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IS0 13485:2016

Jmmmmm

CERTIFICATE

No. Q56 102732 0001 Rev. 00

Certificate Holder: Jiangsu Huayuan Medical
Technolegy CO., LTD.
Mo 38 Nanzhuang Road, East New District
224249 Dongtai City, Jiangsu
PEQPLE'S REPUBLIC OF CHINA

Certification Mark:

Scope of Certificate: Design and Development, Manufacture and Distribution
of Disposable Medical Examination Glove

Standard(s}): 150 13486:2016
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Regulatory Authority(ies):  Australia TGA, Brazil ANVISA, Health Canada, USA FDA,
MHLW / PMDA. See attached for listing of specific
regulatory requirements.

:

=F
1

A AH

The Cestification Body of TUV SUD America Inc. cedtifies that the quality manegement system of the
manufacturer listed above has been audiled against the stated criteria and found o conform to those
critaria for the scope of certification listed. Validity of this certificate can be obtainad by wisiting the
wabsite https:fwww tuivsud comfen/services/product-cerificationips-cert

=]

TUW SUD America Inc. is an MOSAP Recognlzed Auditing Organizaton

Maneger, US Cerification Body,
Madical and Health Services

*

L

|_

=T

e DUNS No: 56-045-6236

E Effective Date: 2020-03-13

f—

= Expiry Date: 2023-03-12

L

=]

* Page 1of 2

E Date of Issue: 2020-03-18 [ . r
W =

= LI\LJ".'!‘T':“-':'

w { Tina lsraed }

j—

=

il

I~

T S0 America Inc. = 10 Cenlennial Drive Ste 207 < Peabody, MA 01980 USA «www tuvsud com
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202062 INTERNAIONAL TRADING Co._ Ltd
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This is to certify that the Quality Management System of

Jiangsu Huayuan Medical Technology Co., Ltd.

Unified Soclal Credit Code : 9132098 16993963503 M
Operation Address : No.36, Manzhuang Road, East New District, Dongtai City, Jiangsu Province,
China

Registored Address : No.36, Nanzhuang Road, East New District, Dongtai City, Jiangsu Province,
Chana

applicable to

Manufacture and sale of PVC disposable medical examination gloves(within the
scope of the registration certificate)

has been assassc e regisiered by NQA agains he provisons of

1S0 9001 2015

“This registration is subject to the company maintaining & quality management systen, 10
the above standard, which will be monitored by NQA.
Cestified Clients shalfaeospt whﬁdm s validity of g shall be
 maintained for the positive result of

The information of this certificate can be checked on CNCA's website (www.gnea.gov.cn)
CENOA's website | wwWSIga.com.on i

c&:irmaﬁiﬁy 42038 )
A

Dute: = 16May2016

Reissue Dafes 04 September 2018
Valid Until: 04 September 2021
EAC Code:
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T o ol o LIHCAS A Rolgark |racicsni it i Fege of (hose scivies coveeeed Ty B sooreditrinn ceioss home D08 e By MOA
MHGA W & reding seme of WO Canticaon Limied, Fegisineon Me 08331758 Regrested (0% Warweo o, Houghios, Hall Park, Houghion Rege, Dunatabie. LS S50 L
T Lprtricmin m the procesty of MOA and musi be refamed on negues]
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NQA CE
93/42/EEC
{
Compliance Report
Applican: Jiangsu Huayuan Medical Technology Co., Lid |
Address: Mo.36 Nanzhuang Road, East New District of Dongtai City, ‘
224249 Jiangsu China
Product: Gloves, Exarmination Treatment |
Type: 11882

Product Classification:  Class |

The submitted technical files including test report of the sbove products have beea ‘
reviewed against the self declaration requirements of conformity for CE marking

uccording to Annex | & VII of the 93/42EEC Medical Device Directive (including
mu'.'mc:

- ol yr

Thnmwmﬂtuﬂf:lﬁhm:dﬁhsmﬂmmpﬂﬂwppmﬂhs:ﬂdummfmm .

devices listed immmmnmwmmﬁ]umme anmex. of this report

Eudshuuldh:um:diog:dm
| |
J
Where the mufa:mm:ﬂix‘:theCEm:img 1o the pru&mhstndlhy musi ensune

that all the mquffmm nt‘lhcwurEL directive(s) hnundcam?um be met.

1 J |
l mlsreponumanuﬂﬁuu:nrmu&umty ! |

| | . | e
'
I T et |

No.02822 | ST e
Initial lssue Date: 6 Feb 2018

Touy (hea 2

Cieneral Manager  (Signature)

Thin repert i tha property of NOA #nd shouid ba retumad o RHOA upon megaest.

SUZHOU HUAZHIYUAN

Y _F-
2020-6-5 INTERNAIQNAL TRADING Go. L d
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SATRA
EN 374-1-4-5

{"

Iasued ta: Sange Huswan Mediesl Teehnalogy

SATRA L

Eas1 New Distriel Dongla City

TECHMOLOGY JFangsu Pavings
224249

China
Mothed Bady: 2777 SATRA custormer number: P 1863

EU Type-Examination Certificate

Certificate number: 2777/11771-02/E00-00

This EU Type-Examination Cenificate covers the fallowing product group(s) supporied by iesting to the relevant
standardsftechnical specifications and examination of the wchnical file documentation:
Fatlowing the EU Type-Examination this product group has bean shown to satisfy the applicable assantial health and
salely requirements.af Annex || of the PPE Regulation (EU) 2016/425 as a Calegory Il product.

Product reference: Dascription:

HY018-01 Five finger disposable Powderad vinyl Gioves
HY18-02 Five finger disposable Powder free vinyl Gloves

Sizes: Classification:

EM IS0 374-1:2016/ Type C Lavel EN 374-4: 2013 Degradation %
BXS Sodium hydioxide 40% (K) i 435
TS
BN EN IS0 374-5: 2016 Level
aiL Pratection against bacteria & Pass

fungi
YO Pratection against vinuses Pass

Stan dards/Technical 5 appled:
EN 150 374-1: 2018; EN 150 374-5:2018; EN 420: 2000+A1: 3009

Tedhnical reportafApproval documents:
SATRA: CHTOZTI334/1 B200ENA CrAflssue?, CHTOETI334/M BXWENL C/Bftssue?, CHTO2 33341 B20GFT, CHT02T3334/1829,
CHMOZTT I8 B4 G

Signedon behalf of GATRA;  © e Buennan Anita Brennan Gl Geoff Graham

Date first lssued: 180472019
Date of lssue:  201/2015 Expiry date: 1801/2024

\-_ Paga 1602 _.,."I

SRTRA, Tk v ixy o Lirval il B cibinen i Bl s Pranvh. Oloriome. D198 W00 P Pl Bl o v e

SUZHOU HUAZHIYUAN

2020-6-5 INTERNAIDNAL TRADING Co. Lid
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— FDA-510K ——

Fiscal Year 2020
CERTIFICATION OF REGISTRATION

Thiis cetifies that:

MANGSU HUAYUAN MEDICAL TECHNOLDGY CO., LTD.

o 36 Nanshuang Road, Exst New Distriel of Dongls City,
Dorgta, liangsu, 224200, CHINA

has complated the FOM Estabiidvment Regittration (a5 manufaclurer and {orsgn
exporter | and Dedce Listing with the US Food & Dirag Adminitration, through

The Dwwiner/ Opirator Number for his Registration i 10059981

Dedee Listing &
Listing Ne Code | S10KNO. Durvice Narme
wz | mrosis T T p———
17 | maiest iyl mateer ez tian Sha e
wZ | aoze: Wirmyl patiertt camination gl

ABmed will confirm that such regiitration remaing effective upon requedt and
presentation of this certificate untll the end of the year stated above, wilets sid
reg st ration & terminated alter Bauance of LHs cenilicate. ARmed makes no other
representations of warranlies, nor does this cenificate make any representations
or waraniss 1o any pericn or entity other than the named certificate holder, for
wiode sole benefit it & igued. This cenificate dosd nol dendte endorsement o
approval of the cenificate - holder” § device or establishment by the ULS Food and
D ug Administration.

Afmed ssumes no Rability to any person or éntity in connection with foregoing.

Dt e of verification: Now 19, 2009

Date of expiration: Dec 31, 2020 '-.-'—-_II

4 OFFCE 35 0 | )(

TELOMSH S0 DL Boyk Wing Ponelles MEOTTRT ilo@uutddoon.ca e -
ABMAED SERICE B i

2 S B Jearss, Sultis A Bkt oo, COVLISA BOEY

SUZHOU HUAZHIYUAN

INTERNAIONAL TRADING Go. 41d ol

2020-6-5
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HFERSGS
EN 455-1-2-3

SGS s ﬁ\s WL,

LAY AR N

o]
. TEETING
s w CHAS LOGD4
Test Report Mew: QOHLI0DS003387MD_EN Date: JUM.0Z,2020 Page: 1 of §
Clisnt narme © JIARGSU HUAYLIAN MEDICAL TECHNOLOGY CO., LTD
Clinnt address ¢ ND.36, NANZHUANG ROAD, HIGH-TECH INDUSTRIAL
‘DEVELOPMENT ZONE OF DONGTAI CITY, 224240 PIR. OHINA
Sample Besorpticn” ¢ VINYL EXAMIMATION GLOVES
Lot Ne. ¢ NOT PROVIDED
Lot Size ¢ NOT PROVIDED
Sampee Cuantity .

A5 above test ilemand its relevant infarmation regarding te the submission are provided and confirmed by
e apoScant, SG9 & nol lighle o ethar the lestitem or e relevant mformation, i lerms of the accuracy,

suilablity, reliability or/and integrty eccordingly,

Sampla Recewving Data £ MAY.08 2020

Final Information Date o JUND1 2020

Tast Performing Dete T MAY.D8 2020 TO JUN 02,2030
Tesi Requestad

1. BS EMN 455-1:2000 Medical Gloves for Bingle Use — Part 1: Reguiremants
and Testing for Freedom from Holes {Clausa 5.1)

2. BSEN 455-2:2016 Medical Gloves for Single Use — Part 22 Requiremants
and Testing for Physical Proparties (Clause 4.2, 4.2, 5.2 5.3)

A: BS EM 455-3:2015 Medical Glovas for Singla Use < Parl 3: Requirameanis
and Tasting for Biokogical Evatuation (Clause d4.4)

B gtk o fowse s oo

SUZHOU HUAZHIYUAN

INTERNAIGNAL TRADING Co. Lid

Pass

Paes

ml-udilhll ikge ooi mﬁnmﬁ% : rd
Mlmnmmhglhﬂrnw werl O s anmactian dosumeris. Thin dovumnan oatnsl b repraduced
edilbocioad ako o, Fedeiiration of ite corlesi
Tt ol e Bacans o RIsnCR Bf SrTexiney ¥ B DAemcsind 1o tha o ird 19 Thk b =
£
I iB5348
35 o, o 1L s e, Lasostn D, g, e 1 11 SRR G
| (0057 SHOUIRN T [E6-SRZTBMOO1RES Ll

Pminbese ol #v 355 Qroup (205 54)
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LAY AR N

HFERSGS
EN 455-1-2-3

shi 2 e
' % CNAS o»
: gl

TESTING.
i CMAS L
)<
Test Report Mo QDHLZ00E003987MO_EN Crate:; JUN.02,2020 Page: 2 of §
Ramark; - Unless alhersiss stated tha resulls shown In this test report rafer only to the samplais) tested. This
F document cannot be used for publlicity, without price written approval of the SG3.
SG5-CETC Standards
TechnicabSenvises (Dingdas)
Jesnio 6
-~
) ( Jossica Gao i?
B - Appeonied Signatory A
"y
¥
N
i lmenliy B
m&ﬁﬂum. Ty e I
s GH-I.IG MU‘HM""'#WJ“ y ‘h.
e m"&wm i ....Mmm e e i
o] r385349
| 5 o, M. 141, P, s T, Ve, Coies 26831 s iz 2
SEER | (p-Ae HEEEG ke i imai
Mt ol the 5G5 Group (BGE 84)
3020-6-5 SUZHOU HUAZHIYUAN

INTERNAIGNAL TRADING Co. Lid
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SGS

Test Report

Test Conducted:

LAY AR N

HFERSGS
EN 455-1-2-3

A
WEEL

Nou ODHL200800398TMD_EN Dratr: JUMN.OZ,2G20 Page:3of 5

1. BS EN 455-1:2000 Madigal gloves for single use — Part 1: Requiremsnts and tasting for

1 freedom from holea
Mumber of test smple i | 200 Piecas
| Mumber of non-conforming goves | ¢ |0
Clauge  Tesllems Bemull
5 Watertightness lest for detection of holes -
6.1 Raleras t2ating Pass {5ea note 1]
Sample quantity: 200pos, AQLH.6, AT, Recd, Found:0.
Mot 1 The sampla selecting amount for This cavse & devigied b 200 pos a5 sssessad
by SG5.
2. BS EN 455-2:2015 Medical gloves for single use — Part 2; Requirements and testing for
physical proparties E
Numiber of t=5t sampls =| 36 Piaces: =
Typa +| Ewaminationigrocadtire gidves ) }
{eira o Examination'procedurs ghowves: M 7‘“
Clause TestlHeme Eesull }'\
4 Dimeansions e
4z Length Paps {Ses result 1) af
43 With Pazs (Soo resufl 1) —
4 5 i - -
3 5.2  Force &t break Pg'ﬁﬁsn residl 2)
. 63 Force al break after challenge tasting Past |Sea resull 2]
- i pla mmuhl:-iﬁpm .:L-Limhrt- —-1 e Carmpary bsje ﬁw:rﬂﬁm m‘
_'.'.‘_1"—‘ v '}'-'; o ) ﬁ:’uibu A mullbﬂu ] han o : e A
i LA Mﬁ:m\hln o heraen " Ihl.'-wm‘nrn R T L ““Dﬂ'lﬂd Iﬂ-l-g.ﬂ&‘ll:!:
~— * -r- Em"ﬁ:m‘gm pg- HE Tgww i ot urreacicn EUELTALL THY dscinane “mr?-mm
o BEEEOHE e i TRAS e a8 WPISReEI] Sl CeTomnce ooy M PeemecLInt 14 Won Teiad! ATGAE 1) 1H Fom oy
T|:___‘_-|:|::|.j.'-|.i.15r'|l.l.l ) : 7386350
: S50 Comier Mo 543, Drhon Sned, Liscafes v, Covebs, G EEH m
Ll i il i & Mt am
amber ol s BES Group (BA5 8h)
SUZHOU HUAZHIYUAN

INTERNAIGNAL TRADING Co. Lid
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HFERSGS
EN 455-1-2-3

{
TESTMG
CMAS LOE

S6S @@=

Test Report M. QOHLZ00G00306TMO_EN Date: JUN.OZ,2020°  Pagei 4 of 5
Result 1: Dimensions
Slza [7]
o Maai. Length (mm)] Wit {mem)
< 1 244 B
0 vd 247 Bg
] 246 a5
3 4 266 T
<] 257 94
[ 248 oA
7 248 a7
=] 252 95
g 245 a8 y
o s w C
n 245 a5
12 253 5
13 it &7
Slandard requiremsnt o 8510
Median valug o5
Result 2 Strength _ P
Sizs W fi’g SF
Force at braak (M) L 4 I
Bafors aging Afier eging 1
No. ) ‘M. i
1 57 1 4.1 w
2 D F- 40 w, b
3 58 3 48 s
4 &8 4 50 =
3 5 5.7 5 40
: & 5.9 [ 4.5
= T 5T T 50
B 5.4 B 4.3
9 46 ] 4.5
10 4.8 10 4.4
1 63 11 4.2
12 58 12 39
13 53 13 6.¥
= “Blarsdand” Standard o L
i requirement =35 requiirement @'E
Medlan valug BT Madian valun 48

et i S

wntd 0 1k irarasiclian socamenis, This oo v
. Ay UEUacaEd @ 3 =

il i Plardifs frwip D P Had b s L Been moant o P18 low,

U g i g a0
Mambar of the 555 Groog (BG5S 54}

2020-6-5 SUZHOU HUAZHIYUAN
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EN 455-1-2-3
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SGS

Test Report Mo QDHL200S003867MD. EN Dt JUM.O2,2020 Page: 5 of &

1. BS EN 455-3:2015 Medical gloves for single use — Part 3: Requirements and tasting for

blaloglcal evaluation
| urrer of et sEMpis : | BPiecas
| Firishes of gloves Powdered-fres gioves othar than surgeon's gloves
Clause  Josiltemg Feesult
4.4 Powder-free gloves Pass (Bee note 1)

Mals | 1 Test according te EN 180 211712008, the average mass of powder par glove is
” - O.18mg. (Requirement S2mg far powder-lrea glove)

Remark: The declaration of conformity is only based on the sciual value of laboratory activity, measwament
mﬂmnh‘ of thie results not take into scoount.

