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Flexboy® 2D Pre-designed Solutions
Unprecedented Performance and Assurance of Supply

Flexboy” 2D Storage Solutions for All Process Steps

Building on more than 20 years of experience in designing Single-use

Back to Table
of Contents

Drug product Formulation

Downstream Intermediates to Drug Substances |

Fluid Management Solutions, we have established proven Pre Designed
Solutions (PDS) for every media, buffer, harvest & downstream intermediates,
drug substance and drug product process steps.

4 )
The performance and assurance of When you select a Flexboy® PDS, you
supply of Flexboy” PDS are based on get the assurance of consistent quality
the complete control of our manufac- and robust change control for every
turing process for the resins, the film, process step of your bioproduction.
the bags, the filters and the assembly. Business continuity is guaranteed
Other fluid-contact components are at any time with at least 24 months
secured by strategic partnerships, long of change notification.
term contracts and quality agreements L )

and are available off-the-shelf to
provide best delivery reliability.

Cell Harvest &

Media Formulation Downstream Intermediates
Pre-designed Solutions for
media storage and feeding

of bioreactors

Pre-designed Solutions for
harvesting cell cultures and
for handling all the process
intermediates

|
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,.\

Buffer Formulation Drug Substance

Pre-designed Solutions for Purification
storage of buffers used for
purification or final

formulation

Pre-designed Solutions for
storage of drug substance

Drug Product
Formulation
Pre-designed Solutions for

sterile filtration, hold and
transfer of drug products
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Flexboy” 2D Pre-designed Solutions
Material Science and Film Extrusion Expertise

The S71 EVA film of Flexboy” 2D bags is
the result of combining material science
and film extrusion expertise in collabora-
tion with our resin suppliers and film
partner. Such partnerships ensure a full
understanding of the resins formulation
and the film manufaturing process.

Following the principles of QbD, we have
selected the raw materials to achieve best
quality attributes and superior assurance
of supply.

We have established the resin specification,
extrusion design space and process controls
that provide consistent quality and
reproducible characteristics of the S71

film.

The resins and additive package formulation
and the film extrusion are optimized to
achieve outstanding robustness, provide
excellent cell growth and generate low
and consistent extractable profiles.

Welding and sealing parameters are
optimized and are routinely controlled to
ensure bag making process consistency.

Heat-laminated EVA | EVOH |
EVA Structure

— 300 pm thickness from 5mL to 20L bags
and 360 um thickness for 50L bags

— Balance between strength, flexibility
and gas barrier

— Large sealing window for bag robustness

— Best puncture resistance & elongation
at break

S71 Film Features & Benefits

— Superior robustness:
Strength and flexibility. The film
strength offers safety during
handling while flexibility ensures
integrity during storage and
shipping

— High gas and water barrier
properties:
Suitable for long term storage of
media, buffers and drug substances

— Low and consistent extractable
profile:
Ideal for drug substance and drug
product process steps

— Excellent biocompatibility:
Ideal for media storage and cell
culture

Back to Table
of Contents

Buffer
Benefits
Resins + Additives Bag l\/lakmg - Superior assurance
/ of supply
Specifications Design Space, Operating Robustness — Proven film robustness
& Controls Ranges & Controls .testlng — Container closure integrity
- Optimized resin - No slipping agents N process
prmiz pping aget . qualification — Excellent and reproducible
& additives — Mechanical anti-blocking
S . . cell growth
- Minimized anti-  (Si0,)
oxidant level - Consistent extractable
— Use of EP listed profile
antioxidant

The lot to lot consistent performance of Flexboy® bags is ensured
by specification and controls of raw materials, the definition of the
design space for the film extrusion and the control of the welding
and overall bag making process.

EVA

Backbone

EVA

Contact Layer

Backbone:

— Superior strength
and flexibility

- High gas barrier
properties

Contact layer:

— Superior strength
and flexibility

— Weld strength

— Low extractable
level

— Excellent
biocompatibility
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Flexboy” 2D Pre-designed Solutions
Control of the Entire Manufacturing Process

The complete control of the process

and our quality management system for
critical fluid-contact components ensure
reliable and consistent performance of
our Flexboy® PDS.

Resins for S71 Film Film - S71
Resin specification & control

- Resin & additives traceability

- Lot-to-lot raw material consistency
Long term contract

- 2 year last time buy option

- 2 year stock of resin & film

Final PDS Assembly

Business continuity plan

Components

Long term supply contracts

- 2 year change notification
Quality Agreements

- Bioburden, particle & endotoxin
- Extractable characterization

Extrusion design space & control

- Consistent cell growth & robustness
- Lot-to-lot consistent extractable
10 year supply & quality contract

- 2 year last time buy option

- 2 year stock of resin & film

- Back up equipment & safety stocks
- Double clean room footprint by 2020

The establishment of long term supply

contracts and quality agreements for
the resins, the film and the fluid-contact
components ensure unprecedented
assurance of supply.

Maximum Robustness

Film D

Fim C N S
Film B

Film A

Al
300um
Al
360pum

Multiple manufacturing sites
- 7000 m? of 1SO7 clean room WW

- Resin-to-bag process control

Assurance of Supply

Long-term supply contracts and quality
agreements with suppliers and partners
guarantee the traceability and control of
the raw material and the film formulation.
The control of the entire manufacturing
process provides consistent quality, change
control and business continuity.

Proven Robustness

The strength and flexibility of Flexboy®
bags make them robust and suitable for
all process steps.

Combining material science and film
expertize in partnership with our suppliers,
we have selected the best raw materials
and extrusion process parameters to obtain
consistent robustness in the entire film
extrusion design space.

We have optimized the film extrusion
process, defined the design space and
established the critical process controls to
guarantee the lot to lot consistency of
Flexboy® quality attributes.

20 million bags produced in S71 since 1995

Film D

Film ¢ R —
Film B

Film A
sn
300pm

ST
360pm

Flexboy"

Elongation at break (%)

Assurance of Integrity

For the last 2 decades, Sartorius Stedim
Biotech has been ensuring the closure
integrity of Flexboy® 2D bags using multi-
ple qualification tests, process controls
and a 100% in-process leak test resulting
in 20 million 2D bags safely used world-
wide in the biopharmaceutical industry.

The assurance of integrity is the result of
the control of the manufacturing process
along the entire product lifecycle.

Back to Table
of Contents
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Cell Growth

The resins and additives used for the film
of Flexboy® bags are optimized to ensure
excellent and reproducible growth. The
control of our entire process guarantees
consistent lot-to-lot cell growth after
short and long term media storage.
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Flexboy” 2D Pre-designed Solutions
Assurance of Supply for Fluid-contact Components

Component Quality,
Change Control and Business
Continuity

Critical fluid-contact components used for
Flexboy® PDS are secured by long term
contracts and quality agreements to offer
the best assurance of supply.

We guaranty at least a 24-month change
notification on critical fluid-contact
components thus providing robust change
control and business continuity.

Critical fluid-contact components are
also available off-the-shelf to offer the
best delivery reliability.

Material Qualification

Flexboy® PDS components are evaluated for
conformity against the EP and USP stan-
dards after reviewing technical
documentation and certificates of quality
available from our suppliers.

Additional internal qualification tests are
performed to establish extractable profiles,
post gamma sterilization shelf life and
consistent functional properties.

Design Qualification

Component designs are selected to
maximize tubing engagement tensile
strength and tightness. All engagements
with tubings are qualified for 3 year shelf
life. Test samples are visually inspected
for absence of defect and tested for leak,
burst pressure, traction and compression.

Flexboy” PDS

Using Flexboy® Pre-designed
Solutions in all your process steps
provide you with the best quality,
change control, business continuity
and delivery performances.

Criteria for Reference Components Biocompa-  Endotoxin TSE-BSE Notification
Component tibility USP  Sub visible EMA/410/01 period time
Selection <87> or particles & REACH

Biological safety USP<87> & USP<88> USP<88> bioburden

(USP Class VI) Class VI

TSE-BSE Compliance with Flexboy® bags Yes Yes Yes 48 months
questionnaire EMA/410/01 Tuflux® tubes Yes Yes Yes 24 months
Endotoxin USP<85> or EP 2.6.14 Opta” sterile connectors ~ Yes Yes Yes 24 months
Bioburden ISO 11737 Sartopore” filters Yes Yes Yes 24 months
Sub visible USP<788> or EP 2.9.19 Fittings Yes Yes Yes 24 months
particles Midisart” BV filters Yes Yes Yes 24 months
Others Bisphenol A free, Connectors Yes Yes Yes 24 months

REACH compliance

Our core expertise in plastics and polymers
enables the selection of the cleanest and
most inert materials to minimize chemical
interactions with biopharmaceutical fluids,
and leacheable substances and to provide
consistent cell growth.

Back to Table
of Contents
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Flexboy” 2D Pre-designed Solutions
Validation and Quality Assurance

Flexboy” PDS are qualified against
extensive biological, chemical, physical,
extractable and cell growth testing to
provide reliable validation data applicable
to a wide range of process conditions.

Sartorius Stedim Biotech Quality Systems
for single-use products follow applicable
ISO 9001 and FDA regulations and ISO
13485 for Medical Devices. Because
single-use systems replace traditional
stainless steel equipment, suppliers

own a more important part of the drug
manufacturing process. Design, manufac-
ture, quality control and sterilization

of Flexboy® PDS are conducted under
conditions that mirror biopharmaceutical
operations and meet cGMP like require-
ments to ensure they are supplied clean,
pure, endotoxin free and sterile.

Flexboy® 2D PDS are validated and
routinely controlled to provide consistent
performance for:

Robustness

— ASTM D882 and 1S0527, ASTM D1004,
F392 for tensile properties, tear
resistance and flex durability

— Qualification of the bag manufacturing
process capabilities following recom-
mendations from standards (ASTM
F-2097, 1S015747) and other publica-
tions (PDA, FDA-CBER)

— Internal standardized methods for
connection tests and functional
qualification in real process conditions

— 100% bag chamber leak test by
pressure decay (ASTM F2095-01)

— 100% finished product Helium integrity
test for critical process steps (2017)

Gas Transmission

— ASTM D3985, ISO15106-3, ASTM F2476:

Oxygen, Water Vapor and Carbon
Dioxide Transmission Rate

Biocompatibility & Chemical

Compatibility

— USP<87> and ISO 10993: Biological
reactivity tests, in Vitro

— USP<88>: Biological reactivity tests,
in Vivo

— Internal standardized methods for cell
growth compatibility evaluation

— USP<661> and EP 3.1.5: Containers,
physico-chemical tests - Plastics

— ASTM D543-06: resistance of plastic
to chemical reagents

Purity, Extractable & Leachable

— Extractable data based on knowledge
and control of resins and film
manufacturing process

Cleanliness, Particulates and Sterilization

— TSE/BSE: EMA/410/01 and EP 5.2.8

— USP<788> and EP 2.9.19:
Particulate Matter in Injections

— USP<71> and E.P. 2.6.1: Sterility test

— USP<85> and E.P. 2.6.14: Bacterial
endotoxins sterility

— Other tests listed in section “Sterile
Water for Injection” of USP and EP

— IS0 11737: Sterilization of medical
devices - Microbiological methods:
Bioburden

— IS0 11137: Sterilization by irradiation
of Medical Devices: Sterilization of
Medical Devices

— ISO 14644: Cleanroom envoronmental
controls

— Gamma radiation dose mapping

Flexboy” 2D PDS for media, buffer,
harvest & downstream intermediates and
drug substance process steps are released
on the base of a weekly quality control
for bioburden, sub-visible particulates and
endotoxin performed on representative
samples.

