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Test ltems Specification
@. Identification MU
Assay ®o.0-e0d.0%LA
o, Uniformity of delivered dose do.o-eo.o of target value/capsule fansgn o AT
&  Uniformity of dosage unit HTIVIU
&  Water content .60 -90.0%
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@.  Microbial limit test HIIANIY
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Test Items Specification
@. Identification NTIIY
b. Assay ®e.&-aoe.d% LA (anhydrous substance)
Hn Impurity G and H NMT o.@% (for each)
........................... UEsIUNTIUNIS J( 133417 ng ATTUNTT

(Ruly guan waeiiu)

(W9asn3l Aviesymd)




a.lo Drug substance specification : Tiotropium bromide monohydrate (si9)

Test Items Specification
Related substances
Unspecified impurities NMT o0.@% (for each)
Total NMT o.en%
Water o - c.o%
Sulfated ash Maximum o.&%
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