Sample Photo:
Recaved Sample

Y ENe

SGS aulhenlicate the photo on original report onby

*End of Repor™"
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IBIRSGS
EN 455-1-2-3
Test Report Mot SHHL1E02007706MD Date: MAR. 26,2018 Page:tof 7

HUAYUAN INTERNATIONAL HOLDING LIMITED
NOL26 NAMNZHUANG ROAD, EAST NEW DISTRICT OF DONGTAI CITY, 224249 P.R. CHINA

Thea following sample(s) was’were submiied and identified by the dientas:

Samge Descripiion T VINYL EXAMINATION GLOVE

Side No. ol '

lem Mo. : POWDER FREE

Manufachrer S HANGEU HUAYUAN MEDNCAL TECHNOLOGY CO., LTD.
Samge Receiving Date - FEB. 08, 2018

Tesfing Period : FEB. 08, 2015 TOMAR. 26, 2015

Test Performed : SELECTED TEST(S} AS REQUESTED BY APPLICANT
Test Requested 1. EM 45512000 MEDICAL GLOVES FOR SINGLE USE-

PART 1:REQUIREMENTS AND TESTING FOR
FREEDCOM FROM HOLES
2 DIMENSION {EN 4552 2015 MEDICAL GLOVES FOR
SINGLE USE- PART 2. REQUIREMENTS AND
TESTING FOR PHYSICAL PROPERTIES CLAUSE 4}
3. FORCE AT BREAK (EN 455-2: 201 5 MEDICAL
GLOVES FOR SINGLE USE- PART 2REQUIREMENTS
AND TESTING FOR PHYSICAL PROPERTIES CLALISE
£.2)
4. POWDER-FREE GLOVES (EN 455-3: 2015 MEDICAL
GLOVES FOR SINGLE USE - PART3REQUIREMENTS
AND TESTING FOR BIOLOGICAL EVALUATION
CLAUSE 4.4}
5. PROTEINS, LEAGHABLE (EN 455-3: 2015 MEDICAL
GLOVES FOR SINGLE USE - PART3RECUIREMENTS
AND TESTING FOR BIOLOGIGAL EVALUATION
CLAUSE 4.5)
Test Re sult(s) : FOR FURTHER DETAILS, PLEASE REFEA TO THE
FOLLOWING PAGE(S)
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+ . SGS

2020-6-5

IHERSGS
EN 455-1-2-3
Test Report Mo.: SHHL 1202007 T0EMD Dot MAR 26,2018 Page:2of 7
Conclusion ‘ THE SUBMITTED SAMPLE MET THE TEST
REQUIREMENT.

Signed for and on behalt of
SGS-CETC Standards Technial Senices (Shanghai) o Lid.

nl

Medody Zhang
Authorized Sgnatorny

Rl
i
i i
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E Marierof tha BB Groap (505 54
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2020-6-5

IBRSGS
EN 455-1-2-3
Test Report Ho.: SHHL1802007706MD Date: MAR. 26,2018 Page:3of 7

Test Conducted:
1. EN 455-1:2000 Medical gloves tor single use —part 1 : Reguirements and tesing jor treedom from holes
Mumber of ledt sample ¢ 200 pcs
The type of gloves 1 Ezaminaton glowve
Manudscturing baich code !
Baichske fi b
Sample size M
Number of non-confoming gloves  © Opc
Dedects dosenved betore t2sting 1 Nodedect
Test Result ! Pasg
Clauzsa Test liems Result Note
5 Waleighiness testlor delection of holes — -
51 Refeme testing Pass w1

2. EM455-2: 2015 Medical gloves for single use —part2: Reguirements and testing for physics | properfies.

Mumber of test sample ;26 pos

Type ! Examinafion glove

Manutaciuring baich code i |

Sre M

Defects observed before tegting : Mo dedect

Teat Result : Pass

(lawse  Tesf liems Resut Nate

4 Diimen siong Paszs w2

52 Farce at break Pess 3

bR - R I LT
o R i ST
Baniar of T 508 Groap (305 58,
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IBERSGS
EN 455-1-2-3
Test Report No.: SHHL1802007T06MD Date: MAR 26,2018 Pagedof 7

3.  ENa55-3: 2015 Medical gloves for single use—Par 3: Requirements and tesling for biclogical evaluation

Mumber of test sampiz 1 15pes

Finishes of gloves :  Powdered-fes gloves other than surgeon's gbves

Delects observed baforne tesling : No defect

Test Result . Pass
Clame  Test lems Result Mo
4.4 Poweder-ree gloves Pess i
45 Proteins, leachable - w5

Naote:

1. Ses moult 1.

2. Ses moult2.

3. Sesmsull 3

4. Test acoording 1o EN 150 211 71-2008, the powder of glove was 0.52 mg < 2.0 mg.
5. See msult 4, no Bmit velue in standard EN 455-3: 2015.

s ) ' e i T =
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IBRSGS
EN 455-1-2-3

Test Report Mot SHHL1E02007 050D Datke: MAR 26,2018  Pape:Sof 7

Test Results:
1. Watertightness test for detection of holes

Samge Ouentity: 300 pos.

AQL: 15 Accept 7 Reject: &8 Found: O
Remark: The sample selectng amount for Walertighiness fest for delection of holes is deviated 1o 200 pcaas
socessed by 565
2. Dimensions
Samge Ouantity: 13 pes
See M
Length (mm) | 250 | [ 25 ] [ =0 ] [ 248 ] 'F|&H!I|24?| [ 250 [ 250
Widthfmm} | 86 [ 87 [ & | [ 26 ] [ o7 s & [ &7 [ 86 ] =6
Median value:
Length (mm): 250
Width (mm): 88
Regquirements: ses table 14 2
Table 1 Dimensions for surgical gloves Table 2 Dimensions for
examinationjprocedure gloves
Sks Madian length Median width See Median length | Medianwidih
in mm in mm inmm inmm
5 =280 6744 Extra smal =80
55 =250 Ta+4 Small 8010
[ =260 TTLS Medium =240 a5+ 10
65 =260 8345 Langa 110+ 10
T =270 8545 Extra Large =110
75 =270 8545
] =270 e te
85 =280 108 +6
] =280 iMte
a5 =280 121 86
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IBRSGS

EN 455-1-2-3

Test Report o SHHL 1802007 706MD

3. Strength

Sampl= Quaniity: 13 pes

Date: MAR. 26,2018

Page: g6of T

Ske

Fore &t
break (H)

3.t|3.ﬁ|4.4|32|3‘.4|3.G|3.ﬁ|3.§|$.5|3.9|3.?|4ﬂ|3.6

Median valus:
Force at break during shelf ife (M) 3.6

Reguirements: ses tehis 3

Table 3 — Median values ol lorce 8l break

Fores al break

according to 5.2 and within 12
months of manulscture lested
according to 5.3

in Mewion
Surgical gloves “E":.;r.l-ﬁ.naﬁum‘pmuduu gioves
i b £
Throughowt sheif life tested z 8.0 z80 z 36

&} Requbsments fof 8l surglcsl ploves

Patviyichignice, polysiyiens)
¢ Requiremants for giooes rade from Sermapiastic metenais (eg.

by Requiremsanis far ail exsminabon gloves: sicepd gioves mada from  thermopinstic malsnals [eg

polyvinyichiands, polmesryiens).

4. Proteins, leac hable

EXTRACTABLE PROTEIN CONTENT
Ref. EM 455-3:2015

PROTEIN CONTENT d41.6 pm
Mote: Method Detecton Limit: 10 ppm

tcs 15 B (e

o i b

a Cnmpary [ e
Sarer e Bl ]
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- SGS

Test Report Ho_: SHHL1E 02007 TOSMD Date: MAR 26, 2018

Sample Photo:
Received sample (Size M)

SGE authendicate the photo on oniginal report only
==End of Repo™™

L)
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SGS
ASTM D 5250

Test Report  No.:QDHL2005003866MD_EN  Dats: JUNDZZ020  Page: 1of5

Chent name : JIANGSU HUAYUAN MEDHCAL TECHNOLOGY GO, LTD

Chent address © NO.3E, NANZHUANG ROAD, HIGHTECH INDUSTRIAL
DEVELOPMENT ZONE OF DONGTAI CITY, 224249 PR. CHINA

Sample Desaipiion . POWDER FREE VINYL PATIENT EXAMINATION GLOVES

Lot No. . NOT PROVIDED

Lot S . NOT PROVIDED

Sample Quantity . 350PCS

As above fest #em and its relevant information regarding to the submission are provided and confimed by
the applicant SG5 is not liable to either the fest Hem or its relevant informaton, in lemms of the accuracy,
suita bality, refiability orfand inde grity ecoo rdingly.

CE T T

Sampie Receiving Date T MAY.0D, 2020

Final informafion Date T JUN.DY, 2020

Test Performing Daie T MAY.I0E, 2020 TO JUNOZ 2020

Test d Besult

ASTM D 5250- 19 Stardard Specification for Poly {Vinyd Chioride) Gloves for~ Pass
Medical Application (Clause 5, 6.1.2, 6.1.3, 6.1.4, 6.1.5)

Ramark: - Unless otherwise stated the results shown in this test report refer only o the sample(s) tesied.
The fest repaort shall only be used for chents’ scientiic research, teaching, intemnal quality conirol,
product research and development, eic... and just for intemnal reference.

SGS-CSTC Standards
Technical Services (Qingdao)
Co., Lid.

—_—

7
g aAslee (rews

\.'IGHI.'WH:.I'H-‘III'I

Jessica Gao
Approved Signatony

GRpary (rjlpgiiies, 4 prp Thy l:-i—nfr'!
R, WO it Ml a8 s
nnq:-r-.l hn-l

sreaem
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f,‘ HuaYuan
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SGS
Test Report Mo QDHL2005003066M0_EN  Date: JUND22020  Page: 2of5
Test Conducted:
ASTM D 5250-18 Standard Specification for Poly (vinyl chloride) Gloves for Medical Application
Number of fest sample 231 Piece(s)
Samplesize M
QOlauwse  Tesi tems Resuit
5 Sampling Sea resulf 1
[ Performance Requirements -
612 Freedom from holes Pass (See result 2)
6.1.3 Physical dimensions. Pass (See result 3)
614 Physical property characlarnistics Pass (See result 4)
615 Powder residue for powder free gloves Paas (See result 5)
Test Result:
Result 1: Sampling
Sampling Sample size A Ra
Freedom from holes 200 10 1
Dimensons 13 1 2
Phiysical requirements 13 1 2
Result 2: Freedom from Holes
Sample Cuantity: 200pcs.
AQL=25 Ac: 10 Re: 11 Found: 0
Iil-mhl;-‘r- - i-:ll—r":-:-“-\ltrl-l- h---r--h-l
e e e D %m% i,
ot (R L Serwon relecs the ComoeTy 'y l‘hlhlw'ilﬂl e s
Nianiitian Lo Semay a8 Bad e hd o e s e ".".'.1_'.':."..':."51:‘.5
m.,..-:.'t"”‘“‘“"' e P E o o e T &
[P o b, 14, o et mmmm i P T
|:n-uﬂ f - e + g
Marrber o 1 505 Grovp [B05 84
= SUZHOU HUAZHIYUAN
2020-6-5 o 35
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SGS

SGS
ASTM D 5250

Test Report No.: OOHL2005003066M0_EN  Dale: JUND22020  Page: 3of5
Result 3: Physical dimensions
Sample Quantity; 13 AQL=4.0 Ac 1 Rer2 Found: 1
Size: M
YA R Median value imm
mpka Mo, ;
Lengthimm Widith im
= Thickness-finger Thickness-paim
1 244 o6 0.080 0.085
z a7 08 O0EZ 0.002
3 246 36 0082 0.090
q 255 EH 0.0BZ 0.058
5 257 24 0.087 0.085
[ 8 EE 0080 0.088
T 240 a7 0.081 0.000
8 52 o5 0003 0.050
a 245 96 0083 0.003
0 ] a7 0083 0.087
1 245 a5 0.080 0.087
iz 253 o6 0086 0.088
13 250 a7 0.071 0.086
Standard
Phiseriiranino =230 0545 20.08 =0.08
Found 0 [ 1 ]
oy wmprwrd w wmesd oy bea | LR L R ibﬂ-lr"'-l

Vniren stwrmns pped =

R  re e B By bt
s :;'Téq‘:rﬁf:f,:.“',‘&“!ﬁ‘i“mf‘” T e P Lo e,
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Serma ot T drarwr nmm....,.., T
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SGS
ASTM D 5250

Test Report Mo QDHLZ00S003066MD_EN  Dals: JUNOZ2020  Page: 4of5

Result 4: Physical property characteristics

Sample Quantity: 13 AGL=4.0 Ao 1 Re: 2 Found: 0
Size: M
Force at break Before aging Force &t bresk Afler aging
Tensia Utimais Tenzila Litimate
Sample No. | strength (Mpa) | Blongation (%) | 5™ NC- | oy engin tMps) | Elongation (%)

1 22 36T 1 21 £
2 21 365 2 20 362
3 114 352 3 20 e
i 20 303 4 20 ars
5 18 3 5 20 364
[ 24 ELL [ ] )
7 22 308 T 20 352
B 22 ITE [] 20 Er
a 22 380 a 20 361
1] 20 393 10 21 I
1 21 402 11 20 o
12 19 356 12 21 Jo8
13 21 3 13 22 43

Sl z11 300 Stk chand z11 2300

Tesquir ement requirement
Found [1] [i] Fiound [1] 0

Result 5: Powder Residue For Powder Free Gloves

Size M
The aversge mass per glove (mg) 018
Standard requirement{mag) =20

Remark: The declaration of conformity is only based on the acusl value of laboratory adivity, measurement

uncertainty of the resulis not teke into acoount
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S55
ASTM D 5250

_SGS

Test Report  No.:QDHL2005003866MD_EN  Daie: JUNDZZ2020  Page: Sof§

Sample Photo:

SGS auhenticale he photo on original report only
“+End of Report ™
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SATRA
EN 374-2:2014

SATRA Tachnolgy CenbeLid
Wyndham Wy, Telord Wiy, Ketlering,
Herfiamglonshie, MN18 850 Unded Kingdam
Tek: +44 (0 1538 410000
Fax +44 (0} 1538 410826
emal: nf@salm cam

AR S A T

Customer details: Jiangsu Huayuan Medical Technology Co., SATRA reference: CHT0273334 NB29

Lid. EPT
Mo. 36 Marnzhuang Road ]
East New Distrct Dangtal City Your reference:
Jiangsu Province
China Date of © 20 August 2018
224240 opofs aust
Samples received: 18 July and 15 August
2018
For the atlention ol: Gao Yun Date(s) work OF — 1T August 2018
camiad out:
Subject: Testing of gloves identfied as “HY018-01 Five finger disposable Powdersd vinyl gloves /
HYD18-02 Five finger disposable Powdar frae vinyl gloves” in accordanca with EN 374

2:2014

Conditions of lssue:

This report may be forwarded i other pariies provided that it ia. not change d in any way. |t must not be published, for
example by indudng it in adversements, without the pror, witien penmission of SATRAL

Resulis ghven in this report refer onldy io e samples submitled for anshysis and lested by SATRA. Comments ane for
guidance ondy.

Tesas marked # fall outside the LKAS Accreditation Scheduls for SATRA. All interpretations of resulls of such lests and
the comme nis basad wpon them ane oulside the scope of UKAS accrediistion and are based on cument SATRA
knowledgs.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damane
Incurred by the client as a8 result of information supplied in the report.

The unceriginty of the resulls (Lol ) in s repor is based on & standand uncer tsinty multipied by a coverape facion =2,
wihich provides for 8 confidence level of approximately 85%.

Repart signed by: Sue Claylon
Pasition: Technologist
Department: Safety Product Testing

L

(Page 1 of 5) o o v S % = N

SATARA Tedhrology Cardre LD {asobahdary of SATRA) Registered in Engared Pio. 3856006 af Ta abo acidmss.

SUZHOU HUAZHIYUAN
INTERNAIGNAL TRADING Co.,Lid

HuaYuan
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SATRA
EN 374-2:2014

SATRA TECHNICAL REPORT

[ |
!I TECHMOLODGY

Work Requested

Samples of gloves, sea Table 1, were received by SATRA for testing in accordance with EN 374-22014
Pralective gloves agains! dangerous chamicals and micioorganisms - Daterminalion of resistance to
penelration.

