
AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025

I titte ] r Certificate of Analysis Finished Product I

Product Name MEDROCAN Iniection A.R. No. ARN/FP/261065

Generic Name
Methylprednisolone Soditun Succinate for
Iniection USP 500ms

Sampled qty, 45 vials

Batch No, ARN267IA Sampled by Rakesh

Batch Size 4,830 Vials Snmpled on 28/08/2026

M fe. Date 08/2026 Date of 'l esting 29/08/2026
ExD. Dale 0'7 /2028 Date ofRelense 12/0912026

S. No.
L

L

Tests SDecifications Obse11ations
I Description A white to pale yellow dry powder

filled in clear slass vial.
A white &y powder filled in
clear Elass vial.

Identification The IR absorption spectrum of a

nineral oil dispersion of the residue
so obtained the exhibits ma,\ima only
at the same wavelength as those of a
similar preparation of USP
Methylprednisolone Hemisuccinate
RS.

Complies

U formitv ofDosaee units Average weight + l0% -456% & +2.l1ak
4. Averase weisht lnformative t2Yo 678.8 ms
5. Free Methylprednisolone NMT 6.6% ofthe labeled amount of

methvlprednisololle.
0.71%

6. Particulatr Matter

NMT 6000/vial
NMT 600/vial
The solution is fiee from particles of
foreign natter particles that can be
observed on visual inspectioi.

2,485lvial
T lvial

Complies

(A.) Light Obscuration
Panicle Count Test
l.Padcles -10 llm
2.Panicles:25 !m
(8.) Visual Particle

7. pH 7.0 to 8.0 '7.37

d. Constituted solution:
Completeness and clality of
solutlon:

The solid dissoh'es completely,
leaving no undissolved matter.
The constituted solution is not
significantly less clear than all equal
volume of the diluents ol of purified
water contained in a similar vessel
and examined similarly.
The constituted solirtion is free from
particulate matter that carl be
observed on visual inspection.

Complies

9. Loss on drying NMT 2.0%w/w |.32akwl,n

Nim€: Mrs. Swati

Analysis by
NAME: NIKHIL SH NAM E: SURJIET KA

\zlo{
RMA

Designation:0C HtJ
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I AMERICAN REMEDIES HEALTHCARE PVT. LTD.
I v;lt. Sulajpur, Nahan Road. Paonta Sahib, Dist. Sirmour (H.P) 173025

Certificate of Analvsis Finished Product

roduct Name MEDROCAN Injection A.R. No. ARN/FP/26l065

ieneric Name
Methylprednisolone Sodium Succinate ior
Iniection USP 500rDe

Sampled qt). ,15 vials

Bafch No. ARN2671A Sampled by Rakesh

Batch Size 4,830 Vials Sampled on 28/08/2026

Nlfs. Date 08/2026 Date of Testinq 29/08/2026

ErD. Dare 0't t2028 Date ofReleasc 12/09/2026

10. Sterility No nicrobial groMh should be

ooserveo,

Complies

l1 Bacterial Endotoxins NMT 0.17 USP EU/mg of
Methylprednisolone.

Less than 0.17 USP EU/mg
Methylprednisolone.

t2. Assay; (By HPLC)
Each glass vial Contains:

lngredients Labeled
Claim

Fouud u% oflabeled
amounl

Limits % of labeled
amount

Sterile Methylprednisolone Sodium
Succinate USP
Eq. to anhydrous Methylprednisolone

500 mg 504.120i mg 101.86% 90.0 to 110.0%

Rernarks: tn the opinio! ofthe undersigned the sample referred to above is/ isjlefof the standard
quality as The Drug & Cosmetic Act 1940 and the rules made there under. ComplieJletzcomplies as

peyPltsttsvt++r{
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Anarlsis by \-t{*lt
NAM E: NIKHIL SHARM 4 |

cnecueaffi,,io4la{
NAMEI SURJEET KAUR rNAlvlEl MRS,,SwATl DHAwnll


