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Sterisart® NF. Versatile and highly compatible

International pharmacopoeias require

the complete sterility of pharmaceutical
products that are injected into the blood
stream or that otherwise enter the body
below the skin surface. As a manufacturer
of such products, you are required to
supply proof of the sterility of final product
batch.

The preferred method for sterility testing
is the membrane filter method - any
microorganisms present are concentrated
on the membrane filter surfaces in the
sample containers, then nutrient media are
added to these containers, and the con-
tainers are incubated under the conditions
specified.

The convincing solution for

safe handling.

The Sterisart® NF system, order number
16466, is equipped with a dual-needle
metal spike, which has been specially
designed for closed sample containers. The
two needles are made of metal, allowing
the spike to be briefly flamed.

This feature enables you to change sample
containers, while considerably minimizing
the risk of contamination. Unlike plastic
needles, metal needles do not snap off
when tilted under pressure. This benefit
together with the large protective plate on
the spike not only makes it easy to pierce
stoppers. The plate construction also helps
prevent injury to fingers by ruling out
breakage or slippage. The lengths of the
dual-needles allow the same spike to be
used for various types of closures.

The second Sterisart® NF adapter type with
the order number 16467 has been specially
designed for use with open containers,
such as ampoules or collapsible plastic bags
that do not require venting when samples
are removed. The thickness and length

of the individual needle enable samples to
be drawn even from exceptionally small
ampoules with narrow openings. In addi-
tion, the length of the needle makes it easy
to remove samples from plastic bags with-
out piercing the bag itself. Last but not
least, this needle can also be briefly flamed,
which minimizes the risk of contamination
when you change sample containers.

Both Sterisart® NF types are also available
as special isolator versions with the model
suffix "gamma,” which is indicated by the
last letters of the order number: GBD.

The gamma version features a gastight
packaging that reliably retains gas, such as
H,0,, used for routine sterilization inside
isolators. This feature simplifies validation
of Sterisart systems, helping prevent false
negative results that might be caused

by H,0, seeping into the inside of sterility
test units.

Sterisart® NF systems can be used with
the Sterisart® Universal Pumps 16419 and
16420 that Sartorius Stedim Biotech
recently designed. Versatile and flexible,
they offer considerable benefits, and are
ideal for use in clean rooms and clean
benches or isolators when installed

in the working surface.

Intelligent, closed system design.
Compact Sterisart® NF systems feature

a closed design for sterility testing, which
means they maintain a closed system during
transfer and distribution of the sample into
two sample containers, filtration, rinsing,
the addition of nutrient media, incubation
and evaluation. Therefore, this design
reliably prevents secondary contamination.
They are ideal for routine or sporadic sterility
testing in the pharmaceutical industry.

The procedure is mostly independent of the
sample volume because sufficiently large
total volumes of sample can be filtered
through the membranes in the two sample
containers.

A membrane you can benefit from.

The Sartochem® membrane has been
specifically developed to meet the require-
ments of sterility testing, in particular for
extremely low adsorption characteristics
and for appropriate chemical compatibility.
The special clamping technology used to
seal the outer edges of the disk membranes
to the sample containers not only holds up
very well to pressure. It also enhances the
membrane's low adsorption by not retaining
inhibitors in such a way that could affect
microbiological growth. This is very
important with regard to the reliability

of the test.




Specifications

Pore size of the

Sartochem® membrane filter 0.45 um, tested with Serratia marcescens

Filter area 15.7 cm? in each Sterisart® container

Flow rate (for water) 500 ml/min at 1 bar (approx. 15 psi)

Pore size of the air filters 0.2 um PTFE, validated acc. to HIMA for the retention of B. diminuta
Sample container capacity 120 ml (graduation marks at 50, 75 and 100 ml)

Max. operating pressure 3 bar (approx. 44 psi) at 20°C

Max. operating temperature 50°C

Sterilization ETO (ethylene oxide gas) or gamma irradiation

Specifications subject to change without notice.

Chemical compatibility of the components (24-hour contact at 20°C)

Sartochem® membrane Tubing Sterisart” containers
Aqueous solutions C C C
Alcohols C C C
Aliphatic hydrocarbons C C C
Oils C C C
Salt solutions C C C
Ether C C C
Weak acids C C LC
Weak bases LC C LC
Aromatic hydrocarbons C N N
Esters C N LC
Halogenated hydrocarbons C N N

C = compatible, LC = limited compatibility, N = not compatible

Ordering information

Name Description Quantity Order number

Sterisart” NF alpha Dual-needle metal spike for closed containers Box of 10 16466 ACD
(sterilized with ETO; single-packed)

Sterisart® NF alpha 6-cm metal needle for open containers Box of 10 16467 ACD
(sterilized with ETO; single-packed)

Sterisart” NF gamma Dual-needle metal spike for closed containers Box of 10 16466 GBD

(gamma sterilized, double-packed,
optimal for use in isolators)

Sterisart® NF gamma 6-cm metal needle for open containers Box of 10 16467 GBD
(gamma sterilized, double-packed,
optimal for use in isolators)

Sterisart® Universal pump basic version 1 16419
Sterisart® Universal pump upgraded version with display | 1 16420
available Millipore pumps user software

Further Sterisart units and accessories (e.g. adapters for use of Sterisart® Systems in available Millipore Pumps) are available on request.

Comprehensive validation support literature is available on request.
Publ. No. SL-4507-e05061, Order No. 85030-522-85



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.
Z.1. des Paluds

Avenue de Jouques - BP 1051
13781 Aubagne Cedex France

Phone +33.442.845600
Fax +33.442.845619

Sartorius Biotechnologie S.A.S.
4, rue Emile Baudot
91127 Palaiseau Cedex

Phone +33.1.6919.2100
Fax +33.1.6920.0922

Austria

Sartorius Biotech Ges.m.b.H.
Franzosengraben 12
A-1030 Vienna

Phone +43.1.7965763.18
Fax +43.1.796576344

Belgium

Sartorius Biotech 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
Himmelev Bygade 49

4000 Roskilde

Phone +45.70.23.4400
Fax +45.46.30.4030

Italy

Sartorius 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 Biotech 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 Biotech GmbH
Lerzenstrasse 21

8953 Dietikon

Phone +41.1.746.50.00
Fax +41.1.746.50.50

UK.

Sartorius Biotechnology Ltd.
Longmead Business Park
Blenheim Road, Epsom
Surrey KT19 9 QQ

Phone +44.1372.737100
Fax +44.1372.720799

America

USA

Sartorius Stedim North America Inc.
131 Heartland Blvd.

Edgewood, New York 11717

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.
2800 Baglyos Circle
Bethlehem, PA 18020

Phone +1.610.866.4800
Toll-Free +1.800.258.9000
Fax +1.610.866.4890

Asia | Pacific

India

Sartorius Biotech 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 Biotech 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 17/104 Ferntree Gully Road
Waverley Business Park

East Oakleigh, Victoria 3166

Phone +61.3.9590.8800
Fax +61.3.9590.8828

Specifications subject to change without notice. Printed in Germany on paper that has been bleached without any use of chlorine. W/sart-000 - G.
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