
Pre-Designed Solutions (PDS) Provide Simpler,  
Safer, Faster & Cheaper Supply Chains for SUS
The growing adoption of SUS in all process steps & applications  
of commercial production drives the need for reducing  
complexity, enhancing quality, improving assurance of supply  
and reducing leadtimes.



SUS adopted in clinicals with massive customization &  
proliferation of SKU’s*

• > 5.000 components from 100’s of suppliers

• > 20.000 SKU’s created in the last 20 years

• > 70% of SKU’s are specific to one customer

SUS growing in all Process & Application Clusters (PACs)  
of commercial production

Need to reduce complexity at suppliers & end-users  
to provide 

• More robust quality 

• Stronger assurance of supply and 

• More cost effective supply chain

SUS CAGR

Storage & shipping >15%

Mixing >20%

Freezing >30%

Tubes & connectors >10%

Sampling >20%

Filling (DDS) >20%

The Accelerated Adoption of SU in Commercial  
Production Calls for Business Simplification

* Stock Keeping Units

“ Commercial single-use-based  
manufacturing, consumes  
much more equipment than  
at pre-commercial scales” 

 BioPlan Associates, Inc.

Our Solutions Your Results Value PropositionThe Challenge 



•  > 1.200 PDS created to meet all  
functional and quality requirements  
of all PACs

PDS performance & AOS based on the  
complete control of our process from  
the resins to the final product

All outsourced components are 

•  Covered by quality agreement  
k consistent quality

•  Secured by long term supply contracts  
k change control & business continuity 

•  Available off-the-shelf  
k best delivery reliability

PDS Bags &  
Components

USP <87> 
or 
USP<88> 
Class VI

Bioburden
Endotoxin
Particles

TSE-BSE
EMA/ 
410/01

Biphenol A  
free
REACH

Noti- 
fication  
time

Flexsafe®, 
Flexboy® & 
Celsius® bags

Yes Yes Yes Conform  48 months

Flexsafe®  
Pro Mixer

Yes Yes Yes Conform  24 months

TuFlux®

Transfer Sets
Yes Yes Yes Conform  24 months

TuFlux®  
Tubes

Yes Yes Yes Conform  24 months

Opta® 
connectors

Yes Yes Yes Conform  24 months

Sartopore®  
filters

Yes Yes Yes Conform  24 months

Fittings Yes Yes Yes Conform  24 months

Connectors Yes Yes Yes Conform  24 months

PDS Established by 60 Experts Reviewing 4.000 Designs 
from 20 Years of Experience in Designing SUS

The Challenge Your Results Value PropositionOur Solutions



Select  
Process 
Step

Select 
Connections

Digital Finder Help You Select the Right PDS For  
Your Process Steps & Applications in 3 Clics

Steaming Connection to
Stainless Steel Bioreactors

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

Sterile Connection to other
Single-use Bioreactors

Sterile Connection

Sterile Weld

Media  
Formulation

Sanitary or Aseptic Connection  
to Downstream Systems

Quick Coupler Connection

Tri-Clamp Connection

Sterile Connection  
to Downstream Systems

Sterile Connection

Sterile WeldBuffer  
Formulation

Sanitary or Aseptic Connection  
to Downstream Systems

Quick Coupler Connection

Tri-Clamp Connection

Sterile Connection  
to Downstream Systems

Sterile Connection

Sterile WeldCell Harvest  
& Downstream 
Intermediates

Sanitary or Aseptic Connection  
to Downstream Systems

Quick Coupler Connection

Tri-Clamp Connection

Sterile Connection  
to Downstream Systems

Sterile Connection

Sterile WeldDrug  
Substance 
Purification

Drug  
Product  
Formulation

Sterile Connection

Sterile WeldSterile Connection to 
Final Filling Aseptic Transfer

to an Isolator

Select Application

Storage 2D

Storage & Shipping 2D & 3D

Mixing

Freeze & Thaw

Filling

Transfer 

 Sampling

Standard Components

Standard PDS

Off-the-shelves

24 months change  
notification

Best Quality

Delivery performance

AoS & Price

Optimized inventory 
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PDS simplify your process design & provide best quality 

• Digital finder help select a PDS in < 5 min

• > 1.200 PDS qualified & QC tested for your PAC

PDS provide best change control & business continuity

• > 48 month change notification for bags

• > 24 month change notification for components

PDS reduce complexity, costs & leadtimes 

• Reduce proliferation of your SKU’s

• Optimize your inventory and costs

• Less P | N’s & components on stock for best leadtimes

PDS Provide Best Quality, Change Control, Business 
Continuity, Delivery Performance & Costs

* currently 8 weeks | ** currently 12 weeks 

Standard PDS

Custom ETO 
standard  
components

MTS 
2 weeks

6 weeks

10 weeks

or
MTO
1200 P/N
6 weeks*

MTO1

4,000 P/N

10 weeks** 

300 
components
on stock

300 
components
on stock

1,500  
components
not all on stock

Standard CTO

Custom ETO 
specific  
components

1st Order
Design  
& Quote 
3 days

Repetitive  
Order
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PDS Offer Safer, Faster, Simpler & More Cost Effective 
Supply Chain for SUS

For you to fully benefit of the advantages of 
our SUS, we provide PDS tailored, proven & 
quality controlled for each of your PACs

With quality & supply contracts in place,  
we guaranty you  
the best level of quality, change control & 
business continuity

Using our PDS help you speed up your process 
design and reduce your number of SKUs,  
your inventory management complexity 
and your costs 

PDS finally offer best lead times  
with 2 weeks for MTS and 6 weeks 
for MTO

Standard  
Vs Custom

AOS PAC 
based 
QC

Lead time Com- 
plexity & 
costs

Vali- 
dation 
data

PDS 2 – 6 weeks

CTO 6 weeks

CUSTOM  
Standard

6 – 10 weeks

CUSTOM 
Specific

10 weeks

The Challenge Our Solutions Your Results Value Proposition

See attached files
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Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi

Phone +36.23.457.227

Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn

Phone +48.61.647.38.40

Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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

U.K.
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

Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA

Phone +27.11.315.5444

Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716

Toll-Free +1.800.368.7178

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

Phone +54.11.4721.0505

Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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

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

www.sartorius.com

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 II
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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TAKEONE® Aseptic Sampling System
The Heart of Your Microbial Control Program







4 out of 10 citations in 483s 
due to lack of microbiological controls


Our Solutions Your Results Value PropositionThe Challenge 







TAKEONE® Aseptic Sampling System
Box-to-Tank Installation


Receive


Install


Sample


Disconnect


Remove


Dispose


Knock out bioburden at the source


The Challenge Your Results Value PropositionOur Solutions


Watch animation:  
TAKEONE® Aseptic Sampling System



https://sartorius.wistia.com/medias/7cdb4vacvd





TAKEONE® Aseptic Sampling System
Robust Materials of Construction


Cannula (Needle) 
316L SS, 
Electropolished


Tank Mount 316L SS, 
Electropolished


Septa 
Platinum-Cured 
Silicone


Device Performance


Max SIP 60 min at  
30 psi | 2 bar | 134.5°C


Actuations per Line 40


SIP Cycles After Actuation 10


Device Burst Pressure 129 psi | 8.9 bar


Operating Pressure During Sampling* 45 psi | 3.1 bar


*  do not overfill or exceed pressure of sample collection vessels


The Challenge Our Solutions Value PropositionYour Results







TAKEONE® Aseptic Sampling System
Robust Performance Testing


Cross-Section – Before, During and After Actuation


Before and After Actuation During Actuation


fluid enters 
sampling 
pathway


100% Leak-Tested 40 Actuations 10 SIP Cycles Bacterial Ingress
TAKEONE® provides  
reliable and repeatable 
performance, device 
after device


The Challenge Our Solutions Value PropositionYour Results







TAKEONE® Aseptic Sampling System
Accurate Sampling


Spring-Return Actuator


– Auto-Retract of Needle
– Sample Accuracy


15 mL Centrifuge Tube


l MYCAP® Closure


l Precise Volume Control


l  Low Endotoxin  
Binding Affinity


The Challenge Our Solutions Value PropositionYour Results







TAKEONE® Aseptic Sampling System
Security in Simplicity


l Perfectly Representative


l  No False Positives


l  Pre-Assembled


l  Single-Use
Robust


Quick & Easy


Safe


The Challenge Our Solutions Your Results Value Proposition







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 Hungária Kft.
Kagyló 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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. Ávalos 4251 
B1605ECS Munro 
Buenos Aires 


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


www.sartorius-stedim.com


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 II
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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TuFlux® Tubing & PDS Transfer Sets
Transfer Your Fluids Across all Process Steps







l  Robustness 
No leakages for various Transfer Set designs without losing  
flexibility


l  Purity & Cleanliness  
Vaccine manufacturer lost complete batch due to tubing  
extractables in final product


l  Consistency in Quality & Change Management 
Market communication on any changes that may occure on the 
product


 
Safe, Clean and Consistent Liquid Transfer  
for all Applications


Our Solutions Your Results Value PropositionThe Challenge 







 
Tubing & Transfer Set are the Technology of Choice  
for the Transfer of Liquids in Vaccine Manufacturing with …


l  >2 million liters of sterile drug substance transferred through 
Transfer Sets | Tubing every year


l  Big accounts use more 100 km of tubing | facility every year


But what if …


l  Your transfer set is leaking?


l  Your Transfer Set releases high & unexpected extractable amount?


l  Your Transfer Set has a change material at short notice or even  
not notified?


You will risk …


l  The contamination of > 300 million doses 


l  The shortage of vaccines worldwide


l  More than 100 $ million loss of sales revenue 


l  Customer trust in your products & reputation


Tubing | Transfer Systems is  
the #1 Single Use Product  
in Pharmaceutical Industry  
with an Adaption rate  
of 75,4%
*(Aspen Brooks Survey)


”
*P. Evrard | La Vague #41 | March 2014


Our Solutions Your Results Value PropositionThe Challenge 







Ready to use Transfer Sets


l  PDS based on more than 25 years of experience


l  Robustness


l  Flexibility


TuFlux® SIL & TuFlux® TPE 
Tubing Coils


l  Robustness


l  Purity & Cleanliness


l  Assurance of Supply


Pre-designed Solutions
Our PDS solutions are specifically engineered based on 
more than 25 years of SU experience, validated and 
quality controlled for applications in all process steps


Robustness
Stringent qualification assembly testing adapted  
to the application


Flexibility
Find your solution among our wide standard offering 
or build the perfect match with our large choice of 
connectors, components & tubing tightened with 
cable ties or Oetiker® Metal Clamps 


Assurance of Supply
TuFlux® SIL & TuFlux® TPE benefit from 2 y last buy  
option and 2 y notification period for critical change


Purity & Cleanliness
TuFlux® SIL exhibits the lowest extractable profile  
of silicone tubing produced in ISO 7.
New TuFlux® TPE shows excellent and reproducable  
cell growth results due to the controlled and  
optimized additive package.


Robustness
With 60 Shore A TuFlux® SIL and TuFlux® TPE offers  
highly improved pumping and pressure resistance


The Challenge Your Results Value PropositionOur Solutions







 
Ready to use TuFlux® PDS Transfer Sets  
Accelerate Your Process Setup with Flexibility & Robustness


Flexibility


l  Made to fit and Interconnect all PDS designs from all SSB Product families


l  Special Functions such as as welding | sealing lines, pumping & high pressure 
lines with braided tubes.


l  Composed of the most used and well characterized connectors  
in the pharmaceutical industry like Quick Coupler, TriClamp, Opta®


l  Available in 3 Standard Lengths: 1.5, 3 and 5 m


Robustness


l  SSB has thoroughly reviewed quality complaints and eliminated the connectors – 
tubes engagement at risk to provide the Best Robustness with our PDS


l   All connections with cable ties are qualified at 1 bar


l  Connections with Oetiker® Metal Clamps are qualified up to 4 bar


l  Validated under the process conditions


The Challenge Our Solutions Value PropositionYour Results







The outstanding AoS & Change Management  
of TuFlux® SIL, TuFlux® TPE & PDS Transfer Sets will guarantee  
a Consistent Quality for your process


Assurance of Supply


l  Long term partnership with supplier  
k Access to raw material composition


l  Notification Phase before Change


l  “Last Buy” option before change 


l  New Validation Package available before  
implementation of possible change


10 Years


2 Years


2 Years


The Challenge Our Solutions Value PropositionYour Results







 
TuFlux® SIL 
Pure, Clean, Strong and Easy to Handle


The extensive post curing process of TuFlux® SIL  
with high temperature and air flow ensures  
Lowest Extractable Profile among all tested Si(Pt)  
tubing as siloxanes post react or evaporate 


l  Even within Si(Pt) material group, different Tubing  
contain >10× more Siloxanes in quantities


l  No influence on Cell Growth


l  Manufactured and packaged in ISO 7 Clean room  
maintain Cleanliness of all Contact Fluids


Peroxide cured Silicone tubing show:


l  30× higher TOC than Si(Pt)


l  Aromatic acids


The Challenge Our Solutions Value PropositionYour Results







 
TuFlux® SIL 
Pure, Clean, Strong and Easy to Handle


l  Increased Pressure Resistance by > 25% in average


l  More than 20% Higher Pumping Life Time 


l  Up to 20% Higher Flow Rates in peristaltic pumps


l  “Low-Tack“ treatment significantly reduced  
surface friction resulting in Easier Handling with  
Gloves & Less Tendency to pick up Particles


The Challenge Our Solutions Value PropositionYour Results







 
TuFlux® TPE 
Color coding for Error Proofing


l  Unique functional color coding for TuFlux® TPE  
size identification 


l  Color coding alignment of TuFlux® TPE and BioWelder® 
TC tube holders


l  Color stripe embedded into the tubing wall –  
no liquid contact


l  Additional printing to identify TPE material and  
dimension


Ease of use at a new level 


You see a color stripe? – Weld it!


The Challenge Our Solutions Value PropositionYour Results
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TuFlux® TPE TPE A TPE B TPE C
* extrapolated data


*


* *


All tests performed according to SSB standard protocol for Cell growth trials
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TuFlux® TPE 
Cell Viability decreases with increasing level of bDtBPP


l  The higher the bDtBPP content, the less cell viablility when increasing  
the S/V ratio


l  TuFlux® TPE is the best choice for Upstream and “small scale” applications


Dependency of Cell Growth to bDtBPP content


bDtBPP QuantificationCell Viability dependency on surface | volume ratio


The Challenge Our Solutions Value PropositionYour Results







 
TuFlux® TPE 
The Ultimate Co-Welding Platform


l  Benefit from the highest welding flexibility in the  
biopharmaceutical tubing market


l  TuFlux® TPE can be welded to TuFlux® TPE with  
BioWelder® TC


l  TuFlux® TPE can also be co-welded to C-Flex® 374 and  
to AdvantaFlex® tubes in the same dimensions


l  Welding parameters qualified for all combinations of 
gamma irradiation and autoclaved treatment 


AdvantaFlex® is a registered trademark of NewAge Industries AdvantaPure®.
C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation.


TuFlux® TPE
Gamma & Autoclaved


TuFlux® TPE
Gamma & Autoclaved


TuFlux® TPE
Gamma & Autoclaved


TuFlux® TPE
Gamma & Autoclaved


C-Flex® 374 
Gamma & Autoclaved


AdvantaFlex®


Gamma & Autoclaved


The Challenge Our Solutions Value PropositionYour Results







 
PDS Transfer Sets & TuFlux® SIL 
Your Benchmark for Safe, Clean and Consistent Liquid Transfer


The Flexibility and Robustness of the PDS Transfer  
Sets & Coils of TuFlux® SIL and TuFlux® TPE will provide  
Safe Liquid Transfer according to your process needs


The Outstanding Change Management and AoS  
for PDS Transfer Sets, TuFlux® SIL and TuFlux® TPE will  
guarantee a Consistent Quality for your process


TuFlux® SIL provides the Lowest Extractable Profile  
among all silicone tubing for a clean transfer among  
all Process Steps


New TuFlux® TPE provides Outstanding Cell Growth  
Results compared to all tested TPE tubing


Change Control & AoS


Flexibility & Robustness


Purity & Cleanliness


The Challenge Our Solutions Your Results Value Proposition
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TuFlux® TPE


l  Color Coded
l  Cell Approved
l  Co-Welding







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 Hungária Kft.
Kagyló 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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. Ávalos 4251 
B1605ECS Munro 
Buenos Aires 


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


www.sartorius-stedim.com


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 II
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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Customer Presentation


Flexsafe® Pro Mixer
The Fast, Flexible and Intelligent Single-Use Mixer for all Mixing Steps in cGMP Biomanufacturing
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Agenda


The Challenges


Our Solutions


Value Proposition


Yours results
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The Challenges
Mixing is critical to the successful manufacturing of a product 


How to mix media and 
buffer powders rapidly? 


How to preserve the drug while mixing
during downstream & final formulation?


How to ensure the same
product quality & efficacy? 


How to guarantee 
process consistency?
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• Electromagnets in motor drive permanent magnet inside bag


• No moving parts within motor


• Contact free impeller 


• High rotation speed of the single-use magnetic impeller
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Flexsafe® Pro Mixer
Mixing technology principle


Energizing pairs of 
electromagnetic coils


S


N


Permanent Magnet, 
fully encapsulated


Electromagnetic coils 
(within motor)


Impeller


Cup: interface with 
Palletank and motor


Side view Top view







Efficiency proven by 


Real Application tests with:


• Buffer preparation (DPBS, Glycine, Sodium sulfate/ MES, 
Tris, Sodium citrate)


• Media/feed preparation (CHO media/ Soy Hydrolysate)


• Alumina gel resuspension 


• Heating/cooling performances


• Blend time at different viscosity


• Ice block (to simulate frozen paste) 
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Flexsafe® Pro Mixer
Saves time with fast powder dissolution during your buffer and media preparations


Efficiency proven by


Computational fluid Dynamics CFD


• Radial flow at the bottom
• Radial flow -> Axial flow 


when reaching the wall


• High turbulence 
throughout the bag


• Cubical design creates a 
partial baffle effect


• ascending (orange) and
descending (blue) flows,







Flexsafe® Pro Mixer 
Preserves the quality of shear sensitive drug substances and drug products


Levitating impeller combined with Limited Shear work: 


• eliminates the shear effects that can impact product quality 


• prevents the generation of aggregates and particles that can reduce filtration performance
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Low Shear rate
(200 L at 450 rpm)


Product VelocityLevitating impeller 


𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠𝑠 𝑤𝑤𝑤𝑤𝑠𝑠𝑤𝑤 = 𝛾𝛾 ∗ 𝑡𝑡
γ: shear rate, t : time of exposure to shear rater







Drive unit


• Automated control of the 
mixing speed & Time


• Real impeller speed reading


• Mixing recipes 


• Remote control


Palletank for Mixing


• Integrated control of the 
volume and temperature 


• Weighing & heat exchange 
jacket functions 


• Customized Remote I/O box
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Mixing bag


• In-line control & monitoring 
of pH, conductivity and 
temperature


• Pre-assembled single-use pH 
& conductivity sensors, 
thermowell


Flexsafe® Pro Mixer 
Controls all Critical Mixing Parameters essential for cGMP Production







• Front doors for easy installation 


• Enlarged port gate for direct acces and easy 
manipulation of tubings and sensors 


• Installation takes 5-10 mins for the full 
Mixing range


9


Flexsafe® Pro Mixer
Enables rapid set-up and changeover and Reduces damage and loss from product mishandling


• No need to charge the drive unit before use
• Drive unit guides users from bag installation to 


the end of the mixing run with simple-to-follow 
instructions for each stage of the process







Flexsafe® Pro Mixer
Full material characterization and safety evaluation of the mixing being used


10







11


Agenda


The Challenges


Our Solutions


Value Proposition


Your results







12


Flexsafe® Pro Mixer 
The Fast, Flexible and Intelligent Single-Use Mixer for all Mixing Steps in cGMP Bioprocessing


Save time with fast powder 
dissolution


Enables rapid set-up & changeover 
Reduce damage and loss from 


product mishandling


Preserve the quality of shear 
sensitive drug substances and 


drug products


Control all Critical Mixing 
Parameters essential for cGMP 


Production


Full material characterization 
and safety evaluation of the 


mixing being used
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Flexsafe® Pro Mixer 
The Fast, Flexible and Intelligent Single-Use Mixer for all Mixing Steps in cGMP Bioprocessing


Rapid Mixing


Easy installation & 
Ergonomic handling


Low Shear Mixing


Sophisticated and 
integrated Process 


Monitoring


Standardized 
Extractables


Approach
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Contact


Myriam Lavie
Senior Product Manager Mixing


myriam.lavie@sartorius.com 


Suivez Sartorius sur:


@SartoriusGlobal Website: www.sartorius.com


@SartoriusStedimBiotech



http://www.sartorius.com/





Thank you for your attention
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Pre-Designed Solutions (PDS) Provide  
Simpler, Safer, Faster & Cheaper Supply Chains for SUS  


The growing adoption of SUS in all process steps  & applications  
of commercial production drives the need for  


reducing complexity, enhancing quality , improving assurance of supply  
and reducing leadtimes. 







The Accelerated Adoption of SU in Commercial Production  
Calls for Business Simplification 
 
 


Storage  & Shipping Mixing Freeze & Thaw  Final Filling Transfer & sampling  


 
 
 
 
 


CAGR > 15% 


 
 
 
 
 


CAGR > 25% 


 
 
 
 
 


CAGR > 30% 


 
 
 
 
 


CAGR > 25% 


 
 
 
 
 


CAGR > 20% 


SUS historically adopted in clinicals with massive customization & proliferation of SKU’s 


• > 5.000 components available from 100’s of suppliers 


• > 20.000 KSU’s created in the last 20 years 


• > 70% of KSU’s are custom & specific to one customer one PAC 


 


SUS now growing in all PACs of commercial production 


 


 


 


 


 


 


Need to reduce complexity at suppliers & end-users to provide more robust quality, stronger 
assurance of supply and more cost effective supply chain 


PDS 


SUS 
% of 


Market 
Storage & shipping        45%    
Mixing       17%   
Freezing        5%   
Tubes & connectors        17%    
Sampling        7%    
Filling (DDS)        9%    







PDS Established by 60 Experts Reviewing 4.000 Designs from  
20 Years of Experience in Designing SUS 


Storage  & Shipping Mixing Freeze & Thaw  Final Filling Transfer & sampling  


 
 
 
 
 


Share 38% 


 
 
 
 
 


Share 35% 


 
 
 
 
 


Share 50% 


 
 
 
 
 


Share 25% 


 
 
 
 
 


Share 25% 


PDS 


60 experts created 1.200 PDS that meet all functional requirements of all PACs 


 


The performance and AOS of PDS are based on the complete control of our manufacturing 
process for the resins, the film, the bags, the filters and the final PDS assembly. 


 


All outsourced fluid-contact components are  


• Covered by quality agreement to provide consistent quality 


• Secured by long term supply contracts to garanty change control and business continuity  


• Available off-the-shelf to provide best delivery reliability. 
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PDS Component Assurance of Supply via Vertical Integration,  
Supply Contracts & Quality Agreements 
 


PDS 
Bags  
& 
Components 


USP <87> 
or 


USP<88>  
Class VI 


Bioburden 


Endotoxin 
Particles 


TSE-BSE 
EMA/410/01 


BiphenolA 
free 


REACH 


Notifica 
tion  
time 


Flexsafe, Flexboy 
& Celsius bags 


Y Y Y  Conform 
48  


months 


Tuflux Tubes Y Y Y  Conform 
 24 


months 


Opta connectors Y Y Y  Conform 
 24 


months 


Sartopore filters Y Y Y  Conform 
 24 


months 


Fittings Y Y Y  Conform 
24  


months 


Connectors Y Y Y Conform 
24  


months 


All engagements qualified with 3 year shelf life: Liquid leak test at 1 bar + tensile strength 
Microbial ingress testing in progress 


PDS 
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Digital Finder Help You Select the Right PDS For  
Your Process Steps & Applications in 3 Clics 


Mixing 


Freeze & Thaw 


Filling 


Storage & shipping 


Transfer  


Off-the-shelves 


24 months change 
notification 


 


 


 


 


Best Quality 


Delivery performance 


AoS & Price 


Optimized inventory  


  


 


 Sampling 


Select  


application 
Standard 


components 


Standard  


PDS 


Select  
            connections 


Select  
process  


step 


PDS 
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PDS simplify the process design & provide best quality for each PAC 


• Digital finder help select a PDS in < 5 min 


• > 1.200 PDS qualified & QC tested for your PAC 


• Best validation package with specific validation & extractable data in development 


 


PDS provide best change control & business continuity 


• > 48 month change notification for bags 


• > 24 month change notification for components 


 


PDS reduce complexity, costs and leadtimes  


• Reduce the proliferation of custom SKU’s for the same PAC 


• Optimize end user inventory management and costs 


• Less P/N’s & components off-the-shelves reduce complexity & improve leadtimes 


 


 


PDS Provide Best Quality, Change Control, Business Continuity, 
Delivery Performance & Costs 


PDS 







PDS Offer Best Delivery Ability & Delivery Reliability 
2 Weeks for Make to Stock & 6 Weeks for Make to Order 


1,500 components 


not all on stock 


Custom ETO 
(Engineer to order)  


specific components 


300 components  


on stock 


Custom ETO 
(Engineer to order) 


standard  components 


Standard PDS 
(Pre Designed solutions ) 300  


components 


on stock 
 Standard CTO 


(Configurate to order) 


* currently 8 weeks  /   ** currently 12 weeks  


Design & quote  
3 days 


Repetitive 
 order 


1st  
order 


10 weeks 


6 weeks 


MTO 
 (Make to order) 


1200 P/N 


6 weeks* 


MTO1 


4,000 P/N 


10 weeks**  


MTS 
 (Make to stock) 


2 weeks 


OR 


PDS 
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PDS Offer Safer, Faster, Simpler & More Cost Effective Supply Chain for SUS 


Std  
Vs 


Custom 
AOS 


PAC 
based 


QC 


Lead 
time 


Complexity  
& costs 


Validation 
data 


PDS 2-6 W 


CTO 6 W 


CUSTOM 
Std 


compo’s 
6-10 W 


CUSTOM
specific 
Compo’s 


10 W 


PDS 







PDS Components 


Flexboy : 50mL to 50L  


Flexel Palletank: 50L to 3000L  


Flexel Drum : 50L to 560L  


Flexel Cubical Mixing : 50L to 1000L  


Flexel Drum Mixing : 50L to 560L  


Flexsafe® 3D Bags 50L-1000L  


Flexsafe® 3D for Drums 50L-200L  
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Tubing : Tuflux Sil / Dow Pharma 50 SIL/ St 
Gobain C-flex 374 from 1/8” ID to ¾” ID  


Filters : Sartopore 2 Midi, Maxi, Capsules 


Sterile Connectors: Opta / STC I / STCII / 
Clipster  


Connectors : SSB Triclamps, CPC Quick 
connectors, CLAVE Connectors  


Sensors & Others : pH Sensor, Thermowell, 
EZD, Conductivity probe for Mixing 


applications  


Bags Components 


PDS 







 
For you to fully benefit of the advantages of our SUS to  


accelerate time to market, improve your manufacturing efficiency  & reduce your costs  


We provide PDS tailored, proven & quality controlled  


for each of your Process steps and Applications 
 


--------------------- 
 


With quality & supply contracts in place for all PDS components,  
we guaranty you the best level of quality, change control & business continuity,  


with a change notification of at least 2 years for components and 4 years  for our films 
 


Using our PDS help you speed up your process design and reduce your number of SKUs, your 
inventory management complexity and your costs  


 
PDS finally offer best lead times with 2 weeks for MTS  and 6 weeks for MTO 


PDS Value Proposition 


PDS 








 
New Benchmark in Single-Use
Flexsafe® Takes Your Facility Into the Future







 
     2D & 3D Bags


Assurance of Quality Supply


Reproducible Cell Growth


Consistent E | L


Robustness and Ease of Use


Single-Use System Integrity (SUSI)







Supply chain for SUS is complex and significantly increases the  
reliance on supplier quality system, change control & business continuity


Biocompatibility: industry reports on variability of cell growth  
performance in bags


Purity: Unexpected E | L can lead to production stop


Integrity: bag failures often combine a lack of robustness with difficult  
manipulations


Single-Use Bags for Use in More Critical Process Steps & Applications 
Require Quality Attributes that are More Challenging to Achieve


“ Each change in raw material  
cost 100,000 €”


   (Bioplan)


“ 7 out of 11 bags fail the Dechema 
tests.” 


“ Leaks have been reportedly  
responsible for up to $20 m worth  
of products per year at some larger 
facilities.”


   (Bioplan)


Our Solutions Your Results Value PropositionThe Challenges 







Uncontrolled Material Changes or Lack of Robustness  
Can Significantly Impact Costs


At commercial stage, each loss of  
bioprocessing line costs


Cost for each fluid-contact component change


For large scale, the loss of biotech products  
due to leaks goes up to


ref: BioPlan Associates white paper, Feb 2015


> $1 million > $100,000


> $20 million


Our Solutions Your Results Value PropositionThe Challenges 







Leachable Studies from Bags Show that Trace Amounts of  
Degradation of an Antioxidant Can Impact Cell Growth


The Tris (2,4-di-tert-butylphenyl) phosphite is a common antioxidant used for PE resins to 
protect the films from oxidative degradation during extrusion, γ-radiation and storage.


• Referenced in the European Pharmacopoeia


•  Irgafos 168® is one of the trade names


The bis (2,4-di-tert-butylphenyl) phosphate 
(bDtBPP), a breakdown product is a common 
leachable released from bags and have been 
shown to be detrimental to cell growth*.


*  Ref- Matthew Hammond, Heather Nunn, Gary Rogers, et al., 
Identification of a Leachable Compound Detrimental to  
Cell Growth in Single-Use Bioprocess Containers, PDA J Pharm 
Sci and Tech 2013, 67 123-134.


Oxidation during  
film extrusion


+
γ-sterilization


bDtBPP


Our Solutions Your Results Value PropositionThe Challenges 







 
Uncontrolled Additive Package Can Impact Cells Growth 


The additive package of γ-sterilized films can have  
a negative influence on cell growth


Optimized additive pack age supports cell growth  
& yield equivalent results than the reference


Evaluation of 2 films having the same structure  
and extruded under the same condition but that differ  
in the additive package. Both films passed USP<87>


• Production of 0.8 L PE bags using the 2 films


•  γ-sterilization (~50 kGy)


•  Media extraction & cell growth standardized tests  
on the freshly irradiated bags


Results:


Film Code Additive Package


• NC Non-otimized


• S Optimized


Our Solutions Your Results Value PropositionThe Challenges 







 
Extension of the Pre Designed Solutions with Flexsafe® 2D & 3D bags 


Flexsafe® 2D bags Flexsafe® 3D bags


20 mL | 50 mL |  
150 mL | 250 mL |  
500 mL


1 L | 3 L | 5 L |  
10 L | 20 L | 50 L


100 L | 200 L |  
500 L 50 L | 100 L | 200 L


1,000 L | 1,500 L | 
2,000 L | 2,500 L |  
3,000 L


The Challenges Your Results Value PropositionOur Solutions







Assurance of Quality Supply for Flexsafe® is First Based on the Control  
of our Entire Supply Chain, from Raw Materials to Final Assembly


Qualification and Control of Flexsafe® Manufacturing Process


Partnership & Contracts Own Manufacturing Contracts


Resin Film Bag Component Assembly


Material Control Process Control Quality Control


Resin specifications, process qualification and process controls
established at all stages of the Flexsafe® manufacturing process
ensure quality, change control and business continuity


Sterilization


The Challenges Your Results Value PropositionOur Solutions







Assurance of Quality Supply for Flexsafe® is then Strengthened with the Use 
of Pre Designed Solutions Made of Standard Off-the-shelves Components


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Media  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile WeldBuffer  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld 
Cell Harvest 


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Drug  
Substance 
Purification


Drug  
Product  
Formulation


Sterile Connection


Sterile WeldSterile Connection to 
Final Filling Aseptic Transfer


to an Isolator


Select Process Step


Select Connections


Standard Components


Standard PDS


Off-the-shelves


24 months Change  
Notification


Best Quality


Delivery Performance


AoQS & Price


Optimized Inventory 


2D or 3D bags


The Challenges Your Results Value PropositionOur Solutions







Films


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


 
Bag Assemblies


Business Continuity Plan
• Back up equipment & safety stocks
• Double clean room footprint by 2020


Multiple Manufacturing Sites
•  7,000 m2 of ISO7 clean room WW
• Resin-to-bag process control


Resins


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


 
Components


Long Term Supply Contracts
• 2 year change notification


Quality Agreements
•  Bioburden, particle & endotoxin
• Extractable characterization


•  4 year guaranty of unchanged film
•  2 year guaranty of unchanged components for  


our Pre Designed Solutions


Enhanced Assurance of Quality Supply to Improve Quality,  
Change Control & Business Continuity


The Challenges Our Solutions Value PropositionYour Results







Resin specification & process  
controls established for reproducible 
cell growth  


Control of antioxidant levels &  
extrusion parameters


Resin & additive package optimized 
for excellent cell growth 


Minimized concentration of Tris 
(2,4-di-tert-butylphenyl) phosphite


Extractable tests show the absence  
of bDtBPP


Cell growth tests show consistent  
results in the extrusion design space


Cell growth test of each lot of film
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Flexsafe® Batches


Excellent & Reproducible Cell Growth for Flexsafe® is Obtained with the 
Optimization of the Additives Package and the Control of Our Process
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Excellent & Reproducible Cell Growth Established in the  
Entire Extrusion Design Space for the Flexsafe® S80 Film


3 orthogonal parameters


•  Extrusion temperature –  
melting of raw materials


•  Chill roll temperature –  
cooling of the film


•  Extrusion Speed


DoE on Critical Film Extrusion  
Process Parameters
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Full factorial 23 experiment 


• 8 variations 


• 3 center points


•  Reproducible cell growth in  
the entire design space 


•  > 30 × cell growth assays
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No bDtBPP Detected in the Extrusion Design Space of Flexsafe®  
Bags Means No Risk on Commercial Cell Cultures


Development of an analytical 
method for detecting the bDtBPP 
by HPLC-UV.


DoE on Critical Film Extrusion  
Process Parameters


bDtBPP quantitation  
by HPLC-UV after EtOH  
extraction at 40°C


No bDtBPP detected for  
each run in WFI and for  
central point in Ethanol  
Extraction at 40°C


Time
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Use of chemical 
standard for 
bDtBPP (Amgen)
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S80
Flexsafe®


S40
Flexel®


Negative
control


A B C D E F G


t=3 days t=21 days t=70 days t=112 days


< Reporting limit: 
 0.3 ppm  


bDtBPP quantitation after EtOH extraction  
for t = 3, 21, 70, 112 days at 40°C


Absence of bDtBPP after extraction in 100% Ethanol at 40°C 
ppm 


Design of 
  Experiments


DOE


Negative reference


S80 Flexsafe®


The Challenges Your Results Value PropositionOur Solutions







Accelerated ageing under ASTM F1980  
(40°C, 75% humidity) – No ageing effect


• Excellent cell growth in freshly γ-sterilized bags


• Excellent cell growth at any time up to 36 months


• Excellent cell growth in media stored at 4 – 6°C


• At any storage time between 1 day  to 9 months


You Can Rely on Flexsafe® Cell Growth Performance for  
3 Year Shelf Life & After 9 Month Storage of Media
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You Can Rely on Cell Growth Performance of Flexsafe® 
Bags on a Broad Panel of Different Cell Lines & Media


Working group Single-uSe Technology


recommendation for leachables Studies


Standardized cell culture test for the 
early identification of critical films 


Dechema 2 Interlaboratory Test


11 bags subjected to extractions in 
WFI and 7 different CD media 


Extracts tested for cell growth with  
8 different cell lines


*  Eibl et al: Standardized cell culture test for the 
early identification of critical films for CHO cell 
lines in chemically defined culture media Dechema:  
ISBN: 978-3-89746-149-9


This broad panel study demonstrates the 
superior growth performance of both the 
S80 film of  Flexsafe® & the S71 film of 
 Flexboy® with the most sensitive cell lines.


WFI extraction Media extraction


S80  OK
S71  OK


S80  OK
S71  OK


4 films  OK
5 films  failed


2 films  OK
7 films  failed


Understanding the process and raw material inputs can control 
the risk of unexpected performance


The Challenges Our Solutions Value PropositionYour Results







Flexsafe® enables  single-use bioprocessing throughout all 
process steps  and all applications – all using just one film


With a unique material, Flexsafe® significantly reduces  
the validation effort and costs


• Extractables and leachables studies,


• Toxicological assessment and stability studies


Raw material and process controls provide well-characterized 
and consistent lot to lot extractables profiles


• Facilitate leachables validation & toxicological assessment


• Sustainable, reproducible & reliable validation data


Extractables


Drug Manufacturing Process


Drug Substance
Drug Product


The Control Of Our Manufacturing Process Ensure Consistent  
Lot-to-Lot Extractable Profile & Reliable Validation Data


Leachables


Sterilization


Bag & Components


Film Extrusion


Resin Materials


The Challenges Our Solutions Value PropositionYour Results







Strength


Reduce risk of accidental 
damage


Safe storage of large volumes


400 μm thick 


Co-extruded structure


Outstanding robustness  
for the film & welds


Flexibility 


Convenient installation 


Self-deploying bag for storage


Best Strength


+
 


Best Flexibility  


=


Best Robustness  


Safety & Ease  
of Use


The Superior Strength & Flexibility of Flexsafe® Provide Outstanding  
Robustness & Ease of Use for all Your Process Steps & Applications
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Robustness Validated in the Entire Design Space of Flexsafe® Bags
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~ 3000 robustness tests
Tensile Strength: 930 samples


Elongation at break: 930 samples


Puncture tests: 930 samples


Flex durability: 186 samples


Water burst tests : 26 samples


•  Full factorial 23  
experiment


• 8 variations


• 3 center points


3 orthogonal critical parameters


1. Melting Temperature


2. Cooling Temperature


3. Extrusion Speed


The Challenges Your Results Value PropositionOur Solutions


Watch video
Flexsafe® | Superior Strength and Flexibility



https://www.sartorius.com/en/products/fluid-management/liquid-storage-shipping/flexsafe-liquid-storage-shipping#id-39096





Best Strength


+
 


Best Flexibility  


=


Best Robustness  


Safety & Ease  
of Use


Flexsafe® 2D & 3D bags for liquid 
transportation


•  Qualified under most stringent 
standards: ASTM D4169


•  Strong validation package with 
real & lab. tests


The Superior Robustness of Flexsafe® Bags Provide  
Robust Cell Culture & Safe Storage & Shipping of Your Drug Substances


Worst case cell culture  
qualification runs


• RM 1 L to 100 L (> 30 runs)


• STR® 50 L to 2000 L (> 40 runs)


Patents N°FR 3 064 608 A1, N°EP 3 381 
430 A1 & N°WO 2018/178523 A1 


The Challenges Our Solutions Value PropositionYour Results


Watch videos
Robust and Safe Shipping of Your Fluids – Flexsafe® 3D Shipping Solutions from 100 L to 500 L
Safe and Reliable Handling & Shipping Solutions – Flexsafe® 2D Bags in Shell for Liquid Handling & Shipping for 5 L & 10 L



https://www.sartorius.com/en/products/fluid-management/liquid-storage-shipping#id-36296





Self-deploying Flexsafe® 3D bags up to 3,000 L


• No mishandling


• Enhanced ergonomy


• Time savings


The Superior Flexibility of Flexsafe® Bags Enables Convenient  
Installation & Self-deployment of Your Storage Bags in Its Container


Film D


FilmC


Film B


Film A


Energy at break (J)


S80


S40
200 µm


Film A
350 µm


Film B
325 µm


Film C
250 µm


Flexsafe®


400 µm


Strength


Flexibility


Energy at break (J)


From 100 L to 1,000 L


Patents N° FR3017122B1,  
EP3074310B1


From 1,000 L to 3,000 L


The Challenges Our Solutions Value PropositionYour Results


Watch video
Flexsafe® Large Volume Storage


Watch video
Flexsafe® Self-deploying for Storage Applications 



https://sartorius.wistia.com/medias/ysr7cw3nxd

https://www.sartorius.com/en/products/fluid-management/liquid-storage-shipping/flexsafe-liquid-storage-shipping#id-39096





The Superior Flexibility of Flexsafe® Bags Enables  
Convenient & Safe Liquid Handling


S80


Film A


Film B


Film C


Film D


Tensile strenght


Tensile Strength
Safety margin for filling operations


From 100 L to 500 L
+10% over nominal volume


From 1,000 L to 3,000 L:
+100 L over nominal volume


Tensile Strength


Tensile strength


Elongation at break (%)


Elongation at Break


Film D


Film C


Film B


Film A


S80
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The Superior Strength & Flexibility of Flexsafe® Bags Enables Convenient  
& Safe Liquid Handling with Enhanced Ergonomy for Large Volume


•   Easy – Increased efficiency  
and simplified operations


•   Fast – Savings in time and labor


•   Safe – Minimized risk for product,  
operator and process


•  Large doors positioned at  
ergonomic height for streamlined 
bag installation


•    Error-free alignment of the bag  
in the Palletank thanks to pre- 
deployed bags in manufacturing


•    Easy access to lines at the front and 
pump storage area 


•    Set-up in less than 2 minutes


The Challenges Our Solutions Value PropositionYour Results


Watch video
Flexsafe® 3D Large Volume Bags 



https://sartorius.wistia.com/medias/pos1yqsllw





Flexsafe® 2D Bags are


–  Qualified nominal & maximum volumes 
for Continuous Volume coverage from  
20 mL to 50 L


–  Qualified filling over nominal volume  
for each bag up to 55 L


Flexsafe® 2D Bags


–  Storage Solutions


–  Sampling Solutions


Best Strength


+
 


Best Flexibility  


=


Best Robustness  


Safety & Ease  
of Use


The Superior Flexibility of Flexsafe® 2D Bags Provides  
Robust & Safe Storage


The Challenges Our Solutions Value PropositionYour Results


Watch video
Flexsafe® 2D Bags



https://sartorius.wistia.com/medias/t6qo3ocn13





Best Strength


+
 


Best Flexibility  


=


Best Robustness  


Safety & Ease  
of Use


The Superior Flexibility of Flexsafe® Bags Provides  
Robust & Safe Storage


Flexsafe® 2D Bags are


– Designed for fluid handling


– Easy to carry


Flexsafe® 2D & 3D Bags


–  Qualified packaging  
according to ASTM guidelines:  
D4169 for pallet shipment,  
D7386 for single box shipment


–  No tool for overpouch opening:  
Easy tear
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Single-Use System Integrity (SUSI) is the Result of QbD,  
Process Validation, Process Controls and Integrity Testing Along  
the Entire SUS Life Cycle


Process validation & control and QC tests at all stages  
of SUS manufacture ensure integrity along our entire  
production cycle 
• In-process bag chamber leak test 
•  Final product Helium Supplier Integrity Test with the 


highest 2 µm sensitivity Confirming SUS integrity after 
production 


•  Best sensitive 10 µm point-of-use leak testing proving  
the absence of leaks after shipping & handling of  
2D single-use assemblies before use


Multi level of controls for the best assurance of SU & process 
integrity and for enhanced patient & operator safety  
with many products, Flexsafe® 2D and 3D bags for storage 
and mixing, Flexboy® 2D bags. 


Robustness  
& SUSI


Quality  
Control


Shipping  
Validation


Quality  
by Design


Product  
Validation 


Process  
Control
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Single-Use System Integrity (SUSI) is the Result of QbD,  
Process Validation, Process Controls and Integrity Testing Along  
the Entire SUS Life Cycle


•  Quality Risk Management (QRM) and film  
extrusion, welding & bag making expertise are 
the foundations of our assurance of SUSI


•   Process validation & control and QC tests  
at all stages of SUS manufacture ensure  
SUSI along our entire production cycle 


•   Our best sensitive in process Bag Chamber  
Leak Test & final product Supplier Integrity 
Test confirm SUSI after production


•   Our best sensitive Point-of-use Leak | Integrity 
Testing confirm SUSI after shipping &  
handling of SUS before use


•   This multi level of controls provides best  
assurance of end-user SUSI & process integrity 
and enhances patient & operator safety


Process  
Validation


Process  
Controls


Bag Chamber  
Leak Testing


Supplier  
Integrity Testing


Point of Use  
Leak | Integrity 
Testing
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Development & Validation


QbD | QRM


Manufacturing Use


Mechanical Test
Microbial Test
Shipping Test


Package Seal
Quality Tests


 
Visual  
Inspection


Supplier 
Leak &
Integrity 
Tests


QbD | Risk Assessment


Visual Inspection
Operator Training
Microbial Test


Media Hold & 
Media Fill


 
Point of Use  
Leak |Integrity Test


100% Testing of Flexsafe® Bag  
Chambers by Pressure Decay


100% Testing of Flexsafe® PDS  
for PACs 2 & 3 with Helium


PoU-LT | IT with Sartocheck® 4+  
FlexAct® BT  by Pressure Decay


Single-Use System Integrity (SUSI) is the Result of QbD,  
Process Validation, Process Controls and Integrity Testing all Along  
the Entire Flexsafe® 2D & 3D Life Cycle


 
2D 10 µm | 3D 100 – 200 µm


 
2 µm | 2D  from 20 mL to 50 L


 
2D 20 – 90 µm


The Challenges Our Solutions Value PropositionYour Results


Watch video
Point-of-Use Leak Test for Flexsafe® 3D bags


Watch video
Point-Of-Use Leak Test for Flexsafe® & Flexboy®



https://www.youtube.com/watch?v=sy4ghiU15gY&feature=youtu.be

https://www.sartorius.com/en/products/fluid-management/proven-integrity#id-12852





Cell growth


Assurance of Quality Supply


Robustness & Ease of Use


Single-Use System  
Integrity (SUSI)


E | L Profile


New Benchmark in Single-use 
Flexsafe® Takes Your Facility in the Future


•  Controls on variability of raw materials  
and of manufacturing process  
ensure consistent extractable profiles


•  Product robustness is validated in the entire  
design space and demonstated with most  
stringent ASTM shipping test


•  Self-deploying bag for ease of use


•  Control of the entire process from  
the resins to final products enhances 
assurance of supply & change control


•   Optimization of resin formulation  
and establishment of the film extrusion  
design space provide excellent and  
reproducible cell growth


•  Best Assurance of Integrity with a combination  
of tests at supplier & at point-of-use.


The Challenges Our Solutions Your Results Value Proposition







The Outstanding Assurance of Supply, Biocompatibility,  
Purity & Robustness of Flexsafe® Bags Provide Safe & Convenient  
Storage & Shipping for All Your Process Steps


Safe & Convenient
Storage


Safe & Convenient
Shipping


Media, Buffer
& intermediates


Drug Product


Drug Substance


The Challenges Our Solutions Your Results Value Proposition







Questions?







Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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


www.sartorius.com


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 II
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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Pre-Designed Solutions (PDS) Provide Simpler,  
Safer, Faster & Cheaper Supply Chains for SUS
The growing adoption of SUS in all process steps & applications  
of commercial production drives the need for reducing  
complexity, enhancing quality, improving assurance of supply  
and reducing leadtimes.







SUS adopted in clinicals with massive customization &  
proliferation of SKU’s*


• > 5.000 components from 100’s of suppliers


• > 20.000 SKU’s created in the last 20 years


• > 70% of SKU’s are specific to one customer


SUS growing in all Process & Application Clusters (PACs)  
of commercial production


Need to reduce complexity at suppliers & end-users  
to provide 


• More robust quality 


• Stronger assurance of supply and 


• More cost effective supply chain


SUS CAGR


Storage & shipping >15%


Mixing >20%


Freezing >30%


Tubes & connectors >10%


Sampling >20%


Filling (DDS) >20%


The Accelerated Adoption of SU in Commercial  
Production Calls for Business Simplification


* Stock Keeping Units


“ Commercial single-use-based  
manufacturing, consumes  
much more equipment than  
at pre-commercial scales” 


 BioPlan Associates, Inc.


Our Solutions Your Results Value PropositionThe Challenge 







•  > 1.200 PDS created to meet all  
functional and quality requirements  
of all PACs


PDS performance & AOS based on the  
complete control of our process from  
the resins to the final product


All outsourced components are 


•  Covered by quality agreement  
k consistent quality


•  Secured by long term supply contracts  
k change control & business continuity 


•  Available off-the-shelf  
k best delivery reliability


PDS Bags &  
Components


USP <87> 
or 
USP<88> 
Class VI


Bioburden
Endotoxin
Particles


TSE-BSE
EMA/ 
410/01


Biphenol A  
free
REACH


Noti- 
fication  
time


Flexsafe®, 
Flexboy® & 
Celsius® bags


Yes Yes Yes Conform  48 months


Flexsafe®  
Pro Mixer


Yes Yes Yes Conform  24 months


TuFlux®


Transfer Sets
Yes Yes Yes Conform  24 months


TuFlux®  
Tubes


Yes Yes Yes Conform  24 months


Opta® 
connectors


Yes Yes Yes Conform  24 months


Sartopore®  
filters


Yes Yes Yes Conform  24 months


Fittings Yes Yes Yes Conform  24 months


Connectors Yes Yes Yes Conform  24 months


PDS Established by 60 Experts Reviewing 4.000 Designs 
from 20 Years of Experience in Designing SUS


The Challenge Your Results Value PropositionOur Solutions







Select  
Process 
Step


Select 
Connections


Digital Finder Help You Select the Right PDS For  
Your Process Steps & Applications in 3 Clics


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Media  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile WeldBuffer  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile WeldCell Harvest  
& Downstream 
Intermediates


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile WeldDrug  
Substance 
Purification


Drug  
Product  
Formulation


Sterile Connection


Sterile WeldSterile Connection to 
Final Filling Aseptic Transfer


to an Isolator


Select Application


Storage 2D


Storage & Shipping 2D & 3D


Mixing


Freeze & Thaw


Filling


Transfer 


 Sampling


Standard Components


Standard PDS


Off-the-shelves


24 months change  
notification


Best Quality


Delivery performance


AoS & Price


Optimized inventory 
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PDS simplify your process design & provide best quality 


• Digital finder help select a PDS in < 5 min


• > 1.200 PDS qualified & QC tested for your PAC


PDS provide best change control & business continuity


• > 48 month change notification for bags


• > 24 month change notification for components


PDS reduce complexity, costs & leadtimes 


• Reduce proliferation of your SKU’s


• Optimize your inventory and costs


• Less P | N’s & components on stock for best leadtimes


PDS Provide Best Quality, Change Control, Business 
Continuity, Delivery Performance & Costs


* currently 8 weeks | ** currently 12 weeks 


Standard PDS


Custom ETO 
standard  
components


MTS 
2 weeks


6 weeks


10 weeks


or
MTO
1200 P/N
6 weeks*


MTO1


4,000 P/N


10 weeks** 


300 
components
on stock


300 
components
on stock


1,500  
components
not all on stock


Standard CTO


Custom ETO 
specific  
components


1st Order
Design  
& Quote 
3 days


Repetitive  
Order


The Challenge Our Solutions Value PropositionYour Results







PDS Offer Safer, Faster, Simpler & More Cost Effective  
Supply Chain for SUS


For you to fully benefit of the advantages of 
our SUS, we provide PDS tailored, proven & 
quality controlled for each of your PACs


With quality & supply contracts in place,  
we guaranty you  
the best level of quality, change control & 
business continuity


Using our PDS help you speed up your process 
design and reduce your number of SKUs,  
your inventory management complexity 
and your costs 


PDS finally offer best lead times  
with 2 weeks for MTS and 6 weeks  
for MTO


Standard  
Vs Custom


AOS PAC  
based  
QC


Lead time Com- 
plexity &  
costs


Vali- 
dation  
data


PDS 2 – 6 weeks


CTO 6 weeks


CUSTOM  
Standard


6 – 10 weeks


CUSTOM  
Specific


10 weeks


The Challenge Our Solutions Your Results Value Proposition
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Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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


www.sartorius.com


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 II
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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Flexboy® 2D Bags
Experience Counts!


