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Biosafe®
Single-Use Aseptic Transfer Systems

turning science into solutions



The Biosafe® Port

The Biosafe range of aseptic transfer
ports offers reliable and easy-to-use
solutions that meet your specific
needs and applications. The unique
design of the Biosafe system
enables the secure transfer

of components, fluids and

powders while maintaining

the integrity of the

critical area.

Biosafe Monolever Port
For the aseptic transfer
of components and
fluids into isolators,
RABS and cleanrooms.

Biosafe Biosteam® Port

- When installed on autoclaves, the
steamable version of the Biosafe Port
allows reliable aseptic discharging
of bulk stoppers from the autoclave
into double-connector gamma
irradiated bags prior to transfer
into an isolator.

- Allows the contained addition
of powders into formulation
vessels.

The
Highest
Quality
Assurance

- Manufactured in ISO 9001
and ISO 13485 certified facilities
- 100% quality control on Biosafe

connector assemblies
- Biosafe bags assembled in Class C
(ISO 7) cleanrooms

Biosafe Automatic Port

. . . Automated aseptic
Ports - Dimensional and leak testing transfer of components

- 100% quality control on Biosafe bag into isolators and RABS.

Biosafe Three-Lever Port
For the aseptic transfer of
fluids into cleanrooms.



A Complete Range...

Autoclavable Biosafe Bags ...of Bags for a Variety of Applications

- Open autoclavable Biosafe bags The Biosafe range of bags is designed
A il ed O to best fit your requirements for aseptic
sterilization and aseptic transfer.

- Prefilled autoclavable Biosafe bags transfer of stgppers, pumps, tools,
are delivered ready-to-sterilize by QC test devices, fluids and powders
your component supplier. into critical processing areas.

- Entry of stoppers, tools, pump into
isolators, RABS and cleanrooms.

Gamma Irradiatable Biosafe Bags

- Prefilled Biosafe bags are delivered gamma sterilized
by your component supplier for the entry of stoppers
(prefillable syringe, vial, carpule), QC test devices and
any other gamma sterilizable parts.

- Gamma irradiated Biosafe bags are used for the removal of
waste, tools, pumps and QC test devices from critical areas.

- Rapid Aseptic Fluid Transfer (RAFT) System is a sterile
system designed for the aseptic transfer of liquids.

Gamma Irradiated
Double-Connector Biosafe Bags
Specifically designed for the two-step
transfer of components from autoclave
(using the Biosafe Biosteam Port) into
an isolator.

Dummy Service Connector
For sterilization and maintenance
of the Biosafe Ports.



Achieving Safe, Easy-to-Use & Reliable Aseptic Transfer

Biosafe Aseptic Transfer Systems
1. Biosafe bag approach

2. Magnetic docking

3. Transfer

Enhanced Sterility Assurance in

Aseptic Processing

- Offers a contained and single-use
technology for safer aseptic transfer.

- Limits the number and complexity of
personnel interventions in the aseptic
processing area.

- Offers a completely closed aseptic
process.

Safer Processing of Potent Drugs
- Maintains the barrier integrity of RABS
and isolators and security of operators.

Ease-of-Use

- The magnet on the port allows easy
centering and secure docking of the
Biosafe bag.

Process Safety

- Mechanical interlock securities prevent
door opening when a bag is not connect-
ed or from disconnecting a bag if the
Biosafe Port is not closed.

- Automatic inter-door vacuum integrity
test of Biosafe Port and connector.

Versatile Technoloy

- The range of Biosafe systems is designed
to best fit a variety of applications while
ensuring a high level of containment.

- Biosafe is a unique technology for the
aseptic transfer of components, fluids
and powders.

Simplified Maintenance and Sterilization

- When connected to the Biosafe Port, the
dummy service connector facilitates the
sterilization of the critical area, the inner
side of the Biosafe Port and maintenance
operations.

Proven Containment

- Biosafe Ports and connectors are 100%
leak tested during production.

- Packaging Biosafe bags under vacuum
can offer an additional guaranty of
integrity.

Practical and Economical Benefits

- The Biosafe bags eliminate cleaning and
sterilization required for traditional
transfer containers.

- The RAFT System simplifies facility
layout and reduces higher classification
cleanroom area by keeping large volume
support solutions outside the cleanroom.

In| Out Aseptic Transfer Clean- Isolator RABS Auto- Formulation
into room clave vessel
Biosafe 110 Three-Lever TTI Port °

Biosafe 110 Monolever Port ° ° o*

Biosafe 110 Automatic Port ° o*

Biosafe 110 Biosteam Port ° °

*The Biosafe Port with outside opening is the best choise to prevent air turbulence in RABS



Services to Filling Line in Aseptic Processing

Applied to filling lines, the
Biosafe technology is the
answer to a variety af aseptic
transfer applications around
the filling process.

Removal of waste

Removal of
Petri dishes

The RAFT System is used Entry of sterile fluid
for the aseptic transfer

of bulk final product

onto the filling line

within an isolator,

RABS or cleanroom.



The inner sleeve of Biosafe
bags guides the components
during transfer.

Bulk autoclave discharging
with the Biosafe Biosteam
Port on the autoclave.

Entry of stoppers or caps

Entry of stoppers or caps

Entry of QC test devices

Entry of tools




Upstream & Downstream Processing

Entry of powder |

The Biosafe Biosteam Port can

be cleaned and sterilized in-place
along with the formulation vessel.
The Biosafe bags are used for the
contained transfer of powders for
media and buffer preparation.

