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@RN Nitrile Disposable Gloves
PRODUCT: OH1502 - Nitrile Disposable Gloves
v' Nitrile
v Powder Free
v' Blue
v"Made of high-quality Nitrile.
DESCRIPTION: v' Textured
v Ambidextrous
v EN4551,2,3
v ENISO 3741,5
v CE
v' Manufactured from nitrile butadiene.
v' Latex-free reducing the risk of hypersensitivity and allergic reactions.
v" Low in residual chemical to reduce the risk of contact dermatitis associated with these
chemicals.
ATTRIBUTES v" Flexible material for improved feel and for reducing fatigue during extended wear.
v' Tear resistant providing greater durability compared to latex or vinyl.
v' Beaded cuff for added strength and easier wearing.
v" Powder-free to reduce potential dust contamination.
v" Textured to improve grip.
e Manufactured in accordance with European Medical Devices Directive 93/42/EE CE
Category: Cat .
o EN455-1:2000 part 1: Medical gloves for single use. Requirements and testing for
freedom from holes.
e EN 455-2:2015 Medical gloves for single use part 2: Requirements and testing for
physical properties.
e EN 455-3:2015 Medical glove for single use part 3: Requirements and testing for
biological evaluation.
Egﬁgﬁ:ﬁgg «  ENISO 374-1:2016 and EN ISO 374-5: 2016 protection against bacteria, fungi and
viruses.
e Tested to: AQL 1.5.
o Visually inspected for holes and minor defects.
o Typical force at break: 6 Newtons.
e Shelf life of 3 years.
o Average thickness of wrist is 0.05mm, palm is 0.065mm and finger is 0.085mm.
All certification is registered to Weihai Dishang Medical Technology Co, Ltd. who
manufacture the product for RN (Int) Limited.
ORN PRODUCT CODE: | OH1502
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COLOUR: Blue
SIZES: S, M, L, XL
PACKAGING: 100 gloves per box / 10 Boxes per Carton (1000 gloves per carton)
SHELF LIFE 3 Years
WASHING ;
INSTRUCTIONS: Non-Reusable — Single Use Gloves
COUNTRY OF China
MANUFACTURE: !

COMMODITY CODE: 4015110000

The Dishang Group

MANUFACTURED FOR 186 West Wenhua Road Weihai

] Shandong
@RN HEALTH BY: Snane
CHINA
MANUFACTURERS
PRODUCT CODE: BS020-NO1

This guide is only an outline. It should not be used as the only means for selecting
protective clothing. Before using any protective clothing, the wearer must read and
understand the user instructions for each product.

Specific country legislation must be observed. If in doubt, contact a safety professional.
Selection of the most appropriate PPE will depend on the situation and should only be make
a competent person knowledgeable of the actual working conditions and the limitations of
PPE.

Final determination as to the suitability of these products for a particular situation is the
employer’s responsibility.

This information is subject to revision at any time. Always read and follow instructions.

IMPORTANT NOTICE:

Except as provided above, Dishang Medical Nor @RN (Int) Limited shall not be liable or
LIMITATION OF responsible for any loss or damage, whether direct, indirect, incidental, special or
LIABILITY: consequential arising out of the sale, use or misuse of this product, or the user’s inability to
use such products.

RN International
Unit A, Tingewick Road Industrial Park

ORN HEALTH Buckingham
REGISTERED MK18 1SU
ADDRESS

01295 221357

sales@ornhealth.com
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Disposable Nitrile m

Examination Gloves

—— HEALTH ——

www.ornhealth.com

Notified Body responsible for certification and on going conformity:
SATRA Technology Europe Ltd

Bracetown Business Park,

Clonee, Dublin 15D15 YN2P,Ireland(:2777)
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Registration No. : WP-20085597

EC Declaration of Conformity

Directive 93/42/EEC Medical Devices

This is hereby declared thatfollowing designated product complied with the essential health
and safety requirements of Council Directive 93/42/EEC Medical Deviceson the approximation of the
laws of the Member States relating to it.

Manufacturer
Name Weihai Dishang Medical Technology CO.,Ltd
Add Room 406-409,Block C,No.213 Torch Road,Torch High-tech Industrial Development
ress
Zone,Weihai,Shandong China
Corporate

representati ve

David Sun

Declare that the products

Name Disposable Nitrile Powder-Free Examination Gloves
Model BS 020-N01/ BS 020-N03
Standard EN 455-1:2000, EN 455-2:2015, EN 455-3:2015,EN ISO 374-1:2016; EN ISO 374-5:2016
Classification -
Test Report No. 7191233436-EEC20/01-WBH_AD1/7191233436-EEC20/03-WBH_AD1

Certificate No.

