bsi.

EU Type Examination Certificate

By Royal Charter

This is to certify that: Meditech Gloves Sdn. Bhd.
PT 3345, Jalan Permata 1/3
Arab Malaysian Industrial Park
Nilai
Negeri Sembilan, Darul Khusus
71800
Malaysia

Holds Certificate Number: CE 698568

In respect of:

Natural rubber gloves for personal protection- models MEPF3 & MSPF2
(NBR) Nitrile Butadiene Rubber Latex gloves for personal protection- model MNEPF1.
To EN 420:2003+A1:2009, EN ISO 374-1:2016 & EN ISO 374-5:2016.

on the basis that BSI carried out the relevant Type Examination procedures under the requirements with the
Regulation (EU) 2016/425 of the European Parliament and Council relating to Personal Protective Equipment
Regulation (PPE) Annex V (Module B) and meets the relevant health and safety requirements specified in Annex II

For and on behalf of BSI, a Notified
Body for the above Regulation

(Notified Body Number 0086): Chris Lewis - Certification Director, Product Certification

First Issued: 2019-05-02 Effective Date: 2019-05-02

Latest Issue: 2019-05-02 Expiry Date: 2024-05-02
Page: 1 of 6

..making excellence a habit’

This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EU Type Examination Certificate
No. CE 698568

Product Specification:

The PPE equipment Protective Gloves that are covered by the scope of this Module B Certificate and the Harmonized
European Standards and technical specifications to which the products are approved are to the following specifications:

Model: MEPF3 Polycare Latex Examination Gloves
Classification: Protective gloves for use against microorganisms and general applications.
Description: Natural rubber latex examination gloves, powder free and non-sterile. Ambidextrous

gloves with beaded cuff, available in off-white to light yellow colours.

Size Range: XS to XL

Product codes: MEPF3-XS, MEPF3-S, MEPF3-M, MEPF3-L and MEPF3-XL.

Product Specification

Performance: Resistance to penetration to EN 374-2:2014
Pass

Resistance to degradation to EN 374-4:2013
Tested for degradation against the chemical listed below.
Sodium Hydroxide 40% (CAS:1310-73-2)

Mean Degradation: -84.3%

Resistance to chemical permeation to EN ISO 374-1:2016 (Test method EN
16523-1:2015) Type C

Chemical Level
Sodium Hydroxide 40% (K) 6

General requirements for gloves to EN 420:2003+A1:2009

Dexterity: Level 5

pH: 7.5

Protein Content: 84.5 ug/g

First Issued: 2019-05-02 Effective Date: 2019-05-02
Latest Issue: 2019-05-02 Expiry Date: 2024-05-02

Page: 2 of 6
This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EU Type Examination Certificate
No. CE 698568

Product Specification continued:

Model: MSPF2 - ExcellPC Sterile Latex Surgical Gloves Powder Free

Classification: Protective gloves for use against microorganisms and general applications.

Description: Natural rubber latex sterile polymer coated Surgical Gloves, powder free, disposable
single use, sterilized by Gamma Irradiation, beaded cuff and anatomical shape., available
in off-white to light yellow colours.

Size Range: 55t09.0

Product codes: MSPF2-5.5, MSPF2-6.0, MSPF2-6.5, MSPF2-7.0, MSPF2-7.5, MSPF2-8.0, MSPF2-8.5 and
MSPF2-9.0.

Product Specification

Performance: Resistance to penetration to EN 374-2:2014
Pass

Resistance to degradation to EN 374-4:2013
Tested for degradation against the chemical listed below.
Sodium Hydroxide 40% (CAS:1310-73-2)

Mean Degradation: -78.9%

Resistance to chemical permeation to EN ISO 374-1:2016 (Test method EN
16523-1:2015) Type C

Chemical Level
Sodium Hydroxide 40% (K) 6

General requirements for gloves to EN 420:2003+A1:2009

Dexterity: Level 5

pH: 7.2

Protein Content: 123.5 pg/g

First Issued: 2019-05-02 Effective Date: 2019-05-02
Latest Issue: 2019-05-02 Expiry Date: 2024-05-02
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This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EU Type Examination Certificate
No. CE 698568

Model: MNEPF1 — BPG Nitrile Examination Gloves Powder-free
Classification: Protective gloves for use against microorganisms and general applications.
Description: NBR (Nitrile Butadiene Rubber Latex) examination gloves, powder free and non-sterile.

