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3M™ Zeta Plus™ Filters with SP Series Media Regulatory Support File
Supplement

This document is a supplement to the 3BM™ Zeta Plus™ Filters with SP Series Media Regulatory Support File.

This supplemental document covers the special filter configurations that are customized and available for current
customers. The special filter configurations are summarized below. The filter materials of construction and filter
performance are covered by the 3M™ Zeta Plus™ Filters with SP Series Media Regulatory Support File.

This supplemental document includes a special filter configuration for SM™ Zeta Plus™ Filters with 30SP Grade Media
produced in Mazeres, France. The Mazeres, France facility has quality systems registered to the ISO 9001 quality system
standard.

Product configurations listed below may not be commercially available or may not be available to all customers. Please
contact your 3M account representative for questions on available product configurations in your country.

There may be additional product configurations not listed here that are still covered by this Regulatory Support File
Supplement or the associated Regulatory Support File. Please contact your 3M Account Representative with questions
regarding product configurations not listed below that may be covered by this document.

3M™ Zeta Plus™ 8-Inch Filter Cartridges

able E P o E adge Prod De ptIo gle Lavye edla
Prod De ptio amples: 451091160SP, Z8SFA4NPC260SP, Z0S8DD60SP
Diameter Designation Gasket Material Grade
11 - Nitrile (NBR) 05spP
United States 45109 - 8 cell 12 — Neoprene 10SP
30SP
01 — Nitrile (NBR) o05P
. — Nitrile
R R 60SP
45167 - 7 cell Plug-in 02 - EPR (EPDM) 08P
Diameter Cartridge Construction Gasket Material Grade Optional
Designation Material
05sP
C - EPR (EPDM) ;8§E H -
Z08 D - 8cells D — Nitrile (NBR) 50SP Hastelloy
E - Teflon (PTFE) 60SP Bands
90sP
Poland - - - 5 5
Diameter Cartridge Construction Gasket Material Grade Optional
Designation Material
. C - EPR (EPDM) 05SP H -
708 o et Fluan FEP 30SP | Hastelloy
9 K — Teflon Encap. Viton 50SP Bands

1 “H” for Hastelloy® bands. Omit “H” for Stainless Steel Bands.



3M™ Zeta Plus™ 12-Inch Filter Cartridges

Table 2a. 3M™ Zeta Plus™ 12-Inch Filter Cartridge Product Descriptions: Single Layer
Media

Manufacturing

Product Description Examples: 4511512 90SP, 4523701D60SP, Z12DD30SP

Facility
Diameter Designation Material Gasket Material Grade
12 — Nitrile 28§g
45115 - 16 cell Not included in description 15 - EPR (EPDM) 60SP
17 - Silicone 90SP
United States
45207 — 7 cell ?ggg
45244 - 9 cell 01 - Polypropylene (PP) c- EPR (EPDM) 30SP
45237 - 12 cell 03 — PP. Hastellov® Band D — Nitrile (NBR) 50SP
45230 - 15 cell » nastelioy® Bands E - Teflon (PTFE)
45245 - 16 cell 60SP
e 90SP
Diameter Cartridge Construction Gasket Material Grade Optional
Designation Material
C -9 cells ?ggﬁ
Poland B-12cells C - EPR (EPDM) 30SP H -
Z12 D - 16cells D — Nitrile (NBR) 50SP Hastelloy
M — 15 cells, Netting E - Teflon (PTFE) 60SP Bands
S -7 cells 00SP

1 “H” for Hastelloy® bands. Omit “H” for Stainless Steel Bands.

Table 2b. 3M™ Zeta Plus™ 12-Inch Filter Cartridge Product Descriptions: Dual Layer (EXT)
Media

Manufacturing
Facility

Product Description Example: Z12E11AAG60SPO5A

Diameter Cartridge Number Cartridge Gasket Material Grade
Designation Construction of Cells Construction
Poland .
712 E 1111 | A-Stainless Steel C-EPR(EPDM) | 10SPO2A
cell Bands




3M™ Zeta Plus™ 16-Inch Filter Cartridges

Table 3. 3M™ Zeta Plus™ 16-Inch Filter Cartridge Product Descriptions: Single Layer
Media

