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FDA Certificate
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https://www.accessdata.fda.gov/scripts/cdrh/cfdocs/cfrl/rl.cfm?lid=687760&lpcd=LZA
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Examination Glove Report
Report No: 19/5988/ 1

Louise Barry
Fara Shadroo

Wednesday 6" 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, JIn. 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
10 and 3 Total Extractable Protein@,
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Examination Glove Report Report No: 19/5988/1

3 Test Products/Samples for this project

Table 1. Samples

Supplier Product Name Description Catalogue | Batch/Lot Quantity| Date SMTL
Number Number received Sample
ID
Meditech Gloves POLYCARE Latex Examination | MEPF3-M 319380109 | 400 04/10/2019 | 60869

Gloves Powder
Free, Size Medium,
DOM 09-2019

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©)
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6.2 Extractable protein - TM-2304

6.3 Standards relevant to the test method
]
]

]

6.4 Testing conditions

6.4.1 Perforations

6.4.2 Total Exiractable Protein
._

6.5 Deviations/exclusions from, and additions to standard methods

6.5.1 Perforations

e None.
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6.5.2 Total Exiractable Protein

e 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 | 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 deftermined.

6.8 Sample Preparation

Samples were prepared according to the relevant test method used.
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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:

o 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)
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7.2 Total Extractable Protein

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

Table 4: Total Extractable Protein results for Sample 60869

1+ 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 profeins in natural rubber gloves using the
modified lowry assay. BS EN 455-3:2015.

(3) SMTL. Detection of perforations in medical gloves fo BS EN 455 Part 1. (TM-22).
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7. ASTM D 6499

LEMBAGA GETAH MALAYSIA Ci

MALAYSIAN RUBBER BOARD X R
RUBBER RESEARCH INSTITUTE OF MALAYSIA st oY MR 2
Global Testing and Consultancy for Rubber (G-TACr) N
Malaysian Rubber Board, 47000 Sungai Buloh, Selangor. z \_\\:_‘//_/’;—_' i
Tel: (6)03-61459471 Fax: (6)03-61412907 ila/_e:"_“__\M& WS 1SO/EG 17025
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September 6, 2016
Our Report No : LGM/BTK/UPB/5.10/CP/1609/0004
Your Reference
MEDITECH GLOVES SDN BHD
Lot 3345, Jalan Permata 1/3,
Arab Malaysia Industrial Park,

71800 Nilai, Negeri Sembilan Darul Khusus,
{\’ ) Malaysia. _ Fax : 606-7997749

Attention : Nurul 1zwana Azman

ANALYTICAL TEST REPORT OF EXTRACTABLE ANTIGENIC CONTENT

We have received samples delivered to us under your cover letter dated July 28, 20186. Analysis
had been carried-out-as-per.your-request.-Samples-were.extracted. with. Phosphate Buffered. Saline .
(5 m! PBS per gram sample) followmg the. extractlon procedure of ASTM D5712-10. We report the

following results ;-

Date of receipt of sample ; September 1, 2016
Date Tested : September 6, 2016
Test Method : ASTM DB498-07
Sample Condition : Unaged

Type of Sample : Glove

Protein Content

Sample Ref
mple Reference uglg

1. Latex Examination Gloves, Powder-Free

(Polyrmer Coated) ND

Lot no. : 316290110

Note : ND means not detected at limit of detection of 1 ug/g

(IKM No.: A2542/5226/07)
Research Officer
Malaysian Rubber Board
For Directer General

Pagelof1l

This report is issued in accordance with the conditions of accreditation granted by SAMM which has assessed the capability nf the faboratory and its traceabitity to recognised
national standards and to the units or measurement realised at the corresponding national standards laboratory. Copyright of this report is owned by the issuing taboratory and
may not be reproduced other than in full except with prior written approval of the Head of the issuing laboratory.
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Our reportno. LGM/BTK/UPB/5.10/CP/1609/0005

Your reference : -

MEDITECH GLOVES SDN. BHD.

