
Product Name Medrocan 500 Iniection A.R. No. NB|FPt25t0s7
Generic Name

lvre Lrlyrpreonrsolone Sodrum S uccinate fbr Ini ection
USP 500ms Sampled qty. 45 vials

Batch No. 1\Z)U l61\ Sampled by Rakesh
Batch Size I,UUU V1AIS Sampled on lt/05t202s
Mfe. Date u)//.uzJ Date of Testing t8t05t2025
Exp. Date v+/zu/. / Date of Release 12/06/2025

Pace Biotech
, Paonta sahib Dist. Sirmour

Certificate of Analysis Finished product
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Specifications Observations
A white dry powder filled in clear
glass vial.

A white dry powder filled in
clear glass vial.

I he absolption spectrum of the test
preparation should exhibits maxima
at same wavelength with that
obtained with similar preparation of
methylprednisolone sodium succinate
workins standard.

Complies
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Average weight+10Yo -5.32% & +3.72%
Informative. _ 675.5 mg

Complies ---_
1.11%

Uniibrmity ol' Dosage Units Complies as per USP.
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Free Methylpredni solone NMT- 6.6%
rantculate ivlatter
(A) Ltght Obrc*"rio"
Particle Count T'est
l.rarttcles>lUpm
2.Particles )25 prr
(B.) Visual

NMT-6000/vial
NMT-600/vial
The solution is free fiom particles of
foreign matter particles that can be
observed on visual inspection.

l633lvial
lTlvral
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7.0 to 8.0 7.60
Loss on clryln NMT- 2.00h wlw, 1,j2Yowlw
Sterilit,v- No microbial growth should be

observed.
Complies

tJacleftat b.ndotoxlns NMT 0.17 USP EU/mg of
Methylprednisolone.

Less than 0.17 USp EtJlmg
Jvlethylpredni so lone.

t2 Assay:
Each glass vial contains :

Ingredrents

SteLile Meth,'lpr:ednisol,r,re Sor-li*"
Succinate [tsp
,Eg !o qfugqgq Vg_tlfy_lp fg qr i so I o n e

Labeled
Clairn

Found % of labeled
amount

Limits % of
labeled amount

jottre,_ !p!,,48 mg 97.I0o/o 90.0 to IIA.0%_ r9!le Ll_Q!Z:__l
[c..rtandartl
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