desiccant
Disposable pipet -
Whole blood buffer -
SD Card ...........
User manual

2. Akit for Getein1600 contains:
Sealed cartridge with 24/48 Getein PCT test cards -+ 2
User manual ........................................................ 1
Package specifications:
2x24 tests/kit, 2x48 tests/kit
Materials required for Getein1600:
Sample diluent =-reerereereeees
Box with pipette tips
Mixing plate ----------soreeerrmreeeeeeeeeeeeees

3. Sample diluent/Whole blood buffer composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.

4. Atest card consists of:
A plastic shell and a reagent strip which is composed of a
sample pad, fluorescence latex pad, nitrocellulose membrane
(one end of the membrane is coated with a fluorescence
latex-labelled anti-human PCT monoclonal antibody, the
test line are coated with another anti-human PCT monoclonal
antibody and polyclonal antibody, 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
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 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 diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C for better
results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

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

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

Do not reuse the test card.

Do not reuse the pipet.

Handle all specimens as potentially infectious. Proper
handling and disposal methods should be followed in
accordance with local regulations.

Carefully read and follow the manual to ensure proper test
performance.
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SPECIMEN COLLECTION AND PREPARATION

-

. This test can be used for

should be used as
the anticoagulant for plasma and whole blood. Samples
should be free of hemolysis.
Suggest using serum or plasma for better results.
. Serum or plasma can be used directly. For whole blood
sample, one drop of whole blood buffer must be added
before testing.
If testing will be delayed, serum and plasma samples may
be stored up to 7 days at 2~8°C or stored at -20°C for 6
months before testing (whole blood sample may be stored
up to 3 days at 2~8°C).
Refrigerated or frozen sample should reach room temperature
and be homogeneous before testing. Avoid multiple freeze-
thaw cycles.
Do not use heat-inactivated samples.
SAMPLE VOLUME
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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 lot No. in accordance with test kit lot No..
Perform “SD Card Calib” calibration when necessary (Details
refer to 8.5.2 of Getein1100 User Manual).

4. On the main interface of Getein1100, press "ENT" button to

enter testing interface.

. Remove the test card from the sealed pouch immediately before

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

Put the test card on a clean table, horizontally placed.

Using sample transfer pipette, deliver of sample (or

3~4 drops of sample when using disposable pipet) into the

sample port on the test card (for whole blood sample, one
drop of whole blood buffer must be added after loading 100 pl
sample on the test card).

8. Insert the test card into Getein1100
and press "ENT" button 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.

(4]

No

Notes:

1. It is required to perform “SD Card Calib” 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 and the sample insertion is correct
and complete.

TEST RESULTS

Getein1100/Getein1600 can scan the test card automatically
and display the result on the screen. For additional information,
please refer to the user manual of Getein1100/Getein1600.

EXPECTED VALUE

The expected normal value for PCT was determined by testing
samples from 500 apparently healthy individuals. The 99*
percentile of the concentration for PCT is 0.1 ng/ml. (The
probability that value of a normal person below 0.1 ng/ml is 99%.)
The table below comes from the research of ACCP/SCCM
(American College of Chest Physicians/Society of Critical Care

Medicine), showing the PCT value and its clinical meaning :

coneeeT ton Clinical significance

Local bacterial infection is possible, systemic

< 0.5 ng/ml infection (sepsis) is not likely.

20.5and Systemic infection (sepsis) is possible, a moderate|
<2.0 ng/ml | risk of severe sepsis and/or septic shock.

>2.0 ng/ml Systemic infection (sepsis) is likely, a high risk of

severe sepsis and/or septic shock.

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

PERFORMANCE CHARACTERISTICS

Measuring Range 0.1~50.0 ng/ml
Lower Detection Limit <0.1 ng/ml
Within-Run Precision <10%
Between-Run Precision <15%

Method Comparison:

The assay was compared with Roche MODULAR ANALYTICS
E170 automatic immunoassay system and its matching PCT
test kits with 200 serum samples (68 positive samples and 132
negative samples). The correlation coefficient (r) for PCT is
0.983.

LIMITATIONS

. 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.

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

N

N

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 10 g/L 0.2g/L
REFERENCES

1. Balcl C, Sungurtekin H, Glirses E, Sungurtekin U, Kaptanoglu
B. Usefulness of procalcitonin for diagnosis of sepsis in the
intensive care unit, Crit Care. 2003 February 7 (1):85~90.

2. Schuetz P, Christ-Crain M, Thomann R, et al. Effect of
procalcitonin-based guidelines vs standard guidelines on
antibiotic use in lower respiratory tract infections: the
ProHOSP randomized controlled trial. JAMA. Sep 9 2009;
302(10):1059-66.

3. Briel M, Schuetz P, Mueller B, et al. Procalcitonin-guided
antibiotic use vs a standard approach for acute respiratory

tract infections in primary care. Arch Intern Med. Oct 13
2008; 168(18):2000-7; discussion 2007-8.

4. Meisner M. Procalcitonin (PCT) - A New innovative infection

parameter. Biochemical and clinical aspects. Thieme Stuttgart,

New York 2000, ISBN: 3-13-105503-0.

EN ISO 18113-1:2009 In vitro diagnostic medical devices -

Information supplied by the manufacturer (labelling) - Part

1: Terms, definitions and general requirements.

. EN ISO 18113-2:2009 /n vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part
2: In vitro diagnostic reagents for professional use (ISO
18113-2:2009).
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on PCT 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 15223-1:2007.

Key to symbols used

“ Manufacturer g

® Do not reuse &I
Consult instructions [o)
[1i] ! [LoT]

or use

Expiration date

Date of manufacture

—
=

Batch code

In vitro diagnostic
medical device

Authorized representative
in the European Community

/ﬂ/ Temperature limitation IVD

W Sufficient for RE

c E CE mark @

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

)

Do not use if package
is damaged

Version: WIF06-S-02

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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Fast Test Kit
(Immunofluorescence Assay)

IF1048 for Getein1100
IF5048 for Getein1160
IF3048 for Getein1180

[ User Manual § IF2048 or Getein1600
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 adults, basal
circulating prolactin is present in concentrations up to 30
Hg/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.

in women.

PRINCIPLE

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

sample has been applied to the test strip, the fluorescence
latex-labelled anti-human PRL monoclonal antibody | 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 Getein11 tein11 tein11
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: 2x24 tests/kit, 2x48 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. Atest 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 |, the test line is coated with another PRL antibody Il
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.

ntains:

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 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

. For in vitro diagnostic use only.

. Do not use the kit beyond the expiration date.

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

. Do not open pouches until ready to perform the test.

