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CHINESE

MANUFACTURER
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SAF

SAFETECH PROTECTION
Address:No.6 road east, Tieling industrialzone,Zone 1,
block 9 Jingxi town.Minhou county Fuzhou,Fujian province,P.R.China
Tel :+86-591-8780 7888  Fax.:+86-591-8782 6099
Web:http://www.spsafetech.com
E-mail:infosafetech@spsafetech.com
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Company name: Fujian safetech prot

) T

Type: limited liability company (pri
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Legal representative: Liu Yulin
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Business scope Production for all kinds of woven, knitted clo i

fighter clothing, bags and suitcases , hats, gloves and other re

accessories; Wholesale and sale of gold ornaments; Manufact

protective masks; Manufacture of other medical equipment and

devices; Nonwovens fabric manufacturing; Other woven clothing manufacturing; ST ., B e_

Manufacture of other knitted or crocheted garments; Wholesale of toilet appliances; - ;

Nholesale 9«. groceries;.Internet. etail; Import and export of goods C chn a..%‘.u- T W e -iﬁ
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specified; _,\_m:SﬂmoE::m of sanitary materials and medical supplies; Sales of medical
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license
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The registered capital 8 Millions USD m
B3 H BB covswiodesn
Date of establishment: 2006-Oct-08 h__q
Ak A BR 2o6fEI0HORE ¥ 208F 00078
Term of operation 2006-Oct-08 to 2056-Oct-07 A
£ B mEeLEn T dedE
Address: (|
Tieling industrial concentration.area,Minhou count! A
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SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN

LEVEL 2 _ o A TUVRheinland®
Blue TUV LEVEL 2 Disposable isolation gown Precisely Right.

FO/A

10063359 Product description

« Polypropylene Gowns Offer Excellent Fluid

« Protection for Worry-Free Job Performance

+ Made from blue polyethylene-coated polypropylene material

« Gowns provide a high level of fluid protection

« Waist and neck ties ensure that gowns remain securely in place
« Available in open or closed back with Rib knit cuffs

SIZE INFORMATION

FREESIZE  Chest(CM) Height(CM)
SIZE 75 142
Knitted cuffs Ultrasonic sewing

Product Disposable Isolation Gown
Style NO SPFH-GL008B

Fabric:Multilayer SMS fabric,56gsm

Material Anti-static,Alcohol Resistant
Weight:35gsm
Color Blue
Sizing An appropriate size should be selected

Isolation gown

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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Products A Tl.','lUFlheinlandx’

Frecisaly Right.

Page 1of b
Report No.: 244242917a 001
Client: FUJIAN SAFETECH PROTECTION CO.LLTD
Contact Information: No.6 Road East, Tieling Industrial Zone,zone 1, block 9, jingxi town, Minhou
county

Contact Person: Peter Xie

Sampie Description as Declared:

Mo. Of Sample - One(1)

Product Description . Disposable Isolation Gown
Material . PP

Colour - Blue

Style Mo. . SPFH-GLO0BE

Country of Origin Do
Manufacturer's Name -

Appiicant’s Provided -
Care InstructionLabel;

Sampie Receiving date: 2020-06-03
Testing Period: 2020-06-03 to 2020-06-10

For and on behalf of
TUV Rheinland {$hanghai) Co., Ltd.

2020-06-11 Joyee Zhou [ Assistant Technical Manager
Date Name/Position

Sarmymie ffarmation & prowided by casfomer. Tast resull (& dvawn scoording v ihe king and extend of lsels parfommed
Thiz eaf rapord relalas 1o ihe above menfionad’ el sample. MEhow! parmission of the lest cander s fes! report g mof

permiied io be dupcated in extracts. THis fest mepo does ol entitie fo camy any salaly mark on IS oF Similar prooucts.
TUW Rheintand {Shanghai} Co.. Ltd_, Shanghai TUW Rheinland Building. Mo. 177 . Lane 777. West Guangzhong Road, Jing'an
District, Shanghal, 200072 P.R.China

Tel +85 21 6108 1183 - Fax +88 21 6108 1099 - Mail: senace-goituv. com - Web: wiw v com
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FProducts A TUUHhEInlandu

Precisely Right.

