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0&'&:)0)'+!5/*()11)1!/)8&+$':!+*!%)(*'+&0$'&+$*',!$'2)(+$*'!(*'+/*8,!0)%$(&8!%)B$()1!0&'&:)0)'+!&'%!(8)&'$':!1)/B$()1!$1!,)8%!TG!&!1)'$*/!0&'&:)/!%)1$:'&+)%!TG!+,)!
C,$)2! E])(#+$B),! $'! 8$')!<$+,!HDLL2001M10. T,)!A#+,*/$1)%!P)/1*'1! LS+)/$8$V)/1M! 1,*#8%! T)! (*'1#8+)%! 2*/! 2#/+,)/! %)+&$8)%! :#$%&'()! &'%,! $'! 5&/+$(#8&/,! :#$%&'()! *'! +,)!
(,*$(),!B&8$%&+$*',!0&$'+)'&'(),!+)1+$':!&'%!*5)/&+$*'!*2!%)(*'+&0$'&+$*'!).#$50)'+.!!!
!
T,$1! %*(#0)'+! ,&1! T))'! %/&2+)%! TG! 1+&22! &+! H)&8+,! P/*+)(+$*'! S(*+8&'%! LHPS,! 2*/0)/8G! SCIEHM! &'%! $1! (#//)'+8G! 1#Te)(+)%! +*! /)B$)<! TG! /)8)B&'+! 5/*2)11$*'&81! $'!
NHSS(*+8&'%!&'%!+,)!$'%)5)'%)'+!1)(+*/.!
 
!
1. Introduction 
!
I'! 2003,! +,)! S+)/$8)! S)/B$()1! P/*B$1$*'! R)B$)<! G/*#5! LG8)''$)! G/*#5M! /)(*:'$1)%! +,&+! +,)/)! <&1! &! 8&(\! *2! :#$%&'()! *'! +,)! 5/*B$1$*'! *2! %)(*'+&0$'&+$*'! 2&($8$+$)1!
15)($2$(&88G!2*/!)'%*1(*5G.!!T,)!G8)''$)!+)(,'$(&8!/).#$/)0)'+1!%*!'*+!(*B)/!+,)!%)(*'+&0$'&+$*'!*2!+,)/0*8&T$8)!)'%*1(*5)1!T#+!&/)!8$0$+)%!+*!+,*1)!$'1+/#0)'+1!<,)/)!
%)(*'+&0$'&+$*'! $'B*8B)1! +,)!&558$(&+$*'!*2!,)&+!%$1$'2)(+$*'!&'%/*/! 1+)/$8$V&+$*'!5/*()11)1.! ! I+!<&1! /)(*:'$1)%! +,&+,!<,)'!%)1$:'$':!)'%*1(*5G! 2&($8$+$)1!&'%!(,**1$':!
).#$50)'+,!$+! $1!$05*/+&'+!+*!T)!2#88G!&<&/)!*2!+,)!&55/*5/$&+)!*5+$*'1.!!T*!&11$1+! $'!+,$1,!+,)!Decontamination team of 7PS / D)(*'+&0$'&+$*'!T)(,'$(&8!A%B$1*/G!P&')8!
LDTAPM!,&1!T))'!(*00$11$*')%!+*!5/)5&/)!:#$%&'()!*'!T),&82!*2!+,)!G8)''$)!G/*#5.!
!
E'%*1(*5)1!&'%!+,)$/!&(()11*/$)1!&/)!(8&11$2$)%!&1!0)%$(&8!%)B$()1!#'%)/!+,)!M)%$(&8!D)B$()1!D$/)(+$B)!LMDDM.!!T,)!)11)'+$&8!/).#$/)0)'+1!*2!+,$1!%$/)(+$B)!$'(8#%):!
! ! ! =! +,&+!%)B$()1!&'%!0&'#2&(+#/$':!5/*()11)1!T)!%)1$:')%!+*!)8$0$'&+)!*/!/)%#()!&1!2&/!&1!5*11$T8)!+,)!/$1\!*2!$'2)(+$*'!+*!+,)!5&+$)'+,!#1)/!!
! ! ! ! &'%!+,$/%!5&/+$)1!LA'')]!1,!5&/&:/&5,!8.1Md!
! ! ! =! +,&+!%)B$()1!T)!%)1$:')%,!0&'#2&(+#/)%!&'%!5&(\)%!$'!1#(,!&!<&G!&1!+*!0$'$0$1)!+,)!/$1\!5*1)%!TG!(*'+&0$'&'+1!&'%!/)1$%#)1!+*!+,)!

5)/1*'1!$'B*8B)%!$'!+,)!+/&'15*/+,!1+*/&:)!&'%!#1)!*2!+,)!%)B$()1!&'%!+*!+,)!5&+$)'+1!LA'')]!1,!5&/&:/&5,!7.2M!
!

F&$8#/)!+*!&%).#&+)8G!%)(*'+&0$'&+)!28)]$T8)!&'%!/$:$%!)'%*1(*5)1!T)+<))'!#1)!0&G!$'(/)&1)!+,)!/$1\!*2!+/&'10$11$*'!*2!$'2)(+$*'!T)+<))'!5&+$)'+1!&'%/*/!(*05/*0$1)!+,)!
.#&8$+G!*2!(8$'$(&8!1&058)1!):!T$*51G!1&058)1!L/)2!HAZLSCM04/05M.!T,)!(,*$()!*2!&55/*5/$&+)!%)(*'+&0$'&+$*'!5/*()11!2*/!%)B$()1!#1)%!$'!&!/&':)!*2!(8$'$(&8!5/*()%#/)1!$1!
+G5$(&88G!T&1)%!*'! +,)!(8&11$2$(&+$*'!1G1+)0! 2$/1+! 5/*5*1)%!TG!D/!E!H!S5&#8%$':.!T,)!&55/*5/$&+)! 8)B)8!*2!%)(*'+&0$'&+$*'!<$88! %)5)'%!*'! +,)!5/*()%#/)! 2*/!<,$(,! +,)!
)'%*1(*5)!$1!#1)%!!L1))!T&T8)!1M!g!2*/!)]&058)!1+)/$8$V&+$*'!$1!+,)!&55/*5/$&+)!(,*$()!2*/!&/+,/*1(*5)1!#1)%!$'!(/$+$(&8!5/*()%#/)1.!!!
!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!;                                                                                              December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

Table 1  Spaulding Classification applied to Endoscopy!
!

Classification Type of Procedure Appropriate Level of Decontamination 

Critical I'B&1$B)!%)B$()!)'+)/1!+$11#)!+,&+!$1!#1#&88G!1+)/$8)!*/!)'+)/1!+,)!B&1(#8&/!1G1+)0.!!
T,$1!$'(8#%)1!(*'+&(+!<$+,!T/)&(,)1!$'!+,)!1\$'!&'%/*/!!0#(*#1!0)0T/&')!
).:.!&/+,/*1(*5)1,!T$*51G!2*/()51,!5&5$88*+*0)1!)+(.!

S+)/$8$V&+$*'!

Semi-critical D)B$()!(*'+&(+1!$'+&(+!0#(*#1!0)0T/&')!T#+!%*)1!'*+!5)')+/&+)!1+)/$8)!+$11#)d!
).:.!:&1+/*1(*5)1,!(*8*'*1(*5$)1.!

H$:,!8)B)8!%$1$'2)(+$*'!
S+)/$8$V&+$*'!5/)2)//)%!<,)/)!5/&(+$(&T8).!!

!

Non-critical D)B$()!*'8G!(*'+&(+1!$'+&(+!1\$'!
).:.,!1+)+,*1(*5),!15,G:0*0&'*0)+)/!(#22.!!! !

C8)&'$':!L&'%!8*<!8)B)8!%$1$'2)(+$*'!<,)/)!')()11&/GM.!

