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Pass-through systems

LePurport® pass-through system

semicircular silicone plates  configured tubing assemblies

Fluid management

 additional clamp fittingsTubing

 valve platesmulti-way,  multi-port connectors

 straight-through connectors

 tube plugscradle-type clamps



Cleaning, Disinfection and Stainless-Steel Housings

Glove integrity tester

Integrity-testing solutions
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Supporting stainless-steel housingsDisinfectants
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Filter integrity tester



Regulatory Consulting and
Validation Services
LePure's Validation Center Laboratory (LePurValid®), part of LePure Biotech, is an efficient, collaborative 
and interdisciplinary technical team composed of materials scientists, chemists, toxicologists and chemical 
analysts. It is committed to serving as an R&D and technical-service partner to biopharmaceutical 
companies worldwide. The center provides one-stop R&D, validation, testing and safety-assessment 
services, fully supporting technical-service needs across product development, registration submissions, 
manufacturing, post-marketing changes and quality maintenance.

Disinfectant efficacy validation: neutralizer toxicity testing and efficacy testing; in-use shelf-life 
validation after opening; disinfectant efficacy validation. 

Filter validation: risk assessment; extractables and leachables studies; bacterial-retention 
testing; chemical-compatibility testing; product-wetted integrity testing; adsorption testing; 
safety assessment.

Single-use systems and/or components: extractables and leachables studies.

Focuses on the safety of consumables used in upstream and downstream biopharmaceutical processing, 
providing related R&D, validation, testing and safety-assessment services.

Services related to upstream and downstream process consumables01

Two service platforms
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Focuses on the safety of packaging materials used with finished biopharmaceutical products, 
providing related R&D, validation, testing and safety-assessment services.

Services related to final drug products02

CNAS-accredited laboratory and ISO 9001-certified quality 
management system.

The microbiology laboratory has passed P2 certification.

Advanced analytical instrumentation, including UPLC-MS/MS, 
GC-MS, ICP-MS, laser headspace analyzers, helium leak 
detectors and micro-FTIR systems.

Qualifications and analytical capabilities

Compatibility studies: drug-packaging materials, drug-delivery devices and medical 
devices.

Container-closure integrity studies: microbial challenge, vacuum decay, helium 
mass-spectrometry leak detection and laser-based headspace analysis.

Preparation of positive-control samples for closure-integrity studies: laser drilling, 
micropipette insertion and capillary insertion.

Impurity studies: particulate and foreign-matter analysis, elemental impurities and 
related investigations.

Biopharma experience

10+
years 3000+

Extractables database

2000+
Toxicology database

500+
Methods database

Our advantages
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