Ambidextrous gloves with beaded cuff, available in blue colour.

Size Range: StolL

Product codes: MNEPF1-S, MNEPF1-M and MNEPF1-L.

Product Specification

Performance: Resistance to penetration to EN 374-2:2014
Pass

Resistance to degradation to EN 374-4:2013
Tested for degradation against the chemical listed below.
Sodium Hydroxide 40% (CAS:1310-73-2)

Mean Degradation: -21.6%

Resistance to chemical permeation to EN ISO 374-1:2016 (Test method EN
16523-1:2015) Type C

Chemical Level
Sodium Hydroxide 40% (K) 6

General requirements for gloves to EN 420:2003+A1:2009

Dexterity: Level 5

pH: 6.2

Protein Content: N/A

First Issued: 2019-05-02 Effective Date: 2019-05-02
Latest Issue: 2019-05-02 Expiry Date: 2024-05-02

Page: 4 of 6
This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EU Type Examination Certificate
No. CE 698568

Applicable The following Harmonized European Standards:
Standards: EN 420:2003+A1:2009 Protective gloves. General requirements.

EN ISO 374-1:2016. Protective gloves against dangerous chemicals and micro-
organisms. Terminology and performance requirements for chemical risks.

EN 374-2:2014. Protective gloves against dangerous chemicals and microorganisms.
Determination of resistance to penetration.

EN 374-4:2013. Protective gloves against chemicals and micro-organisms. Determination
of resistance to degradation by chemicals.

EN ISO 374-5:2016. Protective gloves against dangerous chemicals and micro-
organisms. Terminology and performance requirements for micro-organisms risks.

EN 16523-1:2015. Determination of material resistance to permeation by chemicals.
Permeation by liquid chemical under conditions of continuous contact.

First Issued: 2019-05-02 Effective Date: 2019-05-02
Latest Issue: 2019-05-02 Expiry Date: 2024-05-02
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This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



EU Type Examination Certificate
No. CE 698568

Certificate Administration Details

Manufacturer’s technical file reference: MEPF3 v1, MSPF2 v0 and MNEPF1 vO Technical Files.

Certificate Amendment Record:

Issue Date Comments Internal BSI Project Number
May 2019 Transition of PPE Directive, Article 10 CE 684183. 0086:19:9640615
Model: MEPF3.

Addition on new models MNEPF1 & MSPF2.

Note: The Certificate holder is responsible for ensuring that the Notified Body is advised of changes to any aspect of
the overall processes utilised in the manufacture of the product, failure to do so could invalidate the Certificate in
respect of product manufactured following the introduction of such changes.

Monitoring of manufactured PPE:

The validity of the Certificate is also dependent on the conformity to the type based on the internal production control
plus supervised product checks at random intervals (Annex VII, Module C2), for the specific standards/product that are
referenced in the BSI issued Module C2 Certificate Number CE 615886.

First Issued: 2019-05-02 Effective Date: 2019-05-02
Latest Issue: 2019-05-02 Expiry Date: 2024-05-02
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This certificate has been issued by and remains the property of BSI Assurance UK Ltd, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP, United
Kingdom and should be returned immediately upon request.
To check its validity telephone +44 (0) 345 080 9000. An electronic certificate can be authenticated online.

BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A member of BSI Group of Companies.



bsi.
Certificate of Registration

QUALITY MANAGEMENT SYSTEM - ISO 13485:2016 & EN ISO 13485:2016

By Royal Charter

This is to certify that: Meditech Gloves Sdn. Bhd.
Lot 3345, Jalan Permata 1/3
Arab Malaysian Industrial Park
71800 Nilai
Negeri Sembilan, Darul Khusus
Malaysia

Holds Certificate No: MD 631470

and operates a Quality Management System which complies with the requirements of ISO 13485:2016 & EN ISO
13485:2016 for the following scope:

The manufacture of powdered and powder-free sterile latex surgical gloves, powder-free
sterile latex surgical under gloves and examination gloves.

