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Fresenius Kabi reaches a global agreement with AbbVie
regarding Fresenius Kabi’s adalimumab, MSB11022, a

biosimilar candidate of AbbVie’s Humira®

Fresenius Kabi has signed a worldwide settlement and license agreement with
AbbVie, settling all pending patent litigations between the two companies. Under
the terms of the agreement and subject to marketing authorization by the health
authorities, Fresenius Kabi’s biosimilar candidate of Humira®* (adalimumab),
MSB11022"", could be commercialized in the United States from September 30,
2023.

On October 17, 2018 licenses under the agreement came into effect in certain
countries in Europe in which AbbVie owns intellectual property. The application for
marketing authorization for MSB11022 was submitted by Fresenius Kabi to the
European Medicines Agency (EMA) at the end of last year. The dossier is currently

under review. A first launch in Europe is expected in the first half of 2019.

“This agreement is a major step on our way to successfully developing and
commercializing our biosimilar portfolio," said Dr. Michael Schénhofen, Member of
the Fresenius Kabi Management Board and President of the Pharmaceuticals
Division. “In line with our caring for life philosophy, our aim is to contribute to
broader access to affordable therapies for chronic and acute diseases. Biosimilar
drugs are an increasingly important component in reaching this aim - to the benefit

of patients and healthcare systems. The agreement with AbbVie provides further
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clarity regarding when we will be able to commercialize our biosimilar candidate of

Humira®.”

*Humira® (adalimumab) is a registered trademark of AbbVie Biotechnology Ltd.

**MSB11022 is being developed as a biosimilar candidate of Humira® and is not

yet approved by health authorities.

About Fresenius Kabi

Fresenius Kabi is a global health care company that specializes in lifesaving medicines and
technologies for infusion, transfusion and clinical nutrition. The company’s products and
services are used to help care for critically and chronically ill patients. Fresenius Kabi’s
product portfolio comprises a comprehensive range of 1.V. generic drugs, infusion therapies
and clinical nutrition products as well as the medical devices for administering these
products. Within transfusion technologies, Fresenius Kabi offers products for collection and
processing of blood components and for therapeutic treatment of patient blood by apheresis
systems.

In the field of biosimilars, Fresenius Kabi develops products with a focus on oncology and
autoimmune diseases. With its corporate philosophy of “caring for life”, the company is
committed to putting essential medicines and technologies in the hands of people who help
patients and finding the best answers to the challenges they face.

Fresenius Kabi employs over 36,000 people worldwide. In 2017 the company reported sales
of more than €6 billion. Fresenius Kabi AG is a wholly owned subsidiary of the Fresenius SE
& Co. KGaA healthcare group.

For more information visit the Company’s website at www.fresenius-kabi.com

This release contains forward-looking statements that are subject to various risks and
uncertainties. Future results could differ materially from those described in these forward-
looking statements due to certain factors, e.g. changes in business, economic and
competitive conditions, regulatory reforms, results of clinical trials, foreign exchange rate
fluctuations, uncertainties in litigation or investigative proceedings, and the availability of
financing. Fresenius Kabi does not undertake any responsibility to update the forward-
looking statements in this release.
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