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Low Temperature Steam and Formaldehyde sterilizer

K825 NRIVAZIVSER mzs
EN14180:2014 1S025424:2009

55 EN 141802014 INTERNATIONAL ISO
EUROPEAN STANDARD EN 14180
STANDARD 25424
NORME EUROPEENNE
EUROPAISCHE NORM May 2014 o
2009-08-01
ICS 11.080.10 Supersedes EN 14180:2003+A2:2009

HFE - )\U>F—>3> - HEEIE
English Version @%E j:) @ Bﬁ*ﬂ*ﬁ t %EJE

Sterilizers for medical purposes - Low temperature steam and
formaldehyde sterilizers - Requirements and testing

Sterilization of medical devices — Low

'I:':E (:g:k éﬂé%’—% Ct temperature steam and formaldehyde —
= N \ = +H == Requirements for development, validation
Dit'%ﬁjj_ /ﬁb\ Eﬂ')‘l‘l*ﬂ#ﬁf%ﬁm and routine control of a sterilization

process for medical devices

Stérilisation des dispositifs médjcaux — Formaldéhyde et vapeur &
faible température — Exigences pour e développement, la validation ef

LTS F t (I*E*g't“ ,1_—\ E h’:—: E ieg ﬁi't“ g- o ﬁ éc:(’gtarge de routine d'un procédé de stérilisation pour dispositifs
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FIG. 3. Survival of
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philus spores at 85°
10 90°C. in hot

:" water, steam, and
= O-l - steam with
x formaldehyde.
D
0 0-0l - X
N
°
O-00I -
0-000i - RILLATILTE RICEKERINTIERL,

EKUSIRILATIVT E RaFwhl

m GROW'I-H T Y T ' ' t T T L g y T ' L] v T T T *
o 20 40 60 80 100 120 140 160 180
TIME IN MINUTES

Average count in untreated controls = 900,000 viable spores per tube
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Disinfection of heat-sensitive material by low-temperature steam and formaldehyde 1966 Alder 13
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G.stearotherm B.atroph | G.stearotherm | G.stearotherm B.atroph
ophilus aeus ophilus ophilus aeus

2mmx1,500mm

3mmx1,500mm
5mmx1,000mm
2mmx3,000mm
4mmx1,500mm

. 2mmx4,500mm
No./ 3mmx3,000mm — — + — —
No.8 5mmx2,000mm — — — — _
No.9 4mmx3,000mm — — — — _
No.10 5mmx3,000mm — — — — _

No.11 2mmx250mm _ —
No.12 2mmx500mm _ _

+ —_ —_
No.13 2mmx750mm _ _ + _ _
No.14 2mmx1,000mm _ _ + _ _
No.15 2mmx1,500mm _ _ + _ _
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kPa (#&X1T) Mpa (F—=E) Torr (F&XJE)
EOGURART) 23.3 -0.078 175
EOG(H— kU w =) 21.3 -0.080 160
AR 16.3 -0.085 122
LTSF 5.3 -0.096 40
PLASMA 0.04 -0.101 0.48
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daVinciL> RA1—J(IBEE D] EE
Dear daVinci® Customer,

The WEBECO FA9S5 (also marketed as the Matachana 130 LF) Low Temperature Steam

Formaldehyde (LTSF) Sterilizer has successfully passed a material compatibility validation and
a third party sterilization efficacy validation with daVinci~ endoscopes. The sterility efficacy
study was performed using the standard full cycle parameters defined as 2% formaldehyde, 60
°C and a fractional pre-vacuum cycle for 30 minutes.

February 26, 2013

WEBECO GmbH & Co.KG

An der Trave 14

D-23923 Selmsdorf

Germany

Re: Endorsement of WEBECO FA95 LTSF Sterilizer for use with daVinci® Endoscopes.

Dear daVinci® Customer,

The WEBECO FA95 (also marketed as the Matachana 130 LF) Low Temperature Steam
Formaldehyde (LTSF) Sterilizer has successfully passed a material compatibility validation and
a third party sterilization efficacy validation with daVinci® endoscopes. The sterility efficacy
study was performed using the standard full cycle parameters defined as 2% formaldehyde, 60

{R :E E % T 7 —' I\ Y ( T S F ) °C and a fractional pre-vacuum cycle for 30 minutes.
The following Intuitive Surgical endoscope products are represented in this study:
EmZEsuiRILAZILTER (L

P/N 371938 Intuitive 3D Endoscope, Gen 3, 8.5mm, 0 degree
‘ — t P/N 371939 Intuitive 3D Endoscope, Gen 3, 8.5mm, 30 degree
‘m i ﬂ % 1 3 O I F ﬂu P/N 372010 Intuitive 3D Endoscope, Gen 3, 8.5mm., 0 degree Firefly
[} E P/N 372011 Intuitive 3D Endoscope, Gen 3, 8.5mm, 30 degree Firefly
' ﬁ I_ i P/N 370890 Intuitive 3D Endoscope, Gen 3, 12mm, 0 degree
P/N 370891 Intuitive 3D Endoscope, Gen 3, 12mm, 30 degree
P/N 370892 Intuitive Firefly 100 Endoscope, 0 degree

EHEAHTZNMCAELTVS
ESETS

Joseph F. Giallo, I, PhD
Vice President, Device Reprocessing & Sterilization 45
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