Pall Corporation

Contact Us: www.pall.com/contact

Kleenpak™ Capsules with Ultipor® N66 Membrane

Description

Pall Kleenpak sterilizing-grade capsule filters with intrinsically hydrophilic
Ultipor MGG membrane are self-contained sanitary filters designed for
convenient small-batch sterile filtration of most biopharmaceutical
solutions. Rugged, compact design ensures reliability.

Features and Benefits

+ 100% integrity and pressure tested
¥ 0.2 micron MFP sterilizing-grade
+ 0.1 micraon NTP sterilizing-grade for bacteria and mycoplasma remaoval

-

Low filter extractables

-

Excellent solvent compatibility

-

Sanitary vent and drain valves with non-twist hose barbs

-

Low hold-up volumes (=1 mL})

-

Gamma-irradiatable, autoclavable, and pre-sterilized versions available for maximum flexibility

-

Autoclavable versions can be repeatedly autoclaved
Manufactured for use in conformance with cGMP
150 9000 certified Quality system

Pharmaceutical P optimized

-

-

-

-

Cerificate of test provided

Quality and Bio-Safety Biological Tests

Integrity
» Every filter tested during manufacture. Test correlated to microbial retention

Biological Tests
» Meets USP Biological Reactivity test, in vivo, for Class VI-121 °C Plastics

Effluent Quality Tests”
» Meets Cleanliness per USP Particulates in Injectables

+ Mon-Fiber-Releasing
» Man-Pyrogenic per USP Bacterial Endotoxins (= 0.25 EL/mL)
+ Meets Total Organic Carbon and Water Conductivity per USP Purified Water; pH per Sterile Purified Water

Autoclave Resistance
» Lot samples multi-cycle autoclave challenged

“ Per lot sample or rinse-flush aliguots.

Specifications

Materials of Construction

Membrane Mylon 8,8
Support and Drainage Paolyester
Core and Cage Autoclavable Version: Polypropylene

G and 5 Grades: Polyester

End Caps and Shell Polyester

Vent and Drain Valve O-ring Ethylene Propylene (EPDM)

Microbial Removal Ratings1
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NF 0.2 pm, sterilizing-grade, Erevundimonss diminufs

NT 0.1 pm, stailizing-grade.zﬂrewndmmnas diminuts

i Assembly lot samples retain = 107 cfuicm? of Brevundimonas diminuts per modified ASTM FE38-83 and FDA guidelines.

2 Also retains = 107 dfulcm® Acholeplszms laidiswii mycoplasma.

Nominal Filter Areas

Size Code KA1 KA2 KA3 KAL
NF 0.05 m? 0.1 m? 0zm? 0.5m?
{0.53 ) (1% (2.1 %) (5.3 %)
NT 0.045 m? 0.08 m? 0.z2m? 0.4m?
041, (0.8 ) 2144 {45
Nominal Dimensions
Size Code KA1 KA2 KA3 KA4
Maximum Diameter of Bowl {including Valves) S4mm  SEmm 10Emm 08 mm
@7iny BT B2in) o,
Length {including Sanitary Connecticn® [Code 1 and 8]) 117mm 158 mm  174mm 228 mm
48in) (B2in) (8Bin)  (11.2in)

* Sanitary connection is Tri-Clamp compatible. Tri-Clamp is a8 trademark of Alfa Laval, Inc

Operating Conditions®

Mazximum Pressure and Temperature

5.2 barg (75 psig) to 40 °C

Maximum Differential Pressure

4.1 bard

{60 psid) at 40 *C

SLIsing compatible liguids. Recommended maximum 3.5 barg {50 psig) in continuous air and gas service. KA®NT filters may

be forward flow tested at 5171 mbar (75 psig) at ambient temperature.

Typical Liquid Flow Rates®*

Fhrar Rt (L)
2

o 1

Flow Rate [Gakimink

] Typical initial clean AP; water at 20 *C. 1 oP. Values shown are for 38 mm (13 in.) sanitary flange connecdticns. Values with

other connections are available on request. For assistance, contact your local Pall representative.

Aqueous Extractables (NVR)®

Size Code KA1 KAZ2 KAZ KA4
Mon imadiated T mg 10 mg 12 mg 20 mg
Pre-sterilized & mg 12 mg 22 myg MiA

S \Water at 20 — 25 °C after autoclavi ng.
MiA = Filter not available
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Steam Autnclavingﬁ (Non G and S Grades)

16 hours at 125 °C
4 hours at 140 *C

‘Cumulative Autoclave Time

K Laboratory tests {1-hour oycles) establish multi-cycle. Filters should be gualified in actual use. Contact Pall for recommended
procedures
‘Warning: Kleenpak filters must not be steam-sterilized in situ by passing steam through under pressure.