Assurance of Supply


Robustness


Ease of Use


Single Use System  
Integrity (SUSI)


Reproducible Cell Growth







Each change in raw material  
cost 100,000 €” 


(Bioplan)”
Leaks have been reportedly  
responsible for up to  
$20 m worth of products  
per year at some larger  
facilities” 


(Bioplan)


”
7 out of 11 bags fail  
the Dechema tests ”


l  Supply chain for SUS is complex and significantly increase  
the reliance on supplier quality systems


l  Robustness: Bag failures often combine a lack of robustness  
with difficult manipulations


l  Integrity: SUS used in drug substance and drug product  
process steps require higher assurance of Single Use System 
 Integrity (SUSI)


l  Biocompatibility: Industry reports on variability of cell growth 
performance in bags


Single-Use Bags for Liquid Storage Used  
in all Process Steps Require Quality Attributes  
that are More Challenging to Achieve


Our Solutions Your Results Value PropositionThe Challenge 







Assurance of Supply for Flexboy® is First Based on the  
Control of Our Entire Supply Chain, from Raw Materials to 
Final Assembly


Qualification and control of Flexboy® Manufacturing Process


Partnership & Contracts Own Manufacturing Contracts


Resin Film Bag Component Assembly


Material Control Process Control Quality Control


Resin specifications, process qualification and process controls  
established at all stages of the Flexboy® manufacturing process  


ensure quality, change control and business continuity


Sterilization


The Challenge Your Results Value PropositionOur Solutions
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Assurance of Supply for Flexboy® is then Strengthened with the Use  
of Pre Designed Solutions Made of Standard Off-the-shelves Components


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Media  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile WeldBuffer  
Formulation


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld 
Cell Harvest 


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Drug  
Substance 
Purification


Drug  
Product  
Formulation


Sterile Connection


Sterile WeldSterile Connection to 
Final Filling Aseptic Transfer


to an Isolator


Select Process Step


Select Connections


Standard Components


Standard PDS


Off-the-shelves


24 months Change  
Notification


Best Quality


Delivery Performance


AoS & Price


Optimized Inventory 


The Challenge Your Results Value PropositionOur Solutions
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Process Controls, Supply & Quality Agreements & Own Manufacturing 
Network Ensure Best Quality, Change Control & Business Continuity


Film – S71


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


 
Bag Assemblies


Business Continuity Plan
– Back up equipment & safety stocks
– Double clean room footprint by 2020


Multiple Manufacturing Sites
–  7,000 m2 of ISO7 clean room WW
– Resin-to-bag process control


Resins for S71 Film


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


 
Components


Long Term Supply Contracts
– 2 year change notification


Quality Agreements
–  Bioburden, particle & endotoxin
– Extractable characterization


k  4 year guaranty of unchanged film
k  2 year guaranty of unchanged components for  


our Pre-Designed-Solutions


The Challenge Our Solutions Value PropositionYour Results
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Internal layer: EVA*


Core layer: EVOH**


External layer: EVA*


** EVA: Ethylene Vinyl Acetate Copolymer
** EVOH: Ethylene Vinyl Alcohol


Total thickness: 
300 µm


 
The Superior Strength & Flexibility of Flexboy® Provide Outstanding  
Robustness & Ease of Use for all Your Process Steps & Applications


Material & film expertise helps select the raw materials & film  
layers for best strength, flexibility & weldability


QbD & product validation provide consistent robustness in the entire 
extrusion design space


Lot-to-lot consistent robustness is guaranteed by the control  
of the extrusion & welding processes and the routine QC on bags


QbD & Product  
Validation


> 200 mechanical tests 


20 million bags  
produced since 1995


Process Control


Control of raw  
materials & welding


Leak test on bags
0
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Tensile Strength: 110 tests
Delamination: 110 tests
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S71
360 µm


S71
300 µm


Film A


Film B


Film C


Film D


Elongation at break (%)


S71
360 µm


S71
300 µm


Film A


Film B


Film C


Film D


Tensile strength (N)


 
The Superior Strength & Flexibility of Flexboy® Bags Provide  
Safe Liquid Storage of Your Biopharmaceutical Products


Best Strength


+
 


Best Flexibility  


=


Best Robustness  


Safety & Ease  
of Use


15 million liters of 
sterile buffers,  
media, intermediates,  
drug substances & 
drug products are 
stored every year in 
Flexboy® Bags 


The Challenge Our Solutions Value PropositionYour Results
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Development & Validation


QbD | QRM


Manufacturing Use


Mechanical test
Microbial test
Shipping test


Package seal
quality tests


 
Visual  
Inspection


Supplier 
Leak &
Integrity 
Test(s)


QbD | Risk Assessment


Visual  inspection
Operator training
Microbial test


Media hold & 
Media fill


 
Point of Use  
Leak Test


100% testing of  
Flexboy® Bag chambers  
Pressure Decay 30 – 100 µm 


100% testing of Flexboy®  
Helium 2 µm upon request


PoU-LT with  
FlexAct® BT 
Pressure Decay  
10 – 30 µm 


Single Use System Integrity (SUSI) is the Result of QbD,  
Process Validation, Process Controls and Integrity Testing Along  
the Entire Flexboy® Life Cycle 


The Challenge Your Results Value PropositionOur Solutions
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Watch video: FlexAct® BT |  
Point of use leak test for Flexboy® bags



https://sartorius.wistia.com/medias/rry04sw6e7





 
With Best Assurance of SUSI, Flexboy® Bags Provide Process Integrity,  
Patient, Operator & Product Safety


Quality Risk Management (QRM) and film 
 extrusion, welding & bag making expertise are  
the foundations of our assurance of SUSI


20-Year bag making and leak testing experience 
with 20-Million of 2D – EVA bags produced


All bag chambers for all your process steps  
are leak tested with optimized pressure decay  
leak test


Final Supplier Integrity Testing (SIT) confirm SUSI 
after production


Flexboy® Bags for your drug substances & drug 
product process steps can be tested with best 
 sensitive test


Our Point-of-use Integrity Testing will comple-
ment your SUSI control strategy after shipping 
and handling of SUS before use. Thanks to this 
multi level of controls, patient & operator safety 
are enhanced.


Safe & Convenient Storage of  
Media, Buffers, Intermediates,  
drug substances & drug products


The Challenge Our Solutions Value PropositionYour Results
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Oxidation during  
film extrusion


+
γ-sterilization


bDtBPP


Consistent Cell Growth Obtained with Optimized Resins &  
Process Controls & Demonstrated by Both Extractable &  
Cell Growth Testing


Leachable studies have 
shown that the breakdown 
product, bis (2,4-di-tert- 
butylphenyl) phosphate 
(bDtBPP), can be detri-
mental to cell growth*.


Resin & additive package formulation optimized for  
Excellent & Reproducible Cell Growth


l  Tris (2,4-di-tert-butylphenyl) phosphite not used in the contact layer of Flexboy®


l  Resin specifications & controls of antioxidant levels


Cell Growth testing show consistent performance of Flexboy®


Extractable Testing shows no Tris (2,4-di-tert-butylphenyl) phosphite detected  
in the WFI extract


*  Ref-Hammond M., et al. Identification of a Leachable Compound Detrimental to Cell Growth in Single-Use  Bioprocess  
Containers. PDA J. Pharm. Sci. and Tech. 67 (2) 2013: 123-134.
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Working group Single-uSe Technology


recommendation for leachables Studies


Standardized cell culture test for the 
early identification of critical films 
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Accelerated Aging S71  


Time (month)
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Accelerated Aging S80 


Time (month)


 
You Can Rely on Flexboy® Cell Growth Performance for  
3 Year Shelf Life, on a Broad Panel of Cell Lines & Media


l  Excellent cell growth in freshly γ-sterilized bags


l  Excellent cell growth in aged bags at any time up to 36 months


l  Accelerated ageing under ASTM F1980 standard


Dechema 2 Interlaboratory Test*:


11 bags subjected to extractions in WF and 7 different 
CD media


Extracts tested for cell growth with 8 different cell lines


Superior growth performance of the S71 Film of  
Flexboy® with the most sensitive cell lines


 
*  Eibl et al: Standardized cell culture test for the early identification of critical 


films for CHO cell lines in chemically defined culture media Dechema:  
ISBN: 978-3-89746-149-9


The Challenge Our Solutions Value PropositionYour Results
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We offer best Assurance of Supply with our level of control  
of resins, films, components, bags and final PDS assemblies


The Outstanding Strength & Flexibility of Flexboy® provide safe  
single-use Bioprocessing


The combination of our QbD, multiple process controls and most  
sensitive leak and integrity testing for both our own controls &  
at point of use enhances the Assurance of Integrity of Flexboy® in 
critical process steps. The best Assurance of Integrity can be 
achieved with a  combination of tests at supplier & at point-of-use 
correlated to a microbial challenge test


Material science, film expertise and control of the manufacturing 
process guarantee the Excellent & Reproducible Cell Growth of  
our Flexboy® bags


The Outstanding Assurance of Supply, Robustness, Ease of Use, 
Single Use System Integrity & Biocompatibility of Flexboy® Bags 
Provide Safe & Convenient Storage for All Your Process Steps


The Challenge Our Solutions Your Results Value Proposition







Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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


www.sartorius.com


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 II
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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Pre-Designed Solutions for  
Simpler, Safer & Faster Supply Chains


Reduce complexity & Leadtimes and Improve  
Quality & Assurance of Supply 







Table of content


PLease click on the  
following applications 
to open the PDS  
brochures


Storage 2D


Storage & Shipping 2D & 3D


Mixing


Freeze & Thaw


Filling


Transfer 


Sampling


Click on the headline to go to the PDS selection page


l  Flexboy® 2D Pre-designed Solutions for Storage
Best Performance, Assurance of Supply and Closure Integrity
for All Process Steps


l  Flexsafe® 3D Pre-Designed Solutions for Storage and Shipping
Take Your Facility Into The Future


l  Flexsafe® Pro Mixer Pre-designed Solutions
The Fast, Flexible and Intelligent Single-Use Mixer for
All Mixing Steps in cGMP Bioprocessing


l  Celsius® Pre-designed Solutions for Freeze & Thaw
Robust, Complete and Scalable Solutions for Frozen Storage
and Shipment


l  TAKEONE® Pre-designed Solutions for Aseptic Sampling
Quick, Easy, Robust and Safe Microbiological and Process
Monitoring


PDS offer Safer, Faster, 
Simpler & More Cost  
Effective Supply Chain  
for SUS. 


PDS are tailored, proven 
& quality controlled  
for each of your PACs. 


With quality & supply  
contracts in place,  
we guaranty the best level 
of quality, change control 
& business continuity. 


Using our PDS help you 
speed up your process de-
sign and reduce your num-
ber of Stock Keeping Units, 
your inventory manage-
ment complexity and your 
costs. 


PDS finally offer best lead 
times reliabilitry.







Flexboy® 2D Pre-designed Solutions for Storage
Best Performance, Assurance of Supply and Single Use System Integrity 
for All Process Steps
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Media & Buffer Formulation


Cell Culture | Harvest


Downstream Intermediates to Drug Substances


Drug product Formulation


Flexboy® 2D Pre-designed Solutions


Flexboy® 2D Storage Solutions for All Process Steps


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


Unprecedented Performance and Assurance of Supply 


Media Formulation 
Pre-designed Solutions for 
media storage and feeding  
of bioreactors


Drug Substance  
Purification
Pre-designed Solutions for 
storage of drug substance


Buffer Formulation
Pre-designed Solutions for  
storage of buffers used for  
purification or final  
formulation


Drug Product  
Formulation
Pre-designed Solutions for  
sterile filtration, hold and 
transfer of drug products


The performance and assurance of  
supply of Flexboy® PDS are based on 
the complete control of our manufac-
turing process for the resins, the film, 
the bags, the filters and the assembly . 
Other fluid-contact components are 
secured by strategic partnerships, long 
term contracts and quality agreements 
and are available off-the-shelf to  
provide best delivery reliability .  


When you select a Flexboy® PDS, you 
get the assurance of consistent quality 
and robust change control for every 
process step of your bio production . 
Business continuity is guaranteed  
at any time with at least 24 months  
of change notification .


Cell Harvest &  
Downstream Intermediates 
Pre-designed Solutions for  
harvesting cell cultures and  
for handling all the process  
intermediates


Back to Table  
of Contents
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EVA


EVA


EVOH


Backbone:
 − Superior strength 
and flexibility


 − High gas barrier  
properties 


Contact layer:
 − Superior strength 
and flexibility


 − Weld strength
 − Low extractable 
level


 − Excellent  
biocompatibility


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 
under standing 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 µm thickness from 5mL to 20L bags 
and 360 µm 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


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Resins + Additives


Specifications  
& Controls


–  Optimized resin 
& additives


−  Minimized anti-
oxidant level


−  Use of EP listed 
antioxidant


Robustness 
testing  
in process 
qualification


Film Extrusion  
and Welding


Bag Making


Design Space, Operating 
Ranges & Controls


− No slipping agents
−  Mechanical anti-blocking 


(Si02)


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 .


Benefits
 − Superior assurance  
of supply 


 − Proven film robustness


 − Single Use System integrity


 − Excellent and reproducible 
cell growth


 − Consistent extractable  
profile


Back to Table  
of Contents
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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 .


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 .


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 .


Assurance of Integrity
For the last 2 decades, Sartorius has been 
ensuring the closure integrity of Flexboy® 
2D bags using multiple qualification tests, 
process controls and a 100% in-process 
leak test resulting in 20 million 2D bags 
safely used worldwide in the biopharma-
ceutical industry .


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


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 .


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 . 


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 .


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Maximum Robustness
20 million bags produced in S71 since 1995 


S71
360µm


S71
300µm


Film A


Film B


Film C


Film D


Tensile strength (N)


Flexboy®


Ce
ll 


D
en
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ty


Time


Flexboy® Bags
Reference: Borosilicate Glass


Standard  
Bags


S71
360µm


S71
300µm


Film A


Film B


Film C


Film D


Elongation at break (%)


Flexboy®


Resins for S71 Film
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


Film – S71 
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


k  4 year guarantee of unchanged film
k  2 year guarantee of unchanged components for  


our Pre-Designed-Solutions
 
Final PDS Assembly
Business continuity plan
– Back up equipment & safety stocks
– Double clean room footprint by 2020


Multiple manufacturing sites
–  7000 m2 of ISO7 clean room WW
– Resin-to-bag process control


 
Components
Long term supply contracts
– 2 year change notification


Quality Agreements
–  Bioburden, particle & endotoxin
– Extractable characterization


Back to Table  
of Contents
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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 .


Criteria for 
Component 
Selection


Reference


Biological safety  
(USP Class VI)


USP<87> & USP<88>


TSE-BSE  
questionnaire


Compliance with 
EMA/410/01 


Endotoxin USP<85> or EP 2 .6 .14
Bioburden ISO 11737
Sub visible  
particles


USP<788> or EP 2 .9 .19


Others Bisphenol A free,  
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 .


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 .


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


Flexboy® PDS


Components Biocompa-
tibility USP 
<87> or 
USP<88>  
Class VI


Endotoxin  
Sub visible 
particles 
bioburden


TSE-BSE 
EMA/410/01 
& REACH


Notification 
period time


Flexboy® bags Yes Yes Yes 48 months
Tuflux® tubes Yes Yes Yes 24 months
Opta® sterile connectors Yes Yes Yes 24 months
Sartopore® filters Yes Yes Yes 24 months
Fittings Yes Yes Yes 24 months
Midisart® BV filters Yes Yes Yes 24 months
Connectors Yes Yes Yes 24 months


Media Buffer Cell Harvest & DSP Drug Substance Drug Product
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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.


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 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, 
manufacture, quality control and steriliza-
tion of Flexboy® PDS are conducted under  
conditions that mirror biopharmaceutical 
operations and meet cGMP like require-
ments to ensure they are supplied clean, 
pure, non-pyrogenic fluid path and sterile .


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


Robustness
 − ASTM D882 and ISO527, 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, ISO15747) 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


 − ISO 11737: Sterilization of medical 
devices – Microbiological methods: 
Bioburden


 − ISO 11137: Sterilization by irradiation  
of Medical Devices: Sterilization of  
Medical Devices


 − ISO 14644: Cleanroom envoronmental 
controls


 − Gamma radiation dose mapping 
 − Visible Particules: Analysis for particles 
with sizes >100 µm according to internal 
method . Results are monitored .


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 .


Certificate of Release


Statement Monitoring2 100% Batch testing Particles Prevention 
Program


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


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


Bioburden
ISO 11737


Endotoxin:
USP<85> and 
E .P . 2 .6 .14


Sub-visible 
Particulates
USP<788> and 
EP 2 .9 .19


Gamma irradiation
Dose mapping


Visual inspection
Film, bag, seal and  
packaging


100% bag chamber 
leak testing


Technical Drawing  
conformity
Batch record review


Visible particles  
monitoring2


2  performed weekly on representative samples for buffer, media, harvest, drug substance and drug  
product process step


Media, Buffer, Harvest & 
Downstream Intermediates


Drug Substance Drug Product1


Weekly testing of bioburden, particles and endotoxin  
on representative sample


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


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


Media Buffer Cell Harvest & DSP Drug Substance Drug Product
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Flexboy® 2D Pre-designed Solutions


Assurance of Container Single Use System Integrity


The assurance of container Single Use 
System Integrity 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, and 
upon request we have developped 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 integrity 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 .


Flexboy® PDS Features & 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


–  Control of resin, extrusion and  
welding process parameters


– Seal quality tests


– Visual inspections


–  100% bag chamber leak test


– Supplier integrity testing (SIT)


Process control & quality 
control at supplier


– Package integrity


– Visual inspection


–  Media hold, media fill and stability 
test


– Operator training


– Point-of-use integrity testing


Process validation &  
process controls at end user


Process qualification at  
supplier


–  Robustness validated in the  
extrusion design space


–  Mechanical tests on film and weld


– Microbial immersion test


– Packaging validation


– Shipping validation


Media Buffer Cell Harvest & DSP Drug Substance Drug Product
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Flexboy® 2D Pre-designed Solutions for


Sampling
– Clave needleless sampling port


Outlet Sterile Connections
– Opta® SFT male 
–  C-Flex® tube for sterile weld with BioWelder® TC
–  Silicone TuFlux® tube for sterile disconnection with Clipster®


– STCII Steamthru™ valve


Inlet Filters
– Sartopore® 2 0 .45 | 0 .2 µm
– Sartopore® 2 XLG 0 .8 | 0 .2 µm
– Sartopore® 2 XLM 0 .2 | 0 .1 µm
–  Sartopore® Platinum 0 .45 | 0 .2 µm


Inlet Sanitary or Aseptic  
Connection
– MPC quick coupler female


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 µm membranes optimized for 
buffer filtration


–  Sartopore® 2 XLG sterilizing-grade filter 
with 0 .8 | 0 .2 µm membranes optimized for 
media filtration, cell harvest & downstream 
intermediates


–  Sartopore® 2 XLM filter with advanced 
0 .2 | 0 .1 µm pore size distribution and  
asymmetric prefilter membrane optimized 
for mycoplasma retention in media


–  Sartopore® Platinum sterilizing-grade filter 
with 0 .45 | 0 .2 µm 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 a” 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 ISO5 laminar air flow to single-use  
systems


–  Tri-Clamp 1½” sanitary flange are used  
for either sanitary connection or aseptic 
connection under ISO5 laminar air flow  
to stainless steel systems


–  Clave needleless sampling port enables  
for sterile sampling


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


All 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


Filtration & Storage for All Process Steps


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


Filling and draining lines
–  EVA and Clear C-Flex® tube 
– EVA and Silicone TuFlux® tube


Outlet Sanitary or  
Aseptic Connections
–  CPC Quick coupler male 
– Tri-Clamp


–  EVA tube for sterile  
weld with  
Vante™ sealer


Inlet Sterile Connections 
and Disconnections
– Opta® SFT female 
–  C-Flex® tube for sterile weld with 


BioWelder® TC
–  Silicone TuFlux® tube for sterile  


disconnection with Clipster®


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


Flexboy® 2D Pre-designed Solutions for


Media Formulation


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 a" or welding with  
BioWelder® TC


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


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 .


Sampling
– Clave needleless sampling port


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


Inlet Line
Sterilizing filtration
– Sartopore® 2 XLG 0 .8 | 0 .2 µm
– Sartopore® 2 XLM 0 .2 | 0 .1 µm


Connections for Alternative  
Filter Line
– Opta® SFT female 
–  C-Flex® tube for sterile weld with  


BioWelder® TC
– MPC quick coupler female


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


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


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sterilizing Filtration Media Storage


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media Transfer


Media  
Formulation
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Sterile Weld to BIOSTAT STR® and BIOSTAT® RM Single-use Bioreactors


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128255 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4 ¼” ID C-Flex® + 


¼” MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128240 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128275 20 4” Opta® SFT female


NA
FFB128265 20 MPC female + sealing cap


5 L FFB128256 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


a” ID C-Flex® + 
a” MPC male + 
sealing cap


FFB128241 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128276 20 a” Opta® SFT female


NA
FFB128266 20 MPC female + sealing cap


10 L FFB128257 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128242 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128277 10 a” Opta® SFT female


NA
FFB128267 10 MPC female + sealing cap


20 L FFB128258 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128243 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128278 10 a” Opta® SFT female


NA
FFB128268 10 MPC female + sealing cap


50 L FFB128259 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128244 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128279 10 a” Opta® SFT female


NA
FFB128269 10 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag:


  For 3 L Sartopore® 2 filters and Opta® 
–  ¼" ID Silicone TuFlux® 300 mm (12") + ¼" ID EVA 100 mm (4") +  


Clipster® in a separate pouch


  For 5 L – 50 L Sartopore® 2 filters and Opta® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") +  


Clipster® in a separate pouch


  For 3 L MPC  
–  ¼" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4")


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


2 Outlet tubing line from bag to end line:


  For 3 L  
– ¼" ID EVA 100 mm (4") + ¼" ID C-Flex® 500 mm (20")


  For 5 L – 50 L  
– a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20")


Flexboy® 2D Pre-designed Solutions for


Media Formulation


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sartopore® 2 XLG 0 .8 | 0 .2 µm  
Sartopore® 2 XLM 0 .2 | 0 .1 µm


Opta® SFT female


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


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


with BioWelder® TC


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media 
Formulation Outlet Line


Inlet Line
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Flexboy® 2D Pre-designed Solutions


Sterile Connection to other Single-use Bioreactors


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128260 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


4" Opta® SFT male


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128245 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128280 20 4” Opta® SFT female


NA
FFB128270 20 MPC female + sealing cap


5 L FFB128261 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


a" Opta® SFT male


FFB128246 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128281 20 a” Opta® SFT female


NA
FFB128271 20 MPC female + sealing cap


10 L FFB128262 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128247 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128282 10 a” Opta® SFT female


NA
FFB128272 10 MPC female + sealing cap


20 L FFB128263 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128248 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128283 10 a” Opta® SFT female


NA
FFB128273 10 MPC female + sealing cap


50 L FFB128264 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128249 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128284 10 a” Opta® SFT female


NA
FFB128274 10 MPC female + sealing cap


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


1  Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta® 
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 4" ID Clear C-Flex® 
–  500 mm (20") + 4" ID EVA 100 mm (4") 


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


2    Outlet tubing line from bag to end line:


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


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


Flexboy® 2D Pre-designed Solutions for


Media Formulation


Media


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Buffer Cell Harvest & DSP Drug Substance Drug Product


Sartopore® 2 XLG 0 .8 | 0 .2 µm 
Sartopore® 2 XLM 0 .2 | 0 .1 µm


Opta® SFT female


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


Opta® SFT male for sterile 
connection 


Media 
Formulation


Outlet Line


Inlet Line
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C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sterile Weld to other Single-use Bioreactors


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128255 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4 ¼” ID C-Flex® + 


¼” MPC male +  
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128240 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128275 20 4” Opta® SFT female


NA
FFB128265 20 MPC female + sealing cap


5 L FFB128256 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


a” ID C-Flex® + 
a” MPC male +  
sealing cap


FFB128241 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128276 20 a” Opta® SFT female


NA
FFB128266 20 MPC female + sealing cap


10 L FFB128257 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128242 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128277 10 a” Opta® SFT female


NA
FFB128267 10 MPC female + sealing cap


20 L FFB128258 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128243 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128278 10 a” Opta® SFT female


NA
FFB128268 10 MPC female + sealing cap


50 L FFB128259 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128244 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128279 10 a” Opta® SFT female


NA
FFB128269 10 MPC female + sealing cap


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta® 
–  4" 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®  
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L  
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L  
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20")


Flexboy® 2D Pre-designed Solutions for


Media Formulation


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sartopore® 2 XLG 0 .8 | 0 .2 µm 
Sartopore® 2 XLM 0 .2 | 0 .1 µm


Opta® SFT female


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


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


with BioWelder® TC


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors Sterile Weld


Sterile Connection


Outlet Line


Inlet Line


Media 
Formulation
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Steaming Connection to Stainless Steel Bioreactors


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128250 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


a” STCII  
¾” sanitary flange


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128235 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128230 20 4” Opta® SFT female


NA
FFB128225 20 MPC female + sealing cap


5 L FFB128251 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 4


FFB128236 20 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128231 20 a” Opta® SFT female


NA
FFB128226 20 MPC female + sealing cap


10 L FFB128252 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128237 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128232 10 a” Opta® SFT female


NA
FFB128227 10 MPC female + sealing cap


20 L FFB128253 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128238 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128233 10 a” Opta® SFT female


NA
FFB128228 10 MPC female + sealing cap


50 L FFB128254 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm
MidiCaps® size 7


FFB128239 10 Sartopore® 2 XLM 0 .2 | 0 .1 µm
FFB128234 10 a” Opta® SFT female


NA
FFB128229 10 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta®  
–  4" 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®  
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L  
–  4" ID EVA 100 mm (4") + a" ID Silicone TuFlux® 300 mm (12")


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


Flexboy® 2D Pre-designed Solutions for


Media Formulation


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sartopore® 2 XLG 0 .8 | 0 .2 µm 
Sartopore® 2 XLM 0 .2 | 0 .1 µm


Opta® SFT female


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


STCII Steamthru™ 
valve for steaming 


connection


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors Sterile Weld


Sterile Connection


Outlet Line


Inlet Line


Media 
Formulation
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Flexboy® 2D solutions for buffer are  
available with Sartopore® 2 0 .45 | 0 .2 µm  
filter for high flowrate sterilizing filtration 
after mixing step .


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


–  Sterile connection to alternative  
Sartopore® filter line using Opta® ½”  
or welding with BioWelder® TC


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


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® 
tubing for welding and sealing .


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


Sampling
– Clave needleless sampling port


Outlet Line
Connection and transfer by pumping  
or gravity
–  Opta® SFT male for sterile connection
–  C-Flex® tube for sterile weld with  


BioWelder® TC 


Inlet Line
Sterilizing filtration
– Sartopore® 2 0 .45 | 0 .2 µm


Connections for Alternative  
Filter Line
– Opta® SFT female 
–  C-Flex® tube for sterile weld with  


BioWelder® TC
– MPC quick coupler female


–  MPC quick coupler male & female  
for sanitary or aseptic connection  
to single-use systems


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


Flexboy® 2D Pre-designed Solutions for


Buffer Formulation


Flexboy® 2D bags allow for sterile buffer 
transfer to most common single-use  
and stainless steel downstream purification  
and formulation systems with a variety  
of sterile and aseptic connections .


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Buffer Transfer


Buffer Storage 
and Shipping


Sterilizing Filtration 
from Mixer


Buffer  
Formulation
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Flexboy® 2D Pre-designed Solutions


Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128305 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4
4" Opta® SFT male


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128280 20 4” Opta® SFT female
NA


FFB128270 20 MPC female + sealing cap
5 L FFB128306 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4


a" Opta® SFT male


FFB128281 20 a” Opta® SFT female
NA


FFB128271 20 MPC female + sealing cap
10 L FFB128307 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128282 10 a” Opta® SFT female
NA


FFB128272 10 MPC female + sealing cap
20 L FFB128308 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128283 10 a” Opta® SFT female
NA


FFB128273 10 MPC female + sealing cap
50 L FFB128309 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128284 10 a” Opta® SFT female
NA


FFB128274 10 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta®  
–  4" 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®  
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


 
2     Outlet tubing line from bag to end line:


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


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


Flexboy® 2D Pre-designed Solutions for


Buffer Formulation


Buffer Cell Harvest & DSP Drug Substance Drug ProductMedia


Sartopore® 2 0 .45 | 0 .2 µm


Opta® SFT female


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


Opta® SFT male for sterile 
connection


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Outlet Line


Inlet Line


Buffer  
Formulation


Back to Table  
of Contents


16







Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128300 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4 4" ID C-Flex® +  
4" MPC male +  
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128275 20 4” Opta® SFT female
NA


FFB128265 20 MPC female + sealing cap
5 L FFB128301 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4


a" ID C-Flex® +  
a" MPC male +  
sealing cap


FFB128276 20 a” Opta® SFT female
NA


FFB128266 20 MPC female + sealing cap
10 L FFB128302 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128277 10 a” Opta® SFT female
NA


FFB128267 10 MPC female + sealing cap
20 L FFB128303 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128278 10 a” Opta® SFT female
NA


FFB128268 10 MPC female + sealing cap
50 L FFB128304 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128279 10 a” Opta® SFT female
NA


FFB128269 10 MPC female + sealing cap


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta®  
–  4" 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®  
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L  
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L  
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20") 


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


Flexboy® 2D Pre-designed Solutions for


Buffer Formulation


BufferMedia Cell Harvest & DSP Drug Substance Drug Product


Sartopore® 2 0 .45 | 0 .2 µm


Opta® SFT female


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


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


with BioWelder® TC


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems Sterile Weld


Sterile Connection


Outlet Line


Inlet Line


Buffer  
Formulation
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Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128300 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4 4" ID C-Flex® + 
4" MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128275 20 4” Opta® SFT female
NA


FFB128265 20 MPC female + sealing cap
5 L FFB128301 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4


a" ID C-Flex® + 
a" MPC male + 
sealing cap


FFB128276 20 a” Opta® SFT female
NA


FFB128266 20 MPC female + sealing cap
10 L FFB128302 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128277 10 a” Opta® SFT female
NA


FFB128267 10 MPC female + sealing cap
20 L FFB128303 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128278 10 a” Opta® SFT female
NA


FFB128268 10 MPC female + sealing cap
50 L FFB128304 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128279 10 a” Opta® SFT female
NA


FFB128269 10 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta®  
–  4" 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®  
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC  
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L  
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L  
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20") 


Flexboy® 2D Pre-designed Solutions for


Buffer Formulation


Buffer Cell Harvest & DSP Drug Substance Drug ProductMedia


Sartopore® 2 0 .45 | 0 .2 µm


Opta® SFT female


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


MPC quick coupler male & 
female with cap for sanitary 


or aseptic connection


Outlet Line


Inlet Line


Sanitary or Aseptic Connection  
to Downstream Systems


Sterile Connection  
to Downstream Systems


Sterile Connection


Quick Coupler Connection


Sterile Weld


Tri-Clamp Connection


Buffer  
Formulation
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Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128295 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4 4" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128290 20 4” Opta® SFT female
NAFFB128285 20 MPC female + sealing cap


5 L FFB128296 20 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 4


a" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


FFB128291 20 a” Opta® SFT female
NA


FFB128286 20 MPC female + sealing cap
10 L FFB128297 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128292 10 a” Opta® SFT female
NA


FFB128287 10 MPC female + sealing cap
20 L FFB128298 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128293 10 a” Opta® SFT female
NA


FFB128288 10 MPC female + sealing cap
50 L FFB128299 10 Sartopore® 2 0 .45 | 0 .2 µm MidiCaps® size 7


FFB128294 10 a” Opta® SFT female
NA


FFB128289 10 MPC female + sealing cap


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta® 
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


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


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


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


Flexboy® 2D Pre-designed Solutions for


Buffer Formulation


Buffer Cell Harvest & DSP Drug Substance Drug ProductMedia


Sartopore® 2 0 .45 | 0 .2 µm


Opta® SFT female


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


Tri-Clamp flange for sanitary 
or aseptic connection


Inlet Line


Outlet Line
Sanitary or Aseptic Connection  
to Downstream Systems


Sterile Connection  
to Downstream Systems Sterile Weld


Sterile Connection


Tri-Clamp Connection


Quick Coupler Connection


Buffer  
Formulation
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Cell Harvest & Downstream Intermediates


Flexboy® 2D solutions for cell harvest & 
downstream intermediates are available 
with Sartopore® 2 XLG 0 .8 |  0 .2 µm 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


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


Flexboy® 2D Pre-designed Solutions for


Sampling
– Clave needleless sampling port


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


Inlet Line
Clarification and sterile filtration 
from bioreactor or any downstream 
purification step


 − Sartopore® 2 XLG 0 .8 | 0 .2 µm


Connection for alternative  
filter line


 − Opta® SFT female
 − C-Flex® tube for sterile weld 


with BioWelder® TC
 − MPC quick coupler female


 − MPC Quick couplers for sanitary or  
aseptic connection to single-use system


 − Tri-Clamp flange for sanitary or aseptic 
connection to stainless steel system


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 .


Flexboy® 2D bags allow for cell harvest 
transfer to most common single-use and 
stainless steel downstream purification 
systems with a variety of sterile and aseptic 
connections


Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer


Cell Harvest  
or Downstream 
Intermediates  
Storage and 
Shipping


Clarification  
and Sterilizing  
Filtration  
from Bioreactor


Cell Harvest  
& Downstream 
Intermediates 


Harvest or 
Downstream 
Intermediates 
Transfer


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128260 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4
4" Opta® SFT male


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128280 20 4” Opta® SFT female
NA


FFB128270 20 MPC female + sealing cap
5 L FFB128261 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4


a" Opta® SFT male


FFB128281 20 a” Opta® SFT female
NA


FFB128271 20 MPC female + sealing cap
10 L FFB128262 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128282 10 a” Opta® SFT female
NA


FFB128272 10 MPC female + sealing cap
20 L FFB128263 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128283 10 a” Opta® SFT female
NA


FFB128273 10 MPC female + sealing cap
50 L FFB128264 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128284 10 a” Opta® SFT female
NA


FFB128274 10 MPC female + sealing cap
 


1  Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta®  
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2    Outlet tubing line from bag to end line:


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


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


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


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Sartopore® 2 XLG 0 .8 | 0 .2 µm


Opta® SFT female


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


Opta® SFT male for sterile  
connection 


Outlet Line


Inlet Line


Cell Harvest  
& Downstream 
Intermediates 
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C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128255 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4 4” ID C-Flex® + 
4” MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128275 20 4” Opta® SFT female
NA


FFB128265 20 MPC female + sealing cap
5 L FFB128256 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4


a” ID C-Flex® + 
a” MPC male + 
sealing cap


FFB128276 20 a” Opta® SFT female
NA


FFB128266 20 MPC female + sealing cap
10 L FFB128257 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128277 10 a” Opta® SFT female
NA


FFB128267 10 MPC female + sealing cap
20 L FFB128258 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128278 10 a” Opta® SFT female
NA


FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128279 10 a” Opta® SFT female
NA


FFB128269 10 MPC female + sealing cap


1   Inlet tubing line from end line to bag:  
For 3 L Sartopore® 2 filters and Opta® 
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L 
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20")


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


Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer


Sartopore® 2 XLG 0 .8 | 0 .2 µm


Opta® SFT female


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


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


with BioWelder® TC


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems Sterile Weld


Sterile Connection


Outlet Line
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C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector 
on draining line


Sampling line


3 L FFB128255 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4 4” ID C-Flex® + 
4” MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128275 20 4” Opta® SFT female
NA


FFB128265 20 MPC female + sealing cap
5 L FFB128256 20 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 4


a” ID C-Flex® + 
a” MPC male + 
sealing cap


FFB128276 20 a” Opta® SFT female
NA


FFB128266 20 MPC female + sealing cap
10 L FFB128257 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128277 10 a” Opta® SFT female
NA


FFB128267 10 MPC female + sealing cap
20 L FFB128258 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128278 10 a” Opta® SFT female
NA


FFB128268 10 MPC female + sealing cap
50 L FFB128259 10 Sartopore® 2 XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128279 10 a” Opta® SFT female
NA


FFB128269 10 MPC female + sealing cap


1   Inlet tubing line from end line to bag:  
For 3 L Sartopore® 2 filters and Opta® 
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


  For 3 L 
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20")


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


Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer


Sartopore® 2 XLG 0 .8 | 0 .2 µm


Opta® SFT female


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


MPC quick coupler male & 
female with cap for sanitary  


or aseptic connection


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Sterile Connection  
to Downstream Systems Sterile Weld


Sterile Connection


Tri-Clamp Connection
Outlet Line


Inlet Line


Cell Harvest  
& Downstream 
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Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128310 20 Sartopore® XLG 0 .8 | 0 .2 µm MidiCaps® size 4 4" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128290 20 4” Opta® SFT female
NAFFB128285 20 MPC female + sealing cap


5 L FFB128311 20 Sartopore® XLG 0 .8 | 0 .2 µm MidiCaps® size 4


a" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


FFB128291 20 a” Opta® SFT female
NA


FFB128286 20 MPC female + sealing cap
10 L FFB128312 10 Sartopore® XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128292 10 a” Opta® SFT female
NA


FFB128287 10 MPC female + sealing cap
20 L FFB128313 10 Sartopore® XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128293 10 a” Opta® SFT female
NA


FFB128288 10 MPC female + sealing cap
50 L FFB128314 10 Sartopore® XLG 0 .8 | 0 .2 µm MidiCaps® size 7


FFB128294 10 a” Opta® SFT female
NA


FFB128289 10 MPC female + sealing cap
 


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® 2 filters and Opta® 
–  4" 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


2     Outlet tubing line from bag to end line:


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


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


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


Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer


Sartopore® 2 XLG 0 .8 | 0 .2 µm


Opta® SFT female


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


Tri-Clamp flange for sanitary  
or aseptic connection


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Inlet Line


Outlet Line
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Drug Substance Purification


Flexboy® 2D bags solutions for drug sub-
stance feature the Sartopore® Platinum 
0 .45 | 0 .2 µm 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 µm filter  
is installed on the inlet line to allow  
sterile point of use integrity testing using 
the FlexAct® BT .


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


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


Inlet Line
Sterilizing-grade filtration between  
purification steps


 − Sartopore® Platinum 0 .45 | 0 .2 µm 
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


 − MPC Quick couplers for sanitary or  
aseptic connection to single-use system


 − Tri-Clamp flange for sanitary or aseptic 
connection to stainless steel system


Flexboy® 2D Pre-designed Solutions for


Sampling
– Clave needleless sampling port


 
Test Line for FlexAct® BT


 − Test line with Midisart® BV 0 .2 µm 
filter and ¼" Tri-Clamp for point of 
use integrity test with FlexAct® BT 


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


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 .


Media Buffer Cell Harvest & DSP Drug Substance Drug Product


Drug Substance 
Transfer


Drug Substance 
Storage and  
Shipping


Sterilizing  
Filtration between 
Purification Steps


Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128355 16 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 4
4" Opta® SFT male


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128340 16 4” Opta® SFT female
NA


FFB128325 16 MPC female + sealing cap
5 L FFB128356 16 Sartopore® Platinum  


0 .45 | 0 .2 µm
MidiCaps® size 4


a" Opta® SFT male


FFB128341 16 a” Opta® SFT female
NA


FFB128326 16 MPC female + sealing cap
10 L FFB128357 8 Sartopore® Platinum  


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128342 8 a” Opta® SFT female
NA


FFB128327 8 MPC female + sealing cap
20 L FFB128358 8 Sartopore® Platinum  


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128343 8 a” Opta® SFT female
NA


FFB128328 8 MPC female + sealing cap
50 L FFB128359 8 Sartopore® Platinum  


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128344 8 a” Opta® SFT female
NA


FFB128329 8 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® Platinum filters and Opta® 
–  4" ID 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


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


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


 –   (4") + a" ID Silicone TuFlux® 300 mm (12")


Drug Substance Purification
Flexboy® 2D Pre-designed Solutions for


Drug Substance Drug ProductMedia Buffer Cell Harvest & DSP


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Test line with Midisart® BV 
0 .2 µm filter and ¼" Tri-Clamp


Sartopore® Platinum 0 .45 | 0 .2 µm


Opta® SFT female 


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


Opta® SFT male for sterile  
connection 


Inlet Line


Outlet Line


Drug  
Substance  
Purification
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C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128350 16 Sartopore® Platinum
0 .45 | 0 .2 µm


MidiCaps® size 4 4" ID C-Flex® + 
4" MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128335 16 4” Opta® SFT female
NA


FFB128320 16 MPC female + sealing cap
5 L FFB128351 16 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 4


a" ID C-Flex® + 
a" MPC male + 
sealing cap


FFB128336 16 a” Opta® SFT female
NA


FFB128321 16 MPC female + sealing cap
10 L FFB128352 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128337 8 a” Opta® SFT female
NA


FFB128322 8 MPC female + sealing cap
20 L FFB128353 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128338 8 a” Opta® SFT female
NA


FFB128323 8 MPC female + sealing cap
50 L FFB128354 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128339 8 a” Opta® SFT female
NA


FFB128324 8 MPC female + sealing cap


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® Platinum filters and Opta® 
–  4" ID 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


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


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


Drug Substance Purification
Flexboy® 2D Pre-designed Solutions for


Drug Substance Drug ProductMedia Buffer Cell Harvest & DSP


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems Sterile Weld


Sterile Connection


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


Test line with Midisart® BV 
0 .2 µm filter and ¼" Tri-Clamp


Sartopore® Platinum 0 .45 | 0 .2 µm


Opta® SFT female 


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


Inlet Line


Outlet Line


Drug  
Substance  
Purification


Back to Table  
of Contents


27







Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128350 16 Sartopore® Platinum
0 .45 | 0 .2 µm


MidiCaps® size 4 4" ID C-Flex® + 
4" MPC male + 
sealing cap


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128335 16 4” Opta® SFT female
NA


FFB128320 16 MPC female + sealing cap
5 L FFB128351 16 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 4


a" ID C-Flex® + 
a" MPC male + 
sealing cap


FFB128336 16 a” Opta® SFT female
NA


FFB128321 16 MPC female + sealing cap
10 L FFB128352 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128337 8 a” Opta® SFT female
NA


FFB128322 8 MPC female + sealing cap
20 L FFB128353 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128338 8 a” Opta® SFT female
NA


FFB128323 8 MPC female + sealing cap
50 L FFB128354 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128339 8 a” Opta® SFT female
NA


FFB128324 8 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® Platinum filters and Opta® 
–  4" ID 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


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


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") + a" ID Silicone TuFlux® 300 mm (12")
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Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FFB128345 16 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 4 4" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128330 16 4” Opta® SFT female
NA


FFB128315 16 MPC female + sealing cap
5 L FFB128346 16 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 4


a" Tri-Clamp  
sanitary flange 
with gasket,  
cap & union


FFB128331 16 a” Opta® SFT female
NA


FFB128316 16 MPC female + sealing cap
10 L FFB128347 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128332 8 a” Opta® SFT female
NA


FFB128317 8 MPC female + sealing cap
20 L FFB128348 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128333 8 a” Opta® SFT female
NA


FFB128318 8 MPC female + sealing cap
50 L FFB128349 8 Sartopore® Platinum


0 .45 | 0 .2 µm
MidiCaps® size 7


FFB128334 8 a” Opta® SFT female
NA


FFB128319 8 MPC female + sealing cap


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® Platinum filters and Opta® 
–  4" ID 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  For 3 L MPC 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


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


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") +a" ID Silicone TuFlux® 300 mm (12")
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Drug Product Formulation


Flexboy® 2D advanced solutions for drug 
product feature the Sartopore® Platinum  
0 .45 | 0 .2 µm . 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 µm filter  
are installed on the inlet line to allow  
sterile point of use integrity testing using 
the FlexAct® BT .


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


Outlet 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


Inlet Line
Sterilizing-grade filtration from  
formulation mixer


 − Sartopore® Platinum 0 .45 | 0 .2 µm 
for efficient wetting and integrity 
testing


Connection for alternative filter line
 − Opta® SFT female
 − C-Flex® tube weld with  


BioWelder® TC


Sampling
– Clave needleless sampling port


 
Test Line for FlexAct® BT


 − Test line with Midisart® BV 0 .2 µm 
filter and ¼" Tri-Clamp for point of 
use integrity test with FlexAct® BT 


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


Flexboy® 2D Pre-designed Solutions for


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 . 
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Sterile Connection to Final Filling


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


Sampling line


3 L FFB128370 16 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 4
4" Opta® SFT male


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


FFB128365 16 4” Opta® SFT female NA


5 L FFB128371 16 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 4


a" Opta® SFT male


FFB128366 16 a” Opta® SFT female NA


10 L FFB128372 8 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 7


FFB128367 8 a” Opta® SFT female NA


20 L FFB128373 8 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 7


FFB128368 8 a” Opta® SFT female NA


50 L FFB128374 8 Sartopore® Platinum  
0 .45 | 0 .2 µm


MidiCaps® size 7


FFB128369 8 a” Opta® SFT female NA


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


1   Inlet tubing line from end line to bag: 


  For 3 L Sartopore® Platinum filters and Opta® 
–  4" ID 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® 
–  a" ID Silicone TuFlux® 300 mm (12") + a" ID EVA 100 mm (4") + 


Clipster® in a separate pouch


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


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


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") + a" ID Silicone TuFlux® 300 mm (12")
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Sterile Weld to Final Filling


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


Sampling line


3 L FFB128360 16 Press in plug
NA


4" Clear C-Flex® +  
Press-in-plug


i" ID EVA 50 mm (2") +  
i" Luer Lock female +  
Clave connector


5 L FFB128361 16 Press in plug NA


a" Clear C-Flex +  
Press-in-plug


10 L FFB128362 8 Press in plug NA


20 L FFB128363 8 Press in plug NA


50 L FFB128364 8 Press in plug NA


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


1   Inlet tubing line from end line to bag: 


  For 3 L 
–  4" ID Clear C-Flex® 500 mm (20") + 4" ID EVA 100 mm (4") 


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


  Integrity Test line 
–  4" ID Clear C-Flex® 300 mm (12") + Midisart® BV 0 .2 µm +  


4" ID Silicone TuFlux® 100 mm (4") + 4" Tri-Clamp


2     Outlet tubing line from bag to end line:


  For 3 L 
–  4" ID EVA 100 mm (4") + 4" ID C-Flex® 500 mm (20") 


  For 5 L – 50 L 
–  a" ID EVA 100 mm (4") + a" ID C-Flex® 500 mm (20")
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Standard Flexboy® 2D


Other Bag Configurations for Storage and Sampling


Bag Volume Part Number Description Units per box Tubing Inlet Outlet Sampling
5 mL FFB115270 Flexboy® 5 mL 100 EVA i" + 4" + 50 mm (2")  


LL Female + plug,  
side clamp


NA NA


150 mL FFB110898 Flexboy® 150 mL 50 EVA + Clear C-Flex® 8" + 4" + 500 mm (20") LL Female +  
needle free sampling port, dust cap, pinch clamp


EVA port tube 
LL Female +  
needle free sampling port, 
dust cap, slide clamp


50 mL FFB102603 Flexboy® 50 mL 


20 EVA
4" + 5/16" + 100 mm (4")
LL Male + cap, pinch clamp


4" + 5/16" + 100 mm (4")
LL Female + cap,  
pinch clamp


i" + 4" + 50 mm (4")
Septum


150 mL FFB102643 Flexboy® 150 mL 


500 mL FFB102670 Flexboy® 500 mL 


1 L FFB103547 Flexboy® 1 L 


3 L FFB102812 Flexboy® 3 L 


Media Buffer Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer Cell Harvest & DSP Drug Substance Drug Product


Back to Table  
of Contents


33







Watch FlexAct®  
BT Video:


https://www .youtube .com/
watch?v=enmMhorDjHQ
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FlexAct® BT (Bag Tester)


Point of Use Integrity Test for Flexboy® 2D Bags


Safe
–  The restraining plates of FlexAct® BT  


maintain and protect the bag ensuring 
process and operator safety


–  The test is performed through a  
Midisart® BV sterilizing vent filter to  
maintain the bag sterility therefore  
ensuring patient safety 


Reliable
–  The restraining plates reduce heat  


transfers, maintain a small inflation  
volume and allow a high test pressure  
for a best sensitivity of 10 µm


–  The porous spacers between plates  
avoid any potential masking effect


–  The 10 µm integrity detection is validated 
using a large number of test samples  
and a differentiation of defective bags 
with 6 sigma confidence interval


Fast & Easy to Use
–  The well-known ASTM F2095 standard 


pressure decay leak test at point of use 
and the well-established Sartocheck® 
technology make it easy to implement


–  The restraining plates allow a small  
inflation volume thus reduce the total  
test time to less than 10 minutes


–  The MultiUnit tester option increases  
test productivity by testing two bags 
simultaneously and allows filter integrity 
testing


Easy to Validate
–  A robust validation of the test parameters 


and specifications makes the validation 
approach at user site easy


–  A strong on-site IQ, OQ, PQ, SOP  
development and operator training  
ease the validation documentation  
process at user site
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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 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 .


Ordering Information
Plastic trays


Part  
Number


Description Qty. |  
Box


FFA113141 Flexboy® Plastic Tray + Lid 5 L 1


FFA113142 Flexboy® Plastic Tray + Lid  
10 L – 20 L


1


2. Stainless Steel Trays


Part  
Number


Description Qty. |  
Box


FFA102705 Flexboy® SS Tray + Lid 5 L 1


FFA102715 Flexboy® SS Tray + Lid 10 L 1


FFA102716 Flexboy® SS Tray + Lid 20 L 1


Please note: Custom versions are available upon request .


3. Rack Systems


Part  
Number


Description Qty. |  
Box


FFA102707 Flexboy® Rack | Base Module 1 1


FFA102714 Flexboy® Rack | Module 2 1


FFA103023 Flexboy® Rack 5 × 50 L 1
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Please contact 
www.sartorius.com
or your local sales representative 
for more information.


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 .


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, IQ & OQ, 
calibration and maintenance


 − Consultancy service and process  
specific validation studies including


 − Extractables | leachables,


 − Chemical compatibility


 − Integrity testing


 − Bacterial challenge test


 − Particle shedding


 − Shipping test


Media Buffer Cell Harvest & DSP Drug Substance Drug ProductMedia Buffer Cell Harvest & DSP Drug Substance Drug Product
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Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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 
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Flexsafe® 2D & 3D Pre-designed Solutions


Digital Selection Map Flexsafe® 2D
Please click on the box to select the right solution with the right connection for your process step


Flexsafe® 2D bags: 20 mL, 50 mL, 150 mL, 250 mL, 500 mL,  
1 L, 3 L, 5 L, 10 L, 20 L, 50 L


Media  
Preparation


Buffer  
Preparation


Cell Harvest  
& Downstream 
Intermediates


Drug  
Substance 
Purification


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Flexsafe® 2D bags from 20 mL to 3 L


Drug  
Product  
Formulation


Sterile ConnectionSterile Connection to  
Final Filling Sterile Weld


Flexsafe® 2D bags in shell 5 L & 10 L


Back to Digital  
Selection Map
Back to Table 
of Contents
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Flexsafe® 2D & 3D Pre-designed Solutions


Digital Selection Map Flexsafe® 3D
Please click on the box to select the right solution with the right connection for your process step


Flexsafe® 3D bags for Palletank 1,000 L, 1,500 L,  
2,000 L, 2,500 L & 3,000 L


Flexsafe® 3D bags for Palletank 100 L, 200 L & 500 L
Flexsafe® 3D bags for drum: 50 L, 100 L, 200 L


Media  
Preparation


Buffer  
Preparation


Buffer  
Preparation


Cell Harvest  
& Downstream 
Intermediates


Cell Harvest  
& Downstream 
Intermediates
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Media  
Preparation


Buffer  
Preparation


Cell Harvest  
& Downstream 
Intermediates


Drug  
Substance 
Purification


Drug  
Product  
Formulation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sterile Connection


Sterile Connection to 
Final Filling


Sterile Weld


Aseptic Transfer
to an Isolator


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


Sterile Weld


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Sanitary or Aseptic Connection  
to Downstream Systems


Tri-Clamp Connection 1" ID


Tri-Clamp Connection 3" ID


Sterile Connection  
to Downstream Systems


Sterile Connection  
to Downstream Systems


Sterile Connection 1" ID


Sterile Connection 3" ID


Sterile Weld 1" ID


Sterile Weld 3" ID


Quick Coupler Connection 1" ID


Quick Coupler Connection 3" ID


Sterile Weld


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Sanitary or Aseptic Connection  
to Downstream Systems


Tri-Clamp Connection 1" ID


Tri-Clamp Connection 3" ID


Sterile Connection  
to Downstream Systems


Sterile Connection  
to Downstream Systems


Sterile Connection 1" ID


Sterile Connection 3" ID


Sterile Weld 1" ID


Sterile Weld 3" ID


Quick Coupler Connection 1" ID


Quick Coupler Connection 3" ID
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Media & Buffer preparation


Cell Culture | Harvest


Downstream Intermediates to Drug Substances


Drug product formulation, fill and finishFlexsafe® 2D & 3D Storage & Shipping Solutions for  
All Process Steps


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


Flexsafe® 2D & 3D Pre-designed Solutions 


Unprecedented Performance and Assurance of Quality Supply 


Media 
Pre-designed Solutions for 
media storage, shipping and 
feeding of bioreactors


Drug Substance
Pre-designed Solutions for 
storage and shipping of drug 
substance post virus filtration 
after the last cross-flow step


Buffer
Pre-designed Solutions for  
storage and shipping of buffers 
used for purification or final 
formulation


Drug Product
Pre-designed Solutions for  
sterile filtration, hold and 
transfer of drug products


The performance and assurance of  
supply of Flexsafe® PDS are based on 
the complete control of our manufac-
turing process for the resins, the film, 
the bags, the filters and the assemblies. 
Other fluid-contact components are 
secured by strategic partnerships, long 
term contracts and quality agreements 
and are available off-the-shelf to  
provide best delivery reliability.  


When you select a Flexsafe® PDS, you 
get the assurance of consistent quality 
and robust change control for every 
process steps of your bio production. 
Business continuity is guaranteed  
at any time with at least 24 months  
of change notification in case of  
a change.


Cell Harvest &  
Downstream Intermediates 
Pre-designed Solutions for  
harvesting cell cultures and  
for handling all the process  
intermediates before the  
last cross-flow step


Sampling
Pre-designed Solutions for easy 
and safe sampling whatever the 
process step


Back to Digital  
Selection Map
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LLDPE


LLDPE


EVOH


Backbone:
 − Strength and  
flexibility


 − Superior gas barrier  
properties 


Contact layer:
 − Film strength and 
flexibility


 − Weld strength
 − Low extractable 
level


 − Excellent  
biocompatibility


Flexsafe® 2D & 3D Pre-designed Solutions  


Material Science and Film Extrusion Expertise


The S80 PE film of Flexsafe® 2D & 3D 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 
under standing of the resins formulation 
and the film manufaturing process.


