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I wttit" arY Powder filled in

clear glass vial.d;htte drfiowaer filled in clear

lass vial.
f,5G-;tincipal spots in the

chromatogram obtained with the

test solution correspond to those

in the chromatogram obtained

with the reference solution'

B. In, assay, the PrincttPal Peak.in

the chromatogram obtained with

the test solution corresponds to

the peak in the chromatogram

obtained with the working

reference solutiol.

i-d.trtiftcation (BY TLC)

(By HPLC)
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1878.6 mgAverage wei
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NMT- o.5%

Not detected
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Not detected
NMT- 1.5%

NMT-6000/vial
NMT-600/vial
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Cefepime Injection IP lgm

P.24485C

7000 Vials
t212024

1112026

Sampled qtY. 45 Vials
Generic Name

Sampled bY Rakesh
Batch No.

Sampled on 0911212024
Batch Size

Date of Testing 0911212024
Mfg. Date

Date of Release | 2411212024
Ory lutg

No microbial growth should be

^L^^*,^,.1

Cornplies
10. Sterility

f

11. Bacterial Endotoxins

Assay:
F.ach Blass vial Contains :

NMT- 0.06 EU/mg ot CetePtme LESS LIIAIT. U.V\J L\J/UI6

Cefepime.

12.

Ingredi nts Labeled Claim Found 70 oI labeleo I Llmlts 70 ul rdu\"r(

amount I amoultt-t
I

100.19% I qo.o to 115.0%
1000 mg 1001.89 mg

Cefepime HYdrochloride (Stenle.;

Eq. to anhydrous CefePime
(A sterile mixture of CefePime Hcl

& Arginine) 
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rred to above is/ is-nolqfJfte standard

Remarks: In the opi,,io' or tt'" ..,'de'sig''eo tt'e sample referred to above is

quatity-as The Drug & cosmetic Act 1g?0 and the rules made there under. Cofufes/ not+emetles-Ts

per IF/aPlusP/tHS'.
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