Pharma Business Development

,means value

Your Gateway to Swiss Technology

Within the framework of an API Project,
Dolder Pharma Business Development offers comprehensive services:

§ Regulatory Support
Evaluation and elaboration of Drug Master Files (DMF), Certificates of Suitability (CEP) and
Quality Overall Summary (QOS)
Escort of registration procedures

j Patent Investigations

Evaluation of patents in terms of potential infringements, supported by patent lawyers
registered with the European Patent Office (EPO)

) GMP Audit Reports

Reliable inspection by means of 3" party audits conducted by auditors of the APIC audit team

§ Analytical Support
Structure elucidation of unknown impurities
Method development and transfer

) Reference Substances

Supply of substances listed in leading pharmacopoeas, though not available through EDQM
and USP

) Polymorphy (in close cooperation with external partners)

Identification of polymorphic forms
Evaluation towards patented polymorphs

www.dolder.com/pbd
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S To maintain and continuously improve our high level of quality, G
LIIvVisD) we are certified according to ISO 9001 and GDP. e . I

ISO 9001 DoRer

Switzerland China India Fine Chemicals
Dolder AG Dolder Shanghai Co. Ltd. www.dolder.com/india Polymers
Immengasse 9 28H, Tower 2, Gateway Plaza india@dolder.com

CH-4004 Basel No. 2601, Xie Tu Road

Tel: +41 (0)61 326 66 00 CN-Shanghai 200030

Fax: +41 (0)61 326 62 04 Tel: +86 21 642 61 685/896

pharma@dolder.com Fax: +86 21 642 61 684
info@dolder.com.cn
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