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Comparative evaluation of the quality of brand and generic zoledronic acid injection
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Abstract: Objective To comparatively assess the quality of generic zoledronic acid injection against that of the brand. Methods
Referring to the drug standard of zoledronic acid injection, to compare the drug quality between the generic and the brand, in terms
of osmolality, particulate matter, impurity, mean zoledronic acid content etc. Results The brand was all isotonic, but the generic
were hypotonic, with osmolalities of 274 mOsmol/kg and 260 mOsmol/kg, respectively. There were little differences between the
brand and the generic in the number of particles with diameters of over 10 wm or 25 pum, but the generic had significantly larger
number of particles with diameters over 1 wm compared with the brand. The detection result of FlowCAM was generally higher than
that of light blockage. Contents of zoledronic acid in the brand were stable, but the generic had larger fluctuation between batches
and were 99. 10% and 103. 82% of the control, respectively. Both the brand and the generic had the same type of impurities, the
contents of total impurities were 0. 13% -0.18% . Compared with the brand, the generic had higher content of the impurity of
RT7. 15 min but lower content of the impurity of RT11.21 min. Conclusion The qualities of the brand and the generic both
satisfied the drug standard, but the brand was superior in osmolality, particulate matter ( =1 pm) and content stability.
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