Pace Biotech

Surajpur, Paonta Sahib, Distt. Sirmour (H.P)
. I T Zd Certificate of Analysis Finished Product

BD/FP/25/118

}j «¢ | FOXATIM 1g Injection
ame Sampled qty.
: _ Rakesh
cch Si 26/05/2025
: _ 26/05/2025
—_

10/06/2025
Specifications
An  Off-white 1o pale  yellow,
crystalline powder filled in clear
glass vial,
A. In, 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 sodjum Complies

salts.
_ -3.64% & +2.64%
L msseig 1088.4 mg
Area of any other secondary 0.43%
M
Sum of areas of the principal NMT-4.0% 0.43%
_
(a.) Sub-Visible particle
count :

(1.) Particles >10um
(2.) Particles >25 um

i

Observations

An  Off-white to pale |

yellow, crystalline powder |

filled in clear glass via]. l
Complies

388/vial
8/vial

NMT-6000/vial
NMT-600/vial

(b.) Visual The solution is free from particles of Complies

foreign matter particles that can be

observed on visua] inspection.
No microbia] growth should be
HMW
10. Bacterial Endotoxing NMT 0.20 EU/mg of Cefotaxime, ’ Less than 0.20 EU/mg of
Cefotaxime.,
Il Assay:
--
Analysis by Chec%
NAME: SUF ANSARI

NAME: NIKHIL SHARMA

Format No: PB/QC/045/F05-00
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Pace Biotech

4 Pace To Health Surajpur, Paonta Sahib, Distt. Sirmour (1P}
citle l ; , Certificate of Analysis Finished Product

Product Name | FOXATIM 1g Injection A.R. No. BD/FP/25/118
Generic Name | Cefotaxime for Injection IP 1gm Sampled qty. 45 Vials
Batch No. B25111A Sampled by Rakesh
Batch Size 20,100 Vials * | Sampled on 26/05/2025
Mfg. Date 05/2025 Date of Testing 26/05/2025

| Exp. Date 04/2027 Date of Release | 10/06/2025
Ingredients Labeled Claim Found % of labeled Limits % of

amount labeled amount

Cefotaxime Sodium (Sterile) IP
Eq. to Anhydrous Cefotaxime . L 1000 mg 986.56 mg 98.66% 90.0to 115.0%

Remarks: In the opinion of the undersigned the sample r
quality as The Drug & Cosmetic Act 1940 and the rules

per \I/P/BBZUS.B[IHS.,

-

>

eferred to above is/ is #ot of the standard
made there under. ComplieWomplies as

-

Analysis by/V
NAME: NIKHIL SHARMA

Chec

r

NAME: SUFIYAN ANSARI

Format No: PB/QC/045/F05-00



