TECHNICAL SHEET
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| Latex Powdered Examination Gloves ‘SERIX

Product: SERIX Latex Powdered Examination Gloves
Manufacturer: Maxter Glove Manufacturing Sdn Bhd
EC-REP: Supermax Healthcare (Europe) Limited
UK-REP: Supermax Healthcare Limited
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Latex Powdered Examination Gloves SERIX

Characteristics

Elongation (%) 650 Min 500 Min

All sizes Length Palm Width Weight Thickness Thickness Thickness
(mm) (mm) (9) Cuff Palm Finger

ASTM D 3578

BEFORE AGING AFTER AGING

70-79 4.6 £0.2
S 80-89 5.0 0.2
240 90-99 5.4 +0.2 0,08 mm 0,09 mm 0,10 mm
L 100-109 5.8 £0.2
XL 110-119 6.3 0.2
Characteristics Watertight | Dimensions | Physical Major Defects | Minor Defects
Test Properties
Inspection ISO 2859 G1 S2 S2 G1 G1
AQL 15 4.0 4.0 2.5 4.0
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GLOVE MANIUTACTURING SN WID

Date: 06™ October 2021

To Whoan It May Condem

ECDECLARATION OF CONFORMITY

We. MAXTER GLOVE MANUFACTURING SDN. BHD. located at Lot 6070, Jalan
Haii Abdud Maoan, 6™ Miles Off Jalan Meru, 41040 Khng, Selangoe, Malaysin, declares
under ose sole responsibility that the inedical devices described hereafler as o

»  Non Sterile Latex Examination Gloves
»  Nen Sterile Nitrile Examination Gloves

s Are m conformety with the peneral safety and perfonmance requirements of Aimex [
Medical Device Repualation (EU) 2017/745 for Class 1 medical devces

s Chsaficabon: Class [ based on Rule 5 tmnsient use, Azmex VIIT of Medical Devace
Regulation (EU) 20177745

o Are m confoernity wath the natonal standard trnsposing hermoesuzed standard
EN 455

o The gloves mre manufactured sccordamyg (o 50O 9001:2015 and EN ISO 13485:2016
Quality Munagemnent Systems mnd certified by Noufied Body, SGS Umted
Kingdom Lid Systerns & Services Cegtification

o Ouwr Authortzed Representatsve 1s Supermax Healihcare (Ewope) Lunred, 38 Man
Street, Swords Co. Dublin, Ireland K67 EDA2

/

Yap Peak Geeh
QA & Regul

Klang, Selangor
Malayxia
y Affalrs Manager
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Carificate MY 1811811030073

The rusagernst vy of

Maxter Glove Manufacturing
Sdn. Bhd.

Lot 6070, Jalan Hap Abdul Manart
Bith Mies Of Jatan Many 41040 Kisng, Safangoe Diryl Efman
4 MALAYEIA

A DO J1IMING DAY OVTRE 1 TN I e S of

Regulation (EU) 2016/425
Module D

For bw todowry achvies

Natursl Latex, Nitrils Rubwm uvmwm«m
Note: All products marked CEDSS€ must have 2 valid EU type-
examination cert¥ficate issued under Module B-or & valid EC type-
examination certificate issued under Article 10 of the

PPE Directive BUSSEEC.

mmkwmmmmmmwmm
remans vaid ‘subject 1o satstactony survelkance audts

R cortficaticn nudt dus befcrs 04 Masch 2024
fsgua 3 Certified since 01 July 2019

Auporsas by
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SGS FIM(OOY NoﬂthodyOﬁBB
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Flage 154
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SGS

FINAS

£203 (EN ISOEC 17005)

Centfcate MYCOS1618

Tha racagermet spe of

Maxter Glove Manufacturing
Sdn. Bhd.

Lot §070, Jaksn Haj Abdul Manan
th Mike OF Jaian Mery, 41050 Klang, Selangor Dardl Ersan
MALAYSIA

Povya— o

ISO 13485:2016
EN ISO 13485:2016

For o oy actien

Manufactore and Distribution of Non Sterile Naturs! Latex
and Nitrlle Rubber Examination Gloves

This certifcate is valid from 10 May 2021 anthl 04 May 2024 and
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WOETERS (- |

The rengeret syme o

Maxter Glove Manufacturing
Sdn. Bhd.