!
!
!
A!2#/+,)/!8$0$+&+$*'!*'!+,)!(,*$()!*2!%)(*'+&0$'&+$*'!5/*()11!$1!+,)!0&+)/$&81!#1)%!2*/!+,)!(*'1+/#(+$*'!*2!+,)!28)]$T8)!)'%*1(*5)!<,$(,!&/)!+,)/0*8&T$8)!L,)&+!1)'1$+$B)M!*/!
0&G!T)!$'(*05&+$T8)!<$+,!15)($2$(!5/*()11!(,)0$(&81!$'(8#%$':!+,)!%)+)/:)'+!2*/!(8)&'$':!*/!+,)!8$.#$%!(,)0$(&8!%$1$'2)(+&'+.!
!
C*'()/'!&T*#+!+,)!/$1\!*2!+/&'10$11$*'!*2!TSE1!,&1!8)%!+*!15)($2$(!/)(*00)'%&+$*'1!2*/!+,)!%)(*'+&0$'&+$*'!*2!)'%*1(*5)1!#1)%!*'!1G05+*0&+$(!5&+$)'+1!*/!*'!5&+$)'+1!
(*'1$%)/)%! &+! /$1\! *2! %)B)8*5$':! C`D.! A++)'+$*'! $1! %/&<'! +*! +,)! (#//)'+! UK! :#$%&'()! 2/*0! +,)! ACDP=SEAC! 5#T8$1,)%! *'!
,++5://<<<.&%B$1*/GT*%$)1.%*,.:*B.#\/&(%5/+1):#$%&'()/I'%)].,+0. 
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Process Efficacy and Validation!

E'%*1(*5)!%)(*'+&0$'&+$*'! $'B*8B)1!&!1)/$)1!*2!5/*()11)1!<,)/)TG! +,)!#1)%!%)B$()! $1!(8)&')%,!%$1$'2)(+)%,! /$'1)%!&'%!%/$)%!5/$*/! +*! $+1! /)+#/'! b2$+! 2*/!5#/5*1)c! +*! +,)!
(8$'$(&8!#'$+.!!E&(,!5/*()11!$1!1#Te)(+!+*!&!'#0T)/!*2!B&/$&T8)1,!2*/!)]&058)!+,)!'&+#/)!&'%!(*'()'+/&+$*'!*2!%)+)/:)'+,!+,)!B*8#0),!.#&8$+G!&'%!+)05)/&+#/)!*2!+,)!<&+)/!&'%!
+,)!5,G1$(&8!)')/:G!&558$)%!$'!+,)!(8)&'$':!5/*()11!2*/!)&(,!+G5)!*2!)'%*1(*5).!A11#/&'()!*2!5/*()11!)22$(&(G!(&''*+!T)!:$B)'!TG!1$058)!B$1#&8!$'15)(+$*'!*2!+,)!%)B$()!
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(8)&'$':!$1!)11)'+$&8.!!S))!F$:!2!
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Option 1
R)5/*()11$':!$'!&!B&8$%&+)%!)'%*1(*5)!WDl!$1!+,)!
5/)2)//)%!*5+$*' +*!&(,$)B)!,$:,!8)B)8!(,)0$(&8!
%$1$'2)(+$*'.!S))!F$:!2!P/*()11!M&5.

I2! +,)/)! &/)! $'1#22$($)'+! $//$:&+$*'!
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0)&1#/)! #'+$8! 1#$+&T8)! ).#$50)'+!
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0&'#&88G! %$1$'2)(+! &'%! /$'1)!
(,&'')81! +,&+! (&''*+! T)!
%)(*'+&0$'&+)%,! 5/$*/! +*! 58&($':!
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/)5/*()11*/.

I2! +,)/)! &/)! $'1#22$($)'+! $//$:&+$*'!
5*/+1!&B&$8&T8)! 2*/! +,)!)'%*1(*5)1!
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0)&1#/)! #'+$8! 1#$+&T8)! ).#$50)'+!
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(,&'')81! +,&+! (&''*+! T)!
%)(*'+&0$'&+)%,! 5/$*/! +*! 58&($':!
)'%*1(*5)! $'! +,)! &#+*0&+)%!
/)5/*()11*/.
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<$+,! +,)! COSHH! &11)110)'+,!
0&'#&88G! %$1$'2)(+! &'%! /$'1)!
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$00)/1$*'!$'!(,)0$(&8!%$1$'2)(+&'+k

C&'!0&'#&8!(,)0$(&8!
%$1$'2)(+$*'!T)!#'%)/+&\)'!+*!
+,)!&55/*5/$&+)!1+&'%&/%!&'%!
$'!&!0&'')/!(*'1$1+)'+!<$+,!
+,)!COSHH!&11)110)'+k!

E$+,)/!<$+,%/&<!)'%*1(*5)!2/*0!
#1)!*/!/)5/*()11!B$&!&'!)+,G8)')!
*]$%)!1#T=(*'+/&(+*/.

N.B.!!D$15*1&T8)!1,)&+,1!&/)!
&B&$8&T8)!2*/!'*'=8#0)')%!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

Figure 2:  ENDOSCOPE DECONTAMINATION PROCESS MAP  LE8)0)'+1!*2!+,)!%)(*'+&0$'&+$*'!5/*()11!<$88!B&/G!%)5)'%)'+!*'!+,)!+G5)!*2!)'%*1(*5)M

R)0*B)!)'%*1(*5)!2/*0!5&+$)'+

R)0*B)!:/*11!(*'+&0$'&+$*'!TG!<$5$':!*#+)/!1#/2&()!&'%!!28#1,$': &88!(,&'')81!T)2*/)!)'%*1(*5)!$1!%)+&(,)%!2/*0!+,)!8$:,+!1*#/()/B$%)*!/)5/*()11*/.

m D$1(&/%!1$':8)=#1)!&(()11*/$)1.

m T/&'12)/!/)=#1&T8)!&(()11*/$)1!!
).:.,!T$*51G!2*/()51,!1+)&0!
1+)/$8$V&T8)!(*05*')'+1!+*!
(*'+&$')/!2*/!+/&'12)/!2*/!
%)(*'+&0$'&+$*'.

C*'1$%)/!+G5)!*2!)'%*1(*5)!= $1!T/#1,$':!*2!(,&'')81/8)&\!
+)1+$':!/).#$/)%!&+!+,$1!1+&:)k

Transfer endoscope out of clinical area and into the decontamination area
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A%%!1$':8)=#1)!&'%!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

!
2. Summary of requirements and methods of attainment!!
!
Note: I'!+,)!+&T8)1!T)8*<!<,)/)!B&/$*#1!*5+$*'1!&/)!:$B)'!2*/!0)+,*%1!TG!<,$(,!+,)!/).#$/)0)'+1!0&G!T)!0)+!+,)!*5+$*'1!&/)!'#0T)/)%!$'!*/%)/!*2!5/)2)/)'().!!W,)/)!+,)!
*5+$*'1!&/)!#'='#0T)/)%!+,)/)!$1!'*!5/)2)/)'()!2*/!<,$(,!0)+,*%!1,*#8%!T)!&%*5+)%.!
!
2.1  Records of endoscopes/ EWDs/accessories 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.1.1 A'! $'B)'+*/G! 1,*#8%! T)! 0&$'+&$')%! *2! &88! +,)!
)'%*1(*5)1!&B&$8&T8)!2*/!#1),!+,)$/! 8*(&+$*'/1!2*/!
#1)!&'%!+,)!8*(&+$*'/1!2*/!/)5/*()11$':.!!

L$1+!+*!$'(8#%):!
!!!!!!!!!!!!M&'#2&(+#/)/!
!!!!!!!!!!!!S#558$)/!!
!!!!!!!!!!!!M*%)8!N#0T)/!
!!!!!!!!!!!!S)/$&8!'#0T)/!
!!!!!!!!!!!!TG5)!*2!)'%*1(*5)!
!!!!!!!!!!!!D&+)!*2!5#/(,&1)!
!!!!!!!!!!!!A11)+!N#0T)/!
!!!!!!!!!!!!L*(&+$*'!!

