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Prepare your PMS data for the
upcoming regulatory milestones
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Automated PMS data review services for ISO IDMP readiness, — — PMSVa lidator

transforming PMS into a strategic advantage

N’ STREAMLINED MIGRATED DATA VALIDATION PROCESS

As the transition to ISO IDMP implementation progresses, reliable PMS data is no longer optional.

Asphalion supports Marketing Authorisation Holders with a specialised PMS data review service designed to identify

discrepancies, validate migrated data and accelerate remediation actions.

Our approach combines regulatory expertise and automated validation to strengthen data quality, reduce risk, and

support a confident transition to ISO IDMP.

Why now?

Our PMS data review service supports your preparation for the key priorities:
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Manufacturer and MBO data readiness Mar?uefgimtr’eerraznodzf\s/IBO

for critical products. i B
Maintenance of the data for edited dat?rirgigllr;ergzzocrtgon

products.
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From September 2026
Areliable starting point for Mandatory use of eAF for CAPs,

a full transition to 1SO IDMP including post-approval

changes and lifecycle

and effective RIMS use management activities.

How can Asphalion support you? Benefits
o Complete PMS data extraction.
» Automated verification of PMS data consistency

against xEVMPD and relevant source data.

exception checks.
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June 2027
Pack Split and edition of

Structured pack sizes for non-
critical products.

l @ Improved data accuracy in PMS
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automation-enabled checks

« Automated application of defined migration rules and @\ Faster review cycles through
R~

« ldentification of migration discrepancies and data
quality issues.

« Qualitative and quantitative assessment of findings.

» Remediation strategy and operational support.

» Automated re-verification: Corrective actions
effectiveness check.
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Greater confidence for IDMP enrichment
and downstream submissions

www.asphalion.com - info@asphalion.com



