Equipment Validation

A Kymanox
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Kymanox (ki'-mah-noks’) is a diversified organization that helps its
clients in the biotechnology, pharmaceutical, and medical device
industries achieve their mission-critical objectives. Besides
providing contract services, Kymanox also develops and maintains
products for use in the same industries, as seen on KymaSTORE.com.

Kymanox Means Ideal Knowledge Transfer

Equipment Validation (Including Automation)
Kymanox has provided equipment validation services for a
multitude of systems in a wide range of industry areas.

e Viral Filtration Skids

Filtration processes consisted of the following steps:
Storage Solution Removal, WFI Flush, SIP, Filter Leakage
Test, Buffer Flush, Filtration, Filter WFI Flush, Filter
Washing, CIP with cleaning solution, CIP with WFI, and
Storage of System.

o Multiple Effect Still and Control System

System consisted of an evaporator, separator, condenser,
and control system.

o High-Performance Liguid Chromatography Skids
o (ligonucleotide Synthesizers

e Inline Buffer Dilution Skids

e Automated Skid Manufacturing Systems

o Liquid Nitrogen Storage Tanks

e Compounding Tanks

Utilized to compound commercial batches of ophthalmic
solution and transfer the bulk solution to the Blow/Fill/
Seal (BFS) machine for filling.

Included Lee 300L compounding tanks with Lightnin mixer,
Lee 500L kettle tank with Lightnin mixer, and side scraper.

Transfer lines between the two tanks include sterilizing
filters; transfer lines between the tanks and the BFS
machine included straining filters.

All process and utility valves, mixers, and monitoring
devices used for processing and cleaning were automated.
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of Our Clients

> The US division of a Japan-based

global company that provides
platform purification and processing
solutions for the biotechnology
industry.

> A Contract Manufacturing

Organization (CMO) specializing in
aseptic liquid-filled products, in both
single-use and bulk packages.

> A cGMP facility focused on cellular and

tissue based processing.

> An American pharmaceutical company

that has established and built strong
products in neuroscience,
cardiovascular, oncology, and medical
devices.
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