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FlexAct”

Platform Technology for Your Bioprocess

K€y Benefits FlexAct” is a platform system
designed to perform nearly
any step in upstream
and downstream processing




It provides full operational
flexibility and mobility

It allows manual as well as
automatic control of your
process

Both the hardware components
and consumables can be
configured to your precise
needs




FlexAct®

Incorporating End-user Input at Its Best

FlexAct” is a fit-for-purpose and ready-to-use single-use technology platform that enables you to configure
nearly any step in upstream and downstream processing. With one central operating module (COM)

and an array of pre-sterilized bag assemblies, multiple steps in a biopharmaceutical process can be
performed with the greatest operational flexibility and safety, and without the need for tedious cleaning.
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This Includes Process Steps, Such as

- Preparation of media and buffer - Sterile and virus filtration

- Cell removal - Homogenization and pooling
- Virus inactivation (low pH) - Formulation

- Concentration and buffer exchange - Fractionation

Fermentation

= |

Downstream

[
Affinity Chromatography

Form & Fill

Storage | Fractionation

Formulation

Simplified scheme of a single-use bioprocess for the production of a monoclonal antibody. All mixing and filtration steps can be performed with FlexAct”.



FlexAct”

The Central Operating Module (COM)

The compact build of the FlexAct” operat-
ing unit as a cart on wheels gives you
maximum mobility and flexibility. It fits
through any standard door. FlexAct” is
exceptionally user-friendly as it is designed
to be operated from the front only. Mixing
and storage tanks can be placed right next
to the COM, reducing its footprint to a
bare minimum.

All equipment is securely positioned on the
COM cart. As a result, further tables or
storage space is not required. The control
unit with touch-screen operation enables
manual as well as automatic control of the
pump speed, weight, pH, pressure, temper-
ature, conductivity and (optional) flow
rate. Via remote setting, the process can
also be controlled externally.

When it comes to readiness, FlexAct” is
extremely fast. All single-use products,
such as bags, tubing, connectors, pressure
transmitters and filters, are delivered

as ready-to-connect assemblies for easy
installation. The COM itself can be univer-
sally used for a wide variety of applications
so that there is no need to make multiple
investments for frequently changing appli-
cations. This means you can considerably
save time, space and money.

Mixing Bag

Mixing and storage bags are
available for volumes from
50 L to 3,000 L. Include zero
dead lag valves for maximum
mixing efficiency.

Storage Bag

Mixing and storage bags can

be connected by standard 112"
Triclamp or quick-coupling
connectors. For aseptic connec-
tions, Opta” connectors can be
integrated into the bag assem-
bly. Thermoplastic tubing is
included for sealing and welding
as a standard.



Up to 4 top lines 8" top port
(e.g. for pH regulation) for adding powder

Impeller

w Transfer line with

pressure transmitter

Filter pre-connected
to storage bag

Consumables

To perfectly fit into your processes, our
pre-sterilized single-use bag assemblies
can be configured from a modular set

of components. In the mixing bag, you can
choose between impellers that are magnet-
ically coupled for providing high torque
forces or levitated for ultra-clean mixing.
Single-use sensors for the measurement
of pH, temperature, conductivity and
pressure can be included into the assembly
as required. The sensors for pH, tempera-
ture and conductivity are conveniently
positioned on the mixing bag, while
pressure and (optional) flow rate are
measured in-line at the point of interest.
The filter is pre-connected to a 3D Flexel”
bag for storage or a 2D Flexboy” manifold
for fractionation - whichever storage
option you prefer.



FlexAct”

Process Automation

At the core of the FlexAct” is the digital control unit. Its touch screen and
pre-installed software packages make this unit exceptionally easy to use.

With one COM and different software packages, you obtain a multifunctional
system suitable for running many processes, reducing the need for extra space
and investment costs. Besides easy and intuitive operation, the automation
provides you with a significant increase in safety and reliability, for both

the product and the operator, such as via reliable pressure control during
filtration steps.

You can operate FlexAct” with pre-installed

g programs or create your own recipes by
IUI l using our field-proven MFCS/win software
[}ll package. Comprehensive reports on

batches, alarms, messages, audit trails, etc.,

l U IDD i - can be generated and analyzed. If you need

T L to work in compliance with 21CFR Part 11,
/ %y/azo an additional package can be added as
~Z another option.

Supervisory Control
And Data Acquisition



True Added-value Services for your FlexAct”

We are well aware of how important smooth-running equipment is
for you. That is why we offer you our full-scale Instrument Services.

