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Study on the relationship between the crystal form and quality

of ceftriaxone sodium for injection
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ABSTRACT: Objective Exploring the influence of crystal form of ceftriaxone sodium on the quality of ceftriaxone
sodium for injection products. Methods Analyze the relationship and reasons between crystal form and product
quality by comparing the changes in polymer content of different crystal form products after long-term and accelerated
testing. Results There are differences in the quality stability of different crystal forms of ceftriaxone sodium products.

Conclusion Production enterprises should pay attention to the production process and choose the optimal crystal form to

improve product quality
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Table 1 The polymer content of the product after different periods and thermal acceleration tests
R #ts ML 2016 AFRIEY (%) 2017 AEEREW (%) BN (%) AR RO (%) FCIEARTIE N (%)
1 160318 C 0.34 0.55 0.21 1.29 0.74
1 151243 C 0.28 0.38 0.10 1.05 0.67
1 160305 C 0.30 0.52 0.22 1.32 0.80
1 150611 C 0.29 0.33 0.04 0.72 0.39
1 160178 A 0.20 0.27 0.07 0.52 0.25
1 160129 C 0.22 0.34 0.12 0.72 0.38
2 5101216AM A 0.16 0.18 0.02 0.31 0.13
2 S5111376AM A 0.11 0.13 0.02 0.33 0.19
2 4110915AM C 0.21 0.23 0.02 0.39 0.16
2 5080806AM B 0.24 0.38 0.14 0.76 0.38
2 5040356AM C 0.24 0.26 0.02 0.46 0.20
2 S111535AM A 0.18 0.20 0.02 0.40 0.20
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PR K =2 A 2016 AR (%) 2017 AEEREW (%) B (%) IMPJE R RY R (%) CIEARTEE M (%)
3 1511126 B 0.30 0.51 0.21 1.04 0.54
3 1603105 B 0.30 0.39 0.09 0.95 0.56
3 1511131 B 0.22 0.45 0.23 0.88 0.43
3 1603103 B 0.19 0.37 0.18 0.86 0.49
3 1511118 B 0.27 0.38 0.11 0.87 0.49
3 1511124 B 0.30 0.41 0.11 0.89 0.48
4 316022059 B 0.11 0.43 0.32 0.85 0.41
4 316061047 B 0.19 0.30 0.11 0.79 0.49
4 316012088 B 0.24 0.42 0.18 0.92 0.50
4 316061046 B 0.18 0.29 0.11 0.60 0.30
4 316061057 B 0.09 0.30 0.21 0.78 0.49
4 316061049 B 0.14 0.40 0.26 0.87 0.48
5 1560445 A 0.10 0.19 0.09 0.43 0.24
5 1560485 C 0.18 0.24 0.06 0.87 0.63
5 1560102 C 0.24 0.32 0.08 0.87 0.55
5 1560486 C 0.21 0.28 0.07 0.73 0.45
5 1551244 C 0.09 0.25 0.16 0.91 0.66
5 15512105 C 0.18 0.29 0.11 0.92 0.63
By SH6154 A 0.42 0.45 0.03 0.76 0.30
B IIF SH6167 A 0.43 0.46 0.03 0.75 0.29
B IIF SH6196 A 0.32 0.37 0.05 0.58 0.21
WIGSY SH6197 A 0.33 0.37 0.04 0.61 0.25
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Fig.2 Changes in polymer content of 34 batch samples
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