Lansova mond p.Rr Cap

COMPOSITION:

Lansovamond capsules contains 15 mg or 30 mg of lansoprazole as delayed-release pellets.
EXCIPIENTS:

Colloidal silicone dioxide, corn starch, low substituted hydroxyl propyl cellulose, hydroxyl propyl
cellulose, magnesium carbonate, methacrylic acid copolymer, polyethylene glycol, polysorbate 80, sucrose,
sugar spheres, talc, titanium dioxide, Gelatin.

PROPERTIES:
Lansoprazole is a gastric acid-pump inhibitor. It inhibits the (H+, K+)-ATPase enzyme system at
the secretory surface of the gastric parietal cell. Lansoprazole blocks the final step of acid production.
Lansoprazole does not exhibit anticholinergic or histamine H2-receptor antagonist properties.
Lansoprazole effect is dose-related and leads to inhibition of both basal and stimulated acid secretion
irrespective of the stimulus.

PHARMACOKINETICS:

The absorption of lansoprazole begins only after the granules leave the stomach. The absorption
of lansoprazole is rapid .

The Cmax occurs within approximately 1.7 hours after oral dosing. Lansoprazole is 97% bound to =—F—
plasma proteins. Lansoprazole is extensively metabolized by liver. The plasma half life is less —Tm—
than 2 hours, while the acid inhibitory effects last more than 24 hours. Lansoprazole is excreted ~—
significantly via biliary route.

INDICATIONS:

Lansovamond is indicated for:

1- Short term treatment of active duodenal ulcer.

2- H. Pylori eradication to reduce the risk of duodenal ulcer recurrence.

3- Maintaining the healing of duodenal ulcers.

4- Short-term treatment of active benign gastric ulcer.

5- Risk reduction of NSAID- associated gastric ulcer.

6- Short-term treatment of symptomatic gastroesophageal reflux disease (GERD).
7- Short-term treatment of all grades of erosive esophagitis.

8- Maintaining of healing of erosive esophagitis.

9- Pathological hypersecretory conditions including Zollinger-Ellison syndrome.

CONTRAINDICATIONS:
Lansovamond is contraindicated in patients with known hypersensitivity to any component of the
formulation of Lansovamond.

SIDE EFFECTS:
- Low magnesium levels: Low magnesium levels can happen in some people who take a proton pump
inhibitor medicine for at least 3 months. You may or may not have symptoms of low magnesium.
- The most common side effects in adults and children include:
* Diarrhea
* Stomach pain
* Nausea
« Constipation
*» Headache
- Allergic reactions: Patient should tell the doctor if he gets any of the following symptoms:
* Rash
* Face swelling
« Difficulty breathing
- Rare other side effects: Abnormal liver function tests, gout, hyperglycemia / hypoglycemia, musculoskeletal
pain, hemic disorders.

WARNINGS AND PRECAUTIONS:

« Pregnancy: pregnancy category B. Patient should consult the physician before use.

* Nursing Mothers: It is not known whether lansoprazole is excreted in human milk. Patient should consult
the physician before use.

« The safety and effectiveness of lansoprazole in patients <1 year of age have not been established.

DRUG INTERACTIONS:

 Lansoprazole may slightly increase the clearance of theophylline. Individual Patients may require
additional titration of theophylline dosage.

« Patients treated with proton pump inhibitors, including Lansoprazole, and warfarin concomitantly may
need to be monitored for increases in International Normalized Ratio (INR) and prothrombin time.

« Lansoprazole may interfere with the absorption of drugs where gastric pH is an important determinant of
bioavailability (e.g., ketoconazole, ampicillin esters, iron salts, and digoxin).

DOSAGE AND ADMINISTRATION:

Notes:

 Lansovamond should be taken before eating.

« Lansovamond should not be crushed or chewed.

* The dosage should be adjusted in patients with severe liver disease.

