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Determining migration of antioxidant 1076 in the packing rubber
plug of cefotaxime sodium for injection by LC-MS/MS

LIU Xing-lan, WANG Xiao—lan, YANG Jing

( Sichuan Institute for Food and Drug Control, Chengdu 611731, China )

Abstract Objective: To establish a method for the determination of the content of antioxidant 1076 by the
LC-MS/MS. Methods: Using ZORBAX Eclipse Plus Cg column ( 2. 1 mm x 50 mm, 1. 8 pm ) ; Mobile phase: The
0. 1% formic acid and methanol was 2:98; Column temperature was 35 °C ; lon source: A—PCI source. Results:
The linearity was good between 0. 269 pg*mL™"'-21.52 pg+mL™". The correlation coefficient was 0. 999 3. The
average recovery rate was 95. 5%, RSD was 3. 5% and the detection limit was 0. 001 pg - mL™". Conclusion: This
method has high sensitivity and low detection limit, thus can be used for the determination of migration quantity of
antioxidant 1076 from medicine packaging migration to drugs.
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Fig. 1 Chromatograms of antioxidant extraction sample of cefotaxime
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substance ( B ) and blank solvent( C )
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Tab.1 MRM parameters
ID £ %% Q1 i Q3 Jit B ER I R] 28 IR EATN
( name ) (mass ) (mass ) (dwell) ( parameter ) (start) (stop)
10761 530.3 515.2 50.0 DP 150.00 150.00
CE 27.00 27.00
10762 530.3 147.1 50.0 DpP 150.00 150.00
CE 42.00 42.00

178 R BRI AL S,~S,, BTk il 0.269.0.538 .
1.076.2.152,5.38.10.76 . 21.52 pg - mL™", X F& 5 (3,
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Fig.2 Chromatogram of reference substance of antioxidant 1076
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Fig. 3 Chromatogram of antioxidant 1076 in cefotaxime sodium
injection
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F2 HiMmPMEF 1076 TBER( %)
Tab.2 Migration of antioxidant 1076 in the test sample
i 3 A fni 6 A
Eilne 0oH BHpALcE 12 H (accelerated for 3 (accelerated for 6
(1ot number ) (‘month ) ('shady place for 12 months ) months ) months )
Hki
141101 ( not detected ) 0.000 4 0.002 2 0.002 0
Akt
141102 ( not detected ) 0.001 0 0.001 6 0.002 9
141103 KAz (not detected ) 0.000 4 0.002 3 0.002 2
*3 BEE&R
Tab.3 Results of clarification
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months )
N5 NTF15 KF1%5 KT 15
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(less than 1) (less than 1) (‘more than 1) ('more than 1)
141102 AT AT 15 KT 1% KT 15
(less than 1) (less than 1) (' more than 1) (‘more than 1)
INF1E INF LS RKT1% KF15
141103
(less than 1) (less than 1) (' more than 1) (' more than 1)
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