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.e Finished product specification

- |dentity test m’;ﬁlﬁhummﬁigqﬁlu Finished product specification
- YFunauinendnegy «m.0% — @od.0% LA of Esomeprazole

- Content Uniformity maw\hummﬁizﬂu Finished product specification
- Uniformity of mass m’mcimmmﬁ‘szﬂu Finished product specification
- Dissolution test Not less than eo% (Q) in emo minutes

- Related Substances Total amount : NMT &%

Any known individual : NMT o.&%
Any other individual : NMT o.©%
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o.lo Raw material Specification
- |dentity test

@
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- Appearance
- Enantiomeric purity
- Related Substances

Magnesium

- Water
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m’gﬁlﬂhummﬁizﬂu Raw material specification
®=.0% — ®0.0% LA of Anhydrous Esomeprazole
Magnesium Trihydrate

psavsusuiszylu Raw material specification
NMT 0.2%

m.eno — n.&&% calculated with reference to
anhydrous substance
bl - 2.0%
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AU msdesUs0wInIFIUNITNEREINIUTANNANITNITNALUNTHERE (Good Manufacturing

Practice (GMP)) Tununafiieadesivenfiaue (aduaiganuseunisasivaeulagdieglugianiainis
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(Certificate of GMP Active Pharmaceutical Ingredient (API))
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(Certificate of GMP Finished Product)
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oo mamimamLﬂﬁwv‘mﬂz;ummmmwaammmﬂm (Certificate of analysis of drug substance)
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M1 ICH guideline QmD, USP wag EP (514)
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