Table 1 - Samples received

Sample description as stated by the client Sizes submitted | Colour of samples | Approximate waight
for testing submitted of one glove
HY018-01 Five finger disposable Powdenad Size: S(7)
vinyl gloves { HYD18-02 Five finger X5(6) to XL(10) Transparant W‘dgr;:' 53
disposable Powder fres vinyl doves i

HY018-01 Five finger disposable Powderad vinyl gloves/
HYD18-02 Five inger disposable Powdar frea vimy gloves

Conclusion
Standard Clause | Proparty Resull
T Ar leak PASS )
EN 374-2:2014 (

T3 Water leak PASS -

Jiangsu Huayuan Medical Technology Co., Lid. Signad: ,'

SATRA Reference:  CHTO273334 (1820 /SPT T 1{19_;_-‘,«1 \

Date: 20 August 2018 (Page 2 ol 5) i

SUZHOU HUAZHIYUAN
2020-6-5 INTERNAIONAL TRADING Co. Lid =
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SATRA

EN 374-2:2014

SATRA  TECHNICAL REPORT

Testing
Samples for testing ware conditioned for at least 24 hours in a conditionad environmant maintained at (23:2) *C
and (50£5) % ralalive bumidity. Testing was caried oul wilhin the same envirenimenl.

Requirements

Table 2 - Raquirements for EN 374-2: 2014

7.2 Airleak test Mo leak lo be delected
7.3 Waler leak test Mo laak 10 be detected
Test Results

Tabla 3 - EN 374-2.2014 Test resulls for gloves identified as HYD18-01 Five finger disposable Powderad vinyl
gloves / HY018-02 Five finger disposable Powder free viny gloves

Clausa / Tasl Tesl Rasulls Lot Resull
Tolal air pressure wised: 259kPa
Sample sire Laaks
¥5{8) Mo leaks delacted
7.2 Air leak test 5(T) Mo leaks delscled +2 8 mmHz0 PASS
W B) Mo leaks delscled
L{m Mo leaks delected
XL{10) Mo leaks delscled
Sample size Leaks
KS(6) Mo leaks detacted
5(7) Mo leaks detacted
7.3 Walar leak lesl WA PASS
M(8) Mo leaks delected
Lim Mo laaks detacted
XL{(1O Mo leaks delected
Jiangsu Huayuan Medical Technology Co., Lid. Signed: i
EATRA Reference:  CHTO273334 /1828 SPT = . 1’,'.._.*- AT L,
Date: 20 August 2018 (Page 3 of 5) —
gCE SUZHOU HUAZHIYUAN A3
Z020-6-5 41
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SATRA
EN 374-2:2014

SATRA  TECHNICAL REPORT

TEREES. AND CORDITION 5 FOR THE 5AL EOF GODDSE A NIWOR THE PROVISION OF SERVICES
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SATHA Techndogy Certe L1d
SA I RA Windham Wy, Tellord Way, Kefladng,

Horfhamgplonshite, NN16850D Uniled Kingdom

Tel: +£4 40} 1538 410000
Fax +44 {0} 1538 410628
el fo@eata com

wAake & Al Sy

Cuslomer details:  Jiangsu Huayuan Medical Technology SATRA reference; CHT 0277 346/1844/JG
Ca., Ltd
Mo. 38 Manzhuang Road \
East New District Dongtai City Your relerence:
Jiangsu Province
China

Date of repart: ¥ Dacamber 2018
224249

Samples received: 30™ Oclober 2018

Date{s) wark Z7® 1n 30™ Novamiber
cariad out: 20148

TECHNICAL REPORT

Subject: Testing in accordance with IS0 16604 :2004 to meet the requirements of EN I1SO
374-5:2016 for resistance o penefration by blocd-borne pathogens on gloves
described as disposable powdered vinyl Gloves Ref as HY 01801 and powder
free vinyl gloves. Ref as HYD18-02.

Conditions of lssue:

This report may be forsarded o other pariies provided that it is not changed in any way. Il must not be published , for
example by induding it in adverisements, without the prior, wiitien penmi ssion of 5ATRA.

Resutts piven in this report refer ondy fo the samples submitied for analysis and tested by SATRA. Comments are for
guidance ony.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warmanty Is
glven as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client a5 a result of information supplied in the report.

The uncertainty of fve results. (Lioh) in this report is based ona standard wuncerisinty multiplied by a coverage facior k=2,
wihich provides a coverage probability of approximately 05%.

Repaort signed by: Jessica Goldthorpe
Position: Technologist
Department: Chemical & Analytical Technalogy

{Page 1 of 6)
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TECHMNOLDGY

WORK REQUESTED:

Samples of gloves descrbed as disposable powdened vinyl Gloves Ref as HY 018-01 and powder free
vinyl gloves. Ref as HYD18-02 were received on the 30™ October 2018 for testing in accordance with
ISO 166042004 to meet the requirements of EN 150 374-5:2016 for resistance to penetration by
blood-borne pathogens-test method using Phi-x 174 bacteriophage. Testing was completed at an
external laboratory and reported under their reference 18RA15338.

SAMPLE SUBMITTED

Samples described as disposable Samples descrbed as powder free
powdered vinyl Gloves Ref as vinyl gloves. Ref as HYD18-02.
HYD18-01

TESTING REQUIRED:

= |30 16604:2004 for resistance to penetration by blood-borne pathogens-test method using
Phi-¥%174 bacteriophage

Jiangsu Huayuan Madical Technology Signed; 3
EATRA Reference:  CHTOZ77346/1B44/0G
Date: 3™ Decambear 2018 {Page 2 ol 8)
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RESULTS:

The positive control sample showed the bacteriophages passed through a microporous film whilst the
negative control samples showed no passage through the polyethylene film.

Testspecimen Result Pass/Fail results
Powderad 1 Mo penetration Pass
Powderad 2 Mo penetration Pass
Powdered 3 Mo penetration Pass

Test specimen Result Pass/Fail results

Powder free 1 No penetration Pass
Powder free 2 Mo penetration Pass
Powder free 3 Mo penetration Pass
Jiangsu Huayuan Madical Technology Sighed; b
SATRA Reference: CHTOZTT 346N 844G
Date: 3% Decambar 2018 (Page 3 of 6)
SUZHOU HUAZHIYUAN
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APPENDICES:

TECHNICAL REPORT

H

Resistance to penetration by blood-bome pathogens-Test method wsing Phi-X 174 bacteriophage

Standard used IS0 16604 (2004}

Product standand EN 150 374-5 (2016)

Dimension of the test specimens Tomm x 75mm

Mumber of test specimens 3

Test procedure used Procedure B

Uised bacteriophage Bacteriophage Phi-X174 (ATCC 13706-B1
LOT CNCM 14812)

Penetration sunvey method Plague-<forming units (PFU)

Powdered- Pre-test bacteriophage titre 4.3 x10° PFU{ml

Powdered- Post-test bacteriophage fitre 4.1 x10° PFUIm

Powder free- Pre-test bacteriophage titre 4.5 x10°f PFLmi

Powder free- Post-test bacteriophage titre 4.4 x10° PFU{m
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SATRA Technalagy Cane Lid
SA I RA Wymeam Wy, TeBord Way, Kefiming,
Meifamgtanshie, NN 16 850 Uniled Kingdam
Tk 444 {00} 1538 410000
TECHNOLOGY Fax +44 () 1538 410528
email: inoifs alra.com
WAL Sale oom

Cuslomar delails: Jiangsu Huawan Medical Technalogy Co., Lid SATRA reference: CHTO273334/1B2EN/
Ma. 36 Manzhuang Road LCiAdlssue 2
East Mew District Dongtai City

Jiangsu Provincs Your refarance:

China
224248 Date of report:  21% August 2018
Samples received: 18™ July 2018
Far the atlention of:  Gao Yun Date(s) work 24" July o 2** August
carnfied out; 2018
TECHNICAL REPORT
Subject: EN 16523-1: 2015 resistance to permeation by chemicals on gloves describad

as HY018-01 Fve finger disposable Powdered vinyl Gloves and HYD18-02 Five
finger disposable Powder free vinyl Gloves.

This report replaces CHTO273334/1825/EN/A, issued on ﬂ“ﬁugust 2018.

Conditions of Issue:

Thias report may be forsarded to ofher pariies provide d that it i3 noi changed in any way. 1t musi not be published, for
exampde by inchading it in adverisements, withoul the pror, witten permission of SATRA

Results given in this repon refer only to the samples sulbwnitisd for analysis and tested by SATRA. Comments as for
guidance only.

Teats marked # fall outside e LIKAS Accreditation Schedule for SATRA. All interpretations of reaulis of swoh sty and
e comments based wpon them ane outside the scope of UKAS accreditation and are based on curent SATRA

nowiedge.

A 5 atisfactory test re port in no way implies that the product tested |s approved by SATRA and nowarranty Is
given as to the peformance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

The uncertainty of the reswla (LUoM) in this report is based on & standasd unceriainty mufiphied by a coverage faclor k=2,
which provides for a confidence level of approximately G5%.

Repor signed by Lucy Cove
Paosition: Technologisl
Deaparimant: Chamical and Analytical Technalogy
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SATRA
EM 16523-1:2015

SATIRA  TECHNICAL REPORT

TECHMOLOGY

WORK REQUESTED:

Samples of gloves described as HYD18-01 Five finger disposable Powdered vinyl Gloves and HY018-
02 Five finger disposable Powder free vinyl Gloves were received by SATRA on the 18™ July 2018 for
testing in accordance with EN 16523-1:2015 and assessment in accordance with the requirements of
EN 150 374-1: 2016.

SAMPLES SUEBMITTED:

Samples described as HY018-01 Five finger Samples described as HYD18-02 Five finger
disposable Powdered vinyl Gloves disposable Powder free vinyl Gloves

CONCLUSION:

When assessed in accordance with the reqguirements of EN 1SO 374-1:2016 the samples of gloves
described as HYD18-01 Five finger disposable Powdered vinyl Gloves and HY'018-02 Five finger
disposable Powder free vinyl Gloves achieved the following performance levels:

Chemical Performance level
The samples tested did not meet with the
Methanol (CAS: 67-56-1) minimum breakthrowgh time for a
pefomance level 1 to be achieved
40% Sodium hydroxide (CAS: 1310-73-2) [
The samples tested did not meet with the
96% Sulphuric acid (CAS: T664-93-9) minimum breakthrouwgh time for a
pefomance level 1 to be achieved

Full results are reported in the following tables.
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TESTING REQUIRED:

= EM 16523-1:2015 - Determination of material resistance to pemmeation by chemicals. Part 1
Pemeation by liquid chemical und er conditions of continuous contact

RESULTS AND REQUIREMENTS:

EM 180 374-1:2016 - Protective gloves against dangenous chemicals and micro-organisms. Part 1:

Terminology and performance requirements for chemical risks. Table 1: Permeation performance
levels.

Permeation parformance | Measured breakthrough
leval time (minutes)
>10
=30
=60
=120
=240
=480

(=] 1 0 L) (6] B

Performance levels are based on the lowest individual result achieved per chemical.
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Sample
Test/Proparty P i HYD1 801 and HYD 18-02 Performance
Chemicatl: Methanol
Normalised parmeation rate (NPR): 1 pg/ocm®/min
EN Detection technigue: ; st
1652312015 i o tion: hMiQUe: (periodic measurement) Ll g
in accordance " | Collection medium: Diry air {open loop ) o $ with ::“
with SATRA Caollection medium flow rate: 335 = 380 mlimin s 4 4 i .
S0P GAT-005 Test temperature: (23 + 1)°C breakthrough
Thickness Breakthrough time time for a
Usiing staindess Speci
E‘E::EM g {mmje (mins)* performance
cells with 1 0.08 =1 leval 1 to be
standardised 2 0.08 =1 achieved
CHTENS N 3 D .ﬂE - .1
Test result: <1
UoM: <1
Visual appearance of
specimens after testing: owaie
PERMEATION RATE GRAPHS
Challenge chemical: Meathanal
5
% - e ity |
= — S aciran 2
a & Bpackran
= o P ol
a parmasion ride
3 i e
3
g
(-]
3
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3
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iE Time | mins
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TECHNOLOGY
Test/Property | S2mPple HY018-01 and HYD 18-02 Performance
pe raference:
Chernical: 40% Sedium hydroxide
Mormalised parmeation rate (NPR): 1 pg/om®imin
) 1. Conductimetry
EM Test Elateclion Snckwsn: {continuous measuremant)
18523-1:2015 |information: | Collection medium: Deionised water (dosed loop)
in accordance Collection medium stirring rate: ;
with SATRA {=ach cell constant fo within + 10%) b i
SOP CAT-009 Test temperature; (23+ 1)°C Level 6
Thickness Breakthrough time
Using ;EF&EH Specimen {mm}a {mins}
wilh slandardised 1 0.07 > 480
dimensaions 2 0.07 > 480
3 0.07 > 480
Test result: > 480
UoM: =1
Visual appearance of . i
specimens after testing: i
PERMEATION RATE GRAPHS
Challenge chamical: 40% Sadium Hydroxide
g 28 T
L ———an s
% e B i
i L] '-Sp:ﬂlf-.ﬂ!
< == e = e
! paremion ribs
R [Ty TR SRR PR N . NG i St JEN P G Sy oty M
3
: a
£ P : i
(TR Rt 5 ; .
3 illy g ! ! : !
g i 5 ; i
N :f:'-*:ﬁmﬂjﬁ T
g i
0 X a0 90 13 A =0 29 14 IT0 300 330 E0 1 L0 &80 45
Tima/ mins
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Test/Property |  SamPle HY01801 and HYD 18-02 Parformance
Chemical: 96% Sulphuric acid
Mormalised permeation rate (NPR): 1 pg/cm?fmin
! : ) Gonductimetry
EM Test Deteciion technique: (continuous measummeant) | The samples
18523-1:2015 |information: | Collection mediem:  Deicnised water (dosed loop) | tested did not
in accordance Collection medium stirring rate: | meetwith the
with SATRA {=ach cell consiant to within + 10%) 4585 myntin minimum
SOP CATO09 Test temperature: {23+ 1)°C break through
Thickness Breakthrough time time for a
U FIFE. || RSN (mmja (mins) performance
with standardisad 1 0.07 a level 1 to be
dimensions 2 007 5 achieved
3_ 007 T
Test result: 5
UoM: =1
VEuN sppasancs of Swollen, hardened and discoloured
specimens after testing:

Arig rage par s atban rate | pgdoe i in

PERMEATION RATE GRAPHS
Challenge chemical: 85% Sulphuric acid
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o EN 18523-1:2015 does not require the test specimen thicknesses to be reported, this information is
indicative only.

4 The collection medium from each cell is analysed once every & minutes. Due to the complexity of

the detection technigue, the minimum sampling frequency for final results £ 60 minutes as
specified in table 1 of EN 16523-1:2015 is not possible. Breakthrough time is caloulated using

linear interpolation between the discrete sampling points.

¥ Breakthrough expressed as a range between discrete sampling points where the average
peme ation rate exceeds the NPR. Due to the complexity of the detection technique, the minimum
sampling frequency as specified in table 1 of EN 16523-1:2015 is not possible.
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DISPOSABLE s R
VINYL GLOVES VINYL GLOVES VINYL GLOVES
SAIALL SMALL
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SINGLE USE GHLY LhRSE SINGLE USE ONLY LARGE
FOWGER HEL | RS K-LARGE WD REL | DR KAKRGE
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» Disposable Vinyl Gloves

» Length: 240mm

« Smooth Clear

» Powder Free

« Size: Small; Medium; Large; X-Large

« Package Style: 100 pcs / Inner 10 Inner/Outer Carton.
» Meas: Inner: 220X125X65mm

» Quter Carton: 340X258X230mm

« Weight: 5.5KG+0.5KG
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ZERTIFIKAT « CERTIFICATE #

TUV
IS0 13485:2016

Abkredinerungssoelie
201732140100

Certificate

No. Q6 086704 0004 Rev. 02

Pendict Sanaca

Holder of Certificate: Dongtai City Huayi Gloves Co., Ltd.
Mo, 38 Nanzhuang Road

East Maw District

224200 Dongtai City, Jiangsu

PEOPLE'S REPUBLIC OF CHINA

Dongtai City Huayi Gloves Co., Lid,
Mo, 38 Nanzhuang Road, East New Desinict, 224200 Dongtal City,
Jiangsu, PEOPLE'S REPUBLIC OF CHINA

Facility(ies):

Certification Mark:

Production and Distribution of

Scope of Certificate:
d Nitrile Examination Gloves

EN 150 134852016

Medical devices - Quallty management systems -
Requirements for regulatory purposes

(150 13485:2016)

DIN EM 150 134852016

Applied Standard(s):

Thi Certification Body of TUW S0D Product Service GmbH certifies that the company mentioned
above has established and is maintaining a quality management system (excluding subclause 7.3),
which meets the requirements of the liated standard{s). See also notes overleaf,

Report Ne.: SH2084501
Valid from: 2020-04-23
Valid until: 2023-03-27
Date 2020-04-23 L\/

; Christoph Dicks

Head of Certification/Motified Body

Page 1of 1 ™oV
TUW 80D Product Service GmbH  Certificaton Body « Ridlerstrafie 65 « 80333 Munich « Germany
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1

t,’ HuaYuan
B F  Medical

—_— TUV ——
IS0 13485:2016

tigcungii i
D-Zhe-11321-01-00

A iE i $
iE+$#. Q6 086704 0004 Rev. 02

EHEAH FAT4LZFENRLT
h AERNBEIFFATMERERERIGE 224200

Prodect Service

S . FET4ZFERARALA
hi \REEAAE I RaTREHEMERICE 224200

e
UM : £, THRRETS
ESR EN |50 13485:2016
BT - LR - BT
{IS0 13485:2016)

DIM EM 150 1348520168

ILEMHTOY SUDM™ &8 4 W B M GEan LRk B B B S S 1T T BRI s e e i #
(PR T 380) .

