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I Batch No. 
I 
824674.4. 

I Sampled by I Rakesh 
I

I Batch Size | 10,000 Vials I Sampled on I Z+|OZ|ZOZ5 |

I Mfg. Date | 0312025 | Date of Testins I ZqrcZD0Zs I

I Exp. Date I oztzozt I P"l" of conditionallv 
I ozto+tzozs 

It - | lRelease l--'-"-- r

S. No. Tests Snecifications Observations
I Description A white dry powder filled in clear

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

ldentification (By TLC)

(By HPLC)

A.The principal spots in the
chromatogram obtained with the
test solution coffespond 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 chromatogram
obtained with the workins
reference solution.

Under process

Complies

a
J. Uniformitv of Weisht Average weieht +l0o -1.10% & +1.16%
4. Average weieht Informative. 1851.6 me
5. pH 4.0 to 6.0 5.6r
6. N- methylpyrrolidine NMT- 1.0% Under process

Water NMT- 4.0% rJ6%
8. Related Substances

Area of any secondary peak
due to Cefepime impurity
A,yo

NMT- 0.5% Under process

Area ofany secondary peak
due to Cefepime impurity
B,%

NMT- 0.5% Under process

Sum ofany secondary
peaks,%

NMT- 1.57c Under process

9. Particulate Matter (IHS)

NMT-6000/vial
NMT-600/vial

The solution should be essentially
free from extraneous, mobile
undissolved particles, other tha;r
gas bubbles, unintentionally.

l69lvia|
6/vial

Complies

,f@x

(a.) Sub-Visible particle
count
(1.) Particles >1Opm
(2.) Particles >25pm

(b.) Visual

,fu\9,
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Product Name AFIPIME Injection A.R. No. BDlFPl24l7r0

Generic Name Cefepime Iniection IP lgm Sampled qty. 45 Vials

Batch No. 8246741^ Sampled by Rakesh

Batch Size 10,000 Vials Sampled on 2410312025

Mfs. Date 0312025 Date of Testing 2410312025

Exp. Date 0212027
Date of conditionally
Release

021041202s

quauttns I ne rrrug
per fPlB+ff;sPffIts;

*d. Pace To Health

Pace Biotech
Surajpur, Paonta sahib Dist. Sirmour (H.P)

Certificate of Analysis Finished Pro4uct

10. Sterility No microbial growth should be

observed.

Under process

ll Bacterial Endotoxins NMT- 0.06 EU/mg of CefePime. Less than- 0.06 EU/mg of
Cefepime.

t2. Assay:
Each slass vial Contains :

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
& Arginine)

1000 mg 968.25 mg 96.83% 90.0 to 115.0%

ersigned the sample feferred to above is/ is-net-eFJhe\,.--I(emarKs; lll 1Il9 UIIrrrulI ur fnl; lrulrFrDrSuws ]uw 'eurl' -*' -- -i-.--:--- -

qualityls The Drug & Cosmetic Act 1940 and the rules made there under. Comffies/nef+em'plies as
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