Manufacturing

Ry Product Description Examples: Z16PD30SP, Z16MD30SP, Z16PA30SP1

Diameter Configuration Gasket Material Lifting
Designation Handle
05SP
. P —14 cell 10SP
United States 6 H — High Area’ C - EPR (EPDM) 30SP | H - with
R — 14 cell (Hastelloy® Bands) D - Nitrile (NBR) 50SP | Handle?
T - High Area (Hastelloy® Bands) 60SP
90SP
Diameter Cartridge Construction Gasket Material Grade | Optional
Designation Material
M — 14 cell, Netting 05SP
Poland _ -
P — 14 cell, Netting C - EPR (EPDM) 10SP
D -15cell o 30SP "
716 D — Nitrile (NBR) H
S —9cell E - Teflon (PTFE) 50SP
H =17 cell®, netting ero 60SP
X =14 cells 90SP
Mazeres Z16 P — 14 cell, Netting A - Silicone (VMQ) 30SP N/A

1 High Area Cell Count — 16 cells for grades 30SP & 50SP; 17 cells for grades 60SP & 90SP; not available for 05SP & 10SP. Bodyfeed cartridge available, please order 45802 (167,
9 cell).

2 Omit “H” from product description if film lifting handle is not required.

3 16 cells for grades 30SP and 50SP, 17 cells for grades 60SP and 90SP.

4 “H” for Hastelloy bands. Omit “H” for Stainless Steel Bands.

Media Release Specifications

The product specifications verified during filter manufacturing and prior to the release of media lots include but are not
limited to the following.

1) Pressure Drop at constant air flow — Determined by testing a 5-inch diameter disc of media sheet when challenged
at a specific air flow rate.

2) Wet Tensile Strength - Determined by soaking a media coupon in water for two minutes then measuring the peak
force (in kilograms) to break the sample. The result is normalized for the cross-sectional width and length.

3) Calcium Extraction - Determined after completing a pre-conditioning flush with deionized (DI) water, then soaking
media in deionized (DI) water at a ratio of 1 gram of media to 10 mL of water for 24 hours at ambient temperature
and analyzing the water for soluble calcium. The result is normalized as mg of calcium per gram of media.

4)  Iron Extraction - Determined after completing a pre-conditioning flush with deionized (DI) water, then soaking media
in DI water at a ratio of 1 gram of media to 10 mL of water for 24 hours at ambient temperature and analyzing the
water for soluble iron. The result is normalized as mg of iron per gram of media.

5)  Aluminum Extraction - Determined by flushing media with DI water followed by a flush of lactic acid solution. After
flushing the media is allowed to sit in the lactic acid solution for 1hr. After Thr the housing is drained of fluid and the
solution is analyzed for soluble aluminum.

6) Color Extraction - Determined by flushing a media sample with 100 mL of 0.4% w/v 180° F sodium citrate solution
through a 45 mm disc sample of the media. The pooled effluent is analyzed for percent transmittance at 420 nm.

7) Total Nitrogen (TN) - Determined by autoclaving media in deionized (DI) water at a ratio of 1 gram of media to 12
mL of water for 1 hour at 121 °C. The extract is analyzed for Total Nitrogen content.

8) Endotoxin Extraction - Limulus Amebocyte Lysate (LAL) bacterial endotoxin reactivity - Determined by filtering
sterile water through a 45 mm disc of media at a flow rate of 18-20 mL/min then collecting a 2 mL effluent sample
after 49 mL. The effluent sample is tested for endotoxins using a Kinetic Turbidimetric LAL Assay.




The above specification limits for each grade of 3SM™ Zeta Plus™ SP Series Filter Media are presented in Table 4.
The dual layer (EXT) media specifications represent the specifications of the tighter media layer. The tighter media
layer has the smaller nominal pore size of the two layers; the larger the grade number, the tighter or smaller the
nominal media pore size. In the Dual Layer (EXT) Media section of Table 4, the dual layer configuration is shown in
parentheses beneath the media grade; the upstream layer is shown first, followed by the downstream layer. Each
layer is released according to the single layer media specification, and then assembled into dual layer products.

The product release specifications for SM™ Zeta Plus™ 30SP Grade Filter Media manufactured in Mazeres, France

are indicated in the table below. They are the same as the release specification for 3M™ Zeta Plus™ 30SP Grade
Filter Media manufactured in the US, Poland and Australia except as noted in parentheses.

