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C..tin.ute of AnalYsis @
A.R. No. NBIFPl241229

Product Name l\lr^.lvnnon iOO Iniecfion

-um 

Succinate for InjectionMethylprednisolone
USP 500mg

N24188A
1000 Viais
r012024
0912026

Sampled qtY. 45 vials
Generic Name

Batch No.

B"t.ft Str.
Mfs. Date
Exp. Date

Sampled b1 Vineet

Sampled on r011r12024

Date of Testing t01r112024

Date of Release 2511112024

Observations
S; No. Tests SDeclIrcau()ns

A white dry powd

vial.

A white dry Powder filled
in clear glass vial.1 Description er lllleo ln clcar Br4s5

Complies
2. Identification

t lniformitv of weight

'l he absorptlon speotrulll ur Lrrv LwrL

preparation should exhibits maxima at

,urn. wavelength with that obtained

with similar PreParation of

methylprednisolone sodium succlnate

working standard.

Average weight +10Yo -5.28% &. +2.94%
3. 704.3 mg

Informative.Aa. Averase welgnl Complies
5. UntlormttY ol llosage urllrb \,\,rlllPrrvJ s

NMT 6.6% 2.63%
6. Free methYlPrednisolone

(Bv HPLC)

NMT-6000ivial
NMT-600ivial

The solution is fi'ee from parlicles of
fbreign matter particies that can be

observed on visual iPspection

530ivial
4lvial

Complies

7. Particulate Matter

(A.) Light Obscuratton

Particle Count Test

l.Particles >10 Pm
2.Particles >25 Pm

a

(B.) Visual

7.45
pH 7.0 to 8.0

NTr,'lT-?.0%o w/w
8. 0.98% w/w
9. Loss on drYing

ictoUial growth should be

observed.

Complies
10. Steriiity

Less Than -0.17 USP

EU/me.11 Ba.tetiul Endotoxins NMT-0.17 USP BU/mg ot

Methvlprednisolone.

t2. Assay:
Each glass vial Contains :

Labeled
Claim

Found % of labeled
amount

Limits % of
labeled amountIngredients

500 mg 492.39 ng 98.48% 90.0 to 110.0%

Sterile Methylprednisolone Sodium

Succinate USP

Eq. to anhydrous Metl-rylprednisolone
tandard qualitv as The#d th. r"-Ot" *t'*.",1 to zlgve iV is-nst-oFthe-s

Drug & cosmetic Act 1940 and the rules made there under' comltfes/nor-€@i€s as p-elx

NAME: S.\NDHYA
Analysis by /V '

NAME: SUFIYAN 4Nt4B!

Format No :
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