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SATTsA SATRA Technology Centre Ltd
Wyndham Way, Telford Way, Kettering,

Northamptonshire, NN16 8SD United Kingdom
rel:+44 (0) 1536410000
Fax+44 (0) 1536410626
email: info@satra.co.uk

unwv.satra.co.qK

Customer details BSI Group
PO Box 6221
Kitemark Court
Davy Avenue
Milton Keynes
rVKl gEP

For the attention of: Kinga Demetriou

Subject:

Report signed by:
Position:
Department:

SATRA reference: SPC0253226 I 1701 I
SIMcD/A

Yourreference: 4500095154

Samples received: 5th January 2017

Date(s)work
carried out: 16th to 22nd February

2017

TECHNICAL REPORT

Chemical innocuousness testing in accordance with BS EN 420: 2003 + 41
2009 on gloves described as MEPF3

S lvlcDonald
Chemical Technologist
Chemical & Analytical Technology

(Page 1 of 4)

This report may be forwarded to other parties provided that it is not changed in any way. lt must not be published, for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 (Uoli4) in this report is based on a standard uncertainty multiplied by a coverage factor k=2,
which provides for a confidence level of approximately g5%.

SATRA Te.hnoloov Cenlre l tc{ ia suhsi.liaru of SATRA\ Reoistere.l in Fnoland No 38562q6 at lhe aalalress

Date of report: 1sl March 2017

Conditions of lssue:

5. EN 420, EN 16523 & EN 374-4_________________________________________________________________
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BSI Group
SATRA Reference:
Date: l

TECHNOLOGY
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Date:
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TERMS AND CONDITIONS OF BUSINESS

tssue Date: 1st October 2009



SATR/q SATRA Technology Centre Ltd
Wyndham Way, Telford Way, Kettering,

Northamptonshire, NN16 8SD United Kingdom
Tel: +44 (0) 1 536 41 0000
Fax +44 (0) 1 536 41 0626
email: info@satra.co.uk

! ryu.s-alrc.le.ul
:':.ia

Customer details BSlGroup
PO Box 6221
Kitemark Court
Davy Avenue
Milton Keynes
MK1 gEP

For the attention of: Kinga Demetriou

Subject:

Report signed by:
Position:
Department:

SATRA reference: SPC0253226 I 1701 I
SMcDiB

Yourreference: 4500095154.

Date of report: 2nd March 2017

Samples received: Sth January 2017

Date(s)work
carried out: 20th to 22nd February

2017

TECHNICAL REPORT

BS EN 16523-1:2015 resistance to permeation by chemicals on gloves
described as MEPF3 against 40% sodium hydroxide

(Page 1 of 5)

Conditions of lssue:

This report may be forwarded to other parties provided that it is not changed in any way. lt 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 I 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 unce(ainty of the results (Uotvt) in this report is based on a standard uncertainty multiplied by a coverage factor k=2,
which provides for a confidence level of approximately 95%.

SATRA Technoloov Centre l td la subsidiaru of SATRAi Reoislered in Fnoland No 3856296 at the address

TECHNOLOGY

S McDonald
Chemical Technologist
Chemical & Analytical Technology

,\:1
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Date:
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SATTOA

Customer details: BSI Group
PO Box 6221
Kitemark Court
Davy Avenue
Milton Keynes
IVKI gEP

For the attention of: Kinga Demetriou

Subject

SATRA Technology Centre Ltd
Wyndham Way, Telford Way, Kettering,

Northamptonshire, NN16 8SD United Kingdom
Tel: +M (0) 1536 410000
Fax+44 (0) 1536 410626
email: info@satra-co.uk

www.satra.co.uk

(Page 1 of 5)

SATRA reference: SPC0253226 117A1 l1

Yourreference: 4500095154

Date of report: 6 March 2017

Samples received: 5 January 2017

0248

Date(s) work 2March 2017
carried out:

Adam lvlortiboys
PPE Technologist
Safety Product Testing

Report signed by:
Position.
Department:

Conditions of lssue

This report may be forwarded to other parties provided that it is not changed in any way. lt 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 I 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 accreditatron and are based on current SAfRA
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 factork=2
which provides for a confidence level of approximately 95%.

SATRA Technoloov Centre Ltd /a subsi.tiarv of SATRA) Reoislefed in Enoland No. 3856296 ,t tn.lUoffiilIt

TECHN()LOGY

TECHNICAL REPORT

Testing of gloves identified as MEPF3 in accordance with EN 420:2003 + 41: 2009
clauses 5.1 Sizing and 5.2 Dexterity only and EN 374-2:2014.