S J/&.-;

Stewart Brain, Head of Compliance & Risk - Medical Devices

For and on behalf of BSI:

Original Registration Date: 2015-03-09 Effective Date: 2018-03-09
Latest Revision Date: 2019-02-27 Expiry Date: 2021-03-08
@ Page: 1 of 1
UKAS : S
MR ..making excellence a habit.

003

This certificate was issued electronically and remains the property of BSI and is bound by the conditions of contract.

An electronic certificate can be authenticated online.

Printed copies can be validated at www.bsi-global.com/ClientDirectory or telephone +603 2242 4211.

Further clarifications regarding the scope of this certificate and the applicability of ISO 13485:2016 & EN ISO 13485:2016 requirements may be obtained by
consulting the organization.

This certificate is valid only if provided original copies are in complete set.

Information and Contact: BSI, Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes MK5 8PP. Tel: + 44 345 080 9000
BSI Assurance UK Limited, registered in England under number 7805321 at 389 Chiswick High Road, London W4 4AL, UK.
A Member of the BSI Group of Companies.



11. Declaration of Conformity

MEDITECH GL[+]VES SDN BHD o5

PT 3345, JALAN PERMATA 1/3,
ARAB MALAYSIAN INDUSTRIAL PARK,
71800 NILAI,
NEGERI SEMBILAN DARUL KHUSUS,
MALAYSIA
TEL: +6 06 799 7742
+6 06 799 7746
FAX: +6 06 799 7749
http:  www.meditechgloves.com

Registration No. 200201012852

MEDICAL DEVICE DIRECTIVE
EC DECLARATION OF CONFORMITY

Manufacturer/ Supplier :

Authorised Representative:

Model

Classification

Description

Standards Applied:
EN 374-2:2014

EN 374-4:2013

MEDITECH GLOVES SDN. BHD.
PT 3345, Jalan Permata 1/3, Arab Malaysian Industrial Park,
71800 Nilai, Negeri Sembilan, Malaysia

Best Putra Gloves (UK) Ltd.,
103 Carrickasticken Road, Forkhill,
Newry, County Down, BT35 9RL,

Northern Ireland, United Kingdom.

BPG Nitrile Examination Gloves, Powder-free (MNEPF1)

Class |

Nitrile Butadiene Rubber latex examination gloves, powder-free & non-

sterile. Ambidextrous gloves with beaded cuff, available in blue colour.

ENISO 374-1:2016
EN 420:2003+A1:2009

EN 455-1
EN 455-2

EN 455-3
EN 455-4

MEDITECH GLOVES SDN. BHD. declares that the device described above conforms to the relevant provision

of Directive 93/42/EEC, and complies with the relevant Essential Requirements of the Annex V and is

manufactured in accordance with the 1SO 13485: 2016 Medical Device Quality Management System (QMS).

Slgnedf of the manufacturer, Meditech. Gloves. Sdn. Bhd.:
4 o [0,
Q) \

HAMMED EFFENDI MOHAMMED TE

Managing Director

Meditech Gloves Sdn. Bhd.

-
o



MEDITECH GLOVES SDN. BHD

BPG Nitrile Examination Gloves Powder Free (MNEPF1) (PPE Regulation (EU) 2016/425) Technical File Rev1

Section 11:
DRAFT EU DECLARATION OF CONFORMITY

ANNEX VI
EU DECLARATION OF CONFORMITY

The manufacturer or his authorised representative established in the Meditech Gloves Sdn. Bhd, Jalan
Permata 1/3, Arab Malaysian Industrial Park, 71800 Nilai Negeri Sembilan , Malaysia declares that the new
PPE described hereafter BPG Nitrile Examination Gloves ( MNEPF1) is in conformity with the provisions of
PPE Regulation (EU) 2016/425 and, where such is the case, with the national standard transposing
harmonized standard EN 16523-1;2016, EN 420:2003 + A1:2009, EN 374-2:2014, EN 374-1:2016 and EN
374-4:2013 is identical to the PPE which is the subject of EU Type Examination certificate of conformity No
CE 698568 & CE 698569 and EU Quality Control system for final product No.CE 615886 issued by BSI Group,
Kitemark Court, Davy Avenue, Knowlhill, Milton Keynes, MK5 8PP, United Kingdom.