Media, Buffer, Harvest &
Downstream Intermediates

Drug Substance

For the most critical drug product
process step bioburden, sub-visible
particulates and endotoxin testing is
performed on actual product samples
for every production batch.

Weekly testing of bioburden, particles and endotoxin

on representative sample

Lot release testing of
bioburden, particles and
endotoxin on actual
product sample

' None of the Flexboy” PDS for Drug Product are yet released on the basis of a lot release testing

Certificate of Release

Statement Monitoring? 100% Batch testing
USP Class VI Bioburden Gamma irradiation
USP<87> and ISO 10993: ISO 11737 Dose mapping
Biological reactivity tests, Endotoxin: Visual inspection

in Vitro

USP<85> and E.P. 2.6.14

USP<88>: Biological
reactivity tests, in Vivo

Physico-chemical testing
USP<661> and EP 3.1.5

TSE-BSE Status
EMA/410/01 and EP 5.2.8

Sub-visible Particulates
USP<788> and EP 2.9.19

Film, bag, seal and
packaging

100% bag chamber leak
testing

Technical Drawing
conformity
Batch record review

% performed weekly on representative samples for buffer, media, harvest, drug substance and drug

product process step

Back to Table
of Contents
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Flexboy® 2D Pre-designed Solutions
Assurance of Container Closure Integrity

The assurance of container closure integri-
ty of Flexboy” 2D bags is proven along the
entire product life cycle. Quality by design
principles, process qualification, process
control and quality control first ensure
integrity of the film, the welds and the
bag chamber.

A 100% bag chamber leak test is then
performed in-process before line assembly
for all Flexboy” 2D bags. In addition,

we are currently developping a Supplier
Integrity Test (SIT) for the complete bag
and line assemblies used in critical drug
substance and drug product process steps.

For those critical process steps, a 100%
point-of-use leak test avoids the risk of
losing high value product and enhances
patient and operator safety by ensuring
that no damage occured during shipping,
storage and handing of single-use bags
at the user site.

- Robustness validated in the
extrusion design space

- Mechanical tests on film and weld
- Microbial immersion test
- Packaging validation

- Shipping validation

L J

- Control of resin, extrusion and
welding process parameters

- Seal quality tests
- Visual inspections
- Microbial immersion test

- 100% bag chamber leak test

L - Supplier integrity testing

- Package integrity

- Visual inspection

- Media hold, media fill and stability
test

- Microbial immersion test

- Operator training

- Point-of-use leak testing

Flexboy® PDS Features &t Benefits

— Full control of manufacturing processes
ensure best assurance of supply

— Long term contract and stocks of raw
materials, films and components ensure
best assurance of supply and delivery
reliability

— Resin formulation optimized for
consistent cell growth after short term
and long term media storage

— Process controls provide well character-
ized and consistent extractable profile

— Ready to use extractable data save time
and money by avoiding specific
leachable studies for drug subtance

— Best assurance of integrity of high value
drug substances and drug products
according to ASTM F2095
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: Vante™ sealer
FLEXBOY
Filling and draining lines Sampling
- EVA and Clear C-Flex” tube - Clave needleless sampling port — Inlet Filters Inlet Sterile Connections
- EVA and Silicone TuFlux” tube i i
—_— - Sartopore® 2 0.45]0.2 um and Disconnections
- h A - Sartopore” 2 XLG 0.8]0.2 um - Opta® SFT female
¥ 4 - Sartopore” 2 XLM 0.2[0.1 pm - C-Flex” tube for sterile weld with
s = - Sartopore” Platinum 0.45|0.2 um BioWelder® TC

Outlet Sterile Connections
— Opta”® SFT male

Outlet Sanitary or
Aseptic Connections

Inlet Sanitary or Aseptic
Connection

- Silicone TuFlux” tube for sterile
disconnection with Clipster”

- C-Flex® tube for sterile weld with BioWelder® TC

o " - CPC Quick coupler male
- Silicone TuFlux™ tube for sterile disconnection with Clipster

- MPC quick coupler female

- STCII Steamthru™ valve

\

- Tri-Clamp

The versatile range of Flexboy” PDS allows
for sterile filtration, storage, shipping and
transfer of all biopharmaceutical fluids in
all process steps.

Inlet Filters and Connectors

Flexboy® 2D PDS are available with four
sterilizing filtration options.

- Sartopore” 2 sterilizing-grade filter with
0.45]0.2 pm membranes optimized for
buffer filtration

- Sartopore” 2 XLG sterilizing-grade filter
with 0.80.2 um membranes optimized for
media filtration, cell harvest & downstream
intermediates

- Sartopore” 2 XLM filter with advanced
0.2]0.1 um pore size distribution and
asymmetric prefilter membrane optimized
for mycoplasma retention in media

- Sartopore” Platinum sterilizing-grade filter
with 0.45]0.2 um membranes optimized
for drug substance and drug product
filtration. The outstanding wetting
properties of the modified membrane
reduce by ten times the flushing volumes
required prior to integrity testing.

Silicone TuFlux® tube enables filter sterile dis-
connection with Clipster” for post-use integ-

rity testing and sterile seal of the bag

Alternatively, PDS are available with a sterile
connection to another filter line to provide
more flexibility. The filter line is either
connected with Opta” 4" and " or welded
with BioWelder” TC and subsequently
disconnected for integrity using BioSealer”.

Another option is to perform an aseptic
connection under Laminar Air Flow (LAF)
using a CPC quick couplers.

Outlet Connectors

- Opta” SFT Male enables sterile connections
to other single-use systems

- STCII Steamthru™ valve allows for steaming
and sterile transfer to stainless steel
systems

— CPC quick couplers are used for either
sanitary connection or aseptic connection
under I1SO5 laminar air flow to single-use
systems

- Tri-Clamp 112" sanitary flange are used
for either sanitary connection or aseptic
connection under I1SO5 laminar air flow
to stainless steel systems

- Clave needleless sampling port enables
for sterile sampling

PJL.# W O

Tubes

- TuFlux” silicone tubing enables sterile
disconnection with Clipster”

- Clear C-Flex” tubing allows for sterile
weld connection with BioWelder® TC and
sterile seal disconnection with BioSealer”

- EVA tubing enables sterile seal disconnec-
tion with Vante™ sealer

Al fluid-contact components of Flexboy” PDS
are secured by supply contracts and quality
agreements to provide:

- Best quality, change control and business
continuity with at least 24 months change
notification

- Best delivery reliability with available stocks

- Compliance to quality standards:
USP<87> & USP<88>, TSE/BSE, REACH

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for

Media Formulation

/ Sterilizing Filtration

Flexboy® 2D solutions for media are
available with two Sartopore” filter
options, Sartopore” 2 XLG for sterilizing
filtration or Sartopore® 2 XLM for
mycoplasma retention.

Flexboy” 2D bags without filters are also
available for:

— Sterile connection to alternative
Sartopore® filter line using Opta®
/4" or 38" or welding with
BioWelder” TC

— Aseptic connection to alternative
Sartopore® filter line with MPC quick
coupler

Sterile Weld to BIOSTAT STR”
and RM Single-use Bioreactors

Sterile Connection to other

Back to Table
of Contents

Sterile Connection

Single-use Bioreactors

Sterile Weld

Steaming Connection to
Stainless Steel Bioreactors

Sartopore® filters can be disconnected
for post-use integrity testing with sterile
disconnection using Clipster”.

Inlet and outlet lines are made of C-Flex”
or Silicone TuFlux” tubing for welding,
sealing and pumping.

Flexboy” 2D bags allow for sterile media
transfer to most common single-use and
stainless steel bioreactors with a variety
of sterile connections.

Outlet Line

Sterile connection and transfer by

pumping or gravity

— C-Flex” with CPC quick coupler and plug
for sterile weld with BioWelder® TC to
BIOSTAT® RM and BIOSTAT STR” bioreactors

L

Sampling

- Clave needleless sampling port

— Opta® SFT male for sterile connection
to other single-use bioreactors

— STCII Steamthru™ valve for
steaming connection to stainless
steel bioreactors

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.

FLEXBOY®

Inlet Line

Sterilizing filtration
- Sartopore” 2 XLG 0.8]0.2 um
- Sartopore” 2 XLM 0.2 0.1 pm

Connections for Alternative

Filter Line

- Opta® SFT female

- C-Flex” tube for sterile weld with
BioWelder® TC

- MPC quick coupler female

v
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Flexboy” 2D Pre-designed Solutions for
Media Formulation
of Contents
A
| .
oo < Inlet Line
Sterile Weld to BIOSTAT STR® \ o
and RM Single-use Bioreactor \ Sartopore@Z XLG 0.8]02 pm
\ Sartopore” 2 XLM 0.2]0.1 pm
i i Sterile Connection -
Sj[enle Conn§ct|on to other . »:;;{ 3 Opta® SFT female
/ Single-use Bioreactors Sterile Weld Outlet Line g8 E
=4 i
. . MPC quick coupler female
/ Stegmmg Conne_ctlon to C-Flex” tube with MPC . / T with sealing cap or
Stainless Steel Bioreactors sealing cap for sterile weld ~ / \_ / 2N C-Flex” tube for sterile weld
with BioWelder’ TC [ wsr == = with BioWelder® TC
‘ : N /
\\i)//
Sterile Weld to BIOSTAT STR” and BIOSTAT® RM Single-use Bioreactors
Inlet’ Outlet? Sampling " Inlet tubing line from end line to bag:
. . . " . . . For 3 L Sartopore” 2 filters and Opta®
Bag Part Units Fllte_r or dl_stal connector Fllter_type Distal Fo_nnec_tor Sampling line 14" 1D Silicone TuFlux® 300 mm (12%) + " ID EVA 100 mm (4") +
volume number per box on filling line and size on draining line Clipster” in a separate pouch
3L FFB128255 20 Sartopore®2 XLG 0.8]0.2 um For 5 L-50 L Sartopore” 2 filters and Opta’

FFB128240 20 Sartopore® 2XIM 0.2]0.1 um

MidiCaps" size 4

FFB128275 20 14" Opta® SFT female

FFB128265 20 MPC female + sealing cap

NA

a" ID C-Flex” +
/4" MPC male +
sealing cap

5L FFB128256 20 Sartopore” 2 XLG 0.8]0.2 um

FFB128241 20 Sartopore” 2 XLM 0.2 ] 0.1 pm

MidiCaps” size 4

FFB128276 20 3" Opta” SFT female

FFB128266 20 MPC female + sealing cap

NA

0L FFB128257 10 Sartopore®2 XLG 0.8]0.2 um e
5 MidiCaps size 7
FFB128242 10 Sartopore” 2 XLM 0.2 | 0.1 um
FFB128277 10 3" Opta” SFT female NA
FFB128267 10 MPC female + sealing cap
20L FFB128258 10 Sartopore” 2 XLG 0.8]0.2 um e
B MidiCaps size 7
FFB128243 10 Sartopore” 2 XLM 0.2]0.1 um
FFB128278 10 3" Opta® SFT female NA
FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore®2 XLG 0.8]0.2 um