\l



SATIillA rEcHNtcAL REPoRT

Work Requested

IVIEPF3

Conclusion

Note A * Where gloves do not meet the minimum length requirements specified in Table '1 of
EN 420:2003 + A1:2009, the standard therefore requires that the manufacturer shall clearly
state in the user instructions the intended application of the gloves and the reason why the
gloves do not conform to the minimum length requirements.

Note r - As per clause 4.3 of EN 374-2:2014, the gloves submitted for testing were found to
be unsuitable for the Air leak test. Therefore as per EN 374-2 only the Water leak test has
been performed.

G24E

r

BSlGroup
sPC0253226 t1701 11

6 March 2017

Signed:

(Page 2 of 5)
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Testing

BSlGroup
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EN 374-2: 201-4 Test Results

BSlGroup
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Examination Glove Report Report No: 19/5988/1

Examination Glove Report
Report No: 19/5988/1

Louise Barry
Fara Shadroo

Wednesday 6th November, 2019

1 Name & Address of Client/Requesting Authority

Paddy Smyth (Best Putra)
Managing Director (Best Putra)
Wan Nadzifah Binti Wan Hassan
QA Manager (Acting)
Meditech Gloves Sdn Bhd
PT 3345, Jln. Permata 1/3,
Arab Malaysian Industrial Park,
71800 Nilai, Negeri Sembilan,
Malaysia

Email: pjsmyth@bpgloves.co.uk
nadzifah@meditechgloves.com.my
michael@bpgloves.co.uk
aminkassim@gmail.com

2 Introduction

This document presents the results of POLYCARE Latex Examination Gloves tested to BS EN 455 Parts
1[1] and 3 Total Extractable Protein[2].

The information contained in this report is proprietary, and is not for circulation without the consent of the Surgical Material Testing Laboratory
(S. M. T. L.), or the commissioning authority/company. This report shall not be reproduced except in full without the written approval of S. M.
T. L., Princess of Wales Hospital, Coity Road, Bridgend, CF31 1RQ.

Revision: 1.4 Page 1 of 7 Date: Wednesday 6th November, 2019



Examination Glove Report Report No: 19/5988/1

3 Test Products/Samples for this project

Table 1: Samples

Supplier Product Name Description Catalogue
Number

Batch/Lot
Number

Quantity Date
received

SMTL
Sample
ID

Meditech Gloves POLYCARE Latex Examination
Gloves Powder
Free, Size Medium,
DOM 09-2019

MEPF3-M 31938010 9 400 04/10/2019 60869

NOTES:

• The test results in this report relate only to the test sample(s) analysed.

• The Manufacturer, Product Name, Description, Catalogue & Batch Numbers were provided
by the client.

3.1 Departures/Abnormalities of Sample Condition

None.

4 Date of Testing

8th - 10th October 2019.

5 Location of Testing

All testing was performed at SMTL premises

6 Testing Details

6.1 Perforations - TM-22[3]

The information contained in this report is proprietary, and is not for circulation without the consent of the Surgical Material Testing Laboratory
(S. M. T. L.), or the commissioning authority/company. This report shall not be reproduced except in full without the written approval of S. M.
T. L., Princess of Wales Hospital, Coity Road, Bridgend, CF31 1RQ.

Revision: 1.4 Page 2 of 7 Date: Wednesday 6th November, 2019



Examination Glove Report Report No: 19/5988/1

6.2 Extractable protein - TM-230[4]

6.3 Standards relevant to the test method

6.4 Testing conditions

6.4.1 Perforations

•

6.4.2 Total Extractable Protein

•

6.5 Deviations/exclusions from, and additions to standard methods

6.5.1 Perforations

• None.

The information contained in this report is proprietary, and is not for circulation without the consent of the Surgical Material Testing Laboratory
(S. M. T. L.), or the commissioning authority/company. This report shall not be reproduced except in full without the written approval of S. M.
T. L., Princess of Wales Hospital, Coity Road, Bridgend, CF31 1RQ.
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Examination Glove Report Report No: 19/5988/1

6.5.2 Total Extractable Protein

• None.

6.6 Uncertainty of Measurement

Uncertainty of measurement (UoM) has not been taken into account when interpreting the test
results.

