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Statement on Air Quality

Capsugel® empty capsule products

Empty capsules are considered as excipients for a pharmaceutical dosage form and are manufactured under
carefully controlled Good Manufacturing Practices conditions, in accordance with the IPEC's (International
Pharmaceutical Excipient Council) Good Manufacturing Practices Guide for Pharmaceutical Excipients,
certified under the EXCIPACT™ certification standard.

Guidance is provided in the respective chapters on the work environment (Chapter 7.1.4) and control of
production (Chapter 8.5.1) to assure the integrity of the product and avoid cross-contamination.

In chapter 7.1.4.1 Air Handling, advice is given concerning air handling systems, with the main requirement
that these systems be designed to prevent cross-contamination. More specifically, concerning chapter
7.1.4.2 Controlled Environment, no air particulate measurements are required to assure a quality product.

From the Guideline’s perspective, controlled environments are related to the avoidance of microbial
contamination and degradation of the product.

We herewith confirm that the current air system in our facilities is set up to comply with these guidelines.
Consequently, our current air testing program assesses the risk of microbial contamination caused by air
exposure.

In that respect, we confirm that our Capsugel® empty capsule product quality is maintained and assured,
supported by our current environmental testing program, certified under EXCIPACT™, for excipient GMP as
per the IPEC’'s Good Manufacturing Practices Guide for Pharmaceutical Excipients.

The information contained herein corresponds to Lonza’s knowledge on the subject at the date of publication and is, to the best of our knowledge,
accurate. However, Lonza refuses any liability for the application and use of further processed material containing our products. According to the relevant
regulations, the manufacturer of the final product is solely responsible for the use and commercialization of the Lonza product and the information
contained herein.

For further information, please contact your Lonza account representative.
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