
Title | : 1 Certificate of Analvsis Finished Product

Product Name MEDROCAN Injection A.R. No. ARN/FP/261068

Generic Name
Methylprednisolone Sodium Succinate for
Iniection USP 1000ms

Sampled qty. 45 vials

Batch No. ARN2673A Sampled by Rakesh

Batch Size 5,030 Vials Sampled on 28108/2026

Mfg. Date 08/2026 Date ofTesting 29t08t2026

RxD. Dat€ 07 /2028 Date of Release t3/09t2026

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

S. No. Tests Soecificarions Observations
I Description A white to pale yellow dry powder

filled in clear glass vial.
A white dry powder fiiled in
clear glass vial.

2. ldentification The l absorptiol spectrum of a
minelal oil dispersion of the residue
so obtained the exhibits maxina only
at the same wavelength as those of a
similar preparation of USP
Methylprednisolone Hemisuccinate
RS.

Conplies

UDiformity of Dosage units A!erale \ eight t,l0o o | A8% & +t .24%

4. Averase weisht lnibrnlative t270. 1389.1 mg

5. Free Methylprednisolone NMT 6.6% of t"he labeled amount of
methylDrednisolone.'

0.7)%

6. Particulate Matter

NMT 6000/vial
NMT 600/vial
The solution is l'ree fiom particles of
foreign matter particles that can be

obseryed on visual inspection.

1,826/vial
1/vial

Complies

(A.) Light Obscuration
Pa(icle Count Test
LParticles >10 pm
2.Pafticles:25 pm ,

(8.) Visual Particle

1. DH 7.0 to 8.0 7.38

Constituted solution:
Completeness and clarity of
solution:

The solid dissolves completely,
leaving no urdissolved matter.
The constituted solution is not
significantly less clear ihan an equal
voiune ol lhe diluents or of purified
water colltained in a similar vessel

and examined similarly.
The constituted soluti'on is liee tiom
particulate matter that can bc
observed on visual inspection.

Complies

Loss on drying NMT 1.0%w'w l.24Yo*/w
Name: Mr5. SwatiDhawan

o€tignation: Ca H0D

Analysis Checked
NAM E: SURJEET KAURNAME: SHAHRUKH

Pase I of:
2



nnlEni-caN nEvrEoIEs HEALTHcARE Pvr' LTD'
vlit. Su,ajpur, Nuttan Road- Paonta Sahib' Dist Sirmour (H P) 173025i- AMEP'CAN'

: aFMFttfF<

Certificate of Analysis Finished Product

MEDROCAN Injection A.R. No. ARN/FP/261068
Product Name

Sampled qty. 45 vials
Generic Name

Methylprednisolone Sodlulll succrnate lor
l.icctinn I ISP l000ms

A R){ l67l A
<.0-10 Vials

08 )0'6
07 2028

Sampled by Rakesh
Batch No,

Sampled on 2810812026
Batch Siz€

Dat€ of Testing 2910812026
Mfs. Date

O)in. Date I)nte ol Kelease

No lnicrobial growth should be

observed.

Complies
10. Steility

Baererial ELrdotoxins Nfr4f tft7 US? EU/mg of
Methylprednisolone.

Less than
MethvlDr(

0.1 / usr tsunng
risolone.

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

To of
labeled
amoLrnt

Limits % of labeled
amountlngredrents Labeled

Claim
tound

1000 mg 1016.5630 mg 103.66% 90.0 to 110.0%

Sterile Methylprednisolone Sodrum

succinate USP

Eq. lo anhydrous MethylprednisoloDe
{
I

s/ i\ P'ot'6'fthe standard

t""iitl'"t ii" o.,iqg Co'metic Acl t9?0 
'rnd 

the rulcs mad€ there under' Comnliejtlr6f complies as

pc/+erlUjPAns.

Name: Mr'.5watiDhawan

Deeignation i QC HCD

-l',uty.t.lff.{rnNAMEI SHAHRUKH KHAN

cnecued tffi6\ f4
NAMF,l SURJEET KAUR

Paee 2 of2