L$1+! +,)! *<')/1,$5! 1+&+#1! *2! +,)! )'%*1(*5)! L):!
*<')%!TG!H)&8+,!B*&/%!*/!).#$B&8)'+,!*'!8*&'!*/!
T*//*<)%!2/*0!&'*+,)/!1$+)M.!!

M&$'+&$'$':! %)+&$8)%! /)(*/%1! 1,*#8%! )'1#/)! +,&+! +,)!
&(+$*'1!/).#$/)%!$'!/)15)(+!*2!,&V&/%!'*+$()1!L):!+,)!/)()'+!
M)%$(&8! D)B$()! A8)/+! g! MDA! 2004/028! g! H&V&/%! N*+$()!
HAZLSCM04/05M! &'%! 1$0$8&/! $'2*/0&+$*'! /! #5%&+)1! ! 2/*0!
0&'#2&(+#/)/1!(&'!T)!&%%/)11)%!2*/!15)($2$)%!0*%)81!$'!&!
+$0)8G!0&'')/.!

!

M&$'+&$'$':! 8*(&8! %)+&$8)%! /)(*/%1,! 2*/! )]&058)! 1)/$&8!
'#0T)/1! 2*/! +/&()&T$8$+G! &'%! &11)+! /):$1+)/! /)(*/%1! 2*/!
0&$'+)'&'()/5/*(#/)0)'+! 1,*#8%! )'1#/)! )22)(+$B)!
)'%*1(*5)!0&'&:)0)'+.!

!

2.1.2 A88! )'%*1(*5)1! &'%! )'%*1(*5)! WD1! 1,*#8%!
0))+! +,)! )11)'+$&8! /).#$/)0)'+1! *2! +,)! M)%$(&8!
D)B$()!D$/)(+$B).!!

!

E'%*1(*5)1! &'%! )'%*1(*5)! WD1! 5#/(,&1)%!
&2+)/! 13/06/98! 1,*#8%! T)&/! +,)! CE! 0&/\! &'%!
1,*#8%! T)! 0&'#2&(+#/)%! +*! 0))+! +,)!
/).#$/)0)'+1! *2! +,)! &55/*5/$&+)! ,&/0*'$1)%!
E#/*5)&'! 1+&'%&/%1! #'%)/! +,)! M)%$(&8! D)B$()!
D$/)(+$B).!

D)B$()1!$'(8#%$':!)'%*1(*5)1!5#/(,&1)%!5/$*/!+*!
+,&+!%&+),!<$+,*#+!&!CE!0&/\,!1,*#8%!T)!5,&1)%!
*#+!*2!#1).!

!

E'%*1(*5)1! &/)! (8&11$2$)%! &1!0)%$(&8! %)B$()1! #'%)/! +,)!
M)%$(&8!D)B$()!D$/)(+$B).!

E'%*1(*5)! WD1! &/)! &81*! (8&11$2$)%! &1! 0)%$(&8! %)B$()1!
#'%)/! +,)! MDD,! :$B)'! +,)$/! 15)($2$(! 5#/5*1)! 2*/! +,)!
%$1$'2)(+$*'!*2!0)%$(&8!%)B$()1.!!

T,)!O22$($&8! `*#/'&8! *2! +,)! E#/*5)&'!C*00#'$+G! LO`ECM!
:$B)1!+,)!2*/0&8!/)2)/)'()!2*/!,&/0*'$1)%!1+&'%&/%1!#'%)/!
+,)!M)%$(&8!D)B$()!D$/)(+$B).!!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.1  Records of endoscopes/ EWDs/accessories   (continued)!

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.1.3 A88! /)=#1&T8)! )'%*1(*5$(! %)B$()1! $'(8#%$':!
&(()11*/$)1!+,&+!&/)!(#//)'+8G!$'!1+*(\!1,*#8%!T)!
(&5&T8)!*2!T)$':!%)(*'+&0$'&+)%!TG!&'!&B&$8&T8)!
&'%!&:/))%!%)(*'+&0$'&+$*'!5/*()11)1.!!

R)B$)<! +,)! )'%*1(*5)! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1! 2*/! &88! /)#1&T8)! )'%*1(*5)1! &'%!
&(()11*/$)1!(#//)'+8G!$'!1+*(\.!

!

R)B$)<! +,)! )'%*1(*5)! %)(*'+&0$'&+$*'! 5*8$(G!
)1+&T8$1,)%! 2*/! +,)! 1$+),! +*! %)+)/0$')! ,*<! +,)!
0&'#2&(+#/)/c1!$'1+/#(+$*'1!<$88!T)!$058)0)'+)%.!

!

R)B$)<! +,)! &B&$8&T8)! %)(*'+&0$'&+$*'! (&5&T$8$+G!
&'%!58&'!+,)!')()11&/G!/)1*#/().!!

I'1+/#(+$*'1! 2*/! +,)! /)5/*()11$':!*2! &!%)B$()!&/)! /).#$/)%!
2/*0! +,)! %)B$()! 0&'#2&(+#/)/! #'%)/! +,)! M)%$(&8! D)B$()!
D$/)(+$B).!C*5$)1!*2!+,)1)!$'1+/#(+$*'1!1,*#8%!T)!&B&$8&T8)!
$'!+,)!)'%*1(*5)!/)5/*()11$':!#'$+!LERUM.!

!

A!1$+)=15)($2$(,!8*(&8!5*8$(G!2*/!)'%*1(*5)!%)(*'+&0$'&+$*'!
L$'(8#%$':! (,*$()! *2! 5/*()11! (,)0$(&8,! /)5/*()11$':!
2&($8$+$)1!&'%!).#$50)'+M!1,*#8%!T)!)1+&T8$1,)%.!!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials 
!

!Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.1  General !

 T,)!5/*(#/)0)'+!*2!)'%*1(*5)1,!&(()11*/$)1!
&'%! )'%*1(*5)! /)5/*()11$':! ).#$50)'+!
1,*#8%!T)! +*!&:/))%!15)($2$(&+$*'1,!<$+,!5/$*/!
(*'1$%)/&+$*'! *2! %)(*'+&0$'&+$*'! $11#)1! &'%!
+,&+! 1,*#8%! (*058G! <$+,! +,)! %*(#0)'+)%!
5#/(,&1$':!5*8$(G.!!

A:/))!&!%*(#0)'+)%!5#/(,&1$':!5*8$(G.!
!
R)(*/%! +,)! (*'1#8+&+$*'! 5/*()11! $'B*8B$':!
&55/*5/$&+)!15)($&8$1+1,!+*!$'(8#%):!

- )'%*1(*5G!1+&22d!
- 5/*(#/)0)'+!/!5#/(,&1$':d!
- $'2)(+$*'!(*'+/*8!+)&0!!
- M)%$(&8!&'%!N#/1$':!D$/)(+*/1,!!
- )1+&+)1!/!)':$'))/$':d!
- 1+)/$8)!1)/B$()1!%)5&/+0)'+d!
- 0)%$(&8!5,G1$(1d!
- /$1\!0&'&:)0)'+,!
- A#+,*/$V)%!P)/1*'!LS+)/$8$V)/1Md!
- M$(/*T$*8*:$1+!LS+)/$8$V)/1M.!

C*'1#8+! +,)!APLSM! 2*/!:#$%&'()!*'!+,)!15)($2$(&+$*'!
*2! +,)! ).#$50)'+! #1)%! 2*/! +,)! %)(*'+&0$'&+$*'! *2!
)'%*1(*5)1!&'%!+,)$/!&(()11*/$)1.!

!

G)')/&8! &%B$()!*'!5#/(,&1$':!).#$50)'+!<$+,$'! +,)!NHS!
$1!:$B)'! $'!MDA!DB!9801!F)T/#&/G!1999! bM)%$(&8!D)B$()!
&'%!E.#$50)'+!M&'&:)0)'+!2*/!H*15$+&8!&'%!C*00#'$+G=
T&1)%!O/:&'$1&+$*'1c.!

