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Title Product

Product Name CORTICAN Injection A.R. No. ARN/FP/26l041

Generic Name
Hydrocortisone Sodium Succinate

Iqigction IP 100mg Sampledqfy. 45 Vials

Batch No. ARN2638A Sampled by Rakesh
Batch Size 40,000 Vials Sampl€d on 29/07 /2026
Mfg. Date 0'7 /2026 Date ofTesting 30/0't t2026
Exp. Date 06D028 Date of Release 13/08/2026

S. No. Tests Specifications Observations
1. Description A white dry powder filted in clear

glass vial.
A rvhite dry powder filled
'in clear glass vial.

). Identification .- By I.R

B) TLC

A, Detemine by infrared absorption
specfophotomety compare the
spectrum witlt that obtained with the
reference spectruln of
hydrocortisone sodium succinate
IPRS or with the referenop spectrum
of hydrocoftisone sodium succinate.
B. The p ncipal sp6t in the
chromatogram obtainedr: with the
test solution conesponds to that in
the chromatogram obtained with
working standard solution (a).

Complies

Complies

3. Unifomity of'Weisht Average weighr + [09o -4.35% & +1.680/0
4. Average weight Informative ,i2%. I39l.6 mg
5. pH 6.5 to 8.0 7.47
6. Related Substances

(By HPLC)
Any peak corresponding to
Hydlocol1isone

NMT 7.0% 0.906%

Any other secondary peak NMT 2.0% 1.138%
'7. Particulate Matter

NMT 6000/vial .

NMT 600/vial :

The reconstituted solutibl is free
from parlicles of foreign matter
particles that can be seen with
naked eye.

I ,'7'l0lvial
5/vial

Cgnnlies

(A.) Light Obscuration
Pafticle Count Test
(l.) Paticles )109m
(2.) Pafticles:25pm

(8.) Visual Particle

8. Sterility No microbial groMh should be
observed.

Complies

9. Bactedal Endotoxirls NMT 1.25 EU/mg of
Hydrocortisone.

Less than 1.25 EU/mg of
lbdropogi-sone. n
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Product Name CORTICAN Injection A.R. No. ARN/FP/26/04 1

Generic Name
Hydrocofi isone Sodium Succinate
lniection IP 100m9

Sampled qty. 45 Vials

Batch No. ARN26]8A Sampled by Rakesh

Batch Size 40.000 Vials Sampled on 29/07 t2026

Mfs. Date 0'7 /2026 Date of Testin'g ' 30/0'7 12026

ExD. Date o6/2028 Date of R€lease t3/08/2026

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

T

quality as The Drug & Cosmetic Act 19?0 and the rules rnade there under. Complies/Jwf-C6"mplies as

rer {f/BPlusPlfifs:-

Paee 2 of2

10. Assay: (By UV)
Each glass vial contains:

Ingredients Labeled
Claim

Found % of la$eled
.amount

Limits % of labeled
amount

Hydrocotisone Sodium Succinate
(Sterile) IP
Eq. to HYdrocofiisone

100 mg r0r.3.4 0/" 95.0 to 105.0%

Remarksr In the opinion of the undcrsigned the saml le referred to abore is/is &ob|-the standard


