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Identification (By TLC)

(By HPLC)

Ave

N- methylPYrrolidine

Water
Related Substances

Total impurities,To
Particulate Matter (IHS)

(A.) Light Obscuration
Particle Count Test
(1.) Particles )lOPtm
(2.) Particles >25Prm

ecifications

1n;orrnsliye +27o.

4.0 ro 6.0

NMfl.o%
xMT +.0',"

NMT 1.5%

NMT 6000/r'ial
NMT 600rvial

Not detected

i,.to6l"

152l.33lvtal
214.0O/vial

Cornplies
(B.) Visual Particle

6rt

'['hc soltttiotr shoLrlcl bc essetrtialll'

ti'ee f}om extraneoLls. inobile

undissolved particles. otl-rer than

gas br-rbbles. unintentionally that

"ut be observed on visual

Certificate of Analysis Finished Product

ARB/FP/25l009
AIIIPIME ln
Cefepime for Iniection

Product Name

Generic Name
ARB25O9A
19,980 Vials
no/?or 5
v /t LVLJ

Batch No.
191091202s

Date of Testin
Mfe. Date

041r01202sDate of Release

Observations

A white to Pale Yellow drY A white dry powder filled in

wder f-rlled in clear glass vial' clear glass vial.Descliption

CompliesA.-l he princiPal spots lll tne

chromatogram obtained with the

test solution correspond to those

in the chromatogram obtained

with the ref.erence solution.

B. In, assay, the PrinciPal Peak in

the chromatogram obtained with
rhe test solution corresPonds to

the peak in the chromatogram

obtained with the working
lefet'etrce solutiort.

-t.35% & +2.30oh
Average weight +10o/oUniformity of Weight

NMT 0.5% Not detected

Area ofany secondarY Peak

due to Cef-ePime imPuritY

Area ofanY secondarY Peak
due to CefePime in-rPuritY

j nna$sis bY \

i Nems: ntxHtl- sH,t A

inspection.
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AMERICAN
Vill. Sura.jpur.

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

Title | : Certificate of Analvsis Finished Product

Product Name AFIPIME Iniection A.R. No. ARB/FP/2sl009

Generic Name Cefepime for Injection IP 19 Sampled qfy. 45 Vials
Batch No. ARB25O94. Sampled by Rakesh

Batch Size 19.980 Vials Sampled on t910912025

Mfe. Date 09t202s Date of Testins 19t09t2025

Exn. Date 0812027 Date of Release 041r012025

10. Sterility No microbial growth should be

observed.
Complies

11. Bacterial Endotoxi r-rs NMT 0.06 L.U/mg of Cefepime. Less than 0.06 EU/ms of
Cefepime.

2,
l---

Assay: (By HPLC)
Each slass vial contarns:

Ingredients Labeled Claim Found % of labeled
amount

Limits % of labeled
amount

Cefepime Hydrochloride (Sterile) IP
Eq. to anhydrous Cefepime
(A sterile mixture of Cefepime Hcl
& Areinine)

1000 mg 1049.15 mg 104.92% 90.0 to 115.0%

Remarks: In the opinion of the undersigned the sample referred to above is/ is-n"e+of"the standard
qualify as The Drug & Cosmetic Act 1940 and the rules made there under. Compliegle'l.complies as

per IPlBP/tI$PflI{Sr\,/ \

Checked ot ff
NAME: SUFIYAN ANSARI

Analysis
NAME: NIKHIL SHARMA NAME: MRS. S w