Do not reuse the test card.

. Do not reuse the pipet.

. Handle all specimens as potentially infectious. Proper
handling and disposal methods should follow by local
regulations.

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

~No o s wN
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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°C or stored at -20°C 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 uL

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:
. Confirm SD card lot No. in accordance with test kit lot
No.. Perform “SD card” calibration when necessary.
Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.
Put the test card on a clean table, horizontally placed.
Using sample transfer pipette, deliver 100 uL of sample into
the sample well on the test card.
Reaction time: 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 :
. Confirm SD card lot No.in accordance with test kit lot No..
Perform “SD card”calibration when necessary.
Enter testing interface of Getein1160/Getein1180 .
Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control iden-
tification.
Put the test card on a clean table, horizontally placed.
Using sample transfer pipette, deliver 100 pL of sample
into the sample well on the test card.
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
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specific RFID card which can calibrate automatically.

. Place the sample diluent at the correct position in Getein
1200/Getein1600.

. 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. Itis 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.

N

w

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.

. 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.

N

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:
Reference Group N | Median | Range(ng/mL)
Male 146| 5.53 2.64-13.13
121| 8.28 | 3.34-26.72
Female Premenopausal (< 50 years)
Postmenopausal (> 50 years) | 88 | 6.20 | 2.74-19.64

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

PERFORMANCE CHARACTERISTICS

0.50 ng/mL~200.00 ng/mL
<0.50 ng/mL

Measuring Range
Lower Detection Limit

<10%
<15%

Within-Run Precision
Between-Run Precision

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.

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.

Key to symbols used

Manufacturer g

-l
[tor]

Temperature limit IVD

Use-by date

Do not re-use Date of manufacture

Consult instructions for
use or consult electronic
instructions for use

g
5

Batch code

In vitro diagnostic
medical device

Contains sufficient

EC JRep||  in the European Community/
Interferent  |Hemoglobin| Triglyceride| Bilirubin | Cholesterol for <n> tests — E“;""eak" “"'°"d -
0 not use if package is damage
Concentration (Max) | 500 mg/dL {1800 mg/dL| 10 mg/dL | 400 mg/dL CE mark @ and consult instructions for use
Catalogue number
REFERENCES

1. Zhang SY, Li X, Chen XH, et al. Significant associa-
tions between prolactin gene polymorphisms and growth
traits in the channel catfish (Ictalurus punctatus Rafinesque,
1818) core breeding population. Meta Gene, 2018.

2. Bo-Young Yun, Chunghee Cho, Byung-Nam Cho.
Differential activity of 16K rat prolactin in different organic
systems [J]. Animal Cells and Systems, 2019, 23 (2).

3. Cacho ND, Butjosa A, Cuadras D, et al. Prolactin levels
in Drug-Naive First Episode nonaffective Psychosis Patients
compared with healthy controls. Sex differences [J]. Psychia-
try Research, 2019.

4. Mohammad JA, Friedrich P. Prolactin and Prolactin-in-
ducible protein (PIP) in the pathogenesis of primary acquired
nasolacrimal duct obstruction (PANDO) [J]. Medical Hypothe-
ses, 2019, 125.

5. Satoshi F, Motoshi K, Kishio T, et al. Orexin A
modulates prolactin production by regulating BMP-4 activity
in rat pituitary lactotorope cells [J]. Peptides, 2019, 113.

6. Siew H, Papillon G, David J, et al. Elevated Prolactin
during Pregnancy Drives a Phenotypic Switch in Mouse
Hypothalamic Dopaminergic Neurons [J]. Cell Reports, 2019,
26 (7).

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

Version: WIF55-S-07

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.getein.com

ot

[Eclrer] CMC Medical Devices & Drugs S.L.
Add.: C/ Horacio Lengo N° 18, CP 29006, Malaga,
Spain

Tel: +34951214054
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Prog
Fast Test Kit
(Immunofluorescence Assay)

IF1071 for Getein 1100
IF5071 for Getein 1160
IF3071 for Getein 1180
IF2071 for Getein 1600
IF4071 for Getein 1200

Instructions for Use

INTENDED USE

Prog Fast Test Kit (Immunofluorescence Assay) is intended for
in vitro quantitative determination of progesterone in human
serum and plasma samples. The test is used clinically as an aid
in the diagnosis of diseases related to abnormal progesterone
levels, such as threatened miscarriage and luteal phase defect.
For professional and laboratory use only.

SUMMARY

Progesterone (P) is a steroid hormone secreted by the corpus
luteum of the ovary, and its level varies with the physiological
cycle, which is important for ovulation detection, luteal function,
normal pregnancy, and placental function. Progesterone is
secreted by the ovaries and adrenal glands in non-pregnant
women, and the level of progesterone is very low in the follicular
phase. After ovulation, the corpus luteum of the ovary produces
a large amount of progesterone, which peaks 8-9 days after
ovulation and then declines rapidly to follicular phase levels
about 4 days before the next menstrual period. If the level of
progesterone in the luteal phase is significantly lower than the
physiologic value, it suggests possible luteal insufficiency. In
early pregnancy, progesterone is secreted by the corpus luteum
of pregnancy and serum progesterone levels continue to rise. If
the corpus luteum secretes low levels of progesterone during
this period, preeclampsia is likely to occur. After 8-10 weeks of
pregnancy, the placenta replaces the corpus luteum as the
main secretory gland of progesterone, and at this time, the level
of progesterone is stable and gradually increases, if the serum
progesterone level drops significantly during this period,
suggesting that the placenta may be functionally impaired.
Progesterone levels will be higher in late pregnancy.

During a woman's pregnancy, progesterone provides support
and security for the early growth and development of the fetus.
Progesterone levels have a close relationship with the activity
of the pregnancy, and low levels of progesterone often indicate
an abnormal pregnancy, and can even lead to miscarriage.
Determination of progesterone in the blood is clinically
important for regulating the female menstrual cycle, detecting
luteal function and maintaining pregnancy.

PRINCIPLE

Prog Fast Test Kit (Immunofluorescence Assay) is a lateral flow
immunoassay in a competitive design. After the sample has
been applied to the test strip, the fluorescence-labelled
progesterone monoclonal antibody binds with the progesterone
in sample and forms a marked antigen-antibody complex.
Meanwhile, the uncombined fluorescence-labelled progester-
one monoclonal antibody binds with the progesterone antigen
on the test line. The fluorescence intensity of the test line
decreases in proportion to the amount of progesterone in
sample. Fluorescent signals intensity can be analyzed by
applicable device thus the progesterone in sample be detected
quantitatively.