FFB128244 10 Sartopore” 2 XLM 0.2 ] 0.1 pum

MidiCaps® size 7

FFB128279 10 3" Opta” SFT female

FFB128269 10 MPC female + sealing cap

NA

346" 1D EVA 50 mm (2") +
3h6" Luer Lock female +

3" ID C-Flex” + Clave connector

38" MPC male +
sealing cap

- 3" ID Silicone TuFlux” 300 mm (12") + " ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5L -50 L MPC
- 38" ID Clear C-Flex® 500 mm (20") + %" ID EVA 100 mm (4")

~

Qutlet tubing line from bag to end line:

For3L
- 14" 1D EVA 100 mm (4") + 2" ID C-Flex” 500 mm (20")

For 5L -50L
- 3" ID EVA 100 mm (4") + 38" ID C-Flex” 500 mm (20")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy® 2D Pre-designed Solutions for
Media Formulation

Sterile Weld to BIOSTAT STR’
and RM Single-use Bioreactor

Media
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Sterile Connection

Back to Table
of Contents

Inlet Line

Sartopore” 2 XLG 0.8]0.2 um
Sartopore® 2 XLM 0.2 | 0.1 pm

Opta® SFT female

MPC quick coupler female with
sealing cap or
1 C-Flex” tube for sterile weld
| with BioWelder” TC

" Inlet tubing line from end line to bag:

For 3 L Sartopore” 2 filters and Opta”
- 1/4" D Silicone TuFlux” 300 mm (12") + V4" ID EVA 100 mm (4") +

Sterile Connection to other j =
Single-use Bioreactors Sterile Weld g l% 3
. " HE
/ Steaming Connection to Outlet Line
Stainless Steel Bioreactors Opta® SFT male for sterile : ,
connection | =y — =
1‘\ ’/‘ ““\
./ W
Sterile Connection to other Single-use Bioreactors
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box  connector on filling line and size on draining line
3L FFB128260 20 Sartopore” 2 XLG 0.8]0.2 pm o
pore 02 Cas® size 4
FFB128245 20 Sartopore” 2 XLM 0.2]0.1 pm . o
. s 4" Opta SFT male
FFB128280 20 4" Opta SFT female NA
FFB128270 20 MPC female + sealing cap
5L FFB128261 20 Sartopore” 2 XLG 0.8]0.2 pm e
. MidiCaps size 4
FFB128246 20 Sartopore” 2 XLM 0.2 0.1 pm
FFB128281 20 3" Opta” SFT female NA
FFB128271 20 MPC female + sealing cap
0L FFB128262 10 Sartopore” 2 XLG 0.8]0.2 pm MidiCans® size 7
s idi iz " "
FFB128247 10 Sartopore” 2 XLM 0.20.1 um P’ ¥6" 1D EVA 50 mm (2°) +
FFB128282 10 ¥s" Opta” SFT femal 6" Luer Lock female +
s Upta emate NA Clave connector
FFB128272 10 MPC female + sealing cap . ®
> 3" Opta SFT male
20L FFB128263 10 Sartopore” 2 XLG 0.8]0.2 pm e
s MidiCaps size 7
FFB128248 10 Sartopore” 2 XLM 0.2]0.1 um
FFB128283 10 3" Opta® SFT female NA
FFB128273 10 MPC female + sealing cap
50 L FFB128264 10 Sart 2 XLG 0.80.2 o
artopore. 0.2 pm MidiCaps” size 7
FFB128249 10 Sartopore” 2 XLM 0.2 0.1 pm
FFB128284 10 3" Opta” SFT female NA
FFB128274 10 MPC female + sealing cap

Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +

Clipster” in a separate pouch
For 3 L MPC 74" ID Clear C-Flex”
- 500 mm (20") + 4" ID EVA 100 mm (4")
For 5 L-50 L MPC 3" ID Clear C-Flex”
- 500 mm (20") + ¥s" ID EVA 100 mm (4")

~

For3 L

Outlet tubing line from bag to end line:

— 14" 1D EVA 100 mm (4") + 4" ID Silicone TuFlux” 300 mm (12")

For5L-50L

- 3" |D EVA 100 mm (4") + 35" ID Silicone TuFlux” 300 mm (12")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for
Media Formulation

Media

‘ L Buffer

J L Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Inlet Line

Sartopore” 2 XLG 0.8]0.2 um
Sartopore® 2 XLM 0.2 | 0.1 pm

Opta® SFT female

MPC quick coupler female with

sealing cap or

C-Flex” tube for sterile weld

| with BioWelder” TC

" Inlet tubing line from end line to bag:
For 3 L Sartopore” 2 filters and Opta”

Back to Table
of Contents

— 14" ID Silicone TuFlux” 300 mm (12") + 1" ID EVA 100 mm (4") +

Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +

Clipster” in a separate pouch
For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

~

For3 L

- 14" 1D EVA 100 mm (4") + V4" ID C-Flex” 500 mm (20")

For 5L-50 L

- 3" ID EVA 100 mm (4") + 38" ID C-Flex” 500 mm (20")

, ‘5 Flexboy® {
Sterile Weld to BIOSTAT STR’” ‘ ﬁ
and RM Single-use Bioreactor “
Sterile Connection to other Sterile Connection i 2
o ; . _ 8
Single-use Bioreactors Sterile Weld Outlet Line Iy g E
/ Steaming Connection to C-Flex tube with MPC
Stainless Steel Bioreactors sealing cap for sterile weld
with BioWelder” TC =
Sterile Weld to other Single-use Bioreactors
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal connector Filter type Distal connector ~ Sampling line
volume number per box on filling line and size on draining line
3L FFB128255 20 Sartopore®2 XLG 0.8]0.2 um MidiCans” size 4 .
1d1 1Z! " -
FFB128240 20 Sartopore” 2 XLM 0.2 0.1 pm P :;4 :\aPCC F'e’l‘ *
p ® 4 male +
FFB128275 20 4" Opta SFT femz?le NA sealing cap
FFB128265 20 MPC female + sealing cap
5L FFB128256 20 Sartopore” 2 XLG 0.8]0.2 um e
B MidiCaps size 4
FFB128241 20 Sartopore” 2 XLM 0.2 0.1 um
FFB128276 20 3" Opta” SFT female NA
FFB128266 20 MPC female + sealing cap
0L FFB128257 10 Sartopore®2 XLG 0.8]0.2 um MidiCans® size 7
B idi iz " "
FFB128242 10 Sartopore” 2 XLM 0.2 0.1 pm P ¥6" ID EVA 50 mm (2°) +
FFB128277 10 6" Opta® SFT femal 346" Luer Lock female +
s Upta cmafe NA %" ID C-Flex® + Clave connector
FFB128267 10 MPC female + sealing cap .
5 38" MPC male +
20L FFB128258 10 Sartopore®2 XLG 0.8]0.2 um e )
B MidiCaps” size 7 ~ sealing cap
FFB128243 10 Sartopore” 2 XLM 0.2]0.1 um
FFB128278 10 3" Opta® SFT female NA
FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore”2 XLG 0.8 0.2 .
aropore 0.2 ym MidiCaps” size 7
FFB128244 10 Sartopore” 2 XLM 0.2 /0.1 um
FFB128279 10 3" Opta” SFT female NA
FFB128269 10 MPC female + sealing cap

Qutlet tubing line from bag to end line:

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.



14 Flexboy" 2D Pre-designed Solutions for

Media Formulation

Sterile Weld to BIOSTAT STR’
and RM Single-use Bioreactor

Sterile Connection
Sterile Weld

Sterile Connection to other
/ Single-use Bioreactors

Steaming Connection to
Stainless Steel Bioreactors

Back to Table
of Contents

Media ‘ L Buffer J L Cell Harvest & DSP ‘ Drug Substance ‘ Drug Product J
/AAA
| W :
\ LA Inlet Line
‘ o
‘ “ Sartopore” 2 XLG 0.8]0.2 ym
‘%@ e Sartopore® 2 XLM 0.2 | 0.1 pm
_ :';g—:{ Opta® SFT female
Outlet Line " gE

STCII Steamthru™
valve for steaming

MPC quick coupler female with
sealing cap or
C-Flex” tube for sterile weld

connection |« ‘, with BioWelder” TC
' 4
Steaming Connection to Stainless Steel Bioreactors
Inlet Outlet? Sampling " Inlet tubing line from end line to bag:

Bag Part Units Filter or distal connector Filter type Distal connector ~ Sampling line ?;43 ILDS;L?O‘::’;?Zglji:;fzrgoa:ndmo[ﬂ?: D B T )
volume number per box on filling line and size on draining line Clipster® in a separate pouch
3L FFB128250 20 Sartopore®2 XLG 0.8]0.2 um MidiCaps® size 4 For 5 L-50 L Sartopore” 2 filters and Opta’

FFB128235 20 Sartopore® 2 XLM 0.2 | 0.1 um idiCaps size - 3" ID Silicone TuFlux” 300 mm (12") + 35" ID EVA 100 mm (4") +

FFB128230 20 V4" Opta” SFT f | Clipster” in a separate pouch

+ Upta emate NA For 3 L MPC

FFB128225 20 MPC female + sealing cap — 14" ID Clear C-Flex® 500 mm (20") + " ID EVA 100 mm (4")
5L FFB128251 20 Sartopore”2 XLG 0.8]0.2 pm e For 5 L-50 L MPC

FFB128236 20 Sartopore” 2 XIM 02 0.1 pum _ "1diCaps size 4 ~ %" ID Clear C-Flex” 500 mm (20") + %" 1D EVA 100 mm (4")

FFB128231 20 3" Opta” SFT female o ,

FFB128226 20 MPC female + sealing cap NA 2 Qutlet tubing line from bag to end line:

5 For3 L

0L FFB128252 10 Sartopore”2 XLG 0.8/0.2 um MidiCaps’ size 7 316" 1D EVA 50 mm (2') - 4" ID EVA 100 mm (4") + %" D Silicone TuFlux” 300 mm (12")

FFB128237 10 Sartopore® 2 XLM 0.2]0.1 pm 3" STCII 3/16" Ler L k’f“m | * For 5 L-50 L

FFB128232 10 35" Opta” SFT female 4" sanitary flange .o o FOCKTEMAIE+ g b BVA 100 mm (47) +3" ID Silicone TuFlux” 300 mm (127)

NA Clave connector

FFB128227 10 MPC female + sealing cap

20 L FFB128253 10 Sartopore” 2 XLG 0.8 0.2 pm e
5 MidiCaps size 7

FFB128238 10 Sartopore” 2 XLM 0.2 /0.1 um

FFB128233 10 3" Opta” SFT female NA

FFB128228 10 MPC female + sealing cap
50 L FFB128254 10 Sartopore”2 XLG 0.8]0.2 pm

FFB128239 10 Sartopore® 2XIM 0.2]0.1 um

MidiCaps” size 7

FFB128234 10 ¥g" Opta® SFT female

FFB128229 10 MPC female + sealing cap

NA

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Media Buffer

15 Flexboy" 2D Pre-designed Solutions for
Buffer Formulation

Sterile Connection
Sterile Weld

Quick Coupler Connection

Sterile Connection

Sterilizing Filtration to Downstream Systems

/ from Mixer Sanitary or Aseptic Connection

to Downstream Systems Tri-Clamp Connection

Flexboy” 2D bags allow for sterile buffer
transfer to most common single-use

Flexboy” 2D solutions for buffer are
available with Sartopore® 2 0.45|0.2 pm

e —
filter for high flowrate sterilizing filtration  and stainless steel downstream purification
after mixing step. and formulation systems with a variety
of sterile and aseptic connections.

