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DISPOSABLE GLOVES

Protection légere tout-usage pour les mains

Features:

e Anti-bacterial
formulation

e Durable and tear
resistant
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EU Type-Examination Certificate

Certificate number: 2777/11628-01/E01-01

This EU Type-Examination Cartificale covers the following product groups) supported by testing (o the retevant
shandanisachncal specilicalions and caamenaticn af e lechnical filke dGocumaentabion
Foliwing S EU Typa-Examinalion s product group has Deon showin o salisty the applcabdr essentsl healh and
safoty iequirsments of Annix i of the PPE Regulation (EU) SO1EM5 ms  Category 1l prodiscl

Product referance: Description:

Al Fine GL-TF-PWE Five Finges Disposabbs Vingt Giave

Siros: Cixssification:

ST GL-TF-P5 EN 150 3T4-1: 2016 Type C Ll EM 374=4-3013 % dogradation
M. GL-TE-FYEC 0% Sodum hydroxide (K) B -16.2

LG GL-TE-PVC EM IS0 3IT4-5:2016

w1 0- GL-TEPWVC Profecion opamest Baaclemna and Tungl = Pass

Proboclion agains! viiusss — Pass

[NEER:Z0LE Lawal
Abrasion Resistance
Rlade Cut Resistance
Toar Fesistanoe
Pumcturg el ancs
TO#A Cut Refiance

(= W =

Signca dal Techinsal apetificabons opplisd:
EM EE0 IT4-1-2018; EN 50 3T4-5-2008 EM 420: 2003+A1: 2008

Tachrcal epaie AL dooument
RATRA CHMOZSTTE41T218MeDoA, CHMOZSTTE41 T2 1/5MeDVB, SPCOIIRST2E, BPCO2E61311TEZ

et on bahaf ol BATRA: | it Ruxnnaes Anita Brarnan = Pete Doughty

Dt F s TOMET 0N Expiry date:  GEM2r3KEN

H""\— Mg 1@ 2
_—

Tk Mk T ey Bregen | Sl e Blara Fwh Chems D07 RU . Bayuiis @ Esiel




TERMS AND CONDITIONS

The following conditions apply in addition to SATRA's standard terms and conditions of business and
hose givan in the current certification agreement

The certificate holder is licensed to mark the products detaied within this certificate in accordance with
Annex V (Module B) of the Regulation (EU) 2016/425 of the European Parfiament and of the council of
3th March 2016 on personal protective equipment once you have drawn up an EU dedaration of product
onformaty. Please nole:

1. Where the product is classified as category Il then CE Marking of production is reliant on
current compliance with Regulation 2016/425 module C2 or Module D. (Except that specifically
produced to fit an indwvidual user),

2 Full datails of the certification and product are contained within the manufacturer's technical
documentation

3 Where a translation of this certificate exists, the English language version shall be considerad
as the authontative texi

4 Certification is limited 1o producton undertaken at the sites ksted in the manufacturers technical

documentaton

5. Ongoing manufactured product shall be consistent with the products) cenified and listed on
this certificate.

B The Manufacturer shall inform SATRA of any changes 1o the cerdified product or technical
documentation.

T This certificate shall be kept together with the relevant technical documentation in a safe place
by the cient named on this certificate. Production of this certificate and other documentation
may be required by a representative of the EC member state govermment

8 This certificate relates only to the condition of the testable items at the time of the certification
procedure and is subject to the expiry date shown

9 SATRA Technology reserves the right to withdraw this certificate if it is found that a
condition of manufacture, design, materials or packaging have been changed and
therefore no longer comply with the requirements of Regulation 2016/425.

