ThermoFisher

Data sheet SCIENTIFIC

Sterile filtration

LifeASSURE PDA filters

Sterilizing grade and Mycoplasma reduction filters

Thermo Scientific™ LifeASSURE™ PDA Filter Capsules

and Cartridges are single-use products for the control of
microorganisms. LifeASSURE PDA filter capsules and cartridges
are designed to be consistent with the U.S. FDA’s Guidance for
Industry: Sterile Drug Products Produced by Aseptic Processing.
The PDA020 sterilizing grade filters are absolute 0.2 micron

rated for bioburden reduction. The PDAO10 filters are absolute
0.1 micron rated and help control mycoplasma contamination in
bioprocessing fluid streams.

LifeASSURE PDA filter capsules and cartridges contain two layers
of polyethersulfone (PES) membrane.

The PES membranes are pleated with layers of polypropylene Refer to the latest versions of the Thermo Scientific™ LifeASSURE™
support upstream and downstream, providing structural support PDA Filter Capsules and the Thermo Scientific™ LifeASSURE™
and promoting flow. Capsule products are available in gamma PDA Filter Cartridges validation guides for further information.

compatible and sterile formats.

Product description
Thermo Scientific™ LifeASSURE™ PDA Filter Capsule ordering guide

Grade designation Configuration !-|e|ght End modification Ll Q-rlng Sterilization Package quantity
(inches) option

C - Small capsules 01-25in A - 1.5-inch sanitary fitting
PDA010 - 0.1 ym P 02-5.0in B - 0.5-inch hose barb G- GaTtTa
01-10in A - Silicone compatiole 1-1 Pack
PDAG20-02Hm J - Large capsules 02-20in A - 1.5-inch sanitary fitting S - Sterile
03-30in

Example: PDA010J02AAST

Thermo Scientific™ LifeASSURE™ PDA Filter Cartridge ordering guide

Grade designation Configuration _Length End modification O-ring option
(inches)

W - Standard 50-5.0in )
(W-configuration only available in 01-10in B - 226 O-ring & spear
PDA010 - 0.1 pm 10-inch to 30-inch lengths and 0.2 um grade.) . C - 222 O-ring & spear A - Silicone
02 -20in .
03-30in F - 222 O-ring & flat cap C-EPR
PDA020 - 0.2 pm F - High area 04 - 40 in J - 226 O-ring & flat cap

Example: PDAOT0F02BA

All product configurations may not be commercially available in all areas.
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Effective filtration area

(EFA) PDA010 (0.1 pm) PDA020 (0.2 pm)
25 mm disc filter 3.5 cm? Yes Yes
47 mm disc filter 14.5 cm? Yes Yes
2.5-inch capsule 0.12 m? Yes Yes
5-inch capsule 0.26 m? Yes Yes
5-inch cartridge (F type) 0.35 m? Yes Yes
10-inch cartridge or capsule (F or J type) 0.78 m? Yes Yes
10-inch cartridge (W type) 0.56 m? - Yes
20-inch cartridge or capsule (F or J type) 1.56 m? Yes Yes
20-inch cartridge (W type) 1.13 m? - Yes
30-inch cartridge or capsule (F or J type) 2.34 m? Yes Yes
30-inch cartridge (W type) 1.69 m? - Yes
40-inch cartridge (F type) 3.12 m? Yes Yes

Intended Use: Single-use filter products are intended for use in biopharmaceutical processing applications of aqueous based pharmaceuticals (drugs) and vaccines in accordance with the product instructions and
specifications, and cGMP requirements, where applicable.

Since there are many factors that can affect a product’s use, the customer and user remain responsible for determining whether the Thermo Scientific product is suitable and appropriate for the user’s specific
application, including user conducting an appropriate risk assessment and evaluating the Thermo Scientific product in user’s application.

Restrictions on Use: Thermo Fisher advises against the use of these Thermo Scientific products in any application other than the stated intended use(s), since other applications have not been evaluated by
Thermo Fisher and may result in an unsafe or unintended condition. Do not use in any manner whereby the Thermo Scientific product, or any leachable from the Thermo Scientific product, may become part of or
remains in a medical device that is regulated by any agency, and/or globally exemplary agencies, including but not limited to: a) FDA, b) European Medical Device Regulation (MDR), ¢) Japan Pharmaceuticals and
Medical Devices Agency (PMDA) or in applications involving permanent implantation into the body; Life-sustaining medical applications; Applications requiring food contact compliance.

Technical Information: The technical information, guidance, and other statements contained in this document or otherwise provided by Thermo Fisher are based upon records, tests, or experience that Thermo
Fisher believes to be reliable, but the accuracy, completeness, and representative nature of such information is not guaranteed. Such information is intended for people with knowledge and technical skills suffi-
cient to assess and apply their own informed judgment to the information. No license under any Thermo Fisher or third-party intellectual property rights is granted or implied with this information.

Product Selection and Use: Many factors beyond Thermo Fisher’s control and uniquely within user’s knowledge and control can affect the use and performance of a Thermo Scientific product in a particular
application. As a result, end-user is solely responsible for evaluating the product and determining whether it is appropriate and suitable for end-user’s application. Failure to properly evaluate, select, and use a
Thermo Scientific product and appropriate safety products, or to meet all applicable safety regulations, may result in injury, sickness, death, and/or harm to property.

A For more information, contact your Thermo Fisher Scientific sales
representative or visit thermofisher.com/bioprocessfiltration thermo scientific
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