Flexboy® 2D bags without filters are also
available for: . | W
- Sterile connection to alternative i

Sartopore” filter line using Opta” 12" .

or welding with BioWelder” TC Sampling
- Aseptic connection to alternative I o= =2mpling port — v cm— -,

Sartopore” filter line with <h Q

MPC quick coupler , -~

-

Sartopore” filters for sterile disconnection
with Clipster” are available with Silicone

TuFlux” tubing. Outlet Line ,

Flux tubing Inlet Line
Connection and transfer by pumping - MPC quick coupler male & female A )

Inlet and outlet lines are made of or gravity for sanitary or aseptic connection Sterilizing filtration

EVA + Silicone TuFlux” or EVA + C-Flex”
tubing for welding and sealing.

- Opta® SFT male for sterile connection
- C-Flex” tube for sterile weld with
BioWelder® TC

L

to single-use systems
- Tri-Clamp flange for sanitary or aseptic
connection to stainless steel systems

- Sartopore” 2 0.45|0.2 um

Connections for Alternative
Filter Line
- Opta” SFT female
- C-Flex” tube for sterile weld with
1 BioWelder” TC
- MPC quick coupler female

v

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy® 2D Pre-designed Solutions for
Buffer Formulation

/

Sanitary or Aseptic Connection

to Downstream Systems

J L Cell Harvest & DSP J L Drug Substance J L Drug Product

Sterile Connection

Sterile Connection
to Downstream Systems Sterile Weld

Tri-Clamp Connection

Quick Coupler Connection

Media Buffer
Back to Table
of Contents
Inlet Line
Sartopore®2 0.45]0.2 pm
Opta® SFT female
Outlet Line MPC quick coupler female with

Opta® SFT male for sterile

connection | [J=» - ‘
/ \\‘7‘ 3
Sterile Connection to Downstream Systems
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box connector on filling line and size on draining line
3L FFB128305 20 Sartopore”2 0.45 0.2 pm MidiCaps’ size 4
FFB128280 20 4" Opta”® SFT female NA 14" Opta” SFT male
FFB128270 20 MPC female + sealing cap
5L FFB128306 20 Sartopore”2 0.45 0.2 pm MidiCaps’ size 4
FFB128281 20 3¥g" Opta” SFT female NA
FFB128271 20 MPC female + sealing cap
0L FFB128307 10 Sartopore”2 0.45 0.2 pm MidiCaps’ size 7 36" ID EVA 50 mm (2") +
FFB128282 10 3¥g" Opta® SFT female NA 36" Luer Lock female +
FFB128272 10 MPC female + sealing cap . Clave connector
B — o 38" Opta SFT male
20L FFB128308 10 Sartopore®2 0.45]0.2 pm MidiCaps size 7
FFB128283 10 3¥g" Opta® SFT female NA
FFB128273 10 MPC female + sealing cap
50 L FFB128309 10 Sartopore”2 0.45]0.2 um MidiCaps” size 7

FFB128284 10

38" Opta® SFT female

FFB128274 10

MPC female + sealing cap

NA

sealing cap or
C-Flex” tube for sterile weld
with BioWelder” TC

b

" Inlet tubing line from end line to bag:

For 3 L Sartopore” 2 filters and Opta”
- 14" ID Silicone TuFlux” 300 mm (12") + 4" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC
- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

~

Qutlet tubing line from bag to end line:

For3 L
— 14" 1D EVA 100 mm (4") + 4" ID Silicone TuFlux® 300 mm (12")

For 5L-50L
- 38" ID EVA 100 mm (4") + 38" ID Silicone TuFlux® 300 mm (12")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for

Buffer Formulation

Sterile Connection
to Downstream Systems

/

Sanitary or Aseptic Connection
to Downstream Systems

Tri-Clamp Connection

‘ Buffer

L Cell Harvest & DSP ‘ L Drug Substance

‘ L Drug Product

Sterile Connection

Sterile Weld

Quick Coupler Connection

Media
Inlet Line
Sartopore®2 0.45]0.2 pm
_ Opta® SFT female
Outlet Line

C-Flex” tube with MPC

sealing cap for sterile weld
with BioWelder” TC

MPC quick coupler female with

sealing cap or

C-Flex” tube for sterile weld

with BioWelder” TC

_

" Inlet tubing line from end line to bag:

For 3 L Sartopore” 2 filters and Opta”

Back to Table
of Contents

— 14" ID Silicone TuFlux” 300 mm (12") + 14" ID EVA 100 mm (4") +

Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’
- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

~

For3 L

- 14" 1D EVA 100 mm (4") + V4" ID C-Flex” 500 mm (20")

For 5L-50 L

- 3" ID EVA 100 mm (4") + 38" ID C-Flex” 500 mm (20")

Sterile Weld to Downstream Systems
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box connector on filling line and size on draining line
3L FFB128300 20 Sartopore®2 0.45]0.2 pm MidiCaps® size 4 1" ID C—Flex® +
FFB128275 20 14" Opta” SFT female NA 14" MPC male +
FFB128265 20 MPC female + sealing cap sealing cap
5L FFB128301 20 Sartopore®2 0.45]0.2 pm MidiCaps” size 4
FFB128276 20 3" Opta” SFT female NA
FFB128266 20 MPC female + sealing cap
10L FFB128302 10 Sartopore®2 0.45]0.2 pm MidiCaps” size 7 36" 1D EVA 50 mm (2") +
FFB128277 10 3g" Opta” SFT female R 316" Luer Lock female +
FFB128267 10 MPC female + sealing cap NA %" ID C-Flex"+ Clave connector
0 — o 38" MPC male +
20L FFB128303 10 Sartopore”2 0.45]0.2 pm MidiCaps size 7 sealing cap
FFB128278 10 3" Opta” SFT female NA
FFB128268 10 MPC female + sealing cap
50 L FFB128304 10 Sartopore” 2 0.45|0.2 um MidiCaps’ size 7
FFB128279 10 ¥g" Opta® SFT female NA
FFB128269 10 MPC female + sealing cap

Qutlet tubing line from bag to end line:

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for
Buffer Formulation

Quick Coupler Connection to Downstream Systems

Sterile Connection
to Downstream Systems

to Downstream Systems

Sanitary or Aseptic Connection

Sterile Connection

Sterile Weld

‘ Buffer

J L Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Media

/&\

|
\ QA .
} \ Inlet Line

Sart “20.45|0.2
S (?EEHEE artopore 0.2 pm
_ o)) Opta” SFT female
Outlet Line EF

Quick Coupler Connection

Tri-Clamp Connection

MPC quick coupler male &
female with cap for sanitary
or aseptic connection

Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box connector on filling line and size on draining line
3L FFB128300 20 Sartopore”2 0.45 0.2 pm MidiCaps” size 4 1/," ID C-Flex” +
FFB128275 20 14" Opta” SFT female NA 4" MPC male +
FFB128265 20 MPC female + sealing cap sealing cap
5L FFB128301 20 Sartopore”2 0.45 0.2 pm MidiCaps” size 4
FFB128276 20 ¥g" Opta® SFT female NA
FFB128266 20 MPC female + sealing cap
0L FFB128302 10 Sartopore”2 0.45 0.2 pm MidiCaps’ size 7 36" ID EVA 50 mm (2") +
FFB128277 10 3" Opta® SFT female . 36" Luer Lock female +
FFB128267 10 MPC female + sealing cap NA 2/8 ID C-Flex + Clave connector
20L FFB128303 10 Sartopore”2 0.45 0.2 pm MidiCaps’ size 7 S/esa“l\:;Ccan;ale "
FFB128278 10 3¥g" Opta® SFT female NA
FFB128268 10 MPC female + sealing cap
50 L FFB128304 10 Sartopore”2 0.45[0.2 um MidiCaps” size 7

FFB128279 10

3" Opta® SFT female

FFB128269 10

MPC female + sealing cap

NA

MPC quick coupler female with

" Inlet tubing line from end line to bag:
For 3 L Sartopore” 2 filters and Opta”

~

sealing cap or

with BioWelder” TC

C-Flex” tube for sterile weld

Back to Table
of Contents

— 14" ID Silicone TuFlux” 300 mm (12") + 14" ID EVA 100 mm (4") +

Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +

Clipster” in a separate pouch
For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

Qutlet tubing line from bag to end line:

For3 L

- 14" 1D EVA 100 mm (4") + V4" ID C-Flex” 500 mm (20")

For 5L-50 L

- 3" ID EVA 100 mm (4") + 38" ID C-Flex” 500 mm (20")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for
Buffer Formulation

Sterile Connection
Sterile Weld

Sterile Connection
to Downstream Systems

Sanitary or Aseptic Connection
to Downstream Systems

Tri-Clamp Connection to Downstream Systems

‘ Buffer

J Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Quick Coupler Connection

Back to Table

of Contents

Media
(- )
N7 |
‘ \‘ Inlet Line
%qgﬁﬁgﬁ) Sartopore”2 0.45]0.2 um
54 ¢ Opta® SFT female
Outlet Line iE MPC quick coupler female with

Tri-Clamp Connection

Tri-Clamp flange for sanitary
or aseptic connection

sealing cap or
C-Flex” tube for sterile weld
with BioWelder” TC

= { ‘

Inlet Outlet? Sampling " Inlet tubing line from end line to bag:
Bag Part Units Filter or distal Filter type Distal connector  Sampling line F°1r§ ~CEUERIE 2l and L o i
volume number per box connecto; on filling line and size _ on draining line - C/Tiplsl?cesrglicr?gzzg?rgte3;)%?131m (127 + V4" ID EVA 100 mm () +
3L FFB128295 20 Sartopore®2 0.45]0.2 pm MidiCaps size 4 14" Tri—CIamp For 5 L-50 L Sartopore® 2 filters and Opta®
FFB128290 20 1/s" Opta® SFT female sanitary flange - 38" ID Silicone TuFlux® 300 mm (12") + ¥s" ID EVA 100 mm (4") +
FFB128285 20 MPC female + sealing cap NA with gasket, Clipster” in a separate pouch
cap & union For 3 L MPC
5L FFB128296 20 Sartopore®2 0.45] 0.2 um MidiCaps” size 4 - ¥a" D Clear C-Flex” 500 mm (207) + 74" ID EVA 100 mm (4")
" ® For 5L-50 L MPC
FFB128291 20 ¥&" Opta’ SFT female NA ~ %" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")
FFB128286 20 MPC female + sealing cap
0L FFB128297 10 Sartopore”2 0.45]0.2 um MidiCaps’ size 7 2;16 ILD EV(% 5I?fmm (|2") * 2 Outlet tubing line from bag to end line:
FFB128292 10 %" Opta” SFT female NA ¥s" Tri-Clamp C‘|6 uer Oct emaie + For3L
FFB‘|28287 10 MPC female + Sealing cap Sanitary ﬂange ave connector - 14" 1D EVA 100 mm (4"] + 14" ID Silicone TUHUX® 300 mm (12")
20L FFB128298 10 Sartopore”2 0.45 0.2 pm MidiCaps® size 7 with gasket, For5L-50 L » .
. - & uni - 3" ID EVA 100 mm (4") + 3" ID Silicone TuFlux” 300 mm (12")
FFB128293 10 ¥g" Opta” SFT female cap ct union

