BioSealer” TC

For robust and consistent sealing

Product Information

The BioSealer” TC is a fully automated device for
disconnecting thermoplastic tubing in a sterile sealing
operation. This proven technology allows for sterile
disconnection of tubing from 4" up to 1" outer diameter.

Applications

The BioSealer” TC is used to disconnect thermoplastic tubing (TPE)
such as TuFlux® TPE, C-Flex® 374, AdvantaFlex®, SaniPure™ BDF™
and Pharmed” BPT, on disposable assemblies used in biopharma-
ceutical manufacturing processes. Individual components of
assemblies can be disconnected in a non-sterile environment while
maintaining sterility of the product.

Benefit

One device to seal all tubing
sizes under different process
conditions

Feature

Sealing of dry or liquid filled
tubing from 4" to 1" OD with-
out the need for accessories
Larger sealing area with
cutting guide

Increased sealing robustness
and safer disconnection

Fully automated portable device Repeatable and easy to use
without accessory required

Ready to use for TuFlux® TPE
(except V2" x 34", 34" x 1"),
C-Flex® 374, AdvantaFlex®,
SaniPure™ BDF™ (except 34" x 1")
and PharMed” BPT

Ergonomic
Operator friendly
Easy to use

Standard programs for
TPE tubings

New design

C-Flex”, SaniPure™ and PharMed” are registered trademarks of Saint-Gobain
Performance Plastics Corporation.
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Simple Operating Principle

The inserted dry or liquid filled tubing is compressed between two
heating elements. The heat and the compression force generate a
homogeneous sealing of the tubing section. The resulting sealing

can be cut through the embedded guideline using scissors.

Flexibility

The BioSealer® TC device is capable of sealing TPE tubing, either
gamma-irradiated or autoclaved, from 4" up to 1" OD. Sealing
parameters for all tubing dimensions and materials are pre-installed
on the system and simple to select. Disconnections can be per-
formed on dry, wet or liquid filled tubing. Due to its weight and
small dimensions the unit is portable and can be easily used in a
variety of locations.

Ease of Use

A LCD touch screen guides the user through the operator menu
which is aligned with BioWelder” TC. Each step of the sealing
process can be easily followed and monitored by the information
provided on the display. The BioSealer” TC is equipped with an
SD Card slot to allow loading and printing of the sealing cycle
data via a computer. A kit is available as accessory for purchase
to allow user to verify the temperature of the device.
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Process Time
Depending on the tubing size and TPE material the sealing process
time is between 2 to 4 minutes.

Robust Disconnection

The thermal seals produced by the BioSealer” TC ensure an extraor-
dinary level of stability and guarantees sterile disconnections.

The sealing parameters have been qualified by stringent and
innovative test regimes. Biological, physical and extractables
qualification tests were performed and the results are compiled
into a validation guide.

Service

The Installation Qualification and Operational Qualification is
recommended and should only be performed by Sartorius Stedim
Biotech Service.

Other services are available for BioSealer” TC upon request such
as device installation, temperature calibration, preventive mainte-
nance and several levels of maintenance contracts.

Summary table of validated tubing materials and sizes which can be sealed on BioSealer” TC

TPE tubing Sealing parameter Sterilization Tubing sizes qualified per sealing parameter
material name installed on methods of tubing

BioSealer” TC covered by the

parameters /8" x 1/a" /4" x 38" 4" x 76" 3/g" x 5/8" 112" x 3/a" 34" x 1"

TuFlux® TPE TuFlux TPE AorG x (yellow)  x (orange) x (red) x (white)
C-Flex® 374 C-Flex 374 AorG X X X X X X
AdvantaFlex” AdvantaFlex AorG X X X X X X
SaniPure™ BDF™ SaniPure AorG X X X X X
Pharmed” BPT Pharmed AorG X X X X X X

*These parameter sets have been validated at room temperature.
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Technical Data
Specifications

Type designation

Input voltage

Supply current

In and out connections

Operating temperature
Place of use

Pollution degree
Humidity

Altitude

Degree of protection
Weight

Dimension (Lx W x H)

Power Supply
Input Voltage
Input frequency
(power supply)
Input current
Power cord

BioSealer” TC
24 \/DC
6.25 A

Device plug, XLR max. 24 VDC
Ethernet jack type RJ45

+5°C to 40°C

Indoor

2

80% up to 31°C, linearly diminishing
to 50% relative humidity at 40°C not
condensing

Up to 2000 m

P20

Approx. 3 kg

391 mmx 115 mmx 147 mm

100 VAC - 240 VAC
47 Hz - 63 Hz

25A

According to local regulations
Min. 3xAWG18 or 3x0.75 mm?
Min. local mains supply voltage

Ordering Information

Order Code Description Unit/box
16391-000 BioSealer” TC 1
16391-010 Extension cable 3 m 1
16391-011 Temperature validation kit 1

Service

Order Code Description

S873SINST Installation, BioSealer® TC

S873S1Q0Q 1Q0Q, BioSealer” TC

Service and maintenance contract of different levels are available

for the BioSealer” TC.

Sealing paremeters validation

The parameter sets have been validated at room temperature
(about 22°C) with WFI solution.

It is customer responsibilty to validate the usage of the
BioSealer” TC in the process conditions.
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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.AS.

ZI des Paluds

Avenue de Jouques - CS 91051
13781 Aubagne Cedex

Phone +33.442.845600

Sartorius Stedim France SAS

ZI des Paluds

Avenue de Jouques - CS 71058
13781 Aubagne Cedex

Phone +33.442.845600

Austria

Sartorius Stedim Austria GmbH
Modecenterstrasse 22

1030 Vienna

Phone +43.1.7965763.18

Belgium

Sartorius Stedim Belgium N.V.
Rue Colonel Bourg 105

1030 Bruxelles

Phone +32.2.756.06.80

Hungary

Sartorius Stedim Hungéria Kft.
Kagylo 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.0.
ul. Wrzesinska 70

62-025 Kostrzyn

Phone +48.61.647.38.40

Russian Federation

LLC "Sartorius Stedim RUS"
Vasilyevsky Island

5™ Jine 70, Lit. A

199178 St. Petersburg

Phone +7.812.327.53.27

Spain

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

28108 Alcobendas (Madrid)

Phone +34.913.586.098

Switzerland

Sartorius Stedim Switzerland AG
Ringstrasse 24 a

8317 Tagelswangen

Phone +41.52.354.36.36

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
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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. Avalos 4251
B1605ECS Munro
Buenos Aires

Phone +54.11.4721.0505

Brazil

Sartorius do Brasil Ltda

Avenida Senador Vergueiro 2962
Séo 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

India

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

562 123 Bangalore, India

Phone +91.80.4350.5250

Japan

Sartorius Stedim Japan K.K.

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

Phone +81.3.4331.4300

Malaysia

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

Bukit Jalil

57000 Kuala Lumpur, Malaysia

Phone +60.3.8996.0622

Singapore

Sartorius Stedim Singapore Pte. Ltd.
10 Science Park Rd

The Alpha #02-13/14

Singapore Science Park Il

Singapore 117684

Phone +65.6872.3966

South Korea

Sartorius Korea Biotech Co., Ltd.

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

Phone +82.31.622.5700
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