Sartorius has a local presence worldwide. Our portfolio covers a
wide range of services, such as installation, qualification, preventive

maintenance and repairs, including original spare parts with ‘0\€Cted by S
quick delivery times. We also offer extensive technical and applica- ? Q/,
tion support to provide you with fast and effective solutions.

Our individual operator training sessions will help you utilize your
system with maximum security and efficiency.

The single-use FlexAct” components, like filters and bags, are
accompanied by comprehensive Validation and Extractables
Guides as a basis for safety assessment of your process and drug
product. Additional product and process-specific validation testing
may be required on a case-to-case basis. You can expect our
CONFIDENCE® Validation Services experts to focus on your critical
success factors when applying proven and effective risk-based
and scientifically driven approaches.

Adherence to cGMP requirements and our ISO 9001: 2008 certified
Quality Management System ensure that you receive services

that meet the strictest quality requirements for reliable operation
and regulatory compliance. We will do everything to make sure
your FlexAct” will continue to run perfectly from day one and to
protect your investment over the long term.

sartorivs

4 We cordially invite you to visit the Sartorius Application Center,
located in Goettingen, Germany, for a hands-on experience with
FlexAct” and related equipment. For more information, just visit
www.sartorius.com/application-center/.



FlexAct®

Process Example 1:
Buffer and Media Preparation

Main pump Dosing pumps for automated Touch Main Filter holder for up
(WM 720) pH adjustment (WM 520) panel switch to 3 filter cartridges

Mixing with Weight Monitoring
Using a Floor Scale



Simply use a different software configu-
ration and bag assembly, but with the
same hardware to perform low pH virus

inactivation, product formulation and
Powder BioSealer” Pressure other production steps.
bag holder (optional) sensor

PIEIEsEY

FlexAct” Control Unit Storage Tank or Bag Manifold



FlexAct®

Process Example 2
Cell Harvest

BioWelder"  Sartocheck” Pressure Depth filter
(optional) (optional) sensor (L-drum)

Single-use Bioreactor FlexAct” Control Unit Filter Trolley Storage Tank for Product



Process Example 3
Ultrafiltration and Diafiltration

Air vent filter & Recirculation pump Feed pump Pressure sensors  Frequency  Filter cassette
pressure sensor  (Quattroflow) (WM 720) (feed | retentate)  converter holder

Recirculation Tank with FlexAct” Control Unit Storage Tank for Permeate
Integrated Load Cells



FlexAct®

Equipment that Rounds Up Your FlexAct”...

...and many more, such as flat-bed floor scales, holders for powder bags, filters and tubing,
racks for 2D bags, aseptic transfer systems, you name it, we'll supply it.

Sartocheck” 4 plus

Palletank for storage o .
— Filter integrity tester

Volumes from 50 L to 3,000 L.
Stackable. Shipping tanks
available

LA TN e

BioSealer” & BioWelder® TC
Tubing connection |
disconnection

Draining system
For optimal product recovery
in 50 L to 2,000 L mixing tanks

[ o [
LevMixer” Palletank for Mixing Magnetic Mixer”
For ultra-clean mixing with Volumes from 50 L to 1,000 L For efficient mixing of large
low shear forces. (customized up to 3,000 L). volumes and viscuous solutions.

Choose integrated load cells
for a minimum footprint
and jacketed tanks for
heating | chilling.



Customize Your FlexAct®

Our in-house engineering team will
customize the hardware and software of
your FlexAct” to the exact requirements of
your process. One such modified FlexAct”
for ultrafiltration and diafiltration can be
seen below with double the filtration area
compared with the standard version.




Sales and Service Contacts

For further contacts, visit www.sartorius-stedim.com

Europe

Germany

Sartorius Stedim Biotech GmbH
August-Spindler-Strasse 11
37079 Goettingen

Phone +49.551.308.0

Sartorius Stedim Systems GmbH
Robert-Bosch-Strasse 5-7
34302 Guxhagen

Phone +49.5665.407.0

France

Sartorius Stedim FMT S.A.S.

ZI des Paluds

Avenue de Jouques - CS 91051
13781 Aubagne Cedex

Phone +33.442.845600

Sartorius Stedim France SAS

ZI des Paluds

Avenue de Jouques - CS 71058
13781 Aubagne Cedex

Phone +33.442.845600

Austria

Sartorius Stedim Austria GmbH
Modecenterstrasse 22

1030 Vienna

Phone +43.1.7965763.18

Belgium

Sartorius Stedim Belgium N.V.
Rue Colonel Bourg 105

1030 Bruxelles

Phone +32.2.756.06.80

Hungary

Sartorius Stedim Hungaria Kft.
Kagylé u. 5

2092 Budakeszi

Phone +36.23.457.227

Italy

Sartorius Stedim Italy S.r.l.

