Device Qualification 1Q | 0Q

BioSealer” TC
Order No.: S873S1Q0Q

Benefits

100% traceable documentation right from the beginning
All required certificates provided

Comprehensive 1Q/0Q documentation

Compliance with the requirements of GLP | GMP standards
Strict Sartorius test standards

Specially trained service technicians will support you during
your product qualification

Product Information

sartorius

biotech

Prerequisite for validation of your processes is qualification of the devices used. This is why qualification of
measurement systems is obligatory in many areas of the pharmaceutical industry.

Sartorius supports you in GLP/GMPcompliant device qualification with an expert team of trained specialists.
Devicespecific reports and documentation can easily be integrated in existing QM systems.

Specifications

¢ Device qualification and documentation are based on
device-specific qualification documents

e Check and documentation of scope of delivery and
provided documents

e Check of device for transport damage and documentation
¢ |nstallation and commissioning of device

e Documentation of device installation

¢ Functional check acc. to specifications, incl. documentation

of results

e Brief instructions to operating personnel at workstation
(not application training) with documentation

Prerequisites required by the customer

Device is standing at the installation location
Unobstructed access to the device

Power is available at the installation location
Tubing material needs to be provided

When ordering, a responsible person has to be appointed
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Service



Interested? Just get in touch with us for a free service
consultation. You will find all important information on
our website at www.sartorius.com/service.
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