PT 3345, JALAN PERMATA 1/3,
71800 NiLAl, NEGERI SEMBILAN DARUL KHUSUS MALAYSIA,

(ATTN : NURUL IZWANA AZMAN) Fax No.: 06-677 9620

ANALYTICAL RESULT

: We have received one sample from you under covering letter dated 28/07/2016 . The sample was analyzed
O as per your request. The results are reported below. :
LATEX EXAMINATION GLOVES,

POWDER FREE (POLYMER COATED)

Sample Description LOT NO : 316250110

Date Received : 01/09/2018

Page 1 of 2 .

This report is issued in accordance with the conditions of acereditation granted by SAMM which has assessed the capability of the laboratory and its traccability to recognised
national standards and to the units or measurement realised at the corresponding national standards laboratory. Copyright of this report is owned by the issuing laboratory and

may not be reproduced other than in full except with prior written appraval of the Head of the issuing laboratory.

G-TACR/TR 1/Tssue No.1




GP‘GETAH%

[
v
o @
(8)

Email: gtacr@lgm.gov.my Website: http://www.lgm.gov.my/gtacr

LEMBAGA GETAH MALAYSIA
MALAYSIAN RUBBER BOARD

RUBBER RESEARCH INSTITUTE OF MALAYSIA

Global Testing and Consultancy for Rubber (G-TACRr)
Malaysian Rubber Board, 47000 Sungai Buloh, Selangor.

Tel: (6)03-61459471 Fax: (6)03-61412907

R .,
S
- o
a—— Z

3 MS ISO/IEG 17025

/-_——\ =

AN TESTING/CALIBRATION
“edyal SAMM NO.008

Our report no.

LGM/BTK/UPB/5.10/CP/1609/0005

"BERKHIDMAT UNTUK NEGARA"

arini Afias
(IKM NO : M2541/5225/07)
Research Officer
Maiaysian Rubber Board
For Director-General
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Date of reporting
28 SEPTEMBER 2018

This report is issued in accordance with the conditions of accreditation granted by SAMM which has assessed the capability of the laboratory and its traceability to recognised
national stardards ard to the units or measurement realised at the corresponding national standards laboratory. Copyright of this report is owned by the issuing laboratory and

may not be reproduced other than in full except with prior written approval of the Head of the issuing laboratory.
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Hlavné mesto SR Bratislava Vyzva &. 3 — Jednorazové latexové rukavice
B Primacialne ndmestie €. 1
EEER 814 99 Bratislava

Priloha ¢. 2 - Navrh na plnenie kritérii

Identifikacné Gdaje:

Nazov zakazky: ,,Vyzva ¢. 3 — Jednorazové latexové rukavice®

Uchadzac: NAVAN s.r.0.,
Adresa sidla: Béaniky 419/17, Pohronska Polhora 976 56
1CO: 45 453 951

Telefonne ¢islo: _

E-mailova adresa: _Zngail.com

Ponukova cena v stlade s opisom predmetu zakazky:

Nazov polozky: Cena veur bez| Cenaveurs DPH
DPH

Jednorazové latexové rukavice v mnozstve 120 000ks | 0,08 0,096

(velkost’ S)

Jednorazové latexové rukavice v mnozstve 90 000ks | 0,08 0,096

(velkost' M)

Jednorazové latexové rukavice v mnozstve 110 000ks | 0,08 0,096

(velkost' L)

Vsetky ostatné sluzby (ako napr. dovoz, manipuldcia,

atd’.)

Platca/neplatea-PRH (nehodiace sa preskrtnite)

Cestné vyhlasenie: PredloZenim tejto ponuky zaroveil Cestne vyhlasujem, Ze postupujem v
sulade s etickym kodexom uchadzaca vydanym Uradom pre verejné obstaravanie:

hitns://www.uvo.eov.sk/zauiemcauchadzac/eticky-kodex-zaujemcu-ughadzaca-54b.html

6 56

V Pohronskej Polhore, diia 07.06.2021

................ ipr el Feversesesssassseresassesesnesesnrassncesens
\\M
NA\/AN S.I.0.

Ing. Marek TRNAVSKY, konatel
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Navod na pouiitie: Jednorazové vySetrovacie a ochranné rukavice z prirodného kauéuku (NR}, bez obsahu ptdru,
nesterilné.

POLYCARE

Latex Examination Gloves
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