Test Report No.: 244242917a 001 Page 2 of

Conclusion:

Liquid Barrier Perdformance and

Clas=sification of Protective Apparel and &
Drapes Intended for Use in Health Care
Facilities (AMSY A4MI PBT0-2012)

MNote: P = Pass F = Fail
| = Inconclusive F& = Composite Fail
£ = No Comment - = Did Mot Perform

MiA = Not Applicable

Remark:*The resulfs shown in this test report refer to the samples tested only, unless othenwize stated. For
further details, please refer to the following page(s).

TuW Rheinland Ehm%hg.&:u Ltd_, Shanghai TiV Rheinland Bulding, Mo. 177, Lane 777, West Guangzhong Rioad. Jing'an District,
Shanghai, 200 P.H.China
Tel +36 21 6108 1188 - Fax +86 21 3108 1062 - Mail: senvice-gof@hv.com - Wieb: www. huv.com

07



Products

A TUVRheinland”

Precisely Right.

Test Report No.: 244242917a 001 Page 30f 6
Material List:
Material Mo. Material Color Location
MO0 Whole Product Blus Dizposable |solation Gown

TV Rheinland -jﬁhﬁhéﬁf:n. Ltd., Shanghai TUW Rheinland Building, No. 177 , Lane 777, West Guangzhong Road, Jing'an District
R.China

Shanghai, 200072

Tel +86 21 6108 1188 - Fax +B6 21 8108 1082 - Mail: service-goi@uv.com - Web: v, tuv.com
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Prod .-
rodueE /A TUVRheinland®
Precisely Right.
Test ReportNo.: 244242917a001 Page 4 of 6

1. Liquid Barrier Performance and Clagsification of Protective Apparel and Drapes Intended
for Use in Health Care Facilities (ANSI/ AAMI PBT0-2012)

Section 4.2.1 W ater Resistance: Impact Penetration Test

Test method o AATCC TM 42-2017
MO01
Az Received Weight of blotter gained (g)
Specimen 1 2 3 4 5
Area A
(Critical zone-front) 0 0.2 0 0 0
Areab
{Critical zone-sleewe) 0 0.1 o 0 0
AreaC
(Critical zone-back) 0 g 0 g 0
Seam between areas
AZB 0 0 0 0.1 0
Seam between areas
MRC 0 0.1 o 0 0.1
Seam between areas
BAC 0.1 a o 0.1 0
Lewel 3 3 3 3 3
Remark:
1) Lewel 1: all critical zone components shall have a blotter weight gain of o more than 4.5
grams(g)
2} Lewvel 2: all critical zone components shall have a blotter weight gain of no more than 1.0
grams{g)
3} Lewel 3: all chtical zone components shall have a blotter weight gain of no more than 1.0
grams (g)

Section 4.21 W ater Resistance: Hydrostatic Pressure Test

Te=st method o AATCC TM 127-2018
Tested side . Face
Water condition 21 °C distilled water
Gradient ;B0 mbar’min

MOO1
Az Received Water Colummn (embBR0)
Specimen 1 2 3 4 5
Area A =50 =50 =50 =50 =50
{Crtical zone-front)
Area B =50 =50 =50 =50 =50
(Crtical zone-slesw)
AreaC =50 =50 =50 =50 =50
{Crtical zone-back)

TeW Fheinland (Shanghai) Co.. Ltd., - Shanghai T oV Fheinkand Building. Mo. 177, Lanae 777, Wes GuangzhongRoad, Jing'an
Disrict, Shanghai, 200072 P.R. Chira
Tel #3821 6103 1188 - Fax +88 21 6108 1090 - Mail: service -go@tuv.com - Web: www tuv.com
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Products

A\ TOVRheinland®

Precisely Right.