Lot 8970, Jakan Hatl Absd Manan

£ Mies Off Jatan Mery, 41050 Klang. Selangor Danil Efean
MALAYSIA

b th Tw—— e o

I1SO 9001:2015

T b Kdowny metee

Manufacture and Distribution of Non Sterlle Natural Lates and Nitrile
Rubber Examination Gloves

This centiicals s sk fom O4 May 2021 unsl 04 May 2024 and

mmsing vakd subjoct tn satsticiory survelance mudis.
mmtdmmawmmmmm
Isgue 11, Certifind since 04 My 2000

Assoeedty

=

00 Lvdne Yogtae L
Barme Pyt Ervw Por Cabss (565 1) 0005
o IS 0AE £ add (11150 000 weipi )

O SO2300) 014 A
Sagatat

0 sosossdbl{
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Wecdwe Glove Marusacheng San Hhd
Lol 0V

Jebany Hay Abdad Maran:

R M of! Jur My

&350 Ky

Moofed Bode JTTT BATRA oustoor numiber: F19005

EU Type-Examination Certificate

Certificate number: 2777/12636-01/E00-00
maltmmmmmmmmmmammywwbmbu relevant
specif and r e documentation.
Fdwwmmemmgmmmm»mnmmmmw
safuty requiremants of Aanex Ii of the PPE Reguiation (EU) 2016/425 as a Category Il product

Product referencs: Dascription:

SSLPLP Powdered latax gioves in creamy white colour
Sizes. Classification:
Extra Smali -6 EN ISO 374-1:2016 Type C Level  EN374-4:2013
Small-7 Sodlum hyceoxide 40% (K) 3 15,0%
Medumn -8 Sulphunc acid 56% (L) 1 6B.2%
Lage -8 Hydrogen peraxide 30% (P) 1 0%
Extrs Large - 10 Formaldehyde 37% (T) 2 19.2%
BN IS0 374-5:2016

Protecion against bacteria and tungl - Pass
Protecion against Vinus - Pass

Standarch Technical apscfications applied:
EN 150 374-1:2016+A1:2018. EN IS0 374-5:2016: EN 420: 2003+A1: 2009

Teckeical repods/Aperoval docusmnts.
EATRA CHMOR2TT 50601 BA4/HANne CAMO277S00 1844 UHBFinal, CHMO2TTS0N 1BA/IHICFing, CHWOZT 75001244 EP T/
CENTEXBEL: 17.00808.01

Signed on tehatof SATRA.  EEmalolleD Tara Holly (& 2 S, Geaff Graham

Date first issued: 20042019
Date of issue: 26042010 Expiry date: 260042004
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JOB REF NO.: 2021 0507 @08
DATE RECEIVED: MAY 07, 2021
DATE REPORTED: MAY 2%, 2021

PAGE: 1ots

Test Report No.  : CPSA/210562863-CA64055
Company ¢ Maxter Glove Manufacturing Sdn Bixd

Lot 6070, Jalam Hajl Abdul Manan,

6 Miles OfF Jalan Mern,

A1050 Klamg, Selangor, Malaysia

IEST REPORT
Sample Description Latex I Gloves (Pomdered)
Lot No. 6110200188
Maznfucnes Muorer Clove Mumiactunzg Sdn Bhd
Sle Mol
Quantity Testal 200 gusces
Tot Conductod Froedom from boles
Test Methed ENASS Part 1:2020
Testing Penod 07 May 2021 - 28 May 2021
Based on 1ples, the Sallonring resads obtamed -
Acceptable Quakey Linir (AQL) | | 5 Accept -7 Fod © 6
Result Witm AQL
SIGNED FOR AND ON BEMALF OF

SGS5 (MALAYSIA) SON BM0

SECTION HEAD
WM No_ NSEIBA0UT2N 4
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JOB REF NO- 2021-0547 808
DATE RECEIVED: MAY 07, 2020
DATE REPORTED: MAY 252021

