


years of experience in the pharmaceutical 
sector, guaranteeing a technical and 
strategic approach

At Coetus, we offer our technical and business
expertise with the commitment to provide high-
quality customized pharmaceutical solutions in 
every project."



a Spanish pharmaceutical 
company with more than 100 employees located at 
different international offices.

Coetus is a member of                             the leading 
hub in Europe for technological and industrial 
services in the healthcare sector. 

Coetus is a strategic partner of              a 
pharmaceutical laboratory located in Madrid.







•  Preparation/compilation of the dossier (Mod 1 - Mod 5) in CTD format.

•  Master Dossier revision/update

•  Reformatting of the Registration Dossier in compliance with any country 

requirement. 

• Submission of a new rmarketing authorization application (Nat, DCP, CP, MRP). 

Documentation support.

• National phase of registration procedures.

• Preparation of mock-ups.

• Elaboration of the deficiency letter response document. Technical support. 

• Price and reimbursement request.

• Scientific Advice Reports.

• Due Diligence of registration dossier (portfolio acquisition)

• Master Variations Typification.

• Marketing Authorization Transfer.

• Regulatory strategies.

• Translation of the Master Dossier.

• Revision of L&S agreements.

• Co-development of medicines.

• Clinical Studies (BE)

• Contact with Health Authorities.

• Renewals.



• Supplier search and Due Diligence.

• Supplier Qualification.

• Auditorias GXP audits:finished product manufacturers, active ingredient

manufacturers, warehouses, testing laboratories, carriers, and

packaging materials, under EU quality regulations.

• Consulting on GMP compliance

• Preparation for GXP inspections.

• Implementation of Quality Systems.

• Conducting Gap Analysis (AARR).

• Writing of PQR (Product Quality Review).

• Writing of SOPs (Standard Operating Procedures).

• Management and follow-up of deviation.  

• GMP, GDP training. 

• Manufacturing transfer.





Local representative responsible for the registration and any relationship with the 
Regulatory Authorities, as well as post-marketing activities. Appointed by the Marketing 

Authorization Holder (MAH) to represent them in the corresponding Member State.
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