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Efficiency in the creation of GxP-compliant 

supplier documents 

 

Initial Situation 

Suppliers of machines or software supplying 

customers in GxP-regulated environment regularly 

have to fulfill customer requirements that vary greatly 

in the level of detail. Working on those projects, there 

is often uncertainty about what documentation needs 

to be provided and how detailed it needs to be. 

Furthermore, these customer requirements for 

documentation represent an effort that is difficult to 

calculate. Aim is to deliver GMP-compliant documents 

that meet the specifications with little effort as possible. 

 

Ad Hoc Service for the Creation of GMP-Compliant 

Documentation  

Do you have a current project that requires a quality-

compliant soft- and hardware design specification but 

lack the internal resources? gempex provides ad hoc 

support and prepares the required documents 

together with the supplier. Based on extensive 

experience and using an adaptable template, this is 

done efficiently and routinely. 

Setup of a Standardized Documentation Structure 

Basic requirements that concern the documentation of 

software are identical, for example, regarding the data 

integrity of computer systems. Furthermore, 

customers in the GMP-regulated environment require 

prescribed specifications. The content structure of 

these specifications and the associated test 

documents can therefore also be done uniformly 

structured and standardized.  

gempex develops this structure together with the 

supplier. Once implemented, it is available as an 

existing template for every new project. Customer-

specific parameters are then added in the projects. 

 

 

Based on this inventory documentation, a solution is 

developed that shows how the documentation must be 

structured so it can be used directly for the respective 

customer environment. 

Solution proposal for standard products  

For software manufacturers or manufacturers of 

standard machines, a coordinated, standardized 

documentation "kit" will be prepared. Deviations can 

be described in "add-on documents”. 

Solution proposal for customized products 

For manufacturers of special-purpose machines, a 

tailor-made document structure will be prepared. 

Individual specification documents can then be 

compiled efficiently and in a structured manner from 

different text modules. 

 

Proving Quality in the Product Development 

Process 

In supplier audits, the quality of the product 

development must also be proven to the customer. 

Here, it is important for the supplier to present a 

document in which the development process is 

described in a comprehensible and clearly 

understandable manner.  

gempex supports document preparation and focuses 

on the quality-relevant steps that need to be 

documented as part of the development, change, and 

release management processes.  

Benefits 

• GMP-compliant documentation 

• Standardized document template 

• Efficient, flexible preparation of design 

documents  

• A reusable system established within the 

company  

• Audit readiness  
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