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Sterilization of health care products
- Chemical indicators
- part 4.
Class 2 indicators as an alter native to
the Bowie and Dick-typetest for
detection of steam penetration

1CS:11.080.01

-

el sbe it

AYY? ¥
Jol 5 Saes



las by

! state Slidss g o lastin] duwgo b HLs]
5 o labinl duwge Olyyae g (iled FMal gl Yaoke G 0 coge 4 lpl Srie Olidsd g o lailin] dnsge
lad labial s g (pgal (uad adnlog 45 Cunl J9lS (com) @220 LS VTV obe ot g ol (St Slisiou
Sl o 4y Gl (o)) (o
Slasze 5 35150 G colo Tannie GLlid S 5 oS pe (15 lo (gm0 ilide la ojg> 50 o llind (905
(sody lulyd 4z by o pllas b plSen (8555 098 oo el Ladye g o goladl g g oty < sale
GBS Byas (BanSads bl w5 3> plole liat 5 abl] oS lie 5l a5 ol )b 5 sl
o Ghe 958 (oo Jol> (93 2f 9 (o slo loslu dasls pandS 5 sals ST TS Sl 5 GBS el
Slom 9 osiee Jo)l barye (8 Glo e slasl 5 a1 63 a2le @ (Ble3 5l sl lpl Gle slas i
Ol R ooy ) o 0510l plgie 4 cogal &) 50 5 75l 4ty oI L Lasje (o &eeS ) Lol g laylas 2l o
Sgh (o8 plie g by
QLS o A 0ol et dailes Cole) Lo pMard g aie addle slo lojle g Slawhe a5 olao lailinl el iew
S e 358 (o0 pATe g Sl Glpl (e ojlabial plie 4 icusal Sygey0 g omin g b e deS 0
o oS 10 g9 mai O byl ol o o laslinl jo eals aligl slae Ll g aS 0ed o B Lo gleolailinl
Al o) Cugal 4 a0 oo JoSiis o lailiwl ducnbe a5 bgs o o laslisl
Ll s s (1S0) sl Ll e lojles ol glisel 5 ol cinio Sliniog 5 o i) Ao
OS5 a8 Tl o5 lyie 5 ol ((OIML) 56 ol o5l (Ll o il 5 T(IEC) s 25|
Glo gote}ls 5 S Lulyh 4 az s e ol o slod uilinl g5 48 .0sS o colles a5 o Y(CAC) lic
D580 SrSope ol glas lulisl 5 ez (Sxio g b ole Sletbriny 5l osaS P>

Gras 3l Colax Gl (gl o cad S Gl cnilee Coley Laily o olpl sie Olagon g o lasbinl dnsbe
5 e S Slamde 5 SVsame oS 5l Glaebl Jpaz ceges 5 608 sl 9 Sl L (oS
g Loty I L/ g ) a8 U5l oy Ve sl |y ool e slas bl 5| an sl solaid
hzl eis OV¥gams lp el o ol Jaas jalaie 4y Wl oo Ao uled gLl @ luilinl Jle gl g
5ol as eolinul 4 pasise liebl 6l guizea b gLzl 1) ol Ganaz,s 5 Slelo Y o)lastl
5SS Co e Gl s (2155 500 5 (Sran « g3l o hisel oyslie Ao 50 Jlab Dl 5 lpilej Lo Sleas
5 b losle wisS ol o sl Ao Somiw iy (eimsls) Gl oS 55150 5 Lo oSyl o aomoenyy o oo
sl Belials® o3Y Lalpd ol g 0 o A e ) olpl Cando dnb el Lulsd elol 1) Slesie
Ll (ominls) oyl oS ol ULl ey olSd g 08 oo s T 8,Shee s g el la o] 4 Camdlo
ol iy S0 51 ol oo (gl il pebans (65 (gl g0l ol ool g Lyl ,S SI5ls e cypes o simias

Ol o Oliiss 5 o lbisl duwge
1- International organization for Standardization
2 - Internationa Electro technical Commission
3- International Organization for Legal Metrology (Organization International de Metrology Legal)
4 - Contact point
5 - Codex Alimentarius Commission
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1 - Accelerated aging
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SO 11140-4:2007 Sterilization of health care products - Chemical indicators - part 4:
Class 2 indicators as an alternative to the Bowie and Dick-type test for detection of

steam penetration.
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1-Bowieand Dick
2 - High vacuum
3 - Test pack
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2-1 EN 285:2006, Sterilization - Steam sterilizers - Large sterilizers
2-2 1S0 5-1:1984 Photography — Density measurements — Part 1. Terms, symbols and
notations.
2-31S0 5-3:1995 Photography — Density measurements — Part 3: Spectral conditions.
2-4 1S0 5-4:1995 Photography-Density measurements — Part 4. Geometric conditions
for reflection density.

2-5 1S0O 187:1990 Paper,board and pulps- Standard atmosphere for conditioning and
testing and procedure for monitoring the atmosphere and conditioning of samples.

1 - Bowie and Dick type test



2-6 1S0O 2248:1985 Packaging — Complete, filled transport packages — Vertical impact
test by dropping.

2-7 1S0 10012-1:1992 Quality assurance reguirements for measuring equipment — Part
1. Metrological confirmation system for measuring equipment.

2-8 1SO 11140-1:1995, Sterilization of health care products — Chemical indicators —
Partl: General requirements.

2-9 |[EC 60584 —2:1982, Thermocouples — Part2: Tolerances.

2-10 IEC 60584 —2/amd1:1998,Amendment1 - Thermocouples — Part2: Tolerances.
2-11 IEC 60751:1983, Industria platinum resi stance thermometer sensors.

2-12 |IEC 60751/Amdl:. 1986,Amendmentl- Industrial platinum resistance
thermometer sensors.

2-13 1SO/CIE 10526:1999, CIE standard illuminants for colorimetry

Gyl g SNl Y

39, o) A )l b abMasl o laslsl ol e

VY

Ygn ST

il ¢y50T iy S 59 35290 Beiel 015 SoE b eud 5,5 L oy coniladly cslyn il
Yy

"o gz e sl

T B oS a6 olfins jf ecpne w e alals S 45 0d (5 S0l sles

ol s (350 Jlad 0aiiS 5 b (35 (g5 50 el (e a0 abaki - (555100,

vy

fu-“*-")f AR B 55 ol

255 )8 % Gy (slos 03ga5ma 53 (350 gz ym slad ()T (b 45 el Gl 090

¥y

Toad Sliige e S s

oolal jgo 4 90,8 oo )18 (ygeil Jb S0 50 g anld 0 SLulid gl a5 Coul (6 S Ll
Sg g0 A, codlaiul gl

o¥

\ v,
& e R 0,90

1- Air pocket

2- Chamber refrence temprature
3- Steam exposure apparatus

4- Exposure time

5- Sterilization temprature band
6-Pre-assembled pack

7- Reference fault period
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1- Holding time

2 - Temperature depression
3 - Test equlibration time
4- User—assembled pack
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1- Sub. Atmaospheric pulsing
2- Trans- atmospheric pulsing
3- supper-atmospheric pulsing
4- pass

5- Fall
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