SLOVENSKI STANDARD
SIST EN 455-2:2000

01-januar-2000

Medicinske rokavice za enkratno uporabo - 2. del: Zahteve in preskusi za
ugotavljanje fizikalnih lastnosti

Medical gloves for single use - Part 2: Requirements and testing for physical properties

Medizinische Handschuhe zum einmaligen Gebrauch - Teil 2: Anforderungen und
Prufung der physikalischen Eigenschaften

Gants médicaux non réutilisables ¢ Rartie-2;-Proprietés physiques: Prescriptions et
essais

Ta slovenski standard je istoveten, z: EN 455-2:1995

ICS:
11.140 Oprema bolnisnic Hospital equipment
SIST EN 455-2:2000 en

2003-01.Slovenski institut za standardizacijo. RazmnoZevanje celote ali delov tega standarda ni dovoljeno.



SIST EN 455-2:2000

iTeh STANDARD PREVIEW
(standards.iteh.ai)

SIST EN 455-2:2000
httpsy//standards.iteh.ai/catalog/standards/sist/9e6ace74-699d-4ea6-b8cc-
83996ce4bd1b/sist-en-455-2-2000



EUROPEAN STANDARD EN 455-2
NORME EUROPEENNE

EUROPAISCHE NORM February 1995

1CS 1%.140; 13.340.10

Descriptors: giove, medical glove, medical glove for single use, physical properties

English version

Medical gloves for single use - Part 2:
Requirements and testing for physical properties

Gants médicaux non réutilisébles =) Partie 2: Medizinische Handschuhe zum einmaligen Gebrauch
propriétes physiques: Prescriptions et essais . " 7eit’ 2¢ Anforderungen und Prifung der
] : physikalischen Eigenschaften .

REPUBLIKA  SLOVENIJA
MINISTRSTVO ZA ZNANOST, IN TEHNOLOGIO

Urad RS za standardizacijo in meroslovie
‘LJUBLJANA :

© PREVZET PO METOD! RAZGLAS

- N ) - -01- 2000
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any alteration. A . ‘ : : B : :
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»the Central Secretariat or to any CEM member. ‘
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Secretariat has the same status as the official versions, :
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Ireland, Italy, Luxembourg, Metherlands, Norway, portugal, Spain, Sweden, Switzerland and United Kingdom.
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Foreword

This European Standard has been prepared.by the Technical Committee CEN/TC 205 *Non-active medical
devices", the secretariat of which is held by BSI. Eo B

This Europeari Standard has been prepared inder a mandate given to CEN by the European Commission and
the European Free Trade Association, and supports essential requirements.of EC Directive(s).

This European Standard shall be given the status of a National Standard either by publication of an identical
text or by endorsement, at the latest by August 1995, and conflicting national standards shall be withdrawn
at the latest by October 1995. ¥

According to the C:EN/CENELEQ-Intemal{il‘iegulationé, the fé}lgv;ing countries are bound to imiilement ‘this
European Standard: Austria, Belgium, Denmark, Finland; France, Germany, Greece, Iceland, Ireland, Italy,
Luxembourg, Netherlands, Norway, Portugal, Spain, Sweden, Switzerland, United Kingdom.
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1 Scope

This -Part~of this standard specifies requirements and gives test methods
for physical properties of single-use medical gloves (i.e. surgical )
‘gloves and examination/procedure gloves) in order to ensure that they
provide and maintain in use an adequate level of protection from cross
contamination for both patlent and user.

i vl i
2 Normative references

‘Thls European Standard 1ncorporates, by dated or undated reference,

“prov151ons from other publlcatlons "These normative references are. c1ted - i
at’ the apprcorlate places in the ‘text”and the publications are'listed: S
hereafter."For dated referencés, subsequent amendments to,or‘rev151on§:ofv

any of these publications apply to this European Standard only when

- incorporated in it by amendment or revision. For undated references the

latest edition of:the ppublicatiens referred jtojapplies;

