
Package Insert 
Description: 
Carbon [14C]-Urea Capsules are intended for use in the detection of gastric urea as an 
aid in the diagnosis of Helicobacter pylori (H.pylori) infection in the human stomach. 
The capsules are to be used when analysis is planned at the site where the sample is 
taken. 
Carbon [14C]-Urea Capsule is a gelatin for oral administration containing 0.75μCi of 
14C labeled urea. There has some white powder in the capsule. 
Data on [14C]-Urea: 
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Molecular formula: CH4N2O 
Molecular weight: 62.06 
 
Clinical Pharmacology: 
The urea enzyme is not present in mammalian cells, so the presence of urea in the 
stomach is evidence that bacteria are present. The presence of urea is not specific for 
H.pylori, but other bacteria are not usually found in the stomach. 
To detect H.pylori, the patient swallows urea labeled with 14C. If gastric urea from 
H.pylori present, urea is split to form CO2 and NH3 at the interface between the 
gastric epithelium and lumen and 14CO2 is absorbed into the blood and exhaled in the 
breath. 
 
Pharmacokinetics: 
Following ingestion of the capsule by patient with H.pylori, Concentrations in the 
organs reach peak values after only 0.11 hours, and then decrease very rapidly. The 
half-life of elimination phase is 5.15 hours, renal clearance rate is 0.617L. Kg-1. h-1. 
The ingested [14C]-Urea is rapidly excreted from the body as intact [14C]-Urea in the 
urine. In the animal test, there no abnormal accumulation seen in heart, liver, lung, 
kidney, muscle, stomach, intestines, bone, brain, fat, gonad. The biological half-life of 
urea excrete to bladder is 6 hours. 
 
Indications: 
Carbon [14C]-Urea Capsules are indicated for use in the detection of gastric urea as an 
aid in the diagnosis of H.pylori infection in the human stomach. 
 
Contraindications: 
None 
 
 



Warnings: 
None 
 
Precautions: 
General: after the patient ingests the 14C urea capsule, the sample collected for test 
purposes is for in vitro diagnostic use only. 
A false positive test could occur in patients who have achlorhydria. Very rarely, a false 
positive test may occur due to urea associated with Helicobacter other than H.pylori. 
Dosage and Administration: 

1. Eat nothing at least 2 hours before the test. 
2. The doctor helping you with the test will give you one capsule of the medicine to 

swallow with about 20ml warm water. Swallow the capsule in whole. Do not 
chew it. Sit for 25 minutes. 

3. You will be gave a collected card to blow it. 
4. Your doctor needs to mark the breath sample after you finish the breath test.  
5. Test sample pipe about 2 minutes with specific equipment 
6. Use the following formula: 
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7. Print results. If [14C]-Urea≥100, it means that H.pylori is present in the stomach. 
If [14C]-Urea＜100, H.pylori is not present. 

How to dilute the diluted scintillation solution? 
Add 32ml Methanol dried (AR) and 58ml Xylene (AR) with 15ml scintillation 
solution. 
 
Information for Patients: 
It is necessary for the patient to fast for 6 hours before the test. The patient should also 
be off antibiotics and bismuth for 1 month, and proton pump inhibitors and sucralfate 
for 2 weeks prior to the test. Instruct the patient not to handle the capsule directly as 
this may interface with the test result. The capsule should be swallowed in tact. Do 
not chew the capsule. 
Carcinogen sis, mutagenesis, and impairment of fertility: No studies have been 
conducted with [14C]-Urea to evaluate its potential for carcinogencity, impairment of 
fertility, or mutagenicity. 
Drug interactions: antibiotics, proton pump inhibitors, sucralfate, and bismuth 
preparations are known to suppress H.pylori. ingestion of antibiotics or bismuth 
within 4 weeks and proton pump inhibitors or sucralfate within 2 weeks prior to 
performing the test may give false negative results 
Nursing mothers: It is not known whether this drug is excreted in human milk. 
Because many drugs are excreted in human milk, caution should be exercised when 
[14C]-Urea is administered to a nursing woman. 



Pediatric Use: Clinical studies in children have not been conducted. However, 
[14C]-Urea is expected to work the same in children as in adults. While the dose (1 
capsule) does not need to be adjusted, the child must be able to swallow the intact 
capsule and blow. 
Adverse Reactions: 
No adverse reactions were reported in clinical trials. 
Overdosage: 
Risk from radiation is negligible even with a 1000 capsule overdose. If overdose 
occurs, the patient may drink one glass of water (150mL) every hour to hasten 
excretion of the isotope. Maximum excretion of urea is achieved at a urine output of 
≥2.0 mL/min. 
 
Volume: 
27.8kBq (0.75μCi)×40 
 
Storage: 
Environment temperature: 2-8 oC 
 
Package: 
1. 40 grains(27.8kBq(0.75μCi)/ grain) of 14C-urea capsule / box  
2. One copy of Package insert 
 
Validity:  
ONE YEAR 
 


