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3.1 Finished product specification : Lansoprazole 30 mg orodispersible tablet BP2016

28 Test Items Specification BP2016

1 | Identification Meet the requirement

90.0 — 105.0% of the stated amount

2 | Assay

3 | Dissolution

- First stage : NMT 10% of the stated amount
- Last stage : NLT 75% of the stated amount

4 | Related substances

Meet the requirement

3.2 Drug substance specification: Lansoprazole 30 mg USP39 Laz BP2016

2 Test Items Specification USP39 Specification BP2016

1 | Identification Meet the requirement Meet the requirement
2 | Assay 98.0 — 102.0% of 99.0 - 101.0% of
Lansoprazole anhydrous substance
3 | Residue on Ignition NMT 0.1%
4 | Organic Impurities Meet the requirement
5 | Water Determination NMT 0.1% NMT 0.1%

6 | Related substances Meet the requirement
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22. naxe Drugs for Acid Related Diseases
22.1 nga8n Proton Pump Inhibitors
Dexlansoprazole

Dexlansoprazole

Esomeprazole

Esomeprazole

Esomeprazole

Lansoprazole

Lansoprazole

Lansoprazole

Lansoprazole

Omeprazole

Omeprazole magnesium
Omeprazole sodium

Pantoprazole sodium

Pantoprazole sodium

Pantoprazole sodium

Rabeprazole sodium

Rabeprazole sodium

3“1] BULBIREAITHLET

delayed release cap 30 mg
delayed release cap 60 mg
EC tab40 mg

sterile pwdr 40 mg

EC tab 20 mg

sterile pwdr 30 mg

EC cap 30 mg
orodispersible tab 15 mg
orodispersible tab 30 mg
EC cap 20 mg

EC tab 20 mg

sterile pwdr 40 mg

EC tab 20 mg

EC tab 40 mg

sterile pwdr 40 mg

EC tab 10 mg

EC tab 20 mg

22.2 nfu# Potassium-competitive acid blockers

Vonoprazan fumarate

Vonoprazan fumarate

23. ng e Atypical anti-psychotic drugs
Amisulpride
Amisulpride
Amisulpride
Amisulpride
Aripiprazole
Aripiprazole
Aripiprazole
Aripiprazole
Aripiprazole
Aripiprazole
Clozapine

Clozapine

tab 10 mg
tab 20 mg

tab 50 mg

tab 100 mg

tab 200 mg

tab 400 mg

tab 5 mg

tab 10 mg

tab 15 mg

orodispersible tab 10 mg
orodispersible tab 15 mg
oral sol 1 mg/mi (150 ml)
tab 25 mg

tab 100 mg
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