E LAy SHZ084301
£uN 2020-04-23
W 2023-03-27
Christoph Dicks

REEM, 2020-04-23
Head of Certification/Motified Body

WIEHIE

Tl.:l".:" El.'.IEI Product Sarvice GmbH » Cerfification Body = Ridlersiralie 85 = B0338 Munich » Germany o

FESBHANEREHNE LT EWERE oV
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TUV

|1SC 9001:2015

Wan aoement Cerving

CERTIFICATE

The Cartification Body
of TOY SUD Management Service GmbH

cerlities that

Dongtai City Huayi Gloves Co., Ltd.
MNo. 236 Manzhuang Reoad, East Mew Dietrict
Dongtai City, Jiangsu, P.R. China
Post Code: 224200

United social credn code: 9132058 TUB3aU 15294

has esfablished and applias
a Quality Management System for
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Pradurtinn and Distributinn af Nitrile Examination Gloves.

An audit was pefonmed, Oodes No. T4822T747T66

Froat has pbeen tumished that e requirements
according to

130 9001.2015

are fulfillad.
The rerficate iz valid from 2020.04-11 until 2023-04-10

The certified erganization shall undergo and pass
the requiar survalllance audit to malntain the validity of this cerfiliuele.

Certificate Regisiration Ma.: 12 100 47761 TMS:

informacion about Bhie cerdifcele man b iguies =l e ullic] welgis
of Cenitcabon and Accrediation Admirssiration of 1he Peopias Republc of Ching (W cesk 0o, oo

A@ @ 10w,

e e By
g SR e
Mroduict Cemplinnes Managoment

Munich, 2020-05-10

ZERTIFIKAT # CERTIFICATE ¢

WAST-TTTR

TWY SUD Management Serace Gmii# » Zerifiziesunosstelba » Aidlerstrala £5 » 50339 Minchen « Garmany v
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SATRA
EN 374-1-4-5

laguad: o Doy Tai City Huay Glowes Co. L
Hoo 36 NanZhuang Road
SATRA Car N D
Drongtal Gity
Jangsur Provinoe
Ilm 224248

Ralfed Body, 3777 SATRA cusomer number: 18060

EU Type-Examination Certificate

Certificate number: 2777/12984-01/E00-00
This EU Type-Examination Certificate covers the following product group(s) supgorted by testing to the relevam
standardsfechnical specifications and examénation of the technical file documentatson:
Foliowing tha EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirerments of Annex |1 of the PPE Regulation (EU} 2016/425 as a Category (Il product.

Product referance: Description:
HY-1801 Desposabla Nifrile Glowes,

Avaliabie colcars in WhiteBiue/Black

Sizes: Classification:
B-11(XS-XXL)
EM IS0 374-1:2016+A1:2018/Type C  Level EN 374-4:2013 Degradation %
40% Sodium hydroside(K) & 26
30% Hydrogen peraxide(F) 4 143
EN IS0 374-6:2016 Liwe!
Protection against Bacteria and Fungl  FPass
Protection against Viruses Pass

StandardsTechmcal specificabons apolied:
EM 120 374-1:2016+A1:2018; EMN 420: 200Q+A1: 2008, EN 150 374-5:2018

Technical reporis/Agproval docuements
SATRA: CHTO2E3032N S13LHA, CHTO283037H §1ALHA, CHTI2BIMIM IS 1MLHGC, CHTIRA303T |ssum 211313,
CHTIZEIETHE WEPC.

Signed on behal of SATRA. |1 Hused Ting Huang P Pete Doughty
Date first issuad: 1110712019
Date of issue:  11/0712019 Expiry date: 11072024
L Rl B

BATRA Tacrmgiogy Edrgps Limted, Srpiges Bumrss Pk Clonse: DV, Ropetis of Inaasd

SUZHOU HUAZHIYUAN
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Fiscal Year 2020
CERTIFICATION OF REGISTRATION

This certifies that:

Name: DONGTAI CITY HUAYI GLOVES CO., LTD.

A NO. 36 Nanzhiang Road, High-Tech Industrial Development Zone of
Dongtal City, Hangsu Provice, - 224249 PR.China

has completed the FOA Establishment Reglstration a5 manufacturer and forelgn
exporter) and Device Listing with the 15 Food & Drug Administration, through
The Owner/ Operator Number for this Reglstratian s 10075878

Code | Premarket Device bame
| submission no.

LZa K131823 Poweder-Free Mitrile Patient Examinat lon
Gloves

Abmed will confirm that such registration remains effective won regiest and
presentation of this certifite until the end of the vear stated above, unless said
registration is terminated after issuance of (his certificate. ABmed makes nd other
fepresentations of warranties, nor does this cerificate make any representations o
wWarmntiss to any perssn of snlily others than the named cerificate holder lor
wihose sole benefit it i Bswed. This certificate does not denote endorsement of
appioval of the @ntificate - holder's device o establishiment by the US Food and
Drug Adimiindstrati on.

ARmed assumes no lia bility 1o any person of entily in connection with foregoing.

Diate of verilication: May. 12, 2020
Diate of expication: Dec. 31, 2020

SHIDF FICE

TGS 20 5031 3930 Bewyie Warg Pl D0EE- 1 3530770676 rdaein sutihol covss oo
A EE D SERAATE BT

35 St b B S, Soite A Exighvaee USA 3060
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— FDA 510K —

DEPARTMENT OF HEALTH & HUMAN SERVICES Public Health Service

HuaYuan
Medical

Fuood and Drag Adminissation

14F3 Mew Hampshine Avenue
Droscument Control Center - WOS6-0609
Silver Sprimg. MD 209930002

December 9, 2013
Dong Tai City Huayi Gloves Company, Limited
C/O Mr. Chu Xiaoan
Official Correspondent
Beijing Easy-Link Co.
Room 1606 Bldg. 1 Janxiang Yuan #209
Bei Si Huan Zhong Road, Haidian District
Beijing 100083
CHINA

Re: K131823
Trade/Device Mame: Powder-Free Nitrile Patient Examination Gloves, Blue Color
Regulation Mumber: 21 CFR 880.6250
Regulation Name: Patient Examination Glove
Regulatory Class; [
Product Code: LZA
Dated: October 7, 2013
Received: October 24, 2013

Diear Mr. Xiaoan:

We have reviewed your Section 510(k) premarket notification of intent to market the device
referenced above and have determined the device is substantially equivalent (for the indications
for use stated in the enclosure) to legally marketed predicate devices marketed in interstate
commerce prior to May 28, 1976, the enactment date of the Medical Device Amendments, or to
devices that have been reclassified in accordance with the provisions of the Federal Food, Drug,
and Cosmetic Act {Act) that do not require approval of a premarket approval application (PMA).
You may, therefore, market the device, subject to the general controls provisions of the Act,
The general controls provisions of the Act include requirements for annual registration, listing of
devices, good manufacturing practice, labeling, and prohibitions against misbranding and
adulteration. Please note;: CDRH does not evaluate information related to contract liability
warrantics. We remind you, however, that device labeling must be truthful and not misleading.

If your device is classified (see above) into cither class 1l {Special Controls) or class 11T (PMAJ, it
may be subject to additional controls. Existing major regulations affecting your device can be
found in the Code of Federal Regulations, Title 21, Parts 800 to 898, In addition, FDDA may
publish further announcements concerning your device in the Federal Register.

SUZHOU HUAZHIYUAN

INTERNAIOMNAL TRADING Go. Lid
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— FDA 310K ——

Page 2 — Mr. Xiaoan

Please be advised that FDA's issuance of a substantial equivalence determination does not mean
that FDA has made & determination that your device complies with other requirements of the Act
or any Federal statutes and regulations administered by other Federal agencies. You must
comply with all the Act’s requirements, including, but not limited to: registration and listing (21
CFR Part 807); labeling (21 CFR Part 801); medical device reporting (reporting of medical
device-related adverse events) (21 CFR 803); good manufacturing practice requirements as set
forth in the quality systems (QS) regulation (21 CFR Part 820); and if applicable, the electronic
product radiation control provisions (Sections 531-542 of the Act); 21 CFR 1000-1050,

If you desire specific advice for your device on our labeling regulation (21 CFR Part 801), please
contact the Division of Small Manufacturers, International and Consumer Assistance at its toll-
free number (8040) 638-2041 or (301) 796-7100 or at its Internet address

hitp:fwww fda goviMedical DevicesResourcesfor'Y ou/Industry/default. him.  Also, please note
the regulation entitled, "Misbranding by reference to premarket notification” {21CFR Part
807.97). For questions regarding the reporting of adverse events under the MDR regulation (21

CFR Part 803), please go to
http://www.fda.gov/Medical Devices/Safety/ReportaProblem/defauit.htm for the CDRH’s Office

of Surveillance and Biometrics/Division of Postmarket Surveillance.

¥ou may obtain other general information on your responsibilities under the Act from the
Drivision of Small Manufacturers, International and Consumer Assistance at its toll-free number
(B00) 638-2041 or (301) 796-7100 or at its Internet address

http:/hwww. fda soviMedicalDevices! Sdefault.htm.

Sincerely yours,

Erin I. Keith, M.5.

Acting Director

Division of Anesthesiology, General Haspital,
Respiratory, Infection Control and
Dental Devices

Office of Device Evaluation

Center for Devices and

Radiological Health

Enclosure

SUZHOU HUAZHIYUAN
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S55
EN 455-1-2-3
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TESTIHG
CHAS LOB04
Test Report Mes: QOHLZ00M00 3544 MD_EN Date: MAY. 18,2020  Page! 1 of§
~. Cilant Aame . DOMG TAI CITY MUAY! GLOVES CO_LTD
* ‘Chlert adaress | ND.3B NANZHUANG ROAD, EAST NEW DISTRICT, 224200
DOMGTAI CITY, JIANGS!, PEOPLE'S REPUBLIC OF CHIMA
Sampla Description :  DiSPOSABLE NITRILE GLOVES
Lot Mo, 1 NOT PROVIDED
Lot Size . NOT PROVIDED
Sample Ciantity . EROPERS’

Az above test B and ite reievant information regarding to the subméission are provided and confirmead by
the applicant. SGS s nol iable to aither the test leim or ts relevant informaticon, in-terms of the acouracy,
sultabliity, rellabllity arfand Integrity accordingty.

o DD

Sampis Recaiving Dale APR23.2020
Test Perfarming Date: : APR.29.2020°TO MAY. 18,2020

B e
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S55
EN 455-1-2-3
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Lol DL
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am
TESTNG
CHAS Liodd

Test Report Péo. COHLIN0400354400 EN Date: MAY.18.2020  Paga: 2 of 8
Test Requestad Besull
. BS EN 455-1:2000 MEDICAL GLOVES FOR SINGLE USE - PART 1: Pires
RECILIREMENTS AND TESTING FOR FREEDOM FROM HOLES (CLALISE 5.1)
7 BS EN465-2:2016 MECICAL BLOVES FOR SINGLE USE - PART 2 Pass
RECUIREMENTS AND TESTING FOR PHYSICAL PROPERTIES (CLAUSE 4.2,
4352 59)
3 BSEN 485:3:2015 MEDICAL GLOVES FOR SINGLE USE—PART 3 Pass

. 4)

REQUIREMENTS AND TESTING FOR BIOLOGICAL EVALLUATION (CLAUSE "

Remark: - Unless otherwize statad the results shown in this test report refes anly B2 the sample(s) tested, This
document cannat be used for publicity, without prior written approva! of the 5G3.

5G5-C5TC Siandards
Technicsl Servicses (Cingdas)
Ca,, Lid,

Ien-"n =

aegsica Gap
Bpproved Signatony

o
SRR F i
1 Eearctaing @ Ui

idnbads atharwlin agraed in wiikig, MMI.HHIhhhl by Tom Covretany B 4y iR ﬁmml [‘.sldl‘huﬂ
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Test Report Mo, QOHLZ0M00AS44MD_EN Dale: MAY 18,2020  Page: 3 of8

: Test Conductad:

1. BSEN 455-1:2000 Medical gloves for single use — Parl 1: Requirements and testing fior

bl i

freadom from holes
| Number of test sampie | 200 Pisces
Sampla size Sl M
Mumizer of non-conforming gloves | - | 1pe
Claugs  Tesl larms Resu
£ -1 Watertighinase test for datection of holes -
51 Retarae testing Pags {Sea note 1)
Sampla quantity: ﬁ{lp:s. ABLAE Ac?, R, Found:. See refiar photo.
Mote 1 The sample selecting amount for this dause is devislad o 200 pos as assessad
By SGE,

2, BS EM 455-2:2045 Medical gloves for single usa — Part 2: Requiremants and testing for
physical proparties

Mumber of te=t sampla o 2%6-Pigess
| Type ;| examinaton/procedurs gloves b)
| Sz ! 1 | Exsminabion/procedure gloves: M A L
Clause  Testibems Besull

T 4 Camensions ks
i 42  Length Pass (See rasull 1)
] 4.3 Widih Pass (Sas result 1)
13 5 Strangthn y A
% 62 Force &t break Paes (Sas rasult 2)
= 6.3 Forca al break after challenge lesting Pass (See resul 2)
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SGS

S55
EN 455-1-2-3

W
W o
CNAS :»
\' TESTING
‘:1 CHAS Loaod

Test Report No.: QDHL2004D0IG44MD_EN Cabe: MAY 18,2020  Page: 4 of8
Result 17 imenslons
Size ] -
v Mo Leenethy {mm Width (mm)
% 0 = 240 o6
4 e 241 95
& 3 246 o7
= 4 248 o8
% — 5 745 a7
- B 240 a7
] T 244 86
f 8 241 a7
] 241 ot
% 11 245 BH
] 1z 247 96
i 13 243 85
H Standard requirsmeant =240 05+10
H Median valug 244 B4
- Result 2: Strength
.: Size. M
1 Foree a1 braak (M} =
2 Before sgng After aging
- M ! Mo,
£ 1 16.8 1 16:3
2 gk | z 16.0
: 3 150 3 162
: [ 168 & 14.7
2 [ 18.2 fr 7.7
E 8 181 g 185
7 7 17.0 T 6.7
- B 18.7 g 174
i ] 121 & 12.2
o 10 156 10 14.8
11 134 11 122
= 12 w2 12 14.6
, i3 130 13 16,7
Standard Standand
g _reauitamant 2 requirement p &
Madian valua 165 Median valug 16
#'ﬂ“ﬁﬂn?m“mmimmhm
Aebvioud el iiaivast ey SieARTW et TG4 5t It o 13 '
_ | bicin THt ehGAATE Wl ese TIALD Ar oS 4 .l‘:?.mnm.m i dfirart e ;’;.‘;;
r  WEEREINT = rﬁmh mfuwﬂﬁmmﬂmﬁ' mﬁmﬁmﬁlum# ﬂhlmuh:m"
n"""‘"i"'l'l"""ﬂ G0 T361594
i S LS
NN
Mambar of the S5 2 Group (SGE 54|
2020-6-5 SUZHOU HUAZHIYUAN
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S55
EN 455-1-2-3

. . 1 : KR

| = \." TESTING

2 CHAS L ol

Test Report Mo ODHL2004003544M0:_EN Date; MAY 18,2020  Poge: S of 8

3. BS EN 455-3:2015 Madlcal gloves for single usa — Part 3: Requiremaents and testing for
bielogical evaluation

§ | Mumber of test ssmple : | & Preces
Sample slze N, I
Finighes of glovas : | Powderad-free gloves other than surgeon's glovas
Chwuse  Testllems Result
4.4 Powder-free gloves Pass {Ges hale 1)