Following the principles of QbD, we have 
selected the raw materials and defined the 
thickness of each layer of the film to 
achieve excellent cell growth and superior 
robustness.


We have established the resin specification, 
extrusion design space and process controls 
that provide consistent quality and  
reproducible performance of the S80 film.


The extrusion process is optimized to  
avoid addition of antioxidants and process 
aids and to limit the generation of  
anti oxidant breakdown products such as  
bis (2,4-di-tert-butylphenyl) phosphate 
(bDtBPP) during extrusion and gamma  
irradiation. 


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


Co-extruded PE | EVOH | PE 
Structure


 − 400 μm thickness


 − Balance between strength, flexibility  
and gas barrier


 − Large sealing window for bag robustness
 − Best puncture resistance & elongation  
at break


S80 Film Features & Benefits
 − Superior thickness and strength: 
Ideal for large scale storage bags  
and stirred bioreactors


 − Excellent biocompatibility: 
Ideal for media storage and cell 
culture


 − Superior flexibility: 
Ideal for shipping bags and rocking 
motion bioreactors


 − Inert PE contact layer: 
Suitable for non buffered solutions


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


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Resins + Additives


Specifications  
& Controls


–  Optimized resin 
& additives


−  Minimized anti-
oxidant level


−  Use of EP listed 
antioxidant


Performance 
testing  
in process 
qualification


Film Extrusion Bag Making


Design Space, Operating 
Ranges & Controls


− No slipping agents
−  Mechanical anti-blocking 


(Si02)


The lot to lot consistent performance of Flexsafe® 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.


Benefits
 − Excellent and reproducible 
cell growth


 − Consistent extractable  
profiles


 − Proven film robustness


Back to Digital  
Selection Map
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Flexsafe® 2D & 3D Pre-designed Solutions  


Control of the Entire Manufacturing Process


The complete control of the process  
and our quality management for critical 
fluid-contact components ensure reliable 
and consistent performance of our  
Flexsafe® PDS.


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.


Cell Growth
The resins and additives used for Flexsafe® 
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.


Robustness & Ease of Use 
The thickness, strength and flexibility  
of Flexsafe® bags make them suitable for  
all process steps and reduce the risk of 
damage due to inappropriate handling. 
Flexsafe® 3D bags in Palletank are  
validated with the most stringent ASTM 
D4169 shipping test to offer safe  
transportation of critical drug substances. 


The flexibility enables convenient installa-
tion and self-deployment of the bag in  
its container thus saving valuable operator 
time.


Assurance of Quality 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.  


Consistent Extractable Profile
Specification and control of the resins  
and the film ensure well characterized  
and consistent extractables. Extractable 
data is readily available for risk assessment, 
thus saving end-users the time and money 
required for generating validation data. 
The validation studies and toxicological 
assessments remain valid and reproducible 
from lot-to-lot.


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Flexsafe® Bags


Reference: Borosilicate Glass


Standard  
Bags


S80


Film C


Film B


Film A


Energy at Break (J)


Watch Video:
www.sartorius-stedim.com/flexsafe


One for All


20 mL – 50 L  
Flexsafe® 2D


Film – S80 
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


Final PDS Assembly
Business continuity plan
–  Back up equipment & safety 


stocks
–  Double clean room footprint


Multiple manufacturing sites
–  7000 m2 of ISO7 clean room WW
– Resin-to-bag process control


Resins for S80 Film
Resin specification &  
process 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


Components
Long term supply contracts
– 2 year change notification


Quality Agreements
–  Bioburden, particle & endotoxin
– Extractable characterization


k  4 year guarantee of unchanged film
k  2 year guarantee of unchanged components 


for our Pre-Designed-Solutions


1,000 L – 3,000 L  
Flexsafe® 3D


50 L – 500 L  
Flexsafe® 3D
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Flexsafe® 2D & 3D Pre-designed Solutions  


Assurance of Quality Supply for Fluid-contact Components


Component Quality, 
Change Control and Business 
Continuity 
All fluid-contact components of Flexsafe® 
PDS are secured by long term contracts 
and quality agreements and are available 
off-the-shelf to offer the best assurance of 
supply and the best delivery reliability.


Our supply contracts ensure at least  
a 2 year change notification thus providing 
robust change control and business  
continuity.


Components are selected to meet the most
stringent quality requirements and all
engagements with tubings are extensively
qualified to ensure consistent robustness.


Material Qualification
Flexsafe® PDS components are evaluated 
for conformity against the EP and USP 
standards 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.


Criteria for 
Component 
Selection


Reference


Biological safety  
(USP Class VI)


USP<87> & USP<88>


TSE-BSE  
questionnaire


Compliance with 
EMA/410/01 and  
EP 5.2.8


Endotoxin USP<85> or EP 2.6.14
Bioburden ISO 11737
Sub visible  
particles


USP<788> or EP 2.9.19


Others Bisphenol A free,  
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.


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.


Using a Flexsafe® Pre designed  
Solution in all your process steps 
provide you with best performance 
and assurance of quality supply.


Flexsafe® PDS


Components Biocompa-
tibility USP 
<87> or 
USP<88>  
Class VI


Endotoxin  
Sub visible 
particles 
bioburden


TSE-BSE 
EMA/410/01 
& REACH


Notification 
period time


Flexsafe® bags Yes Yes Yes 48 months
Tuflux® tubes Yes Yes Yes 24 months
Opta® sterile connectors Yes Yes Yes 24 months
Sartopore® filters Yes Yes Yes 24 months
Fittings Yes Yes Yes 24 months
Connectors Yes Yes Yes 24 months


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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For the most critical drug product  
process step bioburden, sub-visible  
particulates and endotoxin testing is  
performed on representative finished 
products for every production batch.


Flexsafe® 2D & 3D Pre-designed Solutions  


Validation and Quality Assurance


Flexsafe® 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 Flexsafe® PDS are conducted under  
conditions that mirror biopharmaceutical 
operations and meet cGMP like require-
ments to ensure they are supplied clean, 
pure, non-pyrogenic fluid path and sterile.


Flexsafe® 2D & 3D PDS are validated and  
routinely controlled to provide consistent 
performance for:


Robustness
 − ASTM D4169 and D7368:  
Standard Practice for Performance  
Testing of Shipping Containers  
and Systems for Flexsafe® bag packaging


 − ASTM D882/ISO 527-3 for tensile  
properties


 − ASTM F392 for flex durability
 − ASTM D3787 for puncture resistance


For Flexsafe® 2D bags: 
 − 100 % bag chamber leak test  
by pressure decay (ASTM F2095-07)


 − 100 % finished product Helium  
integrity test for critical process steps


Gas transmission
 − ASTM D3985 for oxygen  
transmission rate


 − ISO 15106-3 for water vapor  
transmission rate


Biocompatibility & chemical  
compatibility


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


 − USP<88> and ISO 10993: 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


 − TSE/BSE: EP 5.2.8


Cleanliness, particles
 − USP<788> and EP 2.9.19: Particulate 
Matter in Injections Endotoxin


 − Visible Particles monitoring: Representa-
tive product analyzed for particles with 
sizes > =100 μm, according to internally 
developed and validated method. Results 
are monitored for prevention program.


 − USP<85> and EP 2.6.14:  
Bacterial endotoxins


Sterility
 − ISO 11737 Sterilization of medical 
devices – Microbiological methods: 
Bioburden


 − ISO 11137 Sterilization by irradiation  
of Medical Devices: Sterilization of  
Medical Devices


 − ISO 14644: Cleanroom environmental 
controls


 − Gamma irradiation dose mapping 


Flexsafe® 2D & 3D 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.


Certificate of Release


Statement Monitoring* 100 % Batch testing Particle Prevention 
Program


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


USP<88> and ISO 10993: 
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


Bioburden
ISO 11737


Endotoxin:
USP<85> and E.P. 
2.6.14


Sub-visible  
Particulates
USP<788> and  
EP 2.9.19


Gamma irradiation
Dose mapping


Visual inspection
Film, bag, seal and  
packaging


Technical Drawing  
conformity
Batch record review


100 % Leak Testing 
for 2D bags:
Bag chamber and  
PE port


Visible Particles  
Monitoring
ISO 16232


*  performed weekly on representative finished products for buffer, media, harvest and drug substance  
process step and on each batch on representative finished product for drug product process step


Media, Buffer, Harvest & 
Downstream Intermediates


Drug Substance Drug Product


Weekly testing of bioburden, particles and endotoxin  
on representative finished products


Lot release testing of bioburden,  
particles and endotoxin on  
representative finished product


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Flexsafe® PDS Benefits
 − Full control of manufacturing processes 
ensure best assurance of supply


 − Best assurance of integrity of high value 
drug substances and drug products 
according to ASTM F2095-07


Sensitive Container Single-use 
System Integrity Testing (SUSIT) 
for both process controls and  
at point of use


 − Our BC-LT with detection limit of  
40 – 90 μm for Flexsafe® 2D guaranties 
that no leaking bags are used to  
manufacture final products


 − Our finished product SIT will guarantee  
that no defects > 2 μm occur in production 
of our 2D bags (3D bags under develop-
ment)


 − Our point-of-use integrity test (PoU-LT)
with detection limit of 10 μm for  
Flexsafe® 2D allows end user to ensure 
safe use of the bags for critical process 
steps with correlation to microbial 
ingress.


These tests in conjunction with the control 
of our process ensure the strongest level of 
SUSI and safety for patients and operators.


For scale up processes, our PoU-LT of  
Flexsafe® 3D bags allows gross leak  
detection (from 100 μm to 200 μm)  
after installation in the appropriate  
container at end user site. 


–  Control of resin, extrusion and  
welding process parameters


– Seal quality tests
– Visual inspections
– Microbial immersion test
–  100 % bag chamber leak test  


for 2D bags
–  Supplier integrity testing for 2D bags 


(3D bags under development)


Process control & quality 
control at supplier


– Package integrity
– Visual inspection
–  Media hold, media fill and stability 


test
– Microbial immersion test
– Operator training
–  Point-of-use integrity testing  


for 2D bags
– Point-of-use leak test for 3D bags


Process validation &  
process controls at end user


Process qualification at  
supplier


–  Robustness validated in the  
extrusion design space


–  Mechanical tests on film and weld
– Microbial immersion test
– Packaging validation
– Shipping validation


Flexsafe® 2D & 3D Pre-designed Solutions  


Assurance of Single-use System Integrity


The assurance of single-use system integrity 
of Flexsafe® 2D and 3D 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 Flexsafe® 2D bags. In addition,  
we are currently developing a Supplier 
Integrity Test (SIT) for the complete bag 
and line assemblies used in critical drug 
substance and drug product process steps. 
The SIT has been developed for 2D & 3D 
and is already in place for 2D (will be  
for 3D in 2020)


For those critical process steps, a 100 % 
point-of-use integrity | leak test avoids the 
risk of losing high value product and 
enhances patient and operator safety  
                  by ensuring that no damage 


occurred during shipping,  
storage and handling of  
single-use single-use 2D and  
3D bags at the user site.


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Watch Videos "Safe and Reliable Handling & Shipping Solutions" and "Robust and Safe Shipping of Your Fluids" 


www.sartorius.com/en/products/fluid-management/liquid-storage-shipping#id-36296


Flexsafe® 2D & 3D Handling & Shipping Solutions 


Safe & Reliable Handling & Shipping Solutions from 5 L to 500 L


The superior strength and flexibility  
of Flexsafe ® bags make them safe for  
critical liquid shipping applications.  
The robustness of Flexsafe ® bags is proven 
by applying extensive qualification regimes 
that combine the most stringent standard 
ASTM D4169 testing and real shipping  
conditions. Standard shipping test data  
can be leveraged by end-users to support 
their own qualification for liquid handling 
& shipping in single-use systems.


Flexsafe ® 2D Bags in Shell  
for Liquid Handling & Shipping 
for 5 L & 10 L
Complete Logistic Solution
Robust and qualified solutions for liquid 
shipping qualified under the most  
stringent international norms ASTM D4169. 


In addition, our experts have established  
a new protocol for qualifying handling 
steps, covering normal, worse case  
and accidental handling conditions based  
on a mix of ASTM, ISO and EN norms.


Flexsafe® 3D for Shipping  
from 100 L to 500 L  
Safe and Robust Solution
The Flexsafe® 3D bags in their shipping  
Palletank offer the most robust solution  
for large volume liquid transportation.  
The solutions have been qualified under  
the most stringent international norms 
ASTM D4169 within a range of  
temperature of 4°C to 40°C.


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Watch Flexsafe® 3D Large Volume  
Storage Video:


https://sartorius.wistia.com/ 
medias/ysr7cw3nxd


Watch Self Deploying Video:


www.sartorius.com/en/ 
products/fluid-management/
liquid-storage-shipping/ 
flexsafe-liquid-storage- 
shipping#id-39096


Flexsafe® 3D Pre-designed Solutions  


Safe, Self Deploying and Robust Solutions


Flexsafe® 3D for Storage  
from 100 L to 3,000 L 
Self Deploying Solution
The high flexibility of Flexsafe® bags  
allows self-deployment of the bags during 
filling thus providing ease of use, saving 
operator time and eliminating risky bag 
manipulations. Thanks to the self- 
deploying accessory*, the Flexsafe® 3D bags 
from 100 L to 500 L can be filled without 
further handlig for Palletank for Storage 
and In-Process fluid handling. The new  
lifting system system combined with  
a pre-deployed bag at the manufaturing 
step, allows self-delpoying and filling of 
Flexsafe® bags from 1,000 L to 3,000 L. 


Flexsafe® PDS Features & Benefits
 − Full control of manufacturing processes 
ensure best quality and change control


 − Long term contract and stocks of raw 
materials, films and components ensure 
best business continuity 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 substance


* Patents N° FR3017122B1, EP3074310B1


 − Safe storage and shipping of high value 
drug substances and drug products  
validated according to ASTM D4169


 − Best assurance of integrity of high value 
drug substances and drug products 
according to ASTM F2095-01


 − Film flexibility and self-deploying ability 
whatever the bag size provide safety, 
ease of use and save operator time


Self-deployment for Flexsafe® bags from 100 L to 1,000 L


Self-deployment for  
Flexsafe® bags from  
1,000 L to 3,000 L


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Flexsafe® 2D Pre-designed Solutions for


Sampling
– Clave needleless sampling port


Outlet Sterile Connections
– Opta® SFT male
– C-Flex® tube for sterile weld with Biowelder® TC
–  Silicone TuFlux® tube or C-Flex® for sterile  


disconnection with Clipster®


– STC II Steamthru™ valve


Outlet Sanitary or  
Aseptic Connections
–  CPC Quick coupler male 
– Tri-Clamp


Inlet Filters
– Sartopore® 2 0.45 | 0.2 μm
– Sartopore® 2 XLG 0.8 | 0.2 μm
– Sartopore® 2 XLM 0.2 | 0.1 μm
–  Sartopore® Platinum 0.45 | 0.2 μm


Inlet Sanitary or Aseptic  
Connection
– MPC quick coupler female


Inlet Filters and Connectors 
Flexsafe® 2D PDS are available with four  
sterilizing filtration options.


–  Sartopore® 2 sterilizing-grade filter with 
0.45 | 0.2 μm membranes optimized for 
buffer filtration


–  Sartopore® 2 XLG sterilizing-grade filter 
with 0.8 | 0.2 μm membranes optimized for 
media filtration, cell harvest & downstream 
intermediates


–  Sartopore® 2 XLM filter with advanced  
0.2 | 0.1 μm pore size distribution and 
asymmetric prefilter membrane optimized 
for mycoplasma retention in media


–  Sartopore® Platinum sterilizing-grade filter 
with 0.45 | 0.2 μm membranes optimized 
for drug substance and drug product filtra-
tion. The outstanding wetting properties 
reduce by ten times the flusing volumes 
required for integrity testing.


Silicone TuFlux® tube & C-Flex® enable  
filter sterile disconnection with Clipster® 
for post-use integrity testing and sterile 
seal of the bag Alternatively, PDS are  
available with a sterile connection to 
another filter line to provide more flexi-
bility. The filter line is either connected 
with Opta® a” 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 connec-


tions 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 ISO5 laminar air flow to single-use 
systems


–  Tri-Clamp ¾” sanitary flange are used for 
either sanitary connection or aseptic 
connection under ISO5 laminar air flow 
to stainless steel systems


–  Clave needleless sampling port enables 
for sterile sampling


Tubes
–  TuFlux® silicone or C-Flex tubing enable 


sterile disconnection with Clipster®


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


All fluid-contact components of  
Flexsafe® PDS are secured by supply con-
tracts 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


Filtration & Storage  
for All Process Steps


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


Filling and  
Draining Lines
–  Clear C-Flex® tube
–  Silicone TuFlux® tube


Inlet Sterile Connections 
and Disconnections
– Opta® SFT female
–  C-Flex® tube for sterile weld  


with BioWelder® TC
–  Silicone TuFlux® tube or C-Flex®  


for sterile disconnection with Clipster®


The versatile range of Flexsafe® 2D PDS allows for sterile filtration, storage,  
shipping and transfer of all biopharmaceutical fluids in all process steps. 


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Sampling
–  Clave needleless  


sampling port


Inlet Filters
– Sartopore® 2 0.45 | 0.2 μm
– Sartopore® 2 XLG 0.8 | 0.2 μm
– Sartopore® 2 XLM 0.2 | 0.1 μm
– Sartopore® Platinum  0.45 | 0.2 μm


Outlet Sterile  
Connections
– Opta® SFT male 
–  C-Flex® tube for sterile weld 


with BioWelder® TC
– STCII Steamthru™ valve


Outlet Sanitary or 
Aseptic Connections
–  CPC Quick coupler male  


and | or female
– Tri-Clamp


Filling and draining 
lines
–  Clear C-Flex® + Silicone TuFlux® 


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


Inlet Filters and Connectors 
Flexsafe® 3D PDS are available with four  
sterilizing filtration options.


–  Sartopore® 2 sterilizing-grade filter  
with 0.45 | 0.2 μm membranes optimized 
for buffer filtration


–  Sartopore® 2 XLG sterilizing-grade filter 
with 0.8 | 0.2 μm membranes optimized 
for media filtration, cell harvest &  
downstream intermediates


–  Sartopore® 2 XLM filter with advanced 
0.2 | 0.1 μm pore size distribution  
and asymmetric prefilter membrane  
optimized for mycoplasma retention  
in media


–  Sartopore® Platinum sterilizing-grade  
filter with 0.45 | 0.2 μm 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.


Clear C-Flex® tubing enable filter  
disconnection with BioSealer® for post-use  
integrity 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® ½” 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 ISO5 laminar air flow 
to single-use systems


–  Tri-Clamp 1½” sanitary flange are used  
for either sanitary connection or aseptic 
connection under ISO5 laminar air flow  
to stainless steel systems


–  Clave needleless sampling port enables  
for sterile sampling


Tubes
–  TuFlux® silicone tubing enables long term 


pumping


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


Inlet Sterile  
Connections
– Opta® SFT female 
–  C-Flex® tube for sterile weld with 


BioWelder® TC


Inlet Sanitary or 
Aseptic Connection
– MPX quick coupler female


Flexsafe® 3D Pre-designed Solutions for


Filtration, Storage & Shipping  
in All Process Steps


All fluid-contact components of Flexsafe® 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.


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Media Preparation


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


Flexsafe® 2D bags without filters are  
also available for:


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


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


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile
seal using BioSealer®.


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


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


Sampling
– Clave needleless sampling port


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


Inlet Line
Sterilizing Filtration
– Sartopore® 2 XLG 0.8 | 0.2 μm
– Sartopore® 2 XLM 0.2 | 0.1 μm


Connections for Alternative  
Filter Line
– Opta® SFT female 
–  C-Flex® tube for sterile weld with  


BioWelder® TC
– MPC quick coupler female


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


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


Flexsafe® 2D Pre-designed Solutions for


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


Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Media


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sterilizing Filtration Media Storage


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media Transfer


Media  
Preparation
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Media Preparation
Flexsafe® 2D Pre-designed Solutions for


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


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130131 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130133 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130147 16 a” Opta® SFT female


NA
FLS130145 16 a” MPC female + sealing cap


5 L FLS130018 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


FLS130020 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130042 16 a” Opta® SFT female


NA
FLS130039 16 a” MPC female + sealing cap


10 L FLS130025 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130029 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130043 8 a” Opta® SFT female


NA
FLS130040 8 a” MPC female + sealing cap


20 L FLS130026 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130030 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130044 8 a” Opta® SFT female


NA
FLS130041 8 a” MPC female + sealing cap


50 L FLS130138 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130140 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130148 8 a” Opta® SFT female


NA
FLS130146 8 a” MPC female + sealing cap


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


1  Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 
500 mm (20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 
500 mm (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm  
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


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


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


with BioWelder® TC


Outlet Line


Inlet Line


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media 
Preparation
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Media Preparation
Flexsafe® 2D Pre-designed Solutions for


Sterile Connection to other Single-use Bioreactors


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130136 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


a” Opta® SFT male


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130137 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130155 16 a” Opta® SFT female


NA
FLS130153 16 a” MPC female + sealing cap


5 L FLS130023 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


FLS130024 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130054 16 a” Opta® SFT female


NA
FLS130051 16 a” MPC female + sealing cap


10 L FLS130035 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130037 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130055 8 a” Opta® SFT female


NA
FLS130052 8 a” MPC female + sealing cap


20 L FLS130036 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130038 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130056 8 a” Opta® SFT female


NA
FLS130053 8 a” MPC female + sealing cap


50 L FLS130143 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130144 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130156 8 a” Opta® SFT female


NA
FLS130154 8 a” MPC female + sealing cap


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


1  Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 
500 mm (20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 
500 mm (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


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


Opta® SFT male for sterile 
connection 


Outlet Line


Inlet Line


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media 
Preparation
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Media Preparation
Flexsafe® 2D Pre-designed Solutions for


Sterile Weld to other Single-use Bioreactors


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130131 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male +  
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130133 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130147 16 a” Opta® SFT female


NA
FLS130145 16 a” MPC female + sealing cap


5 L FLS130018 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


FLS130020 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130042 16 a” Opta® SFT female


NA
FLS130039 16 a” MPC female + sealing cap


10 L FLS130025 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130029 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130043 8 a” Opta® SFT female


NA
FLS130040 8 a” MPC female + sealing cap


20 L FLS130026 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130030 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130044 8 a” Opta® SFT female


NA
FLS130041 8 a” MPC female + sealing cap


50 L FLS130138 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130140 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130148 8 a” Opta® SFT female


NA
FLS130146 8 a” MPC female + sealing cap


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


1  Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 
500 mm (20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 
500 mm (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


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


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


with BioWelder® TC


Outlet Line


Inlet Line


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors Sterile Weld


Media 
Preparation


Sterile Connection
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Media Preparation
Flexsafe® 2D Pre-designed Solutions for


Steaming Connection to Stainless Steel Bioreactors


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130134 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


a” STCII  
¾” sanitary flange


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130135 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130151 16 a” Opta® SFT female


NA
FLS130149 16 a” MPC female + sealing cap


5 L FLS130021 16 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 4


FLS130022 16 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130048 16 a” Opta® SFT female


NA
FLS130045 16 a” MPC female + sealing cap


10 L FLS130031 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130033 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130049 8 a” Opta® SFT female


NA
FLS130046 8 a” MPC female + sealing cap


20 L FLS130032 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130034 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130050 8 a” Opta® SFT female


NA
FLS130047 8 a” MPC female + sealing cap


50 L FLS130141 8 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 7


FLS130142 8 Sartopore® 2 XLM 0.2 | 0.1 μm
FLS130152 8 a” Opta® SFT female


NA
FLS130150 8 a” MPC female + sealing cap


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


1  Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 
500 mm (20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 
500 mm (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


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


STCII Steamthru™ 
valve for steaming 


connection


Outlet Line


Inlet Line


Steaming Connection to
Stainless Steel Bioreactors


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


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
Media 
Preparation
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Sampling
– Clave needleless sampling port


Inlet line
Sterilizing filtration from mixer


 − Sartopore® 2 XLG 0.8 | 0.2 μm


 − Sartopore® 2 XLM 0.2 | 0.1 μm


Connection for alternative filter  
transfer set


 − Opta® SFT female


 − C-Flex® tube weld with BioWelder® TC


 − MPX quick coupler female


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 


 − 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.


Flexsafe® 3D Pre-designed Solutions for  


Media Filtration, Storage and Shipping


Flexsafe® 3D solutions for media are  
available with Sartopore® 2 XLG for  
sterilizing filtration or Sartopore® 2 XLM 
for mycoplasma retention


Flexsafe® 3D bags without filters are also 
available for:


 − Sterile connection to alternative  
Sartopore® filter transfer set using Opta® 
1” or welding with BioWelder® TC


 − Aseptic connection to alternative  
Sartopore® filter transfer set with  
MPX quick coupler


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile  
seal using BioSealer®. 


Inlet and outlet lines are made of C-Flex® + 
Silicone TuFlux® tubings for welding,  
sealing and pumping.


Flexsafe® 3D bags allow for sterile media 
transfer to most common single-use and 
stainless steel bioreactors with a variety  
of sterile connections.


Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Media


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sterilizing Filtration 
from Mixer


Media Storage
and Shipping


Media Transfer
Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration, Storage and Shipping in Palletank


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


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


100 L FIS126678 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 9


a” × b” Clear C-Flex®  
+ a” MPC male + sealing cap


FIS126682 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126706 3 1” Opta® SFT female


NA
FIS126243 3 MPX female + sealing cap


200 L FIS126679 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 0


FIS126683 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126707 3 1” Opta® SFT female


NA
FIS126244 3 MPX female + sealing cap


500 L FIS126680 2 Sartopore® 2 XLG 0.8 | 0.2 μm MaxiCaps®  
size 1 T-style 1” × 3” C-Flex®  


+ 1” MPX male + sealing cap
FIS126684 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126708 3 1” Opta® SFT female


NA
FIS126245 3 MPX female + sealing cap


 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2   Outlet tubing line from bag to end line: For 100 L & 200 L ½” ID Silicone TuFlux® 1 m (40”) + a” × b” Clear C-Flex® 0.5 m (20”)  
For 500 L & 1,000 L: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm  
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or  


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


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Drum


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


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on top filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127861 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


a” × b” Clear C-Flex®  
+ a” MPC male + sealing cap


FIS127871 4 ½” Opta® SFT female
NA


FIS127875 4 MPX female + sealing cap


100 L FIS127862 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127872 4 ½” Opta® SFT female
NA


FIS127876 4 MPX female + sealing cap


200 L FIS127863 2 Sartopore® 2 0.45|0.2 μm MidiCaps® size 0


FIS127873 4 ½” Opta® SFT female
NA


FIS127877 4 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2 Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + a” × b” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta SFT female


MPX quick coupler female 
with sealing cap or  


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


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration, Storage and Shipping in Palletank


Sterile Connection to other Single-use Bioreactors


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126698 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 9


½” Opta® SFT male


FIS126702 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126718 3 ½” Opta® SFT female


NA
FIS126746 3 MPX female + sealing cap


200 L FIS126699 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 0


FIS126703 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126719 3 ½” Opta® SFT female


NA
FIS126747 3 MPX female + sealing cap


500 L FIS126700 2 Sartopore® 2 XLG 0.8 | 0.2 μm MaxiCaps® size 1 
T-styleFIS126704 2 Sartopore® 2 XLM 0.2 | 0.1 μm


FIS126720 3 ½” Opta® SFT female
NA


FIS126748 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Opta® SFT male for sterile 
connection 


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration, Storage and Shipping in Palletank


Sterile Weld to other Single-use Bioreactors


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS127159 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 9


½” × ¾” C-Flex®  
+ ½” MPX male + sealing cap


FIS127161 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126722 3 ½” Opta® SFT female


NA
FIS126247 3 MPX female + sealing cap


200 L FIS127160 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 0


FIS127162 2 Sartopore® 2 XLM 0.2 | 0.1 μm
FIS126723 3 ½” Opta® SFT female NA
FIS126248 3 MPX female + sealing cap


500 L FIS126680 2 Sartopore® 2 XLG 0.8 | 0.2 μm MaxiCaps® size 1 
T-styleFIS126684 2 Sartopore® 2 XLM 0.2 | 0.1 μm


FIS126708 3 ½” Opta® SFT female
NA


FIS126245 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors Sterile Weld


Sterile Connection
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Drum


Sterile Connection to other Single-use Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on top filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127868 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” Opta® SFT male


FIS127906 4 ½” Opta® SFT female
NA


FIS127909 4 MPX female + sealing cap


100 L FIS127869 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127907 4 ½” Opta® SFT female
NA


FIS127910 4 MPX female + sealing cap


200 L FIS127870 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 0


FIS127908 4 ½” Opta® SFT female
NA


FIS127911 4 MPX female + sealing cap
 
1  Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Opta® SFT male for sterile 
connection Media 


Preparation
Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Drum


Sterile Weld to other Single-use Bioreactors


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on top  
filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127888 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 7


½" × ¾" Clear C-Flex®  
+ MPX male  
+ MPX double female  
+ sealing cap


FIS127900 4 ½” Opta® SFT female
NA


FIS127903 4 MPX female + sealing cap


100 L FIS127889 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 8


FIS127901 4 ½” Opta® SFT female
NA


FIS127904 4 MPX female + sealing cap


200 L FIS127890 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127902 4 ½” Opta® SFT female
NA


FIS127905 4 MPX female + sealing cap
 
1  Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors Sterile Weld


Sterile Connection
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Flexsafe® 3D Pre-designed Solutions for


Media Filtration, Storage and Shipping in Palletank


Steaming Connection to Stainless Steel Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126686 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 9


½” STCII 1½” sanitary flange


FIS126690 2 Sartopore® 2 XLM 0.2 | 0.1 μm


FIS126710 3 ½” Opta® SFT female
NA


FIS126714 3 MPX female + sealing cap


200 L FIS126687 2 Sartopore® 2 XLG 0.8 | 0.2 μm
MidiCaps® size 0


FIS126691 2 Sartopore® 2 XLM 0.2 | 0.1 μm


FIS126711 3 ½” Opta® SFT female
NA


FIS126715 3 MPX female + sealing cap


500 L FIS126688 2 Sartopore® 2 XLG 0.8 | 0.2 μm MaxiCaps® size 1 
T-styleFIS126692 2 Sartopore® 2 XLM 0.2 | 0.1 μm


FIS126712 3 ½” Opta® SFT female
NA


FIS126716 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2   Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or  


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


STCII Steamthru™
valve for steaming
connection


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Drum


Steaming Connection to Stainless Steel Bioreactors


 Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on top filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127864 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” STCII 1½” sanitary flange 


FIS127878 4 ½” Opta® SFT female
NA


FIS127881 4 MPX female + sealing cap


100 L FIS127865 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127879 4 ½” Opta® SFT female
NA


FIS127882 4 MPX female + sealing cap


200 L FIS127866 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 0


FIS127880 4 ½” Opta® SFT female
NA


FIS127883 4 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2   Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or  


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


STCII Steamthru™
valve for steaming
connection


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Palletank


Sterile Weld to BIOSTAT STR® Single-use Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500360 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” × 3” C-Flex®  
+ MPX male 
+ MPX double female
+ sealing cap


FIS500274 2 Sartopore® 2 XLM MaxiCaps® Size 2
FIS500330 2 ½” Opta® SFT female


NA
FIS302338 2 MPX female + sealing cap


1,500 L FIS500361 2 Sartopore® 2 XLG MaxiCaps® Size 2
FIS500277 2 Sartopore® 2 XLM MaxiCaps® Size 2
FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPX female + sealing cap


2,000 L FIS500362 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500278 1 Sartopore® 2 XLM MaxiCaps® Size 3
FIS500331 2 ½” Opta® SFT female


NA
FIS302340 2 MPX female + sealing cap


2,500 L FIS500363 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500279 1 Sartopore® 2 XLM MaxiCaps® Size 3
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPX female + sealing cap


3,000 L FIS500364 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500280 1 Sartopore® 2 XLM MaxiCaps® Size 3
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPX female + sealing cap


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


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Media


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm  
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or  


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld


C-Flex® tube with CPC  
sealing cap for sterile weld 
with BioWelder® TC and MPX 
quick coupler male &female 
with cap for sanitary or 
aseptic connection
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Palletank


Sterile Connection to other Single-use Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500273 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” Opta® SFT male


FIS500258 2 Sartopore® XLM MaxiCaps® Size 2
FIS500290 2 ½” Opta® SFT female


NA
FIS500300 2 MPX female + sealing cap


1,500 L FIS500281 2 Sartopore® 2 XLG MaxiCaps® Size 2
FIS500259 2 Sartopore® XLM MaxiCaps® Size 2
FIS500291 2 ½” Opta® SFT female
FIS500301 2 MPX female + sealing cap


2,000 L FIS500282 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500262 1 Sartopore® XLM MaxiCaps® Size 3
FIS500292 2 ½” Opta® SFT female


NA
FIS500302 2 MPX female + sealing cap


2,500 L FIS500283 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500263 1 Sartopore® XLM MaxiCaps® Size 3
FIS500293 1 ½” Opta® SFT female


NA
FIS500303 1 MPX female + sealing cap


3,000 L FIS500284 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500265 1 Sartopore® XLM MaxiCaps® Size 3
FIS500294 1 ½” Opta® SFT female


NA
FIS500304 1 MPX female + sealing cap


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


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


 
Opta® SFT male for sterile 
connection 


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for  


Media Filtration and Storage in Palletank


Sterile Weld to other Single-use Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500360 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” × 3” C-Flex®  
+ MPX male 
+ MPX double female
+ sealing cap


FIS500274 2 Sartopore® XLM MaxiCaps® Size 2
FIS500330 2 ½” Opta® SFT female


NA
FIS302338 2 MPX female + sealing cap


1,500 L FIS500361 2 Sartopore® 2 XLG MaxiCaps® Size 2
FIS500277 2 Sartopore® XLM MaxiCaps® Size 2
FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPX female + sealing cap


2,000 L FIS500362 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500278 1 Sartopore® XLM MaxiCaps® Size 3
FIS500331 2 ½” Opta® SFT female


NA
FIS302340 2 MPX female + sealing cap


2,500 L FIS500363 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500279 1 Sartopore® XLM MaxiCaps® Size 3
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPX female + sealing cap


3,000 L FIS500364 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500280 1 Sartopore® XLM MaxiCaps® Size 3
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPX female + sealing cap


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


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 3D Pre-designed Solutions for


Media Filtration and Storage in Palletank


Steaming Connection to Stainless Steel Bioreactors


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500266 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” STCII 1½” sanitary flange


FIS500285 2 Sartopore® XLM MaxiCaps® Size 2
FIS500295 2 ½” Opta® SFT female


NA
FIS500305 2 MPX female + sealing cap


1,500 L FIS500267 2 Sartopore® 2 XLG MaxiCaps® Size 2
FIS500286 2 Sartopore® XLM MaxiCaps® Size 2
FIS500296 2 ½” Opta® SFT female
FIS500306 2 MPX female + sealing cap


2,000 L FIS500268 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500287 1 Sartopore® XLM MaxiCaps® Size 3
FIS500297 2 ½” Opta® SFT female


NA
FIS500307 2 MPX female + sealing cap


2,500 L FIS500270 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500288 1 Sartopore® XLM MaxiCaps® Size 3
FIS500298 1 ½” Opta® SFT female


NA
FIS500308 1 MPX female + sealing cap


3,000 L FIS500272 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500289 1 Sartopore® XLM MaxiCaps® Size 3
FIS500299 1 ½” Opta® SFT female


NA
FIS500309 1 MPX female + sealing cap


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


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm 
Sartopore® 2 XLM 0.2 | 0.1 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or  


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


STCII Steamthru™
valve for steaming
connection


Media 
Preparation


Steaming Connection to
Stainless Steel Bioreactors


Sterile Weld to BIOSTAT STR®  
Single-use Bioreactors


Sterile Connection to other
Single-use Bioreactors


Sterile Connection


Sterile Weld
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Flexsafe® 2D solutions for buffer are  
available with Sartopore® 2 0.45 | 0.2 μm 
filter for high flow rate sterilizing  
filtration after mixing step.


Flexsafe® 2D bags without filters are also 
available for:


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


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


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile 
seal using BioSealer®


Inlet and outlet lines are made of clear 
C-Flex® tubing for welding and sealing or 
with Silicone TuFlux® for the Tri-Clamp 
connection.


Sampling
– Clave needleless sampling port


Outlet Line
Connection and transfer by pumping  
or gravity
–  Opta® SFT male for sterile connection
–  C-Flex® tube for sterile weld with  


BioWelder® TC 


Inlet Line
Sterilizing Filtration
– Sartopore® 2 0.45 | 0.2 μm


Connections for Alternative  
Filter Line
– Opta® SFT female 
–  C-Flex® tube for sterile weld with  


BioWelder® TC
– MPC quick coupler female


–  MPC quick coupler male & cap  
for sanitary or aseptic connection  
to single-use systems


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


Flexsafe® 2D Pre-designed Solutions for


Buffer Preparation


Flexsafe® 2D bags allow for sterile buffer 
transfer to most common single-use and 
stainless steel downstream purification  
and formulation systems with a variety of 
sterile and aseptic connections.


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


Media Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Buffer


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Buffer Transfer


Buffer Storage 
and Shipping


Sterilizing Filtration 
from Mixer


Buffer  
Preparation
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Flexsafe® 2D Pre-designed Solutions for


Buffer Preparation


Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130159 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


a" Opta® SFT male


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130155 16 a” Opta® SFT female
NA


FLS130153 16 a” MPC female + sealing cap
5 L FLS130059 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


FLS130054 16 a” Opta® SFT female
NA


FLS130051 16 a” MPC female + sealing cap
10 L FLS130064 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130055 8 a” Opta® SFT female
NA


FLS130052 8 a” MPC female + sealing cap
20 L FLS130065 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130056 8 a” Opta® SFT female
NA


FLS130053 8 a” MPC female + sealing cap
50 L FLS130162 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130156 8 a” Opta® SFT female
NA


FLS130154 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


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


Opta® SFT male for sterile 
connection


Outlet Line


Inlet Line


Buffer  
Preparation Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Flexsafe® 2D Pre-designed Solutions for


Buffer Preparation


Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130157 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


a” × b” C-Flex® +  
a” MPC male +  
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130147 16 a” Opta® SFT female
NA


FLS130145 16 a” MPC female + sealing cap
5 L FLS130057 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


FLS130042 16 a” Opta® SFT female
NA


FLS130039 16 a” MPC female + sealing cap
10 L FLS130060 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130043 8 a” Opta® SFT female
NA


FLS130040 8 a” MPC female + sealing cap
20 L FLS130061 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130044 8 a” Opta® SFT female
NA


FLS130041 8 a” MPC female + sealing cap
50 L FLS130160 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130148 8 a” Opta® SFT female
NA


FLS130146 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


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


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


with BioWelder® TC


Outlet Line


Inlet Line


Buffer  
Preparation Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Flexsafe® 2D Pre-designed Solutions for


Buffer Preparation


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130157 16 Sartopore® 2 0.45 |0.2 μm MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130147 16 a” Opta® SFT female
NA


FLS130145 16 a” MPC female + sealing cap
5 L FLS130057 16 Sartopore® 2 0.45 |0.2 μm MidiCaps® size 4


FLS130042 16 a” Opta® SFT female
NA


FLS130039 16 a” MPC female + sealing cap
10 L FLS130060 8 Sartopore® 2 0.45 |0.2 μm MidiCaps® size 7


FLS130043 8 a” Opta® SFT female
NA


FLS130040 8 a” MPC female + sealing cap
20 L FLS130061 8 Sartopore® 2 0.45 |0.2 μm MidiCaps® size 7


FLS130044 8 a” Opta® SFT female
NA


FLS130041 8 a” MPC female + sealing cap
50 L FLS130160 8 Sartopore® 2 0.45 |0.2 μm MidiCaps® size 7


FLS130148 8 a” Opta® SFT female
NA


FLS130146 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


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


MPC quick coupler male & 
female with cap for sanitary 


or aseptic connection


Outlet Line


Inlet Line


Buffer  
Preparation Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Flexsafe® 2D Pre-designed Solutions for


Buffer Preparation


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130158 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


a” Tri-Clamp ¾” 
sanitary flange 
with gasket,  
cap & union


¼” ID Silicone 
TuFlux® 100 mm 
(4”) + Luer Lock 
female + Clave 
connector


FLS130165 16 a” Opta® SFT female
NAFLS130163 16 a” MPC female + sealing cap


FLS130191 16 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
5 L FLS130058 16 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 4


FLS130069 16 a” Opta® SFT female
NAFLS130066 16 a” MPC female + sealing cap


FLS130108 16 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
10 L FLS130062 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130070 8 a” Opta® SFT female
NAFLS130067 8 a” MPC female + sealing cap


FLS130109 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
20 L FLS130063 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130071 8 a” Opta® SFT female
NAFLS130068 8 a” MPC female + sealing cap


FLS130110 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
50 L FLS130161 8 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


FLS130166 8 a” Opta® SFT female
NAFLS130164 8 a” MPC female + sealing cap


FLS130192 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 


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


1  Inlet tubing line from end line to 
bag: a” × b” Clear C-Flex® 500 mm 
(20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end 
line: a” TuFlux® SIL 300 mm (12”) 


3  a” TuFlux® SIL 300 mm (12”) for 
design with two Tri-Clamps


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


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


Tri-Clamp flange for sanitary or 
aseptic connection


Tri-Clamp flange for sanitary 
or aseptic connection


Inlet Line


Outlet Line


Buffer  
Preparation Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Sampling
– Needleless sampling port


Inlet line
Sterilizing filtration from mixer


 − Sartopore® 2 0.45 | 0.2 μm


Connection for alternative filter  
transfer set


 − Opta® SFT female


 − C-Flex® tube weld with BioWelder® TC


 − MPX quick coupler female


Outlet line 
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection


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


 − MPX quick coupler male & female  
for sanitary or aseptic connection  
to single-use systems


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


Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration, Storage and Shipping


Flexsafe® 3D solutions for buffer are  
available with Sartopore® 2 0.45 | 0.2 μm  
filter for high flowrate sterilizing filtration 
after mixing step.


Flexsafe® 3D bags without filters are also 
available for:


–  Sterile connection to alternative  
Sartopore® filter transfer set using  
Opta® ½” or welding with BioWelder® TC


–  Aseptic connection to alternative  
Sartopore® filter transfer set with  
MPX quick coupler


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile 
seal using BioSealer®.


Inlet and outlet lines are made of  
C-Flex® + Silicone TuFlux® tubings  
for welding, sealing and pumping.


Flexsafe® 3D Bags allow for sterile buffer 
transfer to most common single-use  
and stainless steel downstream purification  
and formulation systems with a variety  
of sterile and aseptic connections.


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


Media Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Buffer


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Buffer Transfer


Buffer Storage 
and Shipping


Sterilizing Filtration 
from Mixer


Buffer 
Preparation


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration, Storage and Shipping in Palletank


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126734 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” Opta® SFT male


FIS126718 3 ½” Opta® SFT female
NA


FIS126746 3 MPX female + sealing cap
200 L FIS126735 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS126719 3 ½” Opta® SFT female
NA


FIS126747 3 MPX female + sealing cap
500 L FIS126736 2 Sartopore® 2 0.45 | 0.2 μm MaxiCaps® size 0


FIS126720 3 ½” Opta® SFT female
NA


FIS126748 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sterile Weld


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Opta® SFT male for sterile 
connection 


Buffer 
Preparation Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems


Back to Digital  
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 Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration, Storage and Shipping in Palletank


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126730 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” × ¾” C-Flex® + MPX male  
+ MPX double female  
+ sealing cap


FIS126742 3 ½” Opta® SFT female
NA


FIS126489 3 MPX female + sealing cap
200 L FIS126731 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS126743 3 ½” Opta® SFT female
NA


FIS126490 3 MPX female + sealing cap
500 L FIS126732 2 Sartopore® 2 0.45 | 0.2 μm MaxiCaps® size 0


FIS126744 3 ½” Opta® SFT female
NA


FIS126491 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sterile Weld


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Buffer 
Preparation Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Drum


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on top  
filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127891 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


½” Opta® SFT male


FIS127906 4 ½” Opta® SFT female
NA


FIS127909 4 MPX female + sealing cap


100 L FIS127892 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


FIS127907 4 ½” Opta® SFT female
NA


FIS127910 4 MPX female + sealing cap


200 L FIS127893 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127908 4 ½” Opta® SFT female
NA


FIS127911 4 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Opta® SFT male for sterile 
connection Buffer 


Preparation
Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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 Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Drum


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on top  
filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127888 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 7


½” × ¾” C-Flex® + MPX male  
+ MPX double female  
+ sealing cap


FIS127900 4 ½” Opta® SFT female
NA


FIS127903 4 MPX female + sealing cap


100 L FIS127889 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 8


FIS127901 4 ½” Opta® SFT female
NA


FIS127904 4 MPX female + sealing cap


200 L FIS127890 2 Sartopore 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127902 4 ½” Opta® SFT female
NA


FIS127905 4 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Buffer 
Preparation


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration, Storage and Shipping in Palletank


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type and 
size


Distal connector  
on draining line


100 L FIS126730 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” MPX male  
+ MPX double female  
+ sealing cap


FIS126742 3 ½” Opta® SFT female
NA


FIS126489 3 MPX female + sealing cap
200 L FIS126731 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS126743 3 ½” Opta® SFT female
NA


FIS126490 3 MPX female + sealing cap
500 L FIS126732 2 Sartopore® 2 0.45 | 0.2 μm MaxiCaps® size 0


FIS126744 3 ½” Opta® SFT female
NA


FIS126491 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Buffer 
Preparation Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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 Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration, Storage and Shipping in Palletank


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type and 
size


Distal connector  
on draining line


100 L FIS126251 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


½” Tri-Clamp 1½” sanitary 
flange with gasket,  
cap & union


FIS126738 3 ½” Opta® SFT female
NA


FIS126255 3 MPX female + sealing cap
200 L FIS126252 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS126739 3 ½” Opta® SFT female
NA


FIS126256 3 MPX female + sealing cap
500 L FIS126253 2 Sartopore® 2 0.45 | 0.2 μm MaxiCaps® size 0


FIS126740 3 ½” Opta® SFT female
NA


FIS126257 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1,5 m (60”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Tri-Clamp flange for sanitary 
or aseptic connection


Buffer 
Preparation Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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 Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Drum


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on top  
filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127888 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


½” MPX male  
+ MPX double female  
+ sealing cap


FIS127900 4 ½” Opta® SFT female
NA


FIS127903 4 MPX female + sealing cap
100 L FIS127889 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8


FIS127901 4 ½” Opta® SFT female
NA


FIS127904 4 MPX female + sealing cap
200 L FIS127890 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9


FIS127902 4 ½” Opta® SFT female
NA


FIS127905 4 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Buffer 
Preparation Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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 Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Drum


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on top  
filling line


Filter type  
and size


Distal connector  
on top draining line


50 L FIS127885 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 7


½” Tri-Clamp  
1½” sanitary flange with  
gasket, cap & union


FIS127894 4 ½” Opta® SFT female
NAFIS127897 4 MPX female + sealing cap


FIS127912 4 ½” Tri-Clamp 1½” flange3


100 L FIS127886 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 8
FIS127895 4 ½” Opta® SFT female


NA
FIS127898 4 MPX female + sealing cap
FIS127913 4 ½” Tri-Clamp 1½” flange3


200 L FIS127887 2 Sartopore® 2 0.45 | 0.2 μm MidiCaps® size 9
FIS127896 4 ½” Opta® SFT female


NAFIS127899 4 MPX female + sealing cap
FIS127914 4 ½” Tri-Clamp 1½” flange3


 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2 Tubing line from bag to end line: ½” ID Silicone TuFlux® 1,5 m (60”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Tri-Clamp flange for sanitary 
or aseptic connectionBuffer 


Preparation Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
Selection Map


46







Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500325 2 Sartopore® 2 MaxiCaps® Size 1


1” Opta® SFT male


FIS500290 2 ½” Opta® SFT female
NA


FIS500300 2 MPX female + sealing cap
1,500 L FIS500326 2 Sartopore® 2 MaxiCaps® Size 1


FIS500291 2 ½” Opta® SFT female
FIS500301 2 MPX female + sealing cap


2,000 L FIS500327 1 Sartopore® 2 MaxiCaps® Size 2
FIS500292 2 ½” Opta® SFT female


NA
FIS500302 2 MPX female + sealing cap


2,500 L FIS500328 1 Sartopore® 2 MaxiCaps® Size 2
FIS500293 1 ½” Opta® SFT female


NA
FIS500303 1 MPX female + sealing cap


3,000 L FIS500329 1 Sartopore® 2 MaxiCaps® Size 2
FIS500294 1 ½” Opta® SFT female


NA
FIS500304 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Buffer


Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3D


Sterile Weld


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Buffer 
Preparation Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection 
Opta® SFT male for sterile 
connection 


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Sterile Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500335 2 Sartopore® 2 MaxiCaps® Size 1


¾” Opta® SFT male


FIS302278 2 ¾” Opta® SFT female NA
1,500 L FIS500336 2 Sartopore® 2 MaxiCaps® Size 1


FIS302279 2 ¾” Opta® SFT female NA
2,000 L FIS500337 1 Sartopore® 2 MaxiCaps® Size 2


FIS500275 2 ¾” Opta® SFT female NA
2,500 L FIS500338 1 Sartopore® 2 MaxiCaps® Size 2


FIS500276 1 ¾” Opta® SFT female NA
3,000 L FIS500339 1 Sartopore® 2 MaxiCaps® Size 2


FIS302282 1 ¾” Opta® SFT female NA


1  Inlet tubing line from end line to bag with filter: 
½” × ¾” Clear C-Flex® 1.5 m (60”)


1  Inlet tubing line from connector Opta® to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


¾” Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Buffer 
Preparation  


Opta® SFT male for  
sterile connection 


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


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


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500310 2 Sartopore® 2 MaxiCaps® Size 1


1” × 3” C-Flex®


+ MPX male
+ MPX double female
+ sealing cap


FIS500330 2 ½” Opta® SFT female
NA


FIS302338 2 MPX female + sealing cap
1,500 L FIS500311 2 Sartopore® 2 MaxiCaps® Size 1


FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPX female + sealing cap


2,000 L FIS500312 1 Sartopore® 2 MaxiCaps® Size 2
FIS500331 2 ½” Opta® SFT female


NA
FIS302340 2 MPX female + sealing cap


2,500 L FIS500313 1 Sartopore® 2 MaxiCaps® Size 2
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPX female + sealing cap


3,000 L FIS500314 1 Sartopore® 2 MaxiCaps® Size 2
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Buffer 
Preparation C-Flex® tube with MPX  


sealing cap for sterile weld 
with BioWelder® TC


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


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


Sterile Weld to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500370 2 Sartopore® 2 MaxiCaps® Size 1


¾” × 1” C-Flex®  
+ MPU male
+ sealing cap


FIS500375 2 ¾” Opta® SFT female
NA


FIS500365 2 MPX female + sealing cap
1,500 L FIS500371 2 Sartopore® 2 MaxiCaps® Size 1


FIS500376 2 ¾” Opta® SFT female
FIS500366 2 MPX female + sealing cap


2,000 L FIS500372 1 Sartopore® 2 MaxiCaps® Size 2
FIS500377 2 ¾” Opta® SFT female


NA
FIS500367 2 MPX female + sealing cap


2,500 L FIS500373 1 Sartopore® 2 MaxiCaps® Size 2
FIS500378 1 ¾” Opta® SFT female


NA
FIS500368 1 MPX female + sealing cap


3,000 L FIS500374 1 Sartopore® 2 MaxiCaps® Size 2
FIS500379 1 ¾” Opta® SFT female


NA
FIS500369 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag with filter: 
½” × ¾” Clear C-Flex® 1.5 m (60”)


1  Inlet tubing line from connector to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPU quick coupler female 
with sealing cap or 


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


Buffer 
Preparation MPU male with  


sealing plug for  
quick coupling


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500310 2 Sartopore® 2 MaxiCaps® Size 1


1” × 3” C-Flex®  
+ MPX male 
+ MPX double female
+ sealing cap


FIS500330 2 ½” Opta® SFT female
NA


FIS302338 2 MPU female + sealing cap
1,500 L FIS500311 2 Sartopore® 2 MaxiCaps® Size 1


FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPU female + sealing cap


2,000 L FIS500312 1 Sartopore® 2 MaxiCaps® Size 2
FIS500331 2 ½” Opta® SFT female


NA
FIS302340 2 MPU female + sealing cap


2,500 L FIS500313 1 Sartopore® 2 MaxiCaps® Size 2
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPU female + sealing cap


3,000 L FIS500314 1 Sartopore® 2 MaxiCaps® Size 2
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPU female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Buffer 
Preparation MPX quick coupler male & 


female with cap for sanitary 
or aseptic connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Quick Coupler Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500370 2 Sartopore® 2 MaxiCaps® Size 1


¾” × 1” C-Flex®  
+ MPU male
+ sealing cap


FIS500375 2 ¾” Opta® SFT female
NA


FIS500365 2 MPU female + sealing cap
1,500 L FIS500371 2 Sartopore® 2 MaxiCaps® Size 1


FIS500376 2 ¾” Opta® SFT female
FIS500366 2 MPU female + sealing cap


2,000 L FIS500372 1 Sartopore® 2 MaxiCaps® Size 2
FIS500377 2 ¾” Opta® SFT female


NA
FIS500367 2 MPU female + sealing cap


2,500 L FIS500373 1 Sartopore® 2 MaxiCaps® Size 2
FIS500378 1 ¾” Opta® SFT female


NA
FIS500368 1 MPU female + sealing cap


3,000 L FIS500374 1 Sartopore® 2 MaxiCaps® Size 2
FIS500379 1 ¾” Opta® SFT female


NA
FIS500369 1 MPU female + sealing cap


1  Inlet tubing line from end line to bag with filter: 
½” × ¾” Clear C-Flex® 1.5 m (60”)


1  Inlet tubing line from connector to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


MPU quick coupler female 
with sealing cap or 


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


Buffer 
Preparation MPU male with  


sealing plug for  
quick coupling


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
Selection Map


52







Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500315 2 Sartopore® 2 MaxiCaps® Size 1


½" ID tubing,  
Tri-Clamp 1 ½ sanitary flange 
with gasket, cap & union


FIS500350 2 ½” Opta® SFT female NA
1,500 L FIS500316 2 Sartopore® 2 MaxiCaps® Size 1


FIS500351 2 ½” Opta® SFT female NA
2,000 L FIS500317 1 Sartopore® 2 MaxiCaps® Size 2


FIS500352 2 ½” Opta® SFT female NA
2,500 L FIS500318 1 Sartopore® 2 MaxiCaps® Size 2


FIS500353 1 ½” Opta® SFT female NA
3,000 L FIS500319 1 Sartopore® 2 MaxiCaps® Size 2


FIS500354 1 ½” Opta® SFT female NA


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 3 m (118”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 
 
 
 


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


Buffer 
Preparation Tri-Clamp flange  


for sanitary or aseptic  
connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection


Back to Digital  
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Flexsafe® 3D Pre-designed Solutions for  


Buffer Filtration and Storage in Palletank


Tri-Clamp Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500320 2 Sartopore® 2 MaxiCaps® Size 1


¾" ID tubing,  
Tri-Clamp 1 ½ sanitary flange 
with gasket, cap & union


FIS500355 2 ¾” Opta® SFT female NA
1,500 L FIS500321 2 Sartopore® 2 MaxiCaps® Size 1


FIS500356 2 ¾” Opta® SFT female NA
2,000 L FIS500322 1 Sartopore® 2 MaxiCaps® Size 2


FIS500357 2 ¾” Opta® SFT female NA
2,500 L FIS500323 1 Sartopore® 2 MaxiCaps® Size 2


FIS500358 1 ¾” Opta® SFT female NA
3,000 L FIS500324 1 Sartopore® 2 MaxiCaps® Size 2


FIS500359 1 ¾” Opta® SFT female NA


1  Inlet tubing line from end line to bag with filter: 
½” × ¾” Clear C-Flex® 1.5 m (60”)


1  Inlet tubing line from connector to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 3 m (118”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 
 
 
 


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


Buffer 
Preparation Tri-Clamp flange  


for sanitary or aseptic  
connection


Sterile Weld


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Cell Harvest & Downstream Intermediates


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


Flexsafe® 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


Flexsafe® 2D Pre-designed Solutions for


Sampling
– Clave needleless sampling port


Outlet Line
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection
 − C-Flex® tube for sterile weld with  


BioWelder® TC


Inlet Line
Sterilizing Filtration


 − Sartopore® 2 XLG 0.8 | 0.2 μm


Connection for Alternative  
Filter Line


 − Opta® SFT female
 − C-Flex® tube for sterile weld 


with BioWelder® TC
 − MPC quick coupler female


 − MPC quick coupler male & cap  
for sanitary or aseptic connection to  
single-use systems


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


Sartopore® filters can be disconnected for 
post-use integrity testing with sterile seal 
using BioSealer®. Inlet and outlet lines are 
made of Clear C-Flex® tubings for welding 
and sealing.


