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Comprehensive Integrated Service 

for Qualification and Documentation 

 

Initial Situation 

Qualification as an essential quality assurance step in 

the construction or reconstruction of pharmaceutical 

plants requires multidisciplinary work and the 

involvement of many individual specialist disciplines 

and trades. This also requires recourse to the 

individual qualification services of these units. 

Completeness, regulatory compliance, and 

consistency in the structure and layout of documents, 

while also taking time and cost requirements into 

account, is a real challenge in the rush of day-to-day 

project environment, requiring consistent and 

experienced "qualification management". 

 

A Special Service from gempex GmbH  

With our experienced qualification coordinators, we 

offer you a fully integrated qualification management 

and documentation service with: 

 

• Coordination of the disciplines involved, including 
their training 

• Definition of necessary workflows 

• Definition of key documents 

• Creation / review of GMP user requirement 
specifications (URS) 

• Creation / review of GMP risk analyses 

• Review of GMP requirements in tenders 

• Evaluation and recommendation of suppliers and 
service providers, including auditing 

• Evaluation and clarification of external 
qualification services 

• FAT / SAT support and documentation 

• Harmonization and integration of qualification 
documentation 

• Coordination of document circulation,  
reviews, and approvals 

• Ensuring data integrity 

• Time and cost control 

• Change and deviations tracking 

• Inspection preparation 

 

 

 

 

 

 

Your Advantages at a Glance 

• One contact person for all qualification services 

• A fully comprehensive qualification package 

• Harmonized GEP / GMP processes 

• Compliance with time and cost specifications 

• Reliability during regulatory inspections 

 

Lessons Learned 

Leveraging the expertise of suppliers and 

incorporating the technical documentation provided 

(e.g., FAT / SAT documents) or the supplier's 

qualification documents can be important factors in 

ensuring that the project's execution is completed 

quickly and cost-effectively. 

It is important that early coordination and correct 

integration are controlled and coordinated. 

Qualification management is the key to success here. 

 

 

 
Contact 

Tel +49 621 819119-0 
E-Mail  contact@gempex.com  
 
More information on  

www.gempex.com/commissioning and qualification 
 

http://www.gempex.de/
mailto:contact@gempex.com
https://www.gempex.com/services/commissioning-qualification/

