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CONSULTING & EXECUTION

Onsite Execution

Mitigating personnel bottlenecks, maintaining
GMP compliance, Supporting on-site or remote

Initial Situation

Is this your problem? You need to cover a personnel
bottleneck at short notice? A peak workload is
occurring? Sabbatical or parental leave replacements
cannot be filled internally? Or do you have temporary
tasks that don't justify hiring a new employee?

In all these cases, gempex offers qualified support with
its Onsite Execution service just in-time.

GMP-experienced Employees and Short Response
Times

gempex offers flexible and on short notice support
through qualified, trained GMP specialists. On
request, either directly on site or remotely from
outside.  Professionally trained experts and
consultants in all fields of quality assurance provide
support for defined projects, specific, defined tasks, or
general routine tasks. The selection process is
standardized and fast.

Deep GMP Knowledge and Expertise in Quality
Assurance

With more than 20 years of experience in on-site
support services, gempex knows what is important,
what it takes and which expert qualifications are
required. Individual training and regular interaction
with in-house GMP Principal Consultants provide a
reliable basis for best supporting customers while
maintaining a balance between cost-effectiveness and
quality requirements.

The customer not only gets manpower but also up-to-
date GMP know-how on top. It is also possible to rely
on gempex's GMP Principal Consultants in the back
office.

Quality Assurance Tasks

¢ Qualification of technical systems and facilities

e Qualification documentation such as DQ, 1Q, 0Q,
PQ protocols and reports, SOPs, URS

¢ Risk analyses

e FAT/SAT support and witness

e Coordination of qualification, calibration, and
maintenance activities

¢ Review of technical documents and drawings

e Processing and monitoring of changes and
deviations

e Periodic reviews and batch record reviews

e Process, method and cleaning validation

e Data integrity

e Method transfer

The Process

Based on the customer’s requirements (scope of
activities, start date, duration), gempex develops a
solution and submits proposals for best support and
suitable employee profiles. As soon as the basic
solution has been decided upon, a detailed offer is
prepared. Once this has been accepted, the formal
framework conditions are fixed and a contract is
concluded. The collaboration begins with the usual
briefings, onboarding and instructions to the company-
specific regulations.

Benefits

e Coverage of peak workloads or personnel
bottlenecks
e Ensuring routine production and
GMP compliance
e Short-term deployment and flexibility
in terms of assignment period and location
e Access to GMP experts in the back office
e Forms of support:
o Contract for work and services
o Service contract
o employee leasing
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