Mots . 1 Tastaccording to EN IS0 211712008, the average mass of powder per ghove is
p 0A8mg. (Requirement’ s2mg par powdar-froe glove)

Riemark: The deciarebon of confarmity is only based on tha actual value of laboralory acliwly, measuremant
uncerlainty of ihe resulls naol take mlo sccount

. Sampla Photo:

SG8 aulnenticate the photo on original raport only

Mhdh:lhﬂﬂ-liﬁmﬂi of Senicw
gioraiih mnhnlkugtr:hmldﬂh;iﬁ

'l ; v h’ll:ll Illn}mlﬂlnﬂ lrﬂ 'Iﬂﬁh ﬂ-llh':h-nf

(1] rhh |l '.t. Irrnn:l LT umn-m “-Itﬂq llmﬂhjﬂﬂ (EE ]
e

3515558

W SCTOUD. LGS

# igushina g oof

Mombarof the SGE Group (5GE SA)

Ql
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SGS
EN 455-1-2-3

CHAS L (and

Test Report Mo QDHLI004003544M0_EN Date: MAY. 182020  Page: 6ot B

Rofer Photo (Watertightness test):

“**End of Report™™*
—— Iindman niberwlss agrasd e wriing, i dw L) b lnpamd by the Company sulject n fin Ganered CondHom of Servios prinied
f"‘. [T 7o mw:dl“hlﬂ?“:lhﬂw“ﬂj il hl% I ,mn_uﬂ%'ﬁm i, Ill.’l'ihcl.?-l.llilrﬂlmlﬂ.ln
3 o L b e o TGOUTsRE § SATERR-

Ky ¥ ) . Al b drwar (o the el deteity, mmn ] ”ﬁ:ﬁ‘?i-rr.immﬂ?ﬁ
2 iedwkasc -:mn ke on conmiained B eeso |¢d'|.m'| Comamnis ﬂlrlnqq ll IM |-rr.|l| al nl:uirun:lm nred wiftin i flmily of
Cliwri's irstrucizcts, il ary. The Cormpany's =zl !llpr-IJlH b % i Dkl mRE LN didudiil] S08E S0! BRDAHEIE BeTRE 1D E
I|(l_ * \ren e from |W|u.n.g T ||urn. ;rg' Vigrs ander Fe PANAIGIZN EnssTETE, Trie GoCuTr CEE be maroduced
y wezap! N Bl withodd sror wrilien sgperow) wrEerr. Anp usedkoiiad @ laneon, o rall:f o Rabfteabid of ha Conlent &

| . I P 1n-cunm|h Jr\ly\.-l 1 gt mﬁu TaF b proassund m e feleat mTiene
; WSO DAL DL
A b3 el o
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Rt 19 Medical
SATRA

EN 374-2:2014

EATRA Techmalng y Cenfre Lid
W ynd ham Wary, Teliord W ay, Kefiering,
Morfampionshin, MATE 850 Unbed Kingdom
= . Tt +44 (@) 1535 £10050
TECHNOLOGY Fax+44 {0) 1535 410626

AL 53 RO

Cusiomerdeials:. Dong Tai City Huay Gloves Co., Lid SATRA reference; CHTD2EIAT MOM13GPC
Mao. 36 NanZhuang Road
East New District

Dongtai City Your reference:

Jiangsu Province

China i

2 g Date of report: 21 May 2018
Samples receved: 27 March 2019
DCrates) wiork 13-15May 2019
camed out:

TECHNICAL REPORT

Bubject Gloves described &5 Five finger disposable Powder free nitrile gloves, Ref as HY- 1901,
For testing in accordance to EN 3T4-2: 2014 clsuse 7.2 and dause 7.3 waler leak

Condilions of lsswe:

This repor may bs fossarded o ofher paries provided thatil is nol changed inany way. Il masinot be published, for
exampbs by induding il in adverisemants, withou the pros, witlen permisseon of SATRA.

Fesulls given in Fis repor reter only 1o fe samples submitied tof analysis and tested by SATRA. Comments are lor
guidance: only.

Tasls rraked @ T8l oulside the UKAS Accreditalion Scheduls fa SATRA. Al inlerpretabons of resulls of such less and
fhe comments based upan them are oulside the seope of LKAS acoeditabon and are based on curmen SATRA

woadge.

A safiglactory teal report in no way implies thal B produet lested ia approved by SAT RA snd no warranty
given 88 10 the parlarmance of the prodiect tested. SATRA shall nol b liable for any subsegieent loss of dambge
incurred by the client 85 3 reaull of information supplied in the report.

The uneariainty of e meufls o) in thiz repod = based on 8 standas uncensinly mullipied by & cvwesge taeios kel
which provides a coverage pobabdity of sppoedmalely 35%.

Report signed by Debbie Reed
Position: PPE Technologist
Depariment: Safety Producis Tesfing

{Page 1 of §) - T T,

B4 TRA Tachrolagy Cantre Lo | & ssbsidiary of SATRA]L Regatensd inEngland Mo 3358206 at e dsow s ddivess.

SUZHOU HUAZHIYUAN
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Rt 19 Medical
SATRA

EN 374-2:2014

SATIRRA. TECHNICAL REPORT

[FEEE]

Work Requested

Samples of gioves, see Table 1, were received by SATRA, For testing in accordance o EN 4202003+ A1:2000,
Proledive gloves. General requiremants and fest methods, Clauses 5.1 sizing and 5.2 dexierity, and EN 374-
2:2014. Prolective gloves against dangerous chemicals and microonganisms. Delesmin aion of resistance o
penetration.

Table 1 — Samples Recened

‘Sample description as sialed Sizes submitied for Colour of samples Approxamate weaght of
by the dient tessting submitied one glove
Black, while and Sire: 6
HY-1801 biise B-11 Weight: 4.1g

Conclusion
Standard Cause | P Regult
1.2 Air Leak Test Pass
EM 3T4-22014

T3 ‘Water Leak Test Pass

Dhong T City Huay Glowes Co., Lid Signed:

SATRA Reference: CHTO2E30AT MTM3ISEPC T \ha.:—‘}-}

Daate: 21 May 2018 {Page 2of5) i

SUZHOU HUAZHIYUAN
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SATRA

EN 374-2:2014

SATIRA. TECHNICAL REPORT

I TECHMNOLOGY

a24m

Testing

Sampies for iesting were conditioned for at least 24 hours in a conditioned environment maintasined at (23+2)*C
and {504£5) % relative humidity. Testing was carried out within fhe same environment

Requirements

Table 2- Requirements for EN 374-2: 2014

| 72 Adr boak test No leak to be detected
|?3 Water leak fest Mo leak o be detected
Test Results

Table 3 - EM 374-2:2014 Test results for gloves idenfified a5 HY-1001

|  Clause/ Test Test Resulls Llohd Result
| Total air pressurs used: 2.40 ¥Pa
. Sample size Leaks
| 1] Mo leaks deleched
| T2 Air leak tesl ; xm’:x:: + 2 EmmHi0 Pass
| o Mo leaics detected
| 10 Mo leaks delected
| 11 Mo lesks delected
| Sample size Leaks
i [ Mo leaks delscted
7 Mo lesks delected
7.3 Waier leak tesi 8 Mo lesks detocted NIA Pass
| q Mo lesks delected
10 Mo leaks delected
i1 Mo leaks defected
Dhong Tai City Huay Glowes Co., Lid Signed:
SATRA Reference:.  CHTO2B3037 MG13/5PC TR SRy
Date: 21 May 2018 {Page 3ofE) ——
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SATRA
EN 374-2:2014

SATIRA. TECHNICAL REPORT

I TECHMNOLOGY

TERME AND COMINTIOMNS FOR THE SQALE OF DOO0E AHDNOR THE FRO VIS0H OF SERMCES
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. Tk +44 () 1536 410000
TECHNOLOHGEY Fanc+44 (0} 1536 410636
emal: infofisara.com

WAL S LN

Cusiomer deisils: Chong Tai City Huay Gloves Co., Lid SATRA reference: CHTO28 5338/ 192 1UH
No. 38 ManZhuang Rosd B
East Mew District
Diongiai City ¥ our referenca:
Jiangsu Prowance
China

Diate of report 0™ J 2018

2 rep unE

Samples received: 20t May 2019

Drate(s) work 20 to 30" May 2019
camied out

TECHNICAL REPORT

Subject EM 374-4:2013 determination of resistance to degradation by chemicals on
gloves described as HY-1801 Five fingar disposable Powdar free nitril gloves

Conditions of | sswe:

This regodt may be Torwarded ko alfves parkes provided Balil s nd changed i any way. [1must nal be pubBshed, for
example by nduding fin adveaBsanents, wiloul he i, wilien pesnission of SATRA

Resulls given in his repan refer odly 1o he samples submitled Tor analy sis and lested by SATRA. Comments ane for
uidance only.

Tests madked o (4l outside the UKAS Accraditaion Schedule for SATRA. Al integestations of resubls of such lesis and
the commments based upan them ane aulside the scape of LIKAS accsditaton and ane based on citrent SATRA

neaidge.

Assplislaeory Wal report in ne way implies that the product tested is approved by SATRA and no warmanty i
given &8 1o the paformance of e prodisct tested. SATRA shall rol be Bable Tor any subsequenl loss of damage
incurred by the client 88 8 reswell of information supplind in e report.

The incertainty of he meaulls {Labd) n this repod = based on & slandad uncerainty mullipled by a coverage facion k=2,
which provides & coverage pobahility of approdmalely 95%.

Report signed by Jade Hurdey
Position: Technologist
Department: Chemical & Analytical Technology

{Pape 1 of 5)

SAT A Toahmslayy Canbi Lo8 e sl diary of SATRAL Fegisbened in England Mo 3858798 &I Tl Gl %ﬂ.
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WORK REQUESTED:

Samples of gloves describad as HY-1901 Five finger disposable Powder free nitrl gloves were
recaived on the 20™ May 2019 for testing in accordance with EN 374-4:2013.

Specimens from the black, blue and white gloves wen included in the test.
SAMPLE SUBMITTED:

Sample described as HY- Sample described as HY- Sample describad as HY-

1901 Five finger disposabla 1901 Five finger disposable 1901 Five finger disposable
Powder free nitrl gloves Powder free nitil gloves Powder frea nitil gloves
[Black]. [Blusa]. [White].

COMNCLUSION:

When assessed in accordance with EN 374-4:2013 the samples of gloves described as
Sample descibad as HY-1901 Five finger disposable Powdes free nitil gloves achievwed the

following degradation results:
Chemical Mean degradation [ %
Methanol (CAS: 67-56-1) .3
TESTING REQUIRED:

= EN 37442013 Proteclive gloves against chemicals and micro-omganisms. Par 4:
Delammination of resistance to degradation by chemicals.

Dong Tai City Huay Gloves Co., Lid
SATRA Reference: CHTOZBS338M 921/JH/B
Diate: 10" June 2018 {Page 2 of 5)

SUZHOU HUAZHIYUAN an
INTERNAIGNAL TRADING Co.,Lid -

2020-6-5
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RESULTS:
Sample de i HY-1901 Five finger dgispusa ble Powder free nitri
Challenge chemical: Methanol (CAS: 67-56-1)
Test temperature / *C: (23x1)
Glove 1 Glove 2 Glove 3
Dégraciation I 775 61.9 745
Mean degradation (DR} / %: 713
Standard deviation (ooa) J%: 8.3

UoM /% %: 105

Appearance of samples after testing: Swollen

Drong Tai City Huay Glowes Co, Lid
SATRA Reference:  CHTO2B5338M 921/JH/B
Date: 10" June 2019 (Page 3ol 5)

SUZHOU HUAZHIYUAN

INTERNAIONAL TRADING: Co.Ltd
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SATRA EATRA Technalogy Cenfre Lid
W ynd ham Wary, Teliord W ay, Kefening,
Morfampionshing, MATE 850 Unbed Kingdom

Tt +44 () 1536 £10050
TECHNOLOGY Fax+44 {0) 1535 410626
el iniof@satra com

AL SN OO

Cusiomerdetails: Dong Tai City Huay Gloves Co., Lid SATRA reference: CHTO28 3037191 3L H
Mo, 38 ManZhuang Road B
East Mew District
Dongiai City ¥ our reference:
Jiangsu Prowinoe
China
Date of report: 1% May 2012
224249 e o
Samples reced ved: 4% Aprl 2018

Drate(s) work A% o O Apdl 2019
camied out

TECHNICAL REPORT

Subject EM 374-4:2013 determination of resistance to degradation by chemicals on
gloves described as HY-1901.

Condilions of lsswe:

Thiss repodd may be Torwarnded o ofher parkes provided thal il & nol changed in any way. [1must not be publshed, for
exarngle by including il in adverisemenis, wilfomil the pdiod, wiillen pesmission of SATRAL

Fesulls given in Bis repor rater only 1o fe samples submitled for analysis and tested by SATRA. Comments are lor
guidance only.

Tests maked o 18 oulside e UKAS Acceditalion Schedule lor SATRA. Al inlkegretabos of resulls of such lesis and
fhe comments bas ed upan them are aulside the scope of UKAS aotssditafon and ane based on curren] SATRA

Eoadge.

A satistaciory wal report in no way implies that the produet teated is Bpproved by SATRA and no wamanly is
given a5 16 the performance of the product lested. SATRA shall not b iable for any subsequent oas of damage
incurred by the client as 3 result of information supplied in e report.

Thie uneeriainty of he seulls {Labl) in ihis repod ks Basad on a standand uncertainly muiliplied by 8 ooverage Tacion ka2,
which provides a coverage pobablity of appoedmately 35%.

Report signed by Loma Handing
Position: Technologist
Depariment: Chemical & Analytical Technol ogy

SATRA Tachrolayy Cantre Lot i@ subsidiary of SATRA]L Regatendd inEnjland Mo B5E006 af the sl addrass:

SUZHOU HUAZHIYUAN
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SATRA

EN 374-4:2013

SATIRA. TECHNICAL REPORT

I TECHNOLOGY

WORK REQUESTED:

0248

Samples of gloves described as HY-1901 were recened on 4™ April 2019, for testing in accordance
wilh EN 374-4:2013.

SAMPLE SUBMITTED:
Samples described as HY-1901- Blua Samples describad as HY-1901- Black
Samples described as HY-1901- White
CONCLUSION:

When assessed in accordance with EN 374-4:3013 the samples of gloves described as Hy-1801
achieved the following degradation results:

Chemical Mean degradation / %
40% Sodium hydrosdde (CAS: 1310-73-2) 25
30% Hydrogen peroxide (CAS: T7T22-84-1) 14.3
Ethyl acelals (CAS: 141-T8-6) 76.4

Full results are reporiad in the falowing bbles.

Diong Tai City Huay Glowes Co., Lid Signed: .
SATRA Reference:  CHTO283037/1 S13/LHE ﬂm
Date: 1% May 2018 {Page 2 of 5 - \
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SATRA

EN 374-4:2013

SATIRA. TECHNICAL REPORT

'

TESTING REQUIRED:

+ EM 3T4-4:2013. Protective gloves against chemicals and micro-organisms. Part 4:
Dedermination of resistance o dagradation by chamicals.

RESULTS:
Sample description: HY-1801- White
Challenge chemical: 40% Sodium hydroxide (CAS: 1310-73-2)
Test temparature / °C: (23 +1)
Gilowe 1 Glove 2 Glove 3
Degradation / %e:
iy 55 79 54
Mean degradation (DR} / %: 26
Standard deviation (ogs) / %: 71
UaM | £%: 5.8
Appearance of samples after testing: Mo change
Sample description: HY-1801- Blue
Challenge chemical: 30% Hydrogen perocide (CAS: TF22-84-1)
Test termperatura / °C: (23%1)
Glove 1 Glove 2 Glove 3
D Ao %: 04 15.4 18.0
Mean degradation (DR} J %: 14.3
Standard deviation (oga) / %: 4.4
UaM [ +%: 55
Appearance of samples after testing: Swollen

Sample description:

HY-18{1- Black

Challenge chemical:

Ethyl acetale (CAS: 141-78-6)

Test termparature / °C: (23+1)
Glowe 1 Glove 2 Glove 3
Degraciasion 1'%: 757 713 T76.3
Mean degradation (DR} / %: T6.4
Standard devialion (Goa) / % 08

UoM |+ %:

114

Appearance of samples after testing:

Swollen, softenad and discolourad

NOTE: Whee the fest specimens gave anincreased punclure force after chemical axposure,

the result is reported as a negative degradation.