TestReportNo.: 244242917a001 Page 5 of 6
Seam between areas =50 =50 =50 =50 =50
ALB
Seam between areas 364 415 401 =50 0.1
A&C
Seam between areas =50 =0 =50 =0 =50
B&C
Lewel 2 2 2 3 2
Femark:

1)} Lewel 2 all critical zone components shall havwe a hydrostatic resistance of at least 20 cmH 0
2) Lewel 3: all critical zone components shall have a hydrostatic resistance of at least 50 cmH0

Barrier Performance of Each Specimen and Final Classification Commended

Levwel
Impact Hydrostatic | Resistance | Resistance
e Penetration Pressure to to synthetic . . Final
SPECIME | Test AATCC | Test AATCC | Baeteriopha | blood | “ oo™ | Classificatio
42 127 ge Phi-x174 ASTM ]
ASTM F1670
F1671
1 3 2 / HiA Lewel 2
2 3 2 / MIA Lewel 2
3 3 2 / HiA Lewel 2 Level 2
4 3 k] 7 HiA Lewel 3
5 3 2 / HiA Lewel 2
Remark:

The bamier perfiormance of all critical zone components, including seams and points of attachments
shall be determined. The classfication ofizclation gown shall be a number denoting the
performance of the crtical zone component having the lowser bamier perfformance.

Level Test Requirement
1 AATCC TM 42 =4.5q
2 AATCC TM 42 =1.0g
AATOC TM 127 & 20cmH:z0
3 AATCC TM 42 =1.0g
AATOC TM 127 z S0emH:z0
4 Drapes and Drape Accessores: ASTM F 1670 Pass
Surgical and the Protective Apparel: ASTM F 1671 Pass

MiA= Mot applicable.

TuW Fheinland (Shanghai) Co., Ltd., - Shanghai T o Rheinkand Building, Mo, 177, Lane 777, Wes GuangzhongRoad, Jing'an

District, Shanghai, 2

72 PR Chira

Tel #88 216103 1188 - Fax +88 21 3108 1080 - Mail: senvice -gofiituv com- Web: v tuv.com
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Froducts A TUVRheinland”

Precisely Right.

Test Report No.: 244242917a 001 Page 6 of §

Sample Photos

Front Back

-END -

T Riweinland Shanﬂhaijl Co, Lid.. Shanghai TOV Rheinland Building, No. 177 , Lane 777, West Guangzhong Road, Jing'an District,
Ehanghai, ‘.'!III-ITSZ P.R.China
Tel 436 21 6108 1188 - Fax +86 21 8108 1082 - Mail: service-gof v com - Web: v, tuv.com
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General Terms and Conditions of Business of TOW Rheinland in Greater China
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AN

SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN

Classification Name:NON-SURGICAL ISOLATION GOWN

Registered Establishment Name:FUJIAN SAFETECH PROTECTION CO., LTD
Registered Establishment Number:3016666730

Owner/Operator:Fujian Safetech Protection Co Ltd

Owner/Operator Number:10063359 ||E|)A_\

Establishment Operations:Manufacturer 10063359

T Health & Human Services

Follow FOA | En Fspaiinl

W U.S. FOOD & DRUG I

ADMINISTRATION

Home | Food | Drugs | Medical Devices | Radiation-Emining Produets | Vaceines, Blood & Blolagles | Animal & Versrinary | Cosmatics | Tobaces Products
& it Ay

Establishment Registration & Device Listing

8 FDA Home @ Medical Devices @ Dalabases i nd
herw Search Back To Seasch Results
Classification Mama: MON-SURGICAL ISOLATION GOWN
Product Gode: QEA
Device Class: 1
Regulation Number: B73. 4040
Medical Specialty: General & Plastc Surgery

Registered Establishment Name: ELWIAN SAFETECH PROTECTION CO, LTD
Registered Establishment Number: S0TEGEETI0

Owner/Operator; Fujian Safetech Proteciion Co Lid
COwner/Operator Number: 10083350
Establishment Operations: Manufacturer

Page Last Updated. 050412020

MNate: If you need help accessing mformation m different e formats, see Instruchons for Downloadeng Viewers and Players

Language Agsistance Avaiable: Espanol | BRI | Tidng Vigt | T 20 | Tagaiog | Pycc | ix =3 | eyt Ayisyen | Frangais | Polski | Portugues § takiana | Dewtsch | B30 |
=44 | Envglish

Accessibilty Contact FDA | Careers FOA Basics | FOIA No FEAR Act Nondiscrimination Website Policies

