Exova

Exova in Pharmaceuticals

and assurance service companies. We have been at the forefront of
the Global pharmaceutical market for the last 25 years and have
consistently helped leading pharmaceutical companies to safely
bring their products to market faster and more cost effectively.
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Regulatory Services at Exova

Please contact us for further information to help your needs in the following areas:

Chemistry Manufacturing and Control (CMC) and Module 3 Support Services
Common Technical Document (CTD) Formatting and Part Il to CTD Conversion
National Marketing Authorisations (Abridged Applications)

License maintenance including National and European Variations

Change of Ownership Submissions

Certificate of Suitability and EDMF preparation and submission

Response to Agency Questions

GAP analyses and manufacturing compliance

Quality Overall Summary (Expert Reports)

Scientific Report Writing for dossier submission

Veterinary applications

Development & Analytical Services at Exova

We also have a network internationally located laboratories providing our clients with
easy access to specialised capabilities and services. These include:

analytical testing

method development and validation

preformulation and formulation development for NCE’s and existing molecules
small scale GMP manufacturing of clinical trial materials

stability storage studies (including all ICH conditions)

bioanalytical and microbiological analyses

QC testing for batch release

We possess a wide range of analytical and testing capabilities; are GMP MHRA
approved; operate to stringent cGMP guidelines and have a UK Home Office licence for
handling controlled drugs.

Please contact us on +44 (0) 161 787 3291 or e-mail info@exova.com today.



