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<660> Containers-Glass

<661> Plastic Packaging Systems and Their Materials of Construction

Actual Specs
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<661.2> Plastic Packaging Systems for Pharmaceutical Use Methods
<670> Auxiliary Packaging Components
<671> Containers-Performance Testing
<691> Cotton
<1079> Good Storage and Distribution Practice for Drug Products
<1136> Packaging and Repackaging — Single-Unit Containers
<1177> Good Packaging Practice /
<1661> Evaluation of Plastic Packaging Systems and Their Materials of
Construction with Respect to Their User Safety Impact
<1662> Assessment of Extractables Associated with Pharmaceutical Concept/
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<1663> Assessment of Leachables Associated with Pharmaceutical
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USP1661I[CRENEETOER (B AT LRI 70-)

Material Assessment; Characterization. Screening and Selection
Characterize materials of construction, and determine that yhey are
appropriate for their application; USP <661.1>

Packaging System Assessment and Qualification

Test packaging system for extractables and assess
the potential safety imapct of the extractables profile;
USP <661.2> with reference to <1663>

Product Assessment and
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0661.1[CEDE, BEMPZEERTD
Material of Construction|cXtU CaB&%z 52k
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BEI AT LOFHT

0661.2ICEDE, BFVAT LICHU CERERZRE

(Bl : R™L, IRMLEFvYT, TURS—)
® Chemical Safety Assessment

Qualification

Test the packaged product for
leachables, and assess
the potential safety imapct
of the leachables profile;

USP <661.2> with
reference to <1664>

<1661>
General Principals

— Extractrables s

RFAH D R T LOFHT

® Chemical Safety Assessment
— Leachables DEF(fh

Figure 1. The three-stage process for the characterization and safety qualification of pakaging systems and their materials of construction.
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