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Finished product: Pantoprazole o mg for injection

®. Identification AIIY

. USunausendnfty «o.0-060.0 % LA g pantaprazole

. pH RSV

<. Sterility test ASIMY

&. Bacterial Endotoxins NMT &.& Endotoxin Unit/mg

b. Water NI

. Particulate matter AT

. Uniformity of dosage unit #529HU

Drug substance : Pantoprazole sesquihydrate

ArusuUANImAila usP BP
Identification MTINU #3599
Assay @c.0-e0b.0% oet.o-moa.0% of pantoprazole
of pantoprazole sod | sodium(anhydrous basis)
(anhydrous basis)
Heavy metal NMT o.ool% Maximum so ppm
Related compounds Test @
Pantoprazole related cpd. A NMT o.lbo%
Pantoprazole related cpd. B NMT o.e&%
Any other individual impurity NMT o.e@0%
Total NMT o.&%
Related compounds Testlo
Compound A NMT o.loo% Impurity A NMT o.0%
Compound B NMT o.@&% Sum of impurities D and F NMT o.w%
Compound C NMT o.e#0% Impurities B,C,E(for each) NMT o.e%
Compound D and F NMT o.loo% Unspecified impurities (for each)NMT o.e%
Compound E NMT o.@0% Total impurities NMT o.&%
Any other individual impurity NMT o.@0%
Total NMT o.¢%
Water/f &.o-w.0% F Ee-o.w%
Optiﬁ{ﬂt rotatic.)n od° to+o0a®
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