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Benefits Product Information

= 100% traceable documentation The qualification of equipment and manufacturing systems
right from the beginning is mandatory in many sectors of the pharmaceutical and

= All required certificates provided regulated industries, and is a prerequisite for later process

= Comprehensive |IQ | OQ documentation validation. Sartorius will support you with specially trained

= Compliance with the requirements of experts in GLP- | GMP-compliant equipment qualification.
GLP | GMP standards We will provide reports specifically written foryour

= Strict Sartorius test standards equipment as documentation that you can easily integrated

= Specially trained service technicians will support into your existing quality management systems.

you during your product qualification



Specifications

= Equipment qualification and documentation
will be done based on the equipment-specific
qualification documents

= Testing and documentation of the equipment supplied
and review of the accompanying documents

= Function testing according to equipment specifications
along with documentation of the results

The qualification is available for the following
integrity testers:

= Sartocheck® mini

= Sartocheck® 3 plus | 4 plus

= Sartocheck® Multiunit

= Sartocheck® Trolley

Customer Prerequisites

= The equipment is already at the place of qualification

= Sufficient space for access to the equipment is available

= Power supply is available at the place of qualification

= The customer must designate the person responsible at
the customer’s site when placing an order

Sales and Service ey USA

Sartorius Stedim Biotech GmbH  Sartorius Stedim North America Inc.
CO I’]ta CtS August-Spindler-Strasse 11 565 Johnson Avenue

37079 Goettingen Bohemia, NY 11716
For further contacts, visit Phone +49 551308 0 Toll-Free +1 800 368 7178

www.sartorius.com
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