
Black C

Presentation:
TQ-Zal 15mg: Each Capsule contains 
Lansoprazole 15mg in packs of 14 and 28 
capsules.
TQ-Zal 30mg: Each Capsule contains 
Lansoprazole 30mg in packs of 14 and 28 
capsules.
Hospital packs are also available .
Note: Not all packs sizes are available in all 
countries.
Excipients: Sugar spheres, sucrose, 
magnesium carbonate, corn starch, low 
substituted hydroxyl propyl cellulose, hydroxyl 
propyl cellulose, methacrylic acid copolymer, 
talc, titanium dioxide, triethyl citrate, 
polysorbate, colloidal silicon dioxide. 
Pharmaceutical form:
Delayed release capsules
Pharmacotherapeutic group:
Proton pump inhibitors (PPIs). ATC code: 
A02BC03
Therapeutic Indications:
TQ-Zal is effective in the treatment of 
acid-related disorders of the upper 
gastrointestinal tract, with the benefit of rapid 
symptom relief:
• Short-term treatment of active duodenal 
ulcer: TQ-Zal is indicated for short term 
treatment (for 4 weeks) for healing and 
symptoms relief of active duodenal ulcer.
• H-pylori  Eradication: to reduce the risk of 
duodenal ulcer recurrence using either of:
- Triple Therapy: combination of TQ-Zal, 
amoxicillin and clarithromycin.
- Dual Therapy: combination of TQ-Zal and 
amoxicillin.
• Maintenance of healed duodenal ulcers: 
TQ-Zal is indicated in healing of duodenal 
ulcer. Controlled studies do not extend beyond 
12 months.
• Short-term treatment of active benign gastric 
ulcer: Lansoprazole is indicated for short term 
treatment (up to 8 weeks) for healing and 
symptoms relief of active benign gastric ulcer.
• Healing of NSAID-Associated gastric ulcer: 
TQ-Zal is indicated for the treatment of 
NSAID-associated gastric ulcer in patients who 
continue NSAID use.
• Risk reduction of NSAID-associated gastric 
ulcer.
• Gastro-Esophageal Reflux Disease (GERD)
- Short-term treatment of symptomatic GERD.
TQ-Zal is indicated for the treatment of 
heartburn and other symptoms associated with 
GERD.
- Short-term treatment of erosive esophagitis.
• Maintenance of healing of erosive 
esophagitis.
• Pathological hypersecretory conditions 
including Zollinger-Ellision syndrome.
Posology and method of 
administration:
To achieve the optimal effect, TQ-Zal should 
be administered before meals.
Adults:
Duodenal ulcer: 15-30 mg once daily for 4 
weeks.
Benign gastric ulcer: 30 mg once daily for up 
to 8 weeks.
GERD: 30 mg once daily for up to 8 weeks. The 
majority of patients will be healed after first 

course. For those patients not fully healed at 
this time, a further 8 weeks treatment at the 
same dosage should be given.
Zollinger-Ellision syndrome: 60 mg once daily 
initially, dose may then be adjusted according 
to individual needs.
Elderly:
Dose adjustment is not required in the elderly.
Maintenance therapy: TQ-Zal 15mg is given 
once daily to prevent relapse.
H.pylori eradication: TQ-Zal 30 mg is given 
twice daily for 7-10 days with antibiotics.
Contra-indications:
Hypersensitivity to Lansoprazole.
Warnings and Precautions for use:
Lansoprazole should be administered with 
caution to patients with severe hepatic 
disorder.
The exposure of lansoprazole is doubled in 
patients with mild hepatic impairment and 
much more increased in patients with 
moderate and severe hepatic impairment. 
Consider dose adjustment in patients with 
severe hepatic impairment.
Severe hypomagnesaemia has been reported 
in patients treated with proton pump inhibitors 
(PPIs) like Lansoprazole for at least three 
months, and in most cases for a year. Serious 
manifestations of hypomagnesaemia such as 
fatigue. Tetany, delirium. Convulsions, dizziness 
and ventricular arrhythmia can occur but they 
may begin insidiously and be over looked. In 
most affected patients hypomagnesaemia 
improved after magnesium replacement and 
discontinuation of PPIs.
Bone fracture is considered a class effect for 
PPIs, however, a trend was not observed with 
Lansoprazole post marketing data.
Like other PPIs, gastric carcinoid, coincident 
with Lansoprazole use, have been reported.
Treatment with PPIs may lead to slightly 
increased risk of gastrointestinal infections 
such as Salmonella and Campylobacter and 
possibly Clostridium difficile.
This medicine contains sucrose. Patients with 
rare hereditary problems of fructose 
intolerance, glucose-galactose malabsorption 
or sucrase-isomaltase insufficiency should not 
take this medicine.
Use During pregnancy and 
lactation:
Pregnancy: Category B. however there are 
no adequate or well controlled studies in 
pregnant women. Because animal 
reproduction studies are not always predictive 
of human response, this drug could be used 
during pregnancy only if clearly needed.
Lactation: Lansoprazole or its metabolites 
are excreted in the milk of rats; it is not known 
whether Lansoprazole is excreted in human 
milk. The decision should be made whether to 
discontinue nursing or discontinue 
Lansoprazole, taking into account the 
importance of Lansoprazole to the mother.
Drug Interactions:
• Lansoprazole is metabolized through the 
cytochrome P450 system, specifically through 
the CYP3A and CYP2C19 isoenzymes. Studies 
have shown that Lansoprazole does not have 
clinically significant interactions with other 
drugs metabolized by cytochrome P450 
system, such as warfarin, antipyrine, 