Via dell'Antella, 76/A

50012 Antella-Bagno a Ripoli (FI)

Phone +39.055.63.40.41

Netherlands
Sartorius Stedim Netherlands B.V.

Phone +31.30.60.25.080
filtratie.nederland @sartorius-stedim.com

Poland

Sartorius Stedim Poland Sp. z 0.0.
ul. Wrzesinska 70

62-025 Kostrzyn

Phone +48.61.647.38.40

Russian Federation

LLC "Sartorius Stedim RUS"
Vasilyevsky Island

5% Jine 70, Lit. A

199178 St. Petersburg

Phone +7.812.327.53.27

Spain

Sartorius Stedim Spain, S.A.U.
Avda. de la Industria, 32
Edificio PAYMA

28108 Alcobendas (Madrid)

Phone +34.913.586.098

Switzerland

Sartorius Stedim Switzerland AG
Ringstrasse 24 a

8317 Tagelswangen

Phone +41.52.354.36.36

UK.

Sartorius Stedim UK Ltd.
Longmead Business Centre
Blenheim Road, Epsom
Surrey KT19 9 QQ

Phone +44.1372.737159

Ukraine

LLC "Sartorius Stedim RUS"
Post Box 440 "B"

01001 Kiev, Ukraine

Phone +380.44.411.4918

4 www.sartorius-stedim.com

Americas

USA

Sartorius Stedim North America Inc.
5 Orville Drive, Suite 200

Bohemia, NY 11716

Toll-Free +1.800.368.7178

Argentina

Sartorius Argentina S.A.
Int. A. Avalos 4251
B1605ECS Munro
Buenos Aires

Phone +54.11.4721.0505

Brazil

Sartorius do Brasil Ltda

Avenida Senador Vergueiro 2962
Sédo Bernardo do Campo

CEP 09600-000 - SP- Brasil

Phone +55.11.4362.8900

Mexico

Sartorius de México, S.A. de C.V.
Libramiento Norte de Tepotzotlan s/n,
Colonia Barrio Tlacateco,

Municipio de Tepotzotlan,

Estado de México,

C.P. 54605

Phone +52.55.5562.1102

leadsmex@sartorius.com

Peru

Sartorius Peru S.A.C.

Avenue Alberto del Campo 411
Floor 12 - The Office

15076 - San Isidro, Lima

Phone +51.1.441 0158

Asia | Pacific

Australia

Sartorius Stedim Australia Pty. Ltd.
Unit 5, 7-11 Rodeo Drive
Dandenong South Vic 3175

Phone +61.3.8762.1800

China

Sartorius Stedim (Shanghai)
Trading Co., Ltd.

3rd Floor, North Wing, Tower 1
No. 4560 Jinke Road
Zhangjiang Hi-Tech Park
Pudong District

Shanghai 201210, P.R. China

Phone +86.21.6878.2300

Sartorius Stedim (Shanghai)
Trading Co., Ltd.

Beijing Branch Office

No. 33 Yu'an Road

Airport Industrial Park Zone B
Shunyi District, Beijing 101300

Phone +86.10.8042.6501

Sartorius Stedim (Shanghai)

Trading Co., Ltd.

Guangzhou Branch Office

Room 1105

Xing Guang Ying Jing Building

No. 119, Shui Yin Road

Yue Xiu District, Guangzhou 510075

Phone +86.20.3836.4193

India

Sartorius Stedim India Pvt. Ltd.
#69/2-69/3, NH 48, Jakkasandra
Nelamangala Tq

562 123 Bangalore, India

Phone +91.80.4350.5250

Japan

Sartorius Stedim Japan KK.

4th Fl., Daiwa Shinagawa North Bldg.
8-11, Kita-Shinagawa 1-chome
Shinagawa-ku, Tokyo, 140-0001 Japan

Phone +81.3.4331.4300

Malaysia

Sartorius Stedim Malaysia Sdn. Bhd.
Lot L3-E-3B, Enterprise 4
Technology Park Malaysia

Bukit Jalil

57000 Kuala Lumpur, Malaysia

Phone +60.3.8996.0622

Singapore

Sartorius Stedim Singapore Pte. Ltd.
10 Science Park Rd

The Alpha #02-13/14

Singapore Science Park Il

Singapore 117684

Phone +65.6872.3966

South Korea

Sartorius Korea Biotech Co., Ltd.

8th Floor, Solid Space B/D,
PanGyoYeok-Ro 220, BunDang-Gu
SeongNam-Si, GyeongGi-Do, 463-400

Phone +82.31.622.5700
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