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Study on the quality of ampicilln sodim for injection

ZHOU Xio- x1 LIQ ng— cuj GUO Jng— wen
CU I Guang— qing DENG Zi- xn, FU Xiao— li

(Shanxi Institute for Dug Contio] Taiyuan 03000, China)

Abstract Objective To sudy the quality of differen t process for production of anpicilln sodiun M ethods By using
powder X— ray diffracton scanning electron m icroscopg infrared spectioscopy related substances detem nation ae
celerated sanples were analyzed The resiual solents of ampicilln sodum and 2- ethylhexanoic acid of crystalline
sanples were detem ned Results Solvent crystallinzation process sanples are crystalline povder freeze drying and
spray dryng process products were amorphous povder Related substances of solent crystallinzation process sanp les
weremuch lower and the production wasmore stable Conclusion Stud s have shown that the raw materials of so Ivent
ciystallnzaton process of production is themost stab le and should be used by guding the entemprises
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Fig 3 Election microscope scan of crystalline sam ples of enterprise B
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Fig4 R sgpectnm of smples in different production processes

A ( solent crystallnztion process) B

( freeze drying process and spray diy ing process)
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Tab 1 Process of gradient elution

(ratio of mobile phase)

(tine) fmin A B
0 85 5
30 0 00
45 0 00
50 85 5
60 85 5
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Tab 2 Detem nation results of related substances in sam ples of different

( production process)

(‘amp icilin diner) (‘any other mpurity) ( otal mpurities other than anpicillin diner)
( solvent crystallinza tion pro cess) Q0 28~ .04 0. 08~ 067 022~ .43
( freeze drying process) 2 26~ 4.38 0.47~ .63 .09~ 4.00
( spray drying process) . 74~ 3.80 0.48~ .92 .42~ 4. 66
1 40 6Q 80 C 40 C,
40, 60 , 8 Vo , 3d
5d , BP 2009
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3
2 2
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Fig5 HPLC hmmabgran of anpicillin ssdim br njection D
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Fig 6 The i pactof tem perature on the content of an picilln diner(A ) and btal m purities other than anpicillin dmexr( B)
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