Certificate of Quality
Hydrophilic PES PAA

Product Mo:PAA-0022-R305P
Lot No: MAT14690002

Pore Size:0.22um
Manufacture Date:2025-08-15

This document certifies to the peoduct was manufachned by
Darlky in a fadility which nefers to curment Good Manufachsring

Practices {eGMF).

This product is developed, produced and distributed acconding o

managenment SyEtem that is oentified for complianos with 1505001,

Quality Assurance Criteria

The followirg is checked on & megular besis

All frastirists et the criteris of the USP <88> Reactivity Teo lod

Class Vi Mastics.

Bacterial Retention
Firished product has been sampled for microbiclogical challsngs
lests, o described in Validation Guides and cormelated to ASTM

Sxandard Test Method FE33-05. and mests the requinsmests. of the
FDW& Gusdhefing an Stevile Dnug Products Produced By Aseplic
Procesiang (hane T98T).

Maon-Fiber F!t_'ll.'-:sr.in-.'_l

Thee prodisct meets the cribéria fod a “non-fiber feleaiing™ Mtes
as defined in 21 CFR 2100 (bHEL

irect Food Additive

Al components materials et the FOA indirect Food Addithe
requarements cited in 21 CFR 177-182 Al components:
materials meet the requiremants of the EU framewori
regulation [1935/2004/EC] regrading materish snd stiches
Intended 1o contact food.

Multiple
51P:30cyches of 30min,125"C.AR2 30kpa
AusteselivecB0oycles of 30min125°C

Bacterial Endotoxins

il adp i o

Linaduss Amebocyte Lysabe [LAL) inst.

hest thaan QLISELY Il by the

TOC & Conductivity

Meets the current USP and CHF requiremsenis under Purified
Water after Sushing.

Gravimetric Extractable

The estractabibe el wias not mons than 20mg per 10 inch
caitricge after 24 hourt in ASTM Type 1 resgent-grade water

at controfied room temperature.

Maximum Differential Pressures

Forward: 4,0 bar at 20°C;

Forevard: 2.0 bar at 8I°C

Lot Release Criteria

Filter samplad fram this manufseturing hat snderwent

the Tallowing taits.

Each filter has been tested and released by quality

assurance o the following specification:

Imtegrity Test Standard (20°C)
Buisble Point (BFrzd2har
Forward Flowe (FFEs 25mi/min 2. T6ber 10

Ouality Marnage
N

.-l::- “

() #1 Haorih beishan R, Xindeng, Fuyang, Hangzheuw,
Zhaflang pravince, 311404, China

T +86-5T1-632106T7

(=] ssles@dariiyfiftration.com

| ) wwwdarllyfiliration com

© Hangzhou Darlly Fifration Equipment Co,Led