APPLICABLE DEVICE

Getein 1100 Immunofluorescence Quantitative Analyzer
Getein 1160 Immunofluorescence Quantitative Analyzer
Getein 1180 Immunofluorescence Quantitative Analyzer
Getein 1200 Immunofluorescence Quantitative Analyzer
Getein 1600 Immunofluorescence Quantitative Analyzer

Getein 1100/Getein 1160/ Getein 1200/
Materials Getein 1180 Getein 1600
provided
10 Tikit 25 T/kit 2*24 Tikit 2*48 Tikit
24 testcardsin 1 | 48 test cards in 1
Prog test card* 10 pes 25 pes. cartridge, and 2 | cartridge, and 2
cartridges in 1 box | cartridges in 1 box
Disposable pipet 10 pes 25 pes. J I
Sample diluent™ 10 pes. 25 pcs. 1 box 1 box
Instructions 1pc 1pc 1pc 1pc
for use
1 pcin each 1 pcin each
1pc 1pc
SD card P P cartridge cartridge

*Prog test card

A test card main consists of: Fluorescence-labelled prog

monoclonal antibody and prog antigen.

**Sample diluent

(1) Sample diluent for Getein 1100/Getein 1160/Getein 1180 is

0.2 mL contained in each tube consists of:

- Sample diluent main contains phosphate buffer (20 mmol/L),

NaN, (<0.1%).

(2) Sample diluent for Getein 1200/Getein 1600 is an indepen-

dent packing box main consists of:

- Phosphate buffer (20 mmol/L), NaN, (<0.1%) (25 mL/bottle

for Getein 1200, 40 mL/bottle for Getein 1600),

- Box with pipette tips (96 tips/box),

- Mixing plate (1 piece/box)

Note:

1. The standard curve data can be written to RFID card in the
kit. According to the function of RFID card, we define it as
"Standard Curve Data Card", short for "SD Card".

2. Do not mix or interchange different batches of kits.

STORAGE AND STABILITY

Realtime stability:

Store the kit at 4~30°C with a valid period of 24 months. The
test kits are stable until the expiry date printed on the labels.
In-use stability:

-For the test card of Getein 1100/Getein 1160/Getein 1180: Use
the test card within 1 hour once the foil pouch is opened.

-For test card of Getein 1200/Getein 1600: If the cartridge is
opened, it could be stable within 24 hours once exposure to air.
The valid period after opening is 7 days, it is recommended to
put the cartridge back to the foil bag and reseal along the entire
edge of zip-seal if not used up.

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 or the cartridge is
damaged.

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

5. Do not reuse the test card or pipet.

6. Handle all specimens as potentially infectious. Proper

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

7. Carefully read and follow instructions for use to ensure
proper test performance.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for serum and plasma samples.

2. Heparin, EDTA and sodium citrate can be used as the
anticoagulant for plasma samples.

3. It is recommended to test the sample within 4 hours after
collection. If testing is delayed, serum and plasma samples
are stable for 5 days when stored at 2~8°C and 6 months
when stored at -20°C.

4. Refrigerated or frozen sample should reach room tempera-
ture before testing. Avoid multiple freeze-thaw cycles.

5. Do not use heat-inactivated samples or hemolysis samples.

6. Sample volume (Getein 1100/Getein 1160/Getein 1180):
100 pL.

TEST PROCEDURE

1. User must carefully read and operate in strict accordance
with the instructions for use before testing, otherwise reliable
results cannot be guaranteed.

2. Test kit and sample should be brought to room temperature
before testing.

For Getein 1100:

1. Confirm SD card lot No. in accordance with test kit lot No..
Perform “SD card” calibration when necessary.

2. Select the corresponding “Sample” on the analyzer

according to the sample type (see the user manual of

analyzer for details).

Remove the test card from the sealed pouch before use and

put the test card on a clean table, horizontally placed.

. Use disposable pipet or pipette to drop 100 pL of sample into

one tube of sample diluent, mix gently and thoroughly, then

add 100 pL of sample mixture into the sample well on the test
card.

Reaction time: 15 minutes. Insert the test card into Getein

1100 and click on “Start” icon after reaction time is elapsed.

The result will be shown on the screen and printed automati-

cally.

For Getein 1160/Getein 1180:
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. Confirm SD card lot No. in accordance with test kit lot No..

Perform “SD card” calibration when necessary.

Select the corresponding “Sample” on the analyzer
according to the sample type (see the user manual of
analyzer for details).

Remove the test card from the sealed pouch immediately

before use and put the test card on a clean table, horizontally

placed.

. Use disposable pipet or pipette to drop 100 pL of sample into
one tube of sample diluent, mix gently and thoroughly, then
add 100 pL mixture into the sample well on the test card.

. 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 displayed automatically.

For Getein 1200/Getein 1600:

1. Each cartridge for Getein 1200/Getein 1600 contains a

specific RFID card which can calibrate automatically.

2. Put the sample diluent at the correct position in Getein
1200/Getein 1600.

3. Place samples in the designed area of the sample holder,
insert the holder and select the right test item, Getein
1200/Getein 1600 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
Getein 1100/Getein 1160/Getein 1180.

3. Make sure the insertion of test card and the sample are

correct and complete.
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RESULTS

Getein 1100/Getein 1160/Getein 1180/Getein 1200/Getein
1600 can scan the test card automatically and display the result
on the screen. For additional information, please refer to the
user manual of Getein 1100/Getein 1160/ Getein 1180/Getein
1200/Getein 1600.

Prog Fast Test Kit (Immunofluorescence Assay) results are
provided in ng/mL.

LIMITATIONS

1. The test results of this reagent are for clinical reference only,
and cannot be used as the basis for diagnosis or exclusion of
cases alone additional tests should be performed according-
ly.

2. Some substances in blood as listed below may interfere with
the test and cause erroneous results. The maximum
allowance concentration of each is as follows:

Interferent Concentration (Max)
Triglyceride 25g/L
Bilirubin 0.1g/L
EXPECTED VALUE

The expected normal value for Progesterone was determined
by testing blood samples from apparently healthy individuals.
Reference range of Progesterone:

progestin therapy in threatened abortion and preterm
labour[J]. Frontiers in bioscience: a journal and virtual library,
2008, 131981-90.

Julia  S. Progesterone orchestrates foetal-maternal
in pregnancy[J]. of Reproductive
Immunology, 2023, 159.

Clinical and Laboratory Standards Institute. Protocols for
determination  of limits of  quantitation; approved
guideline-second edition. EP17-A, CLSI,2004.