!

SHTM!2030!bD)1$:'!C*'1$%)/&+$*'1c!:$B)1!&'!*B)/B$)<!*2!
5/*(#/)0)'+!*2!&!WD,!15)($2$(&+$*'!&'%!(*'+/&(+!!L1)(+$*'1!
2.0,! 3.0! &'%! 4.0M! &'%! 0*/)! %)+&$8)%! :#$%&'()! *'! +,)!
15)($2$(&+$*'!2*/!)'%*1(*5)!WD1!$'!1)(+$*'!12.0.!!

!

T,)!%/&2+!BS!EN!ISO!15883=1!&'%!15883=4!:$B)1!15)($2$(!
:#$%&'()!*'!+,)!15)($2$(&+$*'!*2!)'%*1(*5)!WD1.!!

!

S))!&81*!A'')]!4!$'!+,$1!%*(#0)'+.!

2.2.2 P/$*/! +*! 5#/(,&1),! $+! 1,*#8%! T)! )1+&T8$1,)%!
+,&+! &88! /)#1&T8)! )'%*1(*5)1! &/)! (&5&T8)! *2!
T)$':! %)(*'+&0$'&+)%! TG! &'! &B&$8&T8)!
%)(*'+&0$'&+$*'!5/*()11.!

T,)! %*(#0)'+)%! 5*8$(G! 2*/! 5#/(,&1$':! /)=#1&T8)!
%)B$()1! 1,*#8%! $'(8#%)! &! /)B$)<! *2! +,)! )'%*1(*5)!
0&'#2&(+#/)/c1! $'1+/#(+$*'1! $'! (*'e#'(+$*'! <$+,! +,)!
8*(&8!)'%*1(*5)!%)(*'+&0$'&+$*'!5*8$(G.!!

!

F*/! %)B$()1! '*+! 5/)B$*#18G! 5#/(,&1)%! &! 2#88! 15)($2$(&+$*'!
0&G! T)! /).#$/)%.! ! R)58&()0)'+! *2! 5/)B$*#18G! 5#/(,&1)%!
%)B$()1! 0&G! *'8G! /).#$/)! &'! #'&0T$:#*#1! /)2)/)'()! 2*/!
+,)!1#558$)/.!!

!

2.2.3 S#22$($)'+! )'%*1(*5)1! 1,*#8%! T)! &B&$8&T8)! +*!
&88*<! +,)! ')()11&/G! +$0)! 2*/! /)=5/*()11$':!
<$+,*#+!&%B)/1)8G!&22)(+$':!+,/*#:,5#+.!

!

R)B$)<!(8$'$(&8!%)0&'%!versus!%)B$()!1+*(\!&'%!+,)!
+$0)! /).#$/)%! 2*/! /)5/*()11$':d! &88*<$':! +$0)! 2*/!
')()11&/G!0&$'+)'&'()!&'%!/)5&$/.!

E1+&T8$1,!&'%!0&$'+&$'!1+*(\1!+*!+,)!/).#$/)%!8)B)8.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.4 S$':8)=#1)! (*05*')'+1! &'%! &(()11*/$)1!
1,*#8%!T)!#1)%.!

!

!

!

R)B$)<! +,)! )'%*1(*5)! 0&'#2&(+#/)/c1! $'2*/0&+$*'!
*'! +,)! &(()11*/$)1! &'%! (*05*')'+1! &B&$8&T8)! 2*/!
+,)!15)($2$(!)'%*1(*5).!

L1M!U1)!1$':8)=#1)!(*05*')'+1!&'%!&(()11*/$)1.!

L2M! U1)! /)=#1&T8)! &(()11*/$)1! +,&+! &/)! (&5&T8)! *2!
T)$':!1+)/$8$1)%!TG!1+)&0.!

!

!

!

!

!

!

MDA! DB2002L05M! 1+&+)1! +,&+! b<,)/)! 5/&(+$(&T8),! 1$':8)=
#1)!%)B$()1!1,*#8%!T)!#1)%c.!!!

NHS! MEL! L1999M! 65,! &%B$1$':! *'! 0$'$0$1$':! +,)! /$1\! *2!
+/&'10$11$*'! *2! BC`D,! 1+&+)1! +,&+! b<,)/)! +,)/)! &/)!
5/&(+$(&8! *5+$*'1! 2*/! #1$':! 1$':8)=#1)! $'1+/#0)'+1,! <,$(,!
%*!'*+!(*05/*0$1)!(8$'$(&8!*#+(*0),!(*'1$%)/&+$*'!1,*#8%!
T)!:$B)'!+*!#1$':!+,)1)!2*/!1#/:$(&8!5/*()%#/)1c.!

T,)! BSG! W*/\$':! P&/+G! L2003M! 15)($2$)1! 5&/+$(#8&/!
(*05*')'+1!&'%!&(()11*/$)1!+,&+!1,*#8%!T)!(*'1$%)/)%!&1!
1$':8)!#1)!*'8G.!T,)1)! $'(8#%)!)'%*1(*5$(!T$*51G!2*/()51!
&'%!T/#1,=+$55)%!<$/)1!#1)%!2*/!0&'#&8!(8)&'$':.!R#TT)/!
T$*51G!B&8B)!(,&'')8!(&51!1,*#8%!T)!%$1(&/%)%!&2+)/!&'G!
)'%*1(*5$(! 5/*()%#/)1! +,&+! $'B*8B)! 5&11&:)! *2! T$*51G!
2*/()51! */! *+,)/! &(()11*/$)1! +,/*#:,! +,)! B&8B)1!
LR)(*00)'%&+$*'!9,!BSG!2003M.!

T,)! ACPD/SEAC! $'! +,)$/! TSE! :#$%&'(),! A'')]! F,! *'!
%)(*'+&0$'&+$*'! *2! )'%*1(*5)1! LS)5+! 2004M! 1+&+)! +,)!
(,&'')8! (8)&'$':! T/#1,)1! &'%! +,)! B&8B)! *'! +,)!
T$*51G/$'1+/#0)'+! (,&'')8! 5*/+! #1)%! <$+,! 28)]$T8)!
)'%*1(*5)1!1,*#8%!T)!%$15*1)%!*2!&1!(8$'$(&8!<&1+)!&2+)/!
)&(,!#1).!

!

!

!

!

!
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2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 

 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.5 T,)/)!1,*#8%!T)!1#22$($)'+!EWD1!+*!0))+!+,)!
'))%1! *2! +,)! /)15)(+$B)! )'%*1(*5G!
%)5&/+0)'+.!!!

C&8(#8&+)! +,)! /).#$/)0)'+! 2*/! EWD1! $'! &! 5&/+$(#8&/!
#'$+!T&1)%!*'!(#//)'+!&'%!58&'')%!(8$'$(&8!'))%,!+,)!
'#0T)/! *2! )'%*1(*5)1! &'%! +,)! 0$'$0#0! +$0)!
/).#$/)%! 2*/! +,)! )'%*1(*5)! %)(*'+&0$'&+$*'!
5/*()11.!

D)+&$8)%!:#$%&'()!*'!,*<!+*!%)+)/0$')!+,)!/).#$/)%!EWD!
(&5&($+G!$1!:$B)'!$'!SHTM!2030=1.!

A! (,)(\! 8$1+! $1! &81*! 5/*B$%)%! $'! +,)! ESGE/ESGENA!
G#$%)8$')1!2000!2*/!+,$1!5#/5*1),!/).#$/$':!%&+&!*':!

- ,*<!0&'G!)'%*1(*5$(! $'+)/B)'+$*'1!&/)!5)/2*/0)%! $'!
+,)!)'%*1(*5G!%)5&/+0)'+!5)/!G)&/d!

- ,*<!0&'G!)'%*1(*5$(!5/*()%#/)1!&/)!*'!)&(,!8$1+!5)/!!
%&G!L&B)/&:)Md!