Dwong Tai City Huayi Gloves Co., Lid
SATRA Referance:
Date: 12 May 2019

CHTOZE30ATHB1ALHE

{Page 3of 5)

G Go ktd

Bﬁmm:__ﬂ@.

HuaYuan
Medical



=g

&y

i

el

dag

i

H

SATRA
EN 374-4:2013

SATIRA TECHNICAL REPORT

I TECHMNOLOGY

TERMS AMD COMONTROME FOR THE SALE OF O DODS ANDMOR THE FROWE DN OF SERVICES

AL

A ey, St o e W i i

WD Rl O it &5 0 O COMDEGNE, il afle AND §ip@] 0 KD, dopa i O Myl Dy
AL, TS Ml 1 Py S DT,

%mv. TenT ok m:“ [ri g. - il -
g s b mi e, L s ks om 4 s ey
P,

Tt I & 400 ol cres i i gl L G2 -
nuﬂll-m Mqlﬂnmwlﬂqh_ﬂhmmmw

i, Al o, 0l W Gl LT W R 0 e 1 (0 e WO
-n.-.nm.r-l.-u.m.m.ﬂm.:--.i Ll e, W ¥ I T SRl Wy OF p&nnﬂ.mﬂw
o i

T T T A0 TR 0

ad

i

Carcailsion by the Lkt o oo fbr oo or Sepios. sl oy b dacapitie: by plod sgasnsnd altiy
SATRA e S Pergn el B ually D e

ST aril v b b i ey i aw“puup T ——

Lo o i o XA A W O s T i l.m
G BT i A p\ln:..:u uu;n.-n.ru-p- ey
SATRA il b S0 B0 i o rl-m-l'.lllmnl-nﬂ O e &Iﬁn nh-
0 S T A T

mill Cof e I s A1 |nﬂuhﬁ-wn-m
s Dkl D 5 ks ST ey . [ Ly W -.lgnm' O S e P Pl I 98

ol Tl‘ll'llltllﬂ L e
i =g rh T
.un-.u:upumumr—

L LY o i CATOS

ot by ATRA R

e bl

P s
= Ty rfepr e S
-—nunuummuiwmmuu—mmmnq =
i, i & Hr i)

,u--a—-nmh

o “Cond” W 1 AATRA T T el o Gl of SR e kDR i,
[ nn_l-_mdnq- dEL : mm—-ﬂpmw—d-mmmm
T gy o s mql_m &3 AT g o B S O W | O e A A Ry
[ y—_—— n—-nnuu-muh—ﬂu--mnﬂ.—.
a1, Gl GG LW i T P PO b e
E oyt ..'.'.',E"""" 5 e S e i A BB
o ik, i S iy il ckacing b - o “'-."'_ AR
sl J g e S o -h..-']ﬁ -hn-.—.nuuunhn_- o e o
A Wl | oA el T T O R (2] L L
b S TR e e i, s . b o G0 sl £ G il Cy Wcctmaren, 504 6 (o ey A3 S o B SATHA sl na Do et o (3 it reiher i conin, 10 e kcingns gigarc s,
_‘:l-ﬂnlnnouh-h-llupmwhlh’-m- PO O el [=7 foriods. o o , maks,
hich . sgrasai by . el = = T} ol £ i I
PR A AD PATIEN T LT 10l i 3 A TH A 1l WAL L0 Wb O, il T r.-r*'lmm
::-q O, of mancey man e 4 i e
mmi'_ o hi uﬁ rql el Dl e p;‘:.m ﬂ::h Tﬁ“‘ [T i um
S e T 8 T T i - i & o - L7 [ e @ o
.:nth':um - o M um L TG
il Co O nthﬂ:hld-l’, ot oo @ mnrnld I.ll:l!_:l. n'rm T T
T RE T cutly Dol §YOR [ L A RO
H el by I reeacernl=y
&1 W oy oo o d A o ww o =]
Wb W o i i S O Do il O Rl 8 D Go e ) TP o s A THA il ol uﬁ,“ o i = ‘-ﬂrllnllqlq " -ﬁ'\-
n-q.-nnuu O s P G 0 W o0, B S i, Gl il e i Bl T D [rm——
P e ] Ths,
[} Do T i f PGkl | T (G Gl oo e i i el el ' P ol ol 1 e 8 o Pl
AR T T I o wical s st d 4 e [mp—— iis, SWTAIGe: Gf Maie Sy CEW i SATHRAS Sy Qe i e T
s Dy U Ol A FEagr: A THS s e Tl Ay e
-.nn-:un'm il o BATA AN Canire
(3] Tri e of SATRAS. COTREE MR O SR s i 0 el
nkm gt price For e Giosos o 8 arc s, sl | s e g o et i e ander A TEM i sl dasson
A B T mﬂnbm mm-mmmmu-ﬁ
o G, ik i i umnnmmm—-mu nhﬂmnu&-uwn’
[ pep——— GOATIA wndl padk il LI PO Chrcssmetras s U0 S0t's i P CADl Comriici swain
LA i o e o & e o 00 E il o g in e e
e P S w Sk T it @
riing -~ - B TheChenisorcak-gem e o o
chd W m O O SR | e O] 1T il OLT OF B I hu-nl'- [
Wk Chs A e i Eoy O ot EAPll O SATRA o D Wk C P Ot
fromr sk gl s Lo by g b et ]| AR i v kbt P s i i o B e, T o ey s
P o W GO0 OF S idCol. muﬂ-u-mm-“-—lw T IO, SN AN, OO Ol AN AT O TR A
T4 o I Pl B P SRATFR, Al e
ruﬂlﬂmT_-wuﬂmﬂuu_nﬂllqnfm'i‘u (1 #:Ar = Tk
TH A ikl COMgany [ o A
- .n._....m.......».‘?"_... L "-'3., ...mE.. o ity i,
i chca e et THA e paat o Al T 1t i ot o pi of sl kg aret T g o T e o T 6 TF, i o Gl Wt i ot e o AT
i SATAN el o
Th Dl s Pl P bt i 0 ks o Ol poy e g e ST . i el oy cipat o ] il EATIAL T
i L Tl i Mty O el dpainell A THA,
iy = b1l -‘;imlllml—d-lﬂu—:ﬂ--ﬂﬂm-hﬂhn
e @ l:h.l Gl B A P LA, 6, 3 i, S PO 4T, & o A, 3
T Qe ol B [ By Wi T, Wiy g |, P [l - ™ .
oo
5 i Tt aredl rr (= o i L]
[ PR - o e o  SATH A sl mrmenind SATRA
o W el iy Dl A T nmlﬂﬂm.lnml’ﬂ‘m_
.. s ok LT SATAA e d o ey i i Gaeam 14, w
] A i s 1
T L e LA e RESPAATY RLHTS -—-p.rupup-iu-q Trunu--.l—-qﬂ.m\ Ir-grﬂ.nm.ﬁn
o e ol (TP P Eell QR 1T Wl [=7 b Ia Thee Sk ool o Sliel B0 10 N Clias L1 68 RDE 0 D Te O 8 OOl OCmums i
“hmﬂ-uﬂﬁ“h? i Paay Mnﬂ,uluum o G, O B e, D :—nnwgn;‘:‘—h
1T e i 0 RO i K T e iyt i iy = ] o rec it o i
Wam L 2AT: ssucra Tre A T o Wl o MGG A, e by PR Pl ] CBSSERS, Fal CF C38 5 ek O 0. T Pt
[T Pl b s T b g Sy s g vl ol congen e
AT O Tk R sl TG Wk 0 a0 AT,
A R PRy TP ST, ST R, G, T, OGO O W e s
m.-ﬂqmp.mmmmﬂm.?-::qnhmr-u-m M sy i}
[
&1 s RCHR. L0 Ol e i . B g, o Oy SRR 1 T
Tree (et dgmm i drace g _quum, P e [oe— o
Fudiiod tral il a1 T p'\qu-lnn o ek O iy okl
% =] e '"*"‘ L i T A AL T
o R Rl PR T DA R Rapied 1 N Che AT belkong o SATRA oF SATAMS [ 3] L] il d o i
. VT G W ke O A TH A Tamtina, AT HA SUon o GATHA O 0 el s
W Nt e o SR THA -n-pﬂ--ldi-lln-hmlrn’! i 0 1
it = LT ] e Tl [ F il = i oy i i, i PR, e T T O
SATRA Moot | Pl 1o s T G A O a3 G WGkl o Thepadl e el 0 i SO T o & P o,
il P m.un-ﬁ_mci-'ﬁ:u-umnuu-m ?nh.rﬂhqu . g i el o
iy — o ol al o ko, ai pa, o B i o, Py ok Prastiat. fox B
oliols, i o o pning CF ik Charmand PR, =
o
(+1] e W Pk Dl i il O I T, S s Py o beling) o T GG 8y e ol T B i~
TS il Gl o A AIAR, fe o ik LT lnmnﬂ.ﬂlhﬂ-ﬂqulﬂ-\umﬂ A, ey 1 T PR O W Vi Pl o, o e i | O Wb Tl i Wil Ll
. Pl et s Tokim eyt i A o [y :-‘-:'m e i of & S gl STOTART, for el Baokaion, Tre: sarag sl i o
Fid e i i i . O i, mmh—uwhwm Ll (Rl Tk Ol il
Iml‘l:l_l & [ o5 o - it 158 A Wk AN et 1 b o T o
o
5 a
Dong Tai City Huaw Gloves Co., Lid Signed: C%\
SATRA Reference: CHTO2 B30T MO13LHE
Diate: 12 May 3019 {Page 4 0f 5)

SUZHOU HUAZHIYUAN

INTERNAIGNAL TRADING Co.,Lid

HuaYuan
Medical



248
TERMS AMD OOHINTIONS FOR THE SALE OF O OODS AMDMER THE PROVIE KN OF SERVICES
(Tal e Nl O AL Ao zﬂﬂﬂmw AT, T i, T b 8 O 10 Lo o s ol O o 1 1 Ol P i SBATRA o
A ey A O (1. it T S, Wi S s il D gl e i o P ol T By WATALAL
LT} Tn_n'ipu-lmuhhmu'lino-n Milut.u-.l.l lhﬂﬁq i T i Chdl il Mbb' 3wl
i o e . Homaeg, thek Party chmining i B - SATRA mosk Wi i b o ey e e s AT
Wy T T o (s di L1 il g W ! A O O T P
anal
i Pl i 5 i ] o 1 . el T N, i SOl iamE TR whi o e el pe 1o e O and
iy DACTE T i AL i O T el o Dy W e 0 O
Wt TR = a T W R i
Py e TR a Tl L ot O GO a0 1 e, i Gt
Ty Ehl-.m':q-hu" & [ va, et o " mumn_-mh
rﬂlm-ﬂ-*n-lb&m 1 Falair. A D TS e A
tl-“uq aar 1T, R S A DL IO LI e i ST b plg lﬂlquu n-nh um-mm 1-:-
d-q:-npr-nqn-n--l 0 ke e s ARG s T Pl e F W ;&
m.-’uuuu iy s e 1 T G, e
: ] ! T nm nm el o Shed Tl e
s Feale geon D s O carcalaE B By n-qtll_aﬁﬂﬂ w SATHA. ﬁ i T 0 e Al A O A TH A Tl B Pl T 7 o O i o S T
hn-.-p-ummn 0 L e A, O 8 Wl ) . s il i S, il o St THUA I ok iy G0,
kel I D G 1P e M, i Al e T O PO
A SNTPN sy Gelegals oo s o ok Shareiom 1o fboon By e e G, miheres. SATRG 1 T The Gl s moi e GO0 bl e conaraips Pale pom e 0 . ol o conl o el i wreil B
o ik e G W S Lol £l ol P
TEE i B O roamat s S T 1 e s gy F b il i B Ao sty 3 B party B T b o i, b i sy it
hlu-:r.l-n-uu _'-gurrh O i SATRA My Pl
o ety right i a1 Germor i 1 iy
e
THE Lkl O Ferekl e i e -lq.tlnl-hal'l'l-_l.h-h-t-’-u A THA 2. iy s i e Gl o nd s
[y g ol b e TR whall o) o e '-:nmpn.-qu
AL -] e ON i T . 0 00 a0 Tomgdly SATAA Sy e Sd0i & B ipR 8 Lroes deess 12 L
W Mo ol i OF 1 e OF [T SebRC ede T o (N eaai 6 poeial T S TRA Ty Tre Gt L i - i s
lﬂuu:’h 10 e conl O O D T CRNL SBC0 K07 TR Paicad Mty e T Tk GO Gl O Py Do LA iy s i, Oema =3
ey s [rowry b £ L 2 R RS, I [T i LWL
Wil I a ol i O L8 T O PO of Tk o ToewiCo, i’ ChE 6, DATFAY. ol i C i OO0 i i T
i ke ol b O o, AT — s ., ", i} ) wn
il e il s FLATiE  Po® AT
TGT  ham SATRA Bakas SIS SANSG SAERE it uu-—mpu-.u
E il LE !ﬁ'l'ﬂ 1 ey cmi of of Lian Do gr, Tonam
Wl VG Rk 1T i Ay ol g K BATH A s“‘h H:‘n’ mﬁwm.um
o L Thia las o o e i
W i s i T e =]
mmmq: mmn’mmahhlmmhmn_n a SATRA I g T O Wil iy el & e e
g e et S Wt et i P Pt s SATEW L TR iy L P, F i g, Tocs:
i o ooy Mg Wk il O 1 B s OB
10F  TreClent ah noskeaGe | i S ATHA Dy Fros ey D ardcm, fell ar i o8 Dok f o o7 0 O a0 0y
[T PN T N — e e A TT B G
il CLENT ARG TS A ELATI T ThEl et On OF Sl 00 i SATRA s m:._ﬂ'l'lmﬂ 1 Pl [ Dok Clli 0 i U
In.ml-.ﬂm-p.m il GO, Al e e I o L, B SR, Pl
P4 The Gl sl prodcs naf ke, ssmpie, | ofamsicn e
FATRA. el 1M Sy L O OO il Wi MATRICE OF KPR i T
ATy e, i - o
i Mln-mﬂr-‘lltlnldnn-h__-.l— n’MM-lmlln—--_h i b s o I TE
& st G BaTHA ik Y
T1E T it il e BATH A I S0 0 Sy el Nl O i 1 i i 1161 0l Wk GO P il it .l
o e [l Ti-,m £ oG & e Tl s LR T il
frolerici SATEAS SATRMS 6
itd m-m ul.mm-ﬁﬂgl'lllm THA Far s Dl g 00 RS0 0P 1 lhwmzrﬂumlnmuﬂmumummdhmﬂunuiﬁﬁa
ol e ‘e iy G L S, | LT 5 AT, I 0, Wl B, I Tl L i 1T s, 4 ..
-..u-q -ﬂ—.lumb.r_um s i . % o 2
1z 2GR VAT ) e (| VAT F S & i Pkan ] o T
ix1 (i o T iy [ _..luu.p--a T-td'nlulnl.m =l lm-m—mhl“.nﬂna-—iﬂmm“u—mhmum-
o i RN — Jr——— [p——— P T . —
14: Sk ai S ATRA aal Scrdl TAEEIC L ¥] ilal RO I o e 16 1 o noce i I 1 AT H o
Hn._mq [ — [ .
LFT I [~ a A S FHA (=1 I T e Al L 1 mﬂnhumnn’mm-um—hq-ﬂn-mn
nmuml—mp—ﬂuu-ﬁlnp-.lmg—-hm:—. [ [T
Geracm s ok ey ||Hfﬂu_u-ﬁunm-ﬂtrlﬂ“hni&nm&wun
by e Ol e Tk Ol o GOOd Ltk 10 T O OUMSERAC o L0 b 1 i 10 W e Ol il D o DRl 1T W
PR O Mt CONE.
1d SATRA el ra b R =1 i Caaac by AT e prow e,
i sy o Chiil e T Lt e e L] W GATRA Sl O T o o i i Tt
T I T T N S s S il
e Wl Pl Sl D
i ] O L 5 bl | .h-ﬂ
tih o oy O i G td el e u-:' Jurunppnu
ey Feer——— . i p\qu-h—uumq
AT o . | T G sl
qﬁﬂuﬂnﬂﬁ-ﬁlﬁ,lﬂ-ﬂwmul L] m_“wﬂhuﬂlﬂlmaﬁhlﬁwhlhﬂ‘ﬂ“t
T AT T b G R T O
158 Inr ur:inh.n iy ' 0y L (R i W i i W o s e n
S e B e i W e T oy T e
p'nlﬂ.q e Dbl e i . Pl b .t o el _ﬁlpd_hnrbla—h;.
=T (TR A et SATEA ks il "
nhhl.- it S TR i i, P £ AL G o b el s i ks
11 ASTTLE & dad SATRA wall nad bl G Lo 1 ol ol T e ik el
A, e e S e e S By
131 lﬁnnn-nl:inl. (== iy o il aATHA Wiy DK i
El- L o i ol o e - WATH A i Rl by O Crg e
mih o - ﬂ_tnhﬂ-hmnﬁhl’u_nu AT s Wi
G Dy SATAA e e ClenL.
3 ey e 1 SATRA el e n 1 Wk ] il I (0 s Bl of
thE T il rm i mﬁﬂnm-n.:hhhl—,llhl - a "
oy * i o Gt SATHAG i s
i . O L e Pl bl o Lo EY | P e O TS Taws sl caciicn — (omes Tk
GG, S i Wi, O
£ =
Dong Tai City Huavi Gloves Co., Lid Signed: Cﬂﬁ\x\
SATRA Referance: CHTO2E3ITHOWLHE "t 3
Drate: 1t May 2010 {Page 5of§)

