Disposable Isolation Gown

Yellow PP+PE EN14126:2003-AC:2004 Type PB6-B
AAMI Level 1 Disposable Isolation Gown
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Fujian Safetech Protection Co.,Ltd
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MANUFACTURER
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SAFETECH PROTECTION
Address:No.6 road east, Tieling industrialzone,Zone 1,
block 9 Jingxi town.Minhou county Fuzhou,Fujian province,P.R.China
Web:http://www.spsafetech.com
E-mail:infosafetech@spsafetech.com
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EU type certificate
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CERTIFICATE No. 20/2725/00/0161 Q

PPE TYPE GOWN
REF: ISOLATION GOWN SPFH-GL001

, Notified Body No. 0161 for the application of Regulation (EU) 2016/425 of the
uropean Parliament and of the Council of 9th March 2016, in which the essential health
d safety requirements that Personal Protective Equipment (PPE) must comply with.

CERTIFIES The Company:
Fujian Safetech Protection Co., Ltd
No.6 road east, Tieling Industrial zone, Zone 1, Block 9, Jingxi town,
Minhou county, Fuzhou

Fujian province, China

As a manufacturer




CERTIFICATE No. 20/2725/00/0161 \

N\

Has obtained EU TYPE EXAMINATION in compliance with what is stated in Regulation (EU) 2016/425 and in agreement
with the applicable test procedures and technical specifications

Destined to the protection of entire body of the user, except feet, hands and head., according to the following standard/s:
+ EN ISO 13688:2013 General Requirements.
+  EN 14126:2003/AC:2004 to protection against biological agents: resistance to penetration of contaminated liquids
under hydrostatic pressure (Type PB6-B).

The garment does not allow washing.

Having achieved the performance requirements specified in Technical Test Report Nn.!ﬂl‘ﬂCNﬂEBBUE and the PPE's
Technical Documentation. > ) |

Description of the PPE:
s Coat made in yellow non-woven fabric with an exterior laminated.

¢

The materials that form the PPE, are described in tec | report n® 2020CN0288UE.

The PPE is available with the following variants:
+ It can be manufactured in blue color.

It shall be the manufacturer's responsibility to provide specific information of this certificate and the tested levels of
protection.

The CAT. Ill PPE sha ed in conjunction with one of the conformity assessment procedures according
to module C2 or module D ibed in article 19 letter c) of the Regulation (EU) 2016/425.

Silvia Devesa Valencia
Laboratory Subdirector and Innovation

Date of issue of the Certificate: 19th of June 2020
Date of expiry: 19th of June 2025

J
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Technical[periormance

EU DECLARATION OF CONFORMITY

Manufacturer: FUJIAN SAFETECH PROTECTION CO..LTD
Address: No. 6 road east, Tieling industrial zone,Zone 1.block 9, Jingxi town, MinHou
county Fuzhou, Fujian province,P.R. China

We, the manufacturer, declare under our sole responsibility that
The device(s) ISOLATION GOWN SPFH-GL001

is compliance with what is stated in Regulation (EU) 2016/425 and in agreement with the
applicable test procedures and technical specifications.

Applied harmonized ENISO13688:2013
Standards, national EN14126:2003/AC:2004
Standards or other

Normative documents

The garment does not allow washing.

Having achieved the performance requirements specified in Technical Test Report No.
2020CN0287 and the PPE’s Technical Documentation.

Notified Body
(Name & Number)  AITEX, Notified Body No. 0161

Certificate number

Signed on: June 16, 2020 Place: Fuzhou, Fujian, China

FUJIAN SAFETECH PROTECTION CO.LTD
] L]
Signature(on behalf of the manufacturer) i—”’@]@i‘l—"——’ T

Authonized Signature

Name of authorized signatory: Liu Yulin
Position held in the company: General Manager
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Product Offering

Yellow PP+PE EN14126:2003-AC:2004 Type PB6-B
Disposable Isolation Gown

e A

10063359 Product description

+ 50 g spun bonded polypropylene disposable gown designed to
— « Provide auperior protection against cross contamination

g « High level fluid repellence
_ « Knitted cuffs,waist ties and Velcro neck closure
! SIZE INFORMATION
SIZE Chest(CM) Height(CM)
ONE SIZE 75 142
Product Isolation gown

StyleNO | SPFH-GL0O1

Fabric: Polypropylene (PP) + polyethylene (PE)

Material
Weight: 50gsm
Color yellow Blue
Sizing An appropriate size should be selected

EN 14126 EN 13034

TYPE 6B

Isolation gown
Anti-wrinkle

Anti-static
Against liquid splashes
Does not fade

Fabric and structure

Impervious Isolation Gowns — Coated Polypropylene
The Single Use Bilaminate Isolation Gowns are impervious and suitable for
procedures with high risks of exposure to fluids.
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Product Offering

SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN

altex

textile research institute

EVALUATION OF THE CONFORMITY ZUZQGNWJE

APPLICATION DATE
13/05/2020

APPLICANT

FUJIAN SAFETECH PROTECTION CO_, LTD
MNo.6 road east, Tieling Industrial zone,

Zone 1, Block 9, Jingxi town,

Minhou county, Fuzhou,

Fujian province,

China

IDENTIFICATION ANMD DESCRIPTION OF SAMPLES

REFEREMCES

ISOLATION GOWN SPFH-GL001

Anzciacdn da Inveeligacsin de B nduerie Tedl - CLF: G03E3E0

TESTS CARRIED OUT

-  OBSERVATIONS

- DESCRIPTION OF SAMPLE

- ESSENTIAL REQUIREMENTS

- BEVALUATION FOR EU TYPE CERTIFICATION

- CONCLUSION OF THE CONFORMITY EVALUATION

1117

AITEX - Plaza Emille Saia, 1 m.a’j:exes

E-03801 ALCOY {Alicarte) SPAIM infoglaitex es
Ted:#34 95 554 22 00
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Product Offering
2020CN0288UE @

DESCRIPTION OF SAMPLES
ISOLATION GOWN SPFH-GLO01

Coat made in yellow non-woven fabric with an exterior laminated.

