Implementation of Digital Traceability
for Medicines

A Key Strategic Improvement for Pharmaceutical Companies

Introduction

In the pharmaceutical industry, where patient safety and regulatory compliance are critical,
medicine traceability is not just a requirement — it is a strategic tool. The ability to track
each batch from its origin to the end consumer allows companies to optimize logistics
processes, respond quickly to health contingencies, and strengthen their position in highly
regulated markets.

In this context, implementing a digital traceability system represents an essential
improvement for pharmaceutical companies aiming to modernize their operations and
ensure quality standards in the distribution of medicines.

What is Digital Traceability?

Digital traceability involves electronically recording every movement of a pharmaceutical
product throughout its lifecycle:

- Entry into the warehouse (import or manufacturing)

- Registration by batch, expiration date, and health registration number

- National or international distribution

- Final dispatch to clients, pharmacies, hospitals, or export

The process includes the use of EAN 13 or EAN 14 codes, labels with encoded batches, and a
system that links this data with the physical movements in inventory.

Benefits of Implementing Digital Traceability

1. Greater Health Control:

- Immediate identification of expired, damaged, or recalled products
- Faster and more efficient product recalls

2. Regulatory Compliance and Safe Export:
- Alignment with requirements from DIGEMID, FDA, EMA, or other international agencies
- Facilitates trade with countries requiring unit- or batch-level traceability

3. Reduction in Logistic Errors:
- Prevention of dispatch errors due to incorrect batches
- Minimization of returns due to expiration or improper rotation




4. Data-Driven Decision Making:
- Analysis by batch rotation and expiration trends
- Real data to guide purchasing, storage, and distribution planning

How to Implement Digital Traceability

1. Consolidate a master product database: Including article code, batch, expiration, barcode,
and quantity

2. Digitize code scanning: Use EAN 13/EAN 14 readers to register incoming and outgoing
products by batch

3. Link traceability to the management system: Use ERP or advanced Excel systems to
automate data flow per movement

4. Design standardized internal labels: Include critical traceability and audit information

5. Train staff: On scanning procedures, batch validation, and traceability protocols

Case Study: Improvement in a Pharmaceutical Company

A pharmaceutical distributor operating in Latin America implemented digital traceability
using an enhanced Excel-based system with automated formulas and batch tracking. In less
than three months:

- Reduced shipping errors due to incorrect batches by 90%

- Detected and recalled an expired batch in transit for export

- Met new traceability requirements from an international client, opening a new export
channel

Conclusion

Digital traceability is not just an operational improvement — it is a transformative tool that
reshapes how a pharmaceutical company manages quality, logistics, and its relationships
with clients and health authorities.

Investing in this improvement positions the company as modern, reliable, and ready to
grow in highly regulated global markets.




