Certificate of Quality
Hydrophilic PES.PM

Product Mo:PAA-0022-R205P
Lot Mo: MAT14690001

Pore Size.22um
Manufacture Date:2025-08-15

This docurent certifies 1o the product was manufaciured by
Cearily in a faciliny which refers to cunment Good Marufacturing
Practices (eGP

This product is dmloped, preduced and distributed according to
management Systern that is certified for complance with (505001,

Quality Assurance Criteria
The following iz checked on a regular basic

All ratedials maeet the oritens of the USP <85> Rebctivity Test for

Claces Wi Plastics.

Bacterial Retention

Firished product has been sampled bor microbiciagical challeng
tests, a5 described in Validation Guides and cornelated 1o ASTM
Swandard Test Method FE36-05, and mets the requinements of the
FDA Guideline on Sterile Dnag Products Produced By Asapts:
Processing (lurs 1887

Nen-Fiber R

The prodisst misets th crteia for @ “non-fiber releasing” filter

as defined in 21 CFR 210.3(HE)

Indirect Food Additive

All components materials meet the FOA Indirect Food Addithve
requirements cited in 21 CFR 177-162. All components
miatirials meet the requirements of the EU framewark
regulaticn [1535/2004/EC) regrading materals and articles
intended to contact food.

Multiple Sterilization Cycles
815 30cyches of min, 128 A< 30kpa
AutoclavecdDoycles of Z0min 1250

A filler aqueous extraction contain hess than 0.25ELml by the
Uirveahus Amebecyte Lysate (LAL)test.

TOC & Condu

Meets the curent USP and CHP requinements under Parified
Water after fiuching.

Gravimetric Extractable

Thir extrasctabibe evel was rat mooe than 20mg per 10 inch
cartridge after 24 hours in ASTM Type 1 reagent-grade water

at controlled rocen temperaiure,

Maximum Differential Pr

Forand: 4.0 bar at 20°C
Forsand; 2.0 bar at 80°C.

Lot Release Criteria
Filtar samplas fram this manufacturing lot underwent

ihar fallowing tesis.

ty Testing
Esch filter has been tested and released by quality

assurance to the following specification:

Integrity Test Standard (20°C)
Bulible Point (BF=3.20a
Forward Flow (FREs 25mifmindd2. T6bar10r
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