The PPE is available with the following variants:

1 It can be manufactured in blue color. |

3T



Details

SAFETECH PROTECTION « DISPOSABLE ISOLATION GOWN
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Details

SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN




SAFETECH PROTECTION « DISPOSABLE ISOLATION GOWN




SAFETECH PROTECTION « DISPOSABLE ISOLATION GOWN




SGS

Test Report
FUJIAN SAFETECH PROTECTICON COLTD
NO.B ROAD EAST, TIELING INDUSTRIAL ZONE{1), JINGX] TOWN, MINHOU COUNTY, FUZHOU 350101,
FUJLAMN
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g el cuasiosss
Hyglnht?
SL52025245289101TX Date: April 28,2020 Page 1 of 3

The following sample(s) wasfwere submitted and identified on behalf of the client as:

Sample Description

Style No.
Composition
Sample Color
Manufaciurer

Sample Receiving Date

Testing Period

Test Result(s)

Test Performed

Signed for and on behalf of

{A)lzolation gown

SPFH-GLOO

(AY100% polypropylene
(Ayelow
FUJIAN SAFETECH PROTECTION COLTD

Apr 20, 2020
Apr 20, 2020 - Apr 28, 2020

Unless otherwise stated the results shown in this test report refer only to the
sample(s) tested, for further details, please refer to the following page(s).

Selected test(s) as requested by applicant

SGS5-CETC Standards Technical Services (Shanghai) Co., Lid Testing Center

(s (ar

Sara Guo (Account Executive)
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Test Report SL52025245289101TX Date:April 28,2020 Page 2 of 3

Test Result

Liguid Barrier Performance and Clazsification of Protective apparel and Drapes Intended for Use in

Health Care Facilities
(ANSIAAMI PBTD-2012)

Section 4.2.1 Water Resistance: Impact Penetration Test

(AATCC 42-2017)

As received

Weight of blotter gained (g) 1&# M 48

Area A

(Critical zone-front) 0.0 0.0 01 0.0 0.1
Area B

(Critical zone-sleeve) 0.0 0.0 04 g1 0.1
Area C

(Critical zone-back) 0.0 0o 0o 0.0 0o
Seam between areas ASB 0.0 0. 0.1 0.0 01
Seam between areas A&C 0.1 oo 0.1 0.1 oo
Seam between areas B&C 02 01 0.2 0.z 0.1

Remark:

1) Lewvel 1: all critical zone components shall have a blotter weight gain of no more than 4.5grams(g)
2) Level 2: all critical zone components shall have a blotter weight gain of no more tham 1.0 grama(g)
3) Level 3: all critical zone components shall have a blotier weight gain of no more than 1.0 grams(g)

Section 4.2.1 Water Resistance: Hydrostatic Pressure Test

(AATCC 127-2018; Hydrostatic Head; Rate of increase of water pressure:60mbar/min; temp. of distilled water: 21

“ C, fabric face side of water)

As received

Water Column (cmH:z0) i# o £ af 27
Area A

(Critical zonesfcont) 15.6 13.8 14.4 14.9 15.7
Area B

(Critical leeve) 14.1 13.7 13.1 117 14.2
Area C

(Critical zone-back) =200 =20.0 =200 =200 =20.0
Seam between areas ASE 115 14.9 12.8 10.8 12.0
Seam between areas ASC 13.4 14.8 13.0 11.8 13.8
Seam between areas B&C 10.5 145 13.1 12.1 137

Remark:

1) Lewvel 2: all critical zone compenents shall have a hydrestatic resistance of at least 20cmH:z0
2} Level 3: all critical zone components shall have a hydrostatic resistance of at least S0cmHz0
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Test Report SL52025245289101TX Date:April 28,2020 Page 3 of 2
Barrier performance of each component and final classification commended.
Impact prdrmtﬂr:: Resistance to
Penetration Test Bacteriophage Level Final
Test AATCC Phi-x174 classification
AATCC 42(g) 127(cmH:=0) ASTM F 1671
Area A (critical zone-front) 0.1 13.8 ! Level 1
Area B (critical zone-slesve) 0.1 11.7 ! Level 1
Area C (Critical zone-back) 0.0 =20.0 ! Level 2 L 11
Seam between areas A&B 0.1 10.5 ! Lewel 1
Seam between areas A&C 0.1 11.5 ! Lewel 1
Seam between areas B&C 02 10.5 ! Lewel 1

Remark:

1} The bamier performance of all critical zone components, including seams and points of attachments, shall be
determined. The classification of isolation gown shall be a number denoting the performance of the critical

zone component having the lower barrier performance.
2) Level 1: Impact Penetration Test-AATCC 42; <4.5g;

31 Level 2: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-8ATCC 127 220cmH:z0;
4} Level 3: Impact Penetration Test-AATCC 42: <1.0g; Hydrostatic Pressure Test-AATCC 127:250emH:z0;

3) Level 4: Resistance to Bacteriophage Phi-X174-A5TM F 1671: Pass.

Sample Photo

*End of Report™*
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SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN

Packing:

NON-STERILE

e 1PC per polybag
e 40pcs per carton
e Carton Mesaurement:55x37x23cm






