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Table 3 — Data Pretreatment Table 4 — Data Pretreatment
from 1000 nm — 2500 nm from 1400 nm - 1500 nm

A study protocol was designed, using a common data (Cluster) (Cluster) It was found that using Savitsky-Golay, first derivative,
set consisting of four formulations of Ibuprofen (200 o T To o i Ty T oo oy 21 point smoothing, third order polynomial, pretreated
mg): two branded and two store-branded Ibuprofen (200 i - spectra and either Principal Component Analysis (PCA)
mg) Immediate Release Tablets, involving three - or Factorization model resulted in different models but
investigating parties, namely, the United States Food e " possessing the same accuracy capabilities for
and Drug Administration (US FDA), the United State e predicting samples comprising similar validation sets.
Pharmacopeia (USP), and Irvine Pharmaceutical Service, S N N N Each model correctly and accurately (100 %) predicated
and three different NIR instruments. Each model Bt Come 160 validation samples using the Buchi model, and 148
consisted of 192 calibration samples and 64 test set : - validation samples using the Bruker and FOSS models.
samples developed for each NIR instrument. Eomtgsoma | S| One validation sample set, a store-branded Ibuprofen
(200 mg) Immediate Release Tablet, was correctly

identified as not belonging to the sample represented in
Figures 1a., 1b., and 1c. — Unscrambler® 9.7 PCA Score Plots of the calibration set by all three models. Based on these

The instruments that were used included a Bruker Buchi (1a), FOSS (1b), and Bruker (1c) Calibration and Test results and despite difference in instrument
Vector 22N FT-NIR spectrometer a Buchi NIRFlex Solids . - . ~ - = configuration number of spectral data points, PCA or

and FOSS XDS Rapid Content Analyzer. The Software : S - BN B Factorization algorithms, and validation modeling
used from each instrument, respectively, were OPUS™

Gemerics “: | . N approach, exact and accurate spectroscopic results can
5.5. NIR Cal® NIRCal® 5.2 and Vision™ 3.4 The ‘ Lul 4L - b i be achieved using NIR spectroscopy for discriminate

on™* ! R analysis.
Unscrambler® 9.7, a stand-alone multivariate analysis |- 7 A1 N Y

and experimental design software package was used as |- - i B .
referee software to assist in developing a common | S N - Conclusion
model. s : ——L = :
This study shows that the same NIR method spectral
Buchi (2a), FOSS (2b), and Bruker (2c) Calibration and Test the same multivariate models can be obtained, despite

Table 1 — Sources of Samples for Study instrumental and software differences, to accurately
; o Sonorie gye Cononc fuo . predict the identity of pharmaceutical dosage forms.
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