Clinical and Laboratory Standards Institute. Evaluation of
precision performance of quantitative measurement method;
approved guideline-second edition. EP17-A, CLSI,2004.
National Committee for Clinical Laboratory. Method compari-
son and bias estimation using patient samples; approved
guideline. EP9-A2, NCCLS, 2002.
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DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Prog Fast
Test Kit (Immunofluorescence Assay) are the most common

It is recommended that each laboratory determine the
applicability of the reference ranges through experimentation
and establish their own laboratory-specific reference ranges if

necessary.

PERFORMANCE CHARACTERISTICS

1. Measuring Range 0.10~40.00 ng/mL

2. Limit of Detection <0.10 ng/mL
3. Within-Run Precision <10%
4. Between-lot Precision <15%

REFERENCES

1. Julia S, R J W, Pawel B, et al. Role of progesterone and

Group n |95% Re:]egrenr:fe range ones appearing on medical devices and their packaging. They
are explained in more details in the European Standard EN ISO
Healthy men 200 0.15-1.97 15223-1:2021.
Follicular phase | 121 0.34-1.52 Key to symbols used
Health
oy Luteal phase 58 5.20-18.76 “ Manufacturer Use-by date
Post menopause | 156 0.12-0.76
Do not re-use Date of manufacture
Healthy 1¢t trimester 135 4.73-50.21 Consull nsractions Tor
pregnant use or consult electronic Batch code
women 2™ trimester 49 19.27-45.34 instructions for use

In vitro diagnostic

Temperature limit ¢
medical device

Contains sufficient
for <n> tests

EC |REP)

W in the European Community/
European Union

Do not use if package is damaged
and consult instructions for use

ce

Thank you for using Prog Fast Test Kit (Immunofluorescence
Assay). Please read the instructions for use carefully before
operating to ensure proper use. Please report any product
problems or adverse events to the below manufacture or
authorized representative in the European Community in time.

CE mark

Catalogue number Caution
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Version: WIF79-S-09

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.getein.com

CMC Medical Devices & Drugs S.L.
Add: C/ Horacio Lengo N° 18, CP 29006, Malaga,

Spain

Tel: +34951214054
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RF
Fast Test Kit
(Immunofluorescence Assay)

IF1075 for Getein1100
IF5075 for Getein1160

IF3075 for Getein1180

IF4075 for Getein1200
IF2075 for Getein1600

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: 2x24 tests/kit, 2x48 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. Atest 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°C 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.

. Do not reuse the test card.

. Do not reuse the pipet.

. Handle all specimens as potentially infectious.
Proper handling and disposal methods should be
followed in accordance with local regulations.

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

free of hemolysis.
2. Venous blood should be collected under aseptic
conditions;serum or plasma is preferred for testing.
. 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°C) within 4 hours after sample collection.
If testing is delayed, serum and plasma samples
may be stored up to 7 days at 2~8°C and 3 months
at -20°C before testing. Whole blood samples
should not be frozen and can be stored at 2~8°C
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°C) 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.
SAMPLE VOLUME (for Getein1100/Getein1160/
Getein1180): 10uL.
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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.

. Put the test card on a clean table, horizontally
placed.

4. Using sample transfer pipette, deliver 10 yL of
sample into one tube of sample diluent, mix
gently and thoroughly. Then drop 7100uL of
sample mixture into the sample well on the test
card.

. 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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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.

. Put the test card on a clean table, horizontally

placed.

. Using sample transfer pipette, deliver 10 uL of
sample into one tube of sample diluent, mix gently
and thoroughly. Then drop 100 pL of sample
mixture into the sample well on the test card.
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. Itis required to perform “SD card” calibration when
using a new batch of kits.

2. ltis 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.
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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

N

. 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.

. 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.

N

REFERENCES
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early rheumatoid arthrits: relation to IgG+ IgA and
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4. Veerle |, Xavier B, Daniél B, Ellen DL. Preva-
lence and clinical correlates of rheumatoid factor
and anticitrullinated protein antibodies in patients
with idiopathic inflammatory myopathy[J]. RMD
Open,2018,4(2).

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.

Key to symbols used

“ Manufacturer g Use-by date
® Do not re-use &I Date of manufacture
Consult instructions for
Dﬂ use or consult electronic Batch code
instructions for use
Temperature limit In vitro diagnostic
/ﬁ[ P VD medical device
W Contains sufficient |t | e Rty
for <n> tests European Union

la)
m

Do not use if package is damaged
and consult instructions for use

CE mark
Catalogue number

Thank you for purchasing RF Fast Test Kit
(Immunofluorescence Assay).

Please read this user manual carefully before
operating to ensure proper use.

Version: WIF82-S-05

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.getein.com

CMC Medical Devices & Drugs S.L.

Add.: C/ Horacio Lengo N° 18, CP 29006,
Malaga, Spain

Tel: +34951214054
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T3
Fast Test Kit
(Immunofluorescence Assay)

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.

IF1022 for Getein1100
IF2022 for Getein1600

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 Aand B

4) User manual: 1 piece/box

5) SD card/RFID card: 1 piece/box

2. A kit for Getein1600 contains:

Package specifications: 2x24 tests/kit, 2x48 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. Atest 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 4~30C 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 C with a valid period of 24 months.

Store the sample treatment solution/sample diluent at
2~8 C for better results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

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

Do not open pouches until ready to perform the test.

Do not reuse the test card.

Do not reuse the pipet.

. 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.
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SPECIMEN COLLECTION AND PREPARATION
1. This test can be used for
can be used as the
anticoagulant for plasma. Samples should be free of
hemolysis.
. The test should be performed within 4 hours after whole
blood collection.
If testing will be delayed, serum and plasma samples may
be stored up to 7 days at 2~8 C or stored at -20 C 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.
Do not use heat-inactivated samples or hemonS|s samples.
SAMPLE VOLUME
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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 sample
treatment B into sample treatment A, and then deliver
of sample into sample treatment A. Mixing for 1 minute and

then drop of the sample mixture to the test card.

8. . 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
. 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.
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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

Key to symbols used

Expiration date

“ Manufacturer g

® Do not reuse &

Date of manufacture

EE Consulft instructions | [LOT Batch code

or use

In vitro diagnostic
medical device

/ﬂ/ Temperature limitation
Authorized representative

W Sufficient for [ECREP]| in the European Community

Do not use if package

c € CE mark @

is damaged

Interferent Hemoglobin | Triglyceride | Bilirubin

Concentration (Max) 5g/L 25g/L 0.1g/L

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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T4
Fast Test Kit
(Immunofluorescence Assay)

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.