Flexsafe® 2D bags allow for cell harvest 
transfer to most common single-use and 
stainless steel downstream purification  
systems with a variety of sterile and  
aseptic connections


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


Media Buffer Drug Substance Drug Product


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Cell Harvest & DSP
Flexsafe® 2D Flexsafe® 3D


Flexsafe® > 1,000 L 


Cell Harvest  
or Downstream 
Intermediates 
Storage and 
Shipping


Clarification  
and Sterilizing  
Filtration  
from Bioreactor


Cell Harvest  
& Downstream 
Intermediates 


Harvest or 
Downstream 
Intermediates 
Transfer


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Cell Harvest & Downstream Intermediates
Flexsafe® 2D Pre-designed Solutions for


Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130136 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


a” Opta® SFT male


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130155 16 a” Opta® SFT female
NA


FLS130153 16 a” MPC female + sealing cap
5 L FLS130023 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


FLS130054 16 a” Opta® SFT female
NA


FLS130051 16 a” MPC female + sealing cap
10 L FLS130035 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130055 8 a” Opta® SFT female
NA


FLS130052 8 a” MPC female + sealing cap
20 L FLS130036 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130056 8 a” Opta® SFT female
NA


FLS130053 8 a” MPC female + sealing cap
50 L FLS130143 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130156 8 a” Opta® SFT female
NA


FLS130154 8 a” MPC female + sealing cap
 
1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


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


Opta® SFT male for sterile  
connection 


Outlet Line


Inlet Line


Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Cell Harvest & Downstream Intermediates
Flexsafe® 2D Pre-designed Solutions for


Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130131 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130147 16 a” Opta® SFT female
FLS130145 16 a” MPC female + sealing cap


5 L FLS130018 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4
FLS130042 16 a” Opta® SFT female


NA
FLS130039 16 a” MPC female + sealing cap


10 L FLS130025 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7
FLS130043 8 a” Opta® SFT female


NA
FLS130040 8 a” MPC female + sealing cap


20 L FLS130026 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7
FLS130044 8 a” Opta® SFT female


NA
FLS130041 8 a” MPC female + sealing cap


50 L FLS130138 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7
FLS130148 8 a” Opta® SFT female


NA
FLS130146 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


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


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


with BioWelder® TC


Outlet Line


Inlet Line


Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Cell Harvest & Downstream Intermediates
Flexsafe® 2D Pre-designed Solutions for


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector 
on draining line


Sampling line


3 L FLS130131 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130147 16 a” Opta® SFT female
NA


FLS130145 16 a” MPC female + sealing cap
5 L FLS130018 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


FLS130042 16 a” Opta® SFT female
NA


FLS130039 16 a” MPC female + sealing cap
10 L FLS130025 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130043 8 a” Opta® SFT female
NA


FLS130040 8 a” MPC female + sealing cap
20 L FLS130026 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130044 8 a” Opta® SFT female
NA


FLS130041 8 a” MPC female + sealing cap
50 L FLS130138 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130148 8 a” Opta® SFT female
NA


FLS130146 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


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


MPC quick coupler male & 
female with cap for sanitary  


or aseptic connection


Outlet Line


Inlet Line


Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Cell Harvest & Downstream Intermediates
Flexsafe® 2D Pre-designed Solutions for


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130132 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


a” Tri-Clamp 
¾” sanitary flange 
with gasket,  
cap & union


¼” ID Silicone 
TuFlux® 100 mm 
(4”) +  
Luer Lock female +  
Clave connector


FLS130165 16 a” Opta® SFT female
NAFLS130163 16 a” MPC female + sealing cap


FLS130191 16 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
5 L FLS130019 16 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 4


FLS130069 16 a” Opta® SFT female
NAFLS130066 16 a” MPC female + sealing cap


FLS130108 16 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3 
10 L FLS130027 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7


FLS130070 8 a” Opta® SFT female
NAFLS130067 8 a” MPC female + sealing cap


FLS130109 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3


20 L FLS130028 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7
FLS130071 8 a” Opta® SFT female


NAFLS130068 8 a” MPC female + sealing cap
FLS130110 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3


50 L FLS130139 8 Sartopore® 2 XLG 0.8 | 0.2 μm MidiCaps® size 7
FLS130166 8 a” Opta® SFT female


NAFLS130164 8 a” MPC female + sealing cap
FLS130192 8 a” Tri-Clamp ¾” sanitary flange with gasket, cap & union3


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


1  Inlet tubing line from end line to 
bag: a” × b” Clear C-Flex® 500 mm 
(20”) + Clipster® in a separate pouch


2  Outlet tubing line from bag to end 
line: a” TuFlux® SIL 300 mm (12”) 


3  a” TuFlux® SIL 300 mm (12”) for 
design with two Tri-Clamps


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Tri-Clamp flange for sanitary  
or aseptic connection


Outlet Line


Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Sartopore® 2 0.45 | 0.2 μm


Opta® SFT female


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


Tri-Clamp flange for sanitary or 
aseptic connection


Inlet Line


Back to Digital  
Selection Map


59







Sampling
– Needleless sampling port


Inlet line
Clarification and sterile filtration  
from bioreactor or any downstream  
purification step before cross-flow


 − Sartopore® 2 XLG 0.8 | 0.2 μm


Connection for alternative filter  
transfer set 


 − Opta® SFT female


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


 − MPX quick coupler female


Outlet line 
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection


 − C-Flex® with MPX plug for sterile weld  
to single-use system


 − MPX Quick couplers for sanitary or  
aseptic connection to single-use system


 − Tri-Clamp flange for sanitary or aseptic 
connection to stainless steel system


Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration, Storage and Shipping


Flexsafe® 3D solutions for cell harvest & 
downstream intermediates are available 
with Sartopore® 2 XLG 0.8 |  0.2 μm for high 
throughput sterilizing filtration after cell 
culture clarification step and for the  
handling of all process intermediates 
before the cross-flow step.


Flexsafe® 3D bags without filters are also 
available for:


 − Sterile connection to alternative  
Sartopore® filter transfer set using  
Opta® ½” or welding with BioWelder® TC


 − Aseptic connection to alternative  
Sartopore® filter transfer set with  
MPX quick coupler


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile 
seal using BioSealer®. Inlet and outlet lines 
are made of C-Flex® + Silicone TuFlux®  
tubings for welding, sealing and pumping


Flexsafe® 3D bags allow for cell harvest 
transfer to most common single-use and 
stainless steel downstream purification 
systems with a variety of sterile and aseptic 
connections


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


Media Buffer Drug Substance Drug Product


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Cell Harvest & DSP
Flexsafe® 2D Flexsafe® 3D


Flexsafe® > 1,000 L 


Cell Harvest  
or Downstream 
Intermediates 
Storage and 
Shipping


Clarification  
and Sterilizing  
Filtration  
from Bioreactor


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates 


Harvest or 
Downstream 
Intermediates 
Transfer
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 Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration, Storage and Shipping in Palletank


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


100 L FIS126698 2 Sartopore® 2 XLG  
0.8 | 0.2 μm


MidiCaps® size 9


½” Opta® SFT male


FIS126718 3 ½” Opta® SFT female
NA


FIS126746 3 MPX female + sealing cap
200 L FIS126699 2 Sartopore® 2 XLG  


0.8 | 0.2 μm
MidiCaps® size 0


FIS126719 3 ½” Opta® SFT female
NA


FIS126747 3 MPX female + sealing cap
500 L FIS126700 2 Sartopore® 2 XLG  


0.8 | 0.2 μm
MaxiCaps® size 1 
T-style


FIS126720 3 ½” Opta® SFT female
NA


FIS126748 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Opta® SFT male for sterile  
connection 


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates 
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 Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration, Storage and Shipping in Palletank


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


100 L FIS126767 2 Sartopore® XLG  
0.8 | 0.2 μm


MidiCaps® size 9


½" × ¾" Clear C-Flex®  
+ MPX male  
+ MPX double female  
+ sealing cap


FIS126742 3 ½” Opta® SFT female
NA


FIS126489 3 MPX female + sealing cap
200 L FIS126768 2 Sartopore® XLG  


0.8 | 0.2 μm
MidiCaps® size 0


FIS126743 3 ½” Opta® SFT female
NA


FIS126490 3 MPX female + sealing cap
500 L FIS126769 2 Sartopore® XLG  


0.8 | 0.2 μm
MaxiCaps® size 1 
T-style


FIS126744 3 ½” Opta® SFT female
NA


FIS126491 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates 
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration, Storage and Shipping in Palletank


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126767 2 Sartopore® 2 XLG  
0.8 | 0.2 μm


MidiCaps® size 9


½” MPX male  
+ MPX double female  
+ sealing cap


FIS126742 3 ½” Opta® SFT female
NA


FIS126489 3 MPX female + sealing cap
200 L FIS126768 2 Sartopore® 2 XLG  


0.8 | 0.2 μm
MidiCaps® size 0


FIS126743 3 ½” Opta® SFT female
NA


FIS126490 3 MPX female + sealing cap
500 L FIS126769 2 Sartopore® 2 XLG  


0.8 | 0.2 μm
MaxiCaps® size 1 
T-style


FIS126744 3 ½” Opta® SFT female
NA


FIS126491 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates 
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 Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration, Storage and Shipping in Palletank


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126759 2 Sartopore® XLG  
0.8 | 0.2 μm


MidiCaps® size 9


½” Tri-Clamp 1½”  
sanitary flange with gasket,  
cap & union


FIS126738 3 ½” Opta® SFT female
NA


FIS126255 3 MPX female + sealing cap
200 L FIS126760 2 Sartopore® XLG  


0.8 | 0.2 μm
MidiCaps® size 0


FIS126739 3 ½” Opta® SFT female
NA


FIS126256 3 MPX female + sealing cap
500 L FIS126761 2 Sartopore® XLG  


0.8 | 0.2 μm
MaxiCaps® size 1 
T-style


FIS126740 3 ½” Opta® SFT female
NA


FIS126257 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1,5 m (60”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Tri-Clamp flange for sanitary  
or aseptic connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500273 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” Opta® SFT male


FIS500290 2 ½” Opta® SFT female
NA


FIS500300 2 MPX female + sealing cap
1,500 L FIS500281 2 Sartopore® 2 XLG MaxiCaps® Size 2


FIS500291 2 ½” Opta® SFT female
FIS500301 2 MPX female + sealing cap


2,000 L FIS500282 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500292 2 ½” Opta® SFT female


NA
FIS500302 2 MPX female + sealing cap


2,500 L FIS500283 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500293 1 ½” Opta® SFT female


NA
FIS500303 1 MPX female + sealing cap


3,000 L FIS500284 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500294 1 ½” Opta® SFT female


NA
FIS500304 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Drug Substance Drug Product


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Cell Harvest & DSP
Flexsafe® 2D Flexsafe® 3D


Flexsafe® > 1,000 L 


Sterile Weld


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Sanitary or Aseptic Connection  
to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection 
Opta® SFT male for sterile 
connection 


Cell Harvest  
& Downstream 
Intermediates 
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Sterile Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS302278 2 ¾” Opta® SFT female NA


¾” Opta® SFT male
1,500 L FIS302279 2 ¾” Opta® SFT female NA
2,000 L FIS500275 2 ¾” Opta® SFT female NA
2,500 L FIS500276 1 ¾” Opta® SFT female NA
3,000 L FIS302282 1 ¾” Opta® SFT female NA


1  Inlet tubing line from connector Opta® to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 


Opta® SFT female


 
Opta® SFT male for  
sterile connection 


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


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


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500360 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” × 3” C-Flex®  
+ MPX male 
+ MPX double female
+ sealing cap


FIS500330 2 ½” Opta® SFT female
NA


FIS302338 2 MPX female + sealing cap
1,500 L FIS500361 2 Sartopore® 2 XLG MaxiCaps® Size 2


FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPX female + sealing cap


2,000 L FIS500362 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500331 2 ½” Opta® SFT female


NA
FIS302340 2 MPX female + sealing cap


2,500 L FIS500363 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPX female + sealing cap


3,000 L FIS500364 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


MPX quick coupler female  
with sealing cap or 


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


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


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


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


Sterile Weld to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500375 2 ¾” Opta® SFT female NA


¾” × 1” C-Flex®  
+ MPU male
+ sealing cap


FIS500365 2 MPU female + sealing cap
1,500 L FIS500376 2 ¾” Opta® SFT female NA


FIS500366 2 MPU female + sealing cap
2,000 L FIS500377 2 ¾” Opta® SFT female NA


FIS500367 2 MPU female + sealing cap
2,500 L FIS500378 1 ¾” Opta® SFT female NA


FIS500368 1 MPU female + sealing cap
3,000 L FIS500379 1 ¾” Opta® SFT female NA


FIS500369 1 MPU female + sealing cap


1  Inlet tubing line from connector to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 


Opta® SFT female


MPU quick coupler female


MPU male with  
sealing plug for  
quick coupling


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500360 2 Sartopore® 2 XLG MaxiCaps® Size 2


1” × 3” C-Flex®  
+ MPX male 
+ MPX double female
+ sealing cap


FIS500330 2 ½” Opta® SFT female
NA


FIS302338 2 MPX female + sealing cap
1,500 L FIS500361 2 Sartopore® 2 XLG MaxiCaps® Size 2


FIS500334 2 ½” Opta® SFT female
FIS302339 2 MPX female + sealing cap


2,000 L FIS500362 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500362 2 ½” Opta® SFT female


NA
FIS302340 2 MPX female + sealing cap


2,500 L FIS500363 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500332 1 ½” Opta® SFT female


NA
FIS302341 1 MPX female + sealing cap


3,000 L FIS500364 1 Sartopore® 2 XLG MaxiCaps® Size 3
FIS500333 1 ½” Opta® SFT female


NA
FIS302342 1 MPX female + sealing cap


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® 2 XLG 0.8 |0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


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


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Quick Coupler Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500375 2 ¾” Opta® SFT female NA


¾” × 1” C-Flex®  
+ MPU male
+ sealing cap


FIS500365 2 MPU female + sealing cap
1,500 L FIS500376 2 ¾” Opta® SFT female NA


FIS500366 2 MPU female + sealing cap
2,000 L FIS500377 2 ¾” Opta® SFT female NA


FIS500367 2 MPU female + sealing cap
2,500 L FIS500378 1 ¾” Opta® SFT female NA


FIS500368 1 MPU female + sealing cap
3,000 L FIS500379 1 ¾” Opta® SFT female NA


FIS500369 1 MPU female + sealing cap


1  Inlet tubing line from connector Opta® to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 2.5 m (98”) +  
¾” × 1” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Opta® SFT female


MPU quick coupler female 
with sealing cap or C-Flex® 


tube for sterile weld with 
BioWelder® TC


MPU male with  
sealing plug for  
quick coupling


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500340 2 Sartopore® 2 XLG MaxiCaps® Size 2


½" ID tubing,  
Tri-Clamp 1 ½ sanitary flange 
with gasket, cap & union


FIS500350 2 ½” Opta® SFT female NA
1,500 L FIS500341 2 Sartopore® 2 XLG MaxiCaps® Size 2


FIS500351 2 ½” Opta® SFT female NA
2,000 L FIS500342 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500352 2 ½” Opta® SFT female NA
2,500 L FIS500343 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500353 1 ½” Opta® SFT female NA
3,000 L FIS500344 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500354 1 ½” Opta® SFT female NA


1  Inlet tubing line from end line to bag:  
½” × ¾” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
½” ID Silicone TuFlux® 2,5 m (98”) +  
½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 
 
 
 


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


Tri-Clamp flange  
for sanitary or aseptic  
connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Flexsafe® 3D Pre-designed Solutions for  


Cell Harvest & Downstream Intermediates Filtration and Storage in Palletank


Tri-Clamp Connection to Downstream Systems – High Flow Rate


Inlet1 Outlet2


Bag  
Volume


Part  
number


Units per 
box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector on  
draining line


1,000 L FIS500345 2 Sartopore® 2 XLG MaxiCaps® Size 2


¾" ID tubing,  
Tri-Clamp 1 ½ sanitary flange 
with gasket, cap & union


FIS500355 2 ¾” Opta® SFT female NA
1,500 L FIS500346 2 Sartopore® 2 XLG MaxiCaps® Size 2


FIS500356 2 ¾” Opta® SFT female NA
2,000 L FIS500347 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500357 2 ¾” Opta® SFT female NA
2,500 L FIS500348 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500358 1 ¾” Opta® SFT female NA
3,000 L FIS500349 1 Sartopore® 2 XLG MaxiCaps® Size 3


FIS500359 1 ¾” Opta® SFT female NA


1  Inlet tubing line from end line to bag with filter: 
½” × ¾” Clear C-Flex® 1.5 m (60”)


1  Inlet tubing line from connector to bag:  
¾” x 1” Clear C-Flex® 1.5 m (60”)


2  Outlet tubing line from bag to end line:  
¾” ID Silicone TuFlux® 3 m (118”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


 
 
 
 


Sartopore® 2 XLG 0.8 | 0.2 μm


Opta® SFT female


Tri-Clamp flange  
for sanitary or aseptic  
connection


Sterile Weld
Cell Harvest  
& Downstream 
Intermediates Sanitary or Aseptic Connection  


to Downstream Systems Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Quick Coupler Connection
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Drug Substances 


Flexsafe® 2D solutions for durg substances 
purification are available with Sartopore® 
Platinum 0.45 | 0.2 μm. The outstanding 
wetting properties of the modified mem-
brane reduce by ten times the flushing  
volumes and facilitate pre-use filter  
integrity testing.


Flexsafe® 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


Test line with Midisart® BV 0.2 μm filter
is installed on the inlet line to allow
sterile point of use integrity testing using  
the FlexAct® BT.


Flexsafe® 2D Pre-designed Solutions for


Sampling
 − Clave needleless sampling port


Outlet Line
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection
 − C-Flex® tube for sterile weld with  


BioWelder® TC


Inlet Line
Sterilizing Filtration


 − Sartopore® Platinum 0.45 | 0.2 μm


Connection for Alternative  
Filter Line


 − Opta® SFT female
 − C-Flex® tube for sterile weld  


with BioWelder® TC
 − MPC quick coupler female


 − MPC quick coupler male & cap  
for sanitary or aseptic connection  
to single-use systems


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


Sartopore® filters can be disconnected  
for post-use integrity testing with sterile 
seal using BioSealer®. Inlet and outlet  
lines are made of Clear C-Flex® tubings for 
welding and sealing.


Flexsafe® 2D bags allow for cell harvest 
transfer to most common single-use and 
stainless steel downstream purification  
systems with a variety of sterile and aseptic 
connections.


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


 
Test Line for FlexAct® BT


 − Test line with Midisart® BV 0.2 μm 
filter and ¼" Tri-Clamp for point of 
use integrity test with FlexAct® BT 


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Drug Substance


Flexsafe® 3D
Flexsafe® 2D


Drug Substance 
Transfer


Drug Substance 
Storage and  
Shipping


Sterilizing  
Filtration between 
Purification Steps Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Drug  
Substance 
Purification
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Drug Substances 
Flexsafe® 2D Pre-designed Solutions for


Sterile Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130169 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


a” Opta® SFT male


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130183 16 a” Opta® SFT female
NA


FLS130181 16 a” MPC female + sealing cap
5 L FLS130074 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


FLS130096 16 a” Opta® SFT female
NA


FLS130093 16 a” MPC female + sealing cap
10 L FLS130079 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130097 8 a” Opta® SFT female
NA


FLS130094 8 a” MPC female + sealing cap
20 L FLS130080 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130098 8 a” Opta® SFT female
NA


FLS130095 8 a” MPC female + sealing cap
50 L FLS130172 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130184 8 a” Opta® SFT female
NA


FLS130182 8 a” MPC female + sealing cap
 
1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


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


Opta® SFT male for sterile  
connection 


Outlet Line


Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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Drug Substances 
Flexsafe® 2D Pre-designed Solutions for


Sterile Weld to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130167 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130179 16 a” Opta® SFT female
NA


FLS130177 16 a” MPC female + sealing cap
5 L FLS130072 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


FLS130090 16 a” Opta® SFT female
NA


FLS130087 16 a” MPC female + sealing cap
10 L FLS130075 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130091 8 a” Opta® SFT female
NA


FLS130088 8 a” MPC female + sealing cap
20 L FLS130076 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130092 8 a” Opta® SFT female
NA


FLS130089 8 a” MPC female + sealing cap
50 L FLS130170 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130180 8 a” Opta® SFT female
NA


FLS130178 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


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


with BioWelder® TC


Outlet Line


Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


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


Back to Digital  
Selection Map


75







Drug Substances 
Flexsafe® 2D Pre-designed Solutions for


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag  
volume


Part  
number


Units  
per box


Filter or distal connector  
on filling line


Filter type  
and size


Distal connector 
on draining line


Sampling line


3 L FLS130167 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


a” × b” C-Flex® + 
a” MPC male + 
sealing cap


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130179 16 a” Opta® SFT female
NA


FLS130177 16 a” MPC female + sealing cap
5 L FLS130072 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


FLS130090 16 a” Opta® SFT female
NA


FLS130087 16 a” MPC female + sealing cap
10 L FLS130075 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130091 8 a” Opta® SFT female
NA


FLS130088 8 a” MPC female + sealing cap
20 L FLS130076 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130092 8 a” Opta® SFT female
NA


FLS130089 8 a” MPC female + sealing cap
50 L FLS130170 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130180 8 a” Opta® SFT female
NA


FLS130178 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


MPC quick coupler male & 
female with cap for sanitary  


or aseptic connection


Outlet Line


Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


MPC quick coupler female 
with sealing cap or  
C-Flex® tube for sterile weld 
with BioWelder® TC
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Drug Substances 
Flexsafe® 2D Pre-designed Solutions for


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130168 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


a” Tri-Clamp 
¾” sanitary flange 
with gasket,  
cap & union


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130175 16 a” Opta® SFT female
NA


FLS130173 16 a” MPC female + sealing cap
5 L FLS130073 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


FLS130084 16 a” Opta® SFT female
NA


FLS130081 16 a” MPC female + sealing cap
10 L FLS130077 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130085 8 a” Opta® SFT female
NA


FLS130082 8 a” MPC female + sealing cap
20 L FLS130078 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130086 8 a” Opta® SFT female
NA


FLS130083 8 a” MPC female + sealing cap
50 L FLS130171 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130176 8 a” Opta® SFT female
NA


FLS130174 8 a” MPC female + sealing cap


1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” TuFlux® SIL 300 mm (12”)


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Tri-Clamp flange for sanitary  
or aseptic connection


Outlet Line


Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


MPC quick coupler female 
with sealing cap or  
C-Flex® tube for sterile weld 
with BioWelder® TC
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Flexsafe® 3D Pre-designed Solutions for  


Drug Substance Filtration, Storage and Shipping


Flexsafe® PDS for drug substance feature  
the Sartopore® Platinum 0.45 | 0.2 μm with 
exceptional throughput, flowrate and wet-
ting 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 retest-
ing due to insufficient wetting.


Flexsafe® 3D bags without filters are  
also available for sterile connection  
to alternative Sartopore filter transfer set 
using Opta® ½” or welding with  
BioWelder® TC.


Sartopore filters can be disconnected  
for post-use integrity testing with sterile 
seal using BioSealer®. 


Inlet and outlet lines are made of C-Flex®  
+ Silicone TuFlux® for welding, sealing and 
pumping.


Flexsafe® 3D 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.


Sartopore® Platinum reduce by ten times the wetting volumes  
for integrity testing


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


Test line for Point of use leak test
–  C-Flex® for sterile weld with  


Biowelder® TC
–  Sartopore® Air Filter size 7 keeps  


the sterility of the 3D bag during testing 
and filling


Sampling
– Needleless sampling port


Inlet line
Sterilizing-grade filtration between  
purification steps


 − Sartopore® Platinum 0.45 | 0.2 μm  
for efficient wetting and integrity  
testing


Connection for alternative filter  
transfer set


 − Opta® SFT female


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


 − MPX quick coupler female


Outlet line 
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection


 − C-Flex® with MPX plug for sterile weld  
to single-use system


 − MPX Quick couplers for sanitary or  
aseptic connection to single-use system


 − Tri-Clamp flange for sanitary or aseptic 
connection to stainless steel system


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Drug Substance


Flexsafe® 3D
Flexsafe® 2D


Drug Substance 
Transfer


Drug Substance 
Storage and  
Shipping


Sterilizing  
Filtration between 
Purification Steps Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


2 × 20” Filters |  
1 × 200 L Flushing Tank


1 × 20” Sartopore® Platinum |  
1 × 20 L Flushing Bag


Drug  
Substance 
Purification 
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Flexsafe® 3D Pre-designed Solutions for  


Drug Substance Filtration, Storage and Shipping in Palletank


Sterile Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126792 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 7


½” Opta® SFT male


FIS301530 3 ½” Opta® SFT female
NA


FIS301531 3 MPX female + sealing cap
200 L FIS126793 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps® size 8


FIS301535 3 ½” Opta® SFT female
NA


FIS301536 3 MPX female + sealing cap
500 L FIS126794 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps® size 9


FIS301542 3 ½” Opta® SFT female
NA


FIS301543 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Leak Test Line


–  ½” × 3” Clear C-Flex® 1,500 mm (59”) +  
Sartopore® Air filter 0.2 μm size 7  
(Inlet 1 ½” tri-clamp) up to 500 L


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum  
0.45 | 0.2 μm


Opta® SFT female 


MPX quick coupler female 
with sealing cap or 


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


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the Sartocheck® 4 
+ bag tester up to 500 L


 
Opta® SFT male for sterile  
connection 


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Drug  
Substance 
Purification 


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
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 Flexsafe® 3D Pre-designed Solutions for  


Drug Substance Filtration, Storage and Shipping in Palletank


Sterile Weld to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126788 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps®  
size 7


½” × ¾” C-Flex®  
+ MPX male  
+ MPX double female  
+ sealing cap


FIS301532 3 ½” Opta® SFT female
NA


FIS300131 3 MPX female + sealing cap
200 L FIS126789 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps®  
size 8


FIS301537 3 ½” Opta® SFT female
NA


FIS300132 3 MPX female + sealing cap
500 L FIS126790 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps®  
size 9


FIS301544 3 ½” Opta® SFT female
NA


FIS300133 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum  
0.45 | 0.2 μm


Opta® SFT female 


MPX quick coupler female 
with sealing cap or 


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


Sanitary or Aseptic Connection  
to Downstream Systems


Quick Coupler Connection


Tri-Clamp Connection


Drug  
Substance 
Purification 


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the Sartocheck® 4 
+ bag tester up to 500 L


C-Flex® tube with MPX  
sealing cap for sterile weld  
with BioWelder® TC
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Flexsafe® 3D Pre-designed Solutions for  


Drug Substance Filtration, Storage and Shipping in Palletank


Quick Coupler Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126788 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps®  
size 7


½” × ¾” C-Flex®  
+ MPX male  
+ MPX double female  
+ sealing cap


FIS301532 3 ½” Opta® SFT female
NA


FIS300131 3 MPX female + sealing cap
200 L FIS126789 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps®  
size 8


FIS301537 3 ½” Opta® SFT female
NA


FIS300132 3 MPX female + sealing cap
500 L FIS126790 2 Sartopore® Platinum  


0.45 | 0.2 μm
MidiCaps®  
size 9


FIS301544 3 ½” Opta® SFT female
NA


FIS300133 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum 
0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the Sartocheck® 4 
+ bag tester up to 500 L


MPX quick coupler male & 
female with cap for sanitary  
or aseptic connection
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 Flexsafe® 3D Pre-designed Solutions for  


Drug Substance Filtration, Storage and Shipping in Palletank


Tri-Clamp Connection to Downstream Systems


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


100 L FIS126780 2 Sartopore® Platinum
0.45 | 0.2 μm


MidiCaps® size 7


½” Tri-Clamp 1½”  
sanitary flange with gasket,  
cap & union


FIS301533 3 ½” Opta® SFT female
NA


FIS301534 3 MPX female + sealing cap
200 L FIS126781 2 Sartopore® Platinum


0.45 | 0.2 μm
MidiCaps® size 8


FIS301538 3 ½” Opta® SFT female
NA


FIS301539 3 MPX female + sealing cap
500 L FIS126782 2 Sartopore® Platinum


0.45 | 0.2 μm
MidiCaps® size 9


FIS301545 3 ½” Opta® SFT female
NA


FIS301546 3 MPX female + sealing cap
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1,5 m (60”)


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum 
0.45 | 0.2 μm


Opta® SFT female


MPX quick coupler female 
with sealing cap or 


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


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the Sartocheck® 4 
+ bag tester up to 500 L 


 
Tri-Clamp flange for sanitary  
or aseptic connection


Sterile Connection  
to Downstream Systems


Sterile Connection


Sterile Weld
Drug  
Substance 
Purification Sanitary or Aseptic Connection  


to Downstream Systems
Quick Coupler Connection


Tri-Clamp Connection
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Inlet Line
Sterilizing Filtration


 − Sartopore® Platinum 0.45 | 0.2 μm


Connection for Alternative  
Filter Line


 − Opta® SFT female
 − C-Flex® tube for sterile weld  


with BioWelder® TC
 − MPC quick coupler female


Flexsafe® 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. 


Drug Product Formulation


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


Flexsafe® 2D bags without filters are  
also available for sterile connection to 
alternative Sartopore filter line using  
Opta® or welding with BioWelder® TC. 


Sartopore® filters can be disconnected for 
post-use integrity testing using BioSealer®. 


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


Test line with Midisart® BV 0.2 μm filter
is installed on the inlet line to allow
sterile point of use integrity testing using  
the FlexAct® BT.


Flexsafe® 2D Pre-designed Solutions for


Sampling
 − Clave needleless sampling port


Outlet Line
Connection and transfer by pumping  
or gravity


 − Opta® SFT male for sterile connection
 − C-Flex® tube for sterile weld with  


BioWelder® TC


 − MPC quick coupler male & cap  
for sanitary or aseptic connection  
to single-use systems


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


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


 
Test Line for FlexAct® BT


 − Test line with Midisart® BV 0.2 μm 
filter and ¼" Tri-Clamp for point of 
use integrity test with FlexAct® BT 


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Drug Product


Flexsafe® 3D
Flexsafe® 2D


Sterilizing  
Filtration 


Drug Product  
Formulation


Drug Product 
Transfer


Drug Product 
Storage


Sterile Connection  
to Final Filling


Sterile Connection


Sterile Weld
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Drug Product Formulation
Flexsafe® 2D Pre-designed Solutions for


Sterile Connection to Final Formulation & Filling


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on draining line


Sampling line


3 L FLS130185 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


a” Opta® SFT male


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


FLS130187 16 a” Opta® SFT female NA
5 L FLS130099 16 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 4


FLS130102 16 a” Opta® SFT female NA
10 L FLS130100 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130103 8 a” Opta® SFT female NA
20 L FLS130101 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130104 8 a” Opta® SFT female NA
50 L FLS130186 8 Sartopore® Platinum 0.45 | 0.2 μm MidiCaps® size 7


FLS130188 8 a” Opta® SFT female NA
 
1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sterile Connection  
to Final Filling


Sterile Connection


Sterile Weld


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


C-Flex® with press-in-plug for 
sterile weld with BioWelder® TC 
 Opta® SFT male for sterile  


connection to final filling


Outlet Line


Drug Product  
Formulation


Back to Digital  
Selection Map


84







Drug Product Formulation
Flexsafe® 2D Pre-designed Solutions for


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


Leak Test Line


–  ¼” × a” Clear C-Flex® 300 mm (12”) +  
Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 
100 mm (4”) + ¾” Tri-Clamp with gasket,  
cap & union


Sterile Weld to Final Formulation & Filling


Inlet1 Outlet2 Sampling
Bag 
volume


Part  
number


Units  
per box


Distal connector on filling line Distal connector 
on draining line


Sampling line


3 L FLS130189 16 a” ID C-Flex® + a” press-in-plug


a” ID C-Flex® + a” 
press-in-plug


¼” ID Silicone TuFlux® 
100 mm (4”) +  
Luer Lock female +  
Clave connector


5 L FLS130105 16 a” ID C-Flex® + a” press-in-plug
10 L FLS130106 8 a” ID C-Flex® + a” press-in-plug
20 L FLS130107 8 a” ID C-Flex® + a” press-in-plug
50 L FLS130190 8 a” ID C-Flex® + a” press-in-plug


 
1 Inlet tubing line from end line to bag: a” × b” Clear C-Flex® 500 mm (20”) + Clipster® in a separate pouch
2 Outlet tubing line from bag to end line: a” × b” Clear C-Flex® 500 mm (20”)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Inlet Line
Test line with Midisart® BV 0.2 μm  
filter and ¾” Tri-Clamp
Sartopore® Platinum 0.45 | 0.2 μm
Opta® SFT female


C-Flex® with press-in-plug for  
sterile weld with BioWelder® TC 
 


C-Flex® with press-in- 
plug for sterile weld with  


BioWelder® TC


Outlet Line
Sterile Connection  
to Final Filling Sterile Weld


Drug Product  
Formulation


Sterile Connection


Back to Digital  
Selection Map


85







2 × 20” Filters |  
1 × 200 L Flushing Tank


1 × 20” Sartopore® Platinum |  
1 × 20 L Flushing Bag


 Flexsafe® 3D Pre-designed Solutions for  


Drug Product Filtration, Storage and Filling


Flexsafe® 3D advanced solutions for drug 
product feature the Sartopore® Platinum  
0.45 | 0.2 μm. The outstanding wetting  
properties of the modified membrane 
reduce by ten times the flushing volumes 
and facilitate pre-use filter integrity testing. 


Flexsafe® 3D bags without filters are also 
available for sterile connection to alterna-
tive Sartopore filter transfer set using Opta® 
1” or welding with BioWelder® TC. 


Sartopore® filters can be disconnected for 
post-use integrity testing using BioSealer®. 


Inlet and outlet lines are made of C-Flex® + 
Silicone TuFlux® for welding, sealing and 
pumping. 


Flexsafe® 3D 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. 


Every production batch of  
Flexsafe® 3D Bags for drug product 
are tested for bioburden, particles 
and endotoxins.


Sartopore® Platinum reduce by ten times the wetting volumes  
for integrity testing


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


Test line for Point of use leak test 
–  C-Flex® for sterile weld with Biowelder® TC
–  Sartopore® Air Filter size 7 keeps the  


sterility of the 3D bag during testing  
and filling.


Sampling
– Needleless sampling port


Inlet line
Sterilizing-grade filtration from  
formulation mixer


 − Sartopore® Platinum 0.45 | 0.2 μm for 
efficient wetting and integrity testing


Connection for alternative filter  
transfer set


 − Opta® SFT female


 − C-Flex® tube weld with BioWelder® TC


Outlet line 
Connection and transfer by pumping


 − Opta® SFT male for sterile connection


 − C-Flex® with quick coupler and plug  
for sterile welding to single-use system


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Drug Product


Flexsafe® 3D
Flexsafe® 2D


Sterilizing  
Filtration 


Drug Product 
Transfer


Drug Product 
Storage


Drug Product 
Formulation


Sterile Connection


Sterile Connection to 
Final Filling


Sterile Weld


Aseptic Transfer
to an Isolator
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Flexsafe® 3D Pre-designed Solutions for  


Drug Product Filtration and Storage in Palletank


Sterile Connection to Final Filling


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


100 L FIS127157 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 7


½” Opta® SFT male


FIS126819 3 ½” Opta® SFT female
NA


FIS126821 3 Press in plug


200 L FIS127158 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 8


FIS301540 3 ½” Opta® SFT female
NA


FIS126822 3 Press in plug
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Leak Test Line


–  ½” × 3” Clear C-Flex® 1,500 mm (59”) + 
Sartopore® Air filter 0.2 μm size 7  
(Inlet 1 ½” tri-clamp)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum  
0.45 | 0.2 μm


Opta® SFT female


C-Flex® with press-in-plug 
for sterile weld with  


BioWelder® TC


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the  
Sartocheck® 4+ bag tester  


Opta® SFT male for sterile  
connection to final filling


Sterile Connection to 
Final Filling


Drug Product 
Formulation


Sterile Connection


Aseptic Transfer
to an Isolator


Sterile Weld
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 Flexsafe® 3D Pre-designed Solutions for  


Drug Product Filtration and Storage in Palletank


Sterile Weld to Final Filling


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


100 L FIS126879 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 7


½” × ¾” C-Flex®  
+ Press-in-plug


FIS126823 3 ½” Opta® SFT female
NA


FIS126825 3 Press in plug


200 L FIS126880 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 8


FIS126824 3 ½” Opta® SFT female
NA


FIS126826 3 Press in plug
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: ½” ID Silicone TuFlux® 1 m (40”) + ½” × ¾” Clear C-Flex® 0.5 m (20”)


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


Leak Test Line


–  ½” × 3” Clear C-Flex® 1,500 mm (59”) + 
Sartopore® Air filter 0.2 μm size 7  
(Inlet 1 ½” tri-clamp)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum  
0.45 | 0.2 μm


Opta® SFT female


C-Flex® with press-in-plug 
for sterile weld with  


BioWelder® TC


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the  
Sartocheck® 4+ bag tester


C-Flex® with press-in-plug  
for sterile weld with  
BioWelder® TC


Sterile Connection to 
Final Filling


Drug Product 
Formulation


Sterile Connection


Aseptic Transfer
to an Isolator


Sterile Weld


Back to Digital  
Selection Map


88







 Flexsafe® 3D Pre-designed Solutions for  


Drug Product Filtration and Storage in Palletank


Sterile Connection to an Isolator for Final Filling


Inlet1 Outlet2


Bag volume Part  
number


Units per  
box


Filter or distal  
connector on filling line


Filter type  
and size


Distal connector  
on outlet line


100 L FIS126817 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 7


a” GammaSart®  
for aseptic transfer in  
isolator


FIS126827 3 ½” Opta® SFT female
NA


FIS126829 3 Press in plug


200 L FIS126818 2 Sartopore® Platinum  
0.45 | 0.2 μm


MidiCaps® size 8


FIS126828 3 ½” Opta® SFT female
NA


FIS301541 3 Press in plug
 
1 Inlet tubing line from end line to bag: ½” × ¾” Clear C-Flex® 0.5 m (20”) + ½” ID Silicone TuFlux® 1 m (40”)
2  Outlet tubing line from bag to end line: a” ID Clear C-Flex® 0.5 m (20”) + ½” × ¾” Silicone TuFlux® 2 m (80”)


Leak Test Line


–  ½” × 3” Clear C-Flex® 1,500 mm (59”) + 
Sartopore® Air filter 0.2 μm size 7  
(Inlet 1 ½” tri-clamp)


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Sartopore® Platinum  
0.45 | 0.2 μm


Opta® SFT female


C-Flex® with press-in-plug 
for sterile weld with  


BioWelder® TC


Test line with Sartopore® Air  
filter 0.2 μm allowing the  
connection to the  
Sartocheck® 4+ bag tester 


GammaSart® sterile 
connection for aseptic 
transfer to an isolator


Sterile Connection to 
Final Filling


Drug Product 
Formulation


Sterile Connection


Sterile Weld


Aseptic Transfer
to an Isolator
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 Flexsafe® 2D Pre-designed Solutions for  


Sampling in Flexsafe® 2D Bags


Flexsafe® 2D pre-designed solutions  
for sampling are designed to easily take 
samples across all your process steps.


Flexsafe® 2D pre-designed solutions allow 
for sanitary sampling through usual  
connectors or aseptic sampling when the 
connection is performed under laminar  
air flow conditions.


Inlet1 Outlet1


Bag Volume Part Number Units per box Distal Connector on Filling Line Distal Connector on Draining Line


20 mL FLS130111 20


4” MPC male + sealing cap 4” MPC male + sealing cap


50 mL FLS130112 20
150 mL FLS130000 20
250 mL FLS130001 20
500 mL FLS130002 20
1,000 mL2 FLS130123 20
3,000 mL2 FLS130124 16
20 mL FLS130113 20


4” MPC female + sealing cap 4” MPC male + sealing cap


50 mL FLS130114 20
150 mL FLS130003 20
250 mL FLS130004 20
500 mL FLS130005 20
1,000 mL2 FLS130125 20
3,000 mL2 FLS130126 16
20 mL FLS130115 20


4” MPC female + sealing cap Luer Lock female + Clave connector
50 mL FLS130116 20
150 mL FLS130006 20
250 mL FLS130007 20
500 mL FLS130008 20
20 mL FLS130117 20


Luer Lock female + cap Luer Lock female + Clave connector
50 mL FLS130118 20
150 mL FLS130009 20
250 mL FLS130010 20
500 mL FLS130011 20


1   Inlet and outlet tubing:  ¼” × a” Silicone 150 mm (6”)
2   Third line with Silicone tubing and needleless Clave connecteur for 1 L and 3 L bags


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


Filling or Draining Lines
– Silicone TuFlux® tube
– Clear C-Flex® tube


Inlet or Outlet Connections
– MPC quick coupler male or female
– Luer lock male or female
– Luer lock and needleless sampling port


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Back to Digital  
Selection Map


90







 Flexsafe® 2D Pre-designed Solutions for  


Sampling in Flexsafe® 2D Bags


Inlet1 Outlet1


Bag Volume Part Number Units per box Distal Connector on Filling Line Distal Connector on Draining Line


20 mL FLS130119 20


Luer Lock female + cap Luer Lock male + cap


50 mL FLS130120 20
150 mL FLS130012 20
250 mL FLS130013 20
500 mL FLS130014 20
1,000 mL2 FLS130127 20
3,000 mL2 FLS130128 16


1   Inlet and outlet tubing:  ¼” × a” Silicone 150 mm (6”)
2   Third line with Silicone tubing and needleless Clave connecteur for 1L and 3L bags


Inlet2 Outlet2


Bag Volume Part Number Units per box Distal Connector on Filling Line Distal Connector on Draining Line


20 mL FLS130121 10


4” MPC female + sealing cap 4” MPC male + sealing cap


50 mL FLS130122 10


150 mL FLS130015 10


250 mL FLS130016 10


500 mL FLS130017 10


1,000 mL3 FLS130129 10


3,000 mL3 FLS130130 16


2    Inlet and outlet tubing:  ¼” × a” Clear C-Flex® 500 mm (20”)
3   Third line with Silicone tubing and needleless Clave connecteur for 1L and 3L bags


Filling or Draining Lines
– Silicone TuFlux® tube
– Clear C-Flex® tube


Inlet or Outlet Connections
– MPC quick coupler male or female
– Luer lock male or female
– Luer lock and needleless sampling port


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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Flexsafe® 2D Handling & Shipping Solutions  


Flexsafe® 2D Bags in Shell for Robust Liquid Handling and Shipping


The Outstanding Strength & Flexibility of Flexsafe® Bags Provide Safe & Reliable Liquid Handling & Shipping


Filling Site: Flexsafe® Shipping System User site


5 L & 10 L


Bag Volume Part Number Units per box Description Inlet1 Outlet
5 L FLS303106 2 Flexsafe® 5 L  


(Shell, MPC, TC)


a" MPC female + sealing cap


Tri-clamp ¾" flange with gasket, 
union & cap2


5 L FLS303107 2 Flexsafe® 5 L  
(Shell, MPC, LT/MPC)3 a" MPC male + sealing cap1


10 L FLS303108 1 Flexsafe® 10 L  
(Shell, MPC, TC)


Tri-clamp ¾" flange with gasket, 
union & cap2


10 L FLS303109 1 Flexsafe® 10 L  
(Shell, MPC, LT/MPC)3 a" MPC male + sealing cap1


1  Inlet & outlet tubing: a" Clear C-Flex® 500 mm (20"). Third line with Silicon tubing & needleless clave connector.
2 Outlet tubing: a" Silicone TuFlux® 500 mm (20")
3 Leak Test Line: ¼” × a Clear C-Flex® 300 mm (12”) + Midisart® BV 0.2 μm + ¼” ID Silicone TuFlux® 100 mm (4”) + ¾” Tri-Clamp with gasket, cap & union


Shippers & Standalone Shells


Bag Volume Part Number Units per box Description
5 L FLA302721 10 units shippers  


20 units PE overpouches
Standard Shipper for 5 L shell with double PE overpouches per shipper


10 L FLA300318 10 units shippers  
20 units PE overpouches


Standard Shipper for 10 L shell with double PE overpouches per shipper


5 L FLA302701 5 top + 5 bottom Standard Shell 5 L 2D bag handling
10 L FLA300213 5 top + 5 bottom Standard Shell 10 L 2D bag handling


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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 Flexsafe® Pre-designed Solutions for  


Point-of-Use Integrity and Leak Test for Flexsafe® 2D and 3D Bags


Watch FlexAct®  
BT Video:


https://www.youtube.com/
watch?v=enmMhorDjHQ


Current regulatory standards and associated 
guidelines have been moving quickly in  
the past few years and continue to evolve 
towards increased patient safety. The most 
recent up-date of the GMP Annex 1:  
Manufacture of sterile products issued in 
draft in 2020 provides “general guidance 
that should be used for the manufacture of 
all sterile products using the principles of 
Quality Risk Management (QRM), to ensure 
that microbial, particulate and pyrogen  
contamination is prevented in the final 
product.” The risk of holes or leakages 
induced by implementation of single-use 
systems in bioprocessing has to be addressed 
into the process risk analysis as part of the 
contamination control strategy (CCS) and 
has to be mitigated by appropriate controls 
and | or validation steps. Point-of-Use  
Integrity  test is the post installation test 
providing assurance of bag integrity right 
before filling.


Fast & Easy to Use
–  The well-known ASTM F2095-07 standard 


pressure decay leak test at point of use  
and the well-established Sartocheck®  
technology make it easy to implement –  
The restraining plates allow a small inflation 
volume thus reduce the total test time  
to less than 10 minutes


–  The 3D bags are tested in their container, 
avoiding any further handling before filling


–  The MultiUnit tester option increases test 
productivity by testing two 2D bags simulta-
neously and allows filter integrity testing


Easy to Validate
–  A robust validation of the test parameters 


and specifications makes the validation 
approach at user site easy


–  A strong on-site IQ, OQ, PQ, SOP  
development and operator training ease 
the validation documentation process  
at user site
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Validation study of Flexsafe® 2D | 240 s stabilization time | 180 s test time


Watch video:  
Point-of-Use Leak Test  
for Flexsafe® 3D bags


Safe
–  The precision of Sartocheck 4 + bag tester 


allows adequate integrity testing just 
before filling the 2D or 3D bags


–  The test is performed through a sterilizing 
vent filter (Midisart® BV or Sartopore® Air) 
to maintain the bag sterility therefore 
ensuring patient safety


Reliable
 –  For the Flexsafe® 2D bags, the restraining 


plates maintain a small inflation volume 
and allow a high test pressure for a sensi-
tivity of 10 μm which provides integrity 
assurance correlated to microbial integrity 
under aerosol conditions.


–  For Flexsafe® 3D bags, the test performed  
in the Palletank provides a leak test  
sensitivity of 100 to 200 μm.


–  The porous spacers between plates avoid 
any potential masking effect


–  The leak detection is validated through 
extensive tests with a differentiation of 
defective bags based on with 6 sigma  
confidence interval.
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https://www.sartorius.com/en/products/fluid-management/proven-integrity#id-12852

https://www.youtube.com/watch?v=sy4ghiU15gY&feature=youtu.be





Standard Hardware for Storage and Shipping


Standard Hardware for Storage and Shipping: The Perfect Fit


Palletank for Storage Palletank for Large Volume Storage


Palletank for Shipping Plastic Drum for Storage


Plastic Palletank for Storage


Palletank for In-process Fluid Handling
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Standard Hardware for Storage and Shipping


Palletank for Storage


Palletank for storage are stainless steel  
containers designed for the safe and robust 
storage of biopharmaceutical fluids  
contained in Flexsafe® 3D Bags. They are 
available in volumes of 200 L and 500 L.  
The Flexsafe® 3D Bags are manufactured 
according to a qualified design that  
precisely fits the Palletank.


Palletank for storage


Description Palletank 200 L for storage Palletank 500 L for storage
Part Number FXC110888 FXC110889


Bag Volume(s) 100 L or 200 L 500 L


Construction Material 304 L Stainless Steel 304 L Stainless Steel


Surface Finishing Bead Blasted Bead Blasted


Dimensions (W × D × H) 792 × 592 × 892 mm  
(31 × 23 × 35 in)


1192 × 792 × 1008 mm  
(46 × 31 × 39 in)


Weight 48 kg (106 lb) 100 kg (220 lb)


Bottom Gate 1 1


Stackability No No


Palletank for storage stackable


Description Palletank 200 L for  
storage stackable


Palletank 500 L for  
storage stackable


Part Number FXC110733 FXC110734


Bag Volume(s) 100 L or 200 L 500 L


Construction Material 304 L Stainless Steel 304 L Stainless Steel


Surface Finishing Bead Blasted Bead Blasted


Dimensions (W × D × H) 792 × 592 × 929 mm  
(31 × 23 × 36 in)


1135 × 792 × 1044 mm 
(44 × 31 × 41 in)


Weight 70 kg (154.3 lb) 110 kg (242 lb)


Bottom Gate | Sliding Gate 1 1


Stackability (Static) 3 high 2 high


Dolly


Description Dolly for Palletank 200 L  
for Storage and Shipping


Dolly for Palletank 500 L  
for Storage and Shipping


Part Number FXS102254 FXS102256


Construction Material 304L and polyamide (wheels) 304L and polyamide (wheels)


Surface Finishing Glass Bead blasted Glass Bead blasted


Dimensions (W × D × H) 815 × 615 × 188 mm 
(32.1 × 24.2 × 6.4 in)


1215 × 815 × 161 mm 
(47.8 × 32.1 × 6.4 in)


Weight (approx.) 10 kg (22 lb) 18 kg (39.7 lb)


Features & Benefits
Qualified System
Perfect fit and protection of the  
Flexsafe® 3D Bag in its Palletank


Stackable Version
Space saving containment system


Optimal Bag Unfolding  
without operator manipulation with  
the self-deploying accessory
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Standard Hardware for Storage and Shipping


Palletank for Large Volume Storage


Large volume storage are designed with 
ergonomic features and design to limit 
operator manipulations and overall simplify 
operations. This results in increased process 
safety by minimizing risks for product,  
operator and process. True ease of use also 
leads to fast set up, filling and draining for 
maximized process efficiency.


