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HPLC determination on related substances of cefazedone sodium
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Abstract Objective: To develop an HPLC gradient elution method for the determination on the related substances
of cefazedone sodium. Method: RP — HPLC was adopted. The stationary phase was C,;. The mobile phase was
0.02 mol * L™" a mmonium dihydrogen phosphate buffer( the pH value adjusted by 0. 1 mol * L' sodium hydrox—
ide solution to pH 5. 0) -acetonitrile. The HPLC gradient elution was used. The flow rate was 1 mL * min ~'. The de—
tection wavelength was 278 nm. Results: The impurities of cefazedone sodium were isolated well. The LOD was
0.015 pg * mL™". The RSD was 0. 62% . Conclusion: This method is convient quick and has good repeatability.

This method can be adopted to detect the related substances of cefazedone sodium one at a time.
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Fig 1  Chromatograms of specificity tests
A. ( destroyed by base)  B. ( destroyed by high temperature)  C. ( destroyed by UV light)  D. ( destroyed by acid)
E. ( destroyed by oxidation)
4.3 1 57.510 12.5 15 25 mL
0.015 pg * mL™' 3 100 mL o
0.015 pg - mL ™" 20 pL
0.05 pg * mL™'
10 0.05 pg *
mL ™! Y = 0.9531X + 0.0164 r=0.9999
. -1
4.4 10 mg 1 ~25 pg = mL

100 mL
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Fig 2 Chromatogram of analysis of related substances in cefazedone sodium ( « & ”) ;
1. ( cefazedone sodium)
) ( “ )
5.1 :
210 nm 278 nm 210 nm ’ ’
278 nm 0
5.2
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Tab 2 Content ofrelated substances in cefazedone sodium and specificity tests
RRT ( content of related substances) /%
( peak of related substances o ) CFZD -T1( test 1 CFZD —T2(test2 CFZD - T3( test 3
( attribution of related
on adjusted retention cubstances) of cefazedone of cefazedone of cefazedone (destroyed (destroyed (destroyed
time) sodium) sodium) sodium) by base) by acid) by oxidation)
0. 186 & 0.03 0.04 0.03 0. 86 0.04 0.10
0.225 / / / 0.91 / /
0.244 / / / 9.27 / /
0.253 & 0.07 0.07 0.09 / 0.29 0.07
0.270 / / / / / 0.15
0.326 / / / / 0.42 /
0.334 0.00 0.01 / / / 0.09
0. 508 & 0.01 0.04 0.04 0.04 0.04 0.13
0.572 / / / / / 1.75
0.672 / / / / / 6.27
0.712 & 0. 05 0. 06 0. 06 / 0.31 /
0.725 / / / 4.15 / /
0. 860 0. 06 0.05 0.04 0.04 0.05
0. 896 0.04 0.09 0. 08 0.14 0. 08 0.08
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RRT

( content of related substances) /%

( peak of related substances _
) ) ( attribution of related
on adjusted retention of cefazedone

substances)

of cefazedone

CFZD - T1( test 1 CFZD - T2( test 2 CFZD —T3( test 3

of cefazedone ( destroyed ( destroyed ( destroyed

lime) sodium) sodium) sodium) by base) by acid) by oxidation)
0.913 / / / 1.01 0. 04 /
0.975 / / / / / 0.10
1. 095 0.03 0.03 0.03 / 0.03 0.04
1.133 / / / / 0.08 /
1.172 / / / 10. 07 0.12 0.04
1.279 0.08 0. 05 0.08 / / /
1. 501 0.09 / / / / /
1.612 0.01 / / / / /
* ( calculated by cefazedone)
1 & . RRT 0.253
5 RRT 0. 186 RRT  0.508 o
0.225 0.244 0.725 0.913 1.172,
2 & 3 RRT o
0.253 0.712 0.326 1.113 1.172,
2 & 4
RRT 0.186 0.508 0.270 0.572 Merck Index 13th Merck and Co. Inc. 2001: CAS No. 63521 —
0.672 0.975. .
WANG Kang - jun( ) . Determination of content of cefaze—
5 done sodium relevant substances by RP - LPLC(
( RRT 0.860 0.896 1.279 1.501 1.612) .4 ) China Trop
& ( RRT 0.186 0.253 Med ( ) 2007 7(10) : 1881
0.508 0. 712) 2 ( RRT 0.334 Lloyd R. Snyder Joseph J. Kirkland. Practical HPLC Method Devel-
1 095) 4 & RRT 0. 186 opment. 2nd Ed. Wiley 1997
( 2011 9 7 )
RRT 1.172
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