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99 Test items USP o BP boeb
@ | Identification Meet the requirement Meet the requirement
o | Assay wo.o - e@o.0% of labeled amount | &0 - eo&.c% of labeled amount of
of Hydrocortisone Hydrocortisone
e | Bacterial endotoxins NMT e.lo& USP EU/mg of NMT e.lo& EU/me of Hydrocortisone
Hydrocortisone
& |pH w0 - @0 .d-®o
& | Free Hydrocortisone NMT ©.e9% of the L.A. of
hydrocortisone
Uniformity of dosage units | Meet the requirement Meet the requirement
Loss on drying NMT lo.0%
@ | Particulate matter
> ®o um NMT lo& particles/ml NMT lo& particles/ml
2 lod pm NMT e particles/ml NMT en particles/ml
& | Sterility _ Sterile _ Sterile o - .
@o | Constituted solution Meet the requiremnent -
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Related substances

- The area of any peak corresponding to
hydrocortisone is NMT &%

- The area of any other secondary peak
is NMT %

a.ln Drug substance specification: Hydrocortisone hydrogen succinate (BP woeb)

'il'a_ ~ Testitems _ - Specifications
@ | Assay .o — @om.0% of the L.A. of Hydrocortisone (dried substance
o | Identification Meet the requirement
o | Appearance of solution Clear
&« | Specific optical rotation +eaw to +edm (dried substance)
& | Related substances - Impurities A, B: for each impurity: NMT o.¢%
- Total: NMT o.aid%
o | Loss on drying NMT &.0%
@ | Sulfated ash NMT o.e%

a.en Finished product specification: Hydrocortisone sodium succinate (USP &a)

48 Test items Specifications
@ | Assay alel.o — @ok.o% of the LA. of Hydrocortisone (dried basis)
o | Identification Meet the requirement
e | Sodium content & oo% - @.cka% (dried basis)
& | Specific optical rotation +eaoc’ to +edo’
& | Loss on drying NMT lo.0%
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