Semi-validation of the LC-MS/MS method for identification and comparative quantification of host
cell protein (HCP) impurities In teriparatide drug products
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Introduction

The presence of host cell protein (HCP) impurities is one of the major

Results and discussion

Table 2. Quantification results of the protein spiked and the 1-20 ppm
recovery calculated. Recovery (%) were calculated between the 10.0

relative quantified amount and the amount of the UPS2 proteins

Table 1. List of the protein spiked and the detection and quantification
results. In total, 35 of the spiked proteins were detected (33 were identified
with = 2 unique peptides).
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m Figure 1. All the spiked protein > 1 ppm are detected (35 out of 48). Eight of Disclaimer: The views presented in this poster are those of the authors and

Figure 2. Linear regressions between quantified and spiked proteins do not necessarily reflect the views or policies of the FDA.

20-10000 ppm).

the 10 spiked proteins at very low level (1-10 ppm) are quantified. All the
spiked protein > 10 ppm quantified.

. S Skyline
Figure 1. Method validation workflow
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