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Introduction 

Seretide® Accuhaler® is an originator dry powder inhaler containing fluticasone propionate and salmeterol xinafoate. 
Its generic products have been available in India for many years, but there is no published study comparing them 
with the originator product. 

Aim 

The objective of the current study is to compare the in vitro dispersion performance between Accuhaler and two 
Indian generic products, Esiflo® Lupihaler®, and Seroflo® Revolizer®.  

Methods 

Three inhalers of each product from the same batch were tested. Each inhaler underwent 10 dose uniformity runs 
and three aerodynamic particle size distribution tests in a randomized order. They were conducted with the Dose 
Uniformity Sampling Apparatus and the Next Generation Impactor, respectively. The drug deposits after dispersion 
were quantified using high performance liquid chromatography.  

Results and discussion 

Both generic products emitted 25-30% less fluticasone propionate and 12-16% less salmeterol xinafoate than the 
originator. The mass median aerodynamic diameter of fluticasone propionate was the smallest for Accuhaler 
(Accuhaler: 3.2 µm; Lupihaler: 4.5 µm; Revolizer: 4.0 µm; p < 0.05). Lupihaler had a significantly lower fine particle 
fraction < 5 µm (Accuhaler: 19.6%; Revolizer: 18.6%; Lupihaler: 11.4%; p < 0.05). Interestingly, the mass median 
aerodynamic diameter and fine particle fraction of salmeterol xinafoate were similar between the products, at 
approximately 3.5 µm and 17%, respectively. 

Conclusions 

The two Indian generics were non-equivalent to Accuhaler in vitro. Further in vivo studies are necessary to examine 
the clinical significance of the observed in vitro differences. 