IS0 37: 1977 Rubber, vu!camzed Determmatlon of tens:le stress-straln
_ propemes -

ISO 188:.1982 'Rubber, vulcanized - Accelerated agelng or heat-
. resistance tests'

ISO 554:.1976 Standard atmospheres for condltlonlng and/or testlng—
: Specifications

ISO 2859: 1989  Sampling procedures for inspection by attributes -
' . Part 1: Sampling plans indexed by acceptable quality
level (AQL) for lot-by—lot 1nspect10n

ISO 4648:1991 Rubber, vulcanized or thermoplastic - Determination of dimensions of test

paeces and products for test purposes

3 Definitions
For the purposes of this standard the following definitions apply.

3.1 medical gloves for single use: Gloves intended for use in the
. medical field to protect patient and user from cross—contamination.

3.2 surgical gloves: Sterile, anatomically shaped medical gloves
with the thumd positioned towards the palmar surface of the index finger
rather than layving flat, and intended for use in invasive surgery.
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3.3 examination/procedure gloves: Sterile or non-sterile medical :{ 4%

gloves, which may or may not be anatomically shaped, intended for
conducting medical examinations, diagnostic and therapeutic' procedures

and for handling contaminated medical material. : e e
3.4 long—cuff meaicél~g16vesi' s T TS S e .

a) Sufgical gloves having a minimum overall length of 300 mm.. ‘ V”%

b) Examination/proéedure gloves havingla minimum overall lengfh of ;
270 mm. ' : :

]

3.5 seamed medical gloves; welded gioves: Medical gloves
manufactured by welding or otherwise bonding together flat films-of
material. .

4 Diﬁensions 
4.1 Genéial
N TS B

when measured as described in 4.2 and 6.3 fhgfdimengions-shall.be as o~ -

given in tables 1 and 2. (gian 2. e Con & s
4.2 Length ' L ' ’ A R L cg

Measure the length (dimension I, as desigriated'din figure:1)‘by freely
suspending the glove with the middle” finget on 4lvertical jgraduated rule. -
having a rounded tip so.as to fit the shape of the finger tip of the
glove. Remove wrinkles and folds without stretching the glove. Record the
length, to the nearest millimetre, to the edge of the cuff. - -

£

_ NOTE: Fdrugféé%exweasg‘éf measurement, the rule may be éngied
backwards slightly so that the glové;is.in'éoﬁtact“with,the rule. ...

: -

: ;
i i PR, e e

SEEA A

}

i P R S il e P )
Measure the width.(dimensjon.x as designated ‘in fiigure 1), to the .,
nearest millimetré, using-a ruie, with thef‘lave‘placea on a flat . b
surface. Do not stretch the giove. s f e : -,
{ - ; -
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Table 1: Dimensions of surgical gloveg

~

4
v

Size Minimum lengthl) widen?), 3
mm S “mim

5 250 67 * 4
5,5 250 - 72t 4
6 260 775
6,5 260 83 + 5
7 270 89 = 5
7,5 270 95 £+ 5
8 270 102 £ 6
8,5 1280 ) 108 £ 6
9 280 114 = 6
9,5 280 121 £ 6

~from natural rubber 1z
or solutions of naturalcdn
These dimensions may not be appropriate for
gloves made from other materials. ' :

1) pimension I as designated in figure 1.
2) Dimension w as designated in figure 1.
3) The width requireﬁents are| for) gloves made

tex, synthetic rubber latex
dfoxr synthetic rubber.ﬁ'_

Table 2:

Ce e
PR

‘Dimensions of examination/procedure gloves®

Size ﬁinimuﬁ lehgthl)? ' Widthz), 3 .
T - - .

" Seamed | Unseamed’

- gloves gloves
fxtra smell |- 270 .| 2240 | o %
Small 12700t 2400 ) © T80t
Medium 270 240" T} 195t
Large 270 240 110 = 1
Extra large ©270 240 2 110

1) ns :

Dimensicn [ 2s designated in figure 1.

