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Gelatin Membrane
Filter Method:




We think small in air sampling to retain 99.9995% of Bacillus subtilis niger
and 99.94% of T3 coli phages

In order to accurately detect
microbiological contamination
without compromising the
sterility or laminar-flow in isola-
tors and clean rooms, you've got
to think small, as if you were

a little microbe yourself. Sound
crazy? Not really. As any success-
ful business person or military
officer will tell you - to success-
fully defeat your enemy or
toughest competitor, you've got
to think like they think and then
come up with a plan to defeat
them. In clean rooms and iso-
lators, the enemy is microscopic
bacteria that can shut down
your process.

Gelatin filter disposables for sampling
airborne microorganisms and viruses.
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We think smart.

Rather than try to be all things
to all people, we focus on what
we do best. We are separation
specialists in the detection and
collection of microorganisms in
liquid media and air via mem-
brane filtration.

We think small.

Thinking small at Sartorius means
being as thorough as humanly
possible. By paying attention to
many of the “smaller" aspects of
the air monitoring process, we
can make a big difference in the
"cleanliness” of your clean room
and the “isolation performance”
of your isolators.

Monitoring air quality in clean
rooms &t isolators is easy when
you think small.

The relentless existence and
propagation of microorganisms
is a small fact of life QA|QC
managers and validation special-
ists must deal with. And growing
requlatory requirements make

it critical to employ a reliable air
monitoring system and an
accepted validatable test method
that eliminates any adverse
effects on the test area.

MDS8 airscan

The MD8 airscan air monitoring
unit is specifically designed to
work with the highly preferred
Gelatin Membrane Filter Method.
This innovative system is extremely
easy to use and easy to install.

It requires minimal space inside
the critical test area. It meets

or exceeds all regulatory require-
ments and has been optimized

to eliminate false positive and
false negative results.

So, if you're looking for an easy
detection method and precise
results down to 99.9995%,
think smart, think small,

think Sartorius.

Flow rate and sampling time are selectable for your
desired air sample volume. And the number of micro-
organisms detected can be directly correlated to

your sampled air volume.



The Gelatin Membrane Filter
Method: safe, reliable and
validatable.

It's no small fact that this unique
air monitoring method has
distinct advantages over other
methods for the collection of
airborne microorganisms. For
starters, the filter surface can be
positioned in the direction of the
air flow in the test area. Further,
the flow rate through the filter
can be matched to the velocity of
air being sampled. This is known
as isokinetic sampling and is the
accepted method to ensure
accurate sampling of both large
and small particles.

The calibrated MD8 airscan unit
is designed to operate outside the
test area, making the Gelatin
Membrane Filter Method ideal
for air monitoring in isolators
and clean rooms (classes A & B).

Our smart design will turn you
inside out with these unique
benefits.

The only sampling equipment
required in the test area are the
presterilized gelatin filter, its
holder and a short length of con-
necting hose. Hence, from an
“inside perspective”, you'll bene-
fit from:

® The small footprint

® Flexibility to position filter as
needed

® |n-situ sterilization of filter
holder and connecting hose

® No particle emission or
turbulence

® Presterilized, H,0,-safe dispos-
able gelatin membranes

From an "outside perspective”,
you'll benefit from:

® No risk of secondary conta-
mination

* No corrosion problems for the
air sampler from the sterilizing
agents

® Assured safety with connection
of a filter system between
the isolator or clean room and
the air sampler

® Fast, easy calibration of the
air sampler with an optional
calibration unit specifically
designed to meet validation
requirements.

A little gelatin can retain a lot
more microbes than you think.
The unique properties of
Sartorius gelatin membrane
filters provide unequalled bacte-
ria retention levels as high as
99.9995% for Bacillus subtilis
niger. Their ability to measure
extremely low bacteria counts via
high flow rates makes them ideal
for validation and monitoring of
critical, sterile areas in pharma-
ceutical plants.

The membranes' 3.0 pm pore size
and large surface area enables
you to achieve an impressive
1m3 air sample rate in under

8 minutes. Finally, the inherent
high moisture content of the
gelatin membrane filters helps
to prevent any drying out of
collected microorganisms during
a relevant and meaningful
sampling period.

So the next time you need to
ensure “cleanliness” in the
clean room, think smart, think
small, think Sartorius.



For maximum flexibility in your
process we offer two choices.

The Direct Method

After sampling with the MD8
airscan, the gelatin membrane
filter is placed directly on an agar
nutrient plate. The gelatin dis-
solves on the moist surface so
that the microorganisms are in
direct contact with the nutrients.
The plates are incubated, and the
colonies are counted (see photo
below).

The Indirect Method
The gelatin filter can be dissolved
for special evaluations:

® When inhibitors (e.g., disinfec-
tants or antibiotics) are present
in the air being sampled.

® When very high colony counts
are to be expected.

® When the microorganisms
collected are to be incubated
on several different agar media
at the same time.

Following sampling, the gelatin is
dissolved in a sterile solution.
The solution is then membrane-
filtered, and the filter disk is
placed on an agar nutrient
medium. After incubation, the
colonies are evaluated.

Thinking small yields big results
in these critical application
areas.

