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Sartocheck” 4 plus Bag tester & Bag tester MultiUnit

Fully automatic bag testing device
for 2D and 3D bags

Product Information

The Sartocheck” 4 plus Bag tester is the result of a

clear market request for testing single use bags and \L == = —
bioreactors, pre-use and post-use. It is based on the I -

— jili
same market leading software and hardware platform
as the Sartocheck” 4 plus Filter tester and assures full :
\ sucest

communication compatibility between the both.

As bags require lower test pressures and therefore also higher - No thermo paper but dot matrix printer
pressure accuracies than membrane filters, the pressure range (longer print preservation)
has been reduced for an overall optimization of pressure accuracy - Easy test program and user profile proliferation to other
and pressure drop measurement accuracy. The Sartocheck” 4 plus Sartocheck” testers via FTP or SD card
Bag tester provides the same combination of benefits as the - Unparalleled accuracy and repeatability of results for all
Sartocheck” 4 plus Filter tester: test types
- World class documentation, training, applications,
- Barcode Scanner for easy and reliable data entry (optional) and service support
- Intelligent selection of test program after scanning the - Allows real time parallel testing by controlling up to four
1D or 2D label additional test units (optional Bag tester and | or Filter tester
- Combination of large, colour touch screen display with keypad MultiUnits)
- Automated cleaning function eliminates expensive service calls - Fully compliant with 21 CFR Part 11
- Sophisticated Cleaning Kit available (optional) - Developed in accordance with GAMP5
- Multitasking menu
- Electronic test reports in PDF format Test Methods

- Pressure Drop Test of all 2D and 3D bag sizes having defined
— pressure drop parameters at a test pressure not higher than
300 mbar.

Barcode Scanning

Using the optional barcode scanner allows easy and error-free
entry of bag | filter cartridge data into the unit. Sartocheck” 4 plus
automatically locates the suitable test program that matches the
scanned bag | filter cartridge.

B —

Bag Testing



Cleaning Function

The patented cleaning function of Sartocheck® 4 plus (Bag tester
and Filter tester) allows the user to perform reliable cleaning of
the complete internal pneumatics even with aggressive cleaning
agents (up to 1 M NaOH). This unique feature provides highest
security of the testing procedure while eliminating the need

for costly down time and service calls. A fulfilled cleaning also
generates a printout for full traceability.

Testing of Single-Use Bags

The Sartocheck” 4 plus Bag tester is the ideal tool for eliminating
the risk of filling a defective single use bag. The STR Cultibag
and Flexsafe” 3D bags are tested pre-use after installation into
their holder before being filled with high valuable cell culture
or bioprocessing fluids. Flexsafe® 2D and 3D bags, Flexboy” bags
are used in a variety of process steps and applications:

- Buffer and media storage

- Harvest and storage

- Process intermediate storage

- Drug substance purification and storage

- Drug product formulation, storage and filling

The requirement for pre-use leak testing is more prevalent in
the critical process steps of drug substance purification in

downstream processing and drug product formulation in final
fill and finish.

Technical Data

Specifications

Network Concept

The network solution for the Sartocheck® 4 plus incorporates the
TCP-IP and FTP protocol standards, with data being transmitted
via the Ethernet standard. Via standard RJ45 connection, all data
can be easily up-loaded on a FTP server.

Multiunit Concept

In order to increase productivity through parallel system testing,
up to four additional MultiUnits (Filter tester or Bag tester)

can be easily connected to the Sartocheck” 4 plus. This provides
the possibility to test both bags and filters within a limited
footprint. Moreover it gives the equivalent testing capacity of
five Sartochecks operating concurrently and significant cost
savings to the end user.

Qualification

Sartocheck” 4 plus ensures that all tests are carried out with high-
est precision and accuracy. OQur comprehensive Sartocheck” 4 plus
validation documentation and world-class Service Team provide
exemplary support for the user.

Operating Conditions

Ambient temperature +15°Cto +35°C

Power requirements 100-240V AC
50|60 Hz
Max. Power Input 74 watts

Max. operating pressure
Min. inlet pressure

Dimensions
(WxDxH1xH2)

Measuring Ranges
Test Pressure

Pressure drop

Measuring Accuracy
Pressure
Pressure drop

9999 mbar | 145 psi
4000 mbar | 58 psi
460 x 390 x 140 x 245

10-300 mbar |
0.145-4.350 psi

0.1-300 mbar |
0.001 -4.350 psi

+ 0.05% full scale

+ 0.3 mbar
+ 0.004 psi

Rel. humidity 10-80 %
Touch Screen

Size 10.4" TFT
Features 256 colors
Communication Ports

Serial Port TU RS232
Serial Port MU RS485
PLC Port binary signals 12 pins
Network RJ45

Language Option
English

German

French

Spanish

Italian



Equipment Supplied
Sartocheck” 4 plus Bag tester
Inlet tubing for compressed gas
Ribbon cassette

Rolls of printer paper

Test certificate

Calibration certificate

Installation and operating instructions

Validation package Bag tester
Power cord
External temperature sensor

Accessories

Barcode Scanner

Bag tester MultiUnit

Filter tester MultiUnit

Serial Port Interface cable TU|TU
0.5m

2m
5m

Network Cable

2m

5m

10m

20m

Cleaning Kit

Pressure Tank for Cleaning
Profibus Interface

Clean Room Venting Adapter

Validation packages:
Filter tester

Filter tester MultiUnit
Bag tester

Bag tester MultiUnit
Outlet tubing for 2D bags

Outlet tubing for 3D bags

26288---BT
18104
6982141
6982142
26288---VPBT
Region specific
26288---ETS
26288---BS
26288---BM
26288---FM
1ZE---0008
1ZE---0009
1ZE---0010
1ZE---0029
1ZE---0030
1ZE---0031
1ZE---0032
26288---CK
26288---PV
16288---PI
1ZE---0021
26288---VPFT
26288---VPFM
26288---VPBT
26288---VPBM
26288---B12D
26288---BT3D

FlexAct” BT for testing of Flexboy” 2D Bag  26288---BTFA

Remark: outlet tubing has
to be specified when ordered
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: external sensor
. external valves
: Venting 3
: Venting 1

Out

: Venting 2
: Compressed

Air In

: Main switch

: SD card reader
. Serial Port TU
: PLC Port

: RJ45 Network
: connection

for optional
barcode scanner
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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
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 Hungaria Kft.
Kagylo 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.o0.
ul. Wrzesinska 70

62-025 Kostrzyn

Phone +48.61.647.38.40
Fax +48.61.879.25.04

Russian Federation

LLC "Sartorius Stedim RUS"
Vasilyevsky Island

5" line 70, Lit. A

199178 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
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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. Avalos 4251
B1605ECS Munro
Buenos Aires

Phone +54.11.4721.0505
Fax +54.11.4762.2333

Brazil

Sartorius do Brasil Ltda

Avenida Senador Vergueiro 2962
Sao 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.

Avenue Alberto del Campo 411
Floor 12 - The Office

15076 - San Isidro, Lima

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.
10 Science Park Rd

The Alpha #02-13/14

Singapore Science Park Il

Singapore 117684

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
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