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(na/g)
cd 1 5 2
Pb 1 5 5
As (Inorganic) 1 15 i5 2
Hg (Inorganic) 1 30 1
Co 20 50 3

v 2A 100 10 1

Ni 2A 200 20 5

Tl 2B 8 8 8

Au 2B 100 100 1
pd 2B 100 10 1
Ir 2B 100 10 1
0s 2B 100 10 1
Rh 2B 100 10 1
Ru 2B 100 10 1
Se 2B 150 80 130
Ag 2B 150 10 7
Pt 2B 100 10 1
Li 3 550 250 25
Sb 3 1200 90 20
Ba 3 1400 700 300
Mo 3 3000 1500 10

Cu 3 3000 300 30

Sn 3 6000 600 60

Cr 3 11000 1100 3

Table : PDE for element impurities of Drug products
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USP <2232> Elemental Contaminants in Dietary
Supplements
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iCAP™ PRO series ICP-0ES
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PDE
J Value (w/w) =

Maximum Daily Dose x Dilution Factor

PHARMACEUTICAL QUALITY CONTROL TESTING

Spec

Volatile Organic Impurities - HS GC-FID, HS GC-MS
Semi-Volatile Organic Impurities - GC-MS/MS
Non-Volatile Organic Impurities - LC-MS/MS

- TRACE™ 1300 Series TSQ™ 9610 Triple
romeleon
GC Quadrupole GC-MS/MS

TSQ Quantis™

Orbitrap Exploris 120 MS Triple Quadrupole MS
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