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EIp.!ate-- Date ol l(elease

A white drv powder filled
in clear slass vial.

Complies

A white dry powder filled in clear glassDescription

The absorption spectrum of the test

preparation should exhibits maxima at

same wavelength with that obtained

with similar PreParation of
methvlprednisolone sddium succinate

workins standard.

Identification

-3.12% & +3.04o
699 1 rno"" " "p--=

Comolies

Average weight +10ohUniformity of weight
Informative.
Comolies as per USP.Uniformity of Dosage Units
NMT 6.6%Free methvlprednisolone

Par-ticulate Matter

NMT-6000/vial
NMT-60O/vial

The solution is free from particles of
fbreign matter particles that can be

observed on visual i

(A.) Light Obscuration
Particle Count Test
l.Parlicles >10 pm
2.Particles >25 Pm

(B.) Visual '

7.0 to 8.0

NMT-2.0% w/w
No microbial growth should be

Bacterial Endotoxins

Assay:
Each glass vial Contains :

Ingredients

Sterile Methylprednisolone Sodium

Succinate USP

. to anhvdrous Methylprednisolone

Labeled
Claim

NMT- 0.17 USP EU/mg of
Methylprednisolone.

Observations

562lvial
4lvral

Complies

Complies

Less than -0.17 USP

EU/ms.

% of labeled
amount

Limits % of
labeled amount
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sample referred tq alxe i5/ Ls rvrt of rhextandard

Drug & Cosmetic Act 1940 and the rules made there under. CompKlnol-conpltusu. n""2ffi

90.0 to 110.0%
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