
Product Name CEFORZONE SB 1.5 Iniection A.R. No. ARB/FPI251001

Generic Name Cefoperazone & Sulbactam for Iniection 1.59 Sampled qty. 45 Vials
Batch No. ARB25O2A Sampled bv Anui Verma
Batch Size 15,000 Vials Sampled on 01/08t2025

Mfe. Date 07/2025 Date of Testine 0r/0812025

Exp" Date 0612027 Date of Release 18t08t202s

Title I : Certificate of Analvsis Finished Product

opinion of the undersigned the sample referred to above is/islert-of the qta
quality as Thef)rug & Cosmetic Act 1940 and the rules made there under. Cinprytfficomplies as

PerlBBPltfPilHV, -? - .q:XSFTx.

S. No. Tests Snecifications Observations
I Description A white dry powder filled in clear

slass vial.
A white dry powder filled
in clear slass vial.

2. Identification (By HPLC) In the Assay, the principal peaks of
Cefoperazone & Sulbactam Sodium in
the chromatogram obtained with the
test solution corresponds to the peak
of Cefoperazone & Sulbactam Sodium
in the chromatogram obtained with the
workins standard solution.

Complies

3. Uniformitv of Weisht Averas.e weisht *l0o/o -0.34% & +0.61%
4. Averase weisht Informative t2o/o. 1658.4 me
5. Particulate Matter

NMT 6000/vial '
NMT 600/vial

The reconstituted solution should be
essentially free from extraneous,
mobile undissolved particles, other
than gas bubbles, unintentionally that
can be seen with naked eve.

546lvial
3lvial

Complies

(A.) Light Obscuratron
Particle Count Test
(1.) Particles )1Opm
(2.) Particles Z25prm

(B.) Visual Particle

6. Sterility No , microbial 'growth should be
observed.

Complies

7. Bacterial Endotoxins NMT 0.043 EU/mg of Cefoperazone
Sodium & Sulbactam Sodium.

Less than 0.043 EU/mg of
Cefoperazone Sodium &
Sulbactam Sodium.

8. Assay: (By HPLC)
Each elass vial contains:

a

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Cefoperazone Sodium (Sterile ) IP
Eo. to Anhvdrous Cefooerazone 1000 me 998.22 me 99.82% 90.0 to 110.0%

Sulbactam Sodium (Sterile) IP
Eq. to Anhydrous Sulbactam 500 mg 517.03 me r03.4t% 90.0 to 110.0%

Remarks: In the opinion of the undersisned the sam e referred to above is/is,lefof the standard
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AMERICAN REMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Road, Paonta Sahib, Dist. Sirmour (H.P) 173025
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