- <,&+! +G5)! *2! 5/*()%#/)1! &/)! *22)/)%! $'! +,)!!
%)5&/+0)'+!&'%!<$+,!<,$(,!2/).#)'(Gd!!

- ,*<!0&'G!5/*()%#/)!/**01!+,)!)'%*1(*5G!#'$+!,&1,!$2!
1$0#8+&')*#1!<*/\$':! $'!%$22)/)'+!)'%*1(*5G!1#$+)1! $1!
5*11$T8)!&'%!$'!,*<!0&'G!/**01d!

- ,*<!0&'G!)'%*1(*5G!/)5/*()11$':!/**01/!ERU1!+,)!!
#'$+!,&1d!

- ,*<! 0&'G! 1+&22! &/)! &B&$8&T8)! 2*/! /)5/*()11$':!
)'%*1(*5)1!&'%!).#$50)'+d!

- ,*<! 0#(,! +$0)! $1! 1(,)%#8)%! 2*/! /)5/*()11$':! &!!
28)]$T8)!)'%*1(*5).!

!
!
!
!
!
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2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.6 M)&'1!1,*#8%!T)!5/*B$%)%!+*!)'1#/)!+,&+!+,)!
EWD,!&1!designed!and manufactured,!$1!2$+!
2*/!$+1!$'+)'%)%!5#/5*1)!

!

P/)5&/)! &! %)+&$8)%! 15)($2$(&+$*',! T&1)%! *'! +,)!
/)5/*()11$':!'))%1!*2!)'%*1(*5G!&'%! $'(8#%$':! +,)!
+G5),! 0*%)8! '#0T)/! &'%! &'G! %)1$:'! 2)&+#/)1!
/)8)B&'+! 2*/! %)(*'+&0$'&+$*'! 2*/! )&(,! )'%*1(*5)!
+,&+!+,)!EWD!$1!$'+)'%)%!+*!5/*()11.!

S5)($2G! &! /).#$/)0)'+! 2*/! (*058$&'()! <$+,! BS! EN!
ISO! 15883=1,4! L<,)'! 5#T8$1,)%M! &'%! BS! EN! ISO!
61010=2=045.! ! P/$*/! +*! 5#T8$(&+$*'! *2! BS! EN! ISO!
15883,! (*058$&'()! <$+,! +,)! %)1$:'! 15)($2$(&+$*'! $'!
SHTM!2030=1!1,*#8%!T)!1+&+)%.!

T,)! 15)($2$(&+$*'! 1,*#8%! T)! 5/)5&/)%! TG! +,)! U1)/! <$+,!
$'5#+!2/*0!*+,)/!\)G!5)/1*'')8!$'(8#%$':!+,)!APLSM.!

G)')/&8! :#$%&'()! *'! %/&<$':! #5! +,)! 15)($2$(&+$*'! &'%!
(*'+/&(+!$1!:$B)'!$'!SHTM!2030=1,!1)(+$*'!4.!

S))!&81*!+,)!NHS!E1+&+)1!5#T8$(&+$*'!bM*%)8!E':$'))/$':!
S5)($2$(&+$*'!C32! ! bA#+*0&+)%! E'%*1(*5)!R)5/*()11*/1!
2*/!F8)]$T8)!E'%*1(*5)1c!L2003M.!

2.2.7 T,)! EWD! 1,*#8%! T)! 0&'#2&(+#/)%! $'! &!
0&'')/! +,&+! <$88! )'1#/)! $+1! .#&8$+G! &'%!
(*'2*/0&'()!+*!15)($2$(&+$*'.!

!

T,)!EWD!0&'#2&(+#/)/!1,*#8%!)'1#/)!+,&+!+,)!EWD!
$1! %)1$:')%,! 0&'#2&(+#/)%! &'%! +)1+)%! <$+,$'! &!
.#&8$+G! 1G1+)0! (*058G$':! <$+,! +,)! /).#$/)0)'+1! *2!
BS!EN!ISO!13485.!

!

BS! EN! ISO! 13485! %)1(/$T)1! &! .#&8$+G! 0&'&:)0)'+!
1G1+)0!&558$(&T8)!+*!0)%$(&8!%)B$()!%)(*'+&0$'&+$*'.!!

S))!3.5.1.!

2.2.8 M)&'1!1,*#8%!T)!5/*B$%)%!+*!)'1#/)!+,&+!+,)!
5&/+$(#8&/! EWD! as delivered and installed 
on site!$1!2$+!2*/!5#/5*1).!

S#Te)(+!+,)!EWD!+*!&!58&'')%!5/*:/&00)!*2!+)1+$':!
T*+,! T)2*/)! %)8$B)/G! &'%! *'=1$+),! #1$':! +,)!
5/*()%#/)1! %)1(/$T)%! $'! A'')]! 1! &'%! 2.! ! T,)1)!
1,*#8%! $'(8#%)! $'1+&88&+$*'! .#&8$2$(&+$*',! *5)/&+$*'&8!
.#&8$2$(&+$*'! &'%! 5/*()11! .#&8$2$(&+$*'! L1))! T)8*<M!
&'%!1,*#8%!$'(8#%)!&81*!+)1+1!&'%!(,)(\1!(&//$)%!*#+!
%#/$':!0&'#2&(+#/).!

!

S))!A'')]!1!&'%!2.!

!
!
!
!
!
!
!
!
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2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.9 W*/\1! +)1+1! 1,*#8%! T)! #'%)/+&\)'! +*!
)1+&T8$1,! +,&+! +,)! EWD! 0))+1! +,)!
5)/2*/0&'()! 1+&'%&/%1! )1+&T8$1,)%! %#/$':!
+G5)!+)1+$':.!!

B)2*/)!%)8$B)/G!*2!+,)!EWD,!+,)!0&'#2&(+#/)/!1,*#8%!
1#Te)(+!+,)!0&(,$')!+*!&!5/*:/&00)!*2!2&(+*/G!+)1+1.!
I+!$1!/&/)8G!')()11&/G!+*!&++)'%!+,)!2&(+*/G!+*!<$+')11!
<*/\1! +)1+1! T#+! +,)! 0&'#2&(+#/)/! 1,*#8%! 0&\)! +,)!
/)1#8+1!*2!+,)1)!+)1+1!&B&$8&T8)!*'!*/!T)2*/)!%)8$B)/G!
*2!+,)!WD.!!

T,)!EWD!M&'#2&(+#/)/!1,*#8%!(&//G!*#+!5/)=%)8$B)/G!
<*/\1! +)1+$':.! T,)! )]+)'+! *2! +)1+$':! <$88! %)5)'%! *'!
<,)+,)/!+,)!5/*%#(+!$1!$'!1)/$&8!5/*%#(+$*'!*/!&!b*')=
*22c! &'%,! 2*/!0&(,$')1! $'! 1)/$&8! 5/*%#(+$*',! <,)+,)/!
+,)! 0&'#2&(+#/)/! ,&1! *T+&$')%! &! ()/+$2$(&+)! *2!
(*058$&'()! +*! &! /)8)B&'+! B/$+$1,! */! E#/*5)&'!
S+&'%&/%! TG!0)&'1! *2! &! +G5)! +)1+! 2*/! +,)! 5&/+$(#8&/!
+G5)!&'%!1$V)!*2!EWD.!

!

S))! 1(,)%#8)! 2*/! +G5)! +)1+1! &'%!<*/\1! +)1+1! $'! A'')]! 1!
&'%!2.!

2.2.10 P/)=$'1+&88&+$*'!(,)(\1!1,*#8%!T)!#'%)/+&\)'!
+*!)1+&T8$1,!+,&+!+,)!&/)&!$'!<,$(,!+,)!EWD!$1!
$'1+&88)%! &'%! +,)! .#&8$+G! /! .#&'+$+G! *2! &88!
1)/B$()1!&/)!+*!+,)!/).#$/)%!1+&'%&/%.!