FFB128288 10 MPC female + sealing cap

NA

50 L FFB128299 10 Sartopore®2 0.45]0.2 pm

MidiCaps® size 7

FFB128294 10 3" Opta” SFT female

FFB128289 10 MPC female + sealing cap

NA

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Media

Buffer Cell Harvest & DSP

‘ Drug Product ‘

Drug Substance

Flexboy” 2D Pre-designed Solutions for

Cell Harvest & Downstream Intermediates

Clarification
and Sterilizing
Filtration

from Bioreactor

/

Flexboy” 2D solutions for cell harvest &
downstream intermediates are available
with Sartopore” 2 XLG 0.8 | 0.2 um for high
throughput sterilizing filtration after cell
culture clarification step and for the
handling of all process intermediates
before the final UFDF step.

Flexboy” 2D bags without filters are also
available for:

— Sterile connection to alternative
Sartopore” filter line using Opta®
or welding with BioWelder® TC

— Aseptic connection to alternative
Sartopore” filter line with
MPC quick coupler

Sterile Connection
to Downstream Systems

Sanitary or Aseptic Connection
to Downstream Systems

Sartopore” filters for sterile disconnection
with Clipster” are available with Silicone

Sterile Connection
Sterile Weld
Quick Coupler Connection

Tri-Clamp Connection

Back to Table
of Contents

. ; e —
TuFlux® tubing. Inlet and outlet lines are
made of EVA + Silicone TuFlux” or EVA +
C-Flex® tubings for welding and sealing.
Flexboy® 2D bags allow for cell harvest e | WA
transfer to most common single-use and i
stainless steel downstream purification
systems with a variety of sterile and aseptic Sampling
connections :
- Clave needleless sampling port
=i c
j pH b
< 3 -~
— ~

Outlet Line ’ Inlet Line

Connection and transfer by pumping — MPC Quick couplers for sanitary or Erlc:j;:ﬂt)ciitrls:cf:rdosrt:Iedfcljl\fvrs:lt(:gam

or gravity aseptic connection to single-use system rification st Y

— Opta” SFT male for sterile connection - Tri-Clamp flange for sanitary or aseptic ?u Sa:tao (:)res® eszLG 0.8]0.2 um

— C-Flex” with MPC plug for sterile weld connection to stainless steel system P < sl

to single-use system Connection for alternative
L > B filter line
- — Opta” SFT female

— C-Flex” tube for sterile weld
with BioWelder” TC
- MPC quick coupler female

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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‘ Buffer

Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Media
Flexboy” 2D Pre-designed Solutions for
Cell Harvest & Downstream Intermediates
Inlet Line
Sterile Connection S Sartopore®2 XLG 0.8]0.2 pm
to Downstream Systems Sterile Weld
_ _ Opta® SFT female
Sanitary or Aseptic Connection Quick Coupler Connection ) )
to Downstream Systems Tri-Clamp Connection Outlet Line MPC quick coupler female with
sealing cap or
Opta® SFT male for sterile - C-Flex” tube for sterile weld
connection = | with BioWelder” TC
\ /
" T 4
Sterile Connection to Downstream Systems
Inlet’ Outlet? Sampling " Inlet tubing line from end line to bag:
- - - - - PR For 3 L Sartopore” 2 filters and Opta”
Bag Part Units Filter or distal o Fllter_type Distal _co_nnec_tor Sampling line 14" 1D Silicone TuFlux® 300 mm (127) + V" ID EVA 100 mm (4) +
volume number per box  connector on filling line and size on draining line Clipster” in a separate pouch
3L FFB128260 20 Sartopore” 2 XLG 0.8]0.2 um  MidiCaps” size 4 For 5 L-50 L Sartopore” 2 filters and Opta®
FFB128280 20 14" 0pta® SFT female NA 1Ua" Opta® SFT male - 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +
FFB128270 20 MPC female + sealing cap . Cl;pitapén a separate pouch
® .y ® . or
5L FFB128261 20 Sartopore” 2 XLG 0.8 0.2 um  MidiCaps” size 4 ~ 14" ID Clear C-Flex® 500 mm (20") + " ID EVA 100 mm (4")
FFB128281 20 3" Opta” SFT female NA For 5 L-50 L MPC
FFB128271 20 MPC female + sealing cap - 3" ID Clear C-Flex” 500 mm (20") + ¥s" ID EVA 100 mm (4")
0L FFB128262 10 Sartopore” 2 XLG 0.8]0.2 um  MidiCaps’size 7 6" 1D EVA50 mm (2") + o .
FFB128282 10 3" Opta” SFT female NA 316" Luer Lock female + gUtletLtmeg line from bag to end line:
. or3
FFB128272 10 MPC female + sealing cap %" Opta® SFT male Clave connector - 4" ID EVA 100 mm (4) + " ID Silicone TuFlux” 300 mm (12")
20L FFB128263 10 Sartopore” 2 XLG 0.8 0.2 um  MidiCaps" size 7 For5L-50L
FFB128283 10 3/g" Opta® SFT female NA - 38" ID EVA 100 mm (4") +3s" ID Silicone TuFlux” 300 mm (12")
FFB128273 10 MPC female + sealing cap
50 L FFB128264 10 Sartopore”2 XLG 0.8|0.2 um  MidiCaps" size 7
FFB128284 10 3" Opta® SFT female NA
FFB128274 10 MPC female + sealing cap

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for

Cell Harvest & Downstream Intermediates

Sterile Connection Sterile Connection
to Downstream Systems

Sterile Weld

/

Sanitary or Aseptic Connection
to Downstream Systems

Tri-Clamp Connection

Quick Coupler Connection

Back to Table
of Contents

Media ‘ L Buffer J ‘ Cell Harvest & DSP ‘ Drug Substance ‘ Drug Product J
Inlet Line
Sartopore®2 XLG 0.8]0.2 pm
_ Opta® SFT female
Outlet Line

C-Flex” tube with MPC
sealing cap for sterile weld
with BioWelder® TC

. '\\
Sterile Weld to Downstream Systems
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal connector Filter type Distal connector ~ Sampling line
volume number per box  on filling line and size on draining line
3L FFB128255 20 Sartopore®2 XLG 0.8]/0.2 um  MidiCaps’size 4 14" |D C-Flex” +
FFB128275 20 4" Opta” SFT female NA 4" MPC male +
FFB128265 20 MPC female + sealing cap sealing cap
5L FFB128256 20 Sartopore”2 XLG 0.8|0.2 um  MidiCaps’ size 4
FFB128276 20 3" Opta” SFT female NA
FFB128266 20 MPC female + sealing cap
10L FFB128257 10 Sartopore”2 XLG 0.8|0.2 um  MidiCaps’ size 7 36" 1D EVA 50 mm (2") +
FFB128277 10 3" Opta” SFT female R 36" Luer Lock female +
FFB128267 10 MPC female + sealing cap NA 2/8 ID C-Flex + Clave connector
20L FFB128258 10 Sartopore”2 XLG 0.8]/0.2 um  MidiCaps” size 7 Sfa“l\r/]lchcan;ale *
FFB128278 10 3" Opta” SFT female NA
FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore”2 XLG 0.8|0.2 um  MidiCaps’ size 7
FFB128279 10 3" Opta® SFT female NA
FFB128269 10 MPC female + sealing cap

MPC quick coupler female with
sealing cap or
~ C-Flex® tube for sterile weld
| with BioWelder” TC

" Inlet tubing line from end line to bag:

For 3 L Sartopore” 2 filters and Opta”

- 14" 1D Silicone TuFlux® 300 mm (12") + %" ID EVA 100 mm (4")
+ Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 38" ID Silicone TuFlux” 300 mm (12") + 3" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + &" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 3" ID Clear C-Flex” 500 mm (20") + ¥s" ID EVA 100 mm (4")

2 Qutlet tubing line from bag to end line:

For3 L
- 14" D EVA 100 mm (4") + 2" ID C-Flex” 500 mm (20")

For5L-50L
- 3" ID EVA 100 mm (4") + 3" ID C-Flex” 500 mm (20")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.



L Media ‘ L Buffer J ‘ Cell Harvest & DSP ‘ Drug Substance ‘ Drug Product J
23 Flexboy® 2D Pre-designed Solutions for
Cell Harvest & Downstream Intermediates
Inlet Line
Sterile Connection S LS Sartopore®2 XLG 0.8]0.2 pm
to Downstream Systems Sterile Weld
. . r: Opta® SFT female
Sanitary or Aseptic Connection Quick Coupler Connection Outlet Line B _ .
to Downstream Systems Tri-Clamp Connection _ MPC quick Foupler female with
MPC quick coupler male & I i sealing cap or
female with cap for sanitary h I C-Flex” tube for sterile weld

Quick Coupler Connection to Downstream Systems

or aseptic connection

| with BioWelder” TC

" Inlet tubing line from end line to bag:

Inlet’ Outlet? Sampling on] ®
N ; ; . " - - For 3 L Sartopore 2 filters and Opta
Bag Part Units Filter or distal connector Filter type Distal connector ~ Sampling line ~ 4" ID Silicone TuFlux® 300 mm (12") + %" ID EVA 100 mm (4")
volume number per box on filling line and size on draining line + Clipster” in a separate pouch
3L FFB128255 20 Sartopore®2 XLG 0.8]0.2 um  MidiCaps”size 4 1, |D C-Flex” + For 5 L-50 L Sartopore” 2 filters and Opta”
FFB128275 20 " Opta” SFT f | 14" MPC | - 3" ID Silicone TuFlux” 300 mm (12") + 38" ID EVA 100 mm (4") +
4 Opta emale NA 4 ) maie + Clipster” in a separate pouch
FFB128265 20 MPC female + sealing cap sealing cap For 3 L MPC
5L FFB128256 20 Sartopore”2 XLG 0.8]0.2 um  MidiCaps’ size 4 - 4" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")
FFB128276 20 3" Opta” SFT female For5L-S0LMPC
. NA - 38" ID Clear C-Flex” 500 mm (20") + ¥s" ID EVA 100 mm (4")
FFB128266 20 MPC female + sealing cap
0L FFB128257 10 Sartoporg 2XLG0.8]0.2um  MidiCaps’ size 7 36" ID EVA 50 mm (2) + 2 gygiet tubing line from bag to end line:
FFB128277 10 3" Opta SFT female R 316" Luer Lock female + For3l
. NA %" ID C-Flex” + t . 0 o B ;
FFB128267 10 MPC female + sealing cap %&" MPC mal ave connector - 14" 1D EVA 100 mm (4") + " ID C-Flex” 500 mm (20")
male +
201 FFB128258 10 Sartopore’ 2 XLG 0.8]0.2 ym  MidiCaps’ size 7 S:a“ng Capa ¢ For5L-50L i
FFB128278 10 %" Opta® SFT female " - 33" ID EVA 100 mm (4") + ¥s" ID C-Flex” 500 mm (20")
FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore”2 XLG 0.8]0.2 um  MidiCaps” size 7
FFB128279 10 ¥g" Opta® SFT female NA
FFB128269 10 MPC female + sealing cap

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.