6.7 Sampling Details

All samples were selected and supplied by the client.
The batch size of the gloves supplied was not stated by the client. In accordance with BS EN 455
Part 1, a batch size between 35,001 to 150,000 was chosen, and therefore 50 gloves per stage were
tested for perforations using General Inspection Level I at an AQL of 1.5%. With reference to Table
3, the sample size was tested up to the fifth sampling stage or until compliance or non compliance
was determined.

6.8 Sample Preparation

Samples were prepared according to the relevant test method used.

The information contained in this report is proprietary, and is not for circulation without the consent of the Surgical Material Testing Laboratory
(S. M. T. L.), or the commissioning authority/company. This report shall not be reproduced except in full without the written approval of S. M.
T. L., Princess of Wales Hospital, Coity Road, Bridgend, CF31 1RQ.

Revision: 1.4 Page 4 of 7 Date: Wednesday 6th November, 2019



Examination Glove Report Report No: 19/5988/1

7 Results

7.1 Perforation Testing

The results of perforation testing are presented in Table 2. Compliance has been determined with
reference to Table 3.

Table 2: Perforation Testing results for Sample 60869

Note:

• Perforations were detected in the palm (4 gloves), finger (2 gloves), thumb (2 gloves) and 1
glove had 4 perforations in the palm.

Table 3: Multiple sampling - Perforation compliance (BS EN 455-1)

The information contained in this report is proprietary, and is not for circulation without the consent of the Surgical Material Testing Laboratory
(S. M. T. L.), or the commissioning authority/company. This report shall not be reproduced except in full without the written approval of S. M.
T. L., Princess of Wales Hospital, Coity Road, Bridgend, CF31 1RQ.

Revision: 1.4 Page 5 of 7 Date: Wednesday 6th November, 2019



Examination Glove Report Report No: 19/5988/1

7.2 Total Extractable Protein

The total amount of extractable protein per gram for each of the inner and outer surface test
samples is presented in Table 4.

Table 4: Total Extractable Protein results for Sample 60869

† Ovalbumin Equivalent Protein

8 Authorisation
Approved and signed electronically. Please see last page of this document.

Pete Phillips, Director, SMTL.

References

[1] Medical gloves for single use - part 1: Requirements and testing for freedom from holes. BS EN
455-1:2000.
[2] Medical glove for single use - part 3: Requirements and testing for biological evaluation. Annex
A:Method for the determination of aqueous extractable proteins in natural rubber gloves using the
modified lowry assay. BS EN 455-3:2015.
[3] SMTL. Detection of perforations in medical gloves to BS EN 455 Part 1. [TM-22].
[4] SMTL. Determination of extractable protein in natural rubber gloves. [TM-230].
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MEDITECH GLEVES sDN BHD(s8os1s.r)
Registration No. 200201012852

PT 3345, JALAN PERMATA]/3,
ARAB MALAYSIAN INDUSTRIAL PARK,

71800 NlLAl,
NEGERI SEMBILAN DARUL KHUSUS,

MAIAYSIA
TEL: +6067997742

+6 OG 799 7746

FAX: +6067997749
http: www.meditechgloves.com

MEDICAL DETflCE DIRECTIVE

EC DECLARATION OF CONFORMITY

Manufacturer/ Supplier :

Authorised Representative:

Model

Classification

Description

Standards Applied:

EN374-2:2OL4

EN 374-4:2013

EN fSO 374-t:2ot6

EN 420:2003+A1:2009

EN 455-1:2020

EN 455-2:2015

EN 455-3:2015

EN 455-4:2009

MEDITECH GLOVES SDN. BHD.

PT 3345, Jalan Permala Ll3, Arab Malaysian Industrial Park,

71800 Nilai, Negeri Sembilan, Malaysia

Best Putra Gloves (UK) Ltd.,

103 Carrickasticken Road, Forkhill,

Newry, County Down, BT35 9R[,

Northern lreland, United Kingdom.

Polycare Latex Examination Gloves, Powder-free (MEPF3)

Class I

Natural rubber latex examination gloves, powder-free & non-sterile.

Ambidextrous gloves with beaded cuff, available in available in off-white

to light yellow colours.

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

of Directive 93l42lEEC, and complies with the relevant Essential Requirements of the Annex V and is

manufactured in accordance with the ISO 13485: 2015 Medical Device Quality Management System (OMS).

B

Managing Darector

Meditech Gloves Sdn. Bhd.

(afo*

9. Declaration of Conformity______________________________________________________________________
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11. Carton on a Pallet Bird View
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Exam Carton on pallet bird View
•



12. Image of  Polycare Gloves
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