Table 4. Product Release Properties for 3M™ Zeta Plus™ SP Series Filter Media

- 5 T
Product Rel Single Layer Media Specifications
Properties 01SP 05SP 10SP 30SP 50SP 60SP 90SP Units
Pressure Dropat | _ _ 3 16.0 - 26.0 3 3 . Inch
Air Flow =28 27-50 185-130 (FR: 13.5-33.0) 50.0-68.0 [81.0-107.0 [148.0-202.0 H,0
Wet Tensile 240 .
Strength =215 230 230 (FR: = 3.5) 250 =255 2065 Kg/in
) <0.040
Ca Extraction (PL=<0080) |* 0.040 |=0.040 = 0.040 =0.040 =0.040 =0.040 mg/g
Fe Extraction <0.010 <0010 [=0.010 <0.010 <0.010 <0.010 <0.010 mg/g
Color Extraction | =80 <80 <80 <80 <80 <80 <80 S:i'tosr
Total Nitrogen =60 =60 =60 =60 =60 =60 =60 ppm
Endotoxin <025 <025 |<025 <025 <025 <025 <025 EU/mL
Extraction
Dual Layer (EXT) Media Specifications’
(Specification of Tighter Media Layer)

Product Release 60SP02, 60SP03,
et 055PO1 10SPO1 105P02 30SP02, 30SP03 | 60SP0O5 90SP05, 90SP08 )

(019P/055) | 018P/108F)  |(0sspriosp) | (OSSP/30SP, (05SP/60SP, (30SP/90SP, Units

10SP/30SP) 10SP/60SP, 60SP/90SP)
30SP/60SP)
Pressure Dropat 1,2 _ 5 8.5-13.0 8.5-130 160-260 [81.0-107.0 1480-2020 |n°h
Air Flow H,O
Wet Tensile .
Strength > 3.0 230 =30 240 255 2065 Kg/in
Ca Extraction =0.040 =0.040 =0.040 < 0.040 < 0.040 < 0.040 mg/g
Fe Extraction <0.010 <0.010 <0.010 <0.010 <0.010 <0.010 mg/g
Color Extraction | <80 <80 <80 <80 <80 <80 Color
Units

Total Nitrogen =60 <60 <60 <60 =60 <60 ppm
Endotoxin <025 <025 <025 <025 <025 <025 EU/mL
Extraction

1 Manufacturing facilities have the same specification except as noted in parentheses. (US: USA; PL: Poland, AU: Australia; FR: France)



Intended Use(s): 3M™ Zeta Plus™ Filters with SP Series Media are single-use filter products intended for use in biopharmaceutical processing applications
of aqueous and chemical 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 3M product is suitable
and appropriate for the user's specific application, including user conducting an appropriate risk assessment and evaluating the 3M product in user's
application.

Restrictions on Use: 3M advises against the use of these 3M products in any application other than the stated intended use(s), since other applications have
not been evaluated by 3M and may result in an unsafe or unintended condition. Do not use in any manner whereby the 3M product, or any leachable from the
3M 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 3M are based upon
records, tests, or experience that 3M 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 sufficient to assess and apply their own informed judgment to the information. No
license under any 3M or third party intellectual property rights is granted or implied with this information.

Product Selection and Use: Many factors beyond 3M’s control and uniquely within user’s knowledge and control can affect the use and performance of a
3M 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, including completing a risk assessment that considers the product leachable characteristics and its impact on drug safety,
conducting a workplace hazard assessment and reviewing all applicable regulations and standards. Failure to properly evaluate, select, and use a 3M product
and appropriate safety products, or to meet all applicable safety regulations, may result in injury, sickness, death, and/or harm to property.

Warranty, Limited Remedy, and Disclaimer: Unless a different warranty is expressly identified on the applicable 3M product literature or packaging (in
which case such express warranty governs), 3M warrants that each 3M product meets the applicable 3M product specification at the time 3M ships the
product. 3M MAKES NO OTHER WARRANTIES OR CONDITIONS, EXPRESS OR IMPLIED, INCLUDING, BUT NOT LIMITED TO, ANY IMPLIED
WARRANTY OR CONDITION OF MERCHANTABILITY, FITNESS FOR A PARTICULAR PURPOSE, OR ARISING OUT OF A COURSE OF DEALING,
CUSTOM, OR USAGE OF TRADE. If a 3M product does not conform to this warranty, then the sole and exclusive remedy is, at 3M's option, replacement of
the 3M product or refund of the purchase price.

Limitation of Liability: Except for the limited remedy stated above, and except to the extent prohibited by law, 3M will not be liable for any loss or damage
arising from or related to the 3M product, whether direct, indirect, special, incidental, or consequential (including, but not limited to, lost profits or business
opportunity), regardless of the legal or equitable theory asserted, including, but not limited to, warranty, contract, negligence, or strict liability.

3M Purification Inc. 3M and Zeta Plus are trademarks of 3M Company.
3M Separation and Purification Sciences Division All other trademarks are the property of their

400 Research Parkway, Meriden, CT 06450 USA respective owners.
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