T,)!(*'+/&(+*/!1,*#8%!B)/$2G!+,&+!+,)!1$+)!1)/B$()1!&/)!
&%).#&+)! 2*/! +,)! *5)/&+$*'! &'%! 5)/2*/0&'()! *2! +,)!
WD!T)2*/)!$+!$1!%)8$B)/)%.!

T,)! (*'+/&(+*/! 1,*#8%! B)/$2G! +,)! (*'%$+$*'! *2! +,)!
<&+)/! 1#558G! &'%! 1)+! (,)0$(&8! %*1$':! 8)B)81! &1!
&55/*5/$&+).!

G#$%&'()!$1!:$B)'!$'!SHTM!2030=1,!S)(+$*'!2.!!

F*/! )]&058),! +,)! EWD!0&G! /).#$/)! &'($88&/G! ).#$50)'+!
1#(,!&1!<&+)/!1*2+)')/1,!%)$*'$V&+$*'!*/! /)B)/1)!*10*1$1!
LROM! <&+)/! +/)&+0)'+! 58&'+,! )]+/&(+! B)'+$8&+$*'! L<$+,! */!
<$+,*#+!(*'%)'1)/1M,!T#8\!1+*/&:)!&'%!%$15)'1$':!2&($8$+$)1!
2*/!5/*()11!(,)0$(&81!$'(8#%$':!(,)0$(&8!%$1$'2)(+&'+1.!

S#(,! /).#$/)0)'+1! ,&B)! $058$(&+$*'1! 2*/! +,)! 15&()! &'%!
1)/B$()1!/).#$/)%!&'%!+,)!*B)/&88!%)1$:'!*2!+,)!ERU.!

!
!
!
!
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2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.11 I'1+&88&+$*'! +)1+1! 1,*#8%! )'1#/)! +,&+! +,)!
).#$50)'+! $1! 5/*5)/8G! (*'')(+)%! +*! &88!
1)/B$()1!&'%!$1!1&2)!+*!*5)/&+).!

T,)!(*'+/&(+*/,!<,*!0&G!&81*!T)! +,)!0&'#2&(+#/)/,!
1,*#8%! (*058)+)! +,)! $'1+&88&+$*'! (,)(\1! &'%! +)1+1!
15)($2$)%! $'!SHTM!2030=3! +*! +,)! 1&+$12&(+$*'!*2! +,)!
MP/TP! T)2*/)! +,)!WD! (&'! T)! &(()5+)%! 2*/! #1)! $'!
&((*/%&'()!<$+,!+,)!(*'+/&(+.!

T,)! (*'+/&(+*/! 1,*#8%! 5/*B$%)! +,)! +)1+! $'1+/#0)'+1!
&'%!).#$50)'+!LT#+!#'8)11!*+,)/<$1)!15)($2$)%!$'!+,)!
(*'+/&(+,!1,*#8%!'*+!T)!)]5)(+)%! +*!5/*B$%)! +,)! +)1+!
8*&%1M.! T,)! +)1+! $'1+/#0)'+1! 5/*B$%)%! 1,*#8%! 0))+!
+,)! 1+&'%&/%1! 2*/! +)1+! $'1+/#0)'+1! %)1(/$T)%! $'!
SHTM!2030=3=8.!

T,)! (*'+/&(+*/! 1,*#8%! (&//G! *#+! +,)! /).#$/)%!
$'1+&88&+$*'! (,)(\1!*'!%)8$B)/G!*2! +,)!WD! +*!)'1#/)!
+,)! WD! ,&1! T))'! 1#558$)%! &'%! $'1+&88)%! (*//)(+8G!
&'%!$1!1&2)!+*!*5)/&+).!

V)'+$8&+$*'! 1G1+)01! 1,*#8%! T)! (,)(\)%! TG! +,)!
(*'+/&(+*/!/)15*'1$T8)!2*/!+,)$/!$'1+&88&+$*'.!

W,)'! +,)! (,)(\1! ,&B)! T))'! (*058)+)%! &'%! 2*#'%!
1&+$12&(+*/G! +,)! (*'+/&(+*/! 1,*#8%! (&//G! *#+! +,)!
$'1+&88&+$*'! +)1+1! ')()11&/G! +*! %)0*'1+/&+)! +,&+! +,)!
WD!$1!<*/\$':!1&+$12&(+*/$8G.!A'G!&11$1+&'()!/).#$/)%!
2/*0! +,)!5#/(,&1)/!1,*#8%!T)!&:/))%!&1!5&/+!*2! +,)!
5#/(,&1)!(*'+/&(+.!

!

S))!A'')]!1!&'%!2.!!

2.2.12 
!

A(()5+&'()! *2! +,)! $'1+&88&+$*'! 1,*#8%! T)!
T&1)%! *'! +,)! +)1+! %&+&! :)')/&+)%! &2+)/! &'G!
/).#$/)%! (,&':)1! ,&B)! T))'! 0&%)! &+! +,)!
$'1+&88&+$*'!1$+).!!

I2! &'G! 0*%$2$(&+$*',! 0&$'+)'&'()! */! /)5&$/! <*/\! $1!
(&//$)%!*#+!2*/!)]&058)!*'!+,)!<&+)/,!(*05/)11)%!&$/!
B)'+$8&+$*'!*/!%/&$'&:)!1G1+)01!&2+)/! +,)! $'1+&88&+$*'!
+)1+1!,&B)!T))'!(*058)+)%,! +,)! /)8)B&'+! $'1+&88&+$*'!
+)1+1!1,*#8%!T)!/)5)&+)%!T)2*/)!+,)!*5)/&+$*'&8!+)1+1!
&/)!#'%)/+&\)'.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.2. Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.13 O5)/&+$*'&8! .#&8$2$(&+$*'! +)1+1! 1,*#8%! )'1#/)!
+,&+!+,)!EWD!2#'(+$*'1!(*//)(+8G.!

W,)'! +,)! EWD! ,&1! T))'! $'1+&88)%! &'%! &(()5+)%,! +,)!
MP/TP! 1,*#8%! (&//G! *#+! &! 1).#)'()! *2! *5)/&+$*'&8!
.#&8$2$(&+$*'! +)1+1! +*! )B&8#&+)! +,)! T&1$(! 5)/2*/0&'()! &'%!
1&2)+G! *2! +,)! EWD.! S*0)! *2! +,)1)! +)1+1! &/)! $%)'+$(&8! +*!
+,*1)! 15)($2$)%! &1! $'1+&88&+$*'! +)1+1! &'%! '))%! '*+! T)!
/)5)&+)%! $2! *5)/&+$*'&8! +)1+$':! 2*88*<1! <$+,$'! +)'! <*/\$':!
%&G1!*2!+,)!(*058)+$*'!*2!+,)!$'1+&88&+$*'!+)1+1.!!

!

S))!A'')]!1!&'%!2.!

2.2.14 P)/2*/0&'()!.#&8$2$(&+$*'!+)1+1!1,*#8%!)'1#/)!
+,&+! +,)!EWD!5/*%#()1!)'%*1(*5)1! +,&+!&/)!
(8)&')%! &'%! %$1$'2)(+)%! +*! +,)! /).#$/)%!
1+&'%&/%.!

W,)'! +,)! *5)/&+$*'&8! .#&8$2$(&+$*'! +)1+1! ,&B)! T))'!
(*058)+)%! &'%! &(()5+)%,! +,)! MP/TP! 1,*#8%! #'%)/+&\)! &!
1).#)'()!*2!5)/2*/0&'()!.#&8$2$(&+$*'!+)1+1!+*!1,*<!+,&+:!

- 1*$8! /)0*B&8! &'%! (8)&'$':! ,&B)! T))'! )22)(+$B)!
+,/*#:,*#+!+,)!8*&%!&'%!+,)!WD!(,&0T)/!&'%!+,&+!
+,)! 5/*%#(+! $1! *2! +,)! /).#$/)%! 1+&'%&/%! *2!
(8)&'8$')11,! 2/))! 2/*0! 5/*()11! /)1$%#)1! L<,)/)!
&558$(&T8)Md!

