
Q: What are symptoms of H.pylori 
infection?

A: H.pylori is a bacterium that lives in various areas 
of the stomach and duodenum. 

A: After H.pylori infection, patients often show 
discomfort in the upper part of the stomach, as well 

than 70% of infected people have no obvious 
symptoms.  

Q: 
detection?

i
levels in human feces sample.
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Follow the below steps for preparation.

Ensure the test kit is at room temperature for at 
least 30 minutes prior to use.

A timing device (clock, phone or timer) is required 
but not provided.

Sample stool should be fresh

Step 1

1a Wash hands before and after the test, either 
using soap and water or hand sanitizer.

1b Make sure hands are dry before starting.

Step 3

3a Check the expiration date on the label of foil 

3b Do not use if it is beyond expiration date or if it 
is damaged.

Step 4

4a Open the test device foil pouch.

on a dry and clean surface.

4c Check the result window and specimen well on 
the test device.

Step 7

cap are fully screwed so that the sample can be 
completely extracted;

7b Wait for 10 seconds;

Step 8

Step 9

9a Wait for 5-15 minutes to read the results ;

9b Do not read results after 15 minutes .

Step 5

5a Put the clean collection paper in the toilet 
before sample collection; 

5b Make sure no water to the sample; 

5c Use the test device (tip part) to fully collect 
sample on the clean collection paper, back and 
forth ;

Step 6

cap downward;

Step 2

Read the instructions for use carefully before using 
the ZOAN™ H.pylori Antigen test kit. 

Q&A

Q: What is H.pylori?

 cancer. 

cause of cancer-related deaths worldwide.

Q: What is purpose to test H.pylori?
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™ also has function of 
odor removal, which can avoid peculiar smell.

result?

Q: Who should be tested for H.pylori 

A: H.pylori infection is the cause of more than 90% 
-
-

cantly reduce the incidence of ulcer recurrence 
and complications. In 1994, the International 

The incubation period of H.pylori infection is about 

ulcer and normal people should be tested for 

infection.

Q:
nausea and stomachache, but why is the 

nausea and stomachache. 
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H.pylori Antigen Test Kit (Colloidal Gold Method) 

The ZOAN™ H.pylori Antigen Test Kit is a single use 
immunochromatographic assay for the qualitative 
detection of H. pylori antigen in unpreserved human 

To perform the test, a small portion of stool sample 

the diluted sample is added onto the sample well of 
test cassette. 

red-colored antibody-coated latex particles. If the 

stool specimens.

Test results are intended to aid in the initial diagno-
sis and treatment of H. pylori infection. Test results 
should be taken into consideration by the physician 
in conjunction with the patient history and symp-
toms.

For in vitro diagnostic use only. For prescription use.

sample contains H. pylori antigen, the antigen will 

membrane by capillary action. The complexes bind 

a pink-red line.
Another pink-red line at the control area position serves

the sample has occurred, and that active components  

have been employed during a test run. 
For a positive result, a pink-red test line (next to the 
letter T)along with pink-red control line (next to the 
letter C) must be visible in the “Result Window”. 
If H. pylori antigen is not present or is present at very 
low levels in the stool sample, only a pink-red con-
trol line will be visible, and the test result is negative. 
If the pink-red control line does not develop within 
10 minutes, the test result is invalid.H.pylori  Antigen Test Kit 

(Colloidal Gold Method) 
Instructions for Use

• Clock, timer or stopwatch

Store in a dry place at 2-30°C . Do not freeze or damp 
the test kit.
Please use it within 1 hour after opening the inner 
sealing pouch.
Validity: 24 months.
Please refer to the label for LOT number and expi-
ration date.

1. For in vitro diagnostic use only. 

2. Do not use after expiration date. 

3. Do not eat, drink or smoke in the area where the 
specimens or kits are handled. 

4. Observe established precautions against microbi-
ological hazards throughout the testing and follow 
the standard procedures for proper disposal of spec-
imens.

5. Wear protective clothing such as laboratory coats, 
disposable gloves and eye protection when speci-
mens are being tested. 

results.

7. Please read the Instructions for Use seriously 
before using the kit.

8. Do not use the kit with an obviously damaged 
package.
9.  Do not reuse any kit components.
10. Do not use with multiple specimens.
11. Avoid menstrual period,haemorrhoid bleeding 
and blood urine while collecting samples. 

chemicals (see table below). If the test solution con-

water.

