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AMERICAN
Vill. Surajpur,

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

fitte Certificate of Analvsis Finished Product

Product Name CEFORZONE SB -1.5 gm Injection A.R. No. AF*BIFPI25IOIT

Generic Name Cefoperazone & Sulbactam for Iniection Sampled qfy. 45 Vials
Batch No. ARB2519A Sampled bv Aakash

Batch Size 20,000Vials Sampled on 2811U2025

Mfs. Date II/2025 Date of Testing 29t11/2025
Exp. Date t0/2027 Date of Release I5/12/2025

S. No. Tests Specifications Obserryations
II Description A white dry powder filled in clear

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

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

Complies

aJ Uniformitv of Weisht Averase weisht +I0o -2.00% & +I.84yo
4. Averase weisht Informative +2%o. 1664.Tms
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 eye.

T5lvial
llvtal

Complies

(A.) Light Obscuration
Particle Count Test
(1 .) Particles >l0,um
(2.) Particles ?25pm

(B.) Visual Particle

6. Sterility No microbial . growth should be
obs'erved.

Complies

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

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

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

Ingredients Labeled Claim Found % of labeled
amount

Limits o/o of labeled
amount

Cefoperazone Sodium (Sterile ) IP
Eq. to Anhydrous Cefoperazone 1000 ms 1088.24 ms r08.82% 90.0 to 110.0%
Sulbactam Sodium (Sterile) IP
Eq. to Sulbactam 500 me 486.15 me 97.23% 90.0 to 110.0%

Remarks: In the opinion of the undersigned the sample referred to
Drug & Cosmetic Act 19{0 and the rules made there under. Coh6l

fe is/is.aot-of the standard qualit"v as The
nol+emplies as per.,ffiPmP fi#{ .
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