Features & Benefits
Easy
Large doors at ergonomic height for easy 
bag installation and front access to lines


Fast
Set-up is done in less than 2 minutes.  
The pre-deployed bags avoids further bag 
handling during filling. The high flow 
pre-designed solutions speed-up filling  
and draining operations.


Safe operations
No operator manipulation, the bag  
self-fills and self-drains. The sloped  
bottom increase fluid recovery.


Tubing and filters holders
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Standard Hardware for Storage and Shipping


Palletank for Large Volume Storage


Palletank for Large Volume Storage


Description Palletank Storage 1,000 L Palletank Storage 1,500 L Palletank Storage 2,000 L
Bag Volume 1,000L 1,500L 2,000L
Construction Material 304 L Stainless Steel 304 L Stainless Steel 304 L Stainless Steel
Surface Finishing Bead Blasted, pickled & passivated Bead Blasted, pickled & passivated Bead Blasted, pickled & passivated
External Dimensions (W × D × H) 


w/ ergonomic module 1603 × 1076 × 2011 mm (63 × 42 × 79 in) 1603 × 1076 × 2511 mm (63 × 42 × 99 in) 1603 × 1076 × 3012 mm (63 × 42 × 118 in)
w/o ergonomic module 1603 × 1076 × 1700 mm (63 × 42 × 67 in) 1603 × 1076 × 2200 mm (63 × 42 × 87 in) 1603 × 1076 × 2701 mm (63 × 42 × 106 in)
Built on wheels 1603 × 1076 × 1790 mm (63 × 42 × 70 in) N | A N | A


Bottom gate | Sliding gate 2 2 2
Stackability No No No


Description Palletank Storage 2,500 L Palletank Storage 3,000 L
Bag Volume 2,500L 3,000L
Construction Material 304 L Stainless Steel 304 L Stainless Steel
Surface Finishing Bead Blasted, pickled & passivated Bead Blasted, pickled & passivated
External Dimensions (W × D × H) 


w/ ergonomic module 1603 × 1076 × 3512 mm (63 × 42 × 138 in) 1603 × 1076 × 4013 mm (63 × 42 × 158 in)
w/o ergonomic module 1603 × 1076 × 3201 mm (63 × 42 × 126 in) 1603 × 1076 × 3702 mm (63 × 42 × 146 in)
Built on wheels N | A N | A


Bottom gate | Sliding gate 2 2
Stackability No No


Volume Max net Weighing Capacty in kg Resolution in g Accuracy in g
50 L 60 20 60
100 L 110 20 60
200 L 220 20 60
400 L 450 50 150
650 L 750 50 150
1,000 L 1100 100 300
1,500 L 1750 100 300
2,000 L 2200 200 600
2,500 L 2750 200 600
3,000 L 3300 200 600
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Standard Hardware for Storage and Shipping


Palletank for Large Volume Storage


Palletank for Large Volume Storage


Part Number
Description Palletank Storage 


1,000L
Palletank Storage 
1,500L


Palletank Storage 
2,000L


Palletank Storage 
2,500L


Palletank Storage 
3,000L


w/ ergonomic module FXC302072 FXC302073 FXC302074 FXC302075 FXC302076


w/ ergonomic module  
and w/ weighing


FXC304053 FXC304054 FXC304055 FXC304056 FXC304057


w/o ergonomic module FXC304027 FXC301928 FXC301929 FXC302070 FXC302071


w/o ergonomic module  
and w/ weighing


FXC304028 FXC304029 FXC304050 FXC304051 FXC304052


Built on wheels FXC302077 N/A N/A N/A N/A


Built on wheels and w/ 
weighing


FXC301927 N/A N/A N/A N/A


Palletank Storage 1,000L – 3,000L at ergonomic height Palletank Storage 1,000L – 3,000L at low height Palletank Storage 1,000L Built-on wheels


Tubing  
holder 


Tubing holder 
Base module


Tall Frame  
and Height
Adjustable  
Legs


Short Frame Short Frame


Without  
Weighing Kit  
or with  
Weighing Kit


Without  
Weighing Kit  
or with  
Weighing Kit


Height  
Adjustable Legs 


Built-on Wheels  
or Height
Adjustable Legs


Bag Lifting Kit


Bag Lifting Kit


Base module


Base module


Tubing holder 


Extension  
Module


Bag Lifting  
Kit


Extension  
Module


Without  
Weighing Kit or 
with Weighing Kit
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Standard Hardware for Storage and Shipping


Palletank for Large Volume Storage


Tubing and filters holders


Part Number Description
FXC301562 STD tubing holder single b"


FXC301563 STD tubing holder twin b"


FXC301564 STD tubing holder triple b"


FXC301565 STD tubing holder quattro b"


FXC301566 STD tubing holder single ¾"


FXC301567 STD tubing holder twin ¾"


FXC301568 STD tubing holder triple ¾"


FXC301569 STD tubing holder quattro ¾"


FXC301570 STD tubing holder single 1"


FXC301571 STD tubing holder twin 1"


FXC301572 STD tubing holder triple 1"


FXC301573 STD tubing holder quattro 1"


FXC301574 STD tubing holder single 1–8"


FXC301575 STD tubing holder twin 1–8"


FXC301576 STD tubing holder triple 1–8"


FXC301577 STD tubing holder quattro 1–8"


FXC301578 STD tubing holder single 1–a"


FXC301579 STD tubing holder twin 1–a"


FXC301580 STD tubing holder triple 1–a"


FXC301586 STD filter holder short 100 mm
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Standard Hardware for Storage and Shipping


Plastic Palletank for Storage


Plastic Palletank for Storage in 200 L  
and 500 L represents a cost-effective  
containment solution for the storage and 
processing of biopharmaceutical fluids  
contained in Flexsafe® 3D Bags. Their flat, 
smooth surfaces and rounded corners  
facilitate cleaning and sanitization for clean 
room operations. The Plastic Palletank for 
storage are foldable for minimal storage 
space when empty. They are also stackable 
for optimal floor space utilization when 
filled with biopharmaceutical solutions.


Palletank for storage


Description STD Plastic Palletank 200 L 
for storage


STD Plastic Palletank 500 L  
for storage


Part Number FXC116215 FXC116216


Bag Volume(s) 100 L | 200 L 500 L1


Main Constrution Material PP ABS


Dimensions (W × D × H)  
Approx.


Unfolded 805 × 607 × 969 mm  
32 × 24 × 38 in.


1215 × 805 × 1086 mm  
48 × 31 × 43 in.


Folded 805 × 607 × 510 mm 
32 × 24 × 20 in.


1215 × 805 × 572 mm  
48 × 31 × 22 in.


Bottom Gate 1 1


Stackability – Static


Folded 5 3


Unfolded and Full 3 2


Dolly


Description Dolly for STD Palletank 200 L Dolly for STD Palletank 500 L
Part Number FXA116630 FXA116631


Construction Material 304L and polyamide (wheels) 304L and polyamide (wheels)


Surface Finishing Glass Bead blasted Glass Bead blasted


Dimensions (W × D × H) 807 × 607 × 214 mm  
32 × 24 × 8 in.


1207 × 807 × 214 mm  
47 × 32 × 8 in.


Weight (approx.) 10 kg (22 lb) 20 kg (44 lb)


1 The maximum filling volume of the Flexel® 3D Bag in the 500 L Plastic Palletank for storage is 490 L.


Features & Benefits
PP and ABS containers
Low cost and robust storage solution


Stackable when full and collapsible 
when empty
Minimize storage volume


Smooth scratch-resistant  
plastic surface
Clean room compatible


Optimal bag unfolding without  
operator manipulation with the  
self-deploying accessory
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Standard Hardware for Storage and Shipping


Palletank for In-process Fluid Handling


Palletank for in-process fluid handling 
are specifically developed for users who 
wish to leave the containers in close  
proximity to process equipment. Palletank 
for in-process fluid handling are available in 
200 L, 500 L for use with Flexsafe® 3D bags. 
The double hinged front doors allow bag 
replacement, installation and manipulation 
whilst Palletank are stacked up in the  
process area thus enabling continuous  
processing without movement of the  
containers. As a result a forklift is not rou-
tinely required in the manufacturing area.


Palletank for in-process fluid handling


Description Palletank 200 L for  
in-process fluid handling


Palletank 500 L for  
in-process fluid handling


Part Number FXC106230 FXC106235


Bag Volume(s) 100 L or 200 L 500 L


Construction Material 304L Stainless Steel 304L Stainless Steel


Surface Finishing Glass Bead Blasted Glass Bead Blasted


Dimensions (W × D × H) 860 × 660 × 929 mm 
(33.9 × 26 × 36.6 in)


1260 × 860 × 989 mm 
(49.6 × 33.9 × 38.9 in)


Weight (approx.) 50 kg (110.2 lb) 89 kg (196.2 lb)


Bottom Gate 1 1


Stackability 3 high 3 high


Total Weight (approx.) 68 kg (150.2 lb) 111 kg (244.7 lb)


Dolly


Description Dolly for Palletank 200 L for  
in-process fluid handling


Dolly for Palletank 500 L for  
in-process fluid handling


Part Number FXS102255 FXS102257


Weight 18 kg (40 lb) 22 kg (48.5 lb)


Accessories


Description Self-Deploying accessory for Palletank storage  
and in-process fluid handling


Part Number FXA127314


Features & Benefits
Easy operation due to continuous  
processing without movement of the  
containers


Easy access through double hinged  
front doors with safety latches


Optimal bag unfolding without  
operator manipulation with the self- 
deploying accessory
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Standard Hardware for Storage and Shipping


Standard Palletank for Storage, Processing and Shipping


Palletank for shipping is specifically devel-
oped for secure and convenient shipment of 
sterile media, buffers and high value drug 
substances.
They are available in volumes of 100 L,  
200 L and 500 L to fit with 100 L | 200 L  
and 500 L Flexsafe® 3D Bags. The system  
is composed of the Palletank container and 
the associated shipping kit. The extensive 
qualification according to ASTM Standard 
ensures safe & robust liquid shipping for 
Flexsafe® for Palletank.


Palletank for in-process fluid handling


Description Palletank 100 L  
for shipping


Palletank 200 L  
for shipping


Palletank 500 L  
for shipping


Part Number FXC106362 FXC103133 FXC106609


Bag Volume(s) 100 L 200 L 500 L


Construction Material 304L Stainless Steel 304L Stainless Steel 304L Stainless Steel


Dimensions (W × D × H)


Unfolded 800 × 600 × 688 mm  
(31.5 × 23.6 × 27.1 in)


800 × 600 × 935 mm  
(31.5 × 23.6 × 36.8 in)


1206 × 806 × 1050 mm  
(47.5 × 31.7 × 41.33 in)


Folded 800 × 600 × 510 mm  
(31.5 × 23.6 × 20.1 in)


800 × 600 × 510 mm  
(31.5 × 23.6 × 20.1 in)


1206 × 806 × 540 mm  
(47.5 × 31.7 × 21.26 in)


Weight (incl. Lid) 63.5 kg (140 lb) 84 kg (185.18 lb) 129 kg (284.4 lb)


Bottom Gate 1 1 1


Unfolded 3 3 2


Folded 5 5 3


Accessories


Description Shipping kit 100 L Shipping kit 200 L Shipping kit 500 L
Part Number FXC102475 FXC102477 FXC102478


Weight 16 kg (35.27 lb) 16 kg (35.27 lb) 28 kg (61.8 lb)


Features & Benefits
ASTM qualification of Flexsafe® 3D Bags 
with the Palletank for shipping ensures safe 
and robust liquid shipping applications.


Immobilisation of Flexsafe® | Flexel® 3D Bag 
by compression assures system integrity


Dismountable construction improves space 
utilization on site before and after usage
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Standard Hardware for Storage and Shipping  


Standard Drum for Storage and Processing


The plastic drum containers offer a cost- 
effective containment solution for the  
storage and processing of media and buffer 
in Flexsafe® 3D Bags for drum. Their flat, 
smooth surfaces facilitate cleaning and  
sanitization for clean room operations.  
They are available with volumes of 50 L,  
100 L and 200 L to fit with Flexsafe® 3D 
Bags for drum of the same volumes.


The drums are available with a lid and  
a bottom gate for use with Flexsafe® 3D Bag 
for drum fitted or not with a bottom  
drain line.


The drum and filled Flexsafe® 3D Bags can 
be moved safely with a stainless steel dolly 
available in two sizes 50 L | 100 L and 200 L.


Features & Benefits
 − HDPE drum: 
Low cost storage solution for media  
and buffer


 − Bottom gate: 
Allows for bottom drain option


 − Smooth scratch-resistant plastic surface: 
Clean room compatible


 − Standard product: 
Available from stock


Drum


Description STD Drum
50 L 100 L 200 L


Part Number FBC125627 FBC125628 FBC125629


Construction 
Material


HDPE


Internal Diameter
(Approx.)


346 mm (13.6 in) 467 mm (18.4 in) 559 mm (22 in)


Internal Height 
(Approx.)


702 mm (27.6 in) 759 mm (29.8 in) 918 (36.6 in)


Weight 4.3 kg (9.46 lb.) 6.25 kg (13.75 lb.) 10.3 kg (22.7 lb.)


Bottom Hole 1


Dolly


Description STD Drum Accessory Dolly
50 L | 100 L 200 L


Part Number FXA126305 FXA126306


Construction 
Material


Stainless steel 304 L and polyamide (wheels)


Surface Finish Brushed and passivated


Max. External 
Dimensions 
W × D × H (Approx.)


502 × 502 × 168 mm
(19.7 × 19.7 × 6.6 in)


594 × 594 × 168 mm
(23.4 × 23.4 × 6.6 in)


Wheels 2 with brakes and 2 without brakes


Weight 8.4 kg (19.5 lb.) 10.4 kg (22.9 lb.)


Max. Dynamic 
Load


200 kg 400 kg
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Standard Filter Transfer Sets  


Sterilizing-Grade Filtration for all Process Steps 


Sartopore® single-use sterilizing-grade filter transfer sets 
are pre-assembled, gamma irradiated and ready-to-use 
for particle removal, bioburden reduction and sterilizing 
filtration in all process steps.


They are designed with Opta® SFT connectors and C-Flex® 
tubing to allow either a sterile connection or a sterile 
weld to other single systems such as Flexsafe® PDS.


Alternatively, MPX quick coupler connectors are available 
for a sanitary or aseptic connection under laminar air flow


Our Sartopore® family of sterilizing-grade filtration  
transfer sets offer a large variety of filter types and sizes 
that can be easily and securily connected to most of SSB 
single-use solutions


Features & Benefits
 − Pre-assembled and gamma sterilized: 
Ready-to-use as standalone filter transfer sets or for 
connection to single use bag to save time compared  
to traditional assembly and autoclaving operations


 − Qualified C-Flex® tube and Opta®  
connector engagement: 
Robust design  
Allow secured sterile connection or  
sterile weld to other single use systems


 − Large variety of filter types and sizes  
Flexible design 
Solution for every process step


 − Highest Safety Standards  
These products are designed with Oetiker® clamp 
engagements instead of cable ties ensuring highest 
safety for single-use connections. A comprehensive 
transport validation in accordance to ASTM D4169-09 
has been performed for safe transportation


Media, Buffer and Harvest & Downstream Intermediates Sterilizing Filtration


Filter Type Filter Tubing & Outlet Connector Part Number Lot size
Sartopore® 2  
0.45 | 0.2 μm


MidiCaps®size 7


½” ID Clear C-Flex® 500 mm
Opta® male ½”


FFU500214 8


MidiCaps® size 8 FFU500215 8


MidiCaps® size 9 FFU500216 8


MidiCaps® size 0 FFU500217 8


MaxiCaps® T-style size 1 FFU500249 4


MaxiCaps® T-style size 2 FFU500250 4


MaxiCaps® T-style size 3 FFU500251 4


MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
MPX male + sealing cap
 


FFU500252 8


MidiCaps® size 8 FFU500253 8


MidiCaps® size 9 FFU500254 8


MidiCaps® size 0 FFU500255 8


MaxiCaps® T-style size 1 FFU500256 4


MaxiCaps® T-style size 2 FFU500257 4


MaxiCaps® T-style size 3 FFU500258 4


Sartopore® 2 XLM 
0.8 | 0.2 μm


MidiCaps® size 7


½” ID Clear C-Flex® 500 mm  
Opta® male ½”


FFU500268 8


MidiCaps® size 8 FFU500269 8


MidiCaps® size 9 FFU500270 8


MidiCaps® size 0 FFU500271 8


MaxiCaps® T-style size 1 FFU500272 4


MaxiCaps® T-style size 2 FFU500273 4


MaxiCaps® T-style size 3 FFU500274 4


MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
MPX male + sealing cap


FFU500275 8


MidiCaps® size 8 FFU500276 8


MidiCaps® size 9 FFU500277 8


MidiCaps® size 0 FFU500278 8


MaxiCaps® T-style size 1 FFU500226 4


MaxiCaps® T-style size 2 FFU500279 4


MaxiCaps® T-style size 3 FFU500225 4


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation.
Oetiker® is a registered trademark of the Oetiker Group.
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 Standard Filter Transfer Sets 


Sterilizing-Grade Filtration for all Process Steps 


Media Sterilizing Filtration for Mycoplasma Removal


Filter Type Filter Tubing & Outlet Connector Part Number Lot size
Sartopore® 2 XLM 
0.2 | 0.1 μm


MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
Opta® male ½”


FFU500235 8
MidiCaps® size 8 FFU500236 8
MidiCaps® size 9 FFU500237 8
MidiCaps® size 0 FFU500238 8
MaxiCaps® T-style size 1 FFU500239 4
MaxiCaps® T-style size 2 FFU500240 4
MaxiCaps® T-style size 3 FFU500241 4
MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
MPX male + sealing cap


FFU500242 8
MidiCaps® size 8 FFU500243 8
MidiCaps® size 9 FFU500244 8
MidiCaps® size 0 FFU500245 8
MaxiCaps® T-style size 1 FFU500246 4
MaxiCaps® T-style size 2 FFU500247 4
MaxiCaps® T-style size 3 FFU500248 4


Drug Substance and Drug Product Sterilizing Filtration


Filter Type Filter Tubing & Outlet Connector Part Number Lot size
Sartopore® Platinum 
0.45 | 0.2 μm


MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
Opta® male ½”


FFU500220 8
MidiCaps® size 8 FFU500221 8
MidiCaps® size 9 FFU500222 8
MidiCaps® size 0 FFU500223 8
MaxiCaps® T-style size 1 FFU500259 4
MaxiCaps® T-style size 2 FFU500260 4
MaxiCaps® T-style size 3 FFU500261 4
MidiCaps® size 7


½” ID Clear C-Flex® 500 mm
MPX male + sealing cap


FFU500262 8
MidiCaps® size 8 FFU500263 8
MidiCaps® size 9 FFU500264 8
MidiCaps® size 0 FFU500172 8
MaxiCaps® T-style size 1 FFU500265 4
MaxiCaps® T-style size 2 FFU500266 4
MaxiCaps® T-style size 3 FFU500267 4


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


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D
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  Flexsafe® 3D Pre-designed Solutions  


Design, Application Development and Validation Services


Configure to Order (CTO) 
Options 
All Flexsafe® 2D & 3D 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.


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, IQ & OQ, 
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.com


or your local sales representative 
for more information.


Media Buffer Cell Harvest & DSP
Flexsafe® 2D


Drug Substance Drug Product
Flexsafe® 3D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® 3D
Flexsafe® 2D


Flexsafe® > 1,000 L Flexsafe® > 1,000 L Flexsafe® > 1,000 L 
Flexsafe® 2D Flexsafe® 3DFlexsafe® 2D Flexsafe® 3D


Back to Digital  
Selection Map


106







Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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


www.sartorius.com


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 II
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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A Fast, Flexible and Intelligent Solution From 50 L up to 3,000 L


Building on 20 years of experience  
in designing single-use fluid manage-
ment solutions, we have established 
Pre-designed Solutions (PDS) for all 
process steps where either powerful  
or low shear mixing performances are 
required .


The Flexsafe® Pro Mixer is a unique, single-use 
mixer that can accommodate a wide range 
of mixing steps in both upstream and down-
stream processes .


Flexsafe® Pro Mixer consists of three main 
components:


• Flexsafe® Pro Mixer Bag
• Palletank for Mixing 
• Pro Mixer drive unit


Flexsafe® Pro Mixer technology combines 
speed and efficiency to deliver high perfor-
mance mixing during powder dissolution 
and a levitating impeller to preserve the 
drug during low shear blending applications:


• Its strong vertical vortex combined with a 
baffle effect and cubical tank design 
enables instant downward movement and 
the efficient dissolution of floating pow-
ders such as media . 


• Its high torque facilitates the efficient 
mixing of high concentration or viscous 
powders such as buffers .


• Its levitating impeller eliminates the shear 
effects that can impact product quality 
and prevents the generation of aggre-
gates and particles that can reduce filtra-
tion performance . 


• Low shear mixing combined with a high 
torque allows the homogenization, viral 
inactivation and formulation of sensitive 
drug substances and products


Media Formulation


Buffer Formulation


Downstream Intermediates to Drug Substances


Drug Product Formulation, Fill and Finish


When you select a Flexsafe® Pro Mixer 
PDS, you get the simpler, safer, faster 
and cheaper supply chain solutions .


Back to Table
of Contents
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A Fast, Flexible and Intelligent Solution from 50 L up to 3,000 L


Media Formulation
Pre-designed Solutions for  
media formulation


Downstream  
Intermediates
Pre-designed Solutions for  
downstream intermediates


Buffer Formulation
Pre-designed Solutions for  
buffer formulation


Drug Substance  
Purification
Pre-designed Solutions for  
drug substance purification


Drug Product  
Formulation
Pre-designed Solutions for  
drug product formulation
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Component Quality and  
Change Control 
Fluid-contact components used for Flexsafe® 
Pro Mixer PDS are secured by long term  
contracts and quality agreements to offer 
the best assurance of supply . 


Our supply contracts and quality
agreements ensure at least a 24-month 
change notification on fluid-contact  
components thus providing robust change 
control and business continuity .


Fluid-contact components are also  
available off-the-shelf to offer the best 
delivery ability .


Material Qualification
Flexsafe® Pro Mixer PDS components are 
evaluated for conformity against the EP and 
USP standards 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 .


Criteria for Com-
ponent Selection


Reference


Biological safety  
(USP Class VI)


USP<87> & USP<88>


TSE-BSE  
questionnaire


Compliance with 
EMA/410/01 and  
E .P 5 .2 .8 


Endotoxin USP<85> or EP 2 .6 .14


Bioburden ISO 11737


Sub visible  
particles


USP<788> or EP 2 .9 .19


Others Bisphenol A free,  
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 .


Design Qualification
Component designs are selected to maximize 
tubing engagement tensile strength and 
tightness . Test samples are visually inspected 
for absence of defect and tested for leak, 
burst pressure, traction and compression .


Flexsafe® Pro Mixer PDS


Components Biocompatibility 
USP <87> or USP<88> 
Class VI


TSE-BSE 
EMA/410/01  
& REACH


Flexsafe® Pro Mixer bags Yes Yes


Impeller and cup Yes Yes


Top ports Yes Yes


TuFlux® tubes Yes Yes


Opta® sterile connectors Yes Yes


Fittings Yes Yes


Connectors Yes Yes


Sensors (condutivity, pH, thermowell) Yes Yes


Drain valve Yes Yes


Assurance of Supply for All Fluid-contact Components


Using a Flexsafe® Pro Mixer  
Pre-designed Solution in all your 
process steps provide you with  
the best quality, change control, 
business continuity and delivery  
performances.
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Flexsafe® Pro Mixer PDS are qualified against 
extensive biological, chemical, physical, 
extractable and functional testing .


Sartorius Stedim Biotech Quality Systems  
for single-use products follow applicable  
ISO 9001 standard . Design, manufacture, 
quality control and sterilization of PDS are  
conducted under conditions that mirror  
biopharmaceutical operations and meet 
cGMP like requirements to ensure they are 
supplied clean, pure, non-pyrogenic fluid 
path and sterile .


PDS are validated and routinely controlled 
to provide consistent performance for:


Robustness
• Internal standardized methods for  


connection tests and functional  
qualification in real process conditions


• ASTM D882, ASTM D3787, F392 for  
tensile properties, resistance to puncture 
and flex durability


Gas Transmission (Film)
• ASTM F3985, ISO 15106-3, ASTM F2476: 


Oxygen, Water Vapor Transmission Rate 
and Carbon Dioxide .


Biocompatibility and Chemical  
Compatibility
• USP<87>: Biological reactivity tests,  


in Vitro
• USP<88>: Biological reactivity tests,  


in Vivo
• USP<661> and EP 3 .1 .5: Containers,  


physico-chemical tests – Plastics
• ASTM D543-06: resistance of plastic  


to chemical reagents


Purity, Extractable and Leachable
• Extractable data
• TSE/BSE: EP 5 .2 .8


Cleanliness, Particles and Sterilization
• USP<788> and EP 2 .9 .19:  


Particulate Matter in Injections 
Endotoxin


• Visible particles: Representative product 
has been analyzed for particles with sizes 
> 100 µm according to internally devel-
oped and validated method . Results are 
monitored .


• USP<85> and E .P . 2 .6 .14:  
Bacterial endotoxins Sterility


• ISO 11737 Sterilization of medical  
devices – Microbiological methods: 
Bioburden


• ISO 11137 Sterilization by irradiation  
of Medical Devices: Sterilization  
of Medical Devices


• ISO 14644: Cleanroom environmental 
controls


• Gamma radiation dose mapping 


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


Certificate of Release


Statement Monitoring* 100%  
Batch testing


Particles preven-
tion program


USP Class VI
USP<87>: Biological 
reactivity tests,  
in Vitro


USP<88>: Biological  
reactivity tests, in Vivo


Physico-chemical  
testing
USP<661> and EP 3 .1 .5


TSE/BSE
EMA/410/01 rev 3 and  
EP 5 .2 .8


Bioburden
ISO 11737


Endotoxin
USP<85> and E .P . 2 .6 .14


Sub-visible Particulates
USP<788> and EP 2 .9 .19


Sterility 
ISO 11137


Gamma radiation
Dose


Visual inspection
Film, bag, seal and  
packaging


Technical Drawing  
conformity
Batch record review


Visible Particles 
monitoring


*  performed weekly on representative samples


Media, Buffer, Downstream Intermediates &  
Drug substance


Drug Product1


Weekly testing of bioburden, sub-visible particles  
and endotoxin on representative sample


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


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


Validation and Quality Assurance


Back to Table
of Contents


 
Drug Product


 
Drug Substance


Downstream  
Intermediates


 
Buffer


 
Media







Flexsafe® Pro Mixer Pre-designed Solutions7


The Flexible and Ergonomic Design of the  
Flexsafe® Pro Mixer 50 – 3,000 L Offers Ease of Use:
The Flexsafe® Pro Mixer Bag (50 –1,000 L) contains a central magnetic 
impeller assembly . Its unique sided K-weld design simplifies installation 
and facilitates the unfolding and folding of the bag during filling and 
draining operations . The 8” diameter top port allows easy and con-
tained powder transfer into the mixing bag during buffer and media 
applications .


The Flexsafe® Pro Mixer Bag (1,500 to 3,000 L) contains an off-center 
magnetic impeller assembly and a 4” top port for powder transfer . Its 
bottom and top K-welds, combined with the Palletank lifting system, 
facilitates bag installation as well as filling and emptying operations .


The positioning of the tubing lines and sensors allow for easy  
installation and direct access during filling, sampling and draining . 


The Flexsafe® Pro Mixer bag and Palletank are designed for easy  
product handling and quick-started processing just a few minutes 
after installation .


The drive unit touchscreen guides users from bag installation to the 
end of the mixing run with simple-to-follow instructions for each 
stage of the process .


Intelligent Mixing for Your cGMP Biomanufacturing
The Flexsafe® Pro Mixer provides the high levels of control that are 
essential for cGMP biomanufacturing:


• Inline control and monitoring of pH, conductivity and temperature 
are performed with a preassembled single-use pH probe, conductivity 
sensor and thermowell .


• Inline sensors meet PAT and cGMP requirements, eliminate the  
risk of contamination associated with reusable probes and reduce 
operator time .


• Palletank for Intelligent Mixers are available with weighing  
functions and heat exchange jackets for integrated volume and 
temperature control .


• The Pro Mixer drive unit features automated control, monitors  
the impeller speed, offers mixing recipes and includes password 
management .


Front door and cubical shape for an easy bag 
installation


8 inches top opening for easy powder  
addition


Front access to sensors and tubing  
for easy manipulation


From left to right: sampling line, thermowell, 
pH sensor, conductivity sensor


Weight control (Picture of one load cell) Heat exchange jacket and temperature control


Pro Mixer Drive unit touchscreen 


Flexible and Ergonomic Design


Intelligent Mixing


The Fast, Flexible and Intelligent Solution for All Mixing Steps in cGMP Bioprocessing
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Inlet and Outlet Connectors
• Tri-Clamp 1½” sanitary flange are used 


for either sanitary connection or aseptic 
connection under ISO5 laminar air flow  
to stainless steel systems


• CPC quick couplers are used for either 
sanitary connection or aseptic connection 
under ISO5 laminar air flow to single-use 
systems


• Opta® SFT Female enables sterile  
connections to other single-use systems


• Clave needleless sampling port enables 
sterile sampling


Tubes
• TuFlux® Silicone tubing enables safe  


and fast pumping
• TuFlux® TPE tubing allows for sterile weld 


connection with BioWelder® TC and  
sterile seal disconnection with BioSealer®


Sensors
Single-use pH sensor:
• Electrochemical pH electrode with  


integrated Pt-1000
• Pre-installed and pre-sterilized single-use 


pH sensor
• Large measurement range pH2 – pH11, 


4 – 50°C 
• High accuracy after 2 points calibration: 


pH2 – pH11: ±0 .08
• Retractable probe: 3 activations  


(insertion-removal-insertion)  
validated with maintained sterility


Single-use conductivity sensor:
• Pre-installed and pre-sterilized single-use 


conductivity sensor
• Pre-calibrated single-use conductivity 


sensor and ready to use
• Large measurement range 100µS/cm up 


to 200 mS/cm 
• Accuracy:  


<100 mS/cm: 2% 
100 – 200 mS/cm: 5%


Thermowell:
• 3 .2 mm ID for reusable temperature  


sensor insertion


One Unique Mixing Solution for All Mixing Steps in cGMP Bioprocessing


Top lines
•  pH adjustment lines with CPC Quick coupler  


or Opta® SFT female


or when using drain valves on the bottom lines: 
•  top addition lines with CPC Quick coupler  


or Opta® SFT female
•  and | or sampling line with clave needleless  


sampling port


 
Single-Use Sensors  
for in line measurement
•  pH sensor with 2 calibration points
•  Pre-calibrated conductivity sensor
•  Thermowell for temperature  


measurement


Bottom Port
•  Drain valve
•  UPS 4 ports


Large 8’’ diameter Top Port
•  Opened Top Port for powder  


transfer
•  Closed Top Port for sterile or low 


bioburden application


Mixing Technology
Flexsafe® Pro Mixer is unique  
single-use mixer for both upstream 
and downstream processes


Bottom Lines
•  Filling line with Tri-Clamp connector or Opta® SFT female
•  Draining line with Tri-Clamp connector or Opta® SFT male
•  Addition lines with CPC Quick coupler or Opta® SFT female
•  Sampling line using clave needleless sampling port
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Flexsafe® Pro Mixer Pre-designed Solutions for9


Flexsafe® Pro Mixer technology combines 
speed and efficiency to deliver high perfor-
mance mixing during powder dissolution 
such as media powder .


An optimized media formulation process 
involves filling the mixer with water for 
injection (WFI) up to 60% to 80% of the 
final volume . WFI can be heated up with  
the heat exchange jacket to accelerate the 
dissolution . The mixing drive unit is started 
and the media powder or a concentrated  
liquid media is added during mixing . 


Once the dissolution is complete, WFI is 
added to adjust to the final volume .  
Volume adjustment can be automatically 
performed using weighing control .


Temperature and pH can be monitored  
and adjusted in-line . Process samples are 
taken off-line for other QC tests .


When the formulation is complete, the 
media is filtered for sterilization and  
mycoplasma removal and stored before  
further transfer to the bioreactor .


Flexsafe® Pro Mixer PDS for media are  
available in:
• Intelligent version using single-use  


and integrated sensors for in-line pH and 
temperature monitoring and adjustment 
required for your cGMP biomanufacture . 


• Without sensor using either reusable  
sensors via the 8” top opening for in-line 
controls or sampling in single-use bags 
for off-line controls .


Filling and draining lines are available with 
TuFlux® Silicone tubing and Tri-Clamp 1½” 
sanitary flange . Samples can be taken via  
an additional TuFlux® Silicone line equipped 
with a clave needleless sampling port . 


The following options are also available:
• Lines for other liquid additions with  


TuFlux® Silicone tubing and quick coupler  
connector .


• Drain valves to prevent powder  
accumulation in bottom tubing lines .


Media Formulation


 
Media
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Intelligent Flexsafe® Pro Mixer Bag with pH Sensor & Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500004 1 No Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 top line: 
a’’ ID TuFlux®  
Silicone 0 .15 m (6”) 
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


NA 2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500042 1 Yes


100 L FMS500005 1 No


FMS500043 1 Yes


Media Formulation


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell


 
Media
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Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500018 2 No Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+  MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap 


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500038 2 Yes


400 L FMS500019 2 No


FMS500039 2 Yes


650 L FMS500020 1 No


FMS500040 1 Yes


1,000 L FMS500021 1 No


FMS500041 1 Yes


1,500 L FMS500022 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½”sanitary  
flange with gasket, 
cap & union


2,000 L FMS500023 1 No


2,500 L FMS500024 1 No


3,000 L FMS500025 1 No


Intelligent Flexsafe® Pro Mixer Bag with pH Sensor & Thermowell


Media Formulation


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell
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Intelligent Flexsafe® Pro Mixer Bag with Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500044 1 Yes Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
Top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”) 
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
Top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500045 1 No


100 L FMS500046 1 Yes


FMS500047 1 No


Media Formulation


Example of a 200 L mixing bag 
equipped with Thermowell


 
Media
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Intelligent Flexsafe® Pro Mixer Bag with Thermowell


Media Formulation


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500048 2 Yes Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
Bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


When drain valves: 
Bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
Bottom line:
 3/8’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500049 2 No


400 L FMS500050 2 Yes


FMS500051 2 No


650 L FMS500052 1 Yes


FMS500053 1 No


1,000 L FMS500054 1 Yes


FMS500055 1 No


1,500 L FMS500056 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


2,000 L FMS500057 1 No


2,500 L FMS500058 1 No


3,000 L FMS500059 1 No
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Example of a 200 L mixing bag  
without single-use sensor 


Flexsafe® Pro Mixer Without Single-use Sensor


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500060 1 Yes Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


NA NA NA


FMS500061 1 No


100 L FMS500062 1 Yes


FMS500063 1 No


200 L FMS500064 2 Yes


FMS500065 2 No


400 L FMS500066 2 Yes


FMS500067 2 No


650 L FMS500068 1 Yes


FMS500069 1 No


1,000 L FMS500070 1 Yes


FMS500071 1 No


1,500 L FMS500072 1 No NA 1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket,  
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket,  
cap & union


2,000 L FMS500073 1 No


2,500 L FMS500074 1 No


3,000 L FMS500075 1 No


Media Formulation
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Flexsafe® Pro Mixer technology combines 
speed and efficiency to deliver high  
performance mixing during powder dis-
solution such as buffer powder .


An optimized buffer formulation process 
involves filling the mixer with water for 
injection (WFI) up to 60% to 80% of the 
final volume . WFI can be heated up with the 
heat exchange jacket to accelerate the  
dissolution . The mixing drive unit is started 
and the buffer powder or a concentrated 
liquid buffer is added during mixing . 


Once the dissolution is complete, WFI  
is added to adjust to the final volume .  
Volume adjustment can be automatically 
performed using weighing control .


Temperature, conductivity, and pH can  
be monitored and adjusted in-line .  
Process samples are taken off-line for other 
QC tests .


Buffer Formulation


When the formulation is complete, the  
buffer is sterile filtered and stored before 
further use for drug substance purification 
or final drug product formulation .


Flexsafe® Pro Mixer PDS for buffer are  
available in:
• Intelligent version using single-use  


and integrated sensors for in-line pH, 
conductivity and temperature monitoring 
and adjustment required for your cGMP 
biomanufacture .


• Without sensor using either reusable  
sensors via the 8” top opening for in-line 
controls or sampling in single-use bags 
for off-line controls .


Filling and draining lines are available with 
TuFlux® Silicone tubing and Tri-Clamp 1½” 
sanitary flange . Samples can be taken via 
TuFlux® Silicone line equiped with a clave 
needleless sampling port . 


The following options are also available:
• Lines for liquid additions with  


TuFlux® Silicone tubing and quick coupler 
connector .


• Drain valves to prevent powder accumula-
tion in bottom mounted tubing .
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Intelligent Flexsafe® Pro Mixer Bag with pH Sensor, Conductivity sensor & Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500014 1 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
NA


When no drain 
valve: 
1 top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap


When drain valves: 
NA


When no drain  
valve: 
1 top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”) 
+ MPC female  
+ sealing cap


FMS500015 1 Yes


100 L FMS500017 1 No


FMS500016 1 Yes


Example of a 200 L mixing bag 
equipped with pH sensor, conductivity 
sensor & Thermowell


Buffer Formulation
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Intelligent Flexsafe® Pro Mixer Bag with pH Sensor, Conductivity sensor & Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500006 2 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”) 
+ MPC female  
+ sealing cap


FMS500007 2 Yes


400 L FMS500008 2 No


FMS500009 2 Yes


650 L FMS500010 1 No


FMS500011 1 Yes


1,000 L FMS500012 1 No


FMS500013 1 Yes


1,500 L FMS500000 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½”sanitary  
flange with gasket, 
cap & union


2,000 L FMS500001 1 No


2,500 L FMS500002 1 No


3,000 L FMS500003 1 No


Buffer Formulation


Example of a 200 L mixing bag 
equipped with pH sensor, conductivity 
sensor & Thermowell
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Intelligent Flexsafe® Pro Mixer with Conductivity sensor & Thermowell


Buffer Formulation


Example of a 200 L mixing bag 
equipped with conductivity sensor & 
Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500112 1 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


NA NA


FMS500138 1 Yes


100 L FMS500113 1 No


FMS500139 1 Yes
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Intelligent Flexsafe® Pro Mixer with Conductivity sensor & Thermowell


Buffer Formulation


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500026 2 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


NA


FMS500027 2 Yes


400 L FMS500028 2 No


FMS500029 2 Yes


650 L FMS500030 1 No


FMS500031 1 Yes


1,000 L FMS500032 1 No


FMS500033 1 Yes


1,500 L FMS500034 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½”sanitary  
flange with gasket, 
cap & union


2,000 L FMS500035 1 No


2,500 L FMS500036 1 No


3,000 L FMS500037 1 No


Example of a 200 L mixing bag 
equipped with conductivity sensor & 
Thermowell
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Buffer Formulation


Example of a 200 L mixing bag 
equipped with pH sensor & Thermowell


Intelligent Flexsafe® Pro Mixer with pH Sensor & Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500004 1 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


NA 2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”) 
+ MPC female  
+ sealing cap


FMS500042 1 Yes


100 L FMS500005 1 No


FMS500043 1 Yes
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Conductivity sensor & Thermowell


pH sensor, conductivity sensor & Thermowell


pH sensor & Thermowell
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Flexsafe® Pro Mixer Pre-designed Solutions for21


Buffer Formulation


Example of a 200 L mixing bag 
equipped with pH sensor & Thermowell


Intelligent Flexsafe® Pro Mixer with pH Sensor & Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500018 2 No Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”) 
+ MPC female  
+ sealing cap


FMS500038 2 Yes


400 L FMS500019 2 No


FMS500039 2 Yes


650 L FMS500020 1 No


FMS500040 1 Yes


1,000 L FMS500021 1 No


FMS500041 1 Yes


1,500 L FMS500022 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½”sanitary  
flange with gasket, 
cap & union


2,000 L FMS500023 1 No


2,500 L FMS500024 1 No


3,000 L FMS500025 1 No
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Flexsafe® Pro Mixer Pre-designed Solutions for22


Buffer Formulation


Intelligent Flexsafe® Pro Mixer with Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500044 1 Yes Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
Top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”) 
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
Top line:
a’’ ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500045 1 No


100 L FMS500046 1 Yes


FMS500047 1 No


Example of a 200 L mixing bag 
equipped with Thermowell
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Conductivity sensor & Thermowell


pH sensor, conductivity sensor & Thermowell
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Thermowell


No sensor







8 - UPS 4 + 2 SENSORS


Flexsafe® Pro Mixer Pre-designed Solutions for23


Buffer Formulation


Intelligent Flexsafe® Pro Mixer with Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500048 2 Yes Opened 8”  
Top Port  
with gasket,  
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
Bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
Bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


When drain valves: 
Bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
Bottom line:
 3/8’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500049 2 No


400 L FMS500050 2 Yes


FMS500051 2 No


650 L FMS500052 1 Yes


FMS500053 1 No


1,000 L FMS500054 1 Yes


FMS500055 1 No


1,500 L FMS500056 1 No Opened 4” 
Top Port  
with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


2,000 L FMS500057 1 No


2,500 L FMS500058 1 No


3,000 L FMS500059 1 No


Example of a 200 L mixing bag 
equipped with Thermowell
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Flexsafe® Pro Mixer Pre-designed Solutions for24


Buffer Formulation


Flexsafe® Pro Mixer Without Single-use Sensor


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500060 1 Yes Opened 8” 
Top Port  
with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


NA NA NA


FMS500061 1 No


100 L FMS500062 1 Yes


FMS500063 1 No


200 L FMS500064 2 Yes


FMS500065 2 No


400 L FMS500066 2 Yes


FMS500067 2 No


650 L FMS500068 1 Yes


FMS500069 1 No


1,000 L FMS500070 1 Yes


FMS500071 1 No


1,500 L FMS500072 1 No NA 1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


1” ID TuFlux®  
Silicone 3 m (119”)


+ 1” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket,  
cap & union


¾” ID TuFlux®  
Silicone 1,5 m (60”)


+ ¾” Tri-Clamp  
1½” sanitary  
flange with gasket,  
cap & union


2,000 L FMS500073 1 No


2,500 L FMS500074 1 No


3,000 L FMS500075 1 No


Example of a 200 L mixing bag  
without single-use sensor 
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Flexsafe® Pro Mixer technology allows low 
shear mixing to preserve the drug during 
viral inactivation . PDS are designed with  
single-use sensors for safe and reliable use 
along the process steps .


Low pH viral inactivation of downstream 
process intermediates consists of 3 steps:


The pH of the downstream intermediate  
is first reduced and maintained at low  
pH for a validated period of time, usually at 
pH 3–4 for an hour, until the virus is totally 
inactivated . The low pH inactivation is 
 followed by a neutralisation step where  
the pH is increased, usually up to pH 7–8 
and a final filtration .


All three steps require mixing for inactiva-
tion, neutralization and homogenization .


To ensure that the entire content of the  
first mixer is inactivated, including droplets 
on the mixer wall or dead volume inside  
tubing, some processes are operated using  
3 single-use mixing bags:
• 1 for low pH viral inactivation
• 1 for neutralisation
• 1 for homogenization of the filtered drug 


substance .


Some processes are operated with two 
 single-use mixing bags by combining the  
2 mixing steps, low pH inactivation and 
 neutralisation, into the same single-use  
mixing bag .


PDS for Low pH virus inactivation and  
neutralisation are designed with:
• Fully closed 8” diameter top port for a 


safe mixing .
• Integrated single-use pH sensor and ther-


mowell for in-line monitoring and control 
of the inactivation process .


• Top lines with TuFlux® Silicone tubing  
and quick coupler connector for pH 
adjustment .


• Bottom lines with TuFlux® Silicone  
tubing and Tri-Clamp 1½” sanitary flange 
for filling and draining .


• Bottom lines with TuFlux® Silicone  
tubing and clave needleless port for  
sterile sampling .


The following options are also available:
• Lines for other liquid additions with 


TuFlux® Silicone tubing and quick coupler 
connector .


• Drain valves to avoid hold up volumes 
into the tubes .


PDS for post filtration are designed with: 
• Integrated thermowell for temperature 


monitoring and control .
• A combined TuFlux® Silicone + TuFlux® TPE 


tubing ended by an Opta® SFT female to 
allow sterile connection and disconnec-
tion of the adequate filter line .


• A combined TuFlux® Silicone + TuFlux® TPE 
tubing ended by a Tri-Clamp 1 ½” sanitary 
flange for draining .


• Bottom line with TuFlux® Silicone tubing 
and clave needleless port for sterile  
sampling .


• Bottom line with TuFlux® Silicone tubing 
and quick coupler connector for liquid 
additions .


Downstream Intermediates


Downstream  
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Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500076 1 Yes Closed 8”  
Top Port 


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”) 
+  MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


NA 2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500077 1 No


100 L FMS500078 1 Yes


FMS500079 1 No


Flexsafe® Pro Mixer with pH Sensor and Thermowell for Low pH Viral Inactivation and Neutralisation


Downstream Intermediates


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell
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Flexsafe® Pro Mixer Pre-designed Solutions for27


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500080 2 Yes Closed 8”  
Top Port


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”) 


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain 
valve: 
1 bottom line:
a’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When drain valves: 
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap 


When no drain  
valve: 
1 bottom line:
a’’’ ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


FMS500081 2 No


400 L FMS500082 2 Yes


FMS500083 2 No


650 L FMS500084 1 Yes


FMS500085 1 No


1,000 L FMS500086 1 Yes


FMS500087 1 No


Flexsafe® Pro Mixer with pH Sensor and Thermowell for Low pH Viral Inactivation and Neutralisation


Downstream Intermediates


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell


Downstream  
Intermediates
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Flexsafe® Pro Mixer Pre-designed Solutions for28


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500094 1 No Closed 8”  
Top Port 


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux® TPE 
0 .5 m (20”)  
+ ½” Opta® SFT 
female


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux® TPE 
0 .5 m (20”) 
+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


NA


100 L FMS500095 1 No


200 L FMS500096 2 No


400 L FMS500097 2 No


650 L FMS500098 1 No


1,000 L FMS500099 1 No


Flexsafe® Pro Mixer with Thermowell for Post Filtration


Downstream Intermediates


Example of a 200 L mixing bag 
equipped with Thermowell


Downstream  
Intermediates
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Drug Substance Purification


Flexsafe® Pro Mixer features a levitating 
impeller to preserve the drug substance 
during low shear blending applications . PDS 
are designed with single-use sensors for safe 
and reliable use along the process steps .


Process samples are taken off-line for other 
QC tests such as product quality attributes 
and bioburden prior to sterile filtration .


The Opta® SFT connector or the BioWelder® TC 
are used for respectively sterile connection 
or sterile weld .


Tri-Clamp or quick coupler connectors  
are used for aseptic connections under ISO 
laminar air flow .


Sterile disconnection is done using the 
 BioSealer® TC .


PDS for mixing during drug substance  
purification are designed for
• Aseptic filling and draining operations 


under ISO laminar air flow:  
bottom lines with TuFlux® Silicone tubing 
and Tri-Clamp 1 ½” sanitary flange .


• Integrated single-use pH sensor and |  
or thermowell for in-line monitoring and 
control .


• Top lines with TuFlux® Silicone tubing  
and quick coupler connector for  
pH adjustment .


• Bottom line with TuFlux® Silicone  
tubing and clave needleless port for  
sampling .


• Bottom lines with TuFlux® Silicone tubing 
and quick coupler connector for liquid 
additions .


• Fully closed 8” diameter top port for  
a safe mixing .
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Flexsafe® Pro Mixer Pre-designed Solutions for30


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500077 1 No Closed 8”  
Top Port 


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


NA 2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


100 L FMS500079 1 No


200 L FMS500081 2 No a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


400 L FMS500083 2 No


650 L FMS500085 1 No


1,000 L FMS500087 1 No


Flexsafe® Pro Mixer with pH Sensor and Thermowell


Drug Substance Purification
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Flexsafe® Pro Mixer Pre-designed Solutions for31


Example of a 200 L mixing bag 
equipped with Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500088 1 No Closed 8”  
Top Port 


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ MPC Female  
+ sealing cap


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ MPC female  
+ sealing cap


100 L FMS500089 1 No


200 L FMS500090 2 No


400 L FMS500091 2 No


650 L FMS500092 1 No


1,000 L FMS500093 1 No


Flexsafe® Pro Mixer with Thermowell


Drug Substance Purification
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Flexsafe® Pro Mixer features a levitating 
impeller to preserve the drug product during 
final formulation . PDS are designed with  
single-use sensors for safe and reliable use 
along the process steps .


The drug product formulation involves a 
mixing step where the product is formulated 
before final filtration, fill and finish in its 
final container .


During this step, the drug substance is mixed 
with other buffers and excipents to obtain 
the final drug product concentration and 
composition . 


pH is monitored and | or adjusted in-line  
and samples are taken off-line for other  
QC tests such as product quality attributes 
and bioburden prior to sterile filtration .


Flexsafe® Pro Mixer PDS for final formulation 
are available in:
• With single-use and integrated sensors  


for in-line pH and temperature monitor-
ing and adjustment required for your 
cGMP biomanufacture . 


• Without single-use sensors where sterile 
samples are taken for off-line controls .


PDS are designed for either sterile or aseptic 
connections and disconnections .


The Opta® SFT connector or the BioWelder® TC 
are used for respectively sterile connection 
or sterile weld .


Tri-Clamp or quick coupler connectors  
are used for aseptic connections under  
ISO laminar air flow .


Sterile disconnection is done using the 
 BioSealer® TC .


Intelligent PDS for final formulation are 
designed with:
• Bottom lines with a combined TuFlux®  


Silicone + TuFlux® TPE tubing ended by an 
Opta® SFT connector to allow pumping 
and sterile weld and | or seal


• Integrated single-use pH sensor and thermo- 
well for in-line monitoring and control


• Top lines with TuFlux® Silicone tubing  
and Opta® SFT connector for sterile pH 
adjustment


• Bottom line with TuFlux® Silicone tubing 
and clave needleless port for sterile  
sampling


• Bottom or top line with TuFlux® Silicone 
tubing and Opta® SFT connector for  
sterile liquid additions


• Fully closed 8” diameter top port for  
sterile mixing


Flexsafe® Pro Mixer PDS without sensor for 
final formulation are designed for:
• Aseptic operations under ISO laminar  


air flow:


–  filling and draining lines with TuFlux® 
Silicone tubing and Tri-Clamp 1 ½”  
sanitary flange 


–  additions and pH adjustment lines  
with TuFlux® Silicone tubing and quick 
coupler connector


–  sampling line with TuFlux® tubing and 
clave needleless port 


• For sterile operations: 
–  filling and draining lines with a combined 


TuFlux® Silicone and TuFlux® TPE tubing 
ended by an Opta® SFT connector


–  pH adjustement top lines with TuFlux® 
Silicone tubing ended by Opta® SFT  
connector


–  sampling line with a clave needleless 
port 


–  liquid addition lines with TuFlux®  
Silicone tubing ended by Opta® SFT  
connector 


• Fully closed 8” diameter top port for  
sterile mixing .