~N

)

w

synthetic

Dimension ¥ as designated in figure 1.

) The width reQuirements are for gloves made
from natural rubber latex,
or solutions of natural and/or s
These dimensions may not
glcves made from other materials.

rubber latex
‘ vnthetic rubber.
be zppropriate for
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5 Strength ) C ? o o e T T e

5.1 General e

When tested as described in 5.2, 5.3 and, if appropriatej. 5.4 at al
temperature-of (23 £ 2) ©C and a relative humidity of- (50 £ 5) %.r.h. 'the
force at break of seamed and unseamed gloves and the seam strength of

seamed gloves shall be as given in table 3. CoaT b 2 oo
5.2 Force at break before accelerated ageing RN

5.2.1 Obtain three dumb+bell test pleces u31ng a cuttetr'ds . \
specified in figure 2 from the palm, back of the hand or cuff areas of .
each glove .in the test sample, av01d1ng textured areas if possiblé and . .
taking the test pieces in the dlrectlon of the 1ong1tud1nal -axis of the -
glove. - E tion

5.2.2 Determine the forge.at break of each test plece as described
in ISO 37, using an extension rate of 500 mm/mln g 1

NOTE: If a test piece breaks at the shoulder, 1t is not necessary to
repeat the test onjanother’ test piece) | N | . -

5.2.3

a) Determine the single wall thickness (t;) of the'same glove as:-
in 5.2.1 at_a point on, the mlddle finger within (13 % 3) mm of the
finger tip by measuring the double wall thickness as described in
method Al of ISO 4648, using-a gauge with a foot préssure of
(22 £ 5) kPa. Take the single wall thickness as one half of the

measured double wall thlckness

b) Measure the thickness of the dumb-bell test piéces (t ) as
descrlbed in method Al of ISO 4648, using the gauge descrlbed in
5.2.3 a).

c) Compare the values of t; and t, If t 2 0,9, no .
correction to the measured force at breaE is necessary. If
te/ty < 0,9, correct. the measured value by multiplying the
measured force at break (see 5.2.2) by a factor of tf/t

NOTE: al»hough there is no requlrement for thlckness in this
standard, it is recognized that the flngers of a glove may; because
of design or manufacturing processes, be signific¢antly thinner and
therefore significantly weaker in terms of force'at break than at

the points from which the test pieces were taken. It is important to
ensure that the minimum strength requirements given in .table 3 are
mzintained at the flngertlps If the difference in thickness between
the fingertip and the p01nt from uhlch the test piéces were taken is
small (less than 10 A), no correctlon is necessary.  If this
difference is greater than 1 %, a correction factor based on the
relative thickness is applled to ‘the measured force at break to
obtain a true estimate of the strength of the glove at the .
fingertip. o e



it

'7 days at a temperature of (70 £ 2

5.2.4 Record the median force at br

corrected as described in 5.2.3 if necessary.

5.3 Force at break after accelerate

5.3.1 Place"grdves paékaged iniﬁnit
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eak, in Newtons, for each glove,

d ageing ‘ R

paéiages or éloves taken from . .o

bulk packages in- a normal oven as speé;fggd ?n ISO 188 fof a period of &

~

5.3.2 Measure the force at break as

5.4 Seam strength of seamed gloves,

5.4.1 Obtain thréé;dumb-bell‘késf‘p

°c.

& . . N

described in 5.2.

jeces using a cutter as

specified in figure 2 from each‘glove in the test sample such thaérthe

seam is present within the length o
test piece and is at right angles t

5.4.2 Determine the fo:céﬂat bfégk
in 5.2.2. - ,

5.4.3 Record the median force at, br
glove. o ' :

S.4.4 Repeat 5.4.1 to 5.4.3 énl 'glov
described in 5.3:1. .z fla

-

£ the narrow parallel portion of the
o the long axis of the test piece.

of each test piece-as described. -

. e . - ’
eak, in Newtomns, for each

es 'that ‘have been aged as

P
bl
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