Indication Recor:ll:sleended Frequency
Duodenal ulcers
Short-term treatment mg 15 Once daily for 4 weeks
Maintenance of healed mg 15 Once daily
H. Pylori eradication to reduce the risk of duodenal ulcer recurrence.
:rl;idp1500E)hrcrfgpc:}ia(r‘;\;liqt?m!n;%c?ﬂ;mdcmin mg 30 Twice daily (q 12 h) for 10 or 14 days
Dual therapy (with 1 g amoxicillin) mg 30 Three times daily (q 8 h) for 14 days
Benign gastric ulcer
Short-term treatment H mg 30 Once daily for up to 8 weeks
NSAID-associated gastric ulcer
Healing mg 30 Once daily for up to 8 weeks
Risk reduction mg 15 Once daily for up to 12 weeks
Gastr phageal reflux di (GERD)
:tlilgr(i}-lt:‘elgr]g'treatment of symptom- mg 15 Once daily for up to 8 weeks
Short-term treatment of erosive mg 30 Once daily for up to 8 weeks'

esophagitis.

Pediatric (1 to 11 years of age)
Short-term treatment of symptomatic GERD and short-term treatment of erosive esophagitis

<30Kg mg 15 Once daily for up to 12 weeks?

>30Kg mg 30 Once daily for up to 12 weeks?

(12 to 17 years of age)
Short-term treatment of symptomatic GERD

Nonerosive GERD mg 15 Once daily for up to 8 weeks

Erosive GERD mg 30 Once daily for up to 8 weeks

Maintenance of healing of erosive

esophagitis mg 15 Once daily

Pathological hypersecretory
conditions including Zollinger- mg 60 Once daily?
Ellison syndrome.

1. For patients who did not heal with Lansovamond for 8 weeks, it may be helpful to give an additional
8 weeks of treatment. If there is a recurrence of erosive esophagitis, additional 8 weeks course of Lansovamond
may be considered.

2. Lansovamond dose may be increased (up to 30 mg b.i.d) in some pediatric patients after 2 or more weeks
if they remained symptomatic.

3. 60 mg is a starting dose. Doses should be adjusted to individual patients needs and should continue
for as long as clinically indicated. Doses up to 90 mg b.i.d have been administered. Daily dose of greater than
120 mg should be administered in divided doses. Some patients with Zollinger-Ellison syndrome have been
treated continuously with lansoprazole for more than 4 years.

ADMINISTRATION OPTIONS:
Oral Administration
 Lansovamond capsules should be wholly swallowed .
« For patients who have difficulty swallowing capsules, Lansovamond capsule can be opened and administered
as follows:
- Open capsule.
- Sprinkle intact pellets on one tablespoon of applesauce, cottage cheese, yogurt or strained pears.
- Swallow immediately.
« Lansovamond capsules may also be emptied into a small volume of either apple juice, orange juice or
tomato juice and administered as follows:
- Open capsule.
- Sprinkle intact pellets into a small volume of either apple juice, orange juice or tomato juice (60 mL ).
- Mix briefly.
- Swallow immediately.
- To ensure complete delivery of the dose, the glass should be rinsed with two or more volumes of juice
and the contents swallowed immediately.
Nasogastric Tube Administration
« For patients who have a nasogastric tube in place, Lansovamond capsules can be administered as follows:
- Open capsule.
- Mix intact pellets into 40 mL of apple juice. Do not use other liquids.
- Inject through the nasogastric tube into the stomach.
- Flush with additional apple juice to clear the tube.

USE IN OTHER FOODS AND LIQUIDS HAS NOT BEEN STUDIED CLINICALLY AND IS
THEREFORE NOT RECOMMENDED.

OVERDOSE AND TREATMENT:
In one reported case of overdose, the patient consumed 600 mg of lansoprazole with no adverse reaction.
Lansoprazole is not removed from the circulation by hemodialysis.

STORAGE CONDITIONS:
Store at (20° - 25° C). Protect from moisture. Keep container tightly closed.

PACKAGE:
15 or 30 D.R capsules per carton box of each strength.

Rev. No: 11605

THIS IS A MEDICAMENT

The medicament is a product which affects your health, and its consumption
contrary to instruction 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 THE MEDICAMENT OUT OF THE REACH OF CHILDREN
Council of Arab Health Ministers Arab Pharmacists Association

DIAMOND PHARMA - Damascus suburb — Syria
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