Stability from
a robust supply
chain




Complete regulatory support

For over 35 years, Purolite® has supplied specialty
resin technology to industries within complex regulatory
environments including biotechnology, pharmaceutical,
food, fine chemical and electric power generation.

The regulatory environment is ever changing, driven
by increasing regulatory requirements, increasing
development costs and times, and market pressures
impacting pharma and food industries.

For Life Sciences products, Regulatory Support Files
(RSF) are available. Regulatory Support Files provide
direct and detailed information on performance,
stability, extractable compounds, and analytical
methods for each resin.




“Regulatory expertise throughout the product life-cycle is essential to
identify options for product development, optimize ‘speed to market’
and produce a product that meets customer needs.”

Purolite® implements control documentation and These include:
processes at every level to ensure regulatory
support to customers using our products. « GMO/TSE/BSE free
ISO 9001:2015 quality system specifications
Purolite® complies with required national and . 1SO 14001:2015 Environmental Management

international regulations, as well as many

. L System requirements
voluntary specialty certifications.

We also hold Drug Master Files with the US FDA,
Japan, Canada and EU



Security Lot-to-lot Consistent operating Internal
of supply consistency practices across sites audits

Continual quality Compliant Certificates of Raw material
training containers analysis (CoA) supplier program




Safety data

Purolite Life Sciences maintains Material Safety Data
Sheets (MSDS for the U.S. and ERSDS for Europe) on
each of its bulk resins. These data sheets contain
relevant information that you may need to protect
your customers and employees against any known
health or safety hazards associated with our products.

Purolite Life Sciences supplies copies of our
Material Safety Data Sheets with all bulk resins.
These describe precautions to be taken in the
storage and handling of our products and in the
maintenance of the health and safety of persons
exposed to our products, the public and the
environment with respect to our products.




The Repligen and Purolite® Partnership

We have combined over 70 years of manufacturing
experience, pairing Purolites Life Sciences
industry-changing Jetting technology with Repligen’s
ligand technology expertise. This collaboration has
resulted in an industry-first, a uniform particle size
agarose-based chromatograpy resin, together with a

new, high performance Protein A ligand, NGL-Impact~

A.

About Repligen

Repligen is a bioprocessing-focused life sciences
company, bringing over 35 years of expertise and
innovation to our customers. Repligen is a long time
market leader in Protein A, with two facilities that
produce the majority of the global Protein A ligand
demand to biopharmaceutical customers worldwide.
Repligen has comprehensive business continuity
plans, with multiple Protein A ligand manufacturing
sites both in Waltham, MA and Lund, Sweden.

The NGL-Impact” A Ligand

NGL-Impact~ A was developed as part of Repligen’s
collaboration with Navigo Proteins GmbH". This new
ligand has outstanding performance attributes when
immobilized on jetted agarose bead technology, with
ultra-high binding capacities and excellent alkaline
stability. These attributes are important in providing
improved monoclonal antibody capture to handle
increased upstream product titres, and in allowing
higher concentrations of sodium hydroxide (NaOH)
for sanitization of resins.



Placing
your order




How to order

To place your order simply contact us via email

or telephone using the information on the next page,
and quote your order number from the table

below. Praesto Jetted A50 can be supplied

loose in the following pack sizes; 25ml, 100ml,
500ml, 1L+ on request.

It can also be supplied pre-packed into OPUS®
columns by Repligen®. Available in RoboColumns with
200 pl column volumes, and MiniChrom available in

1 and 5 ml column volumes.

For scale up/validation, pilot manufacturing and cGMP
manufacturing operations we have an agreement with
Repligen® to pack Praesto resins in 0.5 cm diameter

to 80 cm diameter OPUS® columns with flexible bed
heights.




Praesto Jetted A50 Ordering Information

BULK RESIN PACK SIZE ORDER NUMBER
Praesto Jetted A50 25ml PR00550-166
Praesto Jetted A50 100 ml PR00550-164
Praesto Jetted A50 500 ml PR0O0550-165
Praesto Jetted A50 1L PR0O0550-310
PRE-PACKED COLUMNS PACK SIZE ORDER NUMBER
Praesto Jetted A50 MiniChrom Column (8 x 20 mm) 1x1ml PR0O0550-175
Praesto Jetted A50 MiniChrom Column (8 x 100 mm) 1x5ml PR00550-176
Praesto Jetted A50 RoboColumn (5 x 10 mm) 8 x 200 pl PR00550-174
Praesto Jetted A50 RoboColumn (5 x 30 mm) 8 x 600 pl PR00550-279
Praesto Jetted A50 HT Column (Quantity of 5 columns) 5x1ml PR00550-575
Praesto Jetted A50 HT Column (Quantity of 5 columns) 5x5ml PR00550-576



Contact information

Americas

2201 Renaissance Boulevard

King of Prussia, PA
19406

T+1800.343.1500

T+1610.668.9090
F-+1484.384.2751

Americas@purolite.com
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Life Sciences

Europe

Llantrisant Business Park
Llantrisant

Wales, UK

CF72 8LF

T +44 1443 229334
F+44 1443 227073

Europe@purolite.com

Asia Pacific

Room 707, C Section
Huanglong Century Plaza
No.3 Hangda Road
Hangzhou, Zhejiang,
China 310007

T+86 571 876 31382
F +86 571 876 31385

AsiaPacific@purolite.com
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