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Change Notification to Users of Sartorius Standard Filter Capsules

Introduction

This notification is to inform users of
Sartorius standard filter capsules of a design
change affecting the polypropylene housing
of Sartorius standard filter capsules for the
existing filter units.

The use of disposable filter capsules in phar-
maceutical and biopharmaceutical produc-
tion has increased significantly in the last
years. Meanwhile filter capsules are an inte-
gral part of many production processes.

The extended use of filter capsules in bio-
pharmaceutical manufacturing added new
requirements onto these filter capsules.
Therefore Sartorius AG has decided to intro-
duce a new capsule design for its existing
filter units into the market. This new capsule
design focuses on design improvements of
the capsule housing, offering multiple
advantages for users in biopharmaceutical
production:

- GMP compliant, easy to operate vent
and drain valves with integral hose barb
for fluid containment during the venting
process

- Imprinted, easy to read labeling including
flow direction indication, filter type,
pore size, lot-no., piece-no. and operating
parameters for optimal traceability

- Broad range of connector styles for flexible
integration into any production process

- Optimized capsule design for reduced dead
volume, maximized flow and enhanced
mechanical stability

Description of the change

The existing filter capsule design for the
existing filter units will be replaced by an
improved filter capsule design incorporating
the unchanged existing filter units. All mate-
rials of construction and production method-
ologies used for the manufacture of the filter
units for the existing and the new capsule
design are completely identical. Thereby the
filter units used for manufacture of filter
capsules of the existing and the new capsule
design are completely identical for each
product line.

The polypropylene granulate used for the
manufacture of the existing filter capsule
housing remains identical for the manufac-
ture of filter capsule housings of the new
capsule design. Thereby filter capsule hous-
ings of the existing and the new capsule
design are manufactured of the identical
polypropylene granulate.

This change does not involve any filter mem-
brane materials, filter active fleece materials,
support fleeces, nor does the change affect

the form, fit or function of the filter capsules.

Comparability Study and Change
Classification

Sartorius AG has performed a comprehensive
comparability study in order to demonstrate
comparability between the filter capsules

of the existing and the new capsule design.
The comparability study was performed using
Sartopore 2 0.2 um rated capsules of the
new and the existing capsule design as model
capsules to compare all application relevant
data of both capsule designs. As a result of
this study full comparability of the new and
the existing filter capsule design could be
demonstrated.

The results of the comparability study are
summarized in a separate document which
is distributed together with this change
notification.

Consequently this change is classified
by Sartorius AG as a minor change.
(Annual Report)

Affected Product Lines

The new capsule design will be implemented
for all filter capsule product lines starting
from 500 cm?/0.5 ft2 (Size 7) up to 4.500 cm?/
4.5 ft? (Size 0) filtration area of Sartorius AG,
which includes the following product lines:
- Sartopore 2 (54413...)

- Sartopore 2 Gamma Capsules (54413 G...)
- Sartobran P (52313..)

- Sartolon (51013..))

- Sartofluor (51813...)

- Sartoclean CA/GF (56213.../56013...)

- Sartopure PP2/GF2 (55913.../55713...)

Filter capsules with 150 cm?/0.15 ft? (Size 4)
and 300 ¢cm?/0.3 ft? (Size 5) filtration area
as well as the MaxiCaps product line are not
affected by this change!
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Standardisation of package sizes

With the implementation of the new capsule
design package sizes of the filter capsules
will be standardized to improve logistic
processes for our customers. Filter capsules
of size 7,8 and 9 (500 cm?/0.5 ft?, 1.000 cm?/
1 ft2 and 2.000 cm?/2 ft?) will be supplied

in boxes of 4 pieces. Filter capsules of size 0
(4.500 cm?/4.5 ft2) will be supplied in boxes
of two pieces.

Change of Order Code

To allow for an easy differentiation between
the existing and the new capsule design and
to assure complete traceability of the change
a modified order code will be implemented
for the new capsule design. The modification
of the order code for capsules of the new
design will also reflect the standardisation of
the package sizes of filter capsules.

The basic order code of the filter capsules
identifying filter material, pore size or reten-
tion rate and filter size remains completely
unchanged. For filter capsules of the new
design at the 4th digit "1" is replaced by "5"
to differentiate the existing from the new
design.

At the 16th digit (final digit) for capsules of
size 7 and 8 "B" (package of 5) is replaced by
“A" (package of 4). For capsules of size 0 “V"
(package size of 2) is added at the final digit.

Schedule for Market Introduction and
Conversion Period

The market introduction of the new capsule
design starts in February 2005 with the
Sartopore 2 standard capsule product line.
The market introduction of the new capsule
design for all other filter capsule product lines
follows a defined time schedule. This time
schedule for market introduction is as follows:

Product Line Order Market

Code Introduction of

New Design

Sartopore 2 54453...  March 2005
Sartofluor 51853... May 2005
Sartolon 51053... May 2005
Sartopore 2
Gamma 54453 G... tb.d.
Sartobran P 52353...  November 2005
Sartoclean CA 56253... January 2006
Sartopure GF Plus 55553...  March 2006
Sartoclean GF 56053... March 2006
Sartopure PP2 55953... May 2006

For each product line we guarantee the
availability of filter capsules of the existing
capsule design for 2 years after market
introduction of the new capsule design of the
respective product line. We encourage our
customers to contact their local Sartorius
organisations in order to arrange the imple-
mentation of the new capsule design.