2777/11521-02/E01-01

Testing Lab

Information

TUV SUD PSB Pte. Ltd
1 Science Park Drive, #02-01 Singapore 118221
Phone : +65-6885 1333 Fax : +65-6776 8670 E-mail: enquiries@tuv-sud-psb.sg
TUV SUD PSB Pte. Ltd.is accredited in accordance with ISO/IEC 17025:2017 General

Requirements for the Competence of Testing and Calibration Laboratories.

This declaration of conformity is issued under the the sole responsibility of the manufacturer.

EC Representative: Luxus Lebenswelt Gmbn kochstr.1,47877 Willich German

ﬂ im ’D' Sign: (-(:ﬂ,ff‘é (,0(;{;

DISHANG

2
Position: Director

FEEH ETRRERAT

Date Of Issue: 2020/ 08/ 10

*Remark: This is only an manufacturer’s Declaration of Conformity, not the CE certificate.




TUV SUD PSB 12/07.02
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ZERTIFIKAT ¢ CERTIFICATE ¢

TEST CERTIFICATE

This Certificate is issued to

Weihai Dishang Medical Technology Co., Ltd.
21th Floor, No 186 West Wenhua Road,
Weihai, Shandong,

264209, China

FOR
Product: Disposable Nitrile Powder-Free Examination Gloves
Brand/Model: 1. BS 020-NO1
2. BS 020-N0O3
Product Details: 1. Sizes XS, S, M, L & XL, Powder-Free, Blue, Nitrile, Examination Glove
2. Sizes XS, S, M & L, Powder-Free, Blue Purple, Nitrile, Examination Glove
Specification: EN 455-1:2000

EN 455-2:2015
EN 455-3:2015

Test Report: 1. 7191233436-EEC20/01-WBH_AD1
2. 7191233436-EEC20/03-WBH_AD1

Date of Test Report: 24 Jul 2020

Summary

A sample of product submitted was tested and found to comply with the requirements of
the above standards.

TUV SUD PSB PteAftd

Certificate No: Date of Original Issue: Date of Last Revision: Date of Expiry:
04147 06 Aug 2020 - 05 Aug 2022

This Certificate is part of a full report and should be read in conjunction with it. This Certificate remains the property
of TUV SUD PSB Pte Ltd and shall be returned upon request. The use of this Certificate is subjected to the terms
and conditions of the Test Certification Scheme.

Note: This Certificate is issued pursuant to the terms set out overleaf.

TOV SUD PSB Pte Ltd - 1 Science Park Drive - Singapore 118221



( Issued to: Weihai Dishang Medical Technalogy Co Ltd

S n T RA Room 406-409, Block C, No. 213

Torch Road, Torch High-tech
Industrial Development Zone
ECHNOLOGY Weihai
: Shandong

China

Notified Body: 2777 SATRA customer number: P1543

EU Ty e- Examln atioﬁ"ﬁC ert|f| cate-

Certificate number: 2777/11521-02/E01-01

This EU Type-Examination Certificate covers the following product group(s) supported by testing to the relevant
standards/technical specifications and examination of the technical file documentation:
Following the EU Type-Examination this product group has been shown to satisfy the applicable essential health and
safety requirements of Annex Il of the PPE Regulation (EU) 2016/425 as a Category |l product.

Product reference: Description:

Disposable Powder-Free Nitrile Gloves
Available Colours in
DS0102016-DS0102020 Blue
DS0102026-DS0102030 Blue Purple
DS0102036-DS0102040 Cobalt Blue
DS0102046-DS0102050 White
DS0102056-DS0102060 Black

Sizes: 6 — 10 (XS — XL) Classification:

EN ISO 374-1:2016 /Type B Level EN 374-4:2013 Degradation %
40% Sodium Hydroxide (K) 6 -38.4

30% Hydrogen Peroxide (P) 2 17.6

n-heptane (J) 0 27.4

25% Ammonium hydroxide (O) 0 29.9

37% Formaldehyde (T) 5 46.6

EN ISO 374-5:2016 Level

Protection against Bacteria and Fungi Pass

Protection against Viruses Pass

Standards/Technical specifications applied:
EN 420: 2003+A1: 2009; EN ISO 374-1:2016; EN ISO 374-5:2016

Technical reports/Approval documents:
SATRA:! CHT0269325/1814, CHT0269325/1814/SPT, CHT0269325/1814/EN/A, CHT0269325/1814/EN/B/lssue 2,
CHT0273567/1830/LH/B, CHT0275700/1838/.H, CHT0269325/1814/EN/C, CHT0273567/1830/LH/A

a;S . "
Signed on behalf of SATRA: D * He Daisy He 5 Quincey Brown

Date of issue: 02/09/2020 Expiry date: 09/11/2023

\ Page 1 of 2,

SATRA Technology Eurcpe Limited. Bracetawn Business Park. Clonee. D15YN2P. Repuklic of Ireland.



