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& Testing Details

: N
B @M-Tﬂ-ﬂm Q*tu

- {\__,r The numier ond locotion of pertorations In o designeted sompla size wios n cordgnce
- L'\ with 8BS EN 455-1.2000 Medical gloves for single wse, Reguismeants and from

_1._\.') - hioles Ling the SMIL test method TM-22. -
g \ Eoch glove botch wos sompled in aocordonce with 50 2859 %hmpe:nmwhum
4 a minimum sEmiple sie and comestonding cooepicnoe e equivalent o somple
size code lster L and an acosplance quality eved (& 1

Sloves were seleciad of rondom ond offoched o the base of o plastic ube of diameter S8mm;,
g8 locofed af o point 3.8cm from the Dose of the ube ond secuned onto the Jube,

sdwere hen Med with 1000 < of water at a temparature of (15-35°C) and examined

sr e of leolks, Gloves wens 3o Ry Tor 2-3 minutes, then agoin excamined fos

{ pcafhnundnw ¥ leaks wios mcorded, Any leaks Ideniifed within A0mm
: )
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5.2

The break Of e gloves wWas Maasunad in acoordance with B5 EN 455-2.2015

Ltf,: use, Requinements and testing for physical properiias using SMIL fest mathod T -3:11‘2
The strength of the gloves was determined duding shelf ife ond tolowing ogeing (7 days ot 70 =

200, Dumb-bel tast places were cut from 13 ndividua! (or from seven pairs) gloves from fhe same
lot. following o condifioning period of 8 least 16k Using o lersometer with o cos-naod speed

o

of 800mmy/min e force al beak in (M) wicss reconded.
wi\ The Engle wall thickness of each ond the double } of fhe mddia finger fip of
\ eoch gliove Wil maasaed Using o Thic Oouge _nt‘_ r faetor applied ¥ applcabls,
The meeciian of ihe 13 somples (with corection fa uzpwﬂ if necessony) was colculotad,

5.3 Dimensions - TM-3437) - ‘Q:(J —-
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Goves for singhe Lse. fs and fasting for physicol properfies Using SWIL 1est method TV-
343,
Length
Hgves ferght wios measured by eely suspending the glove by the midde fnger on g
pe] mute with o roundad Tip. Folds and wrinkdas were remowe sirefching
. e rrimum kengih reconded. i -
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The width of tha glove was meosurad Lﬁirucmitm?sdniﬁhﬂk}'mauimqmanmm
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2 wos placed oo a al surcce. L__,
This wis repeated so that o totol of 13 gloves were meosured and the: median width was colou-
lete.
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5.4 Extractable profein - TM-230%
t ot fotal exiractoble protein of he oioves wos Whﬂmﬂﬂw}

_( Awnksl A of BS EN 455-3.2015 Medical gloves for singls use. fs and fedting !
" L\ & A guoniitative test mathod, Dased upon o Modiffed Lowry Assoy, wos usad e thres
@ - rmain parts. In the first port, residucl soluble protein wos ogquecusly extra o known weight
Q*“' af glove fest samphe wsing TES bulfer o8 the exfractard, The 3 _ & amphoyad wWios
Q such that both the relde ond outsicde surfoces of the matarat sirnftonecusty, Fol-

mwmﬁ.mmmmnummmwﬂ% precipitates the proteins and

remmces Interfering. watersoluble substaonces. In tha fingl the opfical densty of g sampls of

Thve Tast axtroct was determined eng o micropiote phote reader of 0 wovelangth of 850nm. A sa-

in profein siondord solutions wee oo prepored using exirociion butfer oz o diluent, |
g In ecch slandard solution was precipiioted and assayed In the some woy as for |

glove fast somples. The oplical value of esach weall wos econdad by on automated ¢
foaram linked 1o the mil recder wihich parforms regrassion onabyes an the siand,
entalion in wg perml in each of the unkrown glove exiroc |
axfrociad perglovewas then colculated fromwhich the faial } o
grom of glove wos determined. L__“L,

P

= ” protein content of the four dedermingtions was colculohed and reporfed, i \-*

-

tarrnined in occordance with 85 ENSQ 77177 ;- 2006 using Thi-3

T surfocas of 5 gloves ane washed witk

@\ The measurement of reacily removable powder on the surface of for madkcol use wasda-
I WL
# fiterad, ond e fiter dried then weighed, e sl
3l
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Dowoer 5 then calammines o