IF1023 for Getein1100
IF2023 for Getein1600

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: 2x24 tests/kit, 2x48 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. Atest 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 4~30C 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
C with a valid period of 24 months.

Store the sample treatment solution/sample diluent at 2~8 C

for better results.

PRECAUTIONS

. For in vitro diagnostic use only.

. For professional use only.

. Do not use the kit beyond the expiration date.

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

Do not open pouches until ready to perform the test.

Do not reuse the test card.

Do not reuse the pipet.

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.
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SPECIMEN COLLECTION AND PREPARATION
1. This test can be used for
can be used as the
anticoagulant for plasma. Samples should be free of
hemolysis.

. The test should be performed within 4 hours after whole
blood collection.

. If testing will be delayed, serum and plasma samples may
be stored up to 7 days at 2~8 C or stored at -20 C 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.
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SAMPLE VOLUME

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 sample

treatment B into sample treatment A, and then deliver
of sample into sample treatment A. Mixing for 1 minute and
then drop of the sample mixture to the test card.

8. . 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

. Do not use heat-inactivated samples or hemolysis samples.

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
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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.

Key to symbols used

“ Manufacturer g

Expiration date

Date of manufacture

® Do not reuse (Z‘_’J

Ci It instructi
m—_ﬂ one‘.uf instructions

or use

Batch code

In vitro diagnostic

/ﬂ/ Temperature limitation IVD medical dovice

Authorized representative

W Sufficient for [EC IREP]| in the European Community

Do not use if package
is damaged

c E CE mark @

Interferent Hemoglobin | Triglyceride | Bilirubin

Concentration (Max) 5g/L 25¢g/L 0.1g/L

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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Testosterone
Fast Test Kit
(Immunofluorescence Assay)

IF1073 for Getein1100

IF5073 for Getein1160

IF3073 for Getein1180

Instructions for Use

INTENDED USE

Testosterone Fast Test Kit (Immunofluorescence Assay) is
intended for in vitro quantitative determination of Testosterone
in human serum and plasma. Testosterone tests are used to
assist in the diagnosis of female polycystic ovary syndrome and
male testosterone insufficiency. For professional and laboratory
use.

SUMMARY

Testosterone, one of the main sex hormones in the human
body, is a steroid hormone with 19 carbon atoms synthesized
from cholesterol. About 90% of male testosterone comes from
leydig cells, and the rest is produced in adrenal cortex and other
tissues; Testosterone in women synthesized by ovarian stromal
cells,portal cells and adrenal cortex reticular zone, account for
about 50% of total. The remaining 50% is mainly converted
from androstenedione in liver, fat, skin and other tissues. It is
the precursor of estradiol synthesis in the ovary, and has a
certain role in maintaining the female gonadal function.
Testosterone exists in blood in two forms: bound and free. The
binding state is mainly bound with sex hormone binding protein,
albumin and other proteins, accounting for 97%~99%; Free
testosterone accounts for 1%~3%, which is the main form of
biological activity in vivo. Detection of female testosterone can
assist in the diagnosis of polycystic ovary syndrome (PCOS),
masculinized tumors in women, congenital adrenal hyperplasia
and adrenal tumors. Detection of male testosterone content can
assist in the diagnosis of diseases with insufficient testosterone
production, such as congenital testicular dysplasia,
chromosomal abnormalities, and in addition, it can assist in the
diagnosis of hypopituitarism, cirrhosis.

PRINCIPLE

Testosterone Fast Test Kit (Immunofluorescence Assay) is a
lateral flow immunoassay in a competitive design. After the

sample has been applied to the test strip, the fluorescence
latex-labelled testosterone monoclonal antibody binds with the
testosterone in sample and forms a marked antigen-antibody
complex. The wuncombined fluorescence latex-labelled
testosterone monoclonal antibody binds with the testosterone
on the test line. The fluorescence intensity of the test line
decreases in proportion to the amount of testosterone in
sample. Fluorescent signals intensity can be analyzed by
applicable device thus the testosterone in sample be detected
quantitatively.

APPLICABLE DEVICE

Getein 1100 Immunofluorescence Quantitative Analyzer
Getein 1160 Immunofluorescence Quantitative Analyzer
Getein 1180 Immunofluorescence Quantitative Analyzer

CONTENTS
Materials Getein 1100/ Getein 1160/ Getein 1180
provided 10 T/kit 25 Tikit
| Testosterone
test card 10 pes 25pos
Disposable
pipet 10 pcs 25 pcs
Sample
diluent 3 10 tube 25 tube
Instructions
1pc 1pc
for use
SD card 1pc 1pc

Sample diluent 3 for Getein 1100/ Getein 1160/ Getein 1180

consists of:

Sample diluent 3 contains Carbonate buffer (50 mmoliL),

ProClin™ 300 (0.1%).

Atest card consists of:

Fluorescence latex-labelled testosterone monoclonal antibody,

Fluorescence latex-labelled Chicken immunoglobulin Y natural

protein, testosterone antigen and Goat anti chicken immuno-

globulin Y polyclonal antibody.

Note:

1. The standard curve data can be written to RFID card in the
kit. According to the function of RFID card, we define it as
"Standard Curve Data Card", short for "SD Card".

2. Do not mix or interchange different batches of kits.

STORAGE AND STABILITY

Realtime stability:

Store the kit at 4~30°C with a valid period of 24 months. The
test kits are stable until the expiry date printed on the labels.
In-use stability:

For the test card of Getein 1100/Getein 1160/Getein 1180: Use
the test card within 1 hour once the foil pouch is opened.

PRECAUTIONS

1. For in vitro diagnostic use only.

2. Handle all specimens as potentially infectious. The foil bag is
nondegradable. Proper handling and disposal methods
should be followed in accordance with local regulations.

SPECIMEN COLLECTION AND PREPARATION

1. This test can be used for plasma and serum samples.

2. Heparin, sodium citrate or EDTA can be used as the
anticoagulant for plasma samples.

3. It is recommended to test the sample within 8 hours after
collection. Stable in plasma for 7 days when stored at 2~8°C
and 6 months when stored at -20°C.

4. Refrigerated or frozen sample should reach room tempera-
ture before testing. Avoid multiple freeze-thaw cycles.

CALIBRATION AND TRACEABILITY

1. Calibration: The regression equation fitting the concentration
value of the working calibrator with the reaction signal value
is written into the SD card in advance. Before detection, the
SD card is written into the instrument, which can automatical-
ly read the calibration curve information in the SD card.
During detection, the content of analyte can be calculated by
substituting the obtained signal value into the regression
equation.

Calibration Frequency: A new calibration is required when
using a new reagent lot or a new instrument.

