Colombia

Crisis Management Regulatory Framework

Emergency Absence Mexico New normal Evolution
Procedures -
Outdated Canada Post Covid-19 Regulatory Framework
Creation of a local policy
Argentina Prioritized Use of International Standard
Ecuador GRP Implementation
Colombia Prioritized Use of International Standard
Absence Chile Prioritized Use of International Standard
Peru Implementation of GRP
GRP Implementation of MD RA Standards and Conformity
All Assessment Policy and Program
Countries Designation of Coalition & Company Standards
Strategies (AdvaMed Project)
Brazil GRP (MDRC Project)
Implementation . MDSAP/ In-Country Implementation as Affiliate
Argentina
Member
Generation of strategic standards
Mexico Infrastructure Law
T-Mec
COFEPRIS Implementation of GRP, WTO and MDSAP
. Non-sterile implants;
Brazil . .
Technichal Service for MD
Ecuador uDI
Colombia elFu —
Electronic Signatures
Absence oIFU
Mexico —
Electronic Signatures
Customized implants registration requirements
Peru Accesories Registration
elFU
Elimination of double GMP Fees
Brazil Brazil /Inmetro(Retesting, Recertification, Labeling)
Regulation Chile Proposed Law (Pharma Law)
Country specific Mexico Nom 241 - Good Manufacturing Practices
requirements Sample Retains
Peru Technical Documents - Handwritten signatures +
Validity of 2 years
Agreement of Reliance - Approval Recognition
Ecuador Techno-vigilance
Outdated Locz.al Labe:-IIing :
Peru Sanitary Licenses issued by Legal Manufacturer
Translation to Spanish
Mexico Labelling
Digital infra- Mexico Evolution to new technologies
Procedures structure Colombia Electronic Submissions
Customs Ecuador Counterfeit & Smuggling