PAGE: 2uf £
Test Report No.  : CPSA/2Z10562863-CA64055
Company + Maxter Glove Manufacturing Sdn Bhd
Lot 6070, Jakam Hiaji Abdul Manan,
6™ Mbles O Falan Mene,
41040 Kinng, Selanger, Malsysta
IEST REFORT
Sunplk Desaipeia Latex E Giloves (Poadered)
Lot No. 6150006183
Masutactures Muaxter (love Mauufacnring Sdn Bhd
Size Medmm
Quanmity Tested 15 preces
Test Conducred Dasensions
Tt Method ENA4SS Part 22008
Testmyg Persod 07 May 2021 - 25 May 202
Based o d sarnples, the Solloweg realls jeed -
Swe AR AR R R R E N R E e "™
Width |
Medin: %o t0mm |75 |95 [%F |95 (98 |%5 |95 [os % [es fos |96 (95 |93 |
i |2 200 | 256 (2 257 [257 [20 |2s8 |20 |2ss [200 [29 26 |
SIGMED FOR AND ON BEMALF OF

SAS \MALAYBIA) SON BHD
SECTION MEAD
M N MRV 64011274
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SO REF N0 20210447094
DATE RECEIVED: MAY 47,2021

08 REF NOU 2210547 WS
DATE RECEIVED: May @7 a1

JOB REF NO_ 20018567 165
DATE RECEIVED: MAY 97, 2000

DATE REPORTED: MAY 24 2121 DATE REFORTED: MAY 23, 3 DATE REPORTED: MAY 22 2021
PAGE: 2af$ PAGE: £0f3 PAGE: $af 4
Test Report No, @ CPSA210562863-CA64055 Test Report No,  : CPSA210562863-CA64055 3
Contpny 1 Mcter Glove Manutactartig 4 Blvl Coanpony T sier Glove Sfsuinciuci ng e Bt forksuakas ! :u':s:nmlwﬂm“’::sm
Lot 6070, Sakan Elagt Abeted Masan, L9t 60T, Jalan Hagl Abtal Mann, o Lot 6039, Jakan Haf) Al Ma
* ites O Jakma Mer, ¢ 3Mes O Jukem Slere, nmhmmn.‘m "
S1050 Klaz, Selsager, Matavvin 41050 Khatg, Selangor, Msbivsin 41050 Karg, Selsngor, Madsyia
TESTREFORT faiibon TEST REPORT
Surple Dewrpthnl Laes Exmranmtin Gloves (Pewnkrad) Sanphe Descrpy Luex Cilowes (Powdered)
LotNo C1CG1ES Lathn 6110006155 - ?:W:Mm i‘ilm“"““‘m"'
Mardacue Maoder (love Manelxtarig Sdo Bl Muzdaoure Naoar Glave Mesefacrarie Sdo 3y b
Sue et " g S Medan Munderser mamunmmsa.m
Kanple Qraraty 1) pheces gor et Quutity Teual 2 Swe - :Nm
Test Contected Force & Bresk Dertag SSelf Lif aod Ay Chalange Test Coaducnd Prader Coakers Quadity e
Teut Mot ENAYS Part 23044 T Nl ENAS Pt 3 201§ Tt Coudxiad Mﬁ“mmmw
Assrg 042 Dex C f 168k Testag Pasod 07 My 2001 - 28 Moy 2028 Tt Method ﬁ;“-‘- PSS
Testig Paind 07 My 2001 - 28 My 2001 Testig Period A7 Muy 2001 4 22 May 2021
Fovor o Bresk, N
sz R O tesamg the samaphs, S follonng seseds mew obexeed -
M | B2 i
'; I:lfo :: Adidys kad bems capsed ou s pr pees rexped We tegun tie felbrateg tesud
o Aumaze Poeder Moo aer Glase
z & . SZE
. 4 a1
o o1 56 " o - AQUEOTS EXTRACTARLE FROTEIS
? 53 41 CONTENT, agy
1 "2 L43 i — -
o 1) 2
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[H g3 21 »
0 ol "0 Nore: Detecton lentt = 30 e g
\ada ¥ L4
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SATRA, Technoiogy Centre L
SA | RA Wyrathen Wiy, e Way, Ketwng,
Nothamporetre, 80110 850 Unsed Kingoom
Teof 44 (0) 1536 3%0000
TECHNOLOGY e 14 0] 1505 4 9620
omul infodsakea com
W salra com

