CreaCyte® rHSA

By InVitria.

CreaCyte® rHSA by InVitria

for Cell Culture Media

OPTIMIZED rHSA FOR SUPERIOR CELL
CULTURE PERFORMANCE

CreaCyte® rHSA for Cell Culture Media

(Cellastim® S by InVitria) is a high-performance
recombinant human serum albumin (rHSA) designed to
replace both human and bovine serum albumin in cell
culture. This chemically defined albumin enhances cell
growth, viability, and productivity while eliminating risks
associated with plasma-derived albumins. It is ideal for
stem cell expansion, virus propagation, and biologics
manufacturing.

APPLICATIONS

» Cell & Gene Therapy

» Regenerative Medicine
= Vaccines

* Medical Devices

» Tissue & Cell Storage

= Diagnostics & Reagents

= Optimized for cell culture — Supports high-density
growth in primary cell, stem cells, CHO, HEK, and
VERO cells

* No adventitious agent testing — Animal-free rHSA
eliminates raw material screening and viral testing

DESCRIPTION

= > 96.0% recombinant human serum albumin

» Enhanced with lipids for cellular support

» Low endotoxin levels (< 1 EU/mg)

* Broad cell line compatibility

* Animal-component free

* Produced under cGMP in an ISO-certified
facility in the USA

PRODUCT PROPERTIES

Format

Shelf Life

Lyophilized powder

4 years
cGMP, ISO 9001
10g and 100g bottles

Regulatory Compliance

Packaging

Storage -20°C

* Lipid-rich - Provides critical fatty acids for cell

culture performance

* Clinically proven — Used in GMP biologics

manufacturing, including approved products

» Lower inclusion needed — Requires less rHSA than

bovine or human serum albumin

Evonik acts solely as a distributor of the products manufactured by InVitria and has no responsibility or involvement in the

quality assurance, quality control, testing, or release of the products as well as product safety and requlatory compliance.
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HSA PLAYS A KEY ROLE IN BIOPHARMA
CELL CULTURE

Human serum albumin (HSA) has been identified as a
powerful tool for the expansion of many cell types in
vitrol'l. It is a multifaceted protein capable of binding many
different types of moleculesl?l. HSA therefore plays diverse
roles in cell biology, acting as an antioxidant to improve
health of cells by binding to reactive oxygen species, as

an energy-delivery system by chaperoning fatty acids

in the bloodstream, and as a mediator for solubilization
and stabilization of metal ions required for cellular
processesi>3l. These functions make HSA supplementation
of cell culture media an integral step in facilitating cell
proliferation.

As cell-based immunotherapies, gene therapy, and stem-
cell therapy continue to show promise in the lab and

in the clinic*¢l, the availability of safe and consistently
high-performing HSA grows in importance for the future
of these technologiesll. HSA used in the culture of
mesenchymal stem cells (MSCs), hematopoietic stem cells
(HSCs), T Cells, HEK293, VERO, MDCK, BHK-21, and
many other key cell types is traditionally sourced directly

from human serum("8l,

However, media supplementation with serum-derived

or other animal-derived supplements can introduce
adventitious pathogenic agents, create variability in
bioprocesses, and present the risk of a supply-chain
bottleneck. Accordingly, chemically defined media
supplemented with recombinant and well-characterized
alternatives to animal-derived components are increasingly
being used as a viable strategy for improving consistency
and enabling scalability for cell-based therapies’l.

RECOMBINANT HSA ENHANCES CELL
CULTURE PERFORMANCE

CreaCyte® rHSA for Cell Culture Media

(Cellastim® S by InVitria) is produced in a scalable, non-
mammalian recombinant expression system. It is naturally
free of prion agents (bovine spongiform encephalopathy
and other transmissible spongiform encephalopathy
agents) and carries less potential risk from other
mammalian adventitious agents compared to serum-
derived components. In addition to improved safety, it has
shown consistent performance in supporting the culture of
T-Lymphocytes, HEK293, MSC, HSC, and VERO, among

other cell types['®],

CreaCyte® rHSA for Cell Culture Media has been designed
to enhance cell doubling times, deliver essential lipids,
provide micronutrients and antioxidants, and reduce
oxidative stress in cell culture applications. It has the
identical amino acid sequence as the major HSA isoform
found in human serum. It is lipid-enhanced (1.4 % by
weight) for excellent, consistent growth and directed
differentiation of a wide variety of human cell types,
including T-Lymphocytes, HEK293, hybridoma /NSO,
CHO, fibroblasts, mesenchymal stem cells, hematopoietic
stem cells, and virus production in VERO /MDCK cell
culture. Every lot is tested with multiple T-lymphocyte

cells from donors to ensure consistency and performance.