- %$1$'2)(+$*'! (*'%$+$*'1! ,&B)! T))'! &++&$')%!
+,/*#:,*#+! +,)! 8*&%!&'%! +,)!WD!(,&0T)/!&'%! +*!
+,)! /).#$/)%! 1+&'%&/%! 2*/! +,)! +G5)! *2! 8*&%! T)$':!
5/*()11)%.!!

S))!A'')]!1!&'%!2.!

2.2.15 Ancillary materials  
LP/*()11!(,)0$(&81,!5/*()11!$'%$(&+*/1!)+(M! 

! !

 A88! &'($88&/G! 0&+)/$&81! 1,*#8%! T)! &55/*5/$&+)!
2*/!+,)$/!$'+)'%)%!#1).!

P#/(,&1)!2/*0!/)5#+&T8)/!&55/*B)%!1#558$)/1.!

P#/(,&1)!+*!/)8)B&'+!BS!EN!15)($2$(&+$*'1.!

R)B$)<! +,)! %)B$()! 0&'#2&(+#/)/c1! $'1+/#(+$*'1! 2*/!
(*05&+$T$8$+G.!

R)B$)<! *2! %)(*'+&0$'&+$*'! ).#$50)'+! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1!2*/!(*05&+$T$8$+G.!

P/*()11!(,)0$(&81!1,*#8%!T)!(,*1)'!+*!)'1#/)!+,&+!
+,)G!&/)!(*05&+$T8)!<$+,!+,)!0)%$(&8!%)B$()1!+*!T)!
5/*()11)%,! +,)! %)(*'+&0$'&+$*'! ).#$50)'+! +*! T)!
#1)%! &'%! +,)! 5/*()11! $'! <,$(,! +,)G! <$88! T)!
)058*G)%.!!C&/)!1,*#8%!T)!+&\)'!+*!)'1#/)!+,&+!+,)!
2&($8$+$)1! &B&$8&T8)! &/)! &55/*5/$&+)! 2*/! 1+*/&:),! #1)!
&'%!%$15*1&8!*2! +,)!5/*()11!(,)0$(&81,!5&/+$(#8&/8G!
<,)'!+*]$(!*/!'*]$*#1!(,)0$(&81!&/)!$'B*8B)%.!!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.2  Acquisition of endoscopes, endoscope WDs and ancillary materials   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.2.16 P/*()11!(,)0$(&81!!

M)&'1!1,*#8%!T)!5/*B$%)%!+*!)'1#/)!+,&+! +,)!
5/*()11! (,)0$(&81! &/)! 2$+! 2*/! +,)$/! $'+)'%)%!
#1).!

OT+&$'!$'2*/0&+$*'!2*/!)&(,!15)($2$(!5/*()11!(,)0$(&8!+*!T)!
#1)%,!(*'()/'$'::!
!" C*05&+$T$8$+G!!

- <$+,!*+,)/!5/*()11!(,)0$(&81!
- <$+,!+,)!)'%*1(*5)!
- <$+,!+,)!EWD!

!"

!"

!"
!"
!"

!"
!"
!"

!"

!"
!"
!"

T*]$($+G!5/*2$8)!2*/!
- 1+&22!
- +,)!)'B$/*'0)'+!
- 5&+$)'+1!

P&(\&:$':!!
- 5/)1)'+&+$*'!!!
- 8&T)88$':!

S+*/&:)!
S,)82=8$2)!
A'+$0$(/*T$&8!)22$(&(G!!

- /&':)!*2!0$(/**/:&'$101!
- 8)+,&8!/&+)!

C*'%$+$*'1!*2!#1)!L(*'()'+/&+$*'!/!+)05)/&+#/)!/!+$0)M!
EB$%)'()!+,&+!+,)!5/*()11!(,)0$(&8!,&1!T))'!B&8$%&+)%!
2*/!#1)!$'!+,)!15)($2$(!EWD.!!

T,$1! $'2*/0&+$*'! 0&G! T)! *T+&$')%! 2/*0! B&/$*#1!
/)2)/)'()! 1*#/()1! $'(8#%$':! +,)! M&+)/$&8! S&2)+G!
D&+&! S,))+! 5/*B$%)%! TG! +,)! 5/*()11! (,)0$(&8!
0&'#2&(+#/)/.!

EB$%)'()! +,&+! +,)! 5/*()11! (,)0$(&8! ,&1! T))'!
B&8$%&+)! 2*/! #1)! $'! +,)! 15)($2$(! EWD! 1,*#8%! T)!
5/*B$%)%!TG!+,)!EWD!0&'#2&(+#/)/.!

F#/+,)/!:#$%&'()!1,*#8%!T)!1*#:,+!2/*0!+,):!

0&'#2&(+#/)/! *2! +,)! %)B$()! +*! T)!
%)(*'+&0$'&+)%d!
M$(/*T$*8*:$1+!LS+)/$8$V)/1Md!
S&2)+G!O22$()/d!
AP!LSM.!

!

!

!

2.2.17 T,)!#1)!*2!5/*()11!(,)0$(&81! 1,*#8%!'*+!T)!
)]+)'%)%!T)G*'%!+,)!&(+$B)! 8$2)!1+&+)%!TG!+,)!
0&'#2&(+#/)/.!

!

!

E'1#/)! +,&+! &88! 5/*()11! (,)0$(&81,! $'! 0&'#&8! &'%!
&#+*0&+)%! 5/*()11)1,! &/)! 5/)5&/)%,! #1)%! &'%! %$1(&/%)%!
&((*/%$':!+*!+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

U1)! 1$':8)=1,*+! %$1$'2)(+&'+1! $'! 5/)2)/)'()! +*! 0#8+$=%*1)!
2*/0#8&+$*'1.!

!

!

I'%$(&+*/1! &/)! &B&$8&T8)! +*!0*'$+*/! +,)! 5/*()11! ):!
(8)&'$':!)22$(&(G!*/!+*!0*'$+*/!+,)!(*'()'+/&+$*'!*2!
&'! b&(+$B)c! (,)0$(&8! 1#(,! &1! +,)! (*'()'+/&+$*'! *2!
%$1$'2)(+&'+.!T,)!8&++)/!*5+$*'!$1!'*+!&B&$8&T8)!2*/!&88!
%$1$'2)(+&'+1.!

T,)! %$1$'2)(+&'+! 0&'#2&(+#/)/! 0&G! :$B)! &'!
$'%$(&+$*'! *2! +,)! 5)/$*%! *2! +$0)! %#/$':! <,$(,! &!
(,)0$(&8!1*8#+$*'!0&G!T)!/)#1)%.!S#(,!$'2*/0&+$*'!
<$88!T)!0*%$2$)%!TG!0&'G!8*(&8!2&(+*/1,!1#(,!&1!+,)!
$'%$B$%#&8! 5/&(+$(),! $'&(+$B&+$*'! TG! 1*$8$':! *'! +,)!
%)B$(),! %$8#+$*'! $'! +,)! EWD! )+(.! R)=#1)! *2!!
%$1$'2)(+&'+! 1*8#+$*'1! :$B)1! &! B&/$&T8),! '*'=
.#&'+$2$&T8)! 5/*%#(+! L$)! &! '*'=B&8$%&+)%! 5/*()11M!
&'%! 0&G! (*05/*0$1)! +,)! )22$(&(G! *2! +,)!
%$1$'2)(+$*'!5/*()11.!!!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.3 Processing environment 
!

Para Principle Methods to Achieve Explanatory Notes / Reference  

2.3.1 T,)! %)(*'+&0$'&+$*'! 5/*()11! 1,*#8%! ,&B)! '*!
&%B)/1)!)22)(+!*'!+,)!(8$'$(&8!)'B$/*'0)'+.!

L1M! P,G1$(&88G! 1):/):&+)! +,)! %)(*'+&0$'&+$*'!
5/*()11)1! +,&+!,&B)! +,)!5*+)'+$&8! +*!(*'+&0$'&+)!
+,)! (8$'$(&8! )'B$/*'0)'+! ):! &! %)1$:'&+)%!
%)(*'+&0$'&+$*'! &/)&! /! ERU! 1)5&/&+)%! 2/*0! +,)!
5&+$)'+!+/)&+0)'+!&/)&!TG!0)&'1!*2!&!<&88.!

