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— Best practice and SCT of E&L in OINDP, 2006
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Table 1. Example Extractables RRF Database from GC/FID Method. 2-
Fluorobiphenyl as intermal standard

Analvte ID RF Value RET Value
BHT 1028 095
Irganox 1076 74 035
p-terphenyl-D14 17.40 (.88
Bis (2-ethvlhexyl) phthalate 14 38 0.71
2 6-d-tert-butylphenol 19 96 (.96
Eicosane 15.73 0.77
Dhphenylamine 21.91 1.05
Dibutyl phthalate 12 54 0.61
Statistics
Mean 16.08 0.79
Standard Deviation 4.06 0.23
2RS5D 28.08 20.00
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M All things are poison and
nothing is without
poison. Solely the dose
determines that a thing
IS not a poison.
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Potential for Extractables and Leachables

N-4 N-3 N-2 N-1 (N)
End user
_ Packaging
Monomer Polymer Masterbatcher  Molding Containers/
Synthesis Manufacturing Shop Device

(Converter)  Components

tt 1t 11 "

Catalysis - .
Bulk Chemicals Stabilizers qaplizers Lubricants
Storage Stabilizers  Antioxidants Processing aids Colorants

Processing aids  Antistatic

Others Others

| Trade Secret Protected

Cindy Zweiben, Characterization of Extractables and Leachables in Parenteral Drug Products, Sept 2010
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