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3.1Finished product specification:

v

UD Test Items Specifications
3.1.1 | Identification Meet the requirement
3.1.2 | Assay 90.0-110.0% of labeled amount
3.1.3 | Sterility test Meet the requirement

314 | pH 8.8-9.2

3.1.5 | Water Not more than 10.0%

3.1.6 | Impurities

-Any individual impurity Not more than 0.5%
-Total impuirities Not more than 1.0%
3.1.7 | Bacterial endotoxin test Meet the requirement

Solvent for reconstitution

3.1.8 | pH 4.0-5.0
3.1.9 | Sterility Meet the requirement
3.1.10 | Volume in container Not less than the labeled volume

3.1.11 | Bacterial endotoxin test Meet the requirement




3.2 Drug substance specification:

\h) Test Items Specifications
3.2.1 Identification Meet the requirement
322 Assay 98.0-102.0% of Omeprazole (Calculated
on the dried basis)
323 Residue on ignition Not more than 0.1%
324 Loss on drying Not more than 0.5%
3.2.5 Impurities
-5-Methoxy-1 H-benzimidazole-2-thiol Not more than 0.15%
-Omeprazole N-oxide Not more than 0.15%
(Omeprazole related compound E)
-Omeprazole sulfone N-oxide Not more than 0.15%
(Omeprazole related compound 1)
-Desmethoxy omeprazole Not more than 0.15%
-Omeprazole sulfone Not more than 0.15%
(Omeprazole related compound A)
-Omeprazole 4-chloro analog Not more than 0.15%
-Ufiprazole Not more than 0.15%
-Any unspecified impurity Not more than 0.10%
-Total impurities Not more than 1.0%
3.2.6 Limit of omeprazole related compound F and G Not more than 0.1%, corresponding to
350 ppm
4. MsAneBue
4.1 Long term stability MNABIEEN
4.2 In-use stability N/A
4.3 | fins@nw TE N/A
44 | msdudeuvedansmiin sLﬁLLamLaﬂmssﬁ'a;ﬂamsUuﬁJaumaﬂamwﬁﬂlﬁm Heavy
metal %30 Elemental impurities (Risk assessment report)
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