a0
Customer detals:  Maxter Glove Manufaciuring Sdn Bhd SATRA reference; CHMO2775091824UH
Lot 8070 BFinal
Jalan Majl Abdul Manan
Bt Miles off Jalan Maru Your reference:
41050 Klang
Sefanger o .
Malaysia Date of report: 19" December 2018
Samp ved: 12* November 2018
Datefs) work 25" to 26" November
camed out: 2018
Subject EN 374-4 2013 determination of resistance 1o degradation by chemicals on

gloves described as Latex Fowderad Glove SSLPLP

:mmlofnu:

nmmmmmmmmpwm-luchnmm It must not be putisned. for
. e by gt s, wihout the poor, witien permission of SATRA

;Mmdmnmnmwmyummmndtum,uaummum. Communs ae for
| guidance cnly,

| Tests marked # fall cutsda the UKAS Accreditsion Schedule for SATRA. Al merpretatons of results of such lests and
| the comments based upon them are cutside e scope of UKAS ocoreditation and are based on curment SATRA
[ knowledge.

A sabisfac test in 1 that the SATRA and is
32l toey report novuyml mﬂm‘n-lw approved by Mm

[ given as to the be Sabie for any subsequent loss
wwmem-amuumwnmm

| The uncactaiaty of the rasults (LsM) In s repert is based on a ty [ e factor k=2,
whick provides & ity of /R

| L -y e W P "

Report signed by Jade Hurkey
Pasion: Technologist
Department Chamical & Analytical Technoiogy

(Page 1 of 8)

BATRA Terheongy Covits i) 4 Stsbary of SATRAL Fexgstessr) in Enghred 1o JASI29 of e m_-é‘-.v\

comenzi@medplaza.ro
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SATIRA. TECHNICAL REPORT

TECHNOLDOY
03
WORK REQUESTED:

Samples of gloves described as Latex Powdered Glove SSLPLP colour beige were received on
the 12* November 2018 for testing in accordance with EN 374-4:2013.

SAMPLES SUBMITTED:

Samples described as Lalex Powdered Glove
SSLPLP colowr beige

CONCLUSION:

When assessed in accordance with EN 374-4. 2013 the samples of gloves described as Latex
Powdered Glove SSLPLP colour belge achieved the fofowing degradation results:

Chemical | Mean degradation /%
n-Heptane (CAS: 142-82-5) | 66.2
25% Ammonium hydrowide (CAS: 1336-21-6) | -188
96% Sulphuric acid (CAS: 7664-93-5) 9.2
30% Hydrogen peroxde (CAS 7722-84-1) 3 60
37% Formaldehyde (CAS. 50-00-0) -19.2

TESTING REQUIRED:

« EN 374-4:2013. Protective gloves against chemicals and micro-organisms. Part 4:
Determnation of resistance lo degradation by chemicals,

Maxier Giove Manufacturing Sdn hd Signed:
SATRA Reference” CHMO27 7508/ 1844/ H/B/Final
Date: 19" Decemnber 2018 (Page 20of &)
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SATRA TECHNICAL REPORT

