
Sterisart® NF
Meet our family for sterility testing –  
reliable, economical, compatible



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 mem­
brane 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 containers are incu­
bated 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 ben­
efit 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 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 
with protective plate 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 
without 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 suffixes 
“gamma” or “gamma Septum,” 
which is indicated by the last 
letters of the order number: 
GBD or GSD.

The Sterisart® systems with  
a partitioned (i.e., septated) 
connector allow sterile sam­
pling during incubation and 
guarantee a sterile barrier 
between the interior and exte­
rior of the container during 
further incubation.

Both gamma versions feature a 
gas-tight packaging that reliably 
retains gas, such as H2O2, used 
for routine sterilization inside 
isolators. This feature simplifies 
validation of Sterisart systems, 
helping prevent false negative 
results that might be caused by 
H2O2 seeping into the inside of 
sterility test units. 

Sterisart® NF systems can be 
used with other manufactures’ 
pumps which have been spe­
cially designed for disposable 
closed sterility testing systems. 
This requires one of two  
adapters to ensure the correct 
seating of Sartorius NF units in 
the pumps of other manufac­
turers - adapter order number  
16412V (for older pumps) or 
1ZE---0014 (for the latest 
pump versions). However, you 
will not need these adapters  
if you are using Sterisart®  
Universal pumps 16419 and 
16420. Recently designed by 

Sartorius Stedim Biotech, these 
versatile and flexible pumps 
offer considerable benefits, and 
are ideal for use in clean rooms 
and clean benches as well as in 
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 contamina­
tion. They are ideal for routine 
or sporadic sterility testing in 
the pharmaceutical industry. 
The procedure is mostly inde­
pendent of the sample volume 
because sufficiently large  
total volumes of sample can  
be filtered through the mem­
branes in the two sample  
containers.

A membrane you can  
benefit from.
The Sartochem® membrane  
has been specifically developed 
to meet the requirements of 
sterility testing, in particular  
for extremely low adsorption 
characteristics and for appro­
priate chemical compatibility. 
The special clamping technolo­
gy 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 mem­
brane’s low adsorption by not 
retaining inhibitors in such  
a way that could affect micro­
biological growth. This is very  
important with regard to the 
reliability of the test.

New Sterisart® gamma Septum system 16466 GSD



Specifications
Pore size of the  
Sartochem® membrane filter	 0.45 µm, tested with Serratia marcescens
Filter area	 15.7 cm2 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 µm 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 	� 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	� Metal needle for open containers 	 Box of 10	 16467 GBD 

(gamma sterilized, double-packed, optimal for use in isolators)
Sterisart® NF gamma Septum	 Dual-needle metal spike for closed containers 	 Box of 10	 16466 GSD 
	 (gamma-sterilized, double-packed, optimal for use in isolators)
Sterisart® NF gamma Septum	 Metal needle for open containers 	 Box of 10	 16467 GSD 
	 (gamma-sterilized, double-packed, optimal for use in isolators)
Sterisart® Universal pump	 Basic version: Peristaltic pump for use with 
	 sample containers in sterility testing	 1	 16419
Sterisart® Universal pump	 Upgraded version with display|user software	 1	 16420
Pump adapters	 For use with Sterisart® systems in older Millipore  
	 pumps. Please clarify pump type used.	 2	 16412 V
Pump adapters	 For use with Sterisart® systems in newer Millipore 
	 Equinox pumps. Please clarify pump type used.	 1	 1ZE---0014

Further Sterisart® units and accessories are available on request. 

Comprehensive validation support literature is available on request. Publ. No. SL-4507-e
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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

www.sartorius-stedim.com 

Sartorius Stedim Systems GmbH
Robert-Bosch-Strasse 5 – 7 
34302 Guxhagen

Phone +49.5665.407.0
Fax +49.5665.407.2200

France
Sartorius Stedim Biotech S.A.
ZI Les Paluds
Avenue de Jouques – CS 91051
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

Austria
Sartorius Stedim Austria GmbH
Franzosengraben 12
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.
2630 Taastrup

Phone +45.7023.4400
Fax +45.4630.4030

Hungary
Sartorius Stedim Hungária Kft
Kagyló u. 5
2092 Budakeszi

Phone +36.23.457.227
Fax +36.23.457.147

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

Poland
Sartorius Stedim Poland Sp. z o.o.
ul. Wrzesinska 70
62-025 Kostrzyn

Phone +48.61.647.38.40
Fax +48.61.879.25.04

Russian Federation
LLC “Sartorius ICR” and LLC “Biohit”
Uralskaya str. 4, Lit. B
199155, Saint-Petersburg

Phone +7.812.327.5.327
Fax +7.812.327.5.323

Spain
Sartorius Stedim Spain SA
C/Isabel Colbrand 10, 
Oficina 70
Polígono Industrial de Fuencarral
28050 Madrid

Phone +34.90.2110935
Fax +34.91.3589623

Switzerland
Sartorius Stedim Switzerland AG
Ringstr. 24 a
8317 Tagelswangen

Phone +41.52.354.36.36
Fax +41.52.354.36.46

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, 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
Av. Dom Pedro I, 241
Bairro Vila Pires 
Santo André 
São Paulo
Cep 09110-001

Phone +55.11.4451.6226
Fax +55.11.4451.4369 

Mexico
Sartorius de México S.A. de C.V.
Circuito Circunvalación Poniente No. 149
Ciudad Satélite
53100, Estado de México
México

Phone +52.5555.62.1102
Fax +52.5555.62.2942

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. Limited
Airport Industrial Zone B
No. 33 Yu’an Road
Beijing 101300, Shunyi District

Phone +86.10.80426516
Fax +86.10.80426580

Sartorius Stedim Biotech (Beijing) 
Co. Limited
Shanghai Branch office
Room 618, Tower 1, German Centre,
Shanghai, PRC., 201203

Phone +86.21.28986393
Fax +86.21.28986392.11

Sartorius Stedim Biotech (Beijing) 
Co. Limited
Guangzhou representative 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.
#69/2-69/3, Jakkasandra
Kunigal Road, Nelamangala Tq
Bangalore – 562 123

Phone +91.80.4350.5248
Fax +91.80.4350.5253

Japan
Sartorius Stedim Japan K.K.
Kiba Park Bldg
5-11-13 Kiba
Koto-ku
Tokyo 135-0042

Phone +81.3.5639.9981
Fax +81.3.5639.9983

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.
1 Science Park Road, 
The Capricorn, #05-08A,
Singapore Science Park 2
Singapore 117528

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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www.sartorius-stedim.com


