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➢ IVD Evaluation Pathways in Paraguay

1) DINAVISA Resolution 266/22: IVD Health Registration (Standard Procedure, 
effective August 31, 2022)

2) DINAVISA Resolution 44/24 (Simplified Registration Process – Reliance, 
effective as of January 30, 2024) 



➢ System Objectives

• Optimize regulatory timelines 
• Avoid duplication of evaluations 
• Maintain healthcare quality standards 
• Facilitate timely access to IVD technologies 
• Efficient use of technical resources 



➢ Main General Requirements

• Payment of the applicable fee
• PSR form (Annex II of the resolution)
• Evidence of approval by the Reference Authority
• Complete technical dossier
• Legal documents (e.g., Power of Attorney/Letter of 

Representation)
• Administrative documents (e.g., RUE)





➢ Stages of the evaluation process under Reliance and regulatory 

controls that are maintained

• Receipt and administrative review. 

• Analysis of Reliance applicability

• Document verification. 

• Inspection activities. 

• Post-marketing surveillance activities. 

The Reliance approach allows for leveraging regulatory decisions made by relevant authorities, while maintaining DINAVISA’s 
oversight and regulatory authority.



➢ Evaluation/Impact Timelines

BEFORE RELIANCE

Track: Standard
Processing time: 30–120 
business days

AFTER RELIANCE

Track: Reliance
Processing time: 15 business 
days



➢ Distribution of Approved Registrations Through 
Regulatory Channels

Total number of registrations approved to date: approx. 2,300

• DINAVISA Resolution 266/22 → 66% 

• Reliance (DINAVISA Resolution 44/24) → 34% 

*Reference data based on registrations approved to date.



➢ Implementation Results

215 records

478 records

❖ 771 applications approved via 
Reliance since January 2024

❖ +122% growth from 2024 to 2025

Reliance implementation
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➢ Lessons Learned and Opportunities for Improvement 

• Reliance is an optimization tool, not a substitute for the regulatory function.

• The initial implementation required unanticipated operational adjustments.

• The quality of the submitted documentation remains a key factor.

• Time savings must be accompanied by post-registration oversight and control 
activities.

• Increase the use of verifiable electronic documents.

• Strengthen international technical cooperation for the exchange of regulatory 

experiences in IVD.



DINAVISA In Vitro 
Diagnostics Team
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