Pharma Consulting

URS creation

Lay the ideal foundation for any project within your production line.

Why do you need a URS?

A User Requirements Specification (URS) describes a
collection of requirements for a machine or software
so that it fulfills an intended purpose. Not only must
the requirements be defined, but also the priorities
of each requirement. In addition, the development of
a URS has a significant impact on the entire project
and, if it is particularly good, can ensure that steps in
the project are executed more efficiently.

What is delivered within the project?

Within the project, a URS document is delivered
that describes in detail all the requirements for the
machine or software. The conceptual design can
simultaneously help in the correct prioritization of
the specifications and in communicating with the
supplier.

Your benefits

What are the steps involved in such a project?

A URS package can take one to four weeks to com-
plete. This depends on the complexity of the system.
We can either optimize existing requirements or
modify an existing URS on a customer basis or write
a complete URS for the customer. The various stake-
holders are consulted, and the intended purpose

of the machine or software is defined.

Project components

Creation of URS:

«  Requirements analysis (machine/software)

- Definition of specification(s)

- Workshop with stakeholders

- Creation of the requirement specification document

Existing URS:
- Optimization of the requirements specification
- Modification of the requirements specification

Travel expenses (optional)

Deliverable: one (1) URS for one machine (per URS on average
16 days effort)

(g Expertise

You can rely on our team of experienced pharma
technology experts! Thanks to years of expertise,
we know exactly what is important when developing
a URS.

A=

Save costs and time by directly laying the right
foundation for your project in the form of a high-
quality URS.

Efficiency

/Y Time-to-market

We have the necessary pharmaceutical knowledge.
Thanks to our unique Kérber Ecosystem synergies,
we optimize the process and get you into production
faster.

KORBER

:;: GMP compliance

Our experts know the pharmaceutical regulations
inside out and ensure that you always remain GMP-
compliant with your qualifications and validations!

@ Peace of mind

Sit back and relax while we successfully complete
your projects for you. Benefit from the highest quality
without having to worry.

g:‘ Availability

Our expertise is available to you anytime, anywhere.
If needed, we can supply you with an entire team at
locations worldwide to ensure the quality of your pro-
jects.

koerber-pharma.com



