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» Outcome of GMP inspections
o GMP Certificate / Statement of Non Compliance

» HPRA has an internal review process where there is an adverse inspection
outcome and there is concern about ongoing GMP compliance

» Compliance Management — escalation of compliance concerns to
authorisation holders for immediate attention if regulatory action is to be
avoided.

» Reference: Compilation of Union Procedures: Procedure for compliance
Mmanagement



https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedure-compliance-management_en.pdf
https://www.ema.europa.eu/en/documents/regulatory-procedural-guideline/procedure-compliance-management_en.pdf
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» Compliance management is appropriate in situations where increased
frequency of inspections is considered not to be effective in achieving
compliance improvements within a satisfactory time period.

» Communication of the national competent authority’'s concerns (HPRA)
to the authorisation holder senior management

» Process includes non-inspection monitoring measures (e.g. progress
reports / compliance reports) and monitoring via inspections

o Reporting CAPA implementation progress

o Reporting of any adverse GMP compliance indicators from the
market place
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G M P 1 MANUFACTURING OPERATIONS
1.1 Sterile products
1.1.3  Batch certification

Certificate will

. o 1.2 MNon-sterile products

I d e n t I fy t h a t 1.2.2  Batch certification
the site is
u n d e r Clarifying remarks (for public users)

. This GMP certificate is issued with administrative action(s) described within the procedure for compliance
C O m p | I a n C e management in the Compilation of Union Procedures. The HPRA does not routinely issue signed hard
copy GMP certificates. Authenticity of GMP certification can be verified on the EndraGMDP database.

Management

and may have

shortened e Competant Aukhacty oftrland T
validity period

Confidential

Health Products Regulatory Authority
Tel:Confidential

Fax: Confidential



An tUdaras Rialal gi Slainte
Health Produ

| aint
cts Regulatory Authority

ompliance Management

> Re-inspection will be required to verify acceptable GMP compliance in
order to exit from Compliance Management

» Inspections may be unannounced
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