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CH ENKANG TECHNOLOGY

Test-Reagent for
5-Hydroxyindoleacetic Acid

(Qualitative Colorimetric Method)
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(Basic Information)

AER: REHRRMRBREEAR

Manufacturer: WUHAN CHENKANG SCIENCE TECHNOLOGY
CO.LTD.
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Address of the Production Site: Room 02,Floor 3,Unit
2,Building 23,Wuhan Optical Valley International Biomedical
Accelerator, Phase 1.2, the 2nd High-Tech Road 388, East Lake
New Technology Development Zone, Wuhan City, China

B — LRI EE: ANCO RESOURCES PTE LIMITED

Overseas First-Level Sole Agent Name: ANCO RESOURCES
PTE LIMITED
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Overseas First-Level Sole Agent Correspondence Address:
Room 2006, 20/F, Metroplaza Tower 2, 223 Hing Fong Road,
Kwai Fong, NT, Hong Kong

FDA i /FEI 45%: 3009514517

FDA Registration/ FEI No.: 3009514517

CE #isiE: NL-CA002-2022-69027

CE No.: NL-CA002-2022-69027
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Date of Approval and Revision of the Instruction Manual:
HEERSAEAM: 2024558100

Approval of the Instruction Manual: May 10, 2024
ERERHAERM: 2024587120

Revision of the Instruction Manual: August 12, 2024
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*Special Attention and Disclaimer: This product is only intended
as a preliminary screening tool for detecting abnormal amino acid
metabolism in human urine. According to clinical data provided by
the manufacture - Wuhan Chenkang Science Technology Co. Ltd.,
this test demonstrates relatively high sensitivity in detecting certain
cancers, such as Colorectal Cancer, Gastric Cancer, Breast Cancer,
Esophageal Cancer, Liver Cancer, Gynecological and other Tumors.
However, the results cannot serve as the sole basis for cancer
diagnosis. They must be evaluated comprehensively by medical
professionals in conjunction with clinical symptoms, imaging
examinations (e.g., CT, MRI), pathological biopsies,

and other diagnostic methods. This product is an auxiliary
testing tool, and its results do not constitute a medical diagnosis.
Users should not make treatment decisions or discontinue
existing treatments based solely on the test results.
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EREHE: 550N EBRAERE S (CREER
Generic Name: Test- Reaﬁﬂent for 5-Hydroxyindoleacetic Acid
(Qualitative Colorimetric Method)

BER: 0.5FFx 13
Packaging Specifications: 0.5ml x 1 bottle
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(Intended Use)

This reagent is used for the qualitative detection of 5-hydroxyindoleacetic
acid in human morming urine. 5-hydroxyindoleacetic acid is one of the
byproducts of abnormal amino acid metabolism caused by the body's
stress response due to abnormal cellular activity. Conditions such as
gastric ulcers and gastritis caused by Helicobacter pylori infection in the
digestive system, inflammation in the mammary system,
pheochromocytoma, acute appendicitis, and alcohol allergy reactions can
all trigger the body’s stress response. These stress responses lead to
abnormal amino acid metabolism, resulting in levels of 5-
hydroxyindoleacetic acid in moming urine far exceeding those in normal
individuals. This reagent works by producing a characteristic color
reaction with 5-hydroxyindoleacetic acid, allowing the determination of
whether the tested individual has related abnormal metabolism. Clinically,
itis primarily used as an auxiliary diagnostic tool for stress responses
caused by abnormal cellular activity and various inflammatory diseases,
but this product is not meant for assisting in tumor diagnosis.
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(Testing Principle)

This reagent undergoes a characteristic color reaction with
mercuric salt and 5-hydroxyindoleacetic acid. Based on the
resulting color, it can determine whether the tested individual has
related abnormal metabolism.
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(Main Ingredients)
Fuming Nitric Acid - Analytical Grade , 6N Sulfuric Acid,
Mercurous Nitrate, Mercuric Sulfate, Naphthol, Deionized Water.
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(Storage Instructions and Shelf Life)

