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Surajpur, Paonta sahib Dist. Sirmour (H.P) 
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Title l:l ,

l :"-pl"t t'v' 1 11;v+' I

I Sampled bv I Aaxasn 
I

Batch Size | 00OO Vials I sampleo on l'--*.':,\',1\:^1. I"r

Exp. Date 10812026 I R.l.ur. | 
'

I

S. No. Tests Specifications Observations

1. Description A white dry powder filled in clear

slass vial.

A white dry powder filled in
clear elass vial.

2. Identification (BY TLC)

(By HPLC)

A.ttre principal spots in the

chromatogram obtained with the

test solution conespond 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 working
reference solution.

Complies

Complies

J. Uniformity of Weight Average weight +l0o/o -0.94% & +0.82%

4. Average weight Informative. 1854.3 me

5. pH 4.0 to 6.0 4.52

6. N- methylpyrrolidine NMT- 1.0% Not detected

7. Water NMT- 4.0% 2.81%

8. Related Substances

Area ofany secondarY Peak
due to Cefepime imPuritY
A.%

NMT- 0.s0% Not detected

Area ofany secondary Peak
due to Cefepime imPuritY
B.%.

NMT- 0.50% Not detected

Sum ofall the secondarY
peaks,o/o

NMT- 1.5% Not detected

9. Particulate Matter QHS)

NMT-6000/vial
NMT-600/vial

The solution should be essentially
free from extraneous, mobile
undissolved particles, other than

eas bubbles, unintentionallY.

542lvial
llvial

Complies

,"5ffii-,:,

(a.) Sub-Visible particle
count
(1.) Particles Z10trrm
(2.) Particles Z25pm

(b.) Visual

ffm" \".:
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Checked b{_Z
NAME: SANDHYA
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o' r\rLuu''s' . ' -^i^-*^,r J^ .r.^-o is/ ic-nc*-e$*hgstandard
Remarks: In the " 

to above is/ is+ot-o*Sestanc

quality2s The Drug & cosmetic Act 1g70 and the rules made there under. Comffiv nogeomplfus as

ri.r ffiB*rusrnns-

No mictotiat growth should be

Less than- 0.06 EU/mg ofNMT- 0.06 EU/mg of CefePime'

Each glass vial Contains :

lnsredients

90.0 to 115.0%106.41%

-rep 

i *e uydro chl ori de ( S teri le ) I P

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

- Rt
NAME: SANDHYA
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NAME: SUFIYAN sc

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

To Health
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