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when IT comes to compliance...

O

comes compliance services







Managing Compliance

Take a look at our services, references, solutions, proven records of success,
expert knowledge, and our unending dedication to customer satisfaction to see
why our clientele relies on comes compliance services.

We offer cost-effective, readily implemented compliance options that rank
among the best available on the market.

Everything we do is backed by broad-based expertise, problem-solving methodo-
logy and smart solutions. Four of the top five pharmaceutical and biotechnology
companies take advantage of our unmatched range of services.

We are always interested and eager to serve you. Like the most impassioned
professionals in any industry, we never stop chasing the absolute ideal.



Services

CCS is a highly experienced, premier consulting company that specialises
in simplifying and streamlining quality management systems and fulfilling
regulatory compliance requirements:

B Quality Management, Compliance, and Validation Services

B Best Practice for GxP compliance, IT Management and Services,
Project Management, Consulting, Auditing, Outsourcing,
and Documentation

Excellent business and solution network

Leading Subject Matter Experts and up-to-date regulatory
and technical knowledge
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Solutions

B Quality Management and Validation software solutions

B On-line Audit Service Center at www.auditservicecenter.com

B Web-based Validation and Project Database

B Experts integrated into your project teams and compliance programs

CCS Experts work with you to look at the organisation holistically in the light of
best practices and your existing policies, procedures, processes, and applicable
regulations. From that starting point, we will help you plan a risk-based route
that lets you take consistent steps to achieving the results you need. Then we
help you take those steps, using proven services and methods to gain the
benefits of a consistent, value-added approach to compliance.



Results

Making compliance requirements understandable and
systems ready-for-implementation

Make the audit process faster, easier and with fewer findings
Bullet-proof your IT Compliance projects

Lower operational costs and improve business value

Providing Inspection Readiness

Are you determined to kick off a compliance program in order to gain a compe-
titive edge? Our comprehensive package of sector-specific services will enable
you to derive long-term benefits and bottom line economic results. Isn't it about
time you get more than SOPs and Forms from your compliance program?




comes compliance services

Compliance Concepts

Quality Management consultancy and integration

IT and System Validation (ISPE GAMP 5)

Audit Service Center (third party / shared audit programs)

Vendor and Outsourcing Assessments

Project / Program Management

Pharma 2.0 implementation (EBR, Paperless Lab, Data Warehouse)
Network / Infrastructure Qualification

eValidation, Qualification, Verification, Review services

Special topics like Spreadsheet or ERP validation,
GxP compliant development, Document Management Systems, etc.

Qualified Person / Experts’ support

CAPA, O0S, deviation management support

Regulatory inspections / audit preparation and escort services



Contact us

comes compliance services
Ravensburg, Germany

www.comes-compliance.com
www.auditservicecenter.com

talk@comes-compliance.com

comes compliance services

comes (genitive: comitis) is the Latin word for comrade, companion, associate, partner.
The word comes derives from com- ,with" + ire ,go"

GAMP is a registered trademark of the ISPE (International Society of Pharmaceutical Engineering Inc.).
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