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Pharmacovigilance
Audit Process with
Asphalion

Stay prepared before
the inspection notice
arrives
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Knowledge from experience

Before the audit

Daylto5
Audit notification* Reception of
Asphalion will share a documents from the
pre-audit questionnaire audited entity

with the client *When performing audits of third
parties, notification will be made
in accordance with the notification
period established in the
applicable SDEA

Day 0 Day6to 11l
Once the pre-audit questionnaire Study of documents
has been reviewed, Asphalion and preparation of
will send the client an audit plan, working material

including the audit agenda and a
request for the relevant
procedures and supporting
documentation
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Knowledge from experience

Audit

Proven expertise in /71 \N\\

third-party inspections /=0T 1 AS\
across Europe, Latin N/ T\

America, Africa and \\ 9] /)
Day 12 the MENA region \\ /2

Audit conduction

Asphalion‘s audit team will conduct
the audit either remotely or on-site,

in accordance with the dates agreed
with the client.

Audit duration will be previously agreed with the client.

We offer complete flexibility, and each
audit can be tailored to the specific
requirements of the client
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After the audit

Dav 30 Asphalion will prepare the audit report based on the
y objectives outlined in the audit plan.

The report will detail the findings and provide proposed
recommendations for aligning the processes with the
client’s internal SOPs, current pharmacovigilance
regulations, and the pharmacovigilance agreements
established with third-party companies.

If requested, Asphalion will provide support during the
implementation of the CAPA plan.

Once the report has been reviewed by the Client's
managers, the document may be discussed between the
respective teams, if required, prior to the issuance of the
audit certificate by Asphalion.
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Contact us:

info@asphalion.com




