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

Title I : Certificate of Analysis Finished Product

Product Name FUXORIME - 1.5gm Injection A.R. No. ARB|FPl25l022

Generic Name Cefuroxime Iniection IP l.5gm Sampled qty. 45 vials

Batch No. ARB2525A Samp.led by Anui Verma

Batch Size 19,930 vials Sampled on 0s10U2026

Mfg. Date 12t2025 Date of Testing 0610U2026

Exn. Date tu2027 Date of Release 2410U2026

S. No. Tests Specifications 0bservations
Description A white or faintly yellow dry powder

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

2. ldentification (By HPLC) A. In the Assay, The principal peak
in the chromatogram obtained with
the test solution corresponds to the
peak in th'e chromatogram obtained
with the reference solution.
B. It gives the reactions of sodium
salts.

Complies

Complies

a
J. Uniformity of weight Average weight +10o/o -t.t3% &+0.600

4. Average weight Informative +2Yo. 1652.4 me

5. Related Substance
(Bv HPLC) a

Descarbamoyl-cefuroxime NMT 1.0% 0.76%

Area of any other
secondary peak

NMT 1.0% 0.25%

Sum of areas of allthe
secondary peaks

NMT 3.0% 0.39%

6. pH 6.0 to 8.5 6.58

7. Water (Bv K.F.) NMT 3.5o/owlw l.37Yowlw

8. 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 observed on visual inspection.
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Complies

(A.) Light Obscuratton
Parlicle Count Test
(1.) Particles >1Opm

(2.) Particles >25trrm

(B.) Visual Particle

9. Sterility No microbial growth should be

observed.

Complies

10. Bacterial Endotoxins NMT 0.1 EU/mg of Cefuroxime. Less than 0.1 EU/mg ot
Cefuioxfiffi:.':'il'..,
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Analysis u\)ffia
NANI E: NIKHIL SHARIIIA'I

checked bffi;\\-b
NAME: RAMANJEET SINGH
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Product Name FUXORIME - 1.5gm Injection A.R. No. AP.B/FP/25t022
Generic Name Cefuroxime Injection IP 1.5gm Sampled qtv. 45 vials
Batch No. ARB2525A Sampled by Anui Verma
Batch Size 19.930 vials Sampled on 0510U2026
Mfg. Date 12/2025 Date of Testins 0610U2026
Exp. Date rU2027 Date of Release 24/01/2026
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quality as The Drug & Cosmetic Act 1940 and the rules made there under. Coriplies/xof6omplies as
nerllBPuSPffIS-

AMERICAN REMEDIES HEALTHCARB PVT. LTD.
vill- surqipur, Nahm Roa4 Paonta sahib, Dist. Sirmour (H.p) r73025
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ll Assay: (By HPLC)
Each glass vial contains:

lnsredients Labeled Claim Found % of labeled
amount

Limits % of
labeled amount

Cefuroxime Sodium (Sterile) IP
Eq. to Cefuroxime 1500 me 1524.5809 ms l0l.64Yo 90.0 to 120.0%
Remarks:Intheopinionoftheundersignedthesamplereferredto


