Validation Laboratories Inc.

VLI Provides Drug development, Product Developme
Microbiology, Analytical and Bi

oanalytical Services

Contact Information:

Tel: 866-539-1536

Fax 717-427-1727

Email: testing@validationinc.com

www.validationinc.com
Shipping Address:

8018 E Santa Ana Canyon Rd
Suite 100-150

Anaheim Hills, Ca 92808

Comprehensive services, extensive capacity and expertise,
Highly experienced and knowledgeable personnel, and Guaranteed Service

Analytical Testing

Microbiology

o Finished pharmaceutical products o Sterile - assay, impurities, pH, microbial,
= Method development activities to support and sterility as well as process validation
de-formulation studies and determination support for water systems.
of active/excipient ratios 0 Microbial ID
= Method Validation Phase I, II, Il1 o Sterility Testing
= Release Testing 0 Microbial Limits
o] Raw material and Excipients testing o0 Bioburden Analysis
= Proof of structure o0 Water Testing
= |dentification and quantitation 0 Microbial Identification
= Establishment of purity as well as release o Bacterial Endotoxin Test
= Specification development for excipient- 0 Method Development and Validation
masking transformations 0 Minimum Lethal Concentration
o] Packaging components
= Physico-chemical testing
= Moisture permeability
= Container-closure integrity evaluations 3
= Extractables/leachables determinations
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Liquid and Gas Chromatography

High Resolution Mass Spectrometry
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0 Stability Indicating Assays

o0 Solid oral - assay, impurities, dissolution,
disintegration, moisture, hardness, friability,
content uniformity, and cleaning methods.

o Liquid oral - assay, impurities, dose
uniformity, osmolalility, viscosity, pH, and
cleaning methods.

o Topical - assays, impurities, pH, viscosity,
dissolution, moisture, and microbial
methods.

= Method development activities to
support deformulation studies and
determination of active/excipient
ratios
= Excipient identification and
quantitation
" Proof of structure

" Establishment of purity as well as
release
o Impurity Identification
Bioanalytical * High resolution mass spectrometry

Liquid and Gas chromatography
coupled with high resolution Mass

) ] Spectrometry
e Bioanalytical method development
o0 Automated solid phase extraction
o0 Automated liquid-liquid extraction
o LCMS, LC/MS/MS H\ ‘
o GCMS, GC/MS/MS |
e Bioanalytical method validation -t b
Chromatography S

e Impurity profiling (including stereoisomers)
0 Preparatory scale-up separations
o Isolations
0 Purifications
0 Structure elucidation
0 Purity assignment

e Chromatography
o HPLC

GC

Chiral HPLC and GC

TLC

CE,

Semi-Prep LC
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