This reagent should be stored in a dry, well-ventilated room,
avoiding direct sunlight and heat sources, within the temperature
range of 5°C to 40°C. Under these conditions, the shelf life is
three (3) years, the production date, expiration date, and shelf
life are indicated on the package label.
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(Sample Requirement)

The user should collect a morning urine sample, on the day
before testing, no alcohol consumption, refrain from taking any
medications, and minimize intake of high-protein, high-amino-
acid foods and supplements.
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(Test Procedure)

Collect morning urine in a plastic cup, then put on gloves and
use the opener to open the ampoule (press to open), placing it
on the base. Use a dropper to extract 3 mL of urine and

add it to the ampoule containing 0.5 mL reagent. Mix thoroughly
by shaking and let it stand for 3-5 minutes. Compare the
precipitate color with the standard colorimetric plate for result
interpretation (refer to Reference Values/ Range on the plate).

Put all used materials into the sealed disposal bag, then dispose
it according to local environmental regulations.
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(Positive Judgment Value)

Refer to the standard colorimetric plate.
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(Interpretation of Test Result)

A negative test result indicates normal 5-hydroxyindoleacetic
acid metabolism in the individual; While a positive result requires
the elimination of various interfering factors (including no alcohol
consumption, refrain from taking any medications, minimize
intake of water, minimize intake of high-protein, high-amino-acid
foods and supplements) within three days before retesting, and if
the result remains positive, the individual should undergo
comprehensive examination at a relevant specialized hospital.

(18175 iR RPR1E)

A BE AR E SRR AR R #5- #‘il@lﬂxlﬂﬁ Fﬁiﬂfbﬂl“%
EBREEKRSE, TERBRZSIANME—KIE, FEaHMMER

R THIER RlERESEMBRZSERSETEE;
175‘22'1&&:1::15*#*4%5& RER BRI RER BRI

WRRERTAAM .

(Limitation of Test Method)

This reagent is intended solely for qualitative detection of 5-
hydroxyindoleacetic acid in human morning urine, a positive
result should be used for clinical reference only and must not
serve as the sole basis for clinical diagnosis or treatment, it
requires correlation with other laboratory tests for proper
determination; It is recommended that the test results be
considered in combination with other clinical diagnoses; Due to
limitations of methodology and raw materials of this product, the
test results obtained with this product should not be compared
with the result from other similar reagents.
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(Product Performance Indicators)

All performance indicators (including accuracy, specificity,
repeatability, and sensitivity) of this product have been rigorously
laboratory verified, demonstrating stable detection
performance under specified conditions while meeting medical
testing standards for reliable results.

1. Accuracy: When testing a 10 mg/mL tyrosine standard solution,
all 5 repeated measurements must yield positive results.

2. Specificity: When testing artificial urine samples, all 5 repeated
measurements must yield negative results.

3. Repeatability: When testing a 10 mg/mL tyrosine standard
solution, all 10 repeated measurements must yield consistent
positive results with uniform coloration.

4. Sensitivity: When testing a 1 mg/mL tyrosine standard
solution, all 3 repeated measurements must yield positive or
weak positive results.

e
S

<

-
5
@
J%wnv

(Warnings)

1.This reagent is strongly corrosive and should be handled with
special care. If it splashes on skin or clothing, wash immediately
with soap and water. If it accidentally splashes into the eyes, rinse
thoroughly with water and seek medical attention if necessary.
2.1f the sediment appears greenish or grey-green, this could be
due to interference from jaundice. It is recommended to repeat the
test after the jaundice has resolved.

3.For patients with gastritis or gastric ulcers accompanied by
Helicobacter pylori infection who test positive with this reagent, the
possibility of early gastric lesions should be considered. If no
specific lesion sites are identified, regular monitoring with this
reagent should be implemented after Helicobacter pylori
eradication therapy, with close observation for any progression
of gastric pathology.

4.In critically ill patients undergoing various treatment regimens or
experiencing severe nutritional depletion (particularly in advanced-
stage cases), the diminished capacity for stress responses may
significantly reduce the likelihood of obtaining positive test results
with this reagent.

5.The mercury salts contained in this reagent exist in a stable
complex compound form, therefore the waste liquid generated
after testing may be safely disposed of through landfill treatment
without significant environmental risk.