Options with drain valves to avoid hold up 
volumes into the tubes are also available .
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Flexsafe® Pro Mixer Pre-designed Solutions for33


Drug Product Formulation


Flexsafe® Pro Mixer with pH Sensor and Thermowell


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500114 1 Yes Closed 8”  
Top Port 


½” TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT 
female


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT  
male


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves:  
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”) 
+ a” Opta® SFT 
female


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ a” Opta® SFT 
female


NA 2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ ¼” Opta® SFT 
female


FMS500115 1 No


100 L FMS500116 1 Yes


FMS500117 1 No


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell
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Flexsafe® Pro Mixer Pre-designed Solutions for34


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500118 2 Yes Closed 8”  
Top Port


½” TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT 
female


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT  
male


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ ½” Opta® SFT 
female


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ a” Opta® SFT 
female


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ ½” Opta® SFT 
female


When no drain valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ a” Opta® SFT 
female


2 top lines:  
¼” ID TuFlux®  
Silicone 0 .1 m (4”)  
+ ¼” Opta® SFT 
female


FMS500119 2 No


400 L FMS500120 2 Yes


FMS500121 2 No


650 L FMS500122 1 Yes


FMS500123 1 No


1,000 L FMS500124 1 Yes


FMS500125 1 No


Drug Product Formulation


Flexsafe® Pro Mixer with pH Sensor and Thermowell


Example of a 200 L mixing bag 
equipped with pH sensor &  
Thermowell
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Flexsafe® Pro Mixer Pre-designed Solutions for35


Example of a 200 L mixing bag  
without single-use sensor  
and with sterile connections  
and disconnections


Flexsafe® Pro Mixer Without Single-use Sensor and With Sterile Connections and Disconnections 


Drug Product Formulation


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500126 1 Yes Closed 8”  
Top Port 


½” TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT 
female


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT  
male


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves:  
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”) 
+ a” Opta® SFT 
female


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ a” Opta® SFT 
female


When drain valves:  
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”)  
+ a” Opta® SFT 
female


When no drain valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ a” Opta® SFT 
female


NA


FMS500127 1 No


100 L FMS500128 1 Yes


FMS500129 1 No
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Flexsafe® Pro Mixer Pre-designed Solutions for36


Example of a 200 L mixing bag  
without single-use sensor  
and with sterile connections  
and disconnections


Flexsafe® Pro Mixer Without Single-use Sensor and With Sterile Connections and Disconnections 


Drug Product Formulation


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500130 2 Yes Closed 8”  
Top Port


½” TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT 
female


½” ID TuFlux®  
Silicone 1 m (40”) 


+ ½” ID TuFlux®  
TPE 0 .5 m (20”) 
+ ½” Opta® SFT  
male


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ ½” Opta® SFT 
female


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ a” Opta® SFT 
female


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”) 
+ ½” Opta® SFT 
female


When no drain valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ a” Opta® SFT 
female


NA


FMS500131 2 No


400 L FMS500132 2 Yes


FMS500133 2 No


650 L FMS500134 1 Yes


FMS500135 1 No


1,000 L FMS500136 1 Yes


FMS500137 1 No
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Flexsafe® Pro Mixer Pre-designed Solutions for37


Example of a 200 L mixing bag  
without single-use sensor  
and with aseptic connections  
and disconnections under  
ISO laminar air flow


Flexsafe® Pro Mixer Without Single-use Sensor and With Aseptic Connections and Disconnections under ISO Laminar Air Flow


Drug Product Formulation


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


50 L FMS500100 1 Yes Closed 8”  
Top Port 


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves: 
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


When drain valves:  
1 top line:
a” ID TuFlux®  
Silicone 0 .15 m (6”)  
+ MPC Female  
+ sealing cap


When no drain valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


NA


FMS500101 1 No


100 L FMS500102 1 Yes


FMS500103 1 No
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Flexsafe® Pro Mixer Pre-designed Solutions for38


Flexsafe® Pro Mixer Without Single-use Sensor and With Aseptic Connections and Disconnections under ISO Laminar Air Flow


Bag  
Volume


Part Number Units  
per Box


Drain  
Valves


Top Port Inlet Outlet Sampling Addition 1 Addition 2 pH Adjustment


200 L FMS500104 2 Yes Closed 8”  
Top Port


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


½” ID TuFlux®  
Silicone 1,5 m (60”)


+ ½” Tri-Clamp  
1½” sanitary  
flange with gasket, 
cap & union


¼” ID TuFlux®  
Silicone 0 .1 m (4”) 


+ Clave needleless 
sampling port


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


When no drain 
valve:  
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


When drain valves:  
1 bottom line:
½” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


When no drain valve: 
1 bottom line:
a” ID TuFlux®  
Silicone 1 .5 m (60”)  
+ MPC Female  
+ sealing cap


NA


FMS500105 2 No


400 L FMS500106 2 Yes


FMS500107 2 No


650 L FMS500108 1 Yes


FMS500109 1 No


1,000 L FMS500110 1 Yes


FMS500111 1 No


Example of a 200 L mixing bag  
without single-use sensor  
and with aseptic connections  
and disconnections under  
ISO laminar air flow
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Description Volumes Technical Specification
Volumes 50 L | 100 L | 200 L | 400 L | 650 L | 1,500 L | 2,000 L | 2,500 L | 3,000 L


Main construction materials 50 L to 3,000 L Stainless Steel 304L


50 L to 1,000 L Windows made of PC and EPDM sealing


Surface finish 50 L to 3,000 L Acid cleaned, stainless steel bead blasted and passivated


Door 50 L to 400 L Front hinged door and PC windows


650 L and 1,000 L Front hinged doors and PC windows


1,500 L to 3,000 L Front and lateral hinged doors


Bag tubing gate 50 L to 3,000 L Front bottom port for bag lines | sensor access


Port 50 L to 3,000 L Railed port for drive unit coupling


Mobility 50 L to 1,000 L Mounted on stainless cart with four clean room wheels and  
push handles


1,500 L to 3,000 L Mounted on stainless cart with four clean room fixed feet


Minimum door height 1,500 L to 3,000 L 1,550 mm


Minimum ceiling height 1,500 L 3,000 mm


2,000 L 3,500 mm


2,500 L 4,000 mm


3,000 L 4,500 mm


Operating temperature 50 L to 3,000 L 0°C to 50°C


Palletank for Mixing
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Dimensions and Weight European Version (Metric Units)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301951 50 L 785 × 705 × 989 mm 78 kg


FXC301952 100 L 785 × 705 × 1,094 mm 86 kg


FXC301953 200 L 785 × 705 × 1,194 mm 105 kg


FXC301954 400 L 1,031 × 873 × 1,344 mm 142 kg


FXC301955 650 L 1,181 × 1,008 × 1,454 mm 175 kg


FXC301956 1,000 L 1,296 × 1,157 × 1,654 mm 256 kg


FXC301958 1,500 L 1,733 × 1,076 × 2,444 mm 465 kg


FXC301959 2,000 L 1,733 × 1,076 × 2,944 mm 528 kg


FXC301960 2,500 L 1,733 × 1,076 × 3,445 mm 592 kg


FXC301961 3,000 L 1,733 × 1,076 × 3,945 mm 656 kg


Palletank for Mixing


Dimensions and Weight North American Version (Imperial Units)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301973 50 L 785 × 705 × 989 mm 78 kg


FXC301974 100 L 785 × 705 × 1,094 mm 86 kg


FXC301975 200 L 785 × 705 × 1,194 mm 105 kg


FXC301976 400 L 1,031 × 873 × 1,344 mm 142 kg


FXC301977 650 L 1,181 × 1,008 × 1,454 mm 175 kg


FXC301978 1,000 L 1,296 × 1,157 × 1,654 mm 256 kg


FXC301980 1,500 L 1,733 × 1,076 × 2,444 mm 465 kg


FXC301981 2,000 L 1,733 × 1,076 × 2,944 mm 528 kg


FXC301982 2,500 L 1,733 × 1,076 × 3,445 mm 592 kg


FXC301983 3,000 L 1,733 × 1,076 × 3,945 mm 656 kg


Palletank for Mixing
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Palletank for Mixing with Weighing 
Description Technical Specification
Scale Indicator Minebea Combics 1


Material of construction Stainless Steel 304


Keyboard 6 keys


Display 14 segments


20 mm weight readout 650 L


Interface RS232


IP protection rate IP69K


Operating temperature range -10°C to 40°C


Integrated load cells Weighing module Minebea Novego


Material of construction 304 and 4418 (sensor)


IP protection rate IP68 + IP69


Overload High overload protection


Vibration resistance Resistance against oscillations (IEC 68-2-6 Fc);  
20g, 100h, 10 to 150 Hz


Design In accordance with European Hygienic Engineering and  
Design Group (EHEDG) guidelines


Lift-off Lift-off protector and anti-wobbling mechanism


Palletank for Mixing


Weighing Characteristics
Volumes Maximum net capacity Resolution Accuracy
50 L 60 kg 20 g 60 g


100 L 110 kg 20 g 60 g


200 L 220 kg 20 g 60 g


400 L 450 kg 50 g 150 g


650 L 750 kg 50 g 150 g


1,000 L 1,100 kg 100 g 300 g


1,500 L 1,750 kg 100 g 300 g


2,000 L 2,200 kg 200 g 600 g


2,500 L 2,750 kg 200 g 600 g


3,000 L 3,300 kg 200 g 600 g


Palletank for Mixing  
with Weighing
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Dimensions and Weight European Version (Metric Units)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301962 50 L 878 × 705 × 1,018 mm 81 kg


FXC301963 100 L 921 × 705 × 1,115 mm 90 kg


FXC301964 200 L 981 × 705 × 1,194 mm 108 kg


FXC301965 400 L 1,159 × 873 × 1,344 mm 145 kg


FXC301966 650 L 1,311 × 1,008 × 1,454 mm 178 kg


FXC301967 1,000 L 1,426 × 1,157 × 1,654 mm 259 kg


FXC301968 1,500 L 1,860 × 1,076 × 2,444 mm 469 kg


FXC301969 2,000 L 1,860 × 1,076 × 2,944 mm 533 kg


FXC301970 2,500 L 1,860 × 1,076 × 3,445 mm 596 kg


FXC301971 3,000 L 1,860 × 1,076 × 3,945 mm 660 kg


Palletank for Mixing


Dimensions and Weight North American Version (Imperial Units)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301984 50 L 878 × 705 × 1,018 mm 81 kg


FXC301985 100 L 921 × 705 × 1,115 mm 90 kg


FXC301986 200 L 981 × 705 × 1,194 mm 108 kg


FXC301987 400 L 1,159 × 873 × 1,344 mm 145 kg


FXC301988 650 L 1,311 × 1,008 × 1,454 mm 178 kg


FXC301989 1,000 L 1,426 × 1,157 × 1,654 mm 259 kg


FXC301990 1,500 L 1,860 × 1,076 × 2,444 mm 469 kg


FXC301991 2,000 L 1,860 × 1,076 × 2,944 mm 533 kg


FXC301992 2,500 L 1,860 × 1,076 × 3,445 mm 596 kg


FXC301993 3,000 L 1,860 × 1,076 × 3,945 mm 660 kg


Palletank for Mixing
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Palletank Jacketed
Description Technical Specification


Version: PED (for Europe, Asia and NEMA) Version: ASME (for North America)
Volumes 50 L | 100 L | 200 L | 400 L | 650 L | 1,500 L | 2,000 L | 2,500 L | 3,000 L


Main construction materials 50 L to 3,000 L Stainless Steel 304L,  
Perlit Balls (insulation)


Stainless Steel 304L,  
Foam Glass and Ceramic Fiber (insulation)


Surface finish 50 L to 3,000 L Acid cleaned, stainless steel bead blasted and passivated


Door 50 L | 100 L No door


200 L | 400 L Front insulated hinged door


650 L to 3,000 L Front insulated hinged doors


Bag tubing gate 50 L to 3,000 L Hinged PTFE bottom door Hinged UHMW bottom door


Port 50 L to 3,000 L Railed port for drive unit coupling


Mobility 50 L to 1,000 L Mounted on stainless cart with four clean room wheels and push handles


1,500 L to 3,000 L Mounted on stainless cart with four clean room fixed feet


Minimum door height 1,500 L to 3,000 L 2,070 mm


Minimum ceiling height 1,500 L 3,000 mm


2,000 L 3,500 mm


2,500 L 4,000 mm


3,000 L 4,500 mm


Palletank for Mixing


Palletank for Mixing  
Jacketed
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Palletank Jacketed
Description Technical Specification


Version: PED (for Europe, Asia and NEMA) Version: ASME (for North America)


Operating temperature 50 L to 3,000 L 0°C to 50°C


Working pressure 50 L to 3,000 L -1 to 6 bars 10 bars


Test pressure 50 L to 3,000 L 9 bars 13 bars


Compliance 50 L to 3,000 L PED Heat exchanger ASME certified 
From heat exchanger:  
designed and build under ASME code


Insulated 50 L to 3,000 L On all sides, the bottom and the lids


Jacketed 50 L and 100 L 4 sides and bottom


200 L to 1,000 L 3 sides and bottom


1,500 L to 3,000 L 3 sides and bottom for 1,500 L base, module and top insulated only


Inlet | outlet of heat transfer fluid 50 L to 3,000 L Manual ¾ ball valve and ¾ Tri-Clamp Male NPT connection


Palletank for Mixing


Palletank for Mixing  
Jacketed
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Dimensions and Weight PED Version (for Europe, Asia and NEMA)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301930 50 L 847 × 817 × 1,045 mm 118 kg


FXC301931 100 L 878 × 817 × 1,150 mm 178 kg


FXC301932 200 L 949 × 969 × 1,250 mm 238 kg


FXC301933 400 L 1,158 × 1,186 × 1,399 mm 347 kg


FXC301934 650 L 1,242 × 1,319 × 1,509 mm 456 kg


FXC301935 1,000 L 1,376 × 1,435 × 1,710 mm 592 kg


FXC301936 1,500 L 1,822 × 1,135 × 2,530 mm 791 kg


FXC301937 2,000 L 1,822 × 1,135 × 3,050 mm 933 kg


FXC301938 2,500 L 1,822 × 1,135 × 3,570 mm 1,076 kg


FXC301939 3,000 L 1,822 × 1,135 × 4,090 mm 1,218 kg


Palletank for Mixing


Dimensions and Weight ASME Version (North America) 
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301994 50 L 847 × 817 × 1,045 mm 118 kg


FXC301995 100 L 878 × 817 × 1,150 mm 178 kg


FXC301996 200 L 949 × 969 × 1,250 mm 238 kg


FXC301997 400 L 1,158 × 1,186 × 1,399 mm 347 kg


FXC301998 650 L 1,242 × 1,319 × 1,509 mm 456 kg


FXC301999 1,000 L 1,376 × 1,435 × 1,710 mm 592 kg


FXC302000 1,500 L 1,822 × 1,135 × 2,530 mm 791 kg


FXC302001 2,000 L 1,822 × 1,135 × 3,050 mm 933 kg


FXC302002 2,500 L 1,822 × 1,135 × 3,570 mm 1,076 kg


FXC302003 3,000 L 1,822 × 1,135 × 4,090 mm 1,218 kg


Palletank for Mixing  
Jacketed
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Dimensions and Weight PED Version (for Europe, Asia and NEMA)
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC301940 50 L 970 × 817 × 1,058 mm 121 kg


FXC301941 100 L 1,013 × 817 × 1,150 mm 181 kg


FXC301942 200 L 1,112 × 969 × 1,250 mm 241 kg


FXC301943 400 L 1,287 × 1,186 × 1,399 mm 350 kg


FXC301944 650 L 1,412 × 1,319 × 1,509 mm 459 kg


FXC301945 1,000 L 1,511 × 1,435 × 1,710 mm 595 kg


FXC301946 1,500 L 1,949 × 1,135 × 2,530 mm 794 kg


FXC301947 2,000 L 1,949 × 1,135 × 3,050 mm 936 kg


FXC301948 2,500 L 1,949 × 1,135 × 3,570 mm 1,079 kg


FXC301949 3,000 L 1,949 × 1,135 × 4,090 mm 1,221 kg


Palletank for Mixing


Dimensions and Weight ASME Version (North America) 
Part Number Volume Dimensions (approx.)  


W × D × H
Weight


FXC302004 50 L 970 × 817 × 1,058 mm 121 kg


FXC302005 100 L 1,013 × 817 × 1,150 mm 181 kg


FXC302006 200 L 1,112 × 969 × 1,250 mm 241 kg


FXC302007 400 L 1,287 × 1,186 × 1,399 mm 350 kg


FXC302008 650 L 1,412 × 1,319 × 1,509 mm 459 kg


FXC302009 1,000 L 1,511 × 1,435 × 1,710 mm 595 kg


FXC302010 1,500 L 1,949 × 1,135 × 2,530 mm 794 kg


FXC302011 2,000 L 1,949 × 1,135 × 3,050 mm 936 kg


FXC302012 2,500 L 1,949 × 1,135 × 3,570 mm 1,079 kg


FXC302013 3,000 L 1,949 × 1,135 × 4,090 mm 1,221 kg


Palletank for Mixing  
Jacketed with Weighing
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Pro Mixer Drive Unit


Description Unit Value
Dimensions (width × length × height) mm 439 × 1,242 × 1,006


Weight kg 100


Materials Device surfaces: 316L | 1 .2 Ra 


Display: Foil coated with polyester foil 


Castors: Polyamide


Mobility Mounted on stainless cart with four clean room wheels  
and push handle


Initial set-up time Not applicable


Speed of the impeller rpm 20 – 750


Working Temperature °C +2 – +30


Relative humidity, maximum  
(at temperatures of up to 31 °C)


% 80


Protection class according to IEC 60529 IP 23


Voltage VAC 100 – 240 ±10 %


Frequency Hz 50 – 60


Performance (Current consumption),  
maximum


W 1200


Length of the power supply cable m 10


Acoustic pressure level, max . dB (A) 60


Operating Modes Local operation (Manual, Recipe) | Remote Operation


Remote Operation V 10 Input signals from remote control


mA 0 – 20 Output signals of the device in remote operation


Remote Operation Functions available:
• Motor – start, stop 
• Speed – adjustment, indication 
• Alarm – indication 
• Mode of control (remote|local) – indication


Type of connection cable for remote operation Shielded 8-pin plug, M12, A coded,  
screw assembly with M16 thread, 8 × 0 .25 mm2


Recipe storage 25 Number of recipes, max .


10 Number of phases in the recipe, max .


Compliance CE | UL


Item Quantity Part Number
Flexsafe® Pro Mixer Drive Unit* 1 FMD300001


Power supply cable - EU 1 FMA303410


Power supply cable – US 1 FMA303411


Power supply cable – Switzerland 1 FMA303412


Power supply cable – Australia 1 FMA303413


Power supply cable – Great Britain 1 FMA303415


Connection cable for  
remote operation, length 3 m


1 FMA303416


*  the drive unit box includes one power supply cable (EU) and  
one power supply cable (US)
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Accessories


Powder Bag Holders
Description Powder Bag Holder  


50 L to 200 L
Powder Bag Holder  
400 L to 1,000 L


Powder Bag Holder  
1,500 L to 3,000 L


Part Number FXA304216 FXA304217 FXA304218


Construction material Stainless Steel 304 and Nylon


Surface finish Bead Blasted


Dimensions 660 × 1,360 mm 960 × 1,360 mm 860 × 1,360 mm


Weight 14 kg 16 kg 14 kg


Height above Palletank 1349 mm 1349 mm 1349 mm


Filling weight, maximum 30 kg 30 kg 30 kg


Ambient Conditions +2°C – +30°C +2°C – +30°C +2°C – +30°C
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Accessories


Triclamp Reducer
Description Technical Specifications
Triclamp Reducer 8-inch to 4-inch triclamp reducer with  


a 4-inch triclamp plug, 4-inch triclamp  
gasket and 4-inch triclamp union


Material  
of Construction


Reducer: polyethylene  
Plug: polyethylene  
Gasket: platinum cured silicone  
4-inch triclamp union:  
glass reinforced polyamide


Sterility Non sterile


Cap | Gasket | Union
Description Technical Specifications
Cap | Gasket | Union 4-inch triclamp plug, 4-inch triclamp gasket, 4-inch triclamp union


Material of Construction Plug: polyethylene 
Gasket: platinum cured silicone 
4-inch triclamp union: glass reinforced polyamide


Sterility Non sterile


Part Number Description Bag Port 1 Qty. | Box
FMA300221 STD Powder Bag 15 L (PWD Port) with pinch clamp 4-inch triclamp 5


FMA300222 STD Powder Bag 30 L (PWD Port)with pinch clamp 4-inch triclamp 5


FMA114007 8-inch to 4-inch triclamp reducer NA 1


FMA114179 Component Plug|Gasket|Union for TC4” NA 5


Powder Transfer Bags
Description Technical Specifications
Bag Chamber Multiple layer film construction,  


(mLLDPE | MDPE-LDPE | mLLDPE) 


Fittings 4-inch triclamp


Accessory Pinch clamp


Volumes 15 L and 30 L


Number of Port 1 port


Irradiation 25–45 kGy
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Accessories


Tubing Holder
Description Part Number Type Outer Tube Diameter Material Surface Finish Dimensions Weight


Tubing Holder Single b" FXC301562 Single b" Stainless Steel 304 
and TPE


Bead Blasted 139 × 68 mm 423 g


Tubing Holder Twin b" FXC301563 Twin b" 150 × 113 mm 465 g


Tubing Holder Triple b" FXC301564 Triple b" 150 × 158 mm 506 g


Tubing Holder Quattro b" FXC301565 Quattro b" 150 × 205 mm 546 g


Tubing Holder Single ¾" FXC301566 Single ¾" 139 × 77 mm 427 g


Tubing Holder Twin ¾" FXC301567 Twin ¾" 150 × 132 mm 474 g


Tubing Holder Triple ¾" FXC301568 Triple ¾" 150 × 188 mm 518 g


Tubing Holder Quattro ¾" FXC301569 Quattro ¾" 150 × 243 mm 559 g


Tubing Holder Single 1" FXC301570 Single 1" 139 × 86 mm 434 g


Tubing Holder Twin 1" FXC301571 Twin 1" 160 × 151 mm 510 g


Tubing Holder Triple 1" FXC301572 Triple 1" 160 × 216 mm 571 g


Tubing Holder Quattro 1" FXC301573 Quattro 1" 160 × 281 mm 626 g


Tubing Holder Single 1 8" FXC301574 Single 1 8" 146 × 86 mm 445 g


Tubing Holder Twin 1 8" FXC301575 Twin 1 8" 160 × 151 mm 510 g


Tubing Holder Triple 1 8" FXC301576 Triple 1 8" 160 × 216 mm 570 g


Tubing Holder Quattro 1 8" FXC301577 Quattro 1 8" 160 × 281 mm 627 g
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Accessories


Tubing Holder
Description Part Number Type Outer Tube Diameter Material Surface Finish Dimensions Weight


Tubing Holder Single 1 a" FXC301578 Single 1 a" Stainless Steel 304 
and TPE


Bead Blasted 156 × 89 mm 454 g


Tubing Holder Twin 1 a" FXC301579 Twin 1 a" 171 × 157 mm 527 g


Tubing Holder Triple 1 a" FXC301580 Triple 1 a" 171 × 225 mm 595 g


Tubing Holder Quattro 1 a" FXC301581 Quattro 1 a" 171 × 293 mm 657 g
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Accessories


Filter Holder 
Description Part number Type Filter diameter Material Surface finish Dimensions Weight
Filter Holder Short 55 mm FXC301582 Short 55 mm Stainless Steel 304 


and TPE
Bead Blasted 100 × 55 mm 596 g


Filter Holder Long 55 mm FXC301583 Long 55 mm 500 × 55 mm 1,519 g


Filter Holder Short 75 mm FXC301584 Short 75 mm 100 × 75 mm 672 g


Filter Holder Long 75 mm FXC301585 Long 75 mm 500 × 75 mm 1,596 g


Filter Holder Short 100 mm FXC301586 Short 100 mm 100 × 100 mm 735 g


Filter Holder Long 100 mm FXC301587 Long 100 mm 500 × 100 mm 1,658 g
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Accessories


pH Reader Holder and pH Bag Holder
Description Part number Material Surface finish Dimensions Weight
Palletank for Mixing pH Reader Holder FXA304214 Stainless Steel 304 and elastomer Bead Blasted 245 × 170 × 181 mm 1,499 g


Palletank for Mixing pH Bag Holder FXA304215 160 × 181 × 212 mm 1,519 g
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Design, Application Development and Validation Services


Design Configuration Options 
Should our Pre-designed Solutions need to 
be adjusted to more specific requirements, 
they can serve as a base for adjusting  
your specific design using our Corporate 
Configurator and configure to Order (CTO) 
solutions .


Our Engineered to order (ETO) solutions 
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 .


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, IQ & OQ,  


calibration and maintenance
• Consultancy service and process  


specific validation studies including
• Extractables | leachables,
• Chemical compatibility
• Bacterial challenge test
• Particle shedding


Please contact
www.sartorius-stedim.com
or your local sales  
representative for more  
information.
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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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
via A. Meucci 4,
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


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


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


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


www.sartorius-stedim.com


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 II
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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Robust, Complete and Scalable Solutions for Frozen Storage and Shipment







Celsius® Pre-designed Solutions


Table of Contents
Please click on the headline to go to the selected topic


Digital Selection Map
Please click on the box that matches your process need


Unprecedented Performance and Assurance of Supply .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .3
Material Science and Film Extrusion Expertise  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .4
Control of the Entire Manufacturing Process .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .5
Assurance of Supply for Fluid-contact Components  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .6
Validation and Quality Assurance  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .7


Freezing Operations in Biomanufacturing  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .8


Robust, Complete and Scalable Solutions  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .9
Select Your Celsius® Platform for Your Process Requirements .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .10


Lab-scale Freeze & Thaw  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .11
Lab-scale Freeze & Thaw to Match Large-scale Conditions  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .12
Lab-scale Freeze & Thaw in 30 mL and 100 mL Celsius®-Paks  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .13


Frozen Storage & Shipment in Celsius® FFT and Celsius® FFTp .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .14


Frozen Storage & Shipment in Celsius®-Paks  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .16
Frozen Storage & Shipment in 1 L and 2 L Celsius®-Paks .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .17
Frozen Storage & Shipment in 8 .3 L and 16 .6 L Celsius®-Paks  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .18


Equipment and Accessories  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .19
Develop Your Freeze & Thaw Process with Celsius® S3 Benchtop System .  .  .  .  .  .  .19
Complete Logistics Solutions for Celsius® FFT  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .20
Complete Logistics Solutions for Celsius®-Paks .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .21


Design, Applications Development and Validation Services  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .  .23


Freeze, Store & Thaw in  
Celsius®-Paks


Connections for Filling  
and Draining


Freeze, Store & Thaw in  
Celsius® FFT | Celsius® FFTp


Connections for Filling 
and DrainingCell Harvest 


& Downstream 
Intermediates


Freeze, Store, Ship & Thaw in  
Celsius®-Paks


Connections for Filling 
and Draining


Freeze, Store, Ship & Thaw in 
Celsius® FFT | Celsius® FFTp


Connections for Filling 
and DrainingDrug 


Substance | 
Drug Product


Freeze & Thaw Kinetics Studies
Stability Studies
Sampling


Connections for Filling 
and Draining


Lab-scale 
Freeze & Thaw







Media & Buffer Preparation


Cell Culture | Harvest


Downstream Intermediates to Drug Substances


Drug Product Formulation, Fill and Finish


Laboratory |  
Process Development


Celsius® Pre-designed Solutions


Celsius® Freeze & Thaw Solutions for  
Frozen Storage and Shipping Applications
Building on more than 15 years experience in designing single-use  
freeze & thaw solutions, we have established lab-scale and production-scale 
Celsius® Pre-designed Solutions (PDS) for every process step when  
frozen storage and frozen shipment are required . Celsius® PDS are configured 
with the features needed to decouple downstream process steps and securely  
transport Drug Substances to Drug Product sites .


The performance and assurance of supply (AoS) of Celsius® PDS are based  
on the complete control of our manufacturing process for resins, film, bags, 
filters and the assemblies .


Other fluid-contact components are secured by strategic partnerships, long 
term contracts and quality agreements and are available off-the-shelf to pro-
vide best delivery reliability .


Unprecedented Performance and Assurance of Supply


When you select a Celsius® PDS, you  
get the assurance of consistent quality 
and robust change control .
Business continuity is guaranteed with  
at least 24-month notification in case  
of a change on a critical fluid-contact 
component .


Drug Substance |  
Drug Product
Pre-designed Solutions for  
frozen storage, transfer and 
shipment of drug substances  
to drug product sites


Cell Harvest & Down-
stream Intermediates
Pre-designed Solutions for  
frozen storage of cell harvest 
and downstream intermediates 
to decouple DSP process steps


Lab-scale Freeze & Thaw
Pre-designed Solutions for  
laboratory-scale validation  
studies, process development  
and sampling 
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Celsius® Pre-designed Solutions
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Backbone:
 − Superior strength 
and flexibility


 − High gas barrier  
properties 


Contact layer:
 − Superior strength 
and flexibility


 − Weld strength
 − Low extractable 
level


 − Excellent  
biocompatibility


The S71 EVA film is the foundation for the 
excellent performance of Celsius® PDS and 
is the result of combining material  
science and film extrusion expertise in  
collaboration with our resin suppliers and 
film partner . Such partnerships ensure  
a full under standing of the resins  
formulation and the film manufaturing 
process.


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


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 formula-
tion is optimized to reduce the generation 
of extractables during film extrusion and 
gamma irradiation processes . 


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


Characterized for use at low temperatures, 
the properties of the S71 film demonstrate 
its suitability for freezing applications 
when used in conjunction with the Celsius® 
products . Extensive testing of the Celsius® 
assemblies has shown that they can  
be safely used at frozen temperatures . 


Heat-laminated EVA | EVOH |  
EVA Structure


 − 360 μm thickness for all Celsius® bags


 − Outstanding robustness by combining 
strength and flexibility 


 − Large sealing window of welds for bag 
robustness


 − Gas and water barrier structure


S71 Film Features & Benefits
 − Superior strength and flexibility:  
The film strength offers safety 
during handling and thawing while 
flexibility ensures integrity during 
frozen storage and shipment 


 − High gas and water barrier  
properties: 
Suitable for long term frozen  
storage of downstream inter-
mediates and drug substances


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


 − Excellent biocompatibility: 
Ideal for every process steps from 
cell harvest and downstream inter-
mediates to drug substances and 
drug products


Resins + Additives


Specifications  
& Controls


–  Optimized resin 
and additives


−  Minimized anti-
oxidant level


−  Use of EP listed 
antioxidant for 
the contact layer


Performance 
Testing in 
Process  
Qualification


Film Extrusion  
and Welding


Bag Making


Design Space, Operating 
Ranges & Controls


− No slipping agents
−  Mechanical anti-blocking 


(Si02)


The lot to lot consistent performance of Celsius® 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  .


Benefits
 − Best film performance  
and quality attributes


 − Proven robustness


 − Superior Assurance  
of supply


 − Consistent extractable  
profile


Material Science and Film Extrusion Expertise


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions


Control of the Entire Manufacturing Process


The complete control of our manufacturing 
process and our quality management for 
critical fluid-contact components ensure 
reliable and consistent performance of our  
Celsius® PDS .


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 .


Proven Robustness 
The strength and flexibility of Celsius®  
bags make them perfectly suitable for 
freezing and thawing operations .  
Supported by protective frame or integral 
shell, Celsius® PDS have been qualified in 
typical handling processing conditions and 
validated with the most stringent ASTM 
D4169 shipping test Assurance Level 1 
(AL1) to offer maximum security for frozen 
storage and frozen transportation of drug 
substances .


Film Performance and Quality  
The formulation of the resins and additives 
is completeley known to reduce material 
variability and the extrusion process 
parameters are controlled within the 
established design spaces to ensure lot  
to lot performance consistency .


Robustness is routinely controlled in pro-
duction by mechanical testing providing 
the best quality, identical for all Celsius® 
bags .


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 .  


Consistent Extractable Profile
Specification and control of the resins  
and the film eliminate lot to lot variability 
ensuring well characterized and consistent 
extractables . Extractable data is readily 
available for risk assessment, thus saving 
end-users the time and money required for 
generating validation data . The validation 
studies and toxicological assessments 
remain valid and reproducible from lot  
to lot .


Same Performances for all Celsius® PDS


30 mL –100 mL Celsius®-Pak 2 L –12 L Celsius® FFT 6 L –12 L Celsius® FFTp 1 L –16 .6 L Celsius®-Pak


Maximum robustness
Freeze k Transport k Thaw
360 Tests in freezing conditions


Design of Experiment (DoE) 
Film extrusion Design Space


Ultimate Tensile strength
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S71
360µm


Film A


Film B


Film C


Film D


S71 360µm


Film A


Film B


Film C


Film D


Elongation at break (%)


Celsius®


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale


Resin – S71
Resin specification & process control
– Resin & additives traceability
– Lot to lot raw material consistency


Long term contract
– 2-year last time buy option
– 2-year stocks of resin & film


Components
Long term supply contracts
– 2-year change notification


Quality Agreements & controls
– Bioburden, particle & endotoxin
– Extractable characterization


Film – S71
Extrusion design space & control
– Reproducible robustness
– Lot to lot consistent extractable


10-year supply & quality contract
– 2-year last time buy option
– 2-year stocks of resin & film


Final SU Assembly
Business continuity plan
– Back up equipment & safety stocks


Multiple manufacturing sites
– 7000m2 of clean room in EU, US & Asia
– Resin-to-bag process control


4-year guaranty of unchanged film
2-year of unchanged critical fluid-contact components for our 
Pre-Designed-Solutions
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Celsius® Pre-designed Solutions


Assurance of Supply for Fluid-contact Components


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


Our supply contracts and quality  
agreements ensure 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
Celsius® PDS components are evaluated  
for conformity against the EP and USP 
standards 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 .


Criteria for 
Component Se-
lection


Reference


Biological safety  
(USP Class VI)


USP<87> & USP<88>


TSE-BSE  
questionnaire


Compliance with 
EMA/410/01 &  
E .P 5 .2 .8


Endotoxin USP<85> or EP 2 .6 .14
Bioburden ISO11737
Sub-visible  
particulates


USP<788> or EP 2 .9 .19


Visible  
particulates


Internal reference


Others Bisphenol A free,  
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 .


Design Qualification
Component designs are selected to maxi-
mize tubing engagement tensile strength 
and tightness . All engagements with tubings 
on Celsius® PDS are qualified for a 3-year 
shelf-life (after exposure to freezing and 
thawing conditions) . Test samples are visually 
inspected for absence of defect and tested 
for leak, burst pressure, traction and  
compression .


Using a Celsius® Pre-designed Solution 
in your drug manufacturing processes  
provide you with best performance  
and assurance of supply.


Celsius® PDS


Components Biocompa-
tibility USP 
<87> or 
USP<88>  
Class VI


Endotoxin,  
Sub-visible            
particulates


TSE-BSE 
EMA/410/01 
& REACH


Notification 
period time


Celsius® bags Yes Yes Yes 48 months
Tubings Yes Yes Yes 24 months
Opta® sterile connectors Yes Yes Yes 24 months
Midisart® BV filters Yes Yes Yes 24 months
Fittings Yes Yes Yes 24 months
Connectors Yes Yes Yes 24 months


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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For the most critical drug product  
process step bioburden, sub-visible  
particulates and endotoxin testing is  
performed on representative finished 
products for every production batch.


Celsius® Pre-designed Solutions


Celsius® PDS are qualified against extensive 
biological, chemical, physical, extractable 
and functional 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 ISO 13485 for Medical Devices . 
Design, manufacture, quality control and 
sterilization of Celsius® PDS are conducted 
under conditions that mirror biopharma-
ceutical operations and meet cGMP like 
requirements to ensure they are supplied 
clean, pure, non-pyrogenic fluid path  
and sterile .


Celsius® PDS are validated for a 3-year 
shelf-life post gamma-sterilization and 
routinely controlled to provide consistent 
performance .


Robustness
 − ASTM D882 and ISO527, ASTM D1004, 
F392 and ISO7765 for tensile properties, 
tear resistance and flex durability


 − Qualification of the bag manufacturing 
process capabilities following recommen-
dations from standards (ASTM F-2097, 
ISO15747) and other publications (PDA, 
FDA-CBER)


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


 − ASTM D4169 (AL1): Standard Practice 
for Performance Testing of Shipping  
Containers and Systems


 − 100% bag chamber leak test by pressure 
decay (ASTM D2095)


Gas transmission (S71 film)
 − ASTM D3985, ISO 15106-3, ASTM F2476:  
Oxygen, Water Vapor and Carbon  
Dioxide Transmission Rate


Thermal Properties (S71 film)
 − ISO 8570: Cold Crack temperature
 − ASTM D3418 and ISO11357-2,  
ISO 6721-1 and ISO 11359-2: Tg


Biocompatibility and chemical  
compatibility (fluid-contact components)


 − USP<87> and ISO 10993-5:  
Biological reactivity tests, in Vitro


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


 − USP<661> and EP 3 .1 .7: Containers, 
physico-chemical tests – Plastics


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


Purity, extractable and 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
 − Visible particles: Representative product 
has been analyzed for particles with 
sizes > 100 μm according to internally 
developed and validated method . Results 
are monitored .


 − USP<85> and E .P . 2 .6 .14:  
Bacterial endotoxins sterility


 − Other tests listed in section "Sterile 
Water for Injection" of USP and EP


 − ISO 11737: Sterilization of medical 
devices – Microbiological methods: 
Bioburden


 − ISO 11137: Sterilization by irradiation  
of Medical Devices: Sterilization  
of Medical Devices


 − ISO 14644:  
Cleanroom environmental controls


 − Gamma radiation dose mapping 


Celsius® PDS are released on the basis  
of a weekly quality control for bioburden, 
sub-visible particulates and endotoxin  
performed on representative finished  
products .


Certificate of Release


Statement Monitoring1 100% Batch testing Particles  
Prevention
Program


USP Class VI
USP<87> and ISO 10993-5: 
Biological reactivity tests, 
in Vitro


USP<88>: Biological  
reactivity tests, in Vivo


Physico-chemical testing
USP<661> and EP 3 .1 .7


TSE-BSE Status
EMA/410/01 and E .P 5 .2 .8


Bioburden
ISO 11737


Endotoxin
USP<85> and  
E .P . 2 .6 .14


Sub-visible  
Particulates
USP<788> and  
EP 2 .9 .19


Sterility 
ISO 11137


Bioburden2


ISO 11737


Endotoxin2


USP<85> and  
E .P . 2 .6 .14


Sub-visible  
Particulates2


USP<788> and  
EP 2 .9 .19


Gamma radiation
Dose irradiation


Visual inspection
Film, bag, seal and 
packaging


Technical Drawing 
conformity
Batch record review


100% Leak Testing
Bag chamber and 
immediate connec-
tions


Visible  
Particles
Monitoring


1  performed weekly on representative finished products (all Celsius® PDS)
2  performed on each batch on representative finished products (Celsius®-Paks excluding 30 mL and  


100 mL sizes, and Celsius® FFTp only)


Media, Buffer, Harvest & 
Downstream Intermediates


Drug Substance Drug Product


Weekly testing of bioburden, sub-visible particulates  
and endotoxin on representative finished product


Lot release testing of bioburden, 
sub-visible particulates and endotoxin 
on representative finished product


Validation and Quality Assurance


In addition, categorized as Drug Product, 
Celsius®-Paks (excluding 30 mL and 100 mL 
sizes) and Celsius® FFTp are released via  
Lot Release Testing .


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions


Freezing Operations in Biomanufacturing


Drug Substance Transfer to 
Drug Product Sites Worldwide
Due to increasingly complex networks in 
the industry, the drug substance is generally 
manufactured at a different location from 
the drug product site . High value Bulk Drug 
Substance has to be stored and shipped 
worldwide to remote location . 


To maintain the product quality and  
stability, this critical operation requires 
frozen storage in robust containers and  
a complete logistic solution for an easy, 
reliable and safe transfer . This represents 
the majority of the application served 
today by the Celsius® products . 


Why Establish Freezing  
Operations?


 − To maintain product quality and improve 
its stability over long period of time


 − To reduce microbial growth risk


 − To minimize protein interactions with 
the container closure system and  
eliminate stresses during shipment


 − To provide longer shelf-life


 − To maximize productivity and flexibility  
by allowing process step decoupling, 
stockpiling or by enabling batch  
processing (real-time commercial  
campaign or clinical demands)


Frozen Storage and Shipment 
in Biomanufacturing
Freezing and thawing operations are  
commonly used along the entire down-
stream purification process steps of  
biomolecules up to the transition towards 
the drug product manufacturing for which 
shipping in frozen state may be required . 


Celsius® PDS have been designed to be  
used in all biomanufacturing process  
steps . Indeed, the versatile range and the  
functionalities offered by the different  
Celsius® PDS configuration allow the  
transfer of all biopharmaceutical fluids 
from and to most common single-use  
or stainless steel containers . 


Cell Culture | Harvest Drug Substance Purification Drug Product Formulation


Cell Harvest DSP Intermediates Drug Substance


Drug Product


Thawing &  
Formulation


Transfer and | or Shipment


Clarification DSP Step DSP Step
Final  
DSP step


Frozen Hold Step | Frozen Shipment


-20°C
-40°C
-70°C


Frozen Hold Step


-20°C
-40°C
-70°C


Frozen Hold Step


Sterile Filtration &  
Transfer to Filling


-20°C
-40°C
-70°C


Celsius® PDS are designed for safe and  
easy storage and shipment of high value  
biopharmaceutical products across  
campus, production sites or world-wide  
manufacturing networks.


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions


Robust, Complete and Scalable Solutions


 − 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


 − Process controls ensure performances and quality for superior robustness and 
consistent extractable profile


 − Versatile range of configurations to implement freezing in all process steps


 − Maximum robustness for safe frozen storage of high value biopharma-
ceutical products with complete solutions 


 − Scalable platforms to meet any frozen storage and transfer needs


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


Robustness Qualified Down to –70°C


360 tests in real process conditions


Connection Tests Functional Tests


Liquid Robustness


Extreme F&T Conditions


Pass


Freeze & Thaw Cycles


Shipping: simulated + real


Frozen Robustness


Rotate | Lift | Drop


Pass


Complete Solution for Safe and Robust Frozen  
Transfer in Increasingly Complex Networks
Complete frozen storage and logistics solutions from one supplier  
to transfer world-wide Drug Substances to Drug Product Sites .


Full Control of Process Logistics –  
Optimized Accessories from Fill to Drain
Safe and Robust Handling –  
Qualified Shippers and Shipping Methods


 − A single-use freeze & thaw platform  
dedicated to maximize product  
security throughout its life cycle


 − Proven S71 single-use bag  
protected by structural containers 
and complete logistics for proven 
freeze & thaw performances  
through extensive low-temperature  
functional qualification


 − Maximum Robustness for worldwide 
frozen shipment of high value drug 
substances validated according to 
ASTM D4169 Assurance Level 1 (AL1)


Celsius® PDS Features & Benefits


Lab-scale Celsius®-Pak


For Celsius® S3 Benchtop System  
(30 mL – 100 mL)


Celsius® FFT


For Conventional Freezer  
(2 L – 12 L)


Celsius® FFTp


For Horizontal Plate Freezer  
(6 L – 12 L)


Celsius®-Pak


For Celsius® FT33 | 66 | 100  
(1 L – 100 L)


Meet your Frozen Storage and Transfer Needs
From Process Development to Clinical and Commercial production, Celsius® PDS 
offers a common S71 film and a complete range of single-use containers for process 
matching and scalability . Process Development tools offer easy feasibility studies .


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions


Select Your Celsius® Platform for Your Process Requirements


Celsius®-Pak
Production-scale Celsius®-Paks are sterile, 
single-use containers specifically designed 
to be used in the Celsius® FT33 | 66 | 100 
equipment offered by Sartorius Stedim 
Biotech for uniform, fast and reproducible 
freeze & thaw processes .


The combination of a structural protective 
frame with a sterile container provide  
protection to the contents during all  
processes, making the assembly robust  
and reliable during handling . 


A complete logistics solution from filling  
to transfer, storage and shipping is  
offered through a series of accessories  
to easily manage large volume batches  
of frozen biopharmaceutical solutions . 
Four sizes of Celsius®-Pak are available,  
1 L, 2 L, 8 .3 L and 16 .6 L nominal volume .


2 L – 12 L Celsius® FFT Frozen Celsius® FFT  
in lab freezer


30 mL – 100 mL Lab-scale  
Celsius®-Paks


Celsius® FFT
Celsius® FFT are sterile, single-use containers 
for freezing and thawing biopharmaceutical 
solutions in commercially available equip-
ment such as laboratory (walk-in) freezer, 
cold room, temperature controlled cabinet  
or water bath . 


Celsius® FFT combines a unique design  
of a flexible bag with an integral  
protective shell . The robustness of this  
single-use assembly ensures protection, 
support and ease of handling .


Lab-scale Celsius®-Pak
Lab-scale Celsius®-Paks are sterile, single- 
use containers intended for use in the  
Celsius® S3 Benchtop System, a scalability 
tool for process development studies .


These bags are commonly used for stability, 
compatibility and other developmental 
tests, or for small aliquots (e .g ., ID samples) . 
Two sizes of lab-scale Celsius®-Pak  
are available, 30 mL and 100 mL nominal 
volume .


Celsius® S3  
Benchtop System


6 L – 12 L Celsius® FFTp Frozen Celsius® FFTp in 
horizontal plate freezer


Celsius® FFTp
Celsius® FFTp are sterile, single-use  
containers for use in horizontal plate 
freezers (not provided by Sartorius  
Stedim Biotech) . 


It also combines a flexible single-use bag 
with an integral protective shell design  
but more compact and more flat compared  
to Celsius® FFT for uniform, fast and  
reproducible freeze & thaw processes in 
horizontal plate freezers . Two sizes of  
Celsius® FFTp are available, 6 L and 12 L 
nominal volume .


Pre-qualified shippers for world-wide  
shipment of Celsius® FFT is also offered as 
part of the complete logistics solution .
Four sizes of Celsius® FFT are available,  
2 L, 4 L, 6 L, and 12 L nominal volume .


1L – 16 .6 L Celsius®-Paks Celsius® FT33 | 66 | 100


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions for


Lab-scale Freeze & Thaw


Lab-scale Celsius®-Pak are 30 mL and  
100 mL single-use bags designed to  
support the implementation of freezing  
and thawing operations at production- 
scale with the Celsius® technology .


These bags are made with the same product 
contact layer as the production-scale  
Celsius® bags (360 μm S71 film) and will 
support all validation activities linked to 
freezing and thawing:


 − Process development activities


 − Freeze & thaw kinetic studies to  
establish the best process conditions  
at production-scale


 − Formulation studies and optimization


 − Sampling for QC test analysis


 − Stability Studies


 − Explore future use of the Celsius®  
FT33 | 66 | 100  with the Celsius® S3 
Benchtop system and its pre-defined 
freeze & thaw recipes matching  
per formances at 100 L production-scale


Lab-scale Celsius®-Pak PDS are configured 
with all the needed features to conduct 
properly your studies:


 − with thermowell for non-invasive  
temperature measurement during  
freeze & thaw kinetics studies or for  
stability studies to mimic 8 .3 L and  
16 .6 L Celsius®-Pak


 − without thermowell for stability studies 
to mimic production-scale Celsius® bags 
not equipped with thermowell (Celsius® 
FFT | FFTp, 1 L and 2 L Celsius®-Pak)


 − MPC quick couplers are used for either 
sanitary connection or aseptic connection 
under ISO5 laminar air flow to single-use 
systems


 − Luer connectors are used for either  
sanitary connection or aseptic connection 
under ISO5 laminar air flow to single-use 
systems


Inlet and outlet lines are made with EVA, 
Clear C-Flex® or Dow Corning® Pharma-50  
silicone tubes to reproduce the different 
production-scale Celsius® bags transfer 


lines . EVA tube is directly sealed to the  
bag chamber at both inlet or outlet and 
allows for sterile seal disconnection with 
radio frequence sealer device after filling 
and draining . Sterile seal disconnection 
with BioSealer® after filling and draining  
is also allowed for lab-scale Celsius®-Pak 
PDS equipped with Clear C-Flex® .


Inlet Sanitary or  
Aseptic Connections


 − MPC quick coupler male
 − Luer connector female


Outlet Sanitary or  
Aseptic Connections


 − MPC quick coupler male
 − Luer connector female


Option with or  
without Thermowell


 − Sealed-end EVA tube (i" ID) 
for non-invasive temperature  
measurement during freezing 
and thawing operations


 − Luer connector female


Filling and Draining  
lines


 − EVA tube
 − Clear C-Flex® tube
 − Dow Corning® Pharma-50  
Silicone tube


Dow Corning® Pharma-50 is a registered trademark of Dow Corning . C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sanitary or  
Aseptic Connection  
for Draining


Luer Connection with 
Thermowell


Quick Coupler Connection 
without Thermowell


Sanitary or Aseptic  
Connection for Filling


Sampling


Freeze & Thaw Kinetics Studies


Stability Studies


Luer Connection with 
ThermowellLab-scale 


Freeze & Thaw Quick Coupler Connection 
without Thermowell


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions for


Lab-scale Freeze & Thaw to Match Large-scale Conditions


Select your Pre-designed Solutions for the Required Lab-scale  
Freeze and Thaw Activities


Lab-scale Activities Recommended lab-scale Celsius®-Pak PDS Related production-scale Celsius® PDS


Inlet & Outlet Connector Thermowell Inlet & Outlet tubing


Freeze & Thaw Kinetics  
Studies


Luer connector Yes EVA All Celsius®-Pak


Stability Studies and  
Sampling


Luer connector Yes EVA 8 .3 L & 16 .6 L Celsius®-Pak


Luer connector Yes EVA + Dow Corning®  
Pharma-50 Silicone


8 .3 L & 16 .6 L Celsius®-Pak equipped  
with Dow Corning® Pharma-50 Silicon


Luer connector Yes EVA + Clear C-Flex® 8 .3 L & 16 .6 L Celsius®-Pak equipped  
with Clear C-Flex®


Quick coupler connector No EVA + Dow Corning®  
Pharma-50 Silicone


 − 1 L & 2 L Celsius®-Pak equipped  
with Dow Corning® Pharma-50 Silicon


 − Celsius® FFTp 


Quick coupler connector No EVA + Clear C-Flex®  − 1 L & 2 L Celsius®-Pak equipped  
with Clear C-Flex®


 − Celsius® FFT
 − Celsius® FFTp


Dow Corning® Pharma-50 is a registered trademark of Dow Corning . C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Overpouch for  
Lab-scale Celsius®-Pak


The Overpouch for lab-scale  
Celsius®-Paks provides a highly  
restrictive gas barrier that  
eliminates oxygen and water  
vapor transmission .  
This accessory is primarily  
used for stability tests with  
a lab-scale Celsius®-Pak  
to overcome effects of high  
surface area to volume  
ratio .


Part  
Number


Description Units  
per Box


FDP102653 Overpouch for  
30 mL Celsius®-Pak


 250


FDP102667 Overpouch for  
100 mL Celsius®-Pak


100


Sanitary or  
Aseptic Connection  
for Draining


Luer Connection with 
Thermowell


Quick Coupler Connection 
without Thermowell


Sanitary or Aseptic  
Connection for Filling


Luer Connection with 
ThermowellLab-scale 


Freeze & Thaw Quick Coupler Connection 
without Thermowell


MPC quick  
coupler male 
with cap


MPC quick  
coupler male 
with cap


Luer connector 
female with  
Luer lock plug


Luer connector 
female with  
Luer lock plug 


Thermowell for non-invasive  
temperature measurement


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Celsius® Pre-designed Solutions for


Lab-scale Freeze & Thaw in 30 mL and 100 mL Celsius®-Paks


Lab-scale Celsius®-Paks with Luer Connector and Thermowell


Inlet Outlet Tubing
Bag  
Volume


Part Number Units  
per Box


Distal connector Distal Connector Inlet & Outlet


30 mL FZB114804 10 4" Luer Female + luer lock plug 4" Luer Female + luer lock plug EVA1


FZB129264 10 4" Luer Female + luer lock plug 4" Luer Female + luer lock plug EVA + Dow Corning® Pharma-50 Silicone2


FZB114866 10 8" Luer Female + luer lock plug 8" Luer Female + luer lock plug EVA + Clear C-Flex® 3


100 mL FZB114839 10 4" Luer Female + luer lock plug 4" Luer Female + luer lock plug EVA1


FZB129261 10 4" Luer Female + luer lock plug 4" Luer Female + luer lock plug EVA + Dow Corning® Pharma-50 Silicone2


FZB114908 10 8" Luer Female + luer lock plug 8" Luer Female + luer lock plug EVA + Clear C-Flex® 3


Lab-scale Celsius®-Paks with Quick Coupler and without Thermowell


Inlet Outlet Tubing
Bag  
Volume


Part Number Units  
per Box


Distal connector Distal Connector Inlet & Outlet


30 mL FZB129265 10 MPC Male + sealing cap MPC Male + sealing cap EVA + Dow Corning® Pharma-50 Silicone2


FZB129266 10 MPC Male + sealing cap MPC Male + sealing cap EVA + Clear C-Flex® 4


100 mL FZB129262 10 MPC Male + sealing cap MPC Male + sealing cap EVA + Dow Corning® Pharma-50 Silicone2


FZB129263 10 MPC Male + sealing cap MPC Male + sealing cap EVA + Clear C-Flex® 4


1  Tubing from bag to end line:  
4”ID ”OD EVA 0 .1 m (4”)


2  Tubing from bag to end line:  
4”ID ”OD EVA 0 .1 m (4”) + 4”ID a”OD 
Dow Corning® Pharma-50 Silicone 0 .15 m (6”)


3   Tubing from bag to end line: 
4"ID ”OD EVA 0 .1 m (4”) + 8”ID 4”OD 
Clear C-Flex® 0 .15 m (6”)


4  Tubing from bag to end line:  
4”ID ”OD EVA 0 .1 m (4”) + 4”ID a”OD 
Clear C-Flex® 0 .15 m (6”)


Dow Corning® Pharma-50 is a registered trademark of Dow Corning . C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sanitary or Aseptic  
Connection for Filling


Luer Connection with 
ThermowellLab-scale 


Freeze & Thaw Quick Coupler Connection 
without Thermowell


Sanitary or  
Aseptic Connection  
for Draining


Luer Connection with 
Thermowell


Quick Coupler Connection 
without Thermowell


MPC quick  
coupler male 
with cap


MPC quick  
coupler male 
with cap


Luer connector 
female with  
Luer lock plug 


Luer connector 
female with  
Luer lock plug 


Thermowell for non-invasive  
temperature measurement
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Celsius® FFTp


Celsius® FFT


Celsius® Pre-designed Solutions for


Frozen Storage & Shipment in Celsius® FFT and Celsius® FFTp


Celsius® FFT
Celsius® FFT advanced solutions for flexible 
freezing and thawing feature a variety  
of connections which allows the transfer of 
biopharmaceutical fluids across the entire 
drug manufacturing process:


 − Opta® SFT enables sterile connections  
to single-use systems


 − MPC quick couplers are used for either 
sanitary connection or aseptic  
connection under ISO5 laminar air flow 
to single-use systems


 − Clear C-Flex® tubing enables sterile weld 
with BioWelder® TC and sterile seal with 
Biosealer® 


Celsius® FFT are equipped with three  
transfer lines, for inlet, outlet and  
sampling, all made with Clear C-Flex®  
for welding and sealing . The sampling  
line feature a luer connector for either 
sanitary connection or aseptic connection 
under ISO5 laminar air flow .


