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X-Black Nitrile Examination Gloves

Powder Free
Nitrile
Ambidextrous
Fully Textured Surface

Key Features ]
Product Information

Chemotherapy & Fentanyl tested

Reorder No. D15xx-93
Soft comfortable formulation Material Nitrile
. . Sizes S - XXL
Excellent dexterity and elasticity Length (mm) 240
Extra strong and durable Finger Thickness (mm) 0.18
Colour Black
Beaded cuff Packing Mode 100 pcs/bx, 10 bx/cs

PRODUCT CONFORMANCE QUALITY ASSURANCE

e ASTM D6319 o MDSAP ISO 13485:2016 Quality Management System
e ASTM D6978 - Tested for use with Chemotherapy Drugs & Fentanyl Citrate e 1SO 9001:2015 Quality Management System

e Medical Device: in compliance with MDR (EU)2017/745 (CE Class I) e EN ISO 13485:2016 Quality Management System - Regulatory Purpose
e UK Medical Device Regulations 2002 Part Il (UKCA Class I) e ISO 14001:2015 Environmental Management System

e EN 455: Part 1/2/3/4
e EN ISO 21420:2020, EN ISO 374-1:2016+A1:2018 Type B, EN ISO UK
374-2:2019, EN ISO 374-4:2019, EN ISO 374-5:2016, EN C € cA

MDR [ PPE
16523-1:2015+A1:2018, 1S0 16604:2004 & CE 2797 MDR B SPPE
« Food Contact Compliance FDA 21 CFR 177.2600 & EU ResAP (2004) 4 o N2/ N/ 2797 0086

e FDA 510(k) available

I1SO 374-1/ TYPE B 1SO 374-5:2016
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