Sterilization

Gamme-imadiaticn Maximum Dosage (G Grade)

50 kGy

Mote: Contact Pall for specific part number availability.

S and G grades available in KA1 and KAZ with inlet and cutlet options 1 and 2; KA2 with with inlet and cutlet cptions 1 and
6.

Autoclavable grades available in KA1 and KAZ2 with inlet and outlet options 1 and 2; KA3 and KA4 with with inlet and outlet

options 1 and 8.

Ordering Information

Owndaring Information
w [ ] 3 ]
r— o T
Coda ‘Saze and Area. Code Feemoval Ratings Code  Inlet and Outiet Conmections Cothn Optsons
1 L Q2 g whiilring grack i 1~ i in. saritary Sange ek Ausociien parice
So above
z rantions. NT 0.1 pm storilzing-grade 2 &= 13 mm (i =%in} G Urtsteriizod,
3 able e — whappad hoes bark (Gamma-iradiatatiy
3 ] 14 mwm (s in) hose barb s Pro-sleriized
1) " K fractonal aattary
Tarage
e L L CTrm———
Contact Information
Pall Office(s)
Biopharm East Biopharm West World Headguarters

770 Pennsylvania Drive
Suite 100

Exton, PA 19341

Usa

Phone: 610 458 9500
Fax: 610 458 9585

1630 Industrial Park Street
Covina, CA91722

Phone: 888.426.7255

Fax: 610.458.8090

25 Harbor Park Drive

Port Washington, MY 11050
USA

Phone: (516) 484-3600
Alternate Phone: 1-800-289-
7255

Fax: (516) 801-9754

Driving Directions

Map
Biopharm Southeast Pall Canada Ltd. -Quebec
25 Harbor Park Drive 2535 De Miniac
Port Washington, NY Ville 3t. Laurent
11050 Quebec, H4S 1E5
UsSA Phone: +1 514 332-7255
Phone: 516.484.3600 Alternate Phone: 800-435-
Alternate Phone: 6268 (Canada Only)
1.800.289.7255 Fax: +1 514 332-0996
Alternate Fax: 800-808-6268
(Canada Only)
Distributor(s)
Enpro, Inc. Enpro, Inc. Enpro, Inc.

121 5. Lombard Road
Addison, IL 60101

Phone: 630-629-3504

Fax: 630-629-3512

Email: inquiry@enproinc.com
Website:

hitp:ifwww enproinc.com

Enpro, Inc.
7825 Washington Ave., Ste.
504

8888 Keystone Crossing
Suite 1300

Indianapolis, IN 46240
Phone: (317) 872-1422

Fax: (317) 872-1554

Email: inquiry@enproinc.com
Website:

hitp:ifwww enprainc.com

Enpro, Inc.
1001 Craig Road
Suite 260

7300 West 110th St Tth Floor
Overland Park, K3 66210
USA

Phone: (913) 327-8400

Fax: (913) 327-3401

Email: inquiry@enproinc.com
Website:
hitp:dfwww_enprainc.com

Enpro, Inc.
11329 P St, Ste 110
Omaha ME 683137
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Bloomington, MM 55439

USA

Phone: (952) 843-3930

Fax: (952) 943-8022

Email: inquiry@enproinc.com
Website:
hitp-ifwww.enproinc.com

Enpro, Inc.

3030 Morthwest Expressway
Ste. 200, #121

Oklahoma City, OK. 73112
UsA

Phone: (405) 728-9500

Fax: (405) 728-9520

Email: info@enproinc.com
Website:
hitp:ifwww.enproinc.com

Inseco, Incorporated
Julia Industrial Park

A Street — Matadero Corner
San Juan, PUERTO RICO
00920

Tel: ¥87.781.2655

Fax: 787.793.3620

E-Mail:

Nestor_Guedez@insecopr.com

Contact Nestor Guedez

5t Louis, MO 63146

USA

Phone: (314) 878-6161

Fax: (314) 878-0470

Email: inquiry@enproinc.com
Website:
hitp:ifwww.enprainc.com

Enpro, Inc.

5865 Ridgeway Center Pkwy.,
Ste. 300

Memphis, TM 38120-4004
UsA

Phone: (901) 635-2929

Fax: (901) 685-2930

Email: inquiry@enproinc.com
Website:
hitp:ifwww.enproinc.com

USA

Phone: (402) 597-2306

Fax: (402) 597-2320

Email: inquiry@enproinc.com
Website:
hitp:ffwww.enproinc.com

Enpro, Inc.

15950 M. Dallas Pkwy., Ste.
400

Dallas, TX 75248

USA

Phone: (972) 361-8320

Fax: (972) 361-8321

Email: inquiry@enproinc.com
Website:
hitp:ffwww._enproinc.com

© 2012, Pall Corporation, Pall, and other names are trademarks of Pall Corporation.
@ indicates a registered trademark in the UISA
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