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PRODUCT SPECIFICATION

SECTION I: PRODUCT DESCRIPTION

1.1 Product Code LEGPFTPC30

1.2 Type Nitrile - non sterile Gloves

1.3 Material Natural High Grade Rubber Nitrile

1.4 Color Blue

1.5 Design and Feature Ambidextrous, beaded cuff, Textured

1.6 Powder conient Below 2 mg per glove

1.7 Siorage Condition The gloves shall maintain their properties when stored in a dry

condition at temperature between 10° to 30° C.
Avoid direct sunlight,

1.8 Shelf-Life The gloves shall have shelf life of § years from the date of
manufacture with the above storage condition.
1.9 Packing Style (A) 100pes/box, 10 boxes/carton, 1700 cartons/20°GP,
3400 cartons/40°'GP

(B) 2000pes/Black Plastic Bag/Sack, 1569bags/20°GP,
2550bags/40°GP

SECTION II: PERFORMANCE REQUIREMENTS
(Sampling Plan — [SO 28359 Single Normal)

¥ Characteristics IAsp egt:on Accgptab!e Reference Standard
Level Quality Level
.1 | Dimensions Median of 13 test pieces EN455-2-00
2.2 | Physical Properties Median of 13 fest picces EN455.2-00
Freedom from holes (Barrier) . g
2.3 | (1000m] Water Leak Test) & &3 R
2.4 | Visual Defects:
) Major Visual Gl 35 In-house practice
(it) Minor Visual 4.0
= v ASTM D3578-01
o N i/
2.5 | Powder Amount N N/A ASTM D6124-00
. . o ASTM D3578-01
; =7 W
2.6 | Protein Content N=3 N/A ASTM D5712-95/99
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SECTION IIl: PERFORMANCE SPECIFICATION

3.1 Dimensions

Property Size { In-House Standard
i Length {mm) All Sizes | Min 240
XS ‘ 70 +/« 10
s 80+~ 10
Average Palm Width (mm) M 03+ 10
L 110 /- 10
XL 120 +4 10
- Finger : Min 0.09
E:li:fi‘geiiﬁn ) Palm : Min 0.08
s Cuff_: Min 0.07
' Xs 4.0+403
b i 45 +H-03
Unit Weight {gram) M ' 50+-03
e 5.5 +-03
XL __ 6.0+-0.3
32 Physical Properties
Property In-House Standard
Before Aging After Aging
Elongation at break (%6)- Average Min 650 Min 500
Tensile Strength { MPa) -Average Min 18 Min 14
Stress at 300% Elongation (MPa) . Max 5.5 E NIL

3.3 Freadom from Holes (Barrier) (1000m} Water Leak Test)
The sample size and allowable number of non-conforming gloves in the samples shall be determined in
accordance to Sampling Plan IS02859-1 Single Normal using inspection and acceptable quality fevel as stated
in Section 11: Performance Requirements.

34 Visual Defects
The sample size and allowable number of non-conforming gloves in the samples for both major and miner
defects shail be determined in accordance to Sampling Plan 1502859-1 Single Normal using Inspection and
acceptable quality level as stated in Section II: Performance Requiremants.
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APPLIGANT:  Tan Sin Lian industries SDRBHD
1-14, Jalan indah 2
Taman Indah, 84000 Muar, Johor
Ereeil: tsl@tansinlian.com
Phone: +6046-9810 526

Malaysia
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Getificate TH1H4850

THG MARSRETEY Sy of

TAN SIN LIAN INDUSTRIES SDN. BHD

1-14, Jalan indah 2
Taman Indah, 84000 Muar, Johor
Malaysia

Yol oo SERARSRY S CSNSNGI MRt 8 ARquirsnYanie of
1S0 9001:2015

> LET -
Fer the fdloaig arbviten

Manufacture of non-sterile powdered natural latex examination gloves
Wanufaciure of nonesterile powderad free natural iatex examination gloves
Manufacture of non-sterile nitrile examination gloves

Distribution of natural fstex and synthetic examination glaves

Festhar clsabadons ogpadey; tha Reova of this cortfivate ang Sy applicabtiy o

TG 00T 70 requisments ma be chisned by conduling B Fpamsaice

This certificate is valid from 25 June 2019 until 25 June 2022 and
remains valid subject to satisfactory surveillance audits.

Re cerfification audit due before 7 May 2022

Issue 6. Certified since 25 June 2010

Aylheiged by

SES Unitgd Krgrom Lt

Fegamore Bunrses Pad Slleisare Por Chagije DHES TN U
1444 |T3157 3500050 Fed (00350 L0600 swe s

S35 W b UE

P toft

UKAS

MANAGEMENT |
SR |

coos

T e Rl mmmmmww@m‘maf
Tofiaiey Sopvike ionalsi 4 oyl st kT
Mmt#&fﬁhﬂhmﬂ!m Erberideates aed sainkdsen
HEEE ATtERTSNT B ThE RO RDT 0 T dost oy e S
B AR IS AR RO D e e SR
Dirvpkms marn, Aoy wradvrret lbeson Spin o daictze o e
sk W o Sy Formeset o uria i s ¥l my e
FEisd g fe st et g naiag



EC Certificate

Directive 93/42/EEC Annex V

TUVRReintand

Production CGuality Azsurance

Medical Davices

Registration No.:

Report No.:

Manufacturern: TAN SIN LIAN INDUSTRIES SDN,

BHD.
9-14, Jalan Indah 2
Taman Indah, 84000 Muar, lcher
tal+606-9510 228
Malaysia
Products:

Mot Sterile Nitrile Examination Gloves

=) N oo s p— oy £ o 33
snplaves Approvel, Resistration Ho

Expiry Date: G

0D 60128541 oo
168068686 D02

- s s e m ey
H ..g.f 0124376 2021

The Notified Body bersby declares thay the requissments of Ansox W of the dvective SSMZEED fuwwe
haan met for the fisted products. The sbuvs pamed manuteciurer has ssteblished and applies & guality
BEsurBnoE system. which ie subject to periodic surveifance. defiewd by Annex W, section 4 of the
sferambntionsd diesctive. For plecing on the merkel of oises b wnd clece Bl dovioss covsred by this
cndificats an 80 typeaxaminstion certilicate asgerding fo Annex i & requived.

Effuctive Dais: 281B-85-02
Date: 8260802

TUV Rheinland LGA Products GmbH - TillysH

o

2 . 90431 Niimberg

TV fheslaad LGA Products GmbH iz o Notified Sody according o Directive 93/43/EEC
penpeming medical devines with the dertifioation monber 07187,



