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Statement on Manufacturing Sites Equivalency

Capsugel® empty capsule products

Lonza hard capsule manufacturing sites adhere to policies and procedures that guarantee the same level of
quality at each site.

e Bornem, Belgium
e Colmar, France

e Greenwood, USA
e Jakarta, Indonesia
e Puebla, México

e Rewari, India

e Sagamihara, Japan
e Suzhou, China

The equivalence at the level of quality between the different manufacturing sites is guaranteed by:

e Aligned product specifications as described in our current quality document referred to as
“TECHNICAL REFERENCE FILE.”

e Aligned raw material specifications and identical supply sources.
e Aligned quality control methods for raw materials, in-process, and finished products.

e Aligned acceptance criteria for controlling raw materials in production and at the finished release
stage.

e Standardized installations for production and printing equipment.

¢ Aligned quality management, safety, and GMP systems. Many sites have an EXCIiPACT, ISO-9001,
and/or ISO 14001 certificate.

o A globally structured quality assurance and quality control organization.

While the sites are equivalent in the aspects listed above, marketing products in specific markets or regions
may require using specific raw materials and/or release criteria. Please consult your local Lonza
representative to ensure your product meets the requirements of the intended market and region.

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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