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Regulations within the pharmaceutical industry and relationship of ICH 

Almasa AldwaeiaQuality Management System as described in the 
international health authority regulatory requirements, also known as “cGxP”, a collection of 
quality guidelines, standards and regulations that ensure that our products are safe, 
efficacious and meet their intended use throughout their lifecycle, such as: 

▪Manufacturing: current Good Manufacturing Practice (cGMP)
▪Distribution: current Good Distribution Practice (cGDP)
▪Storage: current Good Storage Practice (cGSP) 

Different sections of the cGxP apply and certification to the corresponding requirements are 
mandated by the relevant authorities. 

The International Council for Harmonization of Technical Requirements for 
Pharmaceuticals for Human Use (ICH) brings together the regulatory authorities and 
pharmaceutical industry to discuss scientific and technical aspects of drug registration 

ICH aims to achieve greater harmonization worldwide to ensure that safe, effective, and 
high-quality medicines are developed and registered according to ICH guidelines, which 
are based on scientific consensus between regulatory and industry experts. 

ICH Q    describes a comprehensive model for an effective quality management system 
for the pharmaceutical industry, referred to as the Pharmaceutical Quality System. It 
provides a framework to      :   2,3

− Establish, implement and maintain a system that is able to deliver high quality products

- Develop and use effective monitoring and control systems for process performance and 
product quality 

Quality Manual is based on 

ALAMASA ALDWAEIA QUALITY MANAGMENT SYSTEM
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