il TECHNOLOGY

7]
RESULTS:
Sample description: Latex Powderad Giove SSLPLP
Challenge chemical: n-Heptane (CAS: 142.82.5)
Test temperature [ “C: (2321)
¢ Glove 1 Glove2 = Glow3
e "'""_ e 877 | 41 | 648
Mean degradation (DR) / %: 66.2
Standard deviation {ooz) / % 209
UoM (£%: 503 2
App of umpln alter testing: Discolowrsd
[ Samplo description: ) Latex Powdered Giove SSLPLP
C"“"!m chemical: 25% Ammenium hydroxide (CAS: 1336-21-6)
Tast temperature | “C: {23%1)
= Glove1t = Glove2 = Glove 3
DS 989 | 762 | 612
Mean degradation (DR) 1 % -18.8
Standard deviation {ooz) / %: 19.0
____________ UoM i+%: 237
Appearance of samples after testing: Swolken
Sample description; Latex Powdered Giove SSLPLP
Challenge chemical: 6% suPhunc ack (CAS 7664-93»9)
Test perature ( °C: (23x1)
2 _Glovet | Glove2 = Glow3
Demrmietion] % 95 | 958 934
Mean degradation (DR) / %: 952
Standard daviation (oos) | %: 16
UoM [ £ %: <5
App of samples after testing: Shrunken, dsmtegrated and discoloured
Maxier Glove Manufactuning Sdn Bhd Signed: -~

SATRA Reference CHMO27 750/ 1 844/ SHB/Final

Date: 19" Decarnber 2018 (Page 3ol 6)

comenzi@medplaza.ro
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SATRA TECHNICAL REPORT

&
I ruCHNOLOGY
L8

Sample description: Latex Powdered Giove SSLPLP
_Challenge chemical: 30% Hydrogen paroxkle (CAS: 7722-84-1)
'I’.ll«nporﬂunl‘c {2321)
Glove!  Glove2 Glove 3
Digradaon] o 7 | 60 217
Mean degradation (OR) / %: 50
Standard deviation (oos) [ %: 277
UoM /2 %: 265
Appearance of samples after testing: Slightly swollen
 Sample description: Latex Powdered Glove SSLPLP
~ Challenge chemical: 37% Formaidehyde (CAS: 50-00-0)
| l’utumponunl"c - __{23#1)
Glove 1 Glove 2 Glove 3
DR 265 | -83 229
Mean degradation (DR) / %: -19.2
Standard deviation (ops) / %: 9.7
UoM /2 %: 258
Appearance of samples after testing: _ Shightly swoilen

NOTE: Where the test specimens gave an increased puncture force after chemical exposure, the

rasult s reported as a negative degradation.

Maxter Giove Manutacturing Sdn 8hd

Signed

SATRA Reference: CHMO277508/1844/JH/BFinal

Date: 19" Decernber 2018

© medplaza
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SATRA Tectrobgy Caotw |
Wyrctum Wy, Tolord Winy, Ketterng
Moritareplomtrs, HINIO 850 United Kingdom
TECHNOLOGY Fooc v84 10) 1530 A 10800

R B ave SATRA TECHNICAL REPORT
o adogysam com

[ﬂ] TRCHAMOLOGY
W SR 00m EX)

Customer details:  Maxter Glove Manufacturing Sdn Bhd SATRA rederence: CHMI2T7506 /1844
L8000 ==t Work Requested
Jalan Hajl Abdul Manan s
Your reference amples of gloves, see Table 1, were received by SATRA for testng n accordance with EN 420:2003-A12008
m;‘”"""“‘ Meru ! Prefeciive gioves - General requirements and test methods, clauses 5.1 Sizing and 5.2 Dexterity only, and EN
P Klang 374-2:2014 Protectie goves agarst dangerous chemicals and microorgansms - Detemination of resistanrce
argor Dateof report: 22 November 2018 to penatration
Mataysia
Samples received. 12 Novenber 2018 Table 1 - Samples received
For the attenton of.  Yap Peak Geeh Date(s) work 21 November 2018 Semple descripion as stabed by the | Sizes submimed for | Colour of samphes | Approximate weight |
Carned out clert 185109 submitted of cne glowe
S@e: XS
W(WM):?QWPFSI XS - XL Cream | wegrisg

Subject. Testing of gloves identfied as Latex {powder free) glove MTCLPF 57 in accordance with
EN 4202003 +A1°2009 clause 5 S2ing and Dexlerty and EN 374-2:2014

Canditicns of issue: ' ] — — .

