]ﬁ %ﬁﬁfi:ﬁ Quality Assurance Certificate

BB BA R IR Z IS |
Sterilizing-Grade Hydrophobic PTFE Filter Cartridge

7= & Product: GPFMP0022SSCMO5SP
F&JE Pore Size: 0.22pm

#5 Lot No.: YT3QP43620

A 7= H ¥ Manufacture Date: 2023-06-20
{RTEIER Shelf Life: 3 years

AR RS R E R A= AL IE P 2 IR R AR
This document certifies that the product was manufactured by Cobetter in
accordance with Current Good Manufacturing Practice standards.

HE TR, AP EE AT 1S09001 IR AR
This product is developed, produced and distributed according to the
management system certified for compliance with ISO9001.

FREFIEAEN Quality Assurance Criteria
PATR A e s H

The following items are checked cn a regular basis:

< ¥EFE Cleanliness

%P A 21 CFRsection 210.3(b) (5)(6)1!1 21172 P ET A 4R
T I 2R AT E

This filter product complies with the title 21 CFR, section 210.3(b)(5)(6)
and 211.72.

$>TOC RIHEE TOC&Conductivity
23k SR K vh RS, KW R ¥ G b B K B9 TOC A F
500ppb ¢ USP<643> ) , H § % /N T 13 pSkem @25°C
(USP<645>) &
After pre-flushed with water for injection, effluent of the sterilized filter
exhibited <500 ppb TOC meeting the requirements of USP<643>, and
less than 1.3uS/cm @25°C meeting the requirements of USP<645>.

S Z0E NFR Bacterial Endotoxins

K RBEBENNA (USP<85>) , RSN
0.25EU/ml. ‘
Aqueous extraction from a cartridge contains less than 0.25EU/ml as

Wi A B G T

determined by Limulus Amebocyte Lysate (LAL), meeting requirements
of USP<85>.

> Byt Biosafety

Fii A5 ¥ MRS & USP<88> 3T 5 VI-121°C 4 1
Eyicar i

All materials of this filter meet the requirements of the current USP<88>
for plastic classV1-121°C.

RV R A4 2

S EEESEMA Indirect Food Additive

FiF A K A RLA € FDA 21CFR177-182 06 i 43 £ il v Il i) 22
K, B MO R AR 1935/2004/EC G T il 5 M ARHR 2
Ko MFEE LM EADRIE R, WIECRR A LR,

All component materials meet the FDA Indirect Food Additive
requirements cited in 21CFR177-182. All component materials meet the
requirements of the EU regulation 1935/2004/EC. Contact Cobetter for
more information about materials of construction.

> JESHHISRIFHE Y Animal origin statement

BT BATMIER R SRR, 2 ST 2 9 3k B
YIRIEAEL

Based on the current information from our suppliers, all component
materials used in the manufacture of this product are animal-free.

<> REM 2 Thermal Stability

FIE WAL HIE Cobetter SLS Center test data:

o TELR YK KT SIP: 100 IE 1] (forward, AP<30kPa)
(reverse, AP<I0kPa) cycles of 30min,145°C

o EAFRIT K Autoclave: 400 cycles of 30 min,130°C
Ve SLS Kol 25 R 2T 3ok AASAASE ARt b A 1) Jse 3 K
PSRBT . DS A 2 Al R A B ) T i e

Note: The SLS (Science Lab Service ) test data is based on new
elements. The filter for repeated use must be based on the result of
process validation.
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$BAKEZE Maximum Differential Pressure

1E[A Forward:

0.69MPa/25°C, 0.4MPa/60°C, 0.24MPa/80°C;

JI] Reverse:

(HMI’A/ZS“(', 30min, 0.1MPa/80°C, 30min
SRR LR

Note. Reverse filtration is not recommended.

HIBATHEN Lot Release Criteria
V7 St VAR IR DRIE A 2% £ JS UL B 0 U BBUAT
This manufacturing lot was sampled, tested and released by quality

assurance.

SEREHERR Integrity Testing

A SIS A2 I A IR AR I T

Each membrane filter cartridge passed the following tests before release,
the Integrity test standard are as follows:

SEHEVENRCARAE Integrity Test Standard (20°C) -

1025 Bubble Point(BP): 0. 1MPa(60 : 40 (v/v) IPA : Water)

I Wi Diffusion Flow(DF):<12ml/min/5"@95kPa(60 : 40 (v/v) IPA :
Water)

AAZEAN Water Flowrate Test(WFT):<0.38ml/min/5"@0.25MPa

R SIS 1 5 5 ASTM F838 AUTHRANAG HAR I, 2B b

WOV L0 6 cGMP T2 001 T (2004 4F-9 HRAT) (FARIEER
For sterilizin pradc filters, these integrity test values have been fully correlated
to the ASTM 838 Bactdrin Challenge test (LRV/em?*>7) , in conformance with
the requirements of the FDA Gideline about Sterile Drug Products Produced by
Ascptic Processing accotding to Curtent Good Manufacturing Practice
(September 2004),
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