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Certificate of Analysis Finished Product

Product Name FOXATIM Iniection A.R. No. ARB/FP/261003
Generic Name Cefotaxime for Iniection IP 1gm Sampled qty 45 Vials
Batch No. ARB254OA Sampled by Dhananjay
Batch Size 30.240 Vials Sampled on 0st04t2026
Mfs. Date 0312026 Date of Testing 0610412026
Exp. Date 0212028 Date of Release 22t04t2026

S. No. Tests Specifications Observations
I Description

"F-

An Off-white to pale yellow,
crystalline powder filled in clear
glass vial.

A white dry powder frlled in
clear glass vial.

2. Identification (ByHPLC)

(By Chemical)

A. ln, assay, the principal peak in the
chromatogram obtained with the test
solution corresponds to the peak in
the chromatogram obtained with the
working reference solution.

B.Gives the reactions of sodium salts.

Complies

Complies
J. Uniformity of weieht Average weight tl}Yo -2.98% & +2.90%
4. Average weight Informative +2o/o. 1094.2ms
5. pH 4.5 to 6.5 5.82
6. Water NMT 3.0% t.77%
7. Related Substances

(Bv HPLC)
Area secondary peak NMT 1.0% 0.s16%

Sum ofall secqndary peak NMT 4.0% t.567%
8. Particulate Matter (IHS)

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.

8O/vial
Ilvial

Complies

(A.) Light Obscuration
Particle Count test
(1.) Particles >iOpm
(2.) Particles >25pm

(B.) Visual Particle

9. Sterility No microbial growth should be
observed.

Complies

10. Bacterial Endotoxins NMT 0.20 EU/mg of Cefotaxime. Less than 0.20 EU/ms of
Cefotaxime.

1l Assay: @y HPLC)
Each' glass vial contains: n

An alysis ot l-" r\ tt\U 
| 

*
NAME: NIKHIL SHARMA . I

Checked b'ff76\*
NAME: SUFIYAN ANSARI
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quulgfllh^._?ry_g & cosmetic Act 1940 and the rules made there under. coperIP/B*,triSP4I{S
tbe standard

S/ ne+*ornpties as
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Analysis by
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NAME: SUFIYAN ANSARI NrgE:iMRS;,SWAt

Ingredients

"rq

Labeled Claim Found %o of
labeled
amount

Limits % of
labeled amount i

\,erur.1^lru9 Do(llum (5rcnle) lP
Eq. to Anhydrous Cefotaxirne 1000 me 961.0713 ms 96.1*% 90.0 to 115.0%ffemarKs: ln tne opinion of the undersi .gned the sample referred to ir*erfof