TEST PROCEDURE

1. Before use, you must carefully read the instructions for use
and operate in strict accordance with the instructions,
otherwise reliable results cannot be guaranteed.

2. Test kit and sample should be brought to room temperature
before testing.

3. Confirm SD card lot No. in accordance with test kit lot No.
Perform calibration using the SD card when necessary.

4. Select the corresponding model on the analyzer according to

the sample type (see the instructions of analyzer for details).

5. Remove the test card from the sealed pouch before use.
Horizontally place the test card.

6. Deliver 100 pL of sample into one tube of sample diluent 3
using disposable pipet, mix gently and thoroughly.
(Samples must be added using the disposable pipet in the kit
to avoid incorrect results).

The cap —C

of the ’j‘}
disposable |
pipet hit
| slit

Disposéble pipet i

oJelo

Note 1: Press the top of the disposable pipet to the bottom with
your finger during sampling. Ensure that the slit is fully
submerged in the sample.

Note 2: Throughly press the disposable pipette only once to

take a sample, not repeatedly.

7. Insert the disposable pipet into the sample diluent 3 tube to
mix the sample by pushing the cap at the top of the
disposable pipet for 4-6 times and wait 5~10 minutes.

Note 3: Insert the disposable pipet to the bottom of tube to

prevent bubbles.

Note 4: It is recommended to wait for 5-10 minutes after

mixing the samples, and the results of early or overtime testing

are inaccurate.

fﬁ" 1
i
Insert the disposable

pipet to the bottom
to prevent bubbles



8. Deliver the sample mixture by pushing the cap at the top of
the disposable pipet and dispense the sample mixture into
the sample port “S” on the test card.

For Getein 1100:

Reaction time: 15 minutes. Insert the test card into Getein 1100

and press "ENT" button (click on “Start” icon for Android Getein

1100) after reaction time is elapsed. The result will be shown on

the screen and printed automatically.

For Getein 1160/Getein 1180:

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.

RESULTS

Getein1100/Getein1160/Getein1180 can scan the test card
automatically and display the result on the screen. For
additional information, please refer to the instructions for use of
Getein1100/Getein1160/ Getein1180.

Testosterone Fast Test Kit (Immunofluorescence Assay) results
are provided in ng/mL.

Results in ng/mL may be converted to nmol/mL as shown with
an example below.

Testosterone Fast Test Kit (Immunofluorescence Assay) result
as reported by the system (example) 1.00 ng/mL

The reported example result equals: 3.47 nmol/L

Others: Measuring range of the Testosterone Fast Test Kit is
0.10 ~ 16.00 ng/mL. Samples initially outside the measuring
range may be diluted with 1% bovine serum albumin, upper
limit can be up to 48.00 ng/mL through dilution.

PERFORMANCE CHARACTERISTICS

1. Measuring Range 0.10 ~ 16.00 ng/mL

2. Limit of Detection <0.10 ng/mL
3. Within-Run Precision <10%
4. Between-Run Precision <15%

LIMITATIONS

-

. The test results of this kit are only for clinical reference and

cannot be used as the basis for confirming or excluding
cases alone. In order to achieve the purpose of diagnosis,
this test result should be used in combination with clinical
examination, medical history and other examination results.
2. Do not use the test card if the foil pouch or the cartridge is
damaged.

3. Do not open pouches until performing the test.

4. Patient samples may contain heterophilic antibodies (e.g.
human anti-mouse antibodies (HAMA) and rheumatoid
factors) that could react in immunoassays to give a falsely
elevated or depressed result. This assay has been designed
to minimize interference from heterophilic antibodies.
Nevertheless, complete elimination of this interference from
all patient specimens cannot be guaranteed.

5. Triglyceride and bilirubin in the sample may interfere with the
test results, and the maximum allowable concentrations are
18 g/L and 0.1 g/L respectively.

EXPECTED VALUE

The expected normal value for Testosterone was determined by
testing samples from apparently healthy individuals.
Reference range of Testosterone:

Standard EN ISO 15223-1:2021.

Key to symbols used

Manufacturer Use-by date

Do not re-use Date of manufacture

Consult instructions

for use or consult Batch code

. electronic
instructions for use

In vitro diagnostic
medical device

Authorized representative

Temperature limit

Contains sufficient
for <n> tests

q4~ 2 Pk

in the European
ICommunity/European Union|
Do not use if package

is damaged and consult
instructions for use

®|f |8 8 [

e

REF]|

CE mark

Catalogue number

95% Reference range
Group n
(ng/mL)
Healthy men 260 1.75-7.81
Healthy women 280 0.10-0.75

Expected values may vary with age, sex, sample type, diet and
geographical location. Each laboratory should verify the
transferability of the expected values to its own population, and
if necessary, determine its own expected values according to
good laboratory practice.

REFERENCES

1. Payne AH, Hales DB. Overview of steroidogenic enzymes in
the pathway from cholesterol to active steroid hormones.
Endocr Rev. 2004 Dec;25(6):947-70. doi:
10.1210/er.2003-0030. PMID: 15583024.

2. RICHARD, Sharpe M. Intratesticular Factors Controlling
Testicular Function[J]. Biol Reprod, 1984,30 (1) : 29-49
3. EN ISO 18113-1:2011 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 1:

Terms, definitions and general requirements.

4. EN ISO 18113-2:2011 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 2:
In vitro diagnostic reagents for professional use.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on Testoster-
one 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

Thank you for using Testosterone Fast Test Kit (Immunofluores-
cence Assay). Please read this instructions for use carefully
before operating to ensure proper use. Please report any
product problems or adverse events to the below manufacture
or authorized representative in the European Community in
time.

Document no.: WIF80-S-07
Effective date: 2023.08.29

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.getein.com

CMC Medical Devices & Drugs S.L.
Add: C/ Horacio Lengo N° 18, CP 29006, Malaga, Spain
Tel: +34951214054



tPSA
Fast Test Kit
(Immunofluorescence Assay)

IF2053 for Getein1600
IF1053 for Getein1100
IF3053 for Getein1180

IF4083 for Getein1200

IF5053 for Getein1160

User Manual

INTENDED USE

tPSA (total Prostate Specific Antigen) Fast Test Kit (Immunoflu-
orescence Assay) is intended for in vitro quantitative determina-
tion of tPSA in human serum and plasma samples. It can be
used as an aid in the diagnosis and management of patients
with prostate cancer.

