
REGULATORY & COMPLIANCE

Regulatory Compliance & Dossier Standards
Global Regulatory Strategy & Registration Guidelines

1. CTD / eCTD Dossier Standard

Our regulatory affairs department prepares CTD dossiers (Modules 1 through 5) formatted to meet regional requirements across
EMA, GCC, US-FDA, and LATAM health authorities.

2. Pharmacovigilance & Post-Market Surveillance

Continuous drug safety monitoring is conducted via our dedicated Pharmacovigilance (PV) department to identify and evaluate
adverse events worldwide.
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