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OUR VISION, MISSIONS & VALUES

« Creation in 1986

« Contribute to the development of drug production and
Clean & Sterile Equipment

build

connections | |
Federate an international network of manufacturers and

suppliers in the Pharmaceutical, Bioproduction & Cosmetics

Sectors.

Sharing technical, scientific and regulatory experience /

good practices

Be arenowned player in production, quality, regulatory and (o)
innovative fields. M

“EXPERTISE - SHARING - CONVIVIALITY” L&



COMMON INTEREST GROUPS (GIC)

Groups for discussion, sharing experience and perspectives between manufacturers and
suppliers around a specific topic, with the aim of providing insights or common solutions on one
hand, and to offer initiatives to regulatory bodies on the other.
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LIST OF DELIVERABLES GIC A3P

Guides Sterility Assurance : Strategy APS & Template CCS
Guides Best Practices Inspection Readiness / Remote
Guide BFS injectable

Guide BDP — Supply Carriers Management (in progress)
Guide Cosmetic auto evaluation CSAR (in progress)
Guide CPV

Guide Pharmaceutical Waters

Guide Concept of Validation applied to Al

Guides Rouging - Stainless Steel equipment (in
progress)

Guide Operators Qualification (South Africa GIC)
Guides Visual Inspection: Operators & Guide IV & AVI
Guides Microbiology: Gowning Pratices, OOT,

environmental monitoring (in progress) « Guide Sustainability

Guides Lyophilization: Campaign management &  Guide Biotherapy processes: Phases Ill/IV & Phases I/ll
Temperature mapping T°C (in progress) * Guide Combination Product (in progress)

Guide tools USP1220 - ICH Q14 and ICH Q2(R2) * Guide QbD

Guides Cleaning Biocleaning: Practical sheets Hygienic  * Guides Single-Use-System: Checklist ; Regulatory & Validation ;
design of premises and equipment (in progress) & Annex Evaluation Tools

15 & cleaning validation « Guide Statisticals

» Guide Barrier Technology: Protocol smoke studies (in progress)

ﬂb « Guide South Africa: Operators Qualification (in progress)

make * Guide Switzerland: Position paper Swiss Medic
gic



A3P MEMBER AREA

Découvrez votre
espace adhérent !

q Mieux qu'un moteur de recherche :
le moteur de réponses du Propre & Stérile, généré par I'lA

la vague.™

+ 5000 adhérents + 200 articles

anotre réseau d’experts du Propre & Stérile

regulatory //
intelligence guard

+ 1700 documents
techniques : FDA, PICs,...

+ 2000 supports + 20 guides

de conférences scientifiques & techniques opérationnels (GST)




POSEZ VOTRE QUESTION




MERCI A TOUS !

A

Adhésion A3P = période de test offerte aux participants
de cet atelier

Nos bureaux = 30 rue Pre-Gaudry 69007 Lyon, accueil

pour poursuite ces echanges et repondre a vos
guestions
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