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MKPPL- LANSOPRAZOLE PELLETS
DRUG DESCRIPTION
Lansoprazole is a white to brownish-white odorless crystalline powder which melts at approximately 166°C. Lansoprazole is freely soluble in dimethyl formamide; methanol; sparingly soluble in ethanol; slightly soluble in ethyl acetate, dichloromethane and Acetonitrile; very slightly soluble in ether and practically insoluble in hexane and water.
Lansoprazole, a substituted benzimidazole, 2-[[[3-methyl-4-(2, 2, 2-trifluoroethoxy)-2-pyridyl] methyl] sulfinyl] benzimidazole is a compound that inhibits gastric acid secretion. 
Lansoprazole is stable when exposed to light for up to two months. The rate of degradation of the compound in aqueous solution increases with decreasing pH. The degradation half-life of the drug substance in aqueous solution at 25°C is approximately 0.5 hour at pH 5.0 and approximately 18 hours at pH 7.0.
Innovator formulations are available in two forms
PREVACID Delayed-Release Capsules and 
PREVACID SoluTab Delayed-Release Orally Disintegrating Tablets 
	


The delayed-release capsules are available in two dosage strengths: 15 mg and 30 mg of Lansoprazole per capsule. Each delayed-release capsule contains enteric-coated granules consisting of 15 mg or 30 mg of Lansoprazole (active ingredient) and the following inactive ingredients: sugar sphere, sucrose, methacrylic acid copolymer, low substituted hydroxypropyl cellulose, starch, magnesium carbonate, talc, polyethylene glycol, titanium dioxide, polysorbate 80, hydroxypropyl cellulose, colloidal silicon dioxide, D&C Red No. 28, FD&C Blue No. 1, FD&C Green No. 31, and FD&C Red No. 40.
PREVACID SoluTab Delayed-Release Orally Disintegrating Tablets are available in two dosage strengths: 15 mg and 30 mg of Lansoprazole per tablet. Each delayed-release orally disintegrating tablet contains enteric-coated micro granules consisting of 15 mg or 30 mg of Lansoprazole (active ingredient) and the following inactive ingredients: mannitol, methacrylic acid, hydroxypropyl cellulose, lactose monohydrate-microcrystalline cellulose sphere, triethyl citrate, crospovidone, polyacrylate, magnesium Carbonate, aspartame2, glycerylmonostearate, hypromellose, magnesium stearate, citric acid, titanium dioxide, talc, artificial strawberry flavor, polyethylene glycol, polysorbate 80 and ferric oxide.

MKPPL formulated the Lansoprazole enteric coated pellets. The Pellets are agglomerates of fine powders or granules of bulk drugs and excipients. They consist of small, free flowing, spherical or semi-spherical solid units, typically from about 500 microns to1.4 mm, and are intended usually for oral administration. Enteric coated pellets are prepared using polymer like HPMC K5 and Eudragit L30 D55. The Pellets are prepared by suspension layering method. Drug release from the enteric coated pellets in 0.1 N HCL and phosphate buffer pH 6.8 were studied using USP method. 
Pellets are of great interest to the pharmaceutical industry for variety of reasons. Pelletized products not only offer flexibility in dosage form design and development, but are also utilized to improve safety and efficacy of bioactive agents. The focal intent of the MKPPL was to develop a stable, pharmaceutically equivalent, robust and delayed release micro pellet formulation of Lansoprazole for both Capsule and orally disintegrating Tablets.
DISSOLUTION PROFILE COMPARISON OF LANSOPRAZOLE PELLETS OF MURLI KRISHNA PHARMA (MKPPL) AND PREVACID
A comparative dissolution was conducted for Lansoprazole capsules 30mg B.No. 1003-03 of Murli Krishna Pharma and Prevacid capsules B.No.BL 1012 r1.
A weight equivalent to 30mg of dose was taken from Murli Krishna Pharma’s (MKPPL) Lansoprazole capsules 30mg and dissolution study at 0, 5, 10, 15,20,30,45 and 60 minutes was conducted.
Differential (F1) and Similarity (F2) factors were estimated from the obtained dissolution data.
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From the above values of F1 and F2, it can be concluded that Lansoprazole Pellets manufactured at Murli Krishna Pharma compare favorably with that of the Innovator Product of PREVACID.
LANSOPRAZOLE 8.5% PELLETS 
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