SATRA

H

EN 374-4:2013

SATIRA. TECHNICAL REPORT

HuaYuan
Medical

SUZHOU HUAZHIYUAN

INTERNAIGNAL TRADING Co.,Lid




2020-6-5

A

SATRA
EN 374-5:2016

SATR STk e

Horhampionshine, Me 16 &850 Ursted Hingdom

Ted- +44 §0) 1536 $10000
TECHNOLOGY Fax +44 {1} 1536 410626
omat nfof@saracom
WAL SOOI

Cusiomerdetails: Dong Tai City Huay Gloves Co., Lid SATRA reference: CHTO283037/191 3L H
Mo, 38 ManZhuang Road C
East Mew District
Dongiai City ¥ our reference:
Jiangsu Prowinoe
China

L3
S Date of report 1% May 2018

Samples received: 4" Aprl 2018

Drates) work 15 {o 19" Aprl 2019
camied out

TECHNICAL REPORT

Subject Testing in accordance with 150 16604:2004 to meat the requiremants ol EN 1ISO
374-5:2016 for resistance to panatration by blood-borne pathogens on gloves
described as HY-1901

This repad may be Torwarded 1o ofier paries provided Talil is nel changed in any way. |1 mustnol be published, Tas
example by induding il in adverisamenis, wilhaut e prior, weillen pearission of SATRA

Resuls given in fils repor reler anly 1o e samples submilled (o analyss and lested by SATRA. Commmenls are for
guedance anly.
#eatiefaciory test report in no way imphes that the product tested is approwed by SATRA and no wamanty i

given a8 10 the perlarmance of fe prodect tested. SATRA shall nol b §abls Tor any subsegieent loas of dambge
incurred by the client 85 3 result of information supplied in e repor.

Please nale uncertainly of measusemen has nol been applied 1o fe esulls n his reporl SATRA unesrainty of
reas urement vakies ane svalable on requesl

Report signed by Loma Handing
Position: Technologist
Depariment: Chemical & Analytical Technol ogy
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WORK REQUESTED:

Samples of gloves described a5 HY-1901 weie recaived on the 4™ Apdl 2019 for testing in
accordance with IS0 16604 2004 to meet the requirements of EN 150 374-5:2016 for resistance to
penatration by blsod-barne pathogens-test mathod using Phi-X174 bacledophage. Tesling was
completed at an extemal laboratory and reported under their reference 19RA0GZTE.

SAMPLE SUBMITTED
Samples described as HY- Samples descrbed as HY- Samples describad as HY-
1901 - White 1901- Blue 1801- Black
TESTING REQUIRED:
& |50 16604:2004 for resistance to panetration by blood-bome pathogens-test method using
Phi-X 174 bacteriophage
RESULTS:

The positive contral sample showed the bacteriophages passed through a microporous film whilst the
negative control samples showed no passage through the palyethylene film.

Test speciman Result Pass/Fail resulis
1 - White Mo penetration Pass
2 - Blia M panetrabion Pass
3 - Black Mo penetration Pass

Dhong Tai City Huaw Gloves Co., Lid Signed: '
SATRA Reference:  CHTO2B303TH813MLHIC Cﬁ@\
Diate: ™ May 2019 (Page 2 of 5)
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APPENDICES:

Rasistance to panatration by blood-bomae palhogens-Test method using Phi-X174 bacleriophage

Standard used IS0 16604 (2004)

Produel standard EN 150 374-5 (2018)

Dimension of the test specimens T5mm x 75mm

Mumber of tesl ens 3

Test procedune used Procedura B

Used bactenophage Bacleriophage Phi-X174 (ATCC 13706-81
LOT CNCM 14812)

Penelmation survey method Plague-forming units (PFU)

Pre-lest bactenophage titre 36:x10% PFU/mi

Paosttest bacteriophage litre 2 5x10° PFUImI

Dong Tai City Huayi Glowes Co, Lid Signed: .
SATRA Reference: . CHTO2E3ATHO1TALHIC @@\
Crate: 1™ May 2018 {Page 3 of §)
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Cusiomerdeisfls:  Dong Tai City Huayw Gloves Co., Lid SATRA reference: CHTO28 3037 issue 2
MNao. 36 NanZhuang Rosd 11813
East Mew District
Dangtzi City Your reference; HY-1901
Jiangsu Province
China
Date of report: 2018
234248 rep 26 Aprl

az48

Samples received: 27 March 2019

Drate(s ) work 2T March o 22 April
camied out: 2019

TECHNICAL REPORT

{This report replaces. the Technical Report CHTO283037 issued on 23 April 2018)

Subject Size and Dexiarity a5 EN 420 2003+ A1: 2000 and innocucusness test on the Five
finger disposable Powder fres nifrl gloves, ref as HY-1901, Sizes:
HS{E),S(T), M8, L{g), XL{ 10), 206 (1), Cobour: while biusblack.

Conditions of |sswe:

Thiis egastimay be lorwarded to afer parbes provided Biali i nolchanged in any way. 1imust nol be subkshed, Tor
examgle by ncuding 5 in adveBsements, withoul Te ios, willlen pesnission of SATRA

Fasifs given in his repod reler aaly 16 fe samphes subrmilled Tor analysis and lesied by SATRA. Cormments ane for
guidanss only.

Tests magoed ¢ (8l outside e UKAS Acoreditaion Schedule for SATRA. AN ntegpretalions of resulls of such Tesis and
B eoirahedila b ad upan hedn ane aulside the seape of UKAS actmditaon and ane Based on euvent SATRA
neraiedige

A safisfactory fest report in no way implies that the product tested is approved by SATRA and no warmanty is
piven as to the performance of the product tosted. SATRA shall not be able for any subsequent loss or damage
Incurmed by the clent as & result of information supplied in e reporl.

The uncerainly of Bie saulis (Lo i ths repod ks bassd on 8 landad uncensinly malphied by 8 coverage facior ked,
which provides a eoverage pabability o appradmalely $5%.

Report signed by Adam Zhang
Position: Technologist

Department: China Testing
{Page 1 of 8) "%"7{"‘”’ ?
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[ rermosoo |

WORHK REQUESTED

Samples described as the Five finger disposable Powder free nitrll gloves, ref as HY-1001, Sizes:

XS(6), S{T),M(8),L{9), XL 107,230 (11), Colour: white usihiack were received by SATRA on 27 March 2019 for
tesfingin accordance EN42 023003+ A1: 2009 and Innocuousness lesi.

SAMPLE SUBMITTED

Sampies described as HY-1901

TESTING REQUESTED

EN 420; 2003 + A1: 2000 Clause 5.1 and 5 2- Siming, Dexierity
#EN 420: 2003 + A1: 2008 Clause 4.3 Innocuousness iests:
v Clause 4.3.2 (150 3071 for Texiles & other matenals, 150 4045 for leathers)- pH Value
»  Sohent exiraction and analysis by Gas Chromatograph Mass Specrometer — PAHs content

CONCLUSION

The sampiles described Five finger disposable Powder free nitrll gloves, ref as HY-1801, Sizes:
Z5(8), S{T),M{8), L0, ML{ 100,330 {11), Colour: whils/iuakblack were found o achieve the following resulis:

- BN 420 2003 + A1: 2008 — Ses Noke A
- #EN 420: 2003 + A1: 2000 Clouse 4.3 Innocuousness tests - meet the REACH annex XV requirement
fior PAHs and relevant requirement for pH value

Detailed results are induded on the following page(s)

Section A - Test Results for EN 420: 2003 + A1: 2000 Sechon B - Test resulls for Innocuou sness fesis

Dong Tai City Huayi Gloves Co., Lid Signed: Wﬂ
SATRA Reference:  CHTO2B3037 issue 2 N513 gist ?
Date: 26 Aprl 2019 {Page 2 of B) China Tesfing

s SUZHOU HUAZHIYUAN i
INTERNAIONAL TRADING Co.,Lid -
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SATIRA  TECHNICAL REPORT

Section A - Test for EN 420: 2003 + A1: 2009

Testing

Testing was camied oul in accordance with EN 420:3003 + A1:2000

Samples for e sting were conditioned for at least 24 hours in 3 condilioned emvironment maintained at {23£2)°C

and {505 relstive humidity.

Requirements

Table 1 — Reguirements for EN 420:2003 + A 122000 Oause 5 Size and Dexierity

Glove size [ T B a 10 11
Minimum length / mm Z20 230 240 250 260 210
Performance level 1 2 3 d 5
Diameter of dexieity pin fmm 1.0 a5 8.0 6.5 50
Drong Tai City Huayi Gloves Co ., Ltd Signed:

SATRA Referance: CHTO2B8303T issue 2 1913 aist
Date: 26 Aprl 2019 {Page 3 of B) China Tesfing

3020-6-5 SUZHOU HUAZHIYUAN
S\ 4 INTERNAIONAL TRADING. Co.Lid
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248
Test Results
Table 2 — BN 43002003 + A1:2000 Test Results.
Lok
Clausa/ Test Requiremant Test Results {Sea nole Result
»)
Length fmm
Sire "
Left Fight
[ s g 236
Comforiable on fit
T 241 245
Comfortable on fit
5.1 Glave 8 245 244
length, comiort See table 1 Co miortable o it +1.10mm | Ses Mole A
and fit
] 240 240
Comfortabde on fit
10 242 241
Comfortabls on fit
11 241 244
Comforiable on fit
: Minimum pin
Hhan dismeter [ mm
5.2 Deterity Seetable 1 7 50 MiA Lewved 5
8 50

Additional Information / Notes

Note A — Where gloves do not meet the minimum length requirements spedfied in Table 1 of EN 420:2003 +
A1:2000, the stendard therefore requires that the mamufachrer shall clead y state in the user instructions the
intended application of the gloves and fhe reason why the glovwes do not confarm o the minimum lenghh
requiremenis.

Mote & — Estimated uncerizinty of measurement apphed at point of fest (eg. o applied force or to tolerance
limits) to ensure product meets requirements of the standard.

Dong Tai City Huayw Gloves Co ., Lid Signed:
SATRA Reference;  CHTO2B3037 issue 2 1913 gis
Date: 26 Aprl 2018 (Page 4 of B) China Tesfing

SUZHOU HUAZHIYUAN
INTERNAIONAL TRADING: Co.Ltd

2020-6-5 115
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l TECHNOLOGY

Secltion B — Test results for Innocuousness tesls

fa

Alltests identified in Section B of this technical report were subconfradied o a chemical test facility accrediied o

ISOAEC 17025: 2005 by CHAS.

BESULTSC
Sample lbem Sampile Description Location Style
0o HY=18901, FIVE FINGER DISPOSABLE POW DER Bedge soll plaskc
FREE KITRIL GLOVES, WHITE | Eoivess r
oz HY-1801, FIVE FINGER DISPOSABLE POWDER Bhie 5ofl plastic
FREE MITRILGLOVES, BLUE JEoves B
a3 H=-1901, FIVE FINGER MSPOSABLE POWDER Beack soft plaslic .
FREE KITRIL GLOVES, BLACK 1 Gorvess
pH ¥alwe-EN 420:2003+41: 200 %
Test Mefod 12 WiLh ederence 1o 150 S04520008, Analyred by pH melsr.
Tesl Matod 11 Wih slsrance 1o 150 307 12005, Analyzed by pH melsi.
Rt gusir st 16585
- Linit Result
Tesl lom(s) = o1 g2 1003
Tost Mathod = 1l 11 L]
Parafmater - - - -
pH Ve of Exiraching 5 auion = 589 afa 5488
Temg. of Aquesds Exiract dexy. C 243 43 243
pH Vaiue of Aqueous Extmel = 6.0 8.2 6.0
Differance Figurs - - - -
‘Coon clusion - PASS PASS PASS

Mote [Hey:  deg. C= degme Calshe (°C)  Temp. = Temparatue
Remark: Fesullfs) was (were) mparied the average value trom o s

Dong Tai City Huayw Gloves Co ., Lid
SATRA Reference;  CHTO2B3037 issue 2 1913
Diate: 26 April 2019 {P=ge 5of 8)

Sigried:
gisi '
China Tesfing

—

HuaYuan
Medical
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F [ - | Begula T2
inn, At sa and Reawicion of Chemicals Anmex XV with e
Latest Amendment , E 50 nl 5

TastMamad | Sahven! exdmelbon and analysss by Gas Chromalagraph Mass Specinamelarn,

Miasdmim All owabl
o Each of all listed PAHS: 1.0 mg/kg

Limit:

Tested Hem ! Conclusi
" & Detecid Analytes) Canc. Unit i

1001+ K102 +4008 HD ND gz PASS
Male | ND =MNoldeletedicDetetin Limi) Delection Limd {mghi) : Exch : 0.2
ey :

mgfg = milligram ped klogram = poan = pad per millon

Remark:  The Bt of polycydic anomalie hytdocarhons i summaized i tatie of Appendx,
FHenoles as Bis maximum allosable il apples lo productis ) placed on the marke] for the frst Bme on or
afler Decamibed 27, 2015 anly.

Fuirher ar phaske ¢ ormponeni|s) of arkcies 1hal coma into direst as well as probagad of sharl-leim fepatifve
cartac! with The huma skin os the ordl cavity unders nosmal of reasanally kosesesatbe condiBons of use ks (ae)
appicabie o be fesked. Such aricles ndude amongs | ofhens:

— spor edquigiment: such as bicyces, golil chubs, racqueis

— housahad uienss, Foleys, waling bames

— laoks far dameshe use

— dlohing, tootwed, ghves and sportswear

— waich-slmps, wils Bhands, masis | head-tands

Cargose walig|s) washwers speelied by chent

APPENDIX
List of Polynuciear Arcmatic Hytrocarbons:
Mo | Mame of Analjtes CAS-No. Ho. | Mame of Analyies CAS-No.
1 Chirysene 218010 5 | Dbenze jah) anhimeens 53-70-3
2 | Bemeoja)pwene 50-22-8 & | Berco @) Uorsnhens 25992
1 | Beme (a) pywene 102.072 7 Berzo §) T hens :05-83-3
4 Berza [a) anliracens 55-55+3 8 | Berzo @) Rucranthens 207089

=* End of Report ™

Crong Tai City Huayi Gloves Co., Ltd Sagned:
SATRA Reference:  CHTOZB33T issus 2 813 gist
Diate: 26 April 2018 {Page & of 8) China Tesfing
SUZHOU HUAZHIYUAN 117
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SATRA
EM 16523-1:2015

BATRA Techmalng y & enre Lid
i jnc harn Wy, Taliomd Wy, Kettenng,
Morfham plonshive, B A1 850 Unbed Kingdom
Tek <44 () 15636 410000
TECHMNOLOGY Fapc+44 {0} 1536 410626
el in fofisatra.com

AR ST LTI

Cusiomer deisils: Diong Tai City Huaw Gloves Co., Ltd SATRA reference: CHTO28303TM19130LH
No. 38 ManZhuang Rosd A
East Mew District
Diongiai City ¥ our referenca:
Jiangsu Prowance
China
Date of report 1 May 2019
274249 rep =y
Samples received: 4% Aprl 2018

Drate(s) work B o 10 Aprid 2010
camied out

TECHNICAL REPORT

Subject EN 16523-1:2015 resistance b parmeation by chemicals on gloves described as
HY-181

Condilions of | sswe:

This regodt miay be Tosvarded ko alives parBes pravided Balil s nolchanged in any way. [1must nol be gublshed, for
example by nduding lin advatsanents, wiloul he pioe, wilien pesnission of SATRA

Resulls given in his repan refer oaly 1o he samples submitled Tor analy sis and lested by SATRA. Comments ane lor
uidance only.

