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Helicobacter Test
13C-urea breath test for Helicobacter pylori detection
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FACTS

Helicobacter pylori infection. A worldwide problem

On average, 50 % of the world‘s population is already infected with 
Helicobacter pylori. Infection rates in Europe range from 35 - 40%. 
Helicobacter pylori infection places the affected person under 
considerable physical and emotional strain. High economic costs lead to 
the necessity for eradication of the bacterium.

ONE OF THE MOST USED 13C-UREA BREATH TEST WORLDWIDE

• Internationally approved medicinal product subject to medical 
prescription

• The best test for the diagnosis of H. pylori infection with high 
accuracy and easy performance (the Maastricht V - Florence 
Consensus Report)

• Suitable for diagnosis and control after eradication treatment of an 
infection with H. pylori

• Registered in more than 40 countries worldwide

• Reimbursement by health insurance in most European countries

• Easy handling, cost-effective and non-invasive

• Analysis via mass spectrometry

• The only approved 13C-urea breath test for children of the  
age 3 - 11
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SAMPLING OF THE 00-MINUTE VALUE T0

Before performing the test, the patient should have fasted 4-6 hours, 
preferably overnight. The test starts with the collection of the baseline 
breath samples (t

0
 ). The breath is collected in a sampling tube by gently 

blowing through a straw.

ADMINISTRATION OF 13C-UREA (TEST SOLUTION)

After drinking 200 ml of pure orange juice (100 ml of pure orange juice 
for children) or a solution of 1 g citric acid (for adults and adolescents) 
diluted in 200 ml of water to delay gastric emptying, the test solution is 
prepared. The enclosed 13C-urea (45 mg for children or 75 mg for adults 
and adolescents) is dissolved in 30 ml of water and taken immediately.

SAMPLING OF THE 30-MINUTE VALUE T30

30 minutes after administration of the test solution, the second breath 
samples are collected (t

30 
). Barcoded labels are provided to ensure safe 

and distinctive identification during analysis. 

BASIC PRINCIPLE

To establish an infection with Helicobacter pylori, 13C-labelled urea is 
administered, which is then split up into 13C-labelled carbon dioxide and 
ammonia in the presence of the bacteria.

QUALITY CRITERIA

Specifity of 98.5 % and sensitivity of 97.9 %. Helicobacter Test 
surpasses all other non-invasive diagnostic methods for  
Helicobacter pylori detection.

THE UREA BREATH TEST (UBT):

• In 2010, the worldwide prevalence of H Pylori infection ranged 
between 7% and 87%. The average prevalence in Europe is 

 around 30%.

• The UBT using 13C-urea remains the best test to diagnose H pylori
 infection, it has a high accuracy and is easy to perform.

• For UBT, sensitivity is 88–95% and specificity 95%–100%.

• The UBT is an excellent test H Pylori eradication after treatment.

• Early eradication of H Pylori was shown to prevent gastric cancer in
 patients with peptic ulcer disease.
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ANALYSIS OF THE BREATH TEST

Helicobacter test is safe, reliable, cost-saving, and can be performed 
easily and fast.

The analysis of the breath samples is carried out by means of Isotope 
Ratio Mass Spectrometry (IRMS). The European Medicines Agency (EMA) 
approved specifications for their execution.

TEST KIT FOR MASS SPECTROMETRY

EVALUATION

An infection with Helicobacter pylori is regarded as proven if the 
difference in 13C/12C of 00-minute-value (t

0
) and 30-minute-value (t

30
) 

exceeds 4‰.

ANALYSIS



ABCA2
ISO13485 CERTIFIED 

The ABCA2 is the high performance, high sample throughput isotope ratio 
mass spectrometer for breath analysis. The outstanding performance and 
versatility, combined with user friendly software, make the ABCA2 the only 
choice for 13C breath tests.

Superior performance, high sample throughput and unlimited sample 
capacity ensure that this is the ultimate instrument for Helicobacter pylori 
detection. Other demonstrated 13C applications include: fat malabsorption, 
pancreatic function, lactose intolerance, bile acid circulation, gastric 
emptying, liver function and metabolic turnover rate measurements.



Helicobacter Test for adults and adolescents
(mass spectrometry)
EU/1/97/045/001

Helicobacter Test
for children of the age 3-11
(mass spectrometry)
EU/1/97/045/003

UNIQUE FEATURES 

• Internationally approved
 Helicobacter Test is registered in all countries of the European Union 

and subsequently accepted by many other countries.

• Easy to use
 The simple and patient friendly test protocol ensures a high degree of 

reliability and compliance.

• Non-invasive
 ¹³C-urea is already present in the human body so there is no reason 

to expect any harmful side effects. The test can be used during 
pregnancy and lactation.

• No contraindication
 No contraindications of the test are known.

• Highly reliable post-eradication control
 The test kit is designed for use both before and after eradication 

treatment.

• Sensitive and specific
 The efficacy of the test in detecting active Helicobacter pylori 

identifies it as the new gold standard.

COST EFFECTIVE

In many cases a breath test can demonstrate Helicobacter pylori infection 
without recourse to endoscopy
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PRODUCTS

Part Number Description

SC9973 13C-Urea breath test for Helicobacter Pylori infection

SC9974 Helicobacter test for children aged 3-11 (45mg)
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