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Accelerate Your
Qualification Process
ZEISS 1Q/0Q Service

The qualification of quality assurance systems is essential for complying

with the requirements of regulated industries. Speed up the integration
time of your new quality assurance system with our full-service package
featuring the relevant documentation of the Installation Qualification (1Q)
and Operational Qualification (OQ) for our hardware and software.

1Q and OQ are important phases within the validation process of new systems:

User Requirements Verification Performance
Specification Qualification (PQ)
Functional Verification Operational
specification R Qualification (0Q)
\J
Design Verification Installation
Specification T Qualification (1Q)
System
Build

Our 1Q/0Q Service includes the requirements for validation and

provides all necessary documents for internal validation and

process approval:

m Personal consulting and support in the IQ/0Q process

m Collection of relevant IQ/0Q documents

1Q > Verification of the scope of delivery and installation, complete
documentation, 1Q report

0Q > System and functional tests, system calibration, OQ report
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Your benefits: v

. m Time saving — start production earlier

m Compliance — meet national and international

: requirements in the pharmaceutical or
biotechnology industry

m Expertise — check completeness of relevant

: documents

. m Expert consulting — benefit from a single data

© sourceand a designated contact

0Q: Manufacturers verify that equipment operates according to
functional specifications. They need to carry out tests for each
component to confirm that every part of the microscope operates
as intended at pre-set thresholds.

1Q: Companies operating in regulated markets must verify
that the microscope meets design specifications and has been
correctly installed and configured according to requirements.
Manufacturers must confirm that all required documents,
certificates, and manuals are correctly executed and available.

Looking to accelerate your validation process?

Contact our experts:
validate.your.microscopy@zeiss.com
www.zeiss.com/biopharma

Not all products are available in every country. Use of products for in vitro diagnostic procedures or purposes may be limited by local regulations. Contact your local ZEISS representative for more information.
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