Using CreaCyte® rHSA as a recombinant and scalable
source of albumin in cell culture is an enabling tool for

large-scale manufacture of cell-based and gene therapies.

RECOMMENDATIONS FOR USE

The optimum concentration of albumin for cell

culture applications varies with the type of cell and

the composition of the medium. Albumin is typically
used at concentrations of 0.5 to 2g/L in media
formulations. Concentrated liquid stocks can be
prepared by dissolving CreaCyte® rHSA in basal media,
cell culture grade PBS or water.
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RECONSTITUTION PROTOCOL
MATERIALS

This document provides a step-by-step overview for
preparing CreaCyte® rHSA for use as a 10 % stock liquid

= CreaCyte® rHSA for Cell Culture Media

» Cell culture grade DPBS, PBS, or basal media
such as DMEM F /12, DMEM, MEM, RPMI

= 125 mL sterile PETG media bottle

* 500 mL, 0.2 pm vacuum filtration system

solution for in vitro cell culture applications.

1. Weigh an empty, 125 mL sterile PETG media bottle.

2. Under a laminar flow hood, add 10g CreaCyte® rHSA
for Cell Culture Media to the bottle. Weigh the bottle
containing the powder to determine the actual weight

added.

3. Calculate the volume required to produce a 10 % Example: Resuspension volume (mL)
concentrated solution. See exemplary calculations on = Weight of CreaCyte® rHSA (mg) / 100 (mg/mL)
the right-hand side. =10828.6/100

=108.3mL

4. Gently reconstitute the powder in cell culture grade
DPBS, PBS, or the selected basal media by adding 70 %
of the calculated final volume directly to the 125 mL
bottle. Do not add the full final volume of buffer at
this stage. An allowance must be made to account for

volume displacement caused by the powder.

5. Cap the 125 mL bottle and gently turn it on its side
to allow the powdered albumin to fall into the buffer.
Avoid the formation of bubbles during this step.
Return the container upright and allow the albumin to
dissolve, undisturbed (no shaking) at 4 °C in the dark
for a minimum of 4 hours and preferably overnight.
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6. Once all the powder albumin has dissolved, bring
the volume up to the calculated target by adding
additional reconstitution liquid. To achieve this easily,
use a 50 mL pipette to move exactly 50 mL of the
reconstituted albumin powder to a fresh 125 mL
bottle. Using the same pipette, remove the remaining
liquid from the original bottle, noting the volume.
Finally, pipet the difference between the target volume

and the volume as measured by pipetting and add this
volume of reconstitution liquid to the new bottle.

7. Sterilize the stock solution by filtering through a
0.2 pm vacuum-driven disposable filtration system.
Collect sterile stock in a clean, labeled container.
Store under sterile conditions until use.

8. Optional: For manual filtration, we recommend using
a 25 mm, 0.8 pm filter, followed by a 30 mm, 0.2 pm
PES low-protein-binding filter, using a sterile Luer-

lock syringe.
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This information and all further technical advice are based on our present knowledge and experience. Evonik Operations GmbH
However, it implies no liability or other legal responsibility on our part, including with regard to existing Health Care Business Line
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 intendedv or implied. We healthcare@evonik.com
reserve the right to make any changes according to technological progress or further developments. The www.evonik.com/healthcare

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.
CreaCyte® — trademark of Evonik Industries AG and its subsidiaries.

Cellastim® S, Exbumin®, Optibumin® — trademarks of InVitria Inc. and its subsidiaries.

INVITRI EVONIK

Performance. Defined. Leading Beyond Chemistry

2026 02