Fage 2ol ]



Test Report No. 719121 2723-EEC19/01-WBH

dated 13 Aug 2019

Hesn |‘-Llliﬂ‘:l1-b.lﬂu.h-.'lbr-i1-|1ﬁl:-m‘-'='ﬂ
Cawi TEemm i Corasom o Bewrew o TUY B FSE P L0 n

hrﬂmnl-‘ﬂ-rﬂ—lm‘.

s, Chin Pegerl & Ererrend Ery T

SUBJECT:

Testing of Power-froe Gloves submitied by Janga Ranbow Modical Froducts Co, Lid,

on OF Jun 2018 and 23 Jul

TESTED FOR:

2019,

Jiangel Rainbow Medical Procucts Ca.Lid
East Side of Janshe Road, Penghuwan Indusirial Aran, Pengoe,
Jiggiang City. Jiangxl Province, Ching

IEST DATE
07 Jun 2019 1o 24 Jun 201

5 ard 13 Aug 2019

Hdd walue.
Inpgins Hyust

&/N | Product Description | Colowr Lot Mo,

Siza

Lt gize ne spacified by desnt:

METHOD OF TESTC

| Clpar Hﬂ-‘l":'ﬂ:rﬁ-ﬂ

: 3H
|

Jiangxi Rasnbow Modical
Products Co., Lid

1. EN 455-1:2000 Medical gloves for single usa
Part 1- Requirements and testing for froedom from holes:

& EM 455-2-2015 Med

Pan 2 Requirements and testing for physical

ol ghoves for single use

4 EM 455-3:2015 Medical giove for Singla use
Parl 3 Requiremanis and testing for biological evaluation
. Clause 4.4 Powder-free gloves
- Clause 4.6 Labaelling

iq

Ty 5U0 PSR

L.i-l-r_nrr-

T S0 PR PR Ll
Siz | Seswrn Prk Cires
Tergagars 117"

Prons =Es-RAFL 1100

Fam ;. ved Nl NETD

[l prvpeiesll tu-tad-mt g
wew B G ]

i Wiy QTR

35,001 1o 150,000 pleces

Bzl Shaiadl I cw

T BLED ada Pty P Ll
1 Soarcw Pary [bea 01"

— - o Page 1 ol §



Test Report No. 7191212723-EEC18/01-WBH

dated 13 Aug 2019

RESULTS:
Sampie: Disposable Virgl Gloves (Powder Freel. Soe M- Lot Moo RBE190518
Tabie 1: Regults for EN 455-1:2000
No. of
Mumbser Actual no, of
Clause Tests Requirements w tested non-comopliers m
b (places) | found {pieces)
] Freseciaem (roem
E e Shall not leak | ? 20 | 5 Passed
Tabis 3. Results for EN 455-2:2015 Clayses 45
Number
Results nfarrod
Clausa Tosts Raguirarmants (Median) tastod (Mecian]
Dimansions Medan Langth for sizad; | ' ==
4 | 8)Lengin {mm] 2240 g -~ re—
by Width {mm) “‘i'm-' ¥ickh for strw M: o ds Prassed
Ei_mn'l_h & Fioir Examinaiion gil!n'ﬂ.
a) Foroe at bro (M) | = 3.6 - i Sz
5 hh;ﬂ;;ﬁ F. PRI O
ol o @ -4 'y
et 00 | EM%W'“‘-._. Y 13 44 Passad
. | Toaysal (7032 2PC - = ;N
Clouse | Tests Roqurements Resuhs | Imered
Manulacturers shall labal the glowve andior the
Sango wih EN IS0 16220\ SVBMAEN | Comply | passes
7 Labedling 15223-1. EN
10412008+ 41:2013. Date of mﬁﬁ
defirec a5 e packeging date.
Tabie 4 Results for EN 435-3.2015 Clagsa 2.4
E_I:'.Ilu Tasts Requiirerments Results mmll
| 44 | Powderfreo | For powdes-free gloves: Tha total quantity of 0.17 mg par Pasaed
52 | gloves powder reskdues shall nol axceed 2 mg per glove. e
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Test Report No. 7191212723-EEC19/01-WBH

