INTERTEK PHARMACEUTICAL intertek
SERVICES LABORATORY

Whitehouse, New Jersey, USA

Intertek's Pharmaceutical Services laboratory in Whitehouse, NJ is an FDA and DEA registered cGMP compliant facility, specializing in complex and
routine testing services to support the development of drug products, formulations, medical devices and drug delivery systems. We have
pharmaceutical expertise for various GMP and CMC testing, including method development and validation, stability, extractables and leachables, and
elemental impurities.

ELEMENTAL IMPURITIES
United States Pharmacopeia
(USP) <232>and <233>
elemental impurities testing in
drug products including screening
and quantification of potentially
toxic metal impurities

ELEMENTAL ANALYSIS &
TRACE METALS
Supporting pharmaceutical
development and GMP production
through elemental composition and
impurity quantification testing

services

NITROSAMINE IMPURITY
ANALYSIS

Detection and quantification of
nitrosamine impurities

MEDICAL DEVICE TESTING
Analysis to ensure materials
comply with strict industry
specifications to meet application
performance requirements for

STABILITY STUDIES
Supporting drug product
development, commercial

stability studies, batch
release and quality control

intended use in industry testing
EXTRACTABLES AND
QUALITY CONTROL LEACHABLES

Release testing of raw materials,
excipients, APIs and intermediates to
pharmacopoeia specifications
supported by troubleshooting and
specialist QC methods

Quantification and assessment of
risks associated with potential
leachable impurities that originate
from pharmaceutical container
closures, process equipment and
medical device packaging

ANALYTICAL METHOD
DEVELOPMENT AND VALIDATION
Supporting drug development delivering
regulatory-driven and phase-appropriate
methodology across a range of analytical
technologies

FOR MORE INFORMATION

@ +1 908-534-4445 intertek.whitehouse@intertek.com @ intertek.com/pharmaceutical/analysis/whitehouse-nj/