SUMMARY

Prostate-specific antigen (PSA) is a single-chain glycoprotein
with molecular weight of 34 kilodaltons. As a serine prostate
with chymotrypsin-like activity, PSA belongs to the kallikrein
family. PSA exists as a free or complex form with protease
inhibitors such as a-1-antichymotrypsin (ACT) in blood. Total
PSA represents the sum of both free and complex forms.
Elevated PSA in serum or plasma is found in patients with
prostate cancer, benign prostatic hypertrophy, or inflammatory
tissues. PSA is uniquely associated with prostate tissues from
normal, inflamed or cancerous stages.

PSA has been found in normal, benign hyperplastic, malignant
prostatic tissue, metastatic prostatic carcinoma and also in
prostatic fluid as well as in seminal fluid. PSA is not found in any
other tissues in men, and it is not produced by cancers
originating in the lung, colon, rectum, stomach, pancreas or
thyroid. PSA measurement is an essential tool in assessing the
status of disease in patients with prostate cancer when serial
samples are measured over time. The clinical value realized by
monitoring tPSA concentration in patients with prostate cancer
regardless of the treatment regimen is well known.

PRINCIPLE

The test uses an anti-human PSA monoclonal antibody
conjugated with fluorescence latex coated on the junction of
nitrocellulose membrane and sample pad and another
anti-human PSA monoclonal antibody coated on the test line.
After the sample has been applied to the test strip, the
fluorescence latex-labelled antihuman PSA antibody binds with
the PSA in sample and forms 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 antihuman PSA antibody. The

fluorescence intensity of test line increases in proportion to the
amount of tPSA 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 tPSA 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/box, 10 tests/box

1) Getein tPSA test card in a sealed pouch with desiccant

2) Disposable pipet

3) User manual: 1 piece/box

4) SD card: 1 piece/box

2. A kit for Getein1200/Getein1600 contains:

Package specifications: 2x24 tests/box, 2x48 tests/box
Sealed cartridge with 24/48 Getein tPSA test cards

User manual: 1 piece/box

Materials required for Getein1200/Getein1600:

1) Sample diluent: 1 bottle/box

2) Box with pipette tips: 96 tips/box

3) Mixing plate: 1 piece/box

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 (the junction of sample pad and nitrocellulose
membrane is coated with fluorescence latex-labelled
anti-human PSA  monoclonal  antibody), nitrocellulose
membrane (test line is coated with another fluorescence
latex-labelled anti-human PSA monoclonal 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
Getein1180 Immunofluorescence Quantitative Analyzer
Getein1600 Immunofluorescence Quantitative Analyzer
Getein1160 Immunofluorescence Quantitative Analyzer
Getein1200 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card 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 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 diluent at 0~30°C with a valid period of 24
months.

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 be followed in
accordance with local regulations.

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

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 is delayed, serum and plasma samples may be
stored up to 7 days at 2~8°C or stored at -20°C 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/Getein1160/Getein1180):
100 pi.

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 lot No. in accordance with test kit lot No..
Perform “SD 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 700 uL of sample into
the sample port on 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 Getein1160/Getein1180:

9. Confirm SD card lot No. in accordance with test kit lot
No..Perform “SD card” calibration when necessary.

10. Enter testing interface of Getein1160/Getein1180.

11. Remove the test card from the sealed pouch immediately
before use. Label the test card with patient or control
identification.

12. Put the test card on a clean table,horizontally placed.

13. Using sample transfer pipette, deliver 100 pL of sample into
the sample port on the test card.

14. Reaction time: 15 minutes. Insert the test card into
Getein1160/Getein1180 immediately after sample loading.
The analyzer will count down the reaction time and automati-
cally test the card after reaction time is elapsed. The result
will be shown on the screen and printed automatically.

For Getein1200/Getein1600:

15. Each cartridge for Getein1200/Getein1600 contains a
specific RFID card which can calibrate automatically.

16. Place the sample diluent at the correct position in
Getein1200/Getein1600.

17. 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 insertion is correct and complete.

TEST RESULTS

Getein1100/Getein1160/Getein1180/Getein1200/Getein1600
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:

Measuring range of the tPSA test kit is 0.50 ng/mL~100.00
ng/mL. Dilute the sample which concentration is higher than the
upper limit with negative samples, and the dilution ratio should
be less than 4 times.

EXPECTED VALUE

The expected normal value for tPSA was determined by testing
samples from 1000 apparently healthy individuals. The
reference range of tPSA is 4.00 ng/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 0.50~100.00 ng/mL

Lower Detection Limit <0.50 ng/mL
Within-Run Precision <10%
Between-Run Precision <15%

With-run Precision: Test tPSA with same batch for 10 times
using tPSA control 1 (3.20~4.80 ng/mL) and tPSA control 2
(24.00~36.00 ng/mL) respectively, then calculate within-run
precision which should not greater than 10%.

Between-run Precision: Randomly select 3 consecutive
batches of tPSA products, and take 10 strips for each batch to
test the quality control (24.00~36.00 ng/mL), calculate
between-run precision which should not greater than 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.

Bilirubin
0.1g/L

Interferent Hemoglobin

5g/L

Triglyceride
25g/L

Concentration (Max)

REFERENCES

1. Mc Jimpsey EL. Molecular Form Differences Between
Prostate-Specific Antigen (PSA) Standards Create Quantita-
tive Discordances in PSA ELISA Measurements. Scientific
Reports. 2016, 6: 22050.

2. Jun Seok Kim, Je-Guk Ryu, Jin Woong Kim, et al.
Prostate-Specific Antigen fluctuation: what does it mean in
diagnosis of prostate cancer? Br J Cancer. Int Braz J Urol.
2015, 41(2): 258-264.

3. Yasuhide Kitagawa, Mikio Namiki. Prostate-specific antigen-
based population screening for prostate cancer: current status
in Japan and future perspective in Asia. Asian J Androl. 2015,
17(3): 475-480.

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on tPSA 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 ISO
15223-1:2016.

Key to symbols used

Manufacturer Use-by date

Do not re-use Date of manufacture

[E Consulftoiplsjtsrgctions Batch code
i In vitro diagnostic
/ﬂ/ Temperature limit medical device
W Contains sufficient @ Do not use if package
for <n> tests is damaged e
Authgrized representative
Catalogue number in E{‘Sm%[?@a"

Thank you for purchasing tPSA Fast Test Kit (Immunofluorescence
Assay).

Please read this user manual carefully before operating to
ensure proper use.

Version: WIF48-S-07

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.getein.com

P|Lotus NL B.V.
Add: Koningin Julianaplein 10, 1e Verd, 2595AA, The
Hague, Netherlands.
E-mail: peter@lotusnl.com
Tel: +31644168999
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TSH
Fast Test Kit
(Immunofluorescence Assay)

INTENDED USE

TSH Fast Test Kit (Immunofluorescence Assay) is intended for
in vitro quantitative determination of thyroid-stimulating
hormone (TSH) in serum, plasma or whole blood. This test is
used in the screening, clinical diagnosis, prognosis and
therapeutic effect evaluation of thyroid diseases.