5.6 mmgw%

- wmmmw-@mwmmmmmmmw 1. 20000

» Foice of break (TAV-342) and dimenson (TM-343) testing recuismeants ame perfommed in acsor
dence with BS EN 455 Pori 2 201590

o W protein testing (TM-230) s In occordance
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Total Extrocioble Protedn

emrpclianmmwrnrmm 25 25°C with shoking for 128 £5 minutes. Tha
O nd cancanfiation of pratein wos performed af 25 +5°C, ,_

Ramovaable Surface Powdar C..‘

» T tesling was pedormed ot 25 £5°C. Ihe drying mparrwnﬂ%n\ha’ﬂ

58 m;mmmm&tmmrdmm
Force At
= test plepes warg condf and tested of o miative humidity of 53 + 107 Instead of
: B O p
ot (R

-ana mnmwwmmﬂmm%mmgﬁmfﬁw pﬂn‘mmadi;}__
Yt condlion,

5.9 Uncertainty of Measurement
Uncerfainty of meosurament (La) not been taken info account when interprating the tes:
resuits complionte with lmits. the Udhi budget for the guantitative fesk rmedhods
gre presentad in Appendi A, and mmw:w inghacual test resulfs toking
irie gooount the tabd, A
510 Sampiing Details < D
All somples were seleciad ond s E}fh
The botah sze of he gloves 5 ot siaied by 1he cllent. In oocordonce with BS EN 455
Part |. o batch size between o 180,000 wios chosen, ard therefore 50 gloves per stoge wers
testad for perfomtions usng Genaral Inspection Level | ot an ACH of 1.5%. With referencea to Tabla
3, e somple e wios tested up o The Gfth sompling stoge or urHl of non compianca
wis delemined.
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' 4 Results
( -ﬁl\\huuﬁon “\\\T\
C/ Thiz resutts of perfonation testing ore presentad in Tatle 2. Complionce
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L 6.2 Force at Break '
Thwmmﬂmwmtadmmq Comghiance hos mdwnnramr?a\

Oy
(/ C’ Table 4: Farce of Break results for Sample 56961 ‘-D("
Q/Q* T ek @ e i

62 22

LR ]
70 Th

‘ T4

o B 3
. ()

\6a
g < Y
Compes s

o Emh;ﬁ—
O
G

2t

s =g e
Yk
C

(
i

B i st Iy nit o ChoifGHon wiinoLl fri consant of e Sungical Moledol fecding Loboorony
f&u.ruu % hmﬂ:ummrmmnuumnumhmwdsm :
L. P gl O L ) L

Revtiony 18 . Poge 7ot Dote: Tuesday 287 Auguet, 2019



Repert No: 18/5747/1 L

6.3 Dimensions
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Examination Glove Report (ﬁl Repor No: 18/5747)1 (
Total Extractable Protein
arnount of exfracioble prolein per geom for each of Irmer and outer mﬂm@,
is presented in Totle B.
Tabde 8: Total Exfroctobhs Protaln resiulls for bomisle 1.~

“Sample
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n,& |
12.2

126 |!
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Connol be ]
colculated . |

a Y

WnEmﬁ‘&iﬂ‘
It cis the tiscsured consantration of paoteln in one or mone of the som-

ccﬂcmm concantanion of fha lowesh stomdons in e tast)
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Removable Surfoce Powder

T tosol armaiet of mesiciuc sufaca
Tanla 7: Ramg

R

b

per glove B prasented In Toble 9.
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Appendix A

.-#mmm-mﬁswau Oﬂ\
L"\{\"J ALD TM-342 EN 455-2 Force of Braak “"1(; !

-~ (/ Lot for TME342 Force ot Break of Medicol Glove Testing i« 1.6%. uncerfointy & an
. \«..,_ ExpancEd uncertditty using o cowaroge factor of k=2, which a of conflidence of
%_‘ onpredmictely 95%. CJ‘ §

A2 TM-343 EN 455-2 Dimensions

L 3 Dimansions of Medicol Glove tasting & 1 lmm for lengib ang 1.Gmm forwidit
, The fedriad uncer an exponded uncaainty \ing a covertige focior of k=2,
witkch RO nlmﬂaiﬂfc approimotaly P55,

ALl
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The Ught Ti@lgmnmﬁarmmwm WMHMMEEHWW%\C’
& eﬂ%‘r g & coverage Tachor of k=2, MHMUMMM‘MMW
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A4 TM-254 EN 455-3 Endoloxin

n\ Thie Lok for Th-264 erdiotoxin tesiing 5 23%. The eporied uncertaingy 5 on exponded uncericenty
N LEing o coveroge factor of k=2 which i 0 level af appoximolely 26%,
5
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