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Rely on regulatory experts to create your
Publishing Plan with a dedicated team
with proven track record

Outsource time-consuming tasks and
succeed with ambitious submission
timelines

Pursuit quality and achieve your goals
with a customized experience

Get tailored solutions for complex
scenarios
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"Asphalion has been at the forefront
of eCTD, publishing and submission
since the electronic format
implementation began, so that we
have been able to develop our
expertise in multiple regions, in all
types of regulatory processes and in
A\ all types of dossiers"

Vicente Tur
Regulatory Affairs Director

e Team of 10+ professionals

e 1,500+ eCTD sequences per year

e 1,100+ products lifecycle for clients portfolio

e 60+ companies eCTD Software Support

e 30+ CP, 130+ DCP-MRP, 500+ NP EU projects, etc.
e 50+ UK projects (ECDRP, MRDCRP, NP, etc.)

e 150+ FDA projects (IND, NDA, BLA, DMF, VMF, etc.)

e 40+ CA, 25+ GCC, 25+ CH projects, etc.



