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PORTFOLIO MAINTENANCE OUTSOURCING

Today's ever-changing market requires expertise and
innovative solutions to overcome the challenges of
tomorrow. PharmalLex combines global reach and many
years of experiences, to provide a viable Strategic
Outsourcing solution, capable of maintaining your
products throughout the life cycle while ensuring the
highest quality and compliance.

The maintenance of approved products is essential and
critically important for compliance. PharmalLex is able
to support companies to refocus their workload on core
strategic competencies, and alleviate the challenges
caused by constant demands for pre- and post-approval
activities.

A PHARMALEX SOLUTION THAT
MEETS YOUR EVOLVING NEEDS

» Provision of full regulatory responsibilities including

global labeling

» Establishment of clear program governance structures

» Controlling and performance measurement via budget &

KPls

» Guiding process consultancy and operative innovations

» Supporting large globally acting customers with small or

large number of established products

Submissions successfully
ing internal review
QUALITY
Regqulatory

Project
Success

BUD
Resource investment per
submission

Submissions
delivered in time

98% success rate

in staffing highly
qualified experts
within agreed time-
frame

All activities
handled under
agreed budget -
no change orders
necessary

All operational
activities handled by
PLX
- minimal client
oversight necessary

4 major global
and 10+ regional
portfolio
maintenance
projects currently
running

www.pharmalex.com
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—@® DELIVERING SUCCESS WITH CONFIDENCE

PHARMALEX IS A LEADING PROVIDER S
OF SPECIALIZED SERVICES FOR THE
PHARMA, BIOTECH AND MEDICAL
DEVICE INDUSTRIES
KNOWLEDGE.

We guide you from early strategic planning activities and ACCELERATED.
non-clinical requirements through clinical development, confidence beyond compliance
regulatory submission processes and post-approval /

maintenance post-launch activities.

Our experts use technology-enabled solutions to
support you through the entire product lifecycle. We
deliver exceptional results — going above and beyond
the standard to deliver tailor-made solutions worldwide.

The Pharmalex Group now has over 1000 employees,
with 33 offices in 21 countries and more than 600
satisfied clients worldwide.

Stay one step ahead of essentials requirements needed
by health agencies. Our knowledge accelerates your
business sucess...

Knowledge. Accelerated.

CONTACT US

IH’;‘:- ‘I contact@pharmalex.com m /company/pharmalexglobal
-:e:- www.pharmalex.com u @PharmalLexGLOBAL

STRATEGY & CONSULTING REGULATORY AFFAIRS PHARMACOVIGILANCE QUALITY MEDICAL AFFAIRS

1000+

SUBJECT MATTER EXPERTS
WORLDWIDE

50+%

OF OUR PROJECTS

TOP PHARMACEUTICAL ~ ARE GLOBAL

COMPANIES ARE ON STAFF, INCLUDING FORMER
OUR SATISFIED CLIENTS FDA AND EMA EXPERTS
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