Evonik Rexim - Your CDMO

Downstream capabilities and manufacturing expertise for

high-quality purified life science products

Purification n Crystallization n European GMP expertise

EVONIK

Leading Beyond Chemistry



Tailored CDMO Solutions
for pharmaceutical and food
products

Evonik Rexim is a European CDMO specializing in downstream processing of fermentation- and synthesis-derived

small molecules. With decades of expertise in amino acids, peptides, polysaccharides, and specialty ingredients, we help
customers transform intermediates into high-purity, market-ready products while accelerating development and
commercialization.

OUR CAPABILITIES YOUR BENEFITS

= Processing of fermentation- and synthesis- = High-purity finished products
derived molecules = Accelerated path to commercialization

* Chemical modification, including acetylation and » Reduced investment in internal downstream
hydrolysis processing capabilities

* lon exchange chromatography and industrial- = Flexible scale-up from development to
scale purification commercial supply

= Ultrafiltration for bacterial and endotoxin = Reliable European partner with extensive
removal industry expertise

= Crystallization and centrifugation = Decades of experience in amino acids, peptides,

= Evaporation, drying and spray drying polysaccharides, and specialty ingredients

= Milling

= GMP-compliant packaging and supply

WANT TO LEARN MORE
ABOUT OUR :;‘::::;::; :’DO:/iI'(().CIZE:RESENTATIVE
CDMO CAPABILITIES?

CHECK OUR WEBPAGE »




Certifications

« GMP compliance (ICH Q7)

« ISO certification 9001, 14001, 50001

« FSSC 22000

« USP, EP, JP monograph compliant

« BSE/TSE Certificates

« High-purity chemical grade; controlled microbial/endotoxin levels
« Free from key contaminants and hazardous residues*

« Kosher and halal certifications

- Statement on allergens, residual solvents and Bovine Spongiform

+ Non-animal origin

Registrations and Regulatory Affairs Support

« International Regulatory Agencies (FDA, PMDA and ANSM example compliance)
REACH registration

« Expertise in global registration processes and regional regulatory requirements

« Proactive implementation of new regulations

» Creation and maintenance of DMF and CEP

+ Regulatory affairs support and consultancy

HACCP: Hazard Analysis and Critical Control Point Concept; BSE: Encephalopathy/TSE: Transmissible Bovine
Encephalopathy available; USP: United State Pharmacopoeia, EP European Pharmacopoeia, JP: Japanese Pharmacopoeia;
DMF: Drug Master Files , CEP: Certificates of Sustainability

*Free from chlorinated solvents, preservatives, antioxidants, mycotoxins, aflatoxins, pesticides, hormones, dioxins, and
cytotoxic compounds



EVONIK

Leading Beyond Chemistry

Evonik Operations GmbH

Health Care Business Line

healthcare @evonik.com
www.evonik.com/healthcare

WANT TO DISCOVER MORE?

Check our website
evonik.com/healthcare

This information and all further technical
advice are based on our present knowledge
and experience. However, it implies no
liability or other legal responsibility on our
part, including about existing third-party
intellectual property rights, especially patent
rights. In particular, no warranty, whether
express or implied, or guarantee of product
properties in the legal sense is intended or
implied. We reserve the right to make any
changes according to technological progress
or further developments. The customer is
not released from the obligation to conduct
careful inspection and testing of incoming
goods. Performance of the product described
herein should be verified by testing, which
should be carried out only by qualified
experts in the sole responsibility of a
customer. Reference to trade names used by
other companies is neither a recommendation,
nor does it imply that similar products could
not be used.
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