Meditech Gloves Sdn Bhd is subject to the procedure set out in Module C2 of PPE Regulation (EU) 2016/425
under the supervision of the approved body BSI Group.

Done at Meditech Gloves Sdn Bhd on /5///@& %7;

Signed and be 7h :
(Dr. Mo ndj ed Te ng
Managln Dire

Meditech Glov hd

anufaeturer,

47



SATRA Technology Centre Ltd
S A I R A Wyndham Way, Telford Way, Kettering,
Northamptonshire, NN16 8SD United Kingdom
I - Tel: +44 (0) 1536 410000
TECHNOLOGY

Fax +44 (0) 1536 410626
email: info@satra.com
www.satra.com

0248
Customer details: BSI Group SATRA reference: CHM0294620/2005/LH
Kitemark Court /C
Davy Avenue
Know!hill Your reference: 201500000238
Milton Keynes
MK5 8PP

Date of report: 241 February 2020
Samples received: 318t January 2020

Date(s) work 10" to 24t February
carried out: 2020

TECHNICAL REPORT

Subject: Chemical innocuousness testing in accordance with EN 420:2003+A1:2009 and
EN 16523-1:2015+A1:2018 resistance to permeation by chemicals on gloves
described as MNEPF1 - BPG Nitrile Examination Gloves Powder-free, SMO
9691148

Conditions of Issue:

This report may be forwarded to other parties provided that it is not changed in any way. It must not be published, for
example by including it in advertisements, without the prior, written permission of SATRA.

Results given in this report refer only to the samples submitted for analysis and tested by SATRA. Comments are for
guidance only.

Tests marked # fall outside the UKAS Accreditation Schedule for SATRA. All interpretations of results of such tests and
the comments based upon them are outside the scope of UKAS accreditation and are based on current SATRA
knowledge.

A satisfactory test report in no way implies that the product tested is approved by SATRA and no warranty is
given as to the performance of the product tested. SATRA shall not be liable for any subsequent loss or damage
incurred by the client as a result of information supplied in the report.

The uncertainty of the results (UoM) in this report is based on a standard uncertainty multiplied by a coverage factor k=2,
which provides a coverage probability of approximately 95%.

Report signed by: Lorna Harding
Position: Technologist
Department: Chemical & Analytical Technology

(Page 1 of 6) @‘m

SATRA Technology Centre Ltd (a subsidiary of SATRA). Registered in England No. 3856296 at the above address.




SATIRA TECHNICAL REPORT

WORK REQUESTED:

0248

Samples of gloves described as MNEPF1 - BPG Nitrile Examination Gloves Powder-free were
received on the 31%' January 2020 for testing in accordance with the innocuousness requirements of
EN 420:2003+A1:2009 and EN 16523-1:2015+A1:2018 and assessment in accordance with the
requirements of EN ISO 374-1:2016+A1:2018.

SAMPLES SUBMITTED:

Samples described as MNEPF1 - BPG Nitrile
Examination Gloves Powder-free

CONCLUSION:

The samples of gloves described as MNEPF1 - BPG Nitrile Examination Gloves Powder-free were
assessed in accordance with the innocuousness requirements of EN 420:2003+A1:2009 and were
found to meet with the requirement for pH value.

When assessed in accordance with the requirements of EN ISO 374-1:2016+A1:2018 the samples of
gloves described as MNEPF1 - BPG Nitrile Examination Gloves Powder-free achieved the following
performance levels:

Chemical Performance level
40% Sodium hydroxide (CAS: 1310-73-2) 6

Full results are given in the following tables.

BSI Group

Signed: )
SATRA Reference: CHM0294620/2005/LH/C %
Date: 24" February 2020 (Page 2 of 6) v






