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'Benzbromarone, a potent uricosuric drug, is hepatotoxic and several cases of hepatic failure with subsequent
death of the patients in liver transplantation have been reported, leading to withdrawal from the market.
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Benefit-risk treatment with benzbromarone it was concluded that, given the risk of serious liver injury,
including fulminant hepatitis and acute liver failure, sometimes fatal, the benefit-risk ratio is currently
considered unfavorable.
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Indicated for the treatment of gout in adult patients with allopurinol hypersensitivity, who have contra-indications
regarding first line treatment option allopurinol, in whom allopurinol is not effective or who have unacceptable
side effects of allopurinol.
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1) Delayed-Release Capsules contain:

Omeprazole

Tablets contain:

Clarithromycin 500 mg
Hard gelatin capsules contain:
Amoxicillin 500 mg

2) Tablets contain:

Codeine phosphate hemihydrate

Paracetamol
Pseudoephedrine Hcl
Tablets contain:
Chlorpheniramine maleate
Paracetamol
Pseudoephedrine Hcl

e dgginall Qe

500 mg
30 mg

500 mg
30 mg
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3) Each efferrvesent tablet (1) Contains:
Acetylcysteine 200 mg
Paracetamol 500 mg
Pseudoephedrin Hydrochloride 40 mg
Each efferrvesent tablet (2) Contains:
Paracetamol 500 mg
Chloropheniramin Maleate 4 mg

4) Daytime Caplet contain:

Paracetamol 500 mg
Pseudoephedrine Hcl 30 mg
Nighttime Caplet contain:

Paracetamol 500 mg
Pseudoephedrine Hcl 30 mg
Doxylamine Succinate 6.25mg

5) Enteric coated Tablet contain:

Esomeprazole 20 mg
Tablets contain:

Clarithromycin 500 mg
Hard gelatin capsules contain:
Amoxicillin 500 mg
6) Hard Gelatin Capsules:
Fluconazole 150mg
Topical Cream:

Miconazole Nitrate 2%
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1. Analysis for registration (One production batch).
2. Comparative in-vitro dissolution of new formula against innovator in suitable medium (or media) based on the type of dosage form and
properties of active pharmaceutical ingrediants (API).
3. Accelerated stability on one production batch for 6 months and one production batch on-going- stability to be available upon request.
4. Bioequivalence study (Upon request)-
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