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i Title : Certificate ofAnalysis Finished Product

Product \ame \lEDROC-$ lnjection A.R. No. ARN/FP/261039

Genedc Name
\lethllprednisolone Sodium Succinate lor
Iniection USP-{0me

Sampled qty. 45 vials

Batch No. ARN26il-{ Sampled by Rakesli

Batch Size ,19,500 Vials Sampl€d on 22/47 /2026

Mfg. Date 07 /2026 Date ofTesling 23t0712026

ExD. Date 06t2028 Date of Rclease 0610812026

S. No. Tests SDecifications Obse11ations
1. Description A *hite to pale yellow dly powder

lilled in clear glass vial.
A $hite to pale )ello\\'dr]
powder filled in clear glass
vial.

2. ldentification The lR absorption speclrum of a

mineral oil dispersion of the residue
so obtained the exhibits maxima only
at the same wavelength as those of a
similar preparation of USP
Meth,vlprednisolone Hemisuccinate
RS,

Cornplies

3. Uniformity of Dosage units Averase wei qht + 1 0o% -4.69% & +6.)I%
Average weight Infomrative t2ol0. 57.8 me

), Free Methylprednisolone NMT 6.6% ofthp labeled amourt of
methvlDrednisolone.

0.5 t%

6. Particula!e Matter

NMT 6000/vial
NMT 600/vial
The solution is fiee frdm particles of
foreign matter particles that can be

oljserved on visual inspection.

2,306/vial
11/vial

Complies

(A.) Light Obscuration
Particle Count Test
l.Pa icles >10 irm
2.Particles >25 pnl
(B.) Visual Paficle

1. pH 7.0 to 8.0 7.29

Constituted solution:
Completeness and clarity of
solution:

The solid dissolves completely,
leaving no undissolved matter.
The constituted solution is not
significantly less clear than an cqual
volume of the diluents or of purified
water contained in a similar vessel
and examined similarly.
The constituted solution is ftee fton1
paniculate matter that can be
observed on visual inspectioli.

Complies

9. Loss on drying NMT 2.0%W* 1.29 %ut$

Anallsis
NA]|E: \lKHlL NAME: SURJEE.T KAUR

ofinal ] c 0.15i Pase 1of2
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A-}IERICA.\ R"E}IEDIES HEALTHCARE_F\,/T. LTD.
Vill. Surajpur- \ahan Road paonu Sahib. Disr. Simour GI.p) 173025

Certificate of Analysis Finished product

Product Name Methylprednisolone Sodium Succinate foi
Iqjection USP 40mg A.R. No. ARN/FP/261039

,15 vials
Generic Name Methylprednisolone Sodium SucciniGJor

Iniection USP Sampled qty.
Batch No. AKN26J4,A Sampled bv Rakesh

22/07 /2016
23ti't2o%
06/0et05

Batch Size 50,000 Vials Sampled on
Mfq, Date 07 t2026

n6Eo2B
Date ofTesting

Exp. Date Date of Release

10. Sterility No microbial growth should be
observed.

Complies

u Bacterial Endotoxins NMT 0.17 USP EU/rng oT
Methylprednisoione. l:.: t]'un . 0.17 USP Eu,in_s

12. Assay: (By HPLC)
Each glass vial Contains

Ingredients Labeled
Claim

Found Yo of
labeled
amount

Limits % of labeled
atmoulll

Sterile Methylprednisolone Sodium
Succinate USp

5+j+d?E++/!gse&tr 40 mg 4L7597 r e 104.40 % 90.0 to 110.0%Remarks: In the opinion ofth

:::i,9#;,1".?I5& Cosmetic Act 1940 and the rule,s rnade ftere undei Compriegaotr6mplies aspetJJJw/u)Pllxf,

checked bySl/Ddld
NAME: SURJEET KAtIh
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