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Nipro PFS competence center

Nipro PharmaPackaging

Germany (Miinnerstadt)
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[1] FDA (1993) Guidance for Industry for the Submission Documentation for Sterilization Process Validation
in Applications for Human and Veterinary Drug Products

[2] EU Guideline to GMP (2008). Medicinal Products for Human and Veterinary Use, Annex 1. Manufacturer PHARMA-
of Sterile Medicinal Products. PACKAGING
Source: PDA Technical Report No. 73, Prefilled Syringe User Requirements for Biotechnology Applications
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Nipro PharmaPackaging Germany:
Alfred Breunig, Udo Rossmann, Klaus Wuttke, Michael Thiel,
Roland Heller, Udo Schwarz, Michael Drdssler, Martina Nachtigall, Massimo Imberti

Zentrum fur Glas- und Umweltanalytik GmbH:
Markus Daniel, Martin Witscher

Nipro PharmaPackaging Europe:
Matteo Falgari, Patrick Grininger

Nipro PharmaPackaging Japan team
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