Example of Order Code Change for Sartopore 2 Capsules*

Order code existing design Package Size Order code new design Package Size
[Pieces] [Pieces]

544 13 07 HO--SS 1 544 53 07 HO--SS--V 2

544 13 07 H9--SS--A 4 544 53 07 H9--SS--A 4

544 13 07 H8--SS--B 5 544 53 07 H8--SS--A 4

544 13 07 H7--SS--B 5 544 53 07 H7--SS--A 4

*with SS-connector at inlet and outlet

Goettingen, January 2005
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Dr. Ralf Wawotzny
Director of Quality Assurance
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Holger Bromm
Director Product Management
Bioprocess & Services



Sales and Service Contacts

For further contacts, visit www.sartorius.com

Europe

Germany

Sartorius AG

Weender Landstrasse 94-108
37075 Goettingen

Phone +49.551.308.0
Fax +49.551.308.3289

www.sartorius.com

Sartorius BBI Systems GmbH
Schwarzenberger Weg 73-79
34212 Melsungen

Phone +49.5661.71.3400
Fax +49.5661.71.3702

www.sartorius-bbi-systems.com

Austria

Sartorius Ges.m.b.H. Wien
Franzosengraben 12
A-1030 Wien

Phone +43.1.7965763.18
Fax +43.1.796576344

Belgium

Sartorius Technologies N.V.
Luchthavenlaan 1-3

1800 Vilvoorde

Phone +32.2.756.0670
Fax +32.2.756.0681

Denmark

Sartorius A/S
Himmelev Bygade 49
4000 Roskilde

Phone +45.70.23.4400
Fax +45.46.30.4030

France

Sartorius S.A.

4, rue Emile Baudot
91127 Palaiseau Cedex

Phone +33.1.6919.2100
Fax +33.1.6920.0922

Italy

Sartorius S.p.A.

Via dell'Antella, 76/A

50011 Antella-Bagno a Ripoli (FI)

Phone +39.055.63.40.41
Fax +39.055.63.40.526

Netherlands
Sartorius Filtratie B.V.
Edisonbaan 24

3439 MN Nieuwegein

Phone +31.30.6025080
Fax +31.30.6025099

Spain

Sartorius, S.A.

C/Isabel Colbrand 10 =12,

Planta 4, Oficina 121

Poligono Industrial de Fuencarral
28050 Madrid

Phone +34.91.3586102
Fax +34.91.3588804

Switzerland
Sartorius Schweiz AG
Lerzenstrasse 21
8953 Dietikon

Phone +41.1.746.50.00
Fax +41.1.746.50.50

U.K.

Sartorius Ltd.

Longmead Business Park
Blenheim Road, Epsom
Surrey KT19 9 QQ

Phone +44.1372.737100
Fax +44.1372.720799

America

USA

Sartorius North America Inc.
131 Heartland Blvd.
Edgewood, New York 11717

Phone +1.631.254.4249
Toll-Free +1.800.3687178
Fax +1.631.254.4253

Sartorius BBI Systems, Inc.
2800 Baglyos Circle
Bethlehem, PA 18020

Phone +1.610.866.4800
Fax +1.610.866.4890

Argentinien
Sartorius Argentina S.A.

Calle Avalos 4251 (B1605ECS) Munro

Buenos Aires

Phone: +54.11.4721.0506
Fax: +54.11.4762.2333

Brazil

Sartorius do Brasil Ltda.
Rua Santo André, 331
09020-230 Santo André
Séo Paulo

Phone: +55.11.4438.3833
Fax: +55.11.4438.2355

Mexico

Sartorius de Mexico S.A. de C.V.
Circuito Arquitectos No. 11
Despacho 201

Ciudad Satelite

53100 Naucalpan, Estado de Mexico

Phone: +52.55.62.1102
Fax: +52.55.62.2942

Asia | Pacific

China

Beijing Sartorius Instrument & System

Engineering Co., Ltd.

- Beijing Rep. Office -
Dong Hu Qu, Wang Jing
Industrial Zone

Chao Yang District
100102 Beijing, P.R.C.
P.0. Box 8516

Phone +86.10.6439.2552
Fax +86.10.6439.2726

Sartorius Ltd.

Unit 1110-12, Lu Plaza,

2 Wing Yip Street

Kwun Tong, Kowloon, Hong Kong

Phone +852.2774.2678
Fax +852.2766.3526

India

Sartorius India Private 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 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

Korea

Sartorius Korea

17-2 Jungja-Dong, Bundang-Gu
Sungnam, Gyunggi-Do

B-1023, Paragon

463-811, Korea

Phone +82.31.782.7011
Fax +82.31.782.7090

Malaysia

Sartorius (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 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 Australia Pty. Ltd.
Unit 17/104 Ferntree Gully Road
Waverley Business Park

East Oakleigh, Victoria 3166

Phone +61.3.9590.8800
Fax +61.3.9590.8828
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