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1. Jan Lansoprazole 30 mg tablet; TMT-ID (GPU): 205939
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3. AUANUANINALA:
3.1 Finished product specification:
(1) Gastro-resistant Lansoprazole tablets (BP 2019)

3.1.1 | Identification Meet the requirement
'3.1.2 | Assay 95.0 - 105.0% L.A. of Lansoprazole
3.1.3 | Dissolution
- Acid stage {First stage) NMT 10% of L.A. of Lansoprazole
(Dissolved in 60 min}
- Buffer stage (Final stage) NLT 75% of LLA. of Lansoprazcle
(Dissolved in 45 min)
3.1.4 | Related substances Meet the requirement

(2) Lansoprazole Delayed-release Orally Disintegrating Tablets P 17_) _

3.1.1 | Identification Meet the requirement

3.1.2 | Assay 95.0 - 105.0% L.A. of Lansoprazole
3.1.3 | Uniformity of dosage unit Meet the requirement
3.1.4 | Purity - Related substances Meet the requirement
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3.2 Drug substance specification:
(1) Lansoprazole (USP 40)

3.2.1 | Identification Meet the recuirement
3.2.2 | Assay 98.0 - 102.0% of Lansoprazole

3.2.3 | Impurities
Inoreanic Impurities

- Residue on ignition NMT 0.1%

Organic Impurities

- Lansoprazole N-oxide NMT 0.1%

- Lansoprazole related compound A NMT 0.4%

(Lansoprazolé sutfone)

- Lansoprazole related compound B NMT 0.1%

(Lansoprazole sulfide)

- Other individual impurity NMT 0.1%

- Total impurities NMT 0.6%
3.2.4 | Water NMT 0.1%

(2) Lansoprazole (BP 2011}

3.2.1 | Identification Meet the requirement

322 | Assay 99.0 - 101.0% of Lansoprazole

(anhydrous substance)

3.2.3 | Impurities

- Impurities B (Sulfone analogue) NMT 0.4%
- Impurities A, D, E For each impurities NMT 0.1%
- Unspecified impurities For each impurities NMT 0.1%
- Total impurities NMT 0.6%

3,24 i Water NMT 0.1%

3.2.5 | Sulphated ash NMT 0.1%

(3) Lansoprazole (JP 17)

3.2.1 | Identification Meet the requirement

3.2.2 | Assay 99.0 - 101.0% of Lansoprazole
{on the anhydrous basis)
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Purities
(1) Clarity and color of solution The solution is clear and not more colored
than Matchine Fluid G.
(2) Heavy metals NMT 10 ppm
(3) Arsenic NMT 1 ppm
3.2.4 1 Water NMT 0.1%
3.2.5 | Residue on ignition NMT 0.1% (1 g, platinum crucible)
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