valicare

GMP Compliance Services & Solutions

Remote GMP Services

Valicare — Ihr GMP-Partner — worldwide

Supporting Global Projects — Efficiently and Remotely

Valicare offers a comprehensive portfolio of GMP services that can be delivered entirely off-
site. Especially for projects in remote locations or countries that are difficult to visit, we provide
structured documentation, regulatory expertise, and hands-on support — no matter where you

are.

Qualification & Validation

e Preparation and review of URS, DQ, 1Q,
oQ, PQ

e Validation planning and documentation

e Support for technical runs, media fills,
process validation, cleaning validation,
method validation, and stability studies

e Remote training on validation topics

GMP Documentation & Quality Systems

e Preparation and review of URS, DQ, IQ,
oQ, PQ

e Validation planning and documentation

e Support for technical runs, media fills,
process validation, cleaning validation,
method validation, and stability studies

e Remote training on validation topics

Virtual Trainings

Preparation and review of URS, DQ, 1Q,
0oQ, PQ

Validation planning and documentation
Support for technical runs, media fills,
process validation, cleaning validation,
method validation, and stability studies
Remote training on validation topics

Supplier Qualification & Project Support

Supplier qualification including remote
audits and documentation

Support for technology transfer and
production ramp-up planning

Remote project coordination during
engineering and setup phases
Assistance in sourcing external project
leadership when needed

Regulatory Affairs & Submission
Support

Preparation of IMPDs and product-
specific documentation

Strategic guidance for regulatory
submissions in Africa and globally
Support in communication with local
authorities




valicare

GMP Compliance Services & Solutions

Key Benefits of Working with Valicare —
On Site or Remote

Proven Experience & Expertise
e Over 20 years in GMP compliance consulting
e More than 5,000 successful GMP projects worldwide
« Lead consultants with long-standing hands-on experience
« Cross-sector knowledge across pharma, biotech, and medical devices
« Always aligned with current GMP and regulatory standards
Multidisciplinary & Scalable Team Support
o Broad expertise from multidisciplinary teams
e Access to a wider range of experts through remote collaboration
« Professional document preparation and validation support
« High-quality templates for efficient project implementation
Efficiency & Flexibility Through Remote Services
« No travel costs
o Flexible scheduling and time zones
« More frequent virtual meetings possible
« Efficient use of time and resources
« Clients can involve team members from various locations
Structured Project Approach
o Extensive experience in defining project frameworks and regulatory strategies
« GMP implementation or updates with clear documentation and timelines
o Support tailored to your specific product and market
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Dr. Ellen Sons-Brinkmann Dr. C. Papewalis

Business Development & Marketing Lead ATMP Team

Phone +49 69 153 293 709 Phone +49 69 153 293 710

Mobil +49 172 413 0603 Mobil +49 162 295 5876
Ellen.Sons-Brinkmann@valicare.com Claudia.Papewalis@valicare.com
Valicare GmbH Phone +49 69 153 293 700
Eschborner Landstr. 130-132 info@valicare.com

60489 Frankfurt, Germany www.valicare.com




