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1. Introduction
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To meet the growing demands and ensure greater continuity and flexibility of future supply, DuPont will be
transitioning the DuPont™ Tyvek® 1073B and DuPont™ Tyvek® 1059B styles to manufacturing lines
using the latest flash-spinning technology. CFDA-Jinan Quality Supervision and Inspection Center for
Medical Devices and DuPont (China) Research & Development and Management Co., Ltd. are working
together to demonstrate the functional equivalence and non-inferiority of DuPont™ Tyvek® products
manufactured with DuPont's latest flash spinning technology and current manufactured DuPont™ Ty'urek®
products. The testing items include: Basis Weight, Gurley Hill Porosity, Mullen Burst, Tensile Strength,
Delamination, Hydrostatic Head, and Microbial Barrier. This report provides the assessment on test

samples and control samples according to the acceptance criteria of functional equivalence and
non-inferiority provided by DuPont.
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2.1 Overview

WA AWAR (RED

Manufacturer: DuPont (USA)

Z4FK: Tyvek®1059B HlisFE RIS HEEE ;. Tyvek®1073B BINEAFER IS HEAE

ltems: Tyvek® 10598 test samples and control samples; Tywek® 1073B test samples and control samples;
(BUARE: BB NZERARE P AOALIE ™4 TIR@ = Mh: XTHERE: BRTLE FAR WAk ™ PiBer &)
(Test samples: DuPont™ Tyvek® products manufactured with the latest flash spinning technology;
Control samples: current manufactured DuPont™ Tyvek® products)

RIgAT(E]: 2013-06-25—2013-09-25
Testing Date: June 25"‘, 2013 — September 25" 2013

3. Jul
3. Scope

Because this section of the document contains proprietary information, we cannot make it publicly available.

4.1 AR5 HiRdE
4.1 Test Reference Standard

275 E bR
Test Item Standard
B N ASTM D3776-09
Basis Weight
BIRHEFAE L GBIT 458-2008
Gurley Hill Porosity
v = T ASTM D 2724-07
Delamination
T 8 GB/T 454-2002 (idt ISO2758:2001)
Mullen Burst
PUIKIREE (1) ASTM D 5035-95

MD Tensile Strength

PUIKORAE (B )
CD Tensile Strength

Kk GB/T 4744-1997
Hydrostatic Head
LB R ASTM F 1608

Microbial Barrier
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5. Test Period and Sample
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6. Testing

Because this section of the document contains proprietary information, we cannot make it publicly available.
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7. Conclusions
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For the DuPont™ Tyvek® products manufactured with DuPont’s latest flash spinning technology and
current manufactured DuPont™ Tyvek products, all the testing results meet the criteria of functional
equivalence and non-inferiority under the DuPont Validation Protocol.
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8. Test Validation
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The data collected in the research are in compliance with the test validation and evaluation criteria of
CFDA-Jinan Quality Supervision and Inspection Center for Medical Devices. The results and conclusions
only apply to the tested products. This center will not make further evaluation on the test results. All

procedures comply with the provisions of Administrative Manual of CFDA-Jinan Quality Supervision and
Inspection Center for Medical Devices.
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9. Original Records
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10.Quality Assurance Certificate
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This research project complies with the provisions o z@ﬁ'ﬁ’nmstratwe Marq@ of CFDA-Jinan Quality

Supervision and Inspection Center for Medical Devi
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