Tests madked o (80 outside the UKAS Accraditalion Schedule for SATRA. ANl nlemestations of resubls of such lesis dnd
the commmenis based upan them ane aulside the scape of LIKAS actreditation and ase based on coment SATRA

neaidge.

A splistaciory sl report in no way implies that the product tested is approved by SATRA and no warmanty is
given as te the porformancs of T product losled. SATRA ahall not be Table fer avy subsequent loss of damage
incurred by the client as a result of information supplied in fhe report.

The incertainty of he meaulls {Labd) n this repod = based on & slandad uncerainty mullipled by a coverage facion k=2,
which provides & coverage pobahility of approdmalely 95%.

Report signed by Lowna Harding
Position: Tachinologist
Department: Chemical & Analytical Technology

[SAT AR Teahmalayy Canbe LIS e sl diary of SATRAL Fegsbened in England Mo 3558008 Gl Tl Giov & So0nred

SUZHOU HUAZHIYUAN
INTERNAIGNAL TRADING Co. Ld

A
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SATRA

EN 16523-1:2015%

SATIRA. TECHNICAL REPORT

l TECHNOLOGY

WORK REQUESTED:

0248

Samples of gloves describad as HY-1901 wem recaived on the 4™ Apdl 2019 for testing in
accordance with EN 16523-1:2015 and assessment in accordance with the requiremenis of EN IS0
3T4-1:2016=A1:2018.

SAMPLES SUBMITTED:

Samples describad as HY-1901- Biua Samples describad as HY-1901- Black

Samples described as HY-1801- White

CONCLUSION:

When assessed in accordance with the requirements of EN IS0 374-1:2016+A1:2018 the samples of
gloves described as HY-1901 achieved the falowing performance levels:

Chemical Performance level
The samples fested did nol meet with
Ettyl acetate (CAS: 141-T8-5) the minimum breakthrough time fora
performance level 1 1o be achievad
40% Sodium hydrosdde (CAS: 1310-73-2) 6
A% Hydrogen peroxide (CAS: TT22-84-1) 4

Full results are raporied in the following ables.

Dwong Tai City Huay Gloves Co ., Lid Signed:

SATRA Reference:  CHTOZB303 71 B13/LHA Cﬂfﬁiﬁ\\
Diate: 1* May 2019 {Page 2 of 9) :

SUZHOU HUAZHIYUAN

INTERNAIOMNAL TRADING Go. Lid
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SATRA
EM 16523-1:2015

SATIRA. TECHNICAL REPORT

TESTING REQUIRED:

0248

= EN 16523-1:2015 - Determination of materal resistance to permeation by chemicals - Part 1:
Pemmeation by liguld chemical under conditions of continuous contact

RESULTS AND REQUIREMENTS:

EN 150 374-1:2016+A1:2018 - Prolective gloves against dangerous chemicals and micro-organisms -
Part 1: Terminology and performance requirements for chemical risks. Table 1: Pemeation

pefomance leavels.
Permeation performance | Measured breakthrough
leval time (minites)
i =10
2 =30
3 =60
4 =120
5 =240
[ =480

Pedomance levels are based on the lowest individual result achieved per chemical.

Dhong Tai City Huay Glowes Co., Ltd Signed: .
SATRA Reference: . CHTO2E30E THE13LHIA ﬂm
Diate: 1= May 2018 {Page 3 of 3) _

SUZHOU HUAZHIYUAN
INTERNAIONAL TRADING: Co.Ltd



SATRA

EM 16523-1:2015

SATIRA TECHNICAL REPORT

0248
Sample
TestProparty g (e HY-1801- Blue Parformance
Chemical: Ethyl acetate
Normalised permeation rate (NPR): 1 pgédem¥min
EN Detection technique: i
1852312015 | Te=t A (pertodic measurement sy o
In accordance * |Callection madium: Diry air jopen loop) With e
with SATRA Collection medium flow rate: 335 — 380 mi'min
SOP CAT-005 . et
O it e b o
Using stainkss | Specimen akthroug a timae for a
atasd Ee..,:m P {mm) e (mins)* pedamance
colls with 1 0.12 =1 jeval 1 to be
standandised = 0.13 <1 achieved
TSNS 3 — 012 =1
Test result: <1
Uioh: =1
Visual appearance of
specimens after testing: ]

PERMEATION RATE GRAPHS
Challenge chemacal: Eihyl acelate

-
o

INTERNAIGNAL TRADING Co.,Lid

SUZHOU HUAZHIYUAN

% [ r——

N . SCCETEN 2

3 La Soryetemd

- == = Naralmd

H [

.! Lo — SEETIEN

i

= s

3

g‘ oo

0 1 2 1 .

| 3 "!'l'runﬂrn.h:

Diong Tai City Huayi Gloves Co, Ltd Signed: g
SATRA Reference: CHTOZE303 TH O1LHA %
Diate: 1 May 2019 (Page 4 of ) z

HuaYuan
Medical
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SATRA

EN 16523-1:2015

SATIRA. TECHNICAL REPORT

0248
Sample
Test/Property ol eata: HY-1901- Black Performance
Chemical: 40% Sodium hydroxide
Nomalised permeation rate (NPR): 1 pglem®min
. ) Conductimatry
EN Test Detsction technigue: {continuous measuremeant
;ﬂﬁﬁ-tﬂmﬁ information: [Colection medium:  Dejonised water (closed loap)
accordance Collection medium stming rate:
with SATRA | lemon oot constant o within « 1o%) 4> — 00 MmN
S0P CAT-009 Test temparatum: (Zas1)*C Level &
) Thickness Breakthrough time
ILising m Specimen (mm)e { )
wilh standardised 1 0.12 =480
dimensions > Q.10 =480
3 010 =480
Test rasult: =480
UaM: <1
Visual appearance of
spacimens alter testing: Swrtien sy dieropumd
PERMEATION RATE GRAPHS

Challenge chemical: 40% 5 odium Hydrooide .

 Specan |
e o L I

= = = -hamumd
| premtion rem

B parmaabem rile | pplem Y s

Diong Tai City Huay Glowes Co., Lid Signed:

SATRA Reference:  CHTOZB303 71 013LHIA Cﬁm
Date: 1= May 2010 {Pags 5 of &) _

SUZHOU HUAZHIYUAN
INTERNAIONAL TRADING: Co.Ltd
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SATRA
EM 16523-1:2015

SATIRA. TECHNICAL REPORT

0248
Sample
Test/Property Fidlar b HY-1901- White Performance
Chamical: 30% Hydrogen penoxide
Nomalised permeation rate (NPR): 1 pglem¥min
: : Electrochemical delector
EN Test  [Doclionlechnique: i iic measumment)
;3523-1ﬂﬂ15 information: [Collection medium:  Delorised water {cosed loop)
accordance Collection medium slming rate:
with SATRA fach cell constan b wmrf'rmg 45 — 65 mmin
SOP CAT-025 Test temperalume: {273+ 1)°C Level 4
Thickness Breakthrough time
Uising mﬁ Specimen (mmio {minz)”
wilh standasdized 1 0.09 Betwean 121 to 180
dmernsions 2 0.09 Batwean 121 to 180
A B 1) Batwean 181 o 240
j Tast result: Betwean 121 to 180
Uio: See Below
Visual appearance of
spacimens after testing: el

For SOP CAT-025, wherne both the Py and Py are observed in the same sampling range, uncertainty is
expassad as the ime difference balween the mid-point of the range and the previous sampling time.
This uncerainty is included in the reported result

PERMEATION RATE GRAPHS
Challenge chemical: 30% Hydrogen Peroxde,

Briraga Parmdalon rala | pglem Y mis

Time | mins

Hydrogen peradide is determined by discrete sampling; therefore the permeation rale graph is nota
smooth curve.

Dhong Tail City Huaw Gloves Co., Lid

Signed: -
SATRA Reference:  CHTOZE303 71 8130LHMA Cﬂm\
Diate: 1= May 2018 {Page 6 of ) :

3020-6-5 SUZHOU HUAZHIYUAN £
S\ 4 INTERMAIONAL TRADING Co. Lid
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SATRA
EM 16523-1:2015

SATIRRA TECHNICAL REPORT

& BN 1852312015 does not require the test specimen thicknessas to be reported, this information is
indicative only.

0248

4 The collection medium from each cell is analysed once every G minutes. Due to the complesxity of
the detection technique, the minimum sampling frequency for final resulls = 60 minutes as
spocified in table 1 of EN 16523-1:2015 is not possible. Breakthrough time is calculated using
linear inferpolation batween the discrete sampling points .

¥ Breakthrough expressed as a range between discrete sampling points where the average
permeation rate axcesds he NPR. Dua o the camplexily of the delection lechnigue, the minimum
sampling Fequency as specified in table 1 of EN 16523-1:2015 is nol possible.

Dwong Tai City Huay Gloves Co ., Lid Signed:

SATRA Reference:  CHTOZB303TH 913LHIA C@fw\
Date: 1 May 2018 {Pags 7 of &) :

2020-6-5 SUZHOU HUAZHIYUAN :
5 INTERNAIONAL TRADING. Co. Lid
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I TECHNOLOGY

TERMSE AND COMINTROMSE FOR THE SALE OF 0 D003 ANDNOR THE PROVEIDH OF SERVICES
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EN 16523-1:2015+A1:2018

SATRA s,

MMIEBED Uned Hingdom

Tek +44 |0} 1535 410000
TECHNOLOGY Fanc+44 (10) 1536 4108258
emaik: iniofsatra oom
AW S OO

Cusiomerdetsils:  Dong Tai City Huayi Glowves Co., Ltd SATRA reference: CHTOZES338/192 1UH/
Mo, 36 ManZhuang Rosd A
East Mew District
Dangtzi City Y our reference:
Jiangsu Province
China
234249 Diate of report: 10" June 2019

Samples. re ceived : 20t May 2019

Diate(s ) work 4" jo 5 June 2019
camied out:

TECHNICAL REPORT

Subject EN 16523-1:2015+A1: 2018 resistance to permeation by chemicals on gloves
described as HY-1801 Five finger disposable Powder free nitil gloves

Conditions of | sswe:

This repori may be forwarded io ofver parBes provided hal il is naotl changed in any way. 1tmust notl be publshed, for
exampbs by induding iin advertissments, withoul e péor, wifien pesmis son of SATRA.

Fasifs given in his repodd reler aaly 16 fe samphes subrmilled Tor analysis and lesied by SATRA. Cormments ans for
guidanes only.

TeskE makead @ (8l oulside he LKAS Acoraditalion Schedule fof SATRA. Allinlegrelalons of resuis of s uch Tesis and
MM&“HMM““&MW“MMMN e hasad of cufrant SATRA

kneraiedge

A safisfactory st report in o way implies that the product tested i spproved by SATRA and no warranty is
piven as to the perfarmance of the prodect tested. SATRA shall not be Hable for any subsequent loss or damage
incurmed by the clent as & result of information supplied in e reporl.

The uncerainly of Bie saulis (Lo i ths reped ks bassd on 8 landasd uncensinty mallphied by 8 coverage facior ked,
which provides a soverage pabability of appradmalely $5%.

Report signed by Jade Hudey

Position: Tedmaologist

Department: Chemical & Analytical Chemistry
{Page 1ol 6)
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SATRA
EN 16523-1:2015+A1:2018

SATIRA. TECHNICAL REPORT

WORK REQUESTED:

0248

Samples of gloves describad as HY-1901 Five finger disposable Powder free nitrl gloves were
recelvad on the 20 May 2019 for tesling in accordance with EN 168523-1:2015+41:2018 and
assessment in accordance with the requirements of EN 150 374-12016+A1:2018.

Specimens from the black, blue and white variants were included in the test.

SAMPLES SUBMITTED:

Samples described as HY-1901 Five Samples describad as HY-1901 Five Samples describad as HY-1901 Five
finger disposable Powder frea nitril  finger disposable Powder free nitril  finger dis posable Powder free nitnl
gloves [Black] gloves [Blua] gloves [White]

CONCLUSION:

When assessed in accordance with the requirements of EN 150 374-1:2016+-A1:201 8 the samples of
gloves described as HY-1901 Five finger disposable Powder free nitril gloves achieved the following

perfomance lavels:
Chemical Performance leval
The samples lested did nol meet with
Methanal (CAS: G7-56-1) the minimum breakthrough time for a
performance level 1 1o be achieved

Full results are reporied in the following ables.

Dong Ta City Huay Gloves Co., Ld
SATRA Reference: CHTO2BS338M G2/ JHIA
Data: 10% June 2013 (Page 2 of 8)

SUZHOU HUAZHIYUAN
INTERNAIONAL TRADING: Co.Ltd

2020-6-5



SATRA
EN 16523-1:2015+A1:2018

SATIRA. TECHNICAL REPORT

[T

TESTING REQUIRED:

= EN 16523-1:2015+A1:2018 - Determination of material resistance o parmeation by chemicals -
Pant 1: Permealion by liguld chamical under conditions of continuous contact

RESULTS AND REQUIREMENTS:

EN 150 374-1:2016+A1:2018 - Prolective gloves against dangerous chemicals and micro-organisms -
Pant 1: Terminology and performance requirements for chemical risks. Table 1: Pemeation
peformance levals.

Permeation performance | Measured breakthrough
level time (minutes)
=10
=30
=60
=120
=240
=480

& | | e | G| B [ ==

Perdomance levels are basad on the lowest individual result achieved per chamical.

Dong Ta Gty Huay Gloves Co., Lid
SATRA Reference:  CHTOZBS338/1 821/IH/A
Diate: 10" June 2019 {Page 3 of )
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SATRA
EN 16523-1:2015+A1:2018

SATIRRA TECHNICAL REPORT

0248
Samiple HY¥-1801 Five finger disposable Powder free nitdl
TestProparty il aloves Performance
Chemical: Methanal
Narmmnalisad pammealion rate (NPR): 1 pglem¥min
EN GC-FID
16523-1:2015 Test Delection technique: (periadic surement) The samples
=A1:2018 in |information: : tested did not
Collection medium: Dry air {opan loop)
acoordance mest with the
with SATRA Collection medium fiow rate: 335 — 380 mi'min en il
SOP CAT-005 Test tempemature: {23+ 1)°C breakthrough
Specimen Thickness Breakthrough time tima for a
Using stainkss {rmmjo {mins)* performance
stes] pesmealion Black 0.12 1 lewel 1to ba
B Al Blue 011 3 achieved
dimension ! Whﬁ! A 0.10 =<
) £ " Test result: =1
Lo : <1
Visual appearance of
specimens after lesting: SR

PERMEATION RATE GRAPHS
Challenge chemical: Methamol.

! zo

% — Bl

e  —L 1]

-! LS ) =———ha |

E = s Ml d
s rrasion rm

2ul

i |

%n:':_ //-

i |

k]

2

& EN 18523-12015+A1:2018 does not requine the lesl spacimen thicknesses 1o be reported, this
infarmation is indicative only.

4 The collection medium from each cell is analysed once every 6 minutes. Due to the complexity of
the detection technique, the minimum sampling frequency for final results = 60 minutes as
spacified in table 1 of EN 16523-1:201 5+A1:201 8 is not possible. Breakthrough time is calculated
using linear interpolation between the discrele sampling points.

Drong Tai City Huay Glowes Co., Lid
SATRA Reference:  CHTO285338M 921/JH/A
Diate: 10" June 2019 (Pags 4 of &)

Y SUZHOU HUAZHIYUAN
2020-6-5
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I TECHNOLOGY

TERME AND CONDITROMSE FOR THE SALE OF ODODS ANDMA THE PROVE DN OF SERVICES
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» Disposable Nitrile Gloves

» Length: 240mm

» Full-Textured

 Blue Powder Free

« Size: Small; Medium; Large; X-Large

« Package Style: 100 pcs/Inner 10 Inner/Outer Carton.
» Meas: Inner: 243X133X54MM

« Quter Carton: 285X275X253MM

« Weight: 6KGx0.5KG
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Product Name

MBRS: poa

Specification

ﬁ:jg"nﬁﬁﬁ:}: TSR %L
EF#S: 20200505

Lot No.

E~HH:  2020/5/05

MFG Date

B X 1. A

Shelf Life
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Executive Standard
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E3E: 40%
EXi: 30%

TEiM: 20%

CONTACT INFO

* SUZHOU HUAZHIYUAN INTERNAIONAL TRADING Co.,Ltd

Office Address:
* No.333 Fumin Mid Rd. Tanggiao Town Zhangjiagang City
Jiangsu Province 215600 P.R.China

« Eric Tsang

+ Vice Marketing Director

« E-mail: EricTsang@huazhiyuantrade.com
* Tel: +086-15520170202
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