CS Bio Company

C S Bio was founded in 1993. Our
initial product line was a complete
line of automated synthesizers for
manufacturing and process development,
with a focus on cGMP production.
Our instruments are the only synthesizers
on the market that are fully validated
for GMP production by an independent
auditor (Weinberg, Spelton and Sax).
In 1994, we opened our custom peptide
facility. Initially opened to support
R&D for our instrument line, we
soon began producing high quality
compounds for research organizations
and pharmaceutical companies
worldwide. Our current customers
include Abbott Labs, Amgen,
Merck, Pfizer, Roche, Sanofi-Aventis
and many more. While we received
our initial Drug Manufacturing
License for cGMP production in
2001 for our San Carlos, CA facility,
in 2004 we opened our state of the
art peptide production facility in
Menlo Park, CA with a primary
focus on cGMP peptide production.
Our goal is to provide our customers

with the highest quality compounds

available, in a time frame that

matches our customer’s requirements.
Our cGMP peptide production
facility has been issued a Drug
Manufacturing License by the State
of California Department of Health
Services, Food and Drug Branch.
This license is only issued after a
thorough audit by the Food and
Drug Branch, and the license must
be renewed on a yearly basis. We
have also undergone an FDA inspection
from which we received a positive
report and only several observations.
The FDA report as well as a copy of
our Drug Manufacturing License is
available on request. Our approach
to GMP manufacturing includes the
dedication of one of our cGMP
production lines and a team of
chemists to each individual product.
We have found this eliminates any
chance of cross contamination, it
keeps the chemists focused on the

specific project at hand and this also

goes a long way in regards to easing
concerns of various regulatory agencies.
We also supply our customers with
all GMP related documentation
including Batch Production Records,
raw material C of A’s and final QC
data. It is imperative for us to work
with our customers as closely as
possible. We have undergone audits
by many of our customers and we
would certainly welcome any
members of your staff to visit our
facility for an audit/inspection.
Should you wish to receive more
information regarding our cGMP
production capabilities such as
overviews of recent projects, quality
assurance information or contact
information for references, we
would be more than happy to send
you the information ASAP. Should
you have any questions regarding
our cGMP production capabilities or

our operations in general, please do

not hesitate to contact us.