EVA tube is directly sealed to the Celsius® 
FFT bag chamber for both transfer lines .


Celsius® FFTp
Celsius® FFTp are equipped with two  
transfer lines for inlet and outlet  
(no sampling line) . Both inlet and  
outlet connectors are MPC quick coupler 
for sanitary connection or aseptic  
connection under ISO5 laminar air flow . 


Inlet and outlet lines are made entirely 
with EVA tube which allows for sterile seal 
disconnection with radio frequence sealer 
device after filling and draining .


Inlet Sterile  
Connections


 − Opta® SFT male
 − Clear C-Flex® tube for sterile 
weld with BioWelder® TC


Inlet Sanitary  
or Aseptic  
Connections


 − MPC quick  
coupler male


Sampling
 − Luer connector female
 − Clear C-Flex® tube for sterile  
weld with BioWelder® TC


Filling and  
Draining Lines


 − Clear C-Flex® tube


Outlet Sterile  
Connections


 − Opta® SFT male
 − Clear C-Flex® tube for sterile  
weld with BioWelder® TC


Outlet Sanitary or  
Aseptic Connections


 − MPC quick coupler male


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


Drug Substance  
Frozen Storage


DSP Intermediates 
Frozen Storage


Transfer or  
Shipment to Drug 
Product Site


Transfer to next 
DSP Step


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale


Sterile Connection  
for Filling


Sanitary or Aseptic  
Connection for Filling


Sterile Connection


Sterile Weld


Quick Coupler  
Connection


Sterile Connection  
for Draining


Sanitary or Aseptic  
Connection for Draining


Sterile Connection


Sterile Weld


Quick Coupler  
Connection
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Celsius® Pre-designed Solutions for


Frozen Storage & Shipment in Celsius® FFT and Celsius® FFTp


Celsius® FFT Pre-designed Solutions


Inlet1 Outlet1 Sampling2


Bag Volume Part Number Units per Box Distal Connector Distal Connector Distal Connector


2 L FZB114906 6 MPC Male + sealing cap MPC Male + sealing cap 8” Luer Female + luer lock plug


FZB129267 6 a" Opta® SFT Male a" Opta® SFT Male 8” Luer Female + luer lock plug


4 L FZB212401 6 MPC Male + sealing cap MPC Male + sealing cap 8” Luer Female + luer lock plug


6 L FZB212241 6 MPC Male + sealing cap MPC Male + sealing cap 8” Luer Female + luer lock plug


12 L FZB212435 3 MPC Male + sealing cap MPC Male + sealing cap 8” Luer Female + luer lock plug


FZB129268 3 a" Opta® SFT Male a" Opta® SFT Male 8” Luer Female + luer lock plug


Celsius® FFTp Pre-designed Solutions


Inlet3 Outlet3 Sampling


Bag Volume Part Number Units per Box Distal Connector Distal Connector Distal Connector


6 L FZB114079 6 MPC Male + sealing cap MPC Male + sealing cap NA


12 L FZB115784 2 MPC Male + sealing cap MPC Female + sealing cap NA


1  Tubing from bag to end line: 
a”ID b”OD Clear C-Flex® 
– 0 .38 m (15") for 2L Celsius® FFT 
– 0 .5 m (20") for 4L Celsius® FFT 
– 0 .75 m (30") for 6L and 12L Celsius® FFT


2  Sampling line tubing: 
8”ID 4”OD Clear C-Flex® 
– 0 .5 m (20") for 2L, 4L and 12L Celsius® FFT 
– 0 .75 m (30") for 6L Celsius® FFT


3  Tubing from bag to end line: 
a”ID j”OD EVA tubing 
– 0 .15 m (6") for 6L Celsius® FFTp 
– 0 .3 m (12") for 12L Celsius® FFTp


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


Sterile Connection  
for Filling


Sanitary or Aseptic  
Connection for Filling


Sterile Connection


Sterile Weld


Quick Coupler  
Connection


Cell Harvest  
& Downstream 
Intermediates
Drug  
Substance | 
Drug Product


OPTA® SFT male
MPC quick coupler male with cap


C-Flex® tube for sterile weld


Luer connector sampling 
port with plug 
C-Flex® tube for  
sterile weld


MPC quick coupler  
with cap


MPC quick coupler  
with cap
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Sterile Connection  
for Draining


Sanitary or Aseptic  
Connection for Draining


Sterile Connection


Sterile Weld


Quick Coupler  
Connection


OPTA® SFT male
MPC quick coupler male  


with cap
C-Flex® tube for sterile weld


Back to Table  
of Contents


15







1 L and 2 L  
Celsius®-Paks


Celsius® Pre-designed Solutions for


Frozen Storage & Shipment in Celsius®-Paks


Celsius®-Pak advanced solutions for  
controlled-rate freezing and thawing  
feature a variety of connections which 
allows the transfer of biopharmaceutical 
fluids across the entire drug manufacturing  
process:


 − Opta® SFT enables sterile connections  
to single-use systems


 − MPC quick couplers are used for  
either sanitary connection or aseptic 
connection under ISO5 laminar air flow 
to single-use systems


 − Clear C-Flex® tubing enables sterile weld 
with BioWelder® TC and sterile seal with 
Biosealer®


After filling, the venting line, on top of  
the bag, is used to pressurize the Celsius®- 
Pak with air or nitrogen to guarantee  
performances of the controlled-rate freeze 
& thaw process:


 − Midisart® BV Air Filter for sterile venting


 − CPC quick couplers for non-aseptic 
venting with sanitary connection


Inlet and outlet lines are made with C-Flex® 
or Dow Corning® Pharma-50 silicone for 
welding, sealing and pumping . EVA tube is 
directly sealed to the Celsius®-Pak bag 
chamber at both inlet or outlet and allows 
for sterile seal disconnection with radio 
frequence sealer device after filling only .


1 L & 2 L Celsius®-Pak 
PDS are also equipped 
with three transfer 
lines for inlet, venting 
and outlet . They differ 
from the 8 .3L and 
16 .6L Celsius®-Pak 
configuration as they 
are not equipped with 
Thermowell .


Sanitary or  
Sterile Venting


 − MPC quick coupler male
 − Midisart® BV Air Filter


Thermowell
 − Sealed-end EVA tube (i" ID) 
for non-invasive temperature  
measurement during freezing 
and thawing operations


 − Luer connector female


Dow Corning® Pharma-50 is a registered trademark of Dow Corning . C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Inlet Sterile  
Connections


 − Opta® SFT female
 − C-Flex® tube for sterile  
weld with BioWelder® TC


Inlet Sanitary or  
Aseptic Connections


 − MPC quick coupler male


Filling and Draining Lines
 − Clear C-Flex® tube
 − Dow Corning® Pharma-50  
Silicone tube


Outlet Sterile  
Connections


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


Outlet Sanitary or  
Aseptic Connections


 − MPC quick coupler male


8 .3L and 16 .6L Celsius®-Pak


Sterile Connection  
for Filling


Sanitary or Aseptic  
Connection for Filling


Sterile Connection


Sterile Weld


Quick Coupler  
Connection


Drug Substance  
Frozen Storage


DSP Intermediates 
Frozen Storage


Transfer or  
Shipment to Drug 
Product Site


Transfer to next 
DSP Step


Cell Harvest  
& Downstream 
Intermediates
Drug  
Substance | 
Drug Product
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Sterile Connection
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Celsius® Pre-designed Solutions for


Frozen Storage & Shipment in 1 L and 2 L Celsius®-Paks


1 L & 2 L Celsius®-Pak Pre-designed Solutions


Inlet1 Outlet2 Venting Line3


Bag Volume Part Number Units per Box Distal Connector Distal Connector Distal Connector
1 L FZB129260 8 MPC Male + sealing cap MPC Male + sealing cap MPC Male + sealing cap


FZB115319 8 MPC Male + sealing cap MPC Male + sealing cap Midisart® BV


FZB115358 8 4” Press in plug 4” Press in plug Midisart® BV


2 L FZB129259 4 MPC Male + sealing cap MPC Male + sealing cap MPC Male + sealing cap


FZB115322 4 MPC Male + sealing cap MPC Male + sealing cap Midisart® BV


FZB115366 4 4” Press in plug 4” Press in plug Midisart® BV


1  Tubing from bag to end line:  
– 4”ID a”OD Dow Corning® Pharma-50 Silicone 0 .3 m (12”) for PDS equipped with MPC quick coupler  
– 4”ID a”OD Clear C-Flex® 0 .5 m (20”) for PDS equipped with Press in plug


2  Tubing from bag to end line:  
– 4”ID a”OD Dow Corning® Pharma-50 Silicone 0 .3 m (12") for 1 L Celsius®-Pak and 0 .45 m (18”) for 2 L Celsius®-Pak equipped with MPC quick coupler  
– 4”ID a”OD Clear C-Flex® 0 .36 m (14”) for 1 L Celsius®-Pak and 0 .5 m (20”) for 2 L Celsius®-Pak equipped with Press in plug


3  Venting line tubing:  
4”ID a”OD Dow Corning® Pharma-50 Silicone  
– 0 .1 m (4”) for PDS equipped with MPC quick coupler  
– 0 .15 m (6”) for PDS equipped with Press in plug


Addressing Drug Substance and 
Drug Product Sites Different 
Practices for Connections
Should the Drug Substance and Drug  
Product sites may have different practices 
and technologies to connect and disconnect 
Celsius®-Pak (eg . Opta® SFT male at the  
DS site and BioWelder® TC at the DP site)  
or different process requirements, 8 .3 L and 
16 .6 L Celsius®-Pak PDS offer the possibility 
to combine all the different connection |  
disconnection types at both inlet and  
outlet in the same design (please see 
details on the next page) . 


Dow Corning® Pharma-50 is a registered trademark of Dow Corning . C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .


Sanitary or Aseptic  
Connection for Draining


Sterile Connection  
for Draining


Sterile Weld


MPC quick coupler  
male with cap
C-Flex® tube with  
plug for sterile weld


MPC quick coupler male  
with cap
C-Flex® tube with plug  
for sterile weld


MPC quick coupler male  
with cap
Midisart® BV air filter
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Connection for Filling


Sterile Weld


Quick Coupler  
Connection
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Celsius® Pre-designed Solutions for


Frozen Storage & Shipment in 8 .3 L and 16 .6 L Celsius®-Paks


8 .3 L & 16 .6 L Celsius®-Pak Pre-designed Solutions


Inlet1 Outlet2 Venting Line3


Bag Volume Part Number Units per Box Distal Connector Distal Connector Distal Connector
8 .3 L FZB103152 12 MPC Male + sealing cap MPC Male + sealing cap MPC Male + sealing cap


FZB115334 12 MPC Male + sealing cap MPC Male + sealing cap Midisart® BV
FZB129252 12 a” Opta® SFT Male
FZB129253 12 a" Press in plug
FZB129254 12 a" Opta® SFT Female MPC Male + sealing cap Midisart® BV
FZB115370 12 a" Opta® SFT Male
FZB129255 12 a" Press in plug
FZB129256 12 a" Press in plug MPC Male + sealing cap Midisart® BV
FZB129257 12 a” Opta® SFT Male
FZB129258 12 a" Press in plug


16 .6 L FZB114861 6 MPC Male + sealing cap MPC Male + sealing cap MPC male + sealing cap
FZB115377 6 MPC Male + sealing cap MPC Male + sealing cap Midisart® BV
FZB129245 6 a” Opta® SFT Male
FZB129246 6 a" Press in plug
FZB129247 6 a” Opta® SFT Female MPC Male + sealing cap Midisart® BV
FZB115289 6 a” Opta® SFT Male
FZB129248 6 a" Press in plug
FZB129249 6 a” Press in plug MPC Male + sealing cap Midisart® BV
FZB129250 6 a” Opta® SFT Male
FZB129251 6 a" Press in plug


Dow Corning® Pharma-50 is a registered  
trademark of Dow Corning .
C-Flex® is a registered trademark of Saint-Gobain 
Performance Plastics Corporation .


1  Tubing from bag to end line: 
a”ID b”OD Dow Corning® Pharma-50 Silicone 
– 0 .9 m (36") for PDS equipped with Opta® 
–  1 m (40") for PDS equipped with MPC quick 


coupler, 1 .05 m (42") for those with Midisart® BV 
on the venting line


  a”ID b”OD Clear C-Flex® 1 .25 m (50") for PDS 
equipped with Press in plug


2  Tubing from bag to end line: 
a”ID b”OD Dow Corning® Pharma-50 Silicone 
–  1 .82 m (72") for 8 .3L Celsius®-Pak and 2 .05 m 


(80") for 16 .6L Celsius®-Pak equipped  
with Opta®


 –  1 .5 m (60") for 8 .3L Celsius®-Pak and 2 m (79") 
for 16 .6L Celsius®-Pak equipped with  
MPC quick coupler


a”ID b”OD Clear C-Flex® 1 .5 m (60") for  
8 .3L Celsius®-Pak and 2 m (79") for  
16 .6L Celsius®- Pak equipped with Press in plug
3  Venting line tubing:  


a”ID b”OD Dow Corning® Pharma-50 Silicone  
–  0 .1 m (4”) for PDS equipped with MPC quick 


coupler on the venting line
 –  0 .15 m (6”) for PDS equipped with Midisart® BV 


on the venting line


OPTA® SFT female 
MPC quick coupler male  
with cap
C-Flex® tube with  
plug for sterile weld


OPTA® SFT male
MPC quick coupler male  
with cap
C-Flex® tube with plug  
for sterile weld


MPC quick coupler with cap
Midisart® BV air filter
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Equipment and Accessories


Develop Your Freeze & Thaw Process with Celsius® S3 Benchtop System


Celsius® S3 Benchtop System 
The Celsius® S3 is the only lab-scale freeze 
& thaw system in single-use containers 
that is scalable to production-scale . This 
system is a tool to execute freeze & thaw 
process development and stability studies 
using a minimal amount of product:


 − Scalability 
The Celsius® S3 System models a 16 .6 L 
pilot-scale and 100 L production system 
with a minimal amount of product . 
Using the same freeze & thaw path 
length and identical materials  
of construction in all Celsius®-Pak  
containers, the Celsius® S3 System 
ensures unmatched scalability between 
all scale systems .


 −  Ease of Use 
The CryoPilot Control Unit provides  
automated operation and data  
collection . The Celsius® S3 System freezes 
and thaws from 1 to 10 product samples 
per run . Celsius®-Pak is available in  
30 mL and 100 mL with different filling 
port and thermowell configurations .


 − Improved Process Validation 
Celsius® S3 System offers excellent batch 
to batch reproducibility and consistent 
product stability after freezing, thawing 
and storing . The Celsius® S3 System  
provides documented and reproducible 
freeze & thaw processes, thus facilitating 
validation of your freeze & thaw  
operations .


Celsius® S3 Applications


Process Development


Studies to understand  
decoupling (hold) steps during 
downstream processing, i .e ., 
frozen storage of process 
intermediates, frozen storage 
of Drug Substances .
Investigate the Celsius® CFT 
technology for future scale 
up (Celsius® FT33 | 66 | 100)


Storage & Transportation 
Studies Formulation Development Stability Studies


Scale-down studies  
(using minimal volumes  
as low as 20 mL) for  
understanding extended  
Bulk Drug Substance storage  
(time and temperature)  
& transportation 


Formulation development  
of freeze & thaw compatible 
formulations for Bulk Drug 
Substance


Stability Studies in accordance 
to industry guidelines,  
conducted in a container  
closure system that is the  
same as or simulates the  
packaging proposed for  
storage and distribution  
at production-scale 


Part Number Description


FTH-CS00000-0001 Celsius® S3 System with US Computer


FTH-CS00000-0002 Celsius® S3 System with EU Computer


Cell Harvest & DSP Drug Substance | Drug ProductLab-scale
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Equipment and Accessories


Complete Logistics Solutions for Celsius® FFT


Celsius® FFT Shippers
The Celsius® FFT Shipper is a robust,  
qualified solution allowing safe shipment 
of frozen Celsius® FFT to remote locations .


The Celsius® FFT shipper has been qualified 
according to the most restrictive regula-
tions for shipping containers . Validations 
include ASTM-D4169 Assurance Level 1 for 
mechanical integrity and ISTA 7D extreme 
summer profile for thermal performance to 
ensure proper safety and integrity of your 
high-value drug product during frozen 
shipment . The shipper provides adequate 
insulation and refrigeration to maintain 
the Celsius® FFT below –40°C for at least  
96 hours .


Celsius® FFT shipper is offered for the
shipment of the 4 sizes of the Celsius® FFT: 
2 L, 4 L, 6 L and 12 L . 


Each Celsius® FFT size has dedicated  
Shippers: a one-unit and a four-unit  
Shippers are available for the 2 L, 4 L and  
6 L FFT while the 12L FFT has a one-unit 
version .


Fill


Drain


Transfer


Transfer


Freeze | Store


Thaw | Store


Ship


Complete Logistics for Celsius® FFT


Part number Description


FTH-SM00103-0006 Shipper Celsius® FFT 2 L  
1-unit Shipper


FTH-SM00103-0007 Shipper Celsius® FFT 2 L  
4-unit Shipper


FTH-SM00103-0003 Shipper Celsius® FFT 4 L  
1-unit Shipper


FTH-SM00103-0004 Shipper Celsius® FFT 4 L  
4-unit Shipper


FTH-SM00103-0001 Shipper Celsius® FFT 6 L 
1-unit Shipper


FTH-SM00103-0002 Shipper Celsius® FFT 6 L 
4-unit Shipper


FTH-SM00103-0005 Shipper Celsius® FFT 12 L 
1-unit Shipper
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SSM Shipper & Celsius® 
Shipper | Ship


Drain


Bag Assembly


Transfer Cart


Celsius® FT100 | Thaw


Filling Station Celsius® FT100 | Freeze


Celsius® SSM | Store


Celsius® SSM | Store


Complete Logistics for Celsius®-Paks


Transfer Cart Transfer Cart


Transfer Cart Transfer Cart


Equipment and Accessories


Complete Logistics Solutions for Celsius®-Paks


Filling Station
The FS16 Filling Station opti-
mizes the logistics of filling and 
pressurizing the Celsius®-Pak . 
Connected to the platform  
balance, the controller with 
HMI (Human Machine Interface) 
allows accurate and automatic 
filling process with minimal 
operator intervention .


Transfer Carts
Transfer Carts are designed to 
minimize the operator efforts 
when transferring Celsius®-Paks 
to and from the Celsius® FT33 |  
66 | 100 . The Transfer Carts  
are available in two sizes:  
TC33 with a maximum carrying 
capacity of 33 L and TC100 
with a maximum carrying 
capacity of 100 L .


Celsius® FT33 | 66 | 100
Celsius® FT33 | 66 | 100 is a controlled- 
rate freeze & thaw system designed  
to minimize the adverse effects of the 
cryoconcentration in your biopharma-
ceutical products . This modular equipment 
uses a patented heat transfer technology 
which provides unprecedented freeze & 
thaw performances and gives flexibility  
by processing up to 100 L of solution with  
single-use Celsius®-Paks .


Celsius® FT33 | 66 | 100 can be  
customized according to process  
specifications. Please consult  
your SSB Sales representative for  
any additional information.


Filling Station Insert
The Filling Station Insert  
allows using the FS16 to fill  
and pressurize 1L and 2L  
Celsius®-Paks .
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Equipment and Accessories


Complete Logistics Solutions for Celsius®-Paks


SSM Shipper
The Celsius® SSM can be shipped 
to remote locations by using the 
Celsius® SSM Shipper . The shipper 
provides adequate insulation 
and refrigeration to maintain all 
Celsius®-Pak in a maximally or 
minimally loaded SSM .


The SSM Shipper is qualified 
according to the ASTM D4169 
Assurance Level 1 and the ISTA 
7D extreme summer profile .


Celsius® Shipper
The Celsius® Shipper allows 
shipment of individual frozen 
Celsius®-Pak to remote  
locations .


The shipper is qualified  
according to the ASTM D4169 
Assurance Level 1 and extreme 
summer temperature profile .


Accessories Part Number Description
Celsius®-Pak frames and accessory FTH-CF00016-0009 16 .6 L Celsius®-Pak Frame 2G


FTH-CF00008-0015 8 .3 L Celsius®-Pak Frame 2G
FTH-CF00000-0029 Celsius®-Pak Frame 2G RTD Holder
FTH-CF00004-0020 Celsius®-Pak 1 L and 2 L Carrier


Filling Station and accessory Upon Request Filling Station FS16-S2
FTH-CF00004-0050 Filling Station Insert for 1 L and 2 L Celsius®-Pak


Storage Solutions and accessory FTH-TC00033-0001 TC33 – Transfer Cart 33 L
FTH-TC00100-0001 TC100 – Transfer Cart 100 L
FTH-SR00080-0003 Adaptor, Freezer Storage, 80 L, 20” deep
FTH-SM00100-0070 SM100 – Storage Module
FTH-SM00101-0010 Trolley for SM100
FTH-SM00101-0024 Celsius® SSM (Shippable Storage Module)
FTH-SM00101-0020 SSM Trolley
FTH-SM00101-0027 SSM Insulated Cover


Shipping Solutions and accessory FTH-SM00101-0028 SSM Shipper
FTH-SM00102-0002 Celsius® Shipper


Celsius®-Pak 1L and 2L Carrier
The Celsius®-Pak Carrier allows 
processing the 1L or 2L  
Celsius®-Paks in the Celsius®  
Freeze-Thaw Modules .


SSM Trolley
The Celsius® SSM is mounted  
on a Celsius® SSM trolley that 
permits the easy rolling of the 
module into freezers while 
allowing removing the SSM for 
storage .


Celsius® SSM
The Celsius® Shippable Storage 
Module (SSM) allows storage  
of up to 100 L of product in 
frozen Celsius®-Paks .


Insulated Cover for  
Celsius® SSM
This is an optional insulated 
cover composed of polyethylene 
bubble film with a metalized 
exterior which will protect the 
Celsius® SSM during transfer 
operation over warming-up .


SM100 – Storage Module
The SM100 – Storage Module 
allows storage of up to 100 L of 
product in frozen Celsius®-Paks . 
This is a stainless steel cart with  
a reduced footprint compared  
to the Transfer Cart to optimize 
space in the storage area .
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Celsius® Pre-designed Solutions


Design Configuration Options 
All Celsius® 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 Engineered to Order (ETO) solutions 
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 .


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


 − Technical support during lab-scale 
laboratory or process development 
freeze & thaw studies 


 − SOP development, process validation 
and operator training


 − Technology transfer and process 
optimization


Validation Service
Our global validation services  
network offers:


 − Installation start up, FAT, IQ and OQ, 
calibration and maintenance


 − Consultancy service and process  
specific validation studies including


 − Extractables | leachables,


 − Chemical compatibility


 − Integrity testing


 − Bacterial challenge test


 − Particle shedding


 − Shipping test


Design, Applications Development and Validation Services


Please contact
www.sartorius-stedim.com
or your local sales representative
for more information.
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Sales and Service Contacts
For further contacts, visit www.sartorius.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 Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227


Italy
Sartorius Stedim Italy S.r.l
Via A. Meucci, 4
50012 Grassina – 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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


Africa
Republic of South Africa
Sartorius South Africa (Pty) Ltd
Unit 4, Alphen Square South
853 16th Road
Midrand 1685, RSA


Phone +27.11.315.5444


Americas
USA
Sartorius Stedim North America Inc.
565 Johnson Avenue
Bohemia, NY 11716


Toll-Free +1.800.368.7178


Argentina
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Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


TuFlux® Transfer Set Pre-designed Solutions


Digital Selection Map
 Please click on the box that matches your process need


Steamable Transfer Lines


Connector Gender Change Silicone


Connector Gender Change TPE


Special Functions


Pressurized Pumping Applications


High Pressure Applications with Opta® SFT


High Pressure Applications with Tri-Clamp


Transfer Sets  
with Oetiker®  
Metal Clamps


Oetiker® is a registered trademark of the Oetiker Group .
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Drug Substance Purification|  
Drug Product Formulation


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


TuFlux® Transfer Set Pre-designed Solutions for


The Flexibility, Robustness and Purity of the Transfer Set PDS  
Provide Safe Liquid Transfer According to Your Process Needs


Transfer Fluids Across any  
Biomanufacturing Process Step
Liquid Transfer is an essential part of 
bio-manufacturing processes . For every 
clean or sterile transfer between different 
single-use, multi-use or hybrid systems, 
you will find the adapted Pre-designed 
Solution .


Robust, sterile and ready-to-use  
TuFlux® Transfer Sets create flexibility  
in all your process steps . TuFlux® Silicone 
stand alone tubing coils are also available 
to build your own assemblies .
We guarantee the best lead time and 
robust change control with at least 24 
months of change notification at any time .


Ready-to-use TuFlux® Transfer Sets  
guarantee safe and reliable transfers for all 
your fluids in all your process steps .  
Select your Pre-designed Solutions out  
of more than 100 options and benefit  
of the best assurance of quality and supply .  
All tubing and components are character-
ized and validated for their specific process 
conditions . The shore 60 of TuFlux® SIL 
makes it both strong and flexible and 
ensures high pressure resistance, long 
pumping life time, high flow rates and  
ease of use .


With TuFlux® SIL (Pt), you benefit of the 
purest Si (Pt) tubing for the transfer of 
your critical fluids . Our platinum cured  
silicone tubing undergoes an extensive 
post curing effect after extrusion to obtain 
an extremely low extractable profile . 
TuFlux® SIL (Pt) releases up to 10 times less 
siloxane chains (D4 – D9) than any other 
tubing . TuFlux® SIL (Pt) tubing is manufac-
tured in ISO7 clean room to maintain  
the cleanliness of your drug substances . 
The shore 60 A of TuFlux® SIL makes it both 
strong and flexible and ensures high  
pressure resistance, long pumping life time, 
high flow rates and ease of use .


Flexibility
–  More than 100 “Ready-to-use Solutions” 


to interconnect all PDS designs composed 
of the most used and well characterized 
connectors in the pharmaceutical  
industry like Quick Coupler, Tri-Clamp, 
Opta® SFT


–  Available in three standard lengths:  
1,5; 3 and 5 meters or 60, 120 and  
200 inches .


–  Special functions such as steaming lines 
and connector gender change


Robustness
–  60 Shore A hardness for high  


performance in pumping
–  All connections qualified at minimum  


1 bar
– Validated under the process conditions


AOS & Change Management
–  2 years notification phase before  


possible changes
–  2 years last buy option before  


possible change
– Long term partnerships with key suppliers







Media & Buffer Preparation


Cell Culture Harvest


Downstream Intermediates to Drug Substances


Drug Product Formulation, Fill and Finish
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Drug Substance Purification|  
Drug Product Formulation


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


The performance and assurance of supply 
of TuFlux® Transfer Set PDS are based on 
the complete control of our manufacturing 
process for the resins and extrusion of 
TuFlux® Sil tubes and the assembly .


Other fluid-contact components are 
secured by strategic partnerships, long 
term contracts and quality agreements  
and are available off-the-shelf to provide 
best delivery reliability .


TuFlux® Transfer Set Pre-designed Solutions for


Unprecedented Performance and Assurance of Supply


Drug Substance 
Pre-designed Solutions for 
storage and shipping of drug 
substance post virus filtration 
after the last cross-flow step


Drug Product 
Pre-designed Solutions for 
sterile filtration, hold and 
transfer of drug products


When you select a TuFlux® Transfer  
Set PDS, you get the assurance of  
consistent quality and robust change 
control for every process step of your 
bioproduction .


Business continuity is guaranteed at any 
time with at least 24 months of change 
notification in case of a change .


TuFlux® Transfer Set PDS for All Process Steps 
Building on more than 20 years of experience in designing Single-use Fluid  
Management solutions, we have established proven Pre-designed Solutions (PDS) 
for every media, buffer, harvest & downstream intermediates, drug substance and 
drug product process step .


Media
Pre-designed Solutions for 
media storage, shipping and 
feeding of bioreactors


Buffer
Pre-designed Solutions for  
storage and shipping of buffers 
used for purification or final 
formulation


Cell Harvest & 
Downstream Intermediates
Pre-designed Solutions for harvest-
ing cell cultures and for handling  
all the process intermediates before 
the last cross-flow step
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Drug Substance Purification|  
Drug Product Formulation


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


TuFlux® Transfer Set Pre-designed Solutions for


Assurance of Supply for Fluid-contact Components


Component Quality,  
Change Control  
and Business Continuity
Critical fluid-contact components used  
for TuFlux® Transfer Set PDS are secured  
by long term contracts and quality  
agreements to offer the best assurance  
of supply . They are also available off-the-
shelf to offer the best delivery reliability .


Components are selected to meet the most 
stringent quality requirements and all 
engagements with tubings are extensively 
qualified to ensure consistent robustness .


Our supply contracts ensure at least 
a 2-year change notification thus provid-
ing robust change control and business 
continuity .


Material Qualification
TuFlux® Transfer Set PDS components  
are evaluated for conformity against the 
EP and USP standards 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 .


Criteria for 
Component 
Selection


Reference


Biological safety 
(USP Class VI)


USP<87> & USP<88>


TSE-BSE
questionnaire


Compliance with 
EMA/410/01


Endotoxin USP<85> or EP 2 .6 .14
Bioburden ISO 11737
Sub visible  
particles


USP<788> or EP 2 .9 .19


Others Bisphenol A free, 
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 .


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 
and traction .


TuFlux® Transfer Set PDS


Components Biocompatibility USP
<87> or USP<88>
Class VI


Endotoxin 
Sub visible 
particles 
bioburden


TSE | BSE 
EMA/410/01 
& REACH


Notification 
period time


TuFlux® tubes Yes Yes Yes 24 months
Opta® sterile 
connectors


Yes Yes Yes 24 months


Fittings Yes Yes Yes 24 months
Connectors Yes Yes Yes 24 months


Using TuFlux® Transfer Set  
Pre-designed Solutions in all your  
process steps provide you with best 
performance and assurance of supply.
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Drug Substance Purification|  
Drug Product Formulation


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


TuFlux® Transfer Set Pre-designed Solutions for


Validation and Quality Assurance


TuFlux® Transfer Set 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 equipments . Suppliers own  
a more important part of the drug manu-
facturing process . Design, manufacture, 
quality control and sterilization of  
TuFlux® Transfer Set PDS are conducted 
under conditions that mirror biopharma-
ceutical operations and meet cGMP like 
requirements to ensure they are supplied 
clean, pure, non-pyrogenic fluid path  
and sterile .


TuFlux® Transfer Set PDS are validated  
and routinely controlled to provide  
consistent performance for: 


All PDS Transfer Sets are qualified to  
1 bar pressure minimum .


For connections with cable ties:
 − 1 bar for all connections 


For connections with Oetiker® metal clamps:
 − 1 .5 bar with TuFlux® SIL
 − 3 bar with reinforced tubing and Opta®


 − 4 bar for tubing ID <1” with reinfoced 
tubing and TriClamp 


 − 2 .5 bar for tubing ID = 1” with reinfoced 
tubing and TriClamp


Biocompatibility and chemical  
compatibility


 − ISO 10993:  
Biological reactivity tests, in Vitro  
Not available for all components  
see SD152370


 − 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 


 − TSE/BSE: EP 5 .2 .8 


Cleanliness, particles 
 − USP<788> and EP 2 .9 .19:  
Particulate Matter in Injections  
Endotoxin 


 − USP<85> and E P 2 .6 .14:  
Bacterial endotoxins Sterility


 − ISO 11737 Sterilization of medical 
devices – Microbiological methods: 
Bioburden


 − ISO 11137 Sterilization by irradiation  
of Medical Devices: Sterilization of  
Medical Devices


 − ISO 14644: Cleanroom environmental 
controls


 − Gamma irradiation dose mapping


TuFlux® Transfer Set PDS for media,  
buffer, harvest & downstream intermedi-
ates 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, Cell Harvest & 
Downstream Intermediates


Drug Substance Drug Product1


Weekly testing of bioburden, particles  
and endotoxin on representative sample


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


1  None of the Transfer Set PDS for Drug Product are yet released on the basis of a lot release testing


Certificate of Release


Statement Monitoring2 100% Batch testing
USP Class VI 
USP<87> and ISO 10993: 
Biological reactivity tests,  
in Vitro


USP<88>: Biological  
reactivity tests, in Vivo 


Physicochemical testing 
USP<661> and EP 3 .1 .5


Bioburden 
ISO 11737 


Endotoxin  
USP<85> and EP 2 .6 .14 


Subvisible Particulates 
USP<788> and EP 2 .9 .19


Gamma irradiation 
Dose mapping 


Visual inspection 
Assembly and packaging 


Technical Drawing  
conformity  
Batch record review


2  performed weekly on representative samples for buffer, media, harvest and drug substance process step 
and on each batch on actual product for drug product process step


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


Oetiker® is a registered trademark of the Oetiker Group .
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Media & Buffer Formulation |  
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TuFlux® Transfer Set Pre-designed Solutions for


Liquid Transfer for All Process Steps


Inlet Connectors
 − Opta® SFT female enables sterile  
connections to other single-use systems


 − Tri-Clamp 1½” sanitary flange are used 
for either sanitary connection or aseptic 
connection under ISO5 laminar air flow 
to stainless steel systems


 − CPC quick couplers are used for either 
sanitary connection or aseptic  
connection under ISO5 laminar air flow 
to single-use systems


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


Tubing Materials
TuFlux® SIL  
Platinum cured Silicone Si(Pt)


C-Flex® 374  
Thermoplastic Elastomere TPE


Outlet Connectors
 − Opta® SFT male enables sterile  
connections to other single-use systems


 − Tri-Clamp 1½” sanitary flange are used 
for either sanitary connection or aseptic 
connection under ISO5 laminar air flow 
to stainless steel systems


 − CPC quick couplers are used for either 
sanitary connection or aseptic  
connection under ISO5 laminar air flow 
to single-use systems


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


All fluid-contact components of  
TuFlux® Transfer Set 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<88>, TSE/BSE, REACH


Outlet Sterile  
Connections


 − Opta® SFT male
 − STCII Steamthru™ valve
 − C-Flex® tube for sterile weld with 


BioWelder® TC
 − Silicone TuFlux® tube for sterile 


disconnection with Clipster®


Outlet Sanitary or 
Aseptic Connections


 − Tri-Clamp 1½” sanitary flange
 − CPC Quick coupler male


Inlet Sterile  
Connections


 − Opta® SFT female
 − C-Flex® tube for sterile weld 


with BioWelder® TC


Inlet Sanitary or  
Aseptic Connection


 − Tri-Clamp 1½” sanitary flange 
 − MPC quick coupler female


C-Flex® 374 tubing allows for sterile weld 
connection with BioWelder® TC and sterile 
seal disconnection with BioSealer®


TuFlux® SIL for pumping applications 
enables sterile disconnection with Clipster®


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


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp or Mini Tri-Clamp with bearing and cap 


MPC quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp or Mini Tri-Clamp 
with bearing and cap 


MPC quick coupler male  
with sealing cap 


TuFlux® Transfer Set Pre-designed Solutions for


Flexboy® & Flexsafe® 2D PDS for Storage and Shipping


TuFlux® Platinum Cured Silicone Tubing 
Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet


Meter Inch
FBT129804 10 1 .5 60“


Opta® SFT female 4“ TuFlux® SIL 4" – a" Opta® SFT male 4“FBT129805 10 3 .0 120“
FBT129806 10 5 .0 200“
FBT129807 10 1 .5 60“


Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129808 10 3 .0 120"
FBT129809 10 5 .0 200“
FBT129783 10 1 .5 60“ Tri-Clamp 3" sanitary flange


with gasket, cap & union
TuFlux® SIL 4" – a"


Tri-Clamp 3” sanitary flange 
with gasket, cap & union


FBT129784 10 3 .0 120“
FBT129785 10 5 .0 200“
FBT129789 10 1 .5 60“ Tri-Clamp 3" sanitary flange


with gasket, cap & union
TuFlux® SIL a“ – b“


Tri-Clamp 3” sanitary flange 
with gasket, cap & union


FBT129790 10 3 .0 120“
FBT129791 10 5 .0 200“
FBT129792 10 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
TuFlux® SIL 4" – a"


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129793 10 3 .0 120“
FBT129794 10 5 .0 200“
FBT129795 10 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL a“ – b“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129796 10 3 .0 120“
FBT129797 10 5 .0 200“
FBT129813 10 1 .5 60“


4” MPC female + sealing cap TuFlux® SIL 4" – a" 4” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


TuFlux® Transfer Set Pre-designed Solutions for all Process Steps


Media & Buffer Formulation
Cell Harvest & Downstream Intermediates
for Flexboy® & Flexsafe® 2D PDS for Storage and Shipping
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC quick coupler female with sealing cap


 
 
Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPC quick coupler male  
with sealing cap 


TuFlux® Transfer Set Pre-designed Solutions for


Flexboy® & Flexsafe® 2D PDS for Storage and Shipping


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129837 10 1 .5 60“
Opta® SFT female 4“ C-Flex® 374 4" – a" Opta® SFT male 4“FBT129838 10 3 .0 120“


FBT129839 10 5 .0 200“
FBT129840 10 1 .5 60“


Opta® SFT female a“ C-Flex® 374 a“ – b“ Opta® SFT male a“FBT129841 10 3 .0 120“
FBT129842 10 5 .0 200“
FBT129828 10 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 4" – a"
Tri-Clamp 1½”  sanitary flange 
with gasket, cap & union


FBT129829 10 3 .0 120“
FBT129830 10 5 .0 200“
FBT129831 10 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 a“ – b“
Tri-Clamp 1½”  sanitary flange 
with gasket, cap & union


FBT129832 10 3 .0 120“
FBT129833 10 5 .0 200“
FBT129846 10 1 .5 60“


4” MPC female + sealing cap C-Flex® 374 4" – a" 4” MPC male + sealing capFBT129847 10 3 .0 120"
FBT129848 10 5 .0 200“
FBT129849 10 1 .5 60“


a” MPC female + sealing cap C-Flex® 374 a“ – b“ a” MPC male + sealing capFBT129850 10 3 .0 120“
FBT129851 10 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap


MPC | MPX quick coupler female 
with sealing cap


Opta® SFT male


Tri-Clamp with bearing  
and cap


MPC | MPX quick coupler male  
with sealing cap 


Drug Substance Purification|  
Drug Product Formulation


TuFlux® Transfer Set Pre-designed Solutions for


Flexsafe® 3D PDS for Storage and Shipping


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129810 5 1 .5 60“
Opta® SFT female ½“ TuFlux®SIL ½“ – 3“ Opta® SFT male ½“FBT129811 5 3 .0 120“


FBT129812 5 5 .0 200“
FBT129798 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux®SIL ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129799 5 3 .0 120“
FBT129800 5 5 .0 200“
FBT129819 5 1 .5 60“


½“ MPX female + sealing cap TuFlux®SIL ½“ – 3“ ½” MPX male + sealing capFBT129820 5 3 .0 120“
FBT129821 5 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux®SIL a“ – b“ a“ MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


for Flexsafe® 3D PDS for Storage and Shipping
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding
 
 
 
 
Tri-Clamp with bearing  
and cap


MPC | MPX quick coupler  
male with sealing cap


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC | MPX quick coupler female with  
sealing capConnections to  


Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


TuFlux® Transfer Set Pre-designed Solutions for


Flexsafe® 3D PDS for Storage and Shipping


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129843 5 1 .5 60“
Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“FBT129844 5 3 .0 120“


FBT129845 5 5 .0 200“
FBT129831 10 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 a“ – b“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129832 10 3 .0 120“
FBT129833 10 5 .0 200“
FBT129834 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129835 5 3 .0 120“
FBT129836 5 5 .0 200“
FBT129852 5 1 .5 60“


½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½“ MPX male + sealing capFBT129853 5 3 .0 120“
FBT129854 5 5 .0 200“
FBT129849 10 1 .5 60"


a” MPC female + sealing cap C-Flex® 374 a“ – b“ a“ MPC male + sealing capFBT129850 10 3 .0 120“
FBT129851 10 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC quick coupler female with sealing cap


 
 
 
Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPC quick coupler male  
with sealing cap Connections to  


Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


TuFlux® Transfer Set Pre-designed Solutions for


Flexel® PDS for Mixing


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129798 5 1 .5 60“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – 3“
Tri-Clamp 1½”  sanitary flange 
with gasket, cap & union


FBT129799 5 3 .0 120“
FBT129800 5 5 .0 200“
FBT129801 2 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL 3" – 18"
Tri-Clamp 1½”  sanitary flange 
with gasket, cap & union


FBT129802 2 3 .0 120“
FBT129803 2 5 .0 200“
FBT129813 10 1 .5 60“


¼” MPC female + sealing cap TuFlux® SIL ¼" – a" ¼” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


for Flexel® PDS for Mixing
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female


Tri-Clamp with bearing and cap 


MPX quick coupler female with sealing cap


 
 
 
Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPX quick coupler male  
with sealing cap 


TuFlux® Transfer Set Pre-designed Solutions for


Flexel® PDS for Mixing


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129843 5 1 .5 60“
Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“FBT129844 5 3 .0 120“


FBT129845 5 5 .0 200“
FBT129834 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 ½“ – 3“
Tri-Clamp 1½”  sanitary flange 
with gasket, cap & union


FBT129835 5 3 .0 120“
FBT129836 5 5 .0 200“
FBT129852 5 1 .5 60“


½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½" MPX male + sealing capFBT129853 5 3 .0 120“
FBT129854 5 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female 


MPC quick coupler female with sealing cap Opta® SFT male


MPC quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Celsius® Freeze and Thaw Transfer Sets


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129807 10 1 .5 60“
Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129808 10 3 .0 120“


FBT129809 10 5 .0 200“
FBT129813 10 1 .5 60“


¼” MPC female + sealing cap TuFlux® SIL 4" – a" 4” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


for Celsius® Freeze and Thaw Transfer Sets
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Media & Buffer  
Formulation


Cell Harvest & 
Downstream  
Intermediates


Silicone


Silicone


Silicone


Opta® SFT female 


MPC quick coupler female with sealing cap Opta® SFT male


MPC quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Celsius® Freeze and Thaw Transfer Sets


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129840 10 1 .5 60“
Opta® SFT female a“ C-Flex® 374 a“ – b“ Opta® SFT male a“FBT129841 10 3 .0 120“


FBT129842 10 5 .0 200“
FBT129846 10 1 .5 60“


4” MPC female + sealing cap C-Flex® 374 4" – a" 4” MPC male + sealing capFBT129847 10 3 .0 120"
FBT129848 10 5 .0 200“
FBT129849 10 1 .5 60“


a” MPC female + sealing cap C-Flex® 374 a“ – b“ a” MPC male + sealing capFBT129850 10 3 .0 120“
FBT129851 10 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp or Mini Tri-Clamp  
with bearing and cap 


MPC quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp or Mini Tri-Clamp 
with bearing and cap 


MPC quick coupler male  
with sealing cap 


TuFlux® Transfer Set Pre-designed Solutions for


Flexboy® & Flexsafe® 2D PDS for Storage and Shipping


TuFlux® Platinum Cured Silicone Tubing 
Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet


Meter Inch
FBT129804 10 1 .5 60“


Opta® SFT female ¼“ TuFlux® SIL ¼" – a" Opta® SFT male ¼“FBT129805 10 3 .0 120“
FBT129806 10 5 .0 200“
FBT129807 10 1 .5 60“


Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129808 10 3 .0 120“
FBT129809 10 5 .0 200“
FBT129786 10 1 .5 60“ Tri-Clamp 3" sanitary flange


with gasket, cap & union
TuFlux® SIL ¼" – e"


Tri-Clamp 3” sanitary flange 
with gasket, cap & union


FBT129787 10 3 .0 120“
FBT129788 10 5 .0 200“
FBT129789 10 1 .5 60“ Tri-Clamp 3" sanitary flange


with gasket, cap & union
TuFlux® SIL a“ – b“


Tri-Clamp 3” sanitary flange 
with gasket, cap & union


FBT129790 10 3 .0 120“
FBT129791 10 5 .0 200“
FBT129792 10 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
TuFlux® SIL ¼" – a"


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129793 10 3 .0 120“
FBT129794 10 5 .0 200“
FBT129795 10 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
TuFlux® SIL a“ – b“


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129796 10 3 .0 120“
FBT129797 10 5 .0 200“
FBT129813 10 1 .5 60“


¼” MPC female + sealing cap TuFlux® SIL ¼" – a" ¼” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


Drug Substance Purification
Drug Product Formulation


for Flexboy® & Flexsafe® 2D PDS for Storage and Shipping
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPC quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Flexboy® & Flexsafe® 2D for Storage and Shipping


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129837 10 1 .5 60“
Opta® SFT female ¼“ C-Flex® 374 4" – a" Opta® SFT male 4“FBT129838 10 3 .0 120“


FBT129839 10 5 .0 200“
FBT129840 10 1 .5 60“


Opta® SFT female a“ C-Flex® 374 a“ – b“ Opta® SFT male a“FBT129841 10 3 .0 120“
FBT129842 10 5 .0 200“
FBT129843 5 1 .5 60“


Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“FBT129844 5 3 .0 120"
FBT129845 5 5 .0 200“
FBT129828 10 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
C-Flex® 374 ¼" – a"


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129829 10 3 .0 120“
FBT129830 10 5 .0 200“
FBT129831 10 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
C-Flex® 374 a“ – b“


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129832 10 3 .0 120“
FBT129833 10 5 .0 200“
FBT129834 5 1 .5 60“ Tri-Clamp 1½” sanitary flange


with gasket, cap & union
C-Flex® 374 ½“ – 3“


Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129835 5 3 .0 120“
FBT129836 5 5 .0 200“
FBT129846 10 1 .5 60“


¼” MPC female + sealing cap C-Flex® 374 4" – a" 4” MPC male + sealing capFBT129847 10 3 .0 120“
FBT129848 10 5 .0 200“
FBT129849 10 1 .5 60“


a” MPC female + sealing cap C-Flex® 374 a“ – b“ a” MPC male + sealing capFBT129850 10 3 .0 120“
FBT129851 10 5 .0 200“


C-Flex® is a registered trademark of 
Saint-Gobain Performance Plastics  
Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPX quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp with bearing  
and cap


MPX quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Flexsafe® 3D PDS for Storage and Shipping


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129810 5 1 .5 60“
Opta® SFT female ½“ TuFlux® SIL ½“ – 3“ Opta® SFT male ½“FBT129811 5 3 .0 120"


FBT129812 5 5 .0 200“
FBT129798 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129799 5 3 .0 120“
FBT129800 5 5 .0 200"
FBT129819 5 1 .5 60“


½" MPX female + sealing cap TuFlux® SIL ½“ – 3“ ½" MPX male + sealing capFBT129820 5 3 .0 120“
FBT129821 5 5 .0 200“


for Flexsafe® 3D PDS for Storage and Shipping
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPX quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPX quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Flexsafe® 3D PDS for Storage and Shipping


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129843 5 1 .5 60“
Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“FBT129844 5 3 .0 120“


FBT129845 5 5 .0 200“
FBT129834 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129835 5 3 .0 120“
FBT129836 5 5 .0 200“
FBT129852 5 1 .5 60“


½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½" MPX male + sealing capFBT129853 5 3 .0 120“
FBT129854 5 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC quick coupler female with sealing cap


Opta® SFT male 


Tri-Clamp with bearing  
and cap


MPC quick coupler male  
with sealing cap 


TuFlux® Transfer Set Pre-designed Solutions for


Flexel® PDS for Mixing


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129804 10 1 .5 60“
Opta® SFT female 4“ TuFlux® SIL 4" – a" Opta® SFT male 4“FBT129805 10 3 .0 120“


FBT129806 10 5 .0 200“
FBT129807 10 1 .5 60“


Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129808 10 3 .0 120“
FBT129809 10 5 .0 200“
FBT129810 5 1 .5 60“


Opta® SFT female ½“ TuFlux® SIL ½“ – 3“ Opta® SFT male ½“FBT129811 5 3 .0 120“
FBT129812 5 5 .0 200“
FBT129798 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129799 5 3 .0 120“
FBT129800 5 5 .0 200“
FBT129813 10 1 .5 60“


¼” MPC female + sealing cap TuFlux® SIL 4" – a" 4” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


for Flexel® PDS for Mixing
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPX quick coupler female with sealing cap


Opta® SFT male


Tri-Clamp with bearing  
and cap 


MPX quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Flexel® PDS for Mixing


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


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129843 5 1 .5 60“
Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“FBT129844 5 3 .0 120“


FBT129845 5 5 .0 200“
FBT129834 5 1 .5 60“


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


C-Flex® 374 ½“ – 3“
Tri-Clamp 1½” sanitary flange 
with gasket, cap & union


FBT129835 5 3 .0 120“
FBT129836 5 5 .0 200“
FBT129852 5 1 .5 60“


½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½" MPX male + sealing capFBT129853 5 3 .0 120“
FBT129854 5 5 .0 200“
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Pumping


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


MPC quick coupler female with sealing cap Opta® SFT male


MPC quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Celsius® Freeze and Thaw Transfer Sets


TuFlux® Platinum Cured Silicone Tubing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129807 10 1 .5 60“
Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129808 10 3 .0 120“


FBT129809 10 5 .0 200“
FBT129813 10 1 .5 60“


¼” MPC female + sealing cap TuFlux® SIL 4" – a" 4” MPC male + sealing capFBT129814 10 3 .0 120“
FBT129815 10 5 .0 200“
FBT129816 10 1 .5 60“


a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing capFBT129817 10 3 .0 120“
FBT129818 10 5 .0 200“


for Celsius® Freeze and Thaw Transfer Sets
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding


Connections to  
Celsius®


Connections to  
Flexboy® & Flexsafe® 2D


TPE


TPE


TPE


TPE


Silicone


Connections to  
Flexsafe® 3D


Connections to  
Mixing


Drug Substance 
Purification


Drug Product  
Formulation


Silicone


Silicone


Silicone


Opta® SFT female 


MPC quick coupler female with sealing cap Opta® SFT male


MPC quick coupler male  
with sealing cap


TuFlux® Transfer Set Pre-designed Solutions for


Celsius® Freeze and Thaw Transfer Sets


TPE for Welding & Sealing 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129840 10 1 .5 60“
Opta® SFT female a“ C-Flex® 374 a“ – b“ Opta® SFT male a“FBT129841 10 3 .0 120“


FBT129842 10 5 .0 200“
FBT129846 10 1 .5 60“


4” MPC female + sealing cap C-Flex® 374 4" – a" 4” MPC male + sealing capFBT129847 10 3 .0 120"
FBT129848 10 5 .0 200“
FBT129849 10 1 .5 60“


a” MPC female + sealing cap C-Flex® 374 a“ – b“ a” MPC male + sealing capFBT129850 10 3 .0 120“
FBT129851 10 5 .0 200“


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification| 
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Sealing & Welding 
with TPE Tubing


Pumping with 
TuFlux® SIL


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPX quick coupler female with 
sealing cap STCII Steamthru™ valve  


for steaming connection


Steamable Transfer Lines


Connector Gender Change Silicone


Connector Gender Change TPE


Special 
Functions


TuFlux® Transfer Set Pre-designed Solutions for


Steamable Transfer Lines


Steamable Transfer Lines 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129822 5 1 .5 60“
Opta® SFT female ½“ TuFlux® SIL ½“ – 3“ ½" STCII 1½" sanitary flangeFBT129823 5 3 .0 120“


FBT129824 5 5 .0 200“
FBT129825 10 1 .5 60“


Tri-Clamp 3" sanitary flange
with gasket, cap & union


TuFlux® SIL a“ – b“ a" STCII 3" sanitary flangeFBT129826 10 3 .0 120“
FBT129827 10 5 .0 200“
FBT129858 5 1 .5 60“


½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½" STCII 1½" sanitary flangeFBT129859 5 3 .0 120“
FBT129860 5 5 .0 200“


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


Special Functions
Steamable Transfer Lines







Back to Digital  
Selection Map


26


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification| 
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Connector Change


Pumping


Opta® SFT female 


Tri-Clamp with bearing and cap 


MPC | MPX quick coupler female with 
sealing cap


Opta® SFT male


Tri-Clamp or Mini Tri-Clamp 
with bearing and cap 


MPC | MPX quick coupler 
male with sealing cap


Steamable Transfer Lines


Connector Gender Change Silicone


Connector Gender Change TPE


Special 
Functions


TuFlux® Transfer Set Pre-designed Solutions for


Connector Gender Change


Connector Gender Change Silicone 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129861 10 1 .5 (60“) Opta® SFT male ¼“ TuFlux® SIL 4" – a" Opta® SFT male 4“
FBT129862 10 1 .5 (60“) Opta® SFT male a“ TuFlux® SIL a“ – b“ Opta® SFT male a“
FBT129863 5 1 .5 (60“) Opta® SFT male ½“ TuFlux® SIL ½“ – 3“ Opta® SFT male ½“
FBT129864 10 1 .5 (60“) Opta® SFT female 4“ TuFlux® SIL 4" – a" Opta® SFT female 4“
FBT129865 10 1 .5 (60“) Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT female a“
FBT129866 5 1 .5 (60“) Opta® SFT female ½“ TuFlux® SIL ½“ – 3“ Opta® SFT female ½“
FBT129885 5 1 .5 (60“)


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – 3“
Tri-Clamp 3” sanitary flange 
with gasket, cap & union


FBT129886 5 3 .0 (120“) TuFlux® SIL ½“ – 3“
FBT129887 5 5 .0 (200“) TuFlux® SIL ½“ – 3“
FBT129867 10 1 .5 (60“) 4” MPC male + sealing cap TuFlux® SIL 4" – a" 4” MPC male + sealing cap
FBT129868 10 1 .5 (60“) a” MPC male + sealing cap TuFlux® SIL a“ – b“ a” MPC male + sealing cap
FBT129869 5 1 .5 (60“) ½" MPX male + sealing cap TuFlux® SIL ½“ – 3“ ½" MPX male + sealing cap
FBT129870 10 1 .5 (60“) 4” MPC female + sealing cap TuFlux® SIL 4" – a" ¼” MPC female + sealing cap
FBT129871 10 1 .5 (60“) a” MPC female + sealing cap TuFlux® SIL a“ – b“ a” MPC female + sealing cap
FBT129872 5 1 .5 (60“) ½" MPX female + sealing cap TuFlux® SIL ½“ – 3“ ½" MPX female + sealing cap


Connector Gender Change – Silicone
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Connector Change


Sealing & Welding


Opta® SFT female or male


Tri-Clamp with bearing and cap 


MPC | MPX quick coupler female with  
sealing cap


Opta® SFT male or female


Tri-Clamp or Mini Tri-Clamp 
with bearing and cap


MPC | MPX quick coupler  
male with sealing cap


Steamable Transfer Lines


Connector Gender Change Silicone


Connector Gender Change TPE


Special  
Functions


TuFlux® Transfer Set Pre-designed Solutions for


Connector Gender Change


Connector Gender Change TPE 


Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet
Meter Inch


FBT129873 10 1 .5 60“ Opta® SFT male ¼“ C-Flex® 374 ¼" – a" Opta® SFT male 4“
FBT129874 10 1 .5 60“ Opta® SFT male a“ C-Flex® 374 a“ – b“ Opta® SFT male a“
FBT129875 5 1 .5 60“ Opta® SFT male ½“ C-Flex® 374 ½“ – 3“ Opta® SFT male ½“
FBT129876 10 1 .5 60“ Opta® SFT female 4“ C-Flex® 374 ¼" – a" Opta® SFT female 4“
FBT129877 10 1 .5 60“ Opta® SFT female a“ C-Flex® 374 a“ – b“ Opta® SFT female a“
FBT129878 5 1 .5 60“ Opta® SFT female ½“ C-Flex® 374 ½“ – 3“ Opta® SFT female ½“
FBT129879 10 1 .5 60“ 4” MPC male + sealing cap C-Flex® 374 ¼" – a" ¼” MPC male + sealing cap
FBT129880 10 1 .5 60“ a” MPC male + sealing cap C-Flex® 374 a“ – b“ a” MPC male + sealing cap
FBT129881 5 1 .5 60“ ½" MPX male + sealing cap C-Flex® 374 ½“ – 3“ ½" MPX male + sealing cap
FBT129882 10 1 .5 60“ 4” MPC female + sealing cap C-Flex® 374 ¼" – a" 4” MPC female + sealing cap
FBT129883 10 1 .5 60“ a” MPC female + sealing cap C-Flex® 374 a“ – b“ a” MPC female + sealing cap
FBT129884 5 1 .5 60“ ½" MPX female + sealing cap C-Flex® 374 ½“ – 3“ ½" MPX female + sealing cap


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


Connector Gender Change – TPE
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


TuFlux® Transfer Set Pre-designed Solutions for


Liquid Transfer for Pressurized Pumping & High Pressure Applications


Tubing Materials
TuFlux® SIL  
Platinum cured Silicone Si(Pt) in  
a" × b", ½" × c" and 1" × 1 a" optimized 
for pressurized and long term pumping 
applications


Braided Silicone STHT®-R 
Reinforced platinum cured Silicone tubing


Oetiker® Metal Clamps
 − Oetiker® Metal Clamps provide a better 
robustness for the whole Transfer Set 
system as the connectios between the 
tube and the connector used to be the 
weakest point of the system


 − Resulting in higher pressure resistance 
than state of the art plastic cable ties


Inlet Connectors
 − Opta® SFT Female enables sterile  
connections to other single-use systems


 − Tri-Clamp 1½” sanitary flange are used 
for either sanitary connection or aseptic 
connection under ISO5 laminar air flow 
to stainless steel systems


Outlet Connectors
 − Opta® SFT Male enables sterile  
connections  to other single-use systems


 − Tri-Clamp 1½” or ¾“ sanitary flange  
are used  for either sanitary connection 
or aseptic  connection under ISO5  
laminar air flow to stainless steel  
systems


Outlet Sterile  
Connections


 − Opta® SFT male


Outlet Sanitary or 
Aseptic Connections


 − Tri-Clamp 1½” sanitary flange


Inlet Sterile  
Connections


 − Opta® SFT female


Inlet Sanitary or  
Aseptic Connection


 − Tri-Clamp 1½” sanitary flange 


Braided silicone tubing for  
high pressure applications


TuFlux® SIL for pumping  
applications in a" × b", 1" × c" and  
1" × 1 a" optimized for pressurized  
and long term pumping applications


Oetiker®  
Metal Clamp


Oetiker®  
Metal Clamp


Braided Silicone STHT®-R is a registered trademark of Saint-Gobain Performance Plastics Corporation .
Oetiker® is a registered trademark of the Oetiker Group .
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification| 
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Connector Change


Pumping


Tri-Clamp or Mini Tri-Clamp 
with bearing and Cap


Opta® SFT female Tri-Clamp or Mini Tri-Clamp 
with bearing and Cap


Opta® SFT male


Pressurized Pumping Applications


High Pressure Applications with Opta® SFT


High Pressure Applications with Tri-Clamp


Transfer Sets  
with Oetiker®  
Metal Clamps


Oetiker® Metal Clamp


TuFlux® Transfer Set Pre-designed Solutions for


Pressurized Pumping Applications


Pressurized Pumping with TuFlux® Silicone tubing and Oetiker® Metal Clamps up to Pressure of 1.5 bar
Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet


Meter Inch
FBT129891 10 1 .5 60"


Opta® SFT female a“ TuFlux® SIL a“ – b“ Opta® SFT male a“FBT129892 10 3 .0 120"
FBT129893 10 5 .0 200"
FBT129900 5 1 .5 60"


Opta® SFT female ½“ TuFlux® SIL ½“ – c“ Opta® SFT male ½“FBT129901 5 3 .0 120"
FBT129902 5 5 .0 200"
FBT129888 10 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL a“ – b“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129889 10 3 .0 120"
FBT129890 10 5 .0 200"
FBT129897 5 1 .5 60"


Tri-Clamp ¾” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – c“
Tri-Clamp ¾” sanitary flange
with gasket, cap & union


FBT129898 5 3 .0 120"
FBT129899 5 5 .0 200"
FBT129894 5 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL ½“ – c“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129895 5 3 .0 120"
FBT129896 5 5 .0 200"
FBT129903 2 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


TuFlux® SIL 1“ – 1a“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129904 2 3 .0 120"
FBT129905 2 5 .0 200"


Oetiker® is a registered trademark of the Oetiker Group .


