
With RETEL, you can implement the follow-
ing business cases in precise accordance with 
your needs:
•	 Completion of your plant qualification / computer 

system validation (CSV) process
•	 Meeting your GxP compliance requirements
•	 Audit-compliant and consistent documentation
•	 Assessment, expansion and optimisation of your 

qualification / CSV processes
•	 Low resource commitment enables a high degree  

of flexibility, leaving you free to focus on your own 
core competencies

Our expertise and core competence in the 
regulatory environment:
•	 Manufacturing plants used in the pharmaceutical, 

active ingredient chemistry, biotech and medtech 
sectors

•	 Packaging plants and complete lines
•	 Data acquisition systems for rooms and processes
•	 Infrastructure plants and systems
•	 OT infrastructures (server platforms, networks, etc.)
•	 Qualification / CSV of GMP third-party package units

RETEL offers you …
•	 Industry-relevant process and technology  

expertise
•	 Qualification process according to customer 

specifications or GAMP5
•	 Comprehensive or selective service

‘Be compliant’ – based on your needs and the  
regulatory requirements, we take care of all require- 
ments relating to the qualification / CSV of computerised  
systems, plants and IT networks over the entire life  
cycle, all while ensuring a professional and audit-compliant  
approach. With over 40 years of industry experience,  
RETEL is your perfect partner for qualification / CSV needs.

Qualification / CSV 



•	 Assistance with / creation of the qualification / validation strategy
•	 GxP compliance assessment
•	 Assistance with / determination of qualification costs

•	 Re-qualification of existing plants / systems
•	 Assistance / completion of periodic reviews
•	 Assistance / completion of system audit trail reviews
•	 Calibration / adjustment of physical parameters
•	 Temperature / humidity mapping

•	 Determination and definition of the decommissioning (Decomm.) strategy
•	 Creation and implementation of decommissioning plans for plants /  

systems
•	 Final calibration

Design process / project management
•	 Creation of (project and) qualification plans
•	 Creation of User Requirement Specifications (URS)
•	 Integration of external qualifications

GxP assessments
•	 Preparing impact / compliance / data integrity assessments
•	 Risk analyses / GAMP categorisation (SW&HW)

Preparation of plans / documents
•	 Creation of qualification plans from DQ to PQ

Execution
•	 On-site qualifications carried out at our customers’ premises
•	 Creation of the Qualification Summary Report (QSR)
•	 Assistance with project management and commissioning
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•	 Application of the customer 
qualification / CSV process

•	 Analysis and advising the customer  
on the qualification / CSV process

•	 Creation, expansion and optimisation 
of the qualification / CSV process

Our meticulous attention to detail enables us  
to solve your tasks in an optimal manner.
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Needs-based qualification / CSV
Define the ideal qualification strategy according to system complexity  
and customer requirements.