+

DISHANG

This is here to certify that

BS 020-NO1 Ref. to test report NO. 7191233436-EEC20/01-WBH_AD1
DS0102016-DS0102020 Ref.to certificate 2777/11521-02/E01-01

are the same products, both refer to Power Free Nitrile Examination Gloves from Dishang
Medical Technology Co., Ltd
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| BENCHMARKS

Your Partner in the Supply Chain

{1

Quality Management System
Certification

Certificate Code:; BMCQO120088M

This is to certify that
Weihai Dishang Medical Technology CO., LTD.

Organization Code: 91371000MA3REQTAQY

Registered Address: Room 406-409, Site C, Chuang xin Base, NO.213 Huoju Road, Torch High

Technology Development District, Weihai City, Shangdong Province. Postcode: 264200
Certification Address: Room 406-409, Site C, Chuang xin Base, NO.213 Huoju Road, Torch High
Technology Development District, Weihai City, Shangdong Province. Postcode: 264200

This Management System

GB/T 19001-2016 idt ISO 9001:2015

Scope of Certification:

Production and Sales of Disposable Medical Protective Clothing;Production and Marketing
of Isolation Gown: Production and Marketing of Disposable Medical Surgical Masks;
Production and Marketing of Disposable Medical Masks; Production and Marketing of Surgical
Gown/Operating Gown; Sales of Face Shield, Disposable Natural Latex Inspection Gloves,
Disposable Medical Vinyl Examination Gloves and Disposable Medical Nitrile Examination
Gloves.

Date of issue: 06/28/2020 Date of Surveillance:: 08/03/2020 Date of expiry: 06/27/2023
Notes: Within the date of validity, organization lst Periodical Audit:

must accept the annual confirmation of BENCHMARKS.

This certificate information can be querying in 2nd Periodical Audit;:

CNCA m:l;; TR '1( a. gov. cn and BENCHMARKS website:

3rd Periodical Audit:

Cy%égh

Signer

Benchmarks Certification (Shanghai) Co., Ltd.
ADD:Room# 1009, 10F, No. 353, Fute West 1 Road, China (Shanghai)Phailot Free Trade Zone, Shanghai City, China. TEL:021-38902328



| | BENCHMARKS

ir Partner in e Supply Chair

Medical Devices Quality
Management Systems Certification

Certificate Code: BUCMDQO120003M

This is to certify that
Weihai Dishang Medical Technology CO., LTD.

Organization Code: 91371000MA3REQTAQY

Registered Address: Room 406-409, Site C, Chuang Xin Base, NO.213 Huoju Road, Torch High

Technology Development District, Weihai City, Shangdong Province. Postcode: 264200
Certification Address: Room 406-409, Site C, Chuang Xin Base, NO.213 Huoju Road, Torch High
Technology Development District, Weihai City, Shangdong Province. Postcode: 264200

This Management System
certification is valid to the following Standard:

YY/T 0287-2017 idt ISO 13485: 2016

Scope of Certification:

Production and Sales of Disposable Medical Protective Clothing;Production and Marketing of Isolation Gown;
Production and Marketing of Disposable Medical Surgical Masks; Production and Marketing of Disposable
Medical Masks; P;oduction and Marketing of Surgical Gown/Operating Gown; Sales of Face Shield, Disposable
Natural Latex Inspection Gloves, Disposable Medical Vinyl Examination Gloves and Disposable Medical Nitrile
Examination Gloves.

Date of issue: 06/28/2020 Date of Surveillance: 08/03/2020 Date of expiry: 06/27/2023

Notes: Within the date of validity, organization Ist Periodical Audit:
must accept the annual confirmation of BENCHMARKS.

This certificate information can be querying in 2nd Periodical Audit:
CNCA websit: www. cnca. gov. cn and BENCHMARKS website:

www. benchmerks=ean. hk. 3rd Periodical Audit:

Sebm

Signer

Benchmarks Certification (Shanghai) Co., Ltd.
ADD:Room# 1009, 10F, No. 355, Fute West | Road, China (Shanghai)Phailot Free Trade Zone, Shanghai City, China. TEL:021-58902328



