
QUALITY POLICY

The final aim of Meiji Pharma Spain S.A. Quality Policy is to supply 
Medicines and Medical devices which meet the customers’ 
expectations, requirements and delivery dates and additionally comply 
not only with the Pharmacopoeia and the rest of the legal proper 
regulations, but also with the applicable environmental legislation. The 
commitment of the Direction must meet the Medical Device and 
medicine’s essential requirements and maintain the effectiveness of 
the quality system.

This Quality Policy involves all the company levels, including the 
Presidency and the Vice-presidency who, considering this philosophy, 
takes the following actions:

• Defining a Quality System, which is documentarily developed in 
written procedures, specifications, technical instructions (Records) 
and Quality Records. To this effect, they apply the available tools, 
such as the design control and verification or the risks management, 
when necessary and make sure that this System is understood, 
implemented and updated in the whole organisation.

• Providing the Company with the necessary human and technical 
resources, the suitable areas and premises, the appropriate 
equipment and services, the convenient raw materials, the approved 
instructions and documents, and the adequate storage and 
transportation in order to ensure the quality of the products and bring 
to satisfactory end the Quality Policy, avoiding any customers claims 
and achieving the highest productivity level.

• Creating a favourable environment to the promotion of quality 
within the company, training and motivating the personnel so that the 
can perform the procedures correctly.

• To ensure that the Good Manufacturing Practice guidelines and 
Regulation (EU) 2017/745 of the European Parliament and of the 
Council of 5 April 2017 on medical devices, UNE-EN-ISO 
13485:2018, 21 CFR 820 Quality System Regulation, RD 782/2013 
and Directive 2001/83/CE about distribution of medicines, and any 
other applicable quality standard pursuant to company policy or 
timeline needs are followed, thus ensuring that the products are 
manufactured, controlled and distributed adequately for achieving 
the quality levels for the intended use.

• Making sure that all the people that belong to Meiji Pharma Spain 
S.A. clearly understand all the responsibilities they are conferred in 
writing, as well as the functions that they must perform and for which 
they are trained (when necessary).

• Delegating to the QA responsible and the Technical Director the 
necessary authority in order to manage and verify the issues related 
to Quality, independently of any other functional department, except 
for the Presidency and the Vice-presidency.