indomethacin, ibuprofen, phenytoin, 
propranolol, prednisone, diazepam, or 
clarithromycin in healthy subjects.
A minor increase (10%) in the clearance of 
theophylline was seen.
• Antacids may reduce the bioavailability of 
Lansoprazole and should therefore be given 
one hour apart.
• Interaction with Atazanavir has been 
reported, by decreasing Atazanavir’s systemic 
concentration. Therefore, Lansoprazole should 
not be co-administered with Atazanavir.
• Concomitant warfarin use may require 
monitoring for increases in INR and 
prothrombin time.
• Drug-drug interaction have been reported 
with methotrexate and PPIs.
Special population:
The safety and effectiveness of Lansoprazole 
have been established in pediatric patients 1 
to 17 years of age for short term treatment of 
symptoms of GERD and erosive esophagitis. 
The adverse events profile in pediatric patients 
is similar to that of adults. There were no 
adverse events reported in U.S clinical studies 
that were not previously observed in adults. 
The safety and effectiveness of Lansoprazole in 
patients less than 1 year of age hasn’t been 
established.
In common with other anti-ulcer therapies, the 
possibility of malignancy should be excluded 
when gastric ulcer is suspected, as symptoms 
may be alleviated and diagnosis delayed.
Regular medical follow up should be 
performed including examinations of the 
stomach and/or esophagus (endoscopy, 
radioscopy).
Undesirable effects:
Adverse events are generally transient and 
include diarrhea, abdominal pain, dyspepsia, 
nausea, vomiting, dry mouth, flatulence, 
constipation, headache, dizziness, fatigue, rash, 
urticaria  , Steven-Johnson Syndrome, toxic 
epidermal necrolysis, pruritus, hepatitis, 
jaundice, increases in liver function test values, 
pancytopenia, agranulocytosis, leukopenia and 
thrombocytopenia, microscopic colitis, 
interstitial nephritis (with possible progression 
to renal failure), Hypersisitivity including severe 
cutaneous adverse reactions and anaphylactic 
reaction, agranulocytosis/pancytopenia, 
hypomagnesemia and enteric infections due to 
C.difficile.
Overdose:
Treatment is supportive and symptomatic.
Pharmacological Properties: 
Pharmacodynamic properties:
TQ-Zal is an effective inhibitor of gastric acid 
secretion. Lansoprazole specifically inhibits the 
H+/K+ ATPase (proton pump) of the parietal 
cells in the gastric mucosa.
Pharmacokinetic properties:
Lansoprazole is rapidly absorbed after oral 
administration with peak plasma 
concentrations achieved within approximately 
1.5 hours, Lansoprazole substantially 
metabolized by the liver.
Special precautions for storage:
Do not store above 30°C.
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This is a medicament
• A medicament is a product which affects your health, and its 
 consumption contrary to instructions is dangerous for you.
• Follow strictly the doctor’s prescription, the method of use and the 
instructions of the pharmacist who sold the medicament.
• The doctor and the pharmacist are experts in medicine, its benefits and risks.
• Do not by yourself interrupt the period of treatment prescribed for you.
• Do not repeat the same prescription without consulting your doctor.

• Keep medicament out of the reach of children.          
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