mmwnmumna«nnnwun-mwmqm 1t must not be pudished. for Latex (powdar free) glave MYCLPF ST
pee by mchudn withou the pror. written permission of SATRA
Resuts given in this report refer only 10 the samples submitied for anadysis and tested by SATRA. Commaents are for
mw_ conduﬂol‘l
Tasts marked # fall culside the UKAS Accrediation Schadue for SATRA. AR intarprotations of rasufts of such tasts and W I Ciause | Property == Resut '
the comments Based upon them e outiids the scops of UKAS sctredation and e based on curment SATRA - o ey ——l s it i ol ——
Knomdedos 51 Saing PASS
EN 420:2003+A12006 |- - — -

A satisfactony 1651 (eport in no way implies that the product Tested is approved by SATRA and no warranty is 2 Dextarty Lovel 5
given as 10 the performance of the product tested. SATRA shall not be liadle for any subsequent Joss o damage L — | AT A;”"“ - . g -
Incurred by the client as a result of Information supplied in the report. BN 5618 |24 72 bakln s‘a’oﬁhilaloo

73 Water leak test PASS

mwanmw)mmw-uumammmmwn-mww.
which provides for 8 corfidence level of approximately 05%.

Noto e — As per clause 4.3 of EN 374-2:2014, the gioves submitied for testing weore found to be unsuitable for
the Air leak test. Theredore, as per EN 374-2, anly the Water leak test has been performed.

Report signed by: Sue Clayton
Technokogist

Position:
Depatment Safety Product Testng .
(Page 1at8) —X 4{‘9@{,\ Master Glave Marutsoturing Sdn Bhd Signes TR AT
—— ) SATRAReference:  CHMOZ7TT509 11844 ISPT /1 _1pasiss
SATHA Teowiogy Cenbe LM (0 sbmary (f SATRA Regetred (» Ervpaod 1o SHE5256 % the obive sodvss Date: 22 November 2018 (Page 2 0f 8) i -
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SATRA TECHNICAL REPORT

l]l TECHNOLOGY

Testing

for testing were conditioned for at least 24 houwrs in a2 conditioned environment marzaned at (2342) 'C
and (5045) % relative bumidty  Testng was carned out within the same environment.

Requirements
Tabia 2 - Requramants for EN 420:2003 + A1-20089 Clause 5 Sizing and Dadenty
[ Govesze | 6 | yo== |
| Mnimumiengn/mm | 220 | 230 | 240
mmmmm 1.0 85
; ( !

Table 3 - Requirements for EN 374-2: 2014

72 Ar leak best No leak to be detected
7.3 Water leak test No leak 1 be detected
Maxiee Gloye Manufacturing Sdn Bivd

SATRA Refevencs:  CHMOZ77509 /1844 iSPT (1
Date: 22 November 2018

comenzi@medplaza.ro
office@medplaza.ro

{Page 3of &}

SATRA  TECHNICAL REPORT

l TECHNOLOGY

Test Results
Table 4 - EN 420:2003 + A1-2009 Test resuts for gioves identfied as Latex {powder free) glove MTCLPF 57
Clause | Test Test Resuts Uchd Resur
Length /mm
£ Lent Right
xXsle 2858 25
(= on it Sstsfactory
SI7 258 261
G on fit Satstactory
51 Saing M/B 265 253 £03mm PASS
C on fit Sstsfactory
L/9 283 255
= on fit. Satstactory
XxL110 266 267
= onfit S Y
Sze Minimum pin dameter / mm
X516 50
s!7 50
5.2 Dexterity Mre 50 NA Level 5
Lig 50
XL/ 10 50
Table 5- EN 374-2:2014 Test results for gloves identified as Latex {powder free) glove MTCLPF 57
Clause / Test Test Resuts UoM Result
Total air pressure used. 250 kPa
Sample size Leaks
XS/6
7.2 Ar leak test 8/7 +28mmH:0 | SesNatae
M/B Se0 Note o
L/9
XL/ 10
Sampie se Leans
Xsie No leaks cetected
87 Na leaks cetected
T3 Wanter ek 1est Mie No laak. datactad NA PASS
L/e No leaks detected
XL(10 No leaks
Maxter Giove Manufacturing Scn 8hd Signed:
SATRA Reference:  CHMO277508 11844 (SPT /1 p r | #35.‘\_/, \
Date: 22 November 2018 (Page 4 of &) =
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Thank you!

© medplaza
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