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1 wauy (scope)

NATPUNANNUNYATIMNTINLM A UAAMEN WA BINTTUMN UaLIENAFTDUNENDINNENININUIEN
sssnmd wianmheluslnadwiuldaniidia wasdhellasiulsnfadamanwadunug

2 19NAN391994 (normative reference)
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Y a o ~ 4 & I Y 1o =2 = < A a t:?’ %
nansendanssyl B ldnaspunutiuwanloglimikiamsudlavdemsnumuniezumaval nans
andad liszylTivanedaenansaedeatuage

ISO 188, Rubber, vulcanized or thermoplastic — Accelerated ageing and heat resistance tests

ISO 2859-1:1999, Sampling procedures for inspection by attributes — Part 1: Sampling schemes
indexed by acceptance quality limit (AQL) for lot-by-lot inspection

ISO 15223, Medical devices - Symbols to be used with medical device labels, labelling and

information to be supplied

EN 980, Graphical symbols for use in the labelling of medical devices

3 uniHeny (terms and definition)
anumnsrasnldlusnaspundadariaasvnssat Tiiduldmuy 150 2859-1 wazavdaluil

3.1

ANNAAMAINIBANTY (acceptable quality limit)

AQL

= o w P U = ] ~ V. a [ o v @ ] Py VoA
donnagumuiilumwasenuunniaaisan il lalundasarinasnasuwuugnimeguiiansadaugui
@aLiipenu (9w ISO 2859-1)
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3.6
%24828 (individual container)
MYULNviaviNgNeNaNe 1 3u

3.7
EAUNIINIIAFBY (inspection level)
ANNFNAUSILN TNV ATUAVNAGIBEN

vangwme  gAadgasdsnly ISO 2859-1:1999, 9 10.1

3.8
3u (lot)

] v

geenepnEIUWiNNzluuy § Ui 2ne wazgesinenadenny mauluasndennu ldnszuu

3

o = L4 Yy a d'd v a:l' v |l = v d' % = 4 4 1 tﬂl
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2 4
3.10

Msnagauu (lot test)
r-‘ll [ v < Y o
manadauagansunFuiulumadanivua

WINENE  MINAFaUTUEINTINARMzMNAwasiAmMasuu/asnngunilbngunil

3.11
~ T~ ..
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3.13
2180518 (shelf life)
FEEEINUUNNIUNNIUTNIUNNADE

3.14

Py < ..
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4 MIMIUABDUAMNIN (quality verification)
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