Pressurized Pumping Applications
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification|  
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Connector Change


Pressurized Pumping Applications


High Pressure Applications with Opta® SFT


High Pressure Applications with Tri-Clamp


Transfer Sets  
with Oetiker®  
Metal Clamps


Opta® SFT female


 


Opta® SFT male


Braided silicone  
tubing*


 
Oetiker® Metal Clamp


TuFlux® Transfer Set Pre-designed Solutions for


High Pressure Applications with Opta® SFT


Braided Silicone Tubing and Oetiker® Metal Clamps for High Pressure Applications up to 3 bar 
Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet


Meter Inch
FBT129906 10 1 .5 60"


Opta® SFT female a“
Braided  
Silicone  
STHT®-R


a“ – b“ Opta® SFT male a“FBT129907 10 3 .0 120"
FBT129908 10 5 .0 200"
FBT129915 5 1 .5 60"


Opta® SFT female ½“
Braided  
Silicone  
STHT®-R


½“ – c“ Opta® SFT male ½“FBT129916 5 3 .0 120"
FBT129917 5 5 .0 200"
FBT129924 10 1 .5 60"


Opta® SFT female ¾“
Braided  
Silicone  
STHT®-R


¾“ – 18“ Opta® SFT male ¾“FBT129925 10 3 .0 120"
FBT129926 10 5 .0 200"


* Braided tubes are not suitable for peristaltic pumping applications


Braided Silicone STHT®-R is a registered trademark of Saint-Gobain Performance Plastics Corporation .
Oetiker® is a registered trademark of the Oetiker Group .


High Pressure Applications with Opta® SFT
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Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Drug Substance Purification| 
Drug Product Formulation


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


Connector Change


Braided silicone  
tubing*Pressurized Pumping Applications


High Pressure Applications with Opta® SFT


High Pressure Applications with Tri-Clamp


Transfer Sets  
with Oetiker®  
Metal Clamps


Tri-Clamp or Mini Tri-Clamp 
with bearing and Cap


Tri-Clamp or Mini Tri-Clamp 
with bearing and Cap


Oetiker® Metal Clamp


TuFlux® Transfer Set Pre-designed Solutions for


High Pressure Applications with Tri-Clamp


Braided Silicone Tubing with Oetiker® Metal Clamps for High Pressure Applications 
up to 4 bar for tubing ID <1” and 2.5 bar for tubing ID = 1”
Part Number Units Per Box Length in Connector Inlet Tubing Type Tubing ID – OD in Inch Connector Outlet


Meter Inch
FBT129909 10 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


a“ – b“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129910 10 3 .0 120"
FBT129911 10 5 .0 200"
FBT129912 10 1 .5 60"


Tri-Clamp ¾” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


a“ – b“
Tri-Clamp ¾” sanitary flange
with gasket, cap & union


FBT129913 10 3 .0 120"
FBT129914 10 5 .0 200"
FBT129918 5 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


½“ – c“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129919 5 3 .0 120"
FBT129920 5 5 .0 200"
FBT129921 5 1 .5 60"


Tri-Clamp ¾” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


½“ – c“
Tri-Clamp ¾” sanitary flange
with gasket, cap & union


FBT129922 5 3 .0 120"
FBT129923 5 5 .0 200"
FBT129927 2 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


¾“ – 18“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129928 2 3 .0 120"
FBT129929 2 5 .0 200"
FBT129930 2 1 .5 60"


Tri-Clamp ¾” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


¾“ – 18“
Tri-Clamp ¾” sanitary flange
with gasket, cap & union


FBT129931 2 3 .0 120"
FBT129932 2 5 .0 200"
FBT129933 2 1 .5 60"


Tri-Clamp 1½” sanitary flange
with gasket, cap & union


Braided 
Silicone 
STHT®-R


1“ – 1a“
Tri-Clamp 1½” sanitary flange
with gasket, cap & union


FBT129934 2 3 .0 120"
FBT129935 2 5 .0 200"


* Braided tubes are not suitable for peristaltic pumping applications


Braided Silicone STHT®-R is  
a registered trademark of  
Saint-Gobain Performance  
Plastics Corporation .
Oetiker® is a registered trademark 
of the Oetiker Group .


High Pressure Applications with Tri-Clamp







Please contact 
www.sartorius-stedim.com


or your local sales representative 
for more information.
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Drug Substance Purification|  
Drug Product Formulation


Special 
Functions


Transfer Sets with 
Oetiker® Metal Clamps


Media & Buffer Formulation |  
Cell Harvest & Downstream Intermediates


TuFlux® Transfer Set Pre-designed Solutions for


Design, Application Development and Validation Services


Configure to Order (CTO) 
Options 
All TuFlux® Transfer Sets 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 specialists to support you 
with the selection and design of your best 
solution for your specific process and 
application .


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, IQ & OQ,  
calibration and maintenance


 − Consultancy service and process specific 
validation studies including


 − Extractables | leachables


 − Chemical compatibility


 − Integrity testing


 − Bacterial challenge test


 − Particle shedding


 − Shipping test
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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 Hungária Kft.
Kagyló 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th line 70, Lit. A
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Takeone® Pre-designed Solutions for aseptic Sampling
Quick, easy, Robust and Safe Microbiological and Process Monitoring
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Preparation


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Cell Culture | 
Downstream 
Intermediates


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Drug 
Substance 
Purification


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Drug Product 
Formulation


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)







Media | Buffer Preparation


Cell Culture | Downstream Intermediates


Drug Substance Purification


Drug Product Formulation


Takeone® Pre-designed Solutions


aseptic Sampling is a Critical Component of an effective 
Microbiological & Process Control Program
Takeone® aseptic sampling device Pre Designed Solutions (PDS) allow for collection of 
process fluids for analysis while protecting the process fluid from adventitious agents . 
Takeone® collects perfectly representative samples giving exact results with no risk of 
false-positives for each process step .


aseptic Sampling Solutions for every Process Step & Sampling application


Media | Buffer Preparation
– Microbiological assay control for bioburden, endotoxin and sterility 


– Process Monitoring for correct balance & concentrations


Cell Culture| Downstream Intermediates
–  Microbiological assay for non-host organisms to ensure axenic  


culture


– Process Monitoring for cell count, viability, density, nutrient, gas


Drug Substance Purification
– Microbiological assay for bioburden, endotoxins and sterility test .


–  especially prior to and at conclusion of filtration, chromatography & 
UF | DF process steps .


Drug Product Formulation
–  Microbiological assay for bioburden and endotoxin prior  


to filtration to ensure levels are within regulatory limits


not all Samples are equal
Categorization of sampling plan by assay type reduces costs, improves sampling  
results and expands capacity of sampling device


Microbiological Assay
Bioburden Monitoring is required at every process step to demonstrate process control .  
Loss of sterility, detection of non-host organisms or high level of bioburden are causes  
for batch rejection .


Monitoring for endotoxin drug substance purification and drug product formulation process 
steps ensures compliance to endotoxin limits for final drug product as set by regulatory  
agencies .


Process Monitoring Assay
Successful drug production requires that critical parameters are met . attributes  
include; Cell Viability | Density, osmolality, Immunoglobulin, nutrients, Conductivity,  
pH, Gas analysis


Back to Table  
of Contents
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Takeone® Pre-designed Solutions


Takeone® is the first and most complete pre-assembled  
aseptic sampling device 


Ready-to-Use
Takeone® has no spare, reused parts or 
accessories . Takeone® is easy to setup, 
manage and use . eliminate the risk of pro-
duction delays or batch contaminations 
from lost or damaged parts .


Quick and easy Setup, Handling and operation


Pre-assembled
Takeone® arrives fully assembled and 
ready for installation to the sampling 
point . eliminate assembly operations  
where errors can occur or bioburden be 
introduced . Takeone® connects directly  
to your process equipment to immediately 
take perfectly representative samples .


Single-Use
eliminate the risk of contamination from 
improper or ineffective cleaning and  
incorrect assembly of reusable parts .


Receive Install Sample Disconnect Remove Dispose


The robust design of Takeone® supports multiple actuation for high-frequency process monitoring samples .


Cross-Section Before, During and After Actuation


Before and after actuation During actuation


fluid 
enters 
sampling 
pathway
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Takeone® Pre-designed Solutions


1 .5" Sanitary
5 Sampling Lines  
2 mm needle 
316L Stainless Steel


2" Sanitary
9 Sampling Lines  
2 mm needle  
316L Stainless Steel


Robust, Safe for operators & Protective of Process Integrity


316L Stainless Steel Tank Mount
Careful selection of the materials of  
construction make the Takeone® sampling 
device engineered to perform .


Takeone® connects to the sampling point 
at the tank mount . 316L stainless steel was 
selected to optimize safety and robustness . 
Steel-to-steel fittings are secure and  
trusted during thermal cycling and high 
pressure, especially steam-in-place .


any other material would be a compromise 
on safety, susceptible to leaking and be 
difficult to validate .


100% Leak Testing
Components used in assembly are carefully 
inspected to ensure they are free from 
defect or deformity . Still, quality release of 
Takeone® requires each sampling line pass 
a leak test prior to shipment .


This level of care and precaution is cause 
behind Takeone®'s better than 99 .999% 
perfect performance record .


Preserve Process, Product and 
Sample Integrity
The aseptic chamber is bound by the  
silicone diaphragm bonded to the cannula, 
and the septa molded into the tank mount . 
The diaphragm stretches for the needle to 
pierce the septa during actuation .


This aseptic chamber remains intact,  
preserving the aseptic sampling pathway, 
after dozens of actuations and protecting 
the production process from contamination .


 Features and Benefits for Operator Safety
Pre-assembled no Handling of needles or Sharps  


avoid Repetitive Strain Injury


Ready-to-Use Save Time


Single-Use no Cleaning 
no Maintenance of Reusable Parts 
Protect operator Chemicals & Process Fluids


Stainless Steel Tank Mount Safe During SIP  
Burst Pressure ≈ 9 bar


100% Leak Tested Batch-to-Batch Reliable Performance


Closed Fluid Pathway Preserve Integrity of Process  
Take Representative Samples
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Takeone® Pre-designed Solutions


Reliable Performance Backed by Precise Manufacturing Controls


Facility Standards and Controls
The manufacturing and assembly operations 
adhere to the key principles of cGMP and 
follow strict SoPs to produce a consistent 
product suitable for use in the most critical 
production processes . Quality checks for 
accuracy, cleanliness and correctness 


The lot to lot consistent performance of Takeone® is assured by cradle to grave  
traceability of all raw materials, components, assemblers and assembly parameters . 
every sampling line of every device is leak-tested confirming the device was assembled 
correctly and is ready for use in the most demanding aseptic applications . 


Specifications  
and Controls


 −  Selected for 
Intended 
application


 − elongation
 − Tear Strength
 − Self-Sealing


Leak Testing & 
Controls


 − Strict SoPs  
for assembly


 − 100%  
Leak Testing


Design Space, operating 
Ranges and Controls


 − Batch-to-Batch  
material consistency


 − 100% component  
visual inspection


 − Lot control


Diaphragm & Septa 
Polymer Selection


Polymer Mixing & 
Part Molding


Manufacture & 
assembly


Benefits
 − Batch to batch  
Consistent  
performance


 − Cradle to grave  
traceability from raw 
material to device 
assembly and release


occur throughout the production process . 
Manufacturing technicians are expertly 
trained to produce high-quality parts and 
distinguish between acceptable and not 
acceptable components .


Raw Material Inventory Room ISo 8 per ISo14644-1 (Class 100,000)


Manufacturing Cleanroom ISo 7 per ISo14644-1 (Class 10,000)


Viable organism Control


Viable organism Monitoring
Quarterly per  
ISo14698 


end of Batch Line Clearance 
Weekly equipment and Surface Cleaning 
Routine LpH®, Vesphene®, Spor klenz® Sanitization


air: less than 100 CFU
Surface: less than 25 CFU
Wall: less than 5 CFU


non-Viable organism  
Monitoring Criteria


0 .5μ/m3


5 .0μ/m3
Weekly per 
ISo14644-1


Cannula (needle) 
316L SS, 
electropolished


Tank Mount 
316L SS, electropolished


Septa 
Platinum-Cured 
Silicone


Criteria for Selection & Device Certification Device Performance
USP Class VI
USP <87>|USP <88>


Pass Max SIP 60 min at  
30 psi | 2 bar | 134 .5°C


TSe-BSe aDCF actuations per Line 40
endotoxin
USP <85>


Pass 
< 0 .125 eU/mL


SIP Cycles
after actuation


10


Sub-Visible Particles 
USP <788>


Pass
< 3 particles/mL > 25 μm 
<10 particles/mL >10 μm


Device Burst Pressure 129 psi | 8 .9 bar


Gamma Irradiation
ISo11137-2


Pass operating Pressure 
During Sampling*


45 psi | 3 .1 bar


*  do not overfill or exceed pressure  
of sample collection vessels


LpH®, Vesphene® and Spor klenz® are registered trademarks of Steris Corporation .
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Takeone® Pre-designed Solutions


Device Configurations for all Sampling applications


Nalgene® 60 mL 
PETG Bottle
Free-Standing


Flexboy® Bag
easy Handling


15 mL Falcon® Tube 
Polystyrene
High accuracy


BENCHMARK™
High Capacity Sampling


Process Monitoring
– Cell Density | Viability | oD
– osmolality
– Immunoglobulin
– Metabolites | nutrients
–  Gas analysis | pH
–  Conductivity


Microbiological
– Sterility | Control
– Bioburden
– endotoxin
– non-Host organisms
– Retain


Sample CollectionSample Analysis Sample Analysis


Process Monitoring


Microbiological


Takeone® Meets all Process Steps and Sampling application 
Requirements
The Pre-designed Solutions guide you to the optimal Takeone® configuration for  
your process and applications .


Categorization by sample type reveals the ideal balance between cost per sample and 
sampling capacity .


Microbiological samples must be collected into an aseptically closed container in order to 
protect against false positive results or adventitious agents .


Process Monitoring samples are analyzed in an open, non-aseptic environment .  
They do not need to be collected into an aseptically closed container .


Flexboy® Bag Sampling Configuration
Flexboy® bags have a luer-activated access site on the outlet for easy fluid transfer .  
Samples collected into Flexboy® are suitable for microbiological or process monitoring 
samples . 


Flexboy® sampling lines feature one, two or five bags per sampling line . an easy to use 
stopcock valve directs fluid flow on manifold sampling lines .


60 mL PeTG Bottles & 15mL Falcon® Tubes
PeTG Bottles and 15 mL Falcon® tubes include the secure MYCaP™ bottle closure .  
Samples collected in Bottles and Falcon® tubes are suitable for microbiological or process 
monitoring samples . 


Bottles and Falcon® tubes have graduations for accurate volume control . Falcon® tubes are 
marked at every 0 .5 mL for best precision . a MiniSart® air vent filter allows fluid flow into 
the container .


BenCHMaRk™ Sampling Configuration
BenCHMaRk™ Sampling Configuration features a luer-activated access site .  
Samples collected from BenCHMaRk™ are suitable for Process Monitoring Samples .


BenCHMaRk™ is ideal for high capacity sampling . a single BenCHMaRk™  
line may be used to collect 20 samples, including 1 purge for each sample .


nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .
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Takeone® Pre-designed Solutions


How to Select a Takeone® Pre-designed Solution


1


2


3


4


Select the Process Area
k Media | Buffer Preparation
k Cell Culture | Downstream Intermediates
k Drug Substance Purification
k Drug Product Formulation


Identify Fitting Size for Sampling Site
k 1 .5” Sanitary
k 2 .0” Sanitary


Determine Maximum Number  
of Microbiological Samples
k Bioburden | Sterility
k non-Host organisms
k endotoxin
k Retain Samples


Determine Maximum Number  
of Process Monitoring Samples
k Gas analysis | pH
k Metabolites | nutrients | Conductivity
k osmolality | Immunoglobulin
k Cell Count | Cell Viability | Cell Density


Media | Buffer 
Preparation


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Cell Culture | 
Downstream 
Intermediates


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Drug  
Substance  
Purification


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)


Drug Product 
Formulation


1 .5" Sanitary Tank Mount
(up to 5 independent sampling lines)


2" Sanitary Tank Mount
(up to 9 independent sampling lines)
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Takeone® Pre-designed Solutions for


Media | Buffer Preparation


Media | Buffer Preparation Sampling Guidelines


Media  
Preparation


Microbiological Sterility Check, especially prior to and  
after additions | transfers


endotoxin test prior to and after additions |  
transfer, as necessary


Process Monitoring pH, Concentration, critical process parameters


Buffer  
Preparation


Microbiological Sterility Check, especially prior to and after 
additions | transfers


endotoxin test prior to and after additions |  
transfer, as necessary


Process Monitoring Concentrations, Titration, pH, conductivity,  
critical process parameters


Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


50 mL
Luer-activated access on outlet
C-Flex® Tube with QUICkSeaL®


BENCHMARK™
l  Process Monitoring Sampling


Luer-activated access
C-Flex® Tube with QUICkSeaL®


Faceplate: 316L Stainless Steel, electropolished, Needle: 316L Stainless Steel, electropolished
Septa: Plaintum-Cured Silicone


Sampling Line options


1.5" Sanitary Tank Mount 2" Sanitary Tank Mount


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


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Media and  
Buffer  
Preparation
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Takeone® Pre-designed SolutionsTakeone® Pre-designed Solutions for


Media | Buffer Preparation


Tubing Process 
Monitoring 
Capacity


Micro- 
biological 
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling  
Capacity


50 mL 
Flexboy®  
Bag


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0 5 24TC05CPDS0015 5 5 5 0


20 2 24TC03CPDS0001 3 22 2 1


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


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Media and  
Buffer  
Preparation


1 .5” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa BenCHMaRk™50 mL Flexboy®
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Takeone® Pre-designed Solutions for


Media | Buffer Preparation


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


Tubing Process 
Monitoring 
Capacity


Micro- 
biological 
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling  
Capacity


50 mL 
Flexboy®  
Bag


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0 5 32TC05CPDS0039 5 5 5 0


20 2 32TC03CPDS0033 3 22 2 1


Media and  
Buffer  
Preparation


2” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


50 mL Flexboy® BenCHMaRk™
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Takeone® Pre-designed Solutions for


Cell Culture | Downstream Intermediates


Cell Culture | Cell Harvest Sampling Guidelines


Cell Culture Microbiological Sterility | non-Host organism Check
Pre | Post Inoculation & additions
Batch Conclusion


endotoxin as necessary


Process Monitoring Cell Count | Viability | Density,  
critical process parameters


Cell Harvest Microbiological Sterility | non-Host organism Check after  
Recovery & Hold Steps


endotoxin as necessary


Process Monitoring Cell Count | Viability | Density,  
critical process parameters


Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


50 mL or 250 mL
Luer-activated access on outlet
C-Flex® Tube with QUICkSeaL®


Falcon® 15 mL Polystyrene Tube
l  Microbiological Sampling
l  Process Monitoring Sampling


MYCaP™ Bottle Closure
25 mm Minisart® Vent Filter
C-Flex® Tube with QUICkSeaL®


Ideal for endotoxin or  
accurate Volume Sampling


BENCHMARK™
l  Process Monitoring Sampling


Luer-activated access
C-Flex® Tube with QUICkSeaL®


2 × 50 mL Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


Two 50 mL with 500 mL Purge Bag
Luer-activated access on outlet
Polycarbonate, HDPe Stopcock Valve
C-Flex® Tube with QUICkSeaL®


5 × 50 mL | 250 mL Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


Five 50 mL | 250 mL with 500 mL 
Purge Bag
Luer-activated access on outlet
Polycarbonate, HDPe Stopcock Valve
C-Flex® Tube with QUICkSeaL®


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
Falcon® is a registered trademark of Corning Incorporated .


Faceplate: 316L Stainless Steel, electropolished, Needle: 316L Stainless Steel, electropolished
Septa: Plaintum-Cured Silicone


Sampling Line options


1.5" Sanitary Tank Mount 2" Sanitary Tank Mount


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Cell Culture | 
Downstream 
Intermediates
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Takeone® Pre-designed Solutions for


Cell Culture | Downstream Intermediates


Tubing Process  
Monitoring 
Capacity


Micro- 
biological  
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling 
Capacity


50 mL 
Flexboy® 
Bag


2 × 50 mL 
Flexboy® 
Bag


5 × 50 mL 
Flexboy® 
Bag


250 mL 
Flexboy® 
Bag


5 × 250 mL 
Flexboy® 
Bag


15 mL  
Centrifuge 
Tube


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0


5


24TC05CPDS0007 5 5 0 0 0 4 0 1 0


24TC05CPDS0014 5 5 0 0 0 5 0 0 0


24TC05CPDS0009 5 5 4 0 0 0 0 1 0


24TC05CPDS0015 5 5 5 0 0 0 0 0 0


10 24TC05CPDS0076 5 10 0 5 0 0 0 0 0


19 24TC05CPDS0080 5 19 0 2 3 0 0 0 0


25
24TC05CPDS0016 5 25 0 0 0 0 5 0 0


24TC05CPDS0017 5 25 0 0 5 0 0 0 0


20


3 24TC04CPDS0003 4 23 2 0 0 0 0 1 1


4
24TC05CPDS0008 5 24 0 0 0 4 0 0 1


24TC05CPDS0010 5 24 4 0 0 0 0 0 1


8 24TC05CPDS0078 5 28 0 4 0 0 0 0 1


14 24TC05CPDS0082 5 34 0 2 2 0 0 0 1


20
24TC05CPDS0011 5 40 0 0 0 0 4 0 1


24TC05CPDS0012 5 40 0 0 4 0 0 0 1


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
Falcon® is a registered trademark of Corning Incorporated .


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Cell Culture | 
Downstream 
Intermediates


1 .5” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


5 × 50 mL | 250 mL 
Flexboy®


2 × 50 mL Flexboy®


BenCHMaRk™


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


50 mL | 250 mL  
Flexboy®


15 mL Falcon® Tube
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Takeone® Pre-designed Solutions for


Cell Culture | Downstream Intermediates


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
Falcon® is a registered trademark of Corning Incorporated .


Tubing Process  
Monitoring 
Capacity


Micro- 
biological  
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling 
Capacity


50 mL 
Flexboy® 
Bag


2 × 50 mL 
Flexboy® 
Bag


5 × 50 mL 
Flexboy® 
Bag


250 mL 
Flexboy® 
Bag


5 × 250 mL 
Flexboy® 
Bag


15 mL  
Centrifuge 
Tube


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0


9


32TC09CPDS0047 9 9 0 0 0 8 0 1 0


32TC09CPDS0053 9 9 0 0 0 9 0 0 0


32TC09CPDS0050 9 9 8 0 0 0 0 1 0


32TC09CPDS0055 9 9 9 0 0 0 0 0 0


18 32TC09CPDS0054 9 18 0 9 0 0 0 0 0


25 32TC05CPDS0040 5 25 0 0 5 0 0 0 0


30 32TC06CPDS0072 6 30 0 0 6 0 0 0 0


33 32TC09CPDS0070 9 33 3 0 6 0 0 0 0


20


3 32TC04CPDS0035 4 23 2 0 0 0 0 1 1


8
32TC09CPDS0048 9 28 0 0 0 8 0 0 1


32TC09CPDS0051 9 28 8 0 0 0 0 0 1


16 32TC09CPDS0049 9 36 0 8 0 0 0 0 1


25 32TC06CPDS0045 6 45 0 0 5 0 0 0 1


30 32TC07CPDS0075 7 50 0 0 6 0 0 0 1


32 32TC09CPDS0068 9 52 2 0 6 0 0 0 1


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Cell Culture | 
Downstream 
Intermediates


2” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2 × 50 mL Flexboy®


BenCHMaRk™


15 mL Falcon® Tube5 × 50 mL | 250 mL 
Flexboy®


50 mL | 250 mL  
Flexboy®
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Takeone® Pre-designed Solutions for


Downstream aseptic Sampling Guidelines


Chroma tography, 
Ultra filtration |  
Diafiltration


Microbiological Bioburden and endotoxin during  
equipment calibration end of process


Process Monitoring osmolality, Virus | Protein  
Concentration, critical process parameters


Chemical & Buffer  
Addition


Microbiological Bioburden and endotoxin after any  
addition


Sterile Filtration Microbiological Bioburden prior to any 0 .2 μm Filtration


Virus  
Inactivation |  
Filtration


Microbiological Bioburden and endotoxin at end  
of process, as necessary


Process Monitoring pH, Viral Concentration, critical process 
parameters


Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


50 mL
Luer-activated access on outlet
C-Flex® Tube with QUICkSeaL®


Falcon® 15 mL Polystyrene Tube
l  Microbiological Sampling
l  Process Monitoring Sampling


MYCaP™ Bottle Closure
25 mm Minisart® Vent Filter
C-Flex® Tube with QUICkSeaL®


Ideal for endotoxin or  
accurate Volume Sampling


BENCHMARK™
l  Process Monitoring Sampling


Luer-activated access
C-Flex® Tube with QUICkSeaL®


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


Faceplate: 316L Stainless Steel, electropolished, Needle: 316L Stainless Steel, electropolished
Septa: Plaintum-Cured Silicone


Sampling Line options


1.5" Sanitary Tank Mount 2" Sanitary Tank Mount


Drug Substance Purification


Nalgene® 60 mL PETG Bottle
l  Microbiological Sampling
l  Process Monitoring Sampling


MYCaPTM Bottle Closure
25mm Minisart® Vent Filter
C-Flex® Tube with QUICkSeaL®


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug  
Substance  
Purification
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Takeone® Pre-designed Solutions for


Drug Substance Purification


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


Tubing Process 
Monitoring 
Capacity


Micro- 
biological  
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling  
Capacity


50 mL 
Flexboy® Bag


15 mL  
Centrifuge  
Tube


60 mL  
PeTG 
Bottle


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0 5


24TC05CPDS0006 5 5 3 2 0 0


24TC05CPDS0013 5 5 0 5 0 0


24TC05CPDS0015 5 5 5 0 0 0


24TC05CPDS0018 5 5 0 0 5 0


20 4 24TC05CPDS0005 5 24 3 1 0 1


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug  
Substance  
Purification


1,5” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


BenCHMaRk™


15 mL Falcon® Tubenalgene® 60 mL PeTG Bottle50 mL Flexboy®
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Takeone® Pre-designed Solutions for


Drug Substance Purification


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


Tubing Process 
Monitoring 
Capacity


Micro- 
biological  
Capacity


Part number Total  
Sampling  
Lines


Total  
Sampling  
Capacity


50 mL 
Flexboy® Bag


15 mL  
Centrifuge  
Tube


60 mL  
PeTG 
Bottle


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0


5 32TC05CPDS0038 5 5 3 2 0 0


9


32TC09CPDS0052 9 9 0 9 0 0


32TC09CPDS0055 9 9 9 0 0 0


32TC09CPDS0056 9 9 0 0 9 0


20 4 32TC05CPDS0037 5 24 3 1 0 1


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug  
Substance  
Purification


2” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


BenCHMaRk™


15 mL Falcon® Tubenalgene® 60 mL PeTG Bottle50 mL Flexboy®
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Takeone® Pre-designed Solutions for


Formulation, Fill|Finish aseptic Sampling Guidelines


Formulation Microbiological Bioburden and endotoxin at end  
of process


Process Monitoring osmolality, Concentrations pH,  
Conductivity, Critical process parameters


Fill | Finish Microbiological Bioburden and endotoxin prior  
to Fill | Finish


Sterile Filtration Microbiological Bioburden prior to any 0 .2 μm Filtration


Hold | Storage  
Vessels


Microbiological Bioburden and endotoxin after  
filing & end of hold time


Flexboy®


l  Microbiological Sampling
l  Process Monitoring Sampling


50 mL
Luer-activated access on outlet
C-Flex® Tube with QUICkSeaL®


Falcon® 15 mL Polystyrene Tube
l  Microbiological Sampling
l  Process Monitoring Sampling


MYCaP™ Bottle Closure
25 mm Minisart® Vent Filter
C-Flex® Tube with QUICkSeaL®


Ideal for endotoxin or  
accurate Volume Sampling


BENCHMARK™
l  Process Monitoring Sampling


Luer-activated access
C-Flex® Tube with QUICkSeaL®


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


Faceplate: 316L Stainless Steel, electropolished, Needle: 316L Stainless Steel, electropolished
Septa: Plaintum-Cured Silicone


Sampling Line options


1.5" Sanitary Tank Mount 2" Sanitary Tank Mount


Nalgene® 60 mL PETG Bottle
l  Microbiological Sampling
l  Process Monitoring Sampling


MYCaPTM Bottle Closure
25mm Minisart® Vent Filter
C-Flex® Tube with QUICkSeaL®


Drug Product Formulation


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug Product 
Formulation
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Takeone® Pre-designed Solutions for


Drug Product Formulation


Tubing Process 
Monitoring 
Capacity


Micro- 
biological 
Capacity


Part number Total  
Sampling 
Lines


Total  
Sampling 
Capacity


50 mL 
Flexboy® Bag


15 mL  
Centrifuge  
Tube


60 mL  
PeTG 
Bottle


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0 5


24TC05CPDS0006 5 5 3 2 0 0


24TC05CPDS0013 5 5 0 5 0 0


24TC05CPDS0015 5 5 5 0 0 0


24TC05CPDS0018 5 5 0 0 5 0


20 4 24TC05CPDS0005 5 24 3 1 0 1


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug Product 
Formulation


1,5” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


BenCHMaRk™


15 mL Falcon® Tubenalgene® 60 mL PeTG Bottle50 mL Flexboy®
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Takeone® Pre-designed Solutions for


Drug Product Formulation


C-Flex® is a registered trademark of Saint-Gobain Performance Plastics Corporation .
nalgene® is a registered trademark of nalge nunc .
Falcon® is a registered trademark of Corning Incorporated .


BenCHMaRk™


Tubing Process 
Monitoring 
Capacity


Micro- 
biological 
Capacity


Part number Total  
Sampling 
Lines


Total  
Sampling 
Capacity


50 mL 
Flexboy® Bag


15 mL  
Centrifuge  
Tube


60 mL  
PeTG 
Bottle


BenCHMaRk™


8" ID × ¼" oD C-Flex® 
Length – 6" 
QUICkSeaL® at 3"


0


5 32TC05CPDS0038 5 5 3 2 0 0


9


32TC09CPDS0052 9 9 0 9 0 0


32TC09CPDS0055 9 9 9 0 0 0


32TC09CPDS0056 9 9 0 0 9 0


20
4 32TC05CPDS0037 5 24 3 1 0 1


8 32TC09CPDS0084 9 28 7 1 0 1


2” Sanitary Tank Mount
(up to 9 independent sampling lines) 


Drug Product 
Formulation


2” Sanitary 316L SS Tank Mount, 
electropolished


2 .0 mm 316L SS Cannula,  
electropolished


Platinum-Cured Silicone Septa


1 .5” Sanitary Tank Mount
(up to 5 independent sampling lines) 


15 mL Falcon® Tubenalgene® 60 mL PeTG Bottle50 mL Flexboy®
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Takeone® Pre-designed Solutions


QUICkSeaL® aseptic Disconnect


Small Diameter Cutter
The hand-held small diameter cutter  
cuts and seals tubes with outer diameters 
up ¼” (≈ 6 .4 mm) without any accessories, 
tool inserts or changes to tool settings .
The cutting action deforms the collar 
squeezing the tube and compressing tubing 
wall together creating an aseptic seal .
Sealing and Disconnect time is about  
1 second .


Protective Caps
Silicone protective caps may be installed 
onto cut collars, encasing the seal to  
protect it or a sample container from  
damage .


Installation is simple . Gently squeeze the  
silicone cap and slide it over the cut collar .


QUICkSeaL® Technical Specifications


QUICKSEAL® Collar 
Material of Construction 3003 aluminum (not product contact)


Cut Collar Burst Pressure exceeds Tube Burst Pressure


Container Closure | Bacterial Ingress
Bacterial Immersion, ambient


Pass


Container Closure | Bacterial Ingress
Bacterial Immersion, -100°C


Pass


QUICKSEAL® Cutting Tool 
Material of Construction 420 Stainless Steel | Carbide Inserts


Weight 345 g


Length 210 mm


Width (closed) 32 mm


Width (open) 92 mm


Accessories Part Number Description
QUICkSeaL®  
Small Diameter  
Cutting Tool


QSCUTTeRSD QUICkSeaL® Manual Cutting Tool for  
QUICkSeaL® collar up to 4" (6 .4 mm) oD


QUICkSeaL®  
Protective Caps


QS04CaPSILnT Silicone caps for 4 in (6 .4 mm) oD  
QUICkSeaL® collars; pack of 50
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Takeone® Pre-designed Solutions


Device Design and Validation Services


engineered To order  
(eTo) options
Takeone® Pre-designed Solutions are  
available in our Sartorius Corporate  
Configurator for easy selection of the right 
solution for your process and application 
requirements .


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


our eTo solution allows the selection of  
a larger variety of solutions with added  
features, such as different tube materials, 
collection vessels and more .


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 .


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


 − Sampling Plan optimization


 − SoP development, process validation 
and operator training


 − Technology transfer and process  
optimization


Validation Services
our global validation services  
network offers:


 − Installation start up, FaT, IQ & oQ,  
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 visit  
www.sartorius-stedim.com  
or contact your local sales  
representative for more information
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www.sartorius-stedim.com


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
Fax +49.551.308.3289


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


Phone +49.5665.407.0
Fax +49.5665.407.2200


France
Sartorius Stedim FMT S.A.S.
ZI des Paluds
Avenue de Jouques – CS 91051
13781 Aubagne Cedex


Phone +33.442.845600
Fax +33.442.845619


Sartorius Stedim France SAS
ZI des Paluds
Avenue de Jouques – CS 71058
13781 Aubagne Cedex 


Phone +33.442.845600
Fax +33.442.846545


Austria
Sartorius Stedim Austria GmbH
Modecenterstrasse 22
1030 Vienna


Phone +43.1.7965763.18
Fax +43.1.796576344


Belgium
Sartorius Stedim Belgium N.V.
Rue Colonel Bourg 105
1030 Bruxelles


Phone +32.2.756.06.80
Fax +32.2.756.06.81


Hungary
Sartorius Stedim Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227
Fax +36.23.457.147


Italy
Sartorius Stedim Italy S.r.l.
Via dell’Antella, 76/A
50012 Antella-Bagno a Ripoli (FI)


Phone +39.055.63.40.41
Fax +39.055.63.40.526


 
Netherlands
Sartorius Stedim Netherlands B.V.


Phone +31.30.60.25.080
Fax +31.30.60.25.099


filtratie.nederland@sartorius-stedim.com


Poland
Sartorius Stedim Poland Sp. z o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40
Fax +48.61.879.25.04


Russian Federation
LLC “Sartorius Stedim RUS”
Uralskaya str. 4, Lit. B
199155 St. Petersburg


Phone +7.812.327.53.27
Fax +7.812.327.53.23


Spain
Sartorius Stedim Spain, S.A.U.
Avda. de la Industria, 32
Edificio PAYMA
28108 Alcobendas (Madrid)


Phone +34.913.586.098
Fax +34.913.589.623


Switzerland
Sartorius Stedim Switzerland AG
Ringstrasse 24 a
8317 Tagelswangen


Phone +41.52.354.36.36
Fax +41.52.354.36.46


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


Phone +44.1372.737159
Fax +44.1372.726171


Ukraine
LLC “Sartorius Stedim RUS”
Post Box 440 “B”
01001 Kiev, Ukraine


Phone +380.44.411.4918
Fax +380.50.623.3162


Americas
USA
Sartorius Stedim North America Inc.
5 Orville Drive, Suite 200
Bohemia, NY 11716


Toll-Free +1.800.368.7178
Fax +1.631.254.4253


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


Phone +54.11.4721.0505 
Fax +54.11.4762.2333 


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São Bernardo do Campo 
CEP 09600-000 - SP- Brasil


Phone +55.11.4362.8900
Fax +55.11.4362.8901


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
Fax +52.55.5562.2942


leadsmex@sartorius.com


Peru
Sartorius Peru S.A.C.
Av. Emilio Cavenecia 264 San Isidro
15073 Lima, Perú


Phone +51.1.441 0158
Fax +51.1.422 6100 


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


Phone +61.3.8762.1800
Fax +61.3.8762.1828


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
Fax +86.10.80426580


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
Fax +86.21.6878.2882


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
Fax +86.20.37619051


 
India
Sartorius Stedim India Pvt. Ltd.
#69/2-69/3, NH 48, Jakkasandra
Nelamangala Tq
562 123 Bangalore, India


Phone +91.80.4350.5250
Fax +91.80.4350.5253


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
Fax +81.3.4331.4301


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
Fax +60.3.8996.0755


Singapore
Sartorius Stedim Singapore Pte. Ltd.
1 Science Park Road, 
The Capricorn, #05-08A,
Singapore Science Park II
Singapore 117528


Phone +65.6872.3966
Fax +65.6778.2494


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
Fax +82.31.622.5799


www.sartorius-stedim.com


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
Fax +49.551.308.3289


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


Phone +49.5665.407.0
Fax +49.5665.407.2200


France
Sartorius Stedim FMT S.A.S.
ZI des Paluds
Avenue de Jouques – CS 91051
13781 Aubagne Cedex


Phone +33.442.845600
Fax +33.442.845619


Sartorius Stedim France SAS
ZI des Paluds
Avenue de Jouques – CS 71058
13781 Aubagne Cedex 


Phone +33.442.845600
Fax +33.442.846545


Austria
Sartorius Stedim Austria GmbH
Modecenterstrasse 22
1030 Vienna


Phone +43.1.7965763.18
Fax +43.1.796576344


Belgium
Sartorius Stedim Belgium N.V.
Rue Colonel Bourg 105
1030 Bruxelles


Phone +32.2.756.06.80
Fax +32.2.756.06.81


Hungary
Sartorius Stedim Hungária Kft.
Kagyló u. 5
2092 Budakeszi


Phone +36.23.457.227
Fax +36.23.457.147


Italy
Sartorius Stedim Italy S.r.l.
Via dell’Antella, 76/A
50012 Antella-Bagno a Ripoli (FI)


Phone +39.055.63.40.41
Fax +39.055.63.40.526


 
Netherlands
Sartorius Stedim Netherlands B.V.


Phone +31.30.60.25.080
Fax +31.30.60.25.099


filtratie.nederland@sartorius-stedim.com


Poland
Sartorius Stedim Poland Sp. z o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40
Fax +48.61.879.25.04


Russian Federation
LLC “Sartorius Stedim RUS”
Uralskaya str. 4, Lit. B
199155 St. Petersburg


Phone +7.812.327.53.27
Fax +7.812.327.53.23


Spain
Sartorius Stedim Spain, S.A.U.
Avda. de la Industria, 32
Edificio PAYMA
28108 Alcobendas (Madrid)


Phone +34.913.586.098
Fax +34.913.589.623


Switzerland
Sartorius Stedim Switzerland AG
Ringstrasse 24 a
8317 Tagelswangen


Phone +41.52.354.36.36
Fax +41.52.354.36.46


U.K.
Sartorius Stedim UK Ltd.
Longmead Business Centre
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Frozen Transfers with Celsius®


Successfully Linking Drug Substance to Drug Product Sites Worldwide







Expanding Global Manufacturing Networks are Complex


Safe, Reliable and Adaptive Operations are Required  
for Successful Drug Substance Transfers


l  closed system
l  robust packaging
l  speed and simple logistics


CMOs


Regional DS & DP 
Greenfield SitesRegional DS & DP 


Greenfield Sites


SS tanks
bottles
carboys


DS & DP  
Production Centers


SU Bags


Freezing
l  Ensures product stability
l  Extends shelf life
l  Easier temperature control


Frozen transfers in  
SU bags can fulfill the  
industry’s mandate


Bulk Drug Substance Transfers are Increasing at a Furious Rate


Our Solutions Your Results Value PropositionThe Challenge 







Can you afford a 1% loss of your BDS?
l $12M/year + risk to patient supply 
l patchwork of products adds risk


How can I safely and reliably transfer my precious frozen DS 
from my well-controlled facility to a foreign land?


Poorly Designed Frozen Transfers  
Produce Devastating Results


A 12 L bag of drug product  
is worth millions…  
if it leaks I will be the one  
sitting in the CEO’s office to  
answer for it.”


Executive Director, 2014


”


BDS costs up to


$100k / liter


BDS replacement batch takes up to


2 months


Our Solutions Your Results Value PropositionThe Challenge 







Robust


Simple


Efficient


Flexible


15-Years Innovator of Robust, Complete and Scalable  
Freeze & Thaw Solutions


Product Security Process Reliability Production Flexibility


Product Security


Reliability


Process Flexibility


Scalability


> 250,000 bags > 15 commercial BDS


Celsius® FFT | FFTpCelsius® CFT


The Challenge Your Results Value PropositionOur Solutions







360 tests in real process conditions


Connection Tests Functional Tests


Liquid Robustness


Extreme F&T Conditions


Pass


Freeze & Thaw Cycles


Shipping: simulated + real


Frozen Robustness


Rotate | Lift | Drop


Pass


Validation Guide  
for Celsius® Bags


Strength & flexibility
20-years bag expertise 
Assurance of Supply


360 µm


Protects bag | tubing
Confident handling


2-level protection
Independently qualified


+
360 tests


+ +


Qualify


Design


Improve


Test


Fully Integrated, Proven Systems Produce  
Exceptional Robustness that Safeguards  
Frozen DS throughout It’s Lifecycle


l  Focus on protecting the Drug Substance


l  Bag + container + system + shipper + extensive tests


l  Design Control, Process Control


The Challenge Your Results Value PropositionOur Solutions







SSM Shipper & Celsius®  
Shipper | Ship


Drain


Bag Assembly


Transfer Cart


Celsius® FT100 | Thaw


Filling Station Celsius® FT100 | Freeze


Celsius® SSM | Store


Celsius® SSM | Store


Complete Logistics for Celsius®-Paks


Transfer Cart Transfer Cart


Transfer Cart Transfer Cart


Complete Solutions from One Supplier Create 
Reliable Platform Logistics for Consistent Operations


l  Optimize system for safety and efficiency


l  Process experience guides functionality


l  Ownership


The Challenge Your Results Value PropositionOur Solutions







Fill


Drain


Transfer


Transfer


Freeze | Store


Thaw | Store


Ship


Complete Logistics for Celsius® FFT


Complete Solutions from One Supplier Create 
Reliable Platform Logistics for Consistent Operations


Increasing success + robust  
new products forecast  
drives expansion of their  
Celsius® CFT WW network …  
commits to expand by  
5 FT100 systems over next  
2 years! ”


Major BioPharm, 2015


”


l  Optimize system for safety and efficiency


l  Process experience guides functionality


l  Ownership
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Celsius® Pre-designed Solutions for Freeze & Thaw
Robust, Complete and Scalable Solutions for Frozen Storage and Shipment


Scalable Solutions Ensure Easy Adoption Today 
and Create Opportunity for Tomorrow’s Frozen Transfers


Clinical-to-commercial Lab-to-production


l  Flexibility = configurable, scalable, modular


l  Forward thinking through continuous improvement and innovation


The Challenge Your Results Value PropositionOur Solutions







Benefit from Exceptional Robustness,  
Reliable Platform Solutions, and Scalability to Expand  
Your Frozen Product Transfers with Confidence


Maximum Product Security


l  Safe, easy-to-use minimizes risk of product loss


l  Long-term product integrity and stability


l  Safe international shipments without temperature excursions


Excellent Process Reliability


l  Consistency builds stronger cold chain operations, improves output


l  Application support and accountability when you need it


Increased Production Flexibility


l  Low-risk, quick adoption today;  
flexibility to expand


l  Consistent quality, design control ensure  
business continuity 


l  Stability assessments for earlier,  
smarter process decisions


The Challenge Our Solutions Value PropositionYour Results







Celsius® Provides Robust, Complete and  
Scalable Solutions that Enables You to Create Successful  
Frozen DS Transfers


Celsius® is the only fully integrated, purpose-designed solution for safe,  
reliable, adaptive frozen storage and shipping


Our fully integrated, proven systems produce exceptional robustness that  
safeguards frozen DS throughout it’s lifecycle


Complete solutions from one supplier create Reliable Platform Logistics  
for consistent operations


Scalable solutions ensure easy adoption today and Create Opportunity  
to meet tomorrow’s challenges


Celsius® brings Confidence and Competence to your frozen BDS transfers!


The Challenge Our Solutions Your Results Value Proposition







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 Hungária Kft.
Kagyló 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 o.o.
ul. Wrzesinska 70
62-025 Kostrzyn


Phone +48.61.647.38.40


Russian Federation
LLC “Sartorius Stedim RUS”
Vasilyevsky Island
5th 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


U.K.
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. Ávalos 4251 
B1605ECS Munro 
Buenos Aires 


Phone +54.11.4721.0505


Brazil
Sartorius do Brasil Ltda 
Avenida Senador Vergueiro 2962 
São 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


www.sartorius-stedim.com


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 II
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


Sp
ec


if
ic


at
io


ns
 s


ub
je


ct
 t


o 
ch


an
ge


 w
it


ho
ut


 n
ot


ic
e.


 C
op


yr
ig


ht
 S


ar
to


riu
s 


St
ed


im
 B


io
te


ch
 G


m
bH


. P
rin


te
d 


in
 t


he
 E


U
 o


n 
pa


pe
r b


le
ac


he
d 


w
it


ho
ut


 c
hl


or
in


e.
Pu


bl
ic


at
io


n 
N


o.
: S


P-
15


25
-e


18
02


08
 · 


O
rd


er
 N


o.
: 8


50
37


-5
57


-5
9 


· V
er


. 0
2 


| 2
01


8