U.S. Food and Dmg Administration e T e # US. Department of Haaith & Human Services
1}:@1}3 '-:er Hamp-:',hure Sovene AdViSary Coammitiies
ﬁ“;r ggﬂnl;ﬁFgUFgﬁtaBBS 4B 5332] Scmnce L Hosearch
Contacl FDA Regulatory infcrmation
i Saloty
USA.go - u ﬂ ﬁ i = Emergency Preparedness
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&, (& /ONE STZE)
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H O 05 E AEeE

Joint Declaration of the Exporter and the Importer

7 i 4 AR Fa | PEERFRAKE (OB OBRD) | £&#
(EHE. B9 H At (8 4 Aot 4 B Importing | Producer
Product Name Product | The Name of Quality | Country/Region

(including specifications | Quantity | Standards of China or

and model) the Foreign Country
B A — & By 4 I | 500000 | GBT 19082-2009 (K UK LAl W1 s A
Disposable protective | 500000pc FHE AT 2 )
coverall 5 Fujian Safetech
5-3%L Protection CO.,,
EEELESS Ltd
Non-sterile coverall

| g ok 0 Ak e S A LR AR O E AR
B GRA®E), BRSSO IR = Sk AR, 0 5 Rt
VU= 8 R AR A A 0B GBI 3 & R AR R ER,
HHANER LR >8R IR,

exporter and the importer hereby confirm that the above products are compliant with the

\gxgualim standards of China/ Uquality standards of foreign country (please tick the box) and

the quality standards stipulated in the agreement between the parties. The importer shall
guarantee the product quality standards stipulated by the agreement are compliant with the
quality requirements of the importing country/region, and shall confirm it has accepted the
quality standards of the above products,

B0 FREERKBBVAEFEHEPRATEAZ, ICUER
R, #RFE=FFTHATFRE, ICUEARA%, mEHDFR
FoABR. 9. REFYUERFLY, Hoxy, 2F FFRAHE
R,

The importer shall commit to strictly abide by the agreement and not use the coveralls it
purchases for surgical and ICU medical purposes and to warn any third party against using the
coveralls for surgical and ICU medical purposes. The exporter or the producer is not liable for
any losses caused by the inappropriate use, maintenance or keeping of the face masks by the
importer or any third party.

AER—AHR, KAE&H—1H4,

This declaration is made in duplicate, one original for each party.

% -.':‘.'. :1:: ‘El:-:r"‘:\:.;__,
Syt d &, e
o (SEE)

(il i3 #oy EF)

fﬂii_;!urt?‘l: {EF.I}::'LJ: Importer (Signature)
2% P g £ A H
= Day/Month/Year

. )’

!
i f
':'."Aﬁ-",l
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SAFETECH PROTECTION ¢ DISPOSABLE ISOLATION GOWN

Packing:

NON-STERILE

e 1PC per polybag
e 40pcs per carton
e Carton Mesaurement:55x37x25cm
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Safety Glasses Medical Use Surgical headwear
I - [ E:
¥
L .l___ LAY
| 1 b
i I | Fu | e i :
I | y
1 \ -
[ |
| [
(7]
! 1|
Surgical gown Protection coverall

o
(-? i,
B |

Isolation gown

H e

Shoe cover Medical disposable nitrile gloves Mask
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For more information, please visit:
www.spsafetech.com

Call +0086-13906919833
Call +0086-18605084833

E-mail:Pavul_liv@spsafetech.com

Call +0086-15980223811
E-mail:eurosales@spsafetech.com

& Soundpond

Technical performance

SOUNDPOND INTERNATIONAL CO.,LTD
FUJIAN SAFETECH PROTECTION CO.,LTD
GREAT UNION GARMENT MFG.LIMITED

SAFETECH PROTECTIONIsposable Protection

Address:No.6 road east,Tieling industrial zone,Zone 1,

block 9 Jingxi town.Minhou county Fuzhou,Fujian province,P.R.China
Tel.:+86-591-8780 7888  Fax.: +86-591-8782 6099
Web:http://www.spsafetech.com
E-mail:infosafetech@spsafetech.com

www.spsafetech.com

C€

FID/A

10063359



& Soundpond

Technical performance

SOUNDPOND INTERNATIONAL CO.,LTD
FUJIAN SAFETECH PROTECTION CO.,LTD
GREAT UNION GARMENT MFG.LIMITED

www.spsafetech.com c E |,'=_D| YAS

10063359






