
AMERICAN REMEDIES IIEALTHCARE PVT. LTD.

ftffrffftrg' i 

'^"uo"ii^Go",tahanRoad, 
Paonta sahib, Dist. Sirmo'r (H.P) 173025

Title : Certificate of Analvsis Finished Product

Product Name AFIPIME Injection A.R. No. ARB/FP/26102 0

Generic Narne Cefepime Injection IP 1gm Samnled qty. 45 Vials

Batch No, ABB2616A SamDled by Rakesh

Batch Size 10,000 vials Sampled on 10t07 t2026

Mfs. Date 07 /2026 Date of Testing tr/01t2u6
ExD. Date 06/2028 Date ofRelease 25t0'1t2026

A white &y powder filled inA white to pale yellow dry
wder hlled in clear glass vial.

A.The principal spots in the
chromatogram obtained with the
test solution corespond to those
in the chromatogmm obtained
\\,ith the reference solution.
B. In, assay, the p ncipal peak in
the chromatogram obtained with
the test solution corresponds to
the peak in the chromatogram
obtained with the working
reference solution.

Identification (By TLC)

(By HPLC)

-t .30vo & +l .23yoe weisht rl0%Uniformity af Wei
1845.6lnfomtative +2o%.

4.0 to 6.0
Not detectedN- methylpyrrolidine

Related Substances
Not detectedNMT 0.5%Area ofany secondary peak

due to Cefepime impurity

Not detectedArea of any secondary peak
due to Cefepime impurity
B,%

NMT 1.5%Total impurities,o/o

486/vial
- 6/vial

Complies

NMT 6000/vial
NMT 600/vial

The solution should be essentially
free from extraneous, mobile
undissolved pafiicles, other than
gas bubbles, unintentionally that
can be observed on visual

(A.) Light Obscuration
Particle Count Test
(1.) Particles >10pm
(2.) Particles -25pm

(B.) Visual Particle

NAME: SURJEtrT KAUR
Analysis b

Page I of2



llr-nnrcex nTMEDIES HEALTHCARE PVT. LTD.
Vill. Surajpur, Nahan Roa4 Paonta Sahib, Dist Simour (H P) 173025

Certificate of Analysis Finished Product

Generic Name

10,000 VialsBatch Size
t1t01/2026Date ofTestin
25t0'712026Date of Release

10. Ste lity M microbial gowth should be

observed.

Complies

I l. Bactedal Endotoxins NMT 0.06 EU/mg of Cefepime Less than 0.06 EU/mg of
Cefepime.

12. Assay: (By HPLC)
Each glass vial contains:

Labeled Claim Found ok of I Limits % oflabeled
Iabeled I amount
amount

lngredients

974.7378 mg 97.4'7Vo 90.0 to 115.0%Cefepime HydroclLloride (Sterile) IP

Eq. to anhydrous Cefepime
(A stedle mixture of CefePime Hcl
& Arsinine)

1000 mg

I
red to abote is/ is D4+drthe standard

Remarks: In the opinioo of the under
q""iity 

", 
rrre n",id& Cosnetic Act i970 and the ni6s made there under' compliesbrodomplies as

p"" y
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