24 Flexboy® 2D Pre-designed Solutions for
Cell Harvest & Downstream Intermediates

Sterile Connection
to Downstream Systems

Sanitary or Aseptic Connection
to Downstream Systems

Sterile Connection
Sterile Weld

Tri-Clamp Connection to Downstream Systems

Media

‘ L Buffer

J ‘ Cell Harvest & DSP ‘ Drug Substance ‘ Drug Product J

Quick Coupler Connection

Tri-Clamp Connection

Outlet Line

Tri-Clamp flange for sanitary
or aseptic connection

Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box  connector on filling line and size on draining line
3L FFB128310 20 Sartopore”XLG 0.8]0.2 pm MidiCaps” size 4 14" Tri-Clamp
FFB128290 20 14" Opta” SFT female sanitary flange
FFB128285 20 MPC female + sealing cap NA with gasket,
cap &t union
5L FFB128311 20 Sartopore®XLG 0.8]0.2 um MidiCaps® size 4
FFB128291 20 3" Opta” SFT female NA
FFB128286 20 MPC female + sealing cap
0L FFB128312 10 Sartopore”XLG 0.8]0.2 um MidiCaps’ size 7 36" ID EVA 50 mm (2") +
FFB128292 10 ¥s" Opta” SFT female \A Y6 Tri-Clamp Z‘lz';/'éuc‘:nt]"ecc'ﬁ“‘:‘;ma'e *
FFB128287 10 MPC female + sealing cap sanitary flange
20 L FFB128313 10 Sartopore”XLG 0.8]0.2 pm MidiCaps’ size 7 with gasket,
FFB128293 10 3" Opta” SFT female NA cap & union
FFB128288 10 MPC female + sealing cap
50 L FFB128314 10 Sartopore®XLG 0.8]0.2 um MidiCaps® size 7
FFB128294 10 3" Opta” SFT female NA
FFB128289 10 MPC female + sealing cap

Inlet Line
Sartopore®2 XLG 0.8]0.2 pm
Opta® SFT female

MPC quick coupler female with
sealing cap or

C-Flex” tube for sterile weld
with BioWelder” TC

N\

" Inlet tubing line from end line to bag:
For 3 L Sartopore” 2 filters and Opta”

Back to Table
of Contents

— 14" 1D Silicone TuFlux® 300 mm (12") + 74" ID EVA 100 mm (4") +

Clipster” in a separate pouch

For 5 L-50 L Sartopore” 2 filters and Opta’

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +

Clipster” in a separate pouch
For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

~

Qutlet tubing line from bag to end line:
For3 L

— 14" 1D EVA 100 mm (4") + 4" ID Silicone TuFlux® 300 mm (12")

For 5L-50 L

- 38" ID EVA 100 mm (4") + 38" ID Silicone TuFlux® 300 mm (12")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.



25  Flexboy® 2D Pre-designed Solutions for

‘ Media ‘ Buffer

‘ Cell Harvest & DSP Drug Substance

Drug Substance Purification

Sterilizing
Filtration between
Purification Steps

Flexboy” 2D bags solutions for drug sub-
stance feature the Sartopore” Platinum
0.45]0.2 pm with exceptional throughput,
flowrate and wetting performances for

a cheaper and faster filtration process.
The outstanding wetting properties of the
modified membrane reduce by ten times
the flushing volumes required prior to
integrity testing and eliminate retesting
due to insufficient wetting.

Flexboy” 2D bags without filters are
also available for sterile connection

to alternative Sartopore filter line using
Opta” or welding with BioWelder® TC.

Sartopore® filters for sterile disconnection
with Clipster” are available with Silicone
TuFlux® tubing.

Inlet and outlet lines are made of EVA +
Silicone TuFlux® or EVA + C-Flex” tubings
for welding and sealing.

Test line with Midisart” BV 0.2 um filter
is installed on the inlet line to allow
sterile point of use leak testing using the
FlexAct” BT.

Sterile Connection
to Downstream Systems

Drug Product ‘

Sterile Connection
Sterile Weld

Back to Table
of Contents

Sanitary or Aseptic Connection
to Downstream Systems

Flexboy” 2D Bags allow for sterile drug
substance transfer to most common
single-use and stainless steel downstream
purification systems after the cross-flow
step with a variety of sterile connections.

Outlet Line

Connection and transfer by pumping

or gravity

— Opta” SFT male for sterile connection

— C-Flex” with MPC plug for sterile weld
to single-use system

L

Quick Coupler Connection

Tri-Clamp Connection

FLEXBOY"
5L
Sampling
- Clave needleless sampling port
) c
- 1 [
i 1) LR
3 &
— MPC Quick couplers for sanitary or '
aseptic connection to single-use system ‘
— Tri-Clamp flange for sanitary or aseptic 7

connection to stainless steel system

K o

v

.

Test Line for FlexAct” BT

— Test line with Midisart” BV 0.2 um
filter and 14" Tri-Clamp for point of
use leak test with FlexAct” BT

— C-Flex” tube for sterile weld with
BioWelder” TC

o w;'. 2

Inlet Line

Sterilizing-grade filtration between

purification steps

- Sartopore” Platinum 0.45 | 0.2 um
for efficient wetting and integrity
testing

Connection for alternative filter line

— Opta” SFT female

— C-Flex” tube for sterile weld with
BioWelder” TC

— MPC quick coupler female

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Flexboy” 2D Pre-designed Solutions for
Drug Substance Purification

/

Sanitary or Aseptic Connection

Media ‘ L

Buffer

J L Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Sterile Connection

Sterile Connection
to Downstream Systems Sterile Weld

Quick Coupler Connection

Back to Table
of Contents

Inlet Line

Test line with Midisart” BV
0.2 um filter and 4" Tri-Clamp

Sartopore” Platinum 0.45]0.2 pm
Opta“ SFT female
MPC quick coupler female with

sealing cap or C-Flex” tube for sterile
weld with BioWelder” TC

" Inlet tubing line from end line to bag:

to Downstream Systems Tri-Clamp Connection Outlet Line
Opta® SFT male for sterile
connection D= = f
o '\\ %
Sterile Connection to Downstream Systems
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector  Sampling line
volume number per box  connector on filling line and size on draining line
3L FFB128355 16 Sartopore” Platinum o
0.450.2 um MidiCaps size 4 oot P
FFB128340 16 14" Opta” SFT female NA " Opta maie
FFB128325 16 MPC female + sealing cap
5L FFB128356 16 Sartopore” Platinum o
0.45]0.2 pm MidiCaps size 4
FFB128341 16 3¥g" Opta” SFT female NA
FFB128326 16 MPC female + sealing cap
0L FFB128357 8 Sartopore” Platinum MidiCaps’ size 7 . .
FFB128342 8 %" Opta” SFT female fio” Luer Lock female +
: NA Clave connector
FFB128327 8 MPC female + sealing cap R o
= - 3" Opta SFT male
20L FFB128358 8 Sartopore Platinum MidiCans’ size 7
0.45]0.2 um P
FFB128343 8 3" Opta” SFT female NA
FFB128328 8 MPC female + sealing cap
50 L FFB128359 8 Sartopore” Platinum P
0.45]0.2 um MidiCaps size 7
FFB128344 8 3" Opta” SFT female NA
FFB128329 8 MPC female + sealing cap

For 3 L Sartopore” Platinum filters and Opta®

~ 14" ID Silicone TuFlux” 300 mm (12") + 1" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 5 L-50 L Sartopore” Platinum filters and Opta”

- 3" ID Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 3 L MPC

- 14" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4")

For 5 L-50 L MPC

- 35" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")

Leak Test line

— 14" ID Clear C-Flex” 300 mm (12") + Midisart” BV 0.2 um +
14" 1D Silicone TuFlux” 100 mm (4") + /4" Tri-Clamp

~

Outlet tubing line from bag to end line:

For3 L
— 14" ID EVA 100 mm (4") + /4" ID Silicone TuFlux® 300 mm (12")

For 5L-50L
- 3" ID EVA 100 mm (4") + 3" ID Silicone TuFlux® 300 mm (12")

- (4") + 8" ID Silicone TuFlux® 300 mm (12")

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.



27

Media ‘ L

J L Cell Harvest & DSP ‘ L Drug Substance ‘ L Drug Product

Back to Table
of Contents

Buffer
Flexboy” 2D Pre-designed Solutions for
Drug Substance Purification
/&\
7?7 w] Inlet Line
_ _ Sterile Connection ? \ Test line with Midisart” BV
Sterile Connection ‘ 0.2 um filter and 4" Tri-Clamp
to Downstream Systems Sterile Weld
: : WA R Sartopore” Platinum 0.45]0.2 pm
o
/ Sanitary or Aseptic Connection Quick Coupler Connection § 8 Byl Opta® SFT female
to Downstream Systems i- i i
3% Tri-Clamp Connection Outlet Line o ~ MPC quick coupler female with
C-Flex” tube for sterile / ' '\ sealing cap or C-Flex” tube for sterile
weld with BioWelder’ TC | wa ! | weld with BioWelder” TC
| b ,/‘/’/ » h e //
Sterile Weld to Downstream Systems
Inlet Outlet? Sampling " Inlet tubing line from end line to bag:
- - - - - A For 3 L Sartopore” Platinum filters and Opta”
Bag Part Units Filter or distal o Fllter.type Distal .co.nnec.tor Sampling line ~ 4" ID Silicone TuFlux® 300 mm (12") + 7" D EVA 100 mm (4") +
volume number per box connecto; on filling line and size on draining line Clipster” in a separate pouch
3L FFB128350 16 Sartopore Platinum - o E _ ° Plati i °
M 4 " _ ® or 5 L-50 L Sartopore Platinum filters and Opta
0.45]0.2 pm idiCaps-size :;4 :\lzPCC Fle>|< + — %" D Silicone TuFlux” 300 mm (12") + %" ID EVA 100 mm (4") +
FFB128335 16 14" Opta” SFT female ¢ VP male Clipster” in a separate pouch
FFB128320 16 MPC femal I NA sealing cap For 3 L MPC
emare + sealing cap - 4" ID Clear C-Flex” 500 mm (20") + 4" 1D EVA 100 mm (4)
5L FFB128351 16 Sartopore Platinum MidiCaps” size 4 For 5 L-50 L MPC
0.45/0.2 pm - %" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")
FFB128336 16 3¥g" Opta® SFT female Leak Test line
FFB128321 16 MPC female + sealing cap b - " ID Clear C-Flex" 300 mm (127) + Midisart” BV 0.2 ym +
5 - 14" ID Silicone TuFlux™ 100 mm (4") + V4" Tri-Clamp
0L FFB128352 8 Sartopore Platinum . o
0.45]0.2 um MidiCaps size 7 36" ID EVA 50 mm (2") +
: : 36" ? Qutlet tubing line from bag to end line:
FFB128337 8 %" Opta” SFT female Jie" Luer Lock female + ’ ’
. NA 35" ID C=Flex® + Clave connector For3L
FFB128322 MPC female + sealing cap 36" MPC male + - 14" ID EVA 100 mm (4") + " ID Silicone TuFlux” 300 mm (12")
20 L FFB128353 8 Sartopore” Platinum MidiCaps’ si sealing ca For 5L-50 L
0.45]0.2 um idiCaps " size 7 Ing cap - 33" ID EVA 100 mm (4") + %" ID Silicone TuFlux” 300 mm (12")
FFB128338 8 3" Opta” SFT female NA
FFB128323 MPC female + sealing cap
50 L FFB128354 8 Sartopore” Platinum

