NEWS

SOPROEN AND JCP REGULATORIOS S.A.S. SUCCESSFULLY COMPLETE
DEVELOPMENT OF COMPREHENSIVE PHARMACOVIGILANCE WEB
APPLICATION
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Quito, Ecuador — Agosto 2024

SOPROEN, developed an advanced pharmacovigilance web application for JCP Regulatorios
S.A.S. This innovative system offers functionalities designed to enhance medication safety and
regulatory compliance.

JCP Regulatorios S.A.S. specializes in assisting pharmaceutical companies in meeting
Ecuadorian regulatory standards, from obtaining Good Manufacturing Practices (GMP)
certification to securing sanitary registrations. With this new pharmacovigilance solution, JCP
has significantly expanded its ability to support these companies through a reliable and efficient
platform.

Key Features of the System:

o Periodic Safety Reports: Automated generation of periodic safety update reports
(PSURS), essential for continuous monitoring of the risk-benefit profile of medications.

o Risk-Benefit Analysis Reports: Tools for creating detailed reports on the risk-benefit
relationship of pharmaceutical products.

o Scientific Literature Management: The system allows for the storage and
organization of scientific literature related to the pharmaceutical companies’
medications, facilitating access to critical information.

o Record Management: Users can add records, with editing restricted to specific
profiles and deletion limited to administrators.



e Advanced Search Filters: Users can search records by date, ID number, unique
adverse reaction code, and attachment name, streamlining access to specific
information.

e Unlimited Attachments: Attachments can be added without restrictions, enhancing
documentation for each case.

e Multi-Company Support: The platform supports multiple companies, with user
access tailored to the specific permissions of each organization.