The MD8 airscan in conjunction
with the Gelatin Membrane Filter
Method is an ideal solution for
quantitative, validatable air
monitoring in isolators and clean
rooms, especially in the following
critical applications:

® At pharmaceutical filling
stations. Very rapid filling lines
for liquids or powders in isola-
tors, as well as pharmaceutical
research, development and
quality control (e.g., for sterility
testing).

® For biological research,
especially when working with
viruses.

® |n hospitals using isolators for
filling pharmaceutical products
such as cytotoxic drugs, or for
working with other biohazard-
ous material such as human
pathogenic bacteria and viruses.

® |n the food and beverage
industry for aseptic filling.

® |n veterinary research.

Whenever you need to abso-
lutely, positively know the
quality of the air around you,
think smart, think small,
think Sartorius.

Direct Transfer Method

Direct transfer of gelatin membrane

to agar plate for fast, accurate detection
of microorganisms.

We think small in isokinetic
sampling conditions to obtain
the right balance of small and
large particles.

When monitoring clean rooms
and isolator equipment with
laminar-flow installations, clean
benches and air conditioning
equipment, it is absolutely neces-
sary that sampling be conducted
under isokinetic conditions.

This requires that the air intake
rate of the air sampler be equal
to the laminar flow rate and the
sampling head of the gelatin
membrane filter be positioned
perpendicularly to the air stream.

If sampling is done at a rate
lower than the laminar air flow,
too many large particles will be
collected on the filter surface due
to the effects of inertia.

If, conversely, sampling is done at
a rate higher than the laminar air
flow, too many smaller particles
will be collected on the filter
surface.

In either case, the results will not
be representative of the particle
distribution actually present in
the laminar flow system during
sampling and, hence, will not be
accurate.

The unique properties of the
gelatin membrane filter, com-
bined with the flexible hose
design of the MD8 airscan and its
selectable flow rate and sampling
time feature make the Gelatin
Membrane Filter Method ideally
suited to isokinetic sampling.

Isokinetic Sampling

Sampling head perpendicular to the

air flow and with the same velocity as the
laminar flow.



Specifications

MD8 airscan Air Sampler.

The air sampling rate can be set
in steps of 0.1 m® within the
range of 2.0 m3/hr to 8 m®/hr.
The max. deviation is 5%
within the temperature range
of 15°C-35°C.

Calibration Unit.

Calibration of the MD8 airscan

is done by connecting the two
units inline and measuring the air
volume through the calibration
unit at two different flow rates.
Flow rates for the MD8 airscan
can then be adjusted to match
those on the calibration unit.

Gelatin Filter Units.
Gelatin filter (water soluble)
Pore size: 3 pm

Diameter: 80 mm

Thickness: L1250 pm

Max. temperature: 60°C
Water content: 46 % to 49 %
Air flow rate:

approx. 2.7 |/min per cm? at
Ap =0.7 psi

Filtration area
38.5 cm?

Limiting conditions
Room temperature, max. 30°C;
Relative humidity: 85%

Materials
Gelatin filter & Cyrolite® holder

Retention rates

a) For Bacillus subtilis niger:
99.9995% (at 0.25 m/s inlet
velocity)

b) For coli phages: T1 phage,
99.9% (at 0.3 m/s and 50%
rel. humidity); T3 phage,
99.94% (at 0.3 m/s and 80%)

Size
93 mm diameter,
16 mm height

Sterilization
Presterilized by y—irradiation

Ordering Information

MD8 airscan and Adapters.

16746 MDS8 airscan, 230 /50 Hz

16747 MD8 airscan, 115 V/60 Hz

16748 MDS8 airscan, 110 V/50-60 Hz
Each version can be
switched from 50 to 60 Hz
and back

17801 Adapter (enables gelatin
filter units to be fitted on
the MD8 inlet)

Gelatin Filter Units.

Sterile and individually packed
17528-080 ACD (pack of 10)
Each unit in a single polyethylene
bag

17528-080 BZD (pack of 10)
Each unit in three polyethylene
bags

17528-080 VPD (pack of 10)
Each unit packed in three
polyethylene bags, but label

on innermost bag

Calibration Unit.

167 40 Calibration unit

176 55 Filter holder

176 57 Complete set of
connectors

170 85 PVC hose (2 meters)



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

Vivascience AG
Feodor-Lynen-Str. 21
30625 Hannover

Phone +49.511.524875.0
Fax +49.511.524875.19

www.vivascience.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

Vivascience Ltd.
Unit 6 Oldens Lane, Stonedale Road
Stonehouse, Glos GI10 3RQ

Phone +44.1453.821972
Fax +44.1453.827928

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

Vivascience Inc.
131 Heartland Blvd.
Edgewood, New York 11717

Phone +1.631.254.4249
Fax +1.631.254.4253

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.

Av. Jabaquara No. 2940, cjtos. 46, 47
CEP.04046-500 Jabaquara/
Mirandopolis

Sao Paulo, SP.

Phone: +55.11.5078.7580 | 5078.7579
Fax: +55.11.5581.7398

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.

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

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.
Blk. 4010, Ang Mo Kio Ave 10
#04-01B, Techplace 1
Singapore 569626

Phone +65.6456.5700
Fax +65.6456.0422

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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