0.45/0.2 pm

MidiCaps® size 7

FFB128339 8

3" Opta” SFT female

FFB128324

MPC female + sealing cap

NA

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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Media ‘ L Buffer J L Cell Harvest & DSP ‘ ‘ Drug Substance ‘ Drug Product J
Flexboy” 2D Pre-designed Solutions for
Drug Substance Purification
of Contents
/:7\)
i j .
\ e (l Inlet Line
_ _ Sterile Connection ‘ \ Test line with Midisart” BV
Sterile Connection ‘ 0.2 pm filter and 4" Tri-Clamp
to Downstream Systems Sterile Weld . )
. . Outlet Line ™R Sartopore” Platinum 0.45]0.2 um
Sanitary or Aseptic Connection Quick Coupler Connection _ F8 ol Oota® SFT femal
to Downstream Systems Tri-Clamp Connection MPC quick coupler Pt cmere
P male & female with . MPC quick coupler female with
cap for sanitary / "\ sealing cap or C-Flex" tube for sterile
or aseptic connection (& i { weld with BioWelder® TC
i N /‘/"'
Quick Coupler Connection to Downstream Systems
Inlet Outlet? Sampling " Inlet tubing line from end line to bag:
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line ?;43 I?;ﬁggﬁg?;ﬁ:g‘?"B”Of:]t::sﬂazn,f; S?/Ea 1D EVA 100 mm (49 +
volume number per box connecto; on filling line and size on draining line Clipster” in a separate pouch
3L FFB128350 16 Sartopore Platinum . o . F _ ° Plati i e
M 4 " _ ® or 5 L-50 L Sartopore Platinum filters and Opta
0.45[0.2 pm diCaps size :;4 :\?PCC Fle>|< * - 35" ID Silicone TuFlux” 300 mm (12°) + %" ID EVA 100 mm (4") +
FFB128335 16 114" Opta” SFT female NA S;‘a”ng C;T)a e+ Clipster” in a separate pouch
. For 3 L MPC
FFB128320 16 MPC female + sealing cap - 14" 1D Clear C-Flex” 500 mm (20") + " ID EVA 100 mm (4")
5L FFB128351 16 Sartopore Platinum MidiCaps” size 4 For 5 L-50 L MPC
0.45[0.2 pm - %" ID Clear C-Flex” 500 mm (20") + %" ID EVA 100 mm (4")
FFB128336 16 3¥g" Opta® SFT female NA Leak Test line
FFB128321 16 MPC female + sealing cap - ¥ D Clear C-Flex" 300 mm (12") + Midisart” BV 0.2 ym +
oL FFB128352 8 Sartopore® Platinum /4" 1D Silicone TuFlux™ 100 mm (4") + /4" Tri-Clamp
0.45]0.2 um MidiCapssize 7 36" 1D EVA 50 mm (2") +
: . " 2 - -
FFB128337 3 e Opta® SET female 346" Luer Lock female + Outlet tubing line from bag to end line:
. NA 35" ID C=Flex® + Clave connector For3L
FFB128322 8 MPC female + sealing cap 36" MPC male + - 14" ID EVA 100 mm (4") + " ID Silicone TuFlux” 300 mm (12")
20 L FFB128353 8 Sartopore” Platinum MidiCaps’ si sealing ca For 5L-50 L
0.45 | 0.2 ym idiCaps size 7 Ing cap - 3" ID EVA 100 mm (4") + 3" ID Silicone TuFlux® 300 mm (12")
FFB128338 8 3" Opta” SFT female NA
FFB128323 8 MPC female + sealing cap
50 L FFB128354 8 Sartopore” Platinum P
0.45(0.2 um MidiCaps size 7
FFB128339 8 3" Opta” SFT female NA
FFB128324 8 MPC female + sealing cap

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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e

Buffer
® . .
29 Flexboy 2D Pre-designed Solutions for
Drug Substance Purification
of Contents
Q\
| .
| e 3) Inlet Line
_ _ Sterile Connection ‘ \ Test line with Midisart” BV
Sterile Connection ‘ | 0.2 pm filter and V4" Tri-Clamp
to Downstream Systems Sterile Weld %;%%;g
T " ,yg B Sartopore” Platinum 0.45]0.2 pm
i i i uick Coupler Connection i g B E o
sy ot Comecion. R o o
Tri-Clamp Connection Tri-Clamp flange i ‘ S MPC quick coupler female with
for sanitary " I\ sealing cap or C-Flex” tube for sterile
or aseptic connection D> -=3 = | weld with BioWelder® TC
\ Ll / \ /‘
B \\\\ ///
Tri-Clamp Connection to Downstream Systems
Inlet’ Outlet? Sampling " Inlet tubing line from end line to bag:
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line ?;43 I?;ﬁggﬁg?;ﬁ:g‘?"B”Of:]t::sﬂazn,f; S?/Ea 5 AT T
volume number per box  connector on filling line and size on draining line Clipster” in a separate pouch
3L FFB128345 16 Sartopore” Platinum MidiCaps” size 4 /4" Tri-Clamp For 5 L-50 LSartopore: Platinum filters and Opta”
0.450.2 ym sanitary flange — %" ID Silicone TuFlux® 300 mm (12") + ¥s" ID EVA 100 mm (4") +
FFB128330 16 14" Opta” SFT female NA with gasket, <l i 2 sgpeaie jpaud
- cap & union For 3 L MPC
FFB128315 16 MPC female + sealing cap i - 4" ID Clear C-Flex” 500 mm (20") + 4" ID EVA 100 mm (4)
5L FFB128346 16 Sartopore Platinum MidiCaps” size 4 For 5 L-50 L MPC
0.45[0.2 pm — 33" ID Clear C-Flex® 500 mm (20") + ¥s" ID EVA 100 mm (4")
FFB128331 16 3¥g" Opta® SFT female NA Leak Test line
FFB128316 16 MPC female + sealing cap - ¥ D Clear C-Flex" 300 mm (12") + Midisart” BV 0.2 ym +
0L FFB128347 3 Sartopore® Platinum 14" ID Silicone TuFlux™ 100 mm (4") + V4" Tri-Clamp
0.45]0.2 um MidiCaps  size 7 36" 1D EVA 50 mm (2") +
. . 5 346" Luer Lock female + 2 Qutlet tubing line from bag to end line:
3/g" [
6128332 8 /s" Opta_SFT fema_le NA ¥g" Tri-Clamp Clave connector For3L
FFB128317 MPC female + sealing cap sanitary flange - 7" 1D EVA 100 mm (4") + " ID Silicone TuFlux” 300 mm (12")
20L FFB128348 8 Sartopore” Platinum MidiCans® si with gasket, For 5 L-50 L
0.45]0.2 um diCaps size 7 .5 g union ~ 3" ID EVA 100 mm (4”) +%" ID Silicone TuFlux” 300 mm (127)

FFB128333 8 3" Opta” SFT female

FFB128318 MPC female + sealing cap

NA

50 L FFB128349 8 Sartopore” Platinum

0.45/0.2 pm

MidiCaps® size 7

FFB128334 8 3" Opta” SFT female

FFB128319 MPC female + sealing cap

NA

C-Flex" is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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‘ Buffer ‘ Cell Harvest & DSP ‘ ‘ Drug Substance Drug Product

Flexboy” 2D Pre-designed Solutions for
Drug Product Formulation

Sterilizing
/ Filtration

Flexboy” 2D advanced solutions for drug
product feature the Sartopore” Platinum
0.45]0.2 um. The outstanding wetting
properties of the modified membrane
reduce by ten times the flushing volumes
and facilitate pre-use filter integrity testing.

Flexboy® 2D bags without filters are also
available for sterile connection to alterna-
tive Sartopore filter line using Opta”® or
welding with BioWelder” TC.

Sartopore” filters for sterile disconnection
with Clipster” are available with Silicone
TuFlux” tubing.

Inlet and outlet lines are made of EVA +
Silicone TuFlux” or EVA + C-Flex” tubings
for welding and sealing.

Test line with Midisart” BV 0.2 pm filter
are installed on the inlet line to allow
sterile point of use leak testing using the
FlexAct” BT.

Media
Sterile Connection Sterile Connection
to Final Filling Sterile Weld

Flexboy” 2D bags allow for sterile drug
product transfer to most common

single-use and stainless steel final filling

systems.

Opta® SFT allows for sterile connection
to our Biosafe” Raft products for liquid
transfer to the final filling area.

Sampling

- Clave needleless sampling port

QOutlet Line

Connection and transfer by pumping

— Opta’® SFT male for sterile connection

— C-Flex” with press in plug for sterile
welding to single-use system

(=}

g UD

Back to Table
of Contents

FLEXBOY"

5L

Test Line for FlexAct” BT

— Test line with Midisart” BV 0.2 um
filter and 14" Tri-Clamp for point of
use leak test with FlexAct” BT

— C-Flex” tube for sterile weld with
BioWelder” TC

] {‘“7‘1

o w;'. 2

Inlet Line

Sterilizing-grade filtration from
formulation mixer
- Sartopore” Platinum 0.45 | 0.2 um

s for efficient wetting and integrity
‘ testing
g

Connection for alternative filter line

— Opta” SFT female

— C-Flex” tube weld with
BioWelder” TC

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.



