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Actual regulatory requirements by the European Medicines |
Agency (EMA) (1) and the United States Pharmacopeia (USP) ]
(2) for elemental impurities monitoring in drug products !
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range with a quantitative, fast and accurate analysis.
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*To investigated the feasibility of
WDXRF for the measurement of 11
elements (Cu, Cr, Ir, Mo, Mn, Ni, Os, Pb,
Pt, Rh and Ru) in drug products and
dietary supplements, following the
requirements set by international
bodies.
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Figure 2. Number of samples with impurities above USP limits

[VALOR] *

*To calculate Risk assessment for non-
carcinogenic  effects for  dietary
supplements using the Hazard Index (HI)
following the Environmental Protection
Agency (EPA) guidelines (4).

[VALOR] ®

MATERIALS & METHODS
EE uipment:
i4 kW WDXRF spectrometer (S4 Pioneer, Bruker AXS).

i Calibration and validation: According to ICH Guidelines (3).
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{Reagents: All reagents were of high analytical grade (299% Reagent or Ph
1

1Eur).
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iConcentration ranges of calibration standards (ppm): 0-10 (Pb), 0-15 (Ir,
10s, Pt, Rh and Ru), 0-30 (Cr, Mo and Ni ) and 0-300 (Cu, Mn).
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Samples:

CONCLUSIONS

WDXRF technique may be an alternative to the compendial

recommended analytical procedures;

* High levels of Cr, Mn and Pb were measured in some of the
analysed products;

* The simultaneous presence of high levels of Pb and Mn in
the same supplement, represent a concern to human
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risks that cannot be ignored
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