Transfer of
powder for
buffer and
media
formulation

Seed Transfer of Transfer of Transfer of Transfer of Transfer of Transfer of Transfer of
transfer cell culture buffers for buffers to buffers to buffers to buffers to buffers to
media and centrifuga- chromato- purification recovery chromato- UF/DF system
other solu- tion and graphy operation graphy
tions to clarification column
bioreactor

The RAFT System provides easy-to-use and
reliable through-the-wall aseptic transfer
of fluids between biomanufacturing zones.
The attached diagram demonstrates
segregation of media and buffer solutions
maintained in the materials hall, enabling
substantial reduction of higher classifi-
cation cleanroom areas.



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

www.sartorius-stedim.com

Sartorius Stedim Systems GmbH
Schwarzenberger Weg 73-79
34212 Melsungen

Phone +49.5661.71.3400
Fax +49.5661.71.3702

www.sartorius-stedim.com

France

Sartorius Stedim Biotech S.A.
ZI Les Paluds

Avenue de Jouques - BP 1051
13781 Aubagne Cedex

Phone +33.442.845600
Fax +33.442.845619

Sartorius Stedim France SAS

ZI Les Paluds

Avenue de Jouques - CS 71058
13781 Aubagne Cedex

Phone +33.442.845600
Fax +33.442.846545

Sartorius Stedim Aseptics S.A
Z.l. de Saux

Rue Ampére

65000 Lourdes

Phone +33.5.62.42.73.73
Fax +33.5.62.42.08.44

Austria

Sartorius Stedim Austria GmbH
Franzosengraben 12

A-1030 Vienna

Phone +43.1.7965763.18
Fax +43.1.796576344

Belgium

Sartorius Stedim Belgium N.V.
Leuvensesteenweg, 248/B
1800 Vilvoorde

Phone +32.2.756.06.80
Fax +32.2.756.06.81

Denmark

Sartorius Stedim Nordic A/S
Hoerskaetten 6D, 1.
DK-2630 Taastrup

Phone +45.7023.4400
Fax +45.4630.4030

Italy

Sartorius Stedim Italy S.p.A.

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.
Edisonbaan 24

3439 MN Nieuwegein

Phone +31.30.6025080
Fax +31.30.6025099

Spain

Sartorius Stedim Spain SA
C/Isabel Colbrand 10,

Oficina 70

Poligono Industrial de Fuencarral
28050 Madrid

Phone +34.90.2110935
Fax +34.91.3589623

Switzerland

Sartorius Stedim Switzerland GmbH
Lerzenstrasse 21

8953 Dietikon

Phone +41.44.741.05.00
Fax +41.44.741.05.09

U.K.

Sartorius Stedim UK Limited
Longmead Business Park
Blenheim Road, Epsom
Surrey KT19 9 QQ

Phone +44.1372.737159
Fax +44.1372.726171

America

USA

Sartorius Stedim North America Inc.
5 Orville Drive

Bohemia, NY 11716

Toll-Free +1.800.368.7178
Fax +1.631.254.4253

Sartorius Stedim SUS Inc.
1910 Mark Court
Concord, CA 94520

Phone +1.925.689.6650
Toll Free +1.800.914.6644
Fax +1.925.689.6988

Sartorius Stedim Systems Inc.
201 South Ingram Mill Road
Springfield, MO 65802

Phone +1.417.873.9636
Fax +1.417.873.9275

Argentina

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

Phone +54.11.4721.0505
Fax +54.11.4762.2333

Brazil

Sartorius do Brasil Ltda
Av. Dom Pedro |, 241
Bairro Vila Pires

Santo André

Séo Paulo

Cep 09110-001

Phone +55.11.4451.6226
Fax +55.11.4451.4369

Mexico

Sartorius de México S.A. de C.V.

Circuito Circunvalacion Poniente No. 149
Ciudad Satelite

53100 Naucalpan, Estado de México

Phone +52.5555.62.1102
Fax +52.5555.62.2942

Asia | Pacific

China

Sartorius Stedim Beijing

Representative Office

No. 33, Yu'an Road,

Airport Industrial Zone B, Shunyi District
Beijing 101300

Phone +86.10.80426516
Fax +86.10.80426580

Sartorius Stedim Shanghai
Represantative Office

Room 618, Tower 1, German Centre,
Shanghai, PRC., 201203

Phone +86.21.28986393
Fax +86.21.28986392.11

Sartorius Stedim Guangzhou Office
Room 704, Broadway Plaza,

No. 233-234 Dong Feng West Road
Guangzhou 510180

Phone +86.20.8351.7921
Fax +86.20.8351.7931

India

Sartorius Stedim India Pvt. Ltd.
10, 6th Main, 3rd Phase Peenya
KIADB Industrial Area
Bangalore - 560 058

Phone +91.80.2839.1963|0461
Fax +91.80.2839.8262

Japan

Sartorius Stedim Japan K.K.
KY Building, 8-11

Kita Shinagawa 1-chome
Shinagawa-ku

Tokyo 140-0001

Phone +81.3.3740.5407
Fax +81.3.3740.5406

Malaysia

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

Bukit Jalil

57000 Kuala Lumpur

Phone +60.3.8996.0622
Fax +60.3.8996.0755

Singapore

Sartorius Stedim Singapore Pte. Ltd.
10, Science Park Road, The Alpha
#02-25, Singapore Science Park 2
Singapore 117684

Phone +65.6872.3966
Fax +65.6778.2494

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
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