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

Certificate of Analysis Finished Product

Product Name AFIPIME Injection A.R. No. ARB/FP/261009
Generic Name Cefepimb Injection IP lgm Sampled qtv. 45 Vials
Batch No. ARB26O64. Sampled by Rakesh
Batch Size 10,000 Vials !q*plgdln

Date ol"I'cstin
0t/05/2026
Ul, (,., lu-oMfe. Date 04/2026

Exp. Date 03/2028 Date of Release r9/0st2026

S. No. Tests lpecifications Observations
I Description A white to pale yellow dry

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

2. Identification'*- (By TLC)

(By HPLC)

A.The principal spots in the
chromatoglam obtained r.vith rlrc
test solution corespond to those
in the chromatogram obtained
with the reference solution.
B. In, assay, the principal peak in
the chromatogram obtained with
the test solution corresponds to
the peak in the chromatogtun
obtained with the workins
reference solution.

('onrplies

Complies

a
J. Uniformity of Weieht Average weight tL}oA -1.t6% &. +0.840A
4. Average weight Informative L2%o. 1852.7 me
5. pH 4.0 to 6.0 : 4.46
6. N- methylpyrrolidine NMT 1.0% Not detected

I ii,,,7. Water NMT 4.0%
8. Related Substances

Area ofany secondary peak
due to Cefepime impurity
A.%

NMT 0.5% 0.006%

Area ofany secondary peak
due to Cefepime impurity
B,oA

NMT 0.5% 0.0r4%

Total impurities,o/o NMT 1.5% 0.0).(to/"
9. Particulate Matter (IHS)

NMT 6000/vial
NMT 600/vial

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

6T lvial
3lvial

Compiies

.,-.1-,::

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

(B.) Visual Particle

j,., . '

Abnrored lli:.''
NAME: MRS. SWATr I*^*fliy;ll',I"-ff*" Checked bLd.N.^

NAME: SUFIYAN ANSARI "rb;\\ r\



ATEIuCAIY REMEDTES H
Yif,- Srr4ipr,liahan Road, paonta Sahib, Dist. Sirmour (H.p) l7ju2j

Certificate of Ana Finished Product

AP.B|FPt26t009

Date of Testi
Date of Release

No microbial
observed.

growth shourld bc

Found Yo of
labeled
amount

Limits % of labeled

fthe slandard
fficomplics irs

NMT 0.06 EU/mg of Cefepirne, Less than 0.06 EU/ms of
Cefepime.

Assay: (By HPLC)

Ingredients Labeled Claim

Cefepime Hydrochloride lSteritey tf
Eq. to anhydrous Cefepime
(A sterile mixture of Cefepime Hcl

90.0 to 115.0%

Analysis by qf,qi

\AIVIE: SACHIN KUMAR
Checked by(1.\$

NAME: SUFTYAN ANShRI
Approved b

NAME: MRS. SWATI DHA