LoD: The lowest LoD should be 

1.This test kit is to be used for the qualitative 
detection of H. pylori antigen in fecal samples. A positive 
result suggests the presence of H. pylori antigen in fecal 
samples. 
2.The ZOAN™ H.pylori Antigen Test Kit is for in vitro 
diagnostic use only. It is only for qualitative detection, not 
for quantitative measurement of H.pylori antigen in fecal 
samples. 
3. The ZOAN™ H.pylori Antigen Test Kit is not suitable for 
detection after treatment. 

4.Urine and excessive dilution of sample with water 
from toilet bowl may cause erroneous test results. 
5.As with all diagnostic tests, all results must be 
considered with other clinical information available 
to the physician. 
6.Other clinically available tests are required if 
questionable results are obtained.

An internal procedure control has been incorporated 
into the test to ensure proper kit performance and 
reliability.  The use of an external control is recom-
mendedto verify proper kit performance. Quality 
control samples should be tested according to quality 
control requirements

Cautions :
1.Follow the below steps for preparation. 
2.Ensure the test kit is at room temperature for at 
least 30 minutes prior to use. 
3.A timing device (clock, phone or timer) is request-
ed but not provided
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Test Device

Extraction 

Clean Collection 
Paper

Instructions
for Use

Wash hands before and after 
the test, either using soap 
and water or hand sanitizer

Make sure hands are dry  
before starting

Take all the items out of the test 
box and lay them on a well-cleaned 

the test kit. 

Read the instructions for use 
carefully before using the ZOAN™ 
H.pylori Antigen test kit. 

Check the expiration date on 
the label of test device foil  

cap.

Do not use if it is beyond expira-
tion date or if it is damaged.

pouch and place them on the dry and clean 
surface. 

Check the result window and specimen well on the 
test device.  

Test Device

Clean Collection Paper

Unfold the clean collection paper and put it on the 
toilet before sample collection.

Make sure no water to the collection paper or sample. 

Use the test device (tip part) to fully collect sample back 
and forth on the collection paper. 

Sample stool should be fresh

Insert the test device with collected 

as the direction shown. 

cap are tightly and fully screwed to let 

Put the test device on a dry, clean and 

for 10 seconds. 

Wait and read the results at 5 minutes (no longer 
than 15 minutes) 

Dispose the waste test device into the trash after 
reading results. 

 Two distinct colored lines appear. One line 
should be in the control region (C) and another line should 
be in the test region (T).

*NOTE: The intensity of the red color in the test line region 
(T) will vary depending on the concentration of hemoglo-
bin present in the specimen. Therefore, any shade in the 
test region indicates positive result.

One colored line appears in the control region 
(C). No apparent red or pink line appears in the test region (T). 

specimen volume or incorrect procedural techniques are 
the most likely reasons for control line failure. Review the 
procedure and repeat the test with a new test device. If the 
problem persists, discontinue using the test kit immediately 
and contact your local distributor.

Disodium 
Hydrogen 
Phosphate 
Dodecahydrate

Harmful if swallowed (H302) 
Cause skin irritation(H315)
Cause serious eye damage
(H318)

0.58%

ProClin® 300

Harmful if swallowed (H302) 
Harmful if inhaled (H332)
Causes severe skin burns and 
eye damage (H314)
May cause an allergic skin 
reaction (H317)

0.05%

Harmful if swallowed (H302) 
Cause skin irritation(H315)
Cause serious eye damage
(H318)

0.03%

Concentration

Sodium 

dihydrate

dihydrogen-
phosphate

Vitamin C
Fat
Bilirubin
Ranitidine
Omeprazole
Mucin
Sodium hydroxide aluminum
hemameba
famotidine
Hemoglobin

Interferent Concentration

Bacillus sp.
Campylobacter jejuni
Escherichia coli
Candida albicans 
Enterococcus faecalis
Enterobacter aerogenes
Klebsiella pneumoniae
Bacillus subtilis
acinetobacter calcoaceticus
Pseudomonas aeruginosa

Staphylococcus aureus
Proteus mirabilis

Salmonella Choleraesuis

ATCC6538
ATCC35659
ATCC12022
ATCC13312

ATCC6896
ATCC3329
ATCC8739
ATCC10231
ATCC19433
CMCC45103
CMCC46117
ATCC6633
ATCC23055
ATCC9027

Microorganism Source Concentration

No cross reactivity was observed while detecting 
CFU mL

Below interferents were used as interferent study for ZOAN™ 
H.pylori Antigen test kit. Specimen containing the following 
substances at the standard concentration were tested on both 

Interference

Cross-reactivity
The potential cross reactivity and microbial interference of the 
ZOAN™ H. pylori Antigen Test Kit was assessed. 
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