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Capsules & Health
Ingredients

Statement on Product Release and Quality Oversight

Capsugel® empty capsule products

As a supplier of excipients to the healthcare industry, Lonza operates under Good Manufacturing Practices
(GMPs), ensuring independent quality organizations are in place for quality oversight. Whether used in
pharmaceutical products or dietary supplements, Lonza affiliates manufacturing empty hard capsules are
regulated by the relevant authorities in their respective countries and comply with the necessary GMP
standards for both applications. Lonza produces Capsugel® empty capsules at multiple global locations,
each maintaining a localized quality department to uphold the highest quality standards. Every batch of
empty capsules undergoes a rigorous review process prior to release, ensuring full compliance with
regulatory, quality, and customer-specific requirements.

At each facility, site quality oversight covers all aspects of production, including incoming raw materials, in-
process controls, final product inspections, and batch-specific documentation. Each site independently
guarantees the quality of the batches it produces.

The site responsible for quality oversight and releasing any given batch of empty capsules can be identified
on the certificate of analysis near the quality assurance (QA) approval on the last page. For this purpose, the
facility's legal entity name is used. The facility's legal entity name will differ depending on where your
product(s) are manufactured.

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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