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® EU & PIC/S GMP Guide — Annex 21:
new Guidance for Importers of Medicinal Products

GMP for ® Focus on Importation Activities:

Importers Establishing Pharmaceutical Quality System, adequate
Personnel & Premises, management of compliant &
recalls, procedure in place to control the supplier chain.

® £/E:2015-05 Concept Paper; 2015-09 End of Public
consultation; work on draft guideline is on-going

PIC/S Road Map 2017 — 2019 (draft):
Facilitate the exchange of information through mutual
reliance and equivalence Mutual
Voluntary Acceptance of Same Scope Inspection Results Reliance &
Accept GMP Certificates from other PIC/S Members Confidence
based on mutual confidence
-Exchange of information/GMP inspection reports =~
based on confidentiality agreements.
PIC/SAY 1 Working Group (C/\‘\? g ;ﬁ = %ﬂﬂg
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