31 Flexboy” 2D Pre-designed Solutions for
Drug Product Formulation

Media

‘ L Buffer

L Cell Harvest & DSP ‘ L Drug Substance ‘ ‘ Drug Product ‘

\ Flexboy® )
( I
| \
| u
Sterile Connection Sterile Connection oS =4
/ to Final Filling Sterile Weld Fgp e
Outlet Line P
Opta® SFT male for sterile
connection to final filling = - = =
. | .“\\\ y
Sterile Connection to Final Filling
Inlet’ Outlet? Sampling
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line
volume number per box connector on filling line and size on outlet line
3L FFB128370 16 Sartopore” Platinum

0.45/0.2 pm

MidiCaps® size 4

FFB128365 16 4" Opta® SFT female

NA

14" Opta” SFT male

5L FFB128371 16 Sartopore” Platinum

0.45/0.2 pm

MidiCaps® size 4

FFB128366 16 3" Opta” SFT female

NA

0L FFB128372 8 Sartopore” Platinum e
0.45]0.2 um MidiCaps size 7
FFB128367 8 3" Opta® SFT female NA
20 L FFB128373 Sartopore” Platinum e
0.45]0.2 um MidiCaps size 7
FFB128368 3¥g" Opta® SFT female NA
50 L FFB128374 8 Sartopore” Platinum

0.45/0.2 pm

MidiCaps” size 7

FFB128369 8 ¥g" Opta® SFT female

NA

346" ID EVA 50 mm (2") +
3h6" Luer Lock female +

. Clave connector
38" Opta SFT male

Back to Table
of Contents

Inlet Line

Test line with Midisart® BV
0.2 um filter and " Tri-Clamp

Sartopore” Platinum 0.45]0.2 pm
Opta“ SFT female

N C-Flex” with press-in-plug for
: sterile weld with BioWelder” TC

Inlet tubing line from end line to bag:

For 3 L Sartopore® Platinum filters and Opta”
- 1/4" 1D Silicone TuFlux” 300 mm (12") + 4" ID EVA 100 mm (4") +
Clipster” in a separate pouch

For 5 L-50 L Sartopore” Platinum filters and Opta”

- 38" ID Silicone TuFlux” 300 mm (12") + 3" ID EVA 100 mm (4") +
Clipster” in a separate pouch

Leak Test line

— 14" ID Clear C-Flex” 300 mm (12") + Midisart® BV 0.2 pm +
4" 1D Silicone TuFlux” 100 mm (4") + 74" Tri-Clamp

~

Outlet tubing line from bag to end line:

For3 L
~ /4" ID EVA 100 mm (4") + /4" ID Silicone TuFlux® 300 mm (12")

For5L-50L
- 3" ID EVA 100 mm (4") + 3" ID Silicone TuFlux” 300 mm (12")

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.
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‘ Buffer ‘ ‘ Cell Harvest & DSP ‘ ‘ Drug Substance ‘ ‘ Drug Product ‘

Media
Flexboy” 2D Pre-designed Solutions for
Drug Product Formulation
_ of Contents
/ A
h | 1 Inlet Line
;l Test line with Midisart” BV
Sterile Connection Sterile Connection %ﬁg@fﬁ— 0.2 pm filter and 4" Tri-Clamp
/ to Final Filling Sterile Weld Outlet Line i B .+ . Sartopore” Platinum 0.45]0.2 um
| ®
C-Flex” with press-in- Opta” SFT female
plug for sterile weld with | V. C-Flex” with press-in-plug for
BioWelder” TC > = | sterile weld with BioWelder” TC
Sterile Weld to Final Filling
Inlet! Outlet? Sampling " Inlet tubing line from end line to bag:
Bag Part Units Filter or distal Filter type Distal connector ~ Sampling line ?;43 |LD Clear C-Flex® 500 mm (207) + " ID EVA 100 mim (4°)
volume number per box  connector on filling line and size on outlet line ————
3L FFB128360 16 Press in plug NA 14" Clear C-Flex” + - %" ID Clear C-Flex” 500 mm (20") + 3" ID EVA 100 mm (4")
Press-in-plug Leak Test line
51 FFB128361 16 Press in plug NA 36" 1D EVA 50 mm (2") + - 1" ID Clear C-Flex” 300 mm (12") + Midisart” BV 0.2 ym +
- 36" Luer Lock female + 14" 1D Silicone TuFlux” 100 mm (4") + V4" Tri-Clamp
10L FFB128362 Press !n plug NA 3g Cle.:ar C-Flex + Clave connector
20L FFB128363 Press in plug NA Press-in-plug 2 Qutlet tubing line from bag to end line:
50 L FFB128364 Press in plug NA For3 L
- 1/4" ID EVA 100 mm (4") + /4" ID C-Flex” 500 mm (20")
For 5L-50 L

- 3" ID EVA 100 mm (4") + 38" ID C-Flex” 500 mm (20")

C-Flex” is a registered trademark of Saint-Gobain Performance Plastics Corporation.



33  Standard Flexboy® 2D

Other Bag Configurations for Storage and Sampling

Media

J Buffer J L Cell Harvest & DSP Drug Substance J L Drug Product

Bag Volume  Part Number Description Units per box Tubing Inlet Outlet Sampling
5mL FFB115270 Flexboy” 5 mL 100 EVA 36" x 14" x 50 mm (2") NA NA
LL Female + plug,
side clamp
150 mL FFB110898 Flexboy” 150 mL 50 EVA + Clear C-Flex” V" x 4" x 500 mm (20") LL Female + EVA port tube
needle free sampling port, dust cap, pinch clamp LL Female +
needle free sampling port,
dust cap, slide clamp
50 mL FFB102603 Flexboy® 50 mL
150 mL FFB102643 Flexboy” 150 mL 14" x 516" x 100 mm (4")
1Ya" " " 36" 1Ya" "
500 mL FFB102670 Flexboy” 500 mL 20 EVA WX She” x 100 mm (47) ) el L cap, fia” x 1 x 50 mm (47)
S LL Male + cap, pinch clamp inch cl Septum
1L FFB103547 Flexboy™ 1L pinch clamp
3L FFB102812 Flexboy® 3 L
A —— 5
% e
FLEXBOY '
FLEXBOY T — R <
FLEXBOY" """"" —~
5L i ““nw
_‘," o N
N o L
%y SWRNR TRl T =
RS B \ 0 ¥ - a 2 > ——
Q\q o o = ?;-.ﬁ &,
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34  FlexAct” BT (Bag Tester)

Point of Use Leak Test for Flexboy” 2D Bags

of Contents

i Safe Fast & Easy to Use Easy to Validate
< iy j - The restraining plates of FlexAct” BT - The well-known ASTM F2095-01 standard - A robust validation of the test parameters
b f maintain and protect the bag ensuring pressure decay leak test at point of use and specifications makes the validation
\' 4 process and operator safety and the well-established Sartocheck” approach at user site easy
r y L ‘ - The test is performed through a technology make it easy to implement - A strong on-site 1Q, 0Q, PQ, SOP
d Midisart” BV sterilizing vent filter to - The restraining plates allow a small development and operator training
’ maintain the bag sterility therefore inflation volume thus reduce the total ease the validation documentation
L ensuring patient safety test time to less than 10 minutes process at user site
4 - The MultiUnit tester option increases
Reliable test productivity by testing two bags
simultaneously and allows filter integrity
- The restraining plates reduce heat testing
~ transfers, maintain a small inflation

volume and allow a high test pressure
for a best sensitivity of 30 um

- The porous spacers between plates ( )
avoid any potential masking effect Validation study | 240 s stabilization time | 180 s test time
- The 30 um leak detection is validated 100 7132 1n=32 n=32 n=32 n=32 n=32 n=32 n=32 n=32 n=32
using a large number of test samples 90
and a differentiation of defective bags 80
with 6 sigma confidence interval Mean
— 70
, 5
A IS 60
£ S 50
¢ ’ E =
RS v 40
s ; '\ >
2 30
Watch FlexAct” £ I
BT Video: 20 I
10 -
l .- No overlapping between defective and non defective bags with a 6 G confidence interval
0
n=32 n=32 n=32 n=32 n=32 n=32 n=32 n=32 n=32 n=32
-10

50 20 10 5 3 1 05 025  0.15 0.05
Bag volume [L]

https://www.youtube.com/

watch?v=enmMhorDjHQ @ Defective B Non-defective



https://www.youtube.com/watch?v=enmMhorDjHQ
http://microsite.sartorius.com/single-use-technology/products/flexact/models/flexact-bt.html
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Media

J L Buffer

J L Cell Harvest & DSP J L Drug Substance J L Drug Product

Accessories

Flexboy” 2D Tray and Rack Systems

Description

The Flexboy® Tray and Rack Systems are
designed to facilitate handling of both
individual and manifold Flexboy® Single-Use
Bioprocessing Bags (5 L-20 L) within bio-
pharmaceutical manufacturing processes.

Flexibility

The modular Tray and Rack System offers
the possibility to expand the system accord-
ing to process needs. Swivel wheels inte-
grated in the rack allow individual or
manifold Flexboy” bags to be easily moved
around the facility. Additional rack systems
focused on specific application demands
are available upon request.

Safety

Smooth finish and integrated handles make
the system both user friendly and safe.

This allows reliable stacking of additional
modules by maintaining highest safety
levels.

Technology Integration Support

Sartorius Stedim Biotech supports users
at the design & implementation phase
of a new production facility with the most
comprehensive support program that
ensures successful design implementation

and validation of Single-Use Manufacturing.

Quality Assurance

The Flexboy® 2D Tray and Rack Systems

are designed, developed and manufactured
in accordance with a ISO 9001 certified
Quality Management System. They undergo
extensive testing before shipping.

Available from Stock

Flexboy® 2D Tray and Rack Systems are
available from stock.

Back to Table
of Contents
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Flexboy” 2D Pre-designed Solutions
Design, Application Development and Validation Services

Configure to Order (CTO)
Options

All Flexboy® 2D Pre-designed Solutions

are available in our Sartorius Corporate
Configurator for easy selection of the right
solution for your process and application
requirements.

Should our Pre-designed Solutions need to
be adjusted to more specific requirements,
they can serve as a base for designing
your specific best design.

Our CTO configurator then allows the
selection of a larger variety of solutions
with added features, lines, manifolds,
filters, connectors and sampling systems.

Please contact our sales representatives
and application specialist to support you
with the selection and design of your best
solution for your specific process and
application.

L Media

J L Buffer

L Cell Harvest & DSP J L Drug Substance

Drug Product

Application Support

Our expert FMT Application Specialists
provide global support for:

Single-use process URS definitions
and application development

Process design with standard
and custom solutions

Filter selection and sizing
optimization study

SOP development, process validation
and operator training

Technology transfer and process
optimization

Validation Service

Our global validation services
network offers:

— Installation start up, FAT, 1Q & 0Q,
calibration and maintenance

— Consultancy service and process
specific validation studies including

— Extractables | leachables,
— Chemical compatibility
- Integrity testing

— Bacterial challenge test
— Particle shedding

— Shipping test

Please contact
www.sartorius-stedim.com

or your local sales representative
for more information.

Back to Table
of Contents




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 Hungéria Kft.
Kagylé u. 5

2092 Budakeszi

Phone +36.23.457.227

Italy

Sartorius Stedim Italy S.r.I.

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™ line 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

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 Biotech (Beijing) Co. Ltd.

No. 33 Yu'an Road
Airport Industrial Park Zone B
Shunyi District, Beijing 101300

Phone +86.10.80426516

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 Biotech (Beijing) Co. Ltd.

Guangzhou Representative Office
Unit K, Building 23

Huihua Commerce & Trade Building
No. 80 Xianlie Middle Road
Guangzhou 510070

Phone +86.20.37618687 | 37618651

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 K.K.

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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