!

P,G1$(&8! 1):/):&+$*'! <*#8%! /).#$/)! +,*1)!
%)(*'+&0$'&+$*'! 5/*()11)1! +,&+! 0&G! (*'+/$T#+)! +*!
(*'+&0$'&+$*'! *2! +,)! )'B$/*'0)'+! L):! %$1=&11)0T8G!
&'%! (8)&'$':! *2! #1)%! %)B$()1M! +*! T)! (&//$)%! *#+! $'! &!
1)5&/&+)!/**0.!

2.3.2 ! L2M! P/*B$%)! 0)(,&'$(&8! B)'+$8&+$*'! &'%! %)1$:'&+)%!
<*/\! 1+&+$*'1! +*! )'1#/)! +,&+! +,)! 28*<! *2! &'G!
(*'+&0$'&+$*'! &/$1$':! 2/*0! +,)! %)(*'+&0$'&+$*'!
5/*()11!<$88!T)!&<&G!2/*0!+,)!5&+$)'+!&/)&.!

S))! A'')]! *'! V)'+$8&+$*'! $'! L*(&8! D)(*'+&0$'&+$*'!
U'$+1:!!G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!E.#$50)'+,!
F&($8$+$)1!&'%!M&'&:)0)'+.!!

2.3.3 T,)! %)(*'+&0$'&+$*'! 5/*()11! 1,*#8%! ,&B)! '*!
&%B)/1)!)22)(+!*'!1+&22!*/!+,$/%!5&/+$)1.!

P,G1$(&88G!1):/):&+)!%)(*'+&0$'&+$*'!5/*()11)1!+,&+!
,&B)! +,)! 5*+)'+$&8! +*! (*'+&0$'&+)! +,)! )]+)/'&8!
)'B$/*'0)'+.!

R)1+/$(+! &(()11! +*! +,)! %)(*'+&0$'&+$*'! &/)&! /ERU!
<,)/)!+,)1)!&(+$B$+$)1!&/)!(&//$)%!*#+!

P/*B$%)! &55/*5/$&+)! PPE! +*! 1+&22! <$+,$'! +,)!
%)(*'+&0$'&+$*'!&/)&.!

!

D)(*'+&0$'&+$*'! 1,*#8%! '*+! T)! (&//$)%! *#+! $'! 5#T8$(!
&(()11!&/)&1,!(*//$%*/1!)+(.!

A(()11! +*! +,)!%)(*'+&0$'&+$*'!&/)&! /ERU!1,*#8%!T)!
/)1+/$(+)%! +*! 1+&22! <,*! ,&B)! /)()$B)%! &55/*5/$&+)!
+/&$'$':.!

L$M! P,G1$(&88G! 1):/):&+)! %$/+G! %)(*'+&0$'&+$*'!
5/*()11)1! L1#(,! &1! 0&'#&8! 5/)=(8)&'$':M! 2/*0! +,)!
$'15)(+$*'/1+*/&:)!*2!+,)!/)5/*()11)%!%)B$().!

!

!

!

2.3.4 E8)0)'+1!*2!+,)!%)(*'+&0$'&+$*'!5/*()11!2*/!*')!
%)B$()! 1,*#8%! ,&B)! '*! &%B)/1)! )22)(+! *'! *+,)/!
0)%$(&8!%)B$()1.!!

L$$M! P/*B$%)! 0)(,&'$(&8! B)'+$8&+$*'! &'%! %)1$:'&+)%!
<*/\! 1+&+$*'1! +*! )'1#/)! +,&+! +,)! 28*<! *2! &'G!
(*'+&0$'&+$*'! &/$1$':! 2/*0! +,)! %)(*'+&0$'&+$*'!
5/*()11! <$88! T)! &<&G! 2/*0! %$1$'2)(+)%/! /)5/*()11)%!
%)B$().!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.4 Decontamination processes 

!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.4.1 D)(*'+&0$'&+$*'!5/*()11)1!1,*#8%!)'1#/)!+,&+:!

!
!" &+!+,)!5*$'+!*2!#1),!/)5/*()11)%!%)B$()1!&/)!

2/))!2/*0:!!
- /)1$%#)1!*2!5/)B$*#1!5/*()%#/)1d!
- /)1$%#)1!2/*0!+,)!%)(*'+&0$'&+$*'!

5/*()11d!
- &%B)'+$+$*#1!(*'+&0$'&+$*'!):!

5&/+$(#8&+)1!&'%!*+,)/!)'B$/*'0)'+&8!
(*'+&0$'&'+1d!

- 0$(/*T$&8!(*'+&0$'&+$*'.!
!

.!

!

E'1#/)!+,&+!&88!&15)(+1!*2!+,)!%)(*'+&0$'&+$*'!
5/*()11!&/)!(*'+/*88)%,!+*!$'(8#%):!
- %)1$:'!*2!%)(*'+&0$'&+$*'!).#$50)'+!&'%!

5/*()11)1d!
- (,*$()!*2!5/*()11!(,)0$(&81d!
- .#&8$+G!*2!<&+)/!#1)%!$'!%)(*'+&0$'&+$*'!

5/*()11d!
- )'B$/*'0)'+&8!(*'+/*8d!
- #1)!*2!&55/*5/$&+)!(8)&'$':!&'%!%$1$'2)(+$*'!

0)+,*%1d!
- &55/*5/$&+)!+/&'15*/+!1G1+)01d!
- B&8$%&+$*',!+)1+$':!&'%!/)(*/%!\))5$':.!

R)0*B&8! *2! (*'+&0$'&+$*'! 5/)1)'+! 2/*0! 5/)B$*#1! #1)! *2!
+,)! %)B$()! $1! T)1+! &11#/)%! TG! +,)! #1)! *2! )22)(+$B),!
B&8$%&+)%,! (8)&'$':! 5/*()11)1! $'! &'! &#+*0&+)%! EWD.!
M&'#&8!5/)=(8)&'$':!<$88!&81*!T)!/).#$/)%.!

T,)! (,*$()! *2! 5/*()11! (,)0$(&81! <$88! &22)(+! T*+,! +,)!
(8)&'$':! )22$(&(G! &'%! +,)! )&1)! <$+,! <,$(,! 5/*()11!
/)1$%#)1!0&G!T)! /)0*B)%.! !O'8G! 2/))! /$'1$':!%)+)/:)'+1!
1,*#8%! T)!#1)%d! 1#/:$(&8! ,&'%!1(/#T1!&/)! '*+! &! 1#$+&T8)!
1#T1+$+#+).!

T,)!.#&8$+G!*2!<&+)/!#1)%!2*/!+,)!2$'&8!/$'1)!<$88!&81*!&22)(+!
+,)!)]+)'+!*2!5/*()11!/)1$%#)1d!,&/%!<&+)/!<$88!8)&B)!8$0)=
1(&8)!%)5*1$+1.!!

C*'+/*8! *2! &%B)'+$+$*#1! (*'+&0$'&+$*'! 2/*0! +,)!
)'B$/*'0)'+! 0&G! T)! &(,$)B)%! TG! 5,G1$(&8! 1):/):&+$*'!
2/*0! 1*#/()1! *2! (*'+&0$'&+$*',! B)'+$8&+$*'! +*! 0*B)!
&$/T*/')! (*'+&0$'&'+1! &<&G! 2/*0! +,)! %)B$()! &'%!
&55/*5/$&+)!)'B$/*'0)'+&8!(8)&'$':.!

EB$%)'()! *2! +,)! /).#$/)%! 1+&'%&/%1! *2! %)(*'+&0$'&+$*'!
(&'! *'8G! T)! &(,$)B)%! +,/*#:,! \))5$':! /)(