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GAMP 4 to GAMP 5 Summary

Introduction

This document provides summary information on the GAMP 5 Guide and provides a mapping to the
previous version, GAMP 4. It specifically provides:

‘Summary of Need for GAMP 5

Overview of GAMP Documentation Structure
GAMP 5 Main Body Structure

GAMP 5 Appendices

New and Revised Material

GAMP 4 to GAMP 5 Mapping

1 Summary of Need for GAMP 5

The GAMP Guide has been significantly updated to align with the concepts and terminology of recent
regulatory and industry developments.
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These regulatory and industry developments focus attention on patient safety, product quality, and data
integrity. This is a key driver for GAMP 5.

Coupled to this there is the need to:

« Avoid duplication of activities (e.g., by fully integrating engineering and computer system activities
so that they are only performed once)

« Leverage supplier activities to the maximum possible extent, while still ensuring fitness for
intended use

* Scale all life cycle activities and rding to risk, and
novelty

« Recognize that most computerized systems are now based on configurable packages, many of
them networked

« Acknowledge that traditional linear or waterfall development models are not the most appropriate
in all cases
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.. and needs, at a minimum, a servo motor and power supply." In a virtual environment, it is also possible to make 3D models of sculpture, reliefs, or even other kinds of objects. This is possible because the software used in virtual 3D design allows great flexibility, with the possibility of moving the model and changing its size and shape. CAD and CAM have progressed further than they had when
the distinction between the two was made. In fact, they are very similar in many respects. The main difference between CAD and CAM is that in CAD all the designs are in a data format and may be viewed, viewed and modified using software. In CAM, the design is manufactured by mechanical means, using machines or CNCs. Typical materials in 3D printing are metal, plaster, clay, nylon, wax,
polypropylene, food, foam and gel. All these materials are produced using a 3D printer, such as a fused deposition modelling (FDM) printer or an inkjet-based printer. There are many types of 3D printers, and in addition to CAD and CAM, they are used for music, interior design, sculptures, prosthetics, printing items of clothing, and home and office goods. A 3D printer is a machine that is capable
of printing 3D objects from digital models using various materials. Using a 3D printer can be an inexpensive way to make changes to objects without having to make the items by hand. Sometimes, there is a cost difference between using a 3D printer and using a CNC machine or a traditional manufacturing process. This is because the ability to create custom parts and models through CAD and CAM
designs greatly lowers the barriers to entry, because it is easier to share the models with potential customers. 3D printing 3D printing allows objects to be printed by direct material deposition. To build a 3D model or shape, a design can be input into a computer or machine, which calculates the 3D shape of the material needed and then moves a print head over the surface, depositing the material as
required. Since the design of the object is always under computer control, there is an option to make tweaks in the form of 'design modifications'. Different types of 3D printer have differing characteristics. The choice of type and specifications of the 3D printer that one selects will depend upon the materials to be used, the range of designs one wishes to produce, and the accuracy of the 82157476af
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