S L (FE)EEREEREBRAE
EcoPyolysis Eco-Pyrolysis (H.K.) Tech. Development Co., Ltd.

Powder-Free Nitrile Examination Gloves

Supplier Code: MY-ND

Product Specification

DESIGN & FEATURE

Type Powder-Free and non-sterile examination gloves
Material Nitrile Butadiene Rubber Latex

Design Beaded cuff ,Powder-free,Ambidextrous.

Colour Coral Blue

PHYSICAL DIMENSION

Dimension - Palm Width (mm) (ASTM 6319) (EN 455-2)
Size S :80£10 Size S ;80110
Size M 195110 Size M 195110
Size L 1110+ 10 Size L 1110+ 10
Dimension - Glove Length (mm) |Size S 1220 min Size S 12240
Size M 1230 min Size M 1 2240
Size L : 230 min Size L 1 2240
Thickness (Single Wall) (mm) Finger :0.050 min
Palm :0.050 min
PHYSICAL PROPERTIES
ASTM D6319
Tensile Strength (MPa) Unaged : 14 min Aged : 14 min
Ultimate Elongation (%) Unaged : 500 min Aged : 400 min
EN 455-2
Force at Break (N) Unaged : Mediar > gN Aged : Median > gN
POWDER CONTENT
Powder Content (ASTM D6124) |Max 2 mg/g

PRODUCT INFORMATION

Manufactured Date
Expiry Date

Shelf-Life

Packing configuration

Storage Condition

YYYY-MM (YYYY = Year, MM = Month)
YYYY-MM (YYYY = Year, MM = Month)
5 years from the date of manufacture

100 pcs by weight/dispenser box, 10 dispenser boxes/carton
200 pcs by weight/dispenser box, 10 dispenser boxes/carton

Cool dry place, Avoid direct sunlight

PRESHIPMENT INSPECTION- CRITICAL, FUNCTIONAL & VISUAL DEFECTS (Sampling Plan I1SO 2859)

Inspection Level

AQL

1000 mL water leak test
Visual Inspection
a) Critical Defects

G1

Not Acceptable

15

Not Acceptable

b) Major & Minor Defects G1 2.5
QUALITY SYSTEM CERTIFICATION
1SO 13485:2016
Certification : PPE Regulation (EU) 2016/425 by BSI
100 pcs/ box 200 pcs/ box

s | m [ L | XL s | oM | L[ x
Weight of empty dispenser (g) 54 82
Weight of dispenser + Glove (g) 374 | 404 | 433 | 504 722 | 782 | 842 | 982
Weight of Carton (g) 308 326
Weight of carton + dispenser (Kg) 4.0 I 4.3 I 4.6 ] 5.3 7.5 I 8.1 I 8.7 | 10.1
Dimension of dispenser 100pcs / box : 237mm X 125mm X 55mm |200 pcs/box: 237mm X 125mm X 90mm
Dimension of Carton: 100pcs/box:300mm X 489mm X 131mm  |200 pcs/box: 475mm X 489mm X 131mm

Page 1 of 5

BB EBEREE 43 58 METEANE 11185 =
Room 5, 11/ F, Hongda Industrial Building, 43 Hongtu Road, Kwun Tong, Kowloon, Hong Kong

URL: www.eco-select.com.cn

Tel.: (852) 2330 6228

Fax: (852) 2330 6366




R RO () LR RERAT
EcoPyolysis Eco-Pyrolysis (H.K.) Tech. Development Co., Ltd.

100pcs
/box
Number of carton per 20 footer container 1505
Number of carton per 40 footer container 3545

Country of Origin:
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Certificate Of CE(MDD) Notification

TIFICATE

“CE(MDD) NOTIFICATION

Ref. Mo CH 24682013 Dhate: | /12013

Cinder Mo, CH 20542001

THIS 153 TO CERTIFY THAT, MOCORIMNG TO THE EURDPEAN COUNCIL DIRECTIVE 9342 EEC WE HERI
AT OBRELES SA (OEARC) PERFORMED ALL NOTIFICATION DUTIES AND RESPONSIBILITIES AS THE
EUROPEAN MITHORIZED REPRESENTATIVE (EC REF) OF:

‘- I mﬁ iI. | MALAYSIA

AS STIMILATED AND DEMANDED BY THE AFOREMENTIONED DIRECTIVE

The Manufaciurer declanes thal the Class | * devices comply wilh ihe Direclive including all essontial requiremants
The Manufacturer has provided Obeds s.a. (0.E A RLC.) with oil the appropriate declarations as per the Europoan
Council Directive SYMZEEC article 14 requirernents, inchuding e EC Dedamtion of Confiormity {accarding o Annex
V) confrming that thew Ciass | medical devices, as slipulated hene above, are lulfiing the applicable requirernents. of
the European Councll Directive 934NEEC |

The notification of the following medical devices has been completed by Obelis s a. (0E.AR.C.) on the 06122013 in
compiiance wih the Evropean Councl Directive SW42ZEEC and 2007M47/EC - artiche 14 requinsments

CLASS | MEDICAL DEVICE(S):  PLEASE SEE ANNEX A - LIST OF DEVICES (1 PAGE, 4 DEVICES)

As of the 0711272013, snd as long as the Manulacturer will continue complying with the herea
mquirements™, he herolone

= I3 required lo affix the CE marking on heso devioes: r—
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EcoPyolysis Eco-Pyrolysis (H.K.) Tech. Development Co., Ltd.

Ref No.: CH 2468 -2013 ]
Order No.: CH 2054 -2013

Annex A - List of devices
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EoPyolsis  Eco-Pyrolysis (H.K.) Tech. Development Co., Ltd.

ISO 9001:2015

CaRE

2018 2019 020
Certificate No. : MYO6183893
This certificate has been
Awarded to

Which is located at

_;'u'f.' -a.-F

On Standard

ISO 9001 : 2015

Which the organization stated above had been assessed and found to be in accordance with the
requirements of international Quality Management System.

Under the Scope of

PROVISION OF INDUSTRIES GLOVE SUPPLY SERVICE.

Original lssued Date ¢ 25" June 2015
Effective Date - 20™ june 2018
Expiration Date t 24" June 2021

This certificate will be null and void if at any crcumstances the compliance towards the standards of 150 17021
is not fulfilled. The compliance of the standards stated above will be indicated by the labelling on the right
corner indicating the year of assessment. The validity of the certificate can also be traced to the audit report

generated for each every assessment or through our website www.carecert.net

el Fleming Teo
s g i Managing Director
CARE Certification international (M) Sdn. Bhd.

CARE Certification International (M) Sdn. Bhd.
MNo. 3-16, 101 Boulevard, Jalan Kenari 6, Bandar Puchong Jaya, 47170 Puchong, Selangor Darul Ehsan, Malaysia.
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