Introduction

In pharmaceutical and biotech industries the analytical and preparative
labrs are optimizing separations of their compounds of interest. Once
resulls optimized it will be necessary to scale up this separation o a
larger scale either in pliol or producton scabe, In conlrast (o analytcal
separations that ask for the best possible resolution of all compounds in

& crude mixture the main goal of this up-scaling to the process scale is o
obitain high levels of purity of only the compound of interes! combined with
its high recovery or yield

The kay factors 1o the success of this process will be the packing medium
and the squipmant used. Media need 1o be of high quality {can be either
imeguiar or spherical) so unwanted interactions with the compounds ane
avosded, Loading capaciy, throughput and price ane important commercial
parameters to considar.

The columns and equipment need 1o comply with pharma and biotech

standards as well as with the lozal engineering and safety regulations and
need {o be flexible 1o mest all requirements for the specific purification

Vydac®

Spherical silica media
* Recommaended for profein
and peplide separations
+ 300A reversed phase media
= High seleclivity and capacity
« Available from 3 to 30pm particles
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High surface anea

» Narrow particle size disiribution

= Wide range of pore sizes and particle sizes
Predictable scale up

= Available in bonded (RP and NP} and unbonded version

Detector:
Highly selective Vydac® material separates compounds with only
small chenges of amino acids sequence

Pilot to production scale
Peak Biotech columns

A wide range of Davisil@ silica grades are available to

meet performance and economic requirements.
Typical Physical and Chemical Characteristics

= Easy packing and unpacking

= Uniform distabulion system

* Removabla frit design for easy cleaning or replacemssnt
= High performance and reproducibility
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Narrow partical size distribution to optimize efficiency

and pressure drop.
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In scaling up Davisil® silica will offer consistent
performance as particle size increased.
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across all parficle sizes for predicfable scale-up
XWP Silica

= Ideal for large biolegical molecules
= Particle size adjusiable to the appbca‘tmn
» Narrow pote size distribution .

15804 |
A propnetary production process ensures an ideal mmmlﬁm
pones with a namow distribution and excellent mechanical strangth of the
pariicles. Itis the prelemred material for nuciele acid purifications

= Ergonamic working positions

Columns are availabie with 1.0 s from 50 to 1000mm

All ealumns are Dynamic Axial Campression (DAC) columns with
pressure ralings up o 100bar and are fully CE or ASME cetified

Column slurry valves and cooling/haealing jackets are available as an
option,

USP Class Vi approved sealing material as well as ATEX approval (for
use in explosion proof areas) are available s option.
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Frit and Distributor
Plate

Grace Davison Discovery Sciences

Packing of the columns can happen through the flanges or by
means of slurry valves {inlet or nullq»!}

Caolumn pn:klng mroug.h autiet lange (packing mode agMmnst gravity)
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Column packing with sLum inkat valve (packing mode with gravity)

Column unpacking
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Pilot to production scale
Peak Biotech equipment

The columns fit into & complete eystam which can be tallored 1o customer
neads. The setup can range from a basic system up o a full eption
system
Specifications

= Flow rates & — 1000 Uh

+ Pressure rates 0 - B0 bar

* Gradiant leop with feedback for NIR, mass ar conductivity

+ & Buffer inlets, 1 product and 5 fractions

+ Seaking materal PTFE

= Matenal of construction 1.4404, 1,4435, S5316L

Systern with addiional options

Systerns are fully avtomated,
CFR Parl 11 and GAMP 4
compEant. Softwarne is fully
tested and validated and allows
flexibie control of the system.

Conclusions

= High performance Grace silica hased media are available for non
surpassed performance and salectivity resulting in high purity and
yiekds (imegular and spherical).

= Durable high pressure Peak Biotech column hardware allows long
term purifications

= Floxibility allows easy and ergonomic handling of the pilot or production
scale systems.
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