BESULTS (cont'dl

dated 13 Aug 2018

Samgle: Disposable Ving Gloves (Powder Frea), Size M - Lot No. RE150518

Requiremaents

In addition 1o the labelling specified in EN 1041:2008+A1:2013 and the
relevant symbols given in EN IS0 15223-1:2012, the following
requirements apply:

a) medical gloves containing natural rubber latex shall be labelled on
the packaging of al laas! the smallest packaging unit with the EN
150 15223-1:2012 symbol lof latex;
Thulahqlhngﬂﬂmﬁmuumlmﬂmmmlﬁm
LN T B with the symbal. ‘(Product ) contains natursd

rubbaar lu nﬁ.r.-.ﬂ %[Eﬂﬂl. induding
anaphylactic

by WWMWMHWWW

c} sterile powdersd glovos shal mmﬁ_ﬁ“ﬁ"mnﬂ or
equivalent: ‘CAUTION: Surface powder shall be remaved

aseptically prior (o underaking Operasve procedunes in order io
MiMIMIEe 1 risk of adversa Hsswee reactions’ -

| d) Iummm containing natural Adbber labex the product

tabelling shall not ‘&
-amrhﬂ'nim !HU;' as low aliergenicity.
nypoalbergenigly of
- any unjustified ind mﬂm |

a) |ruumm.ﬂmmmm-mﬂu pralsin content, the

__process fimi, measurpd as specified in 5.3 shall be given.

Coemply

Irfered results

Passed

m-m-pﬂnum“ﬂﬂIMr!mmtwmmﬁh

8

) aal

Lost Diai
Engineer

Wong Bee Hul
Product Managar
Medical Health Services [NAM)

Pagedol §



Test Report No. 7191212723-EEC19/01-WBH
dated 13 Aug 2019

Prate Disposatle Vimd Gloves (Powder Free), Size M - Lot Mo RE190518
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Test Report No. 7191212723-EEC19/01-WBH
dated 13 Aug 2019

Ploseis futa T this Repart i isued undir $ue foll dwing boems -

Juby 20N

This =epor agphen 1o the sarmple & thi spec’c produclvgupmert. gven al pa wme of &y esdngcaibraion. The results & fol uked 1o
rscate or emphy Tl Py e apphcabie 10 othe! seTdar deTs. i adciien, puck: retalts mus] nol o used 1o indicane of wmply that TUV SUD
PSR aporoved. TCDTTENdS o oroofled P manufacteer, spphin or user of such productequipment, o thar TUW 500 PS8 » any wiry

'nﬁmdnwm—mﬂh-‘mﬂﬁmmﬁﬂhm
forg been efects of usng the spacfic prodectisquipment.

mmwnnmmwnnmmﬁnmm“m
m&nmﬂﬂmuhmnmﬂm.mdmeumm

mnhmuumumummmumwnﬂun-ﬂwummqm
mmrmumumuu#

This recert shall rct B reprodecs whally of n parts and o refersnce shal b e by e Chert 10 TUV SL0 PSS or o the separ of meulis
furmested By TUY SUD PSE in sy adverianants of siel promobon.

Lkt cfbarwisn sl s fests ware camed ol in TUV S00 P58 P L, Ha1 Scence Park Drive Singapons 112221,

=
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Certificate

No. Q6 105935 0001 Rev. 00

Holder of Certificate:

Facility(ies):

Certification Mark:

Scope of Certificate:

Applied Standard(s):

Production and Distribution of Medical
axamination glove

EM IS0 13485 20186

Medical devices - Duslity managamant sysbams -
Requirermnenis for regulsiony purposss

(180 13485 2016)

DIN EM 150 13485 3018

The Certification Body of TUV S0D Product Service GmbH certifies that the company mentioned
aboyve has esSabished and i3 maintainng & guality managemert sysiemn (eecluding siubclpuss 7.3}
wiuch meels he regurements of the laied slandandis) See also noles overieal

Report No.:

Valkd froem:
Vialid wntil:

Dhate, 200=03-03

Page 1 a4 1

G 13101

20E0-08-012
S0H=03111

CO

CArEpph Duig
Hagd of CamfcationMobied Body

T SUD Prosuct Sendoe Gmbd « Camfcslion Body = Ridierstrale 85 « EOOX0 Mg » Crmgry
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