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« Association of Pharmaceutical companies
 AFA provides 3rd party audit services.

 To Pharmaceutical Companies worldwide (more than 70
companies).

o AFA activity allows to figure out the GMP audit to the suppliers
(API, Excipients, packaging, lab services, logistics, ...)

(*)Section 1 of Barcelona’s Register, No 31303 in 9/12/2005.
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NEW AUDITS

New audits sponsored by
the affiliates and costumers

TRAINING & COMPLIANCE
SUPPORT

AFA provides training and compliance
support to costumers
AUDITS IN DATA BASE

More than 250 audits in the AFA data base

are available for Pharmaceutical companies
(under permision of audited companies)




-

» Forum

pauditorias

Years

PHARMA

COMPANIES

-

HEALTH
AUTHORITIES

Achievement of the safety goals
Spreading and easing compliance
to small companies

Quality and Scientific Approach
Confidentiality

The highest Quality / Cost Rate
Quick response & Flexibility
Infrastructure in China

Audit approach focused in real risk
Confidentiality

GMP Audit Certificate

Future audits request could be
derived to AFA, avoiding new audits
Less audits-less costs

Win-Win solution !
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It's a Win-WiIn solution for all parties!!

Health
i Authorities
Pharma
companies
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OPTIMIZATION PROCESS
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AEA FD ru n _I Setting up acceptance criteria and
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Audit Report CONFIDENCIALITY
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« AFA QUALIFIED AUDITORS
* Profile meets the Intercompany Protocol requirements
e AFA Training Program
e Co-auditor in several audits
e Approval by the AFA board

« ABSENCE OF CONFLICT OF INTEREST WITH THE AUDITED
COMPANY

e CONFIDENTIALITY AGREEMENT
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IT'S NOT A “NICE TO HAVE" PROJECT
IT"S WORKING SINCE 2005 !!

/0 companies benefit of AFA services

More than 300 audits performed around the world

e 65% API

e 15% EXCIPIENTS
 10% PACKAGING
7% ANALYTICAL LAB
e 3% OTHERS




SYears

aselly
'}'GUditor'ias HISTORY — Since April 2004

e 2004: Agreementontherules ==  |ntercompany Protocol
e 2004 — 2005: 11 audits (pilot plan). AFA goes live.

e 2006: 25 audits

e 2007: 65 audits

e 2008: 70 audits

e 2009: 70 audits

e 2010: 80 audits performed

e 2011: 90 audits programmed