Getein1100: Cat.# IF1024
Getein1600: Cat.# IF2024

SUMMARY

Thyroid-stimulating hormone (TSH) is the main regulator of
thyroid cell growth, thyroid hormone synthesis and secretion.
TSH(MW 30 kDa) is synthesized and secreted by tsh cells of
pituitary gland, it has negative feedback to the synthesis and
secretion process. The fluctuation of TSH is faster and more
significant than thyroid hormones when thyroid function was
changed, it is a sensitive biomarker of hypothalamic-pituitary-thyroid
function.

PRINCIPLE

The test uses an anti-human TSH monoclonal antibody
conjugated with fluorescence latex and another anti-human
TSH monoclonal antibody coated on the test line. After the
sample has been applied to the test strip, the fluorescence
latex-labelled anti-human TSH monoclonal antibody binds with
the TSH in sample and forms marked antigen-antibody
complex. The complex moves to the detection zone by
capillary action. Then marked antigen-antibody complex is
captured on the test line by the anti-human TSH monoclonal
antibody. The fluorescence intensity of the test line increases
in proportion to the amount of TSH in sample.

Insert test card into Getein1100 Immunofluorescence
Quantitative Analyzer/Automatically inserted by Getein1600
Immunofluorescence Quantitative Analyzer (hereafter referred

to as Getein1100 and Getein1600), the concentration of TSH
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. Akit for Getein1100 contains:
Getein TSH test card in a sealed pouch with desiccant------ 25

DiSpOSabIe plpet .................................................... 25
User manual =

SD card/RFID card «««««wwrrereesssrreeessseeeeeeeee 1
Who|e blOOd buffer ................................................... 1

2. Akit for Getein1600 contains:
Package specifications: 2x24 tests/kit, 2x48 tests/kit

Sealed cartridge with 24/48 Getein TSH test cards-------+---- 2
User manual .......................................................... 1
Sample dilugnt:-----ooeeeerererrrree 1

Box with pipette tips--
Mixing plate .......................................
3._Sample diluent / Whole blood buffer composition:
Phosphate buffered saline, proteins, detergent, preservative,
stabilizer.

4. Atest 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 a fluorescence latex-labelled
anti-human TSH monoclonal antibody, the test line is coated
with another anti-human TSH monoclonal antibody 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
Getein1600 Immunofluorescence Quantitative Analyzer

STORAGE AND STABILITY

Store the test card at 4~30°C with a valid period of 24 months.
Use the test card for Getein1100 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 diluent/whole blood buffer at 0~30°C with a
valid period of 24 months.

Store the sample diluent/whole blood buffer at 2~8°C 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.

SPECIMEN COLLECTION AND PREPARATION
1.This test can be used for

can be used
as the anticoagulant for plasma and whole blood samples.

Samples should be free of hemolysis.

Suggest using serum or plasma for better results.

. Serum or plasma can be used directly. For whole blood
sample, one drop of whole blood buffer must be added
before testing.

4. If testing will be delayed, serum and plasma samples may
be stored up to 7 days at 2~8°C or stored at -20°C for 6
months before testing (whole blood sample may be stored
up to 3 days at 2~8°C).

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

6. Do not use heat-inactivated samples.

7. SAMPLE VOLUME

SN

(9]

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 Calib” 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 of sample (or
3~4 drops of sample when using disposable pipet) into the
sample port on the test card (for whole blood sample, one

drop of whole blood buffer must be added after loading 100
ul sample on the test card).

. . 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.lt is required to perform “SD card or RFID card Calib”
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 test kit is 0.10 ulU/mL~50.0
plU/mL, dilute the sample which concentration is higher than
the upper limit, the dilution ratio should be less than 4 times.

EXPECTED VALUE

The expected normal value for TSH was determined by testing
samples from serum of 391 apparently healthy individuals.
The reference range of TSH is 0.27 plU/mL~ 4.20 plU/mL

calculated by using normal distribution methods (95%
confidence interval). It is recommended that each laboratory
should establish its expected values for the population it
serves.

PERFORMANCE CHARACTERISTICS
Measuring Range 0.10 plU/mL~ 50.00 plU/mL

Lower Detection Limit 0.10 plU/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.Samples containing interferents may influence the results.
The table below listed the maximum allowance of these
potential interferents.

Interferent Hemoglobin | Triglyceride | Bilirubin
Concentration (Max) 5g/L 25 g/L 0.1 g/lL
REFERENCES

1.Spencer C A, LoPresti J S, Patel A, et al. Applications of a
new chemiluminometric Thyrotropinassay to subnormal
assessment. ClinEndocrinolMetab. 1990, 70(2):453-460.

2.Sakai H, Fukuda G Suzuki N, et al. Falsely Elevated
Thyroid-Stimulating Hormone (TSH) Level Due to
Macro-TSH. Endocr J. 2009, 56(3):435-440.

3.Abalovich M, Amino N, Barbour LA et al. Management of
thyroid dysfunction during pregnancy and postpartum: an
Endocrine Society Clinical Practice Guideline. J ClinEndo-
crinol Metab.2007, 92(8):1-47.

4.Spencer C A, Takeuchi M, Kazarosyan M. Current status and
performance goals for serum thyrolobulin assays. Clin
Chem. 1996,42(1):164-173.

5.EN ISO 18113-1:2011 In vitro diagnostic medical devices -
Information supplied by the manufacturer (labelling) - Part 1:
Terms, definitions and general requirements.

6.EN ISO 18113-2:2011 In vitro diagnostic medical devices -

Information supplied by the manufacturer (labelling) - Part 2: In
vitro  diagnostic reagents for  professional use
(1SO18113-2:2011).

DESCRIPTION OF SYMBOLS USED

The following graphical symbols used in or found on TSH 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 15223-1:2012.

Key to symbols used

“ Manufacturer

® Do not reuse

EE Consult instructions
for use

/ﬂ/ Temperature limitation

W Sufficient for

c € CE mark

Thank you for purchasing TSH Fast Test Kit (Immunofluores-
cence Assay).

Please read this user manual carefully before operating to
ensure proper use.

Expiration date

Date of manufacture

Batch code

In vitro diagnostic
medical device

Authorized representative
Pl] in the European Community

Do not use if package
is damaged

8=zl
SEIEIEHELE

Version: WIF26-S-02

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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