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Study on preparation of oxaliplatin impurity C

NIU Chong XU Zhi — zhou LI Tao LI Jun

( Shandong Provinical Institute for Drug Control Jinan 250101 China)

Abstract Objective: To establish a method of preparing structure elucidation and assay of oxilaplatin impu—
rity C. Methods: Impurity C was synthesized with Oxaliplatin and H,0, its content was assayed by HPLC.

Results - The yield of impurity C was 83%  and its content was 99. 5% . Conclusion: The method was simply
and convenient and can be used to prepare the impurity C reference substance.
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° Fig 1 Structures of oxaliplatin( A) and impurity C( B)
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Fig2 Chromatographies ofoxaliplatin and impurity C
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Fig3 X -ray single crystal diffraction spectrum ofimpurity C

2.4 HPLC-MS

: 0.4 mL * min™"
“.5” 1. ;
( ESI) i m/z : 100 - 500;
5 kv 103 kPa
5L ¢ min"' 340 C
15 V.
“2.5”
4.623 min 4. 622 min ( )
4,
( NMR) NMR
Pt N 'H-NMR "
C -NMR o X -
. IR.HR
-MS HPLC - MS Co
C .
'H-NMR "C-NMR .
2.5 C
2 C .
(0.6 mL 1000
mL pH 3.0) -
(1000:5) ; 210 nm 20 plLo
1: Agilent 1200 Luna Cq

(4.6 mm x250 mm 5 wm)



— 1360 —

Chin J Pharm Anal 2011 31(7)

432.1

396.1

279.0 412. 4 | 448-9

il ) 'Jh\ . il "

200 225 250 275 300 325 350 375 400 425,

396. 1

325 350 375 400 425

200 225 250 275 300

396. 0
395.1

1 " s

200 225 250 275 300 325 350 375 400 425

396.0
395. 1
353. 1 \ .
200 225 250 275 300 325 350 375 400 425
351.9
334.0
306. 1
||‘ ully ol ..3%2 q
200 225 250 275 300 325 350 375 400 425
A
352.0
334.0
306. 0
. . . . .'Hl ||.!I|u|!||||l||llI lolgiil, ¢ . .
200 225 250 275 300 325 350 375 400 425 w/z
B

4 C
Fig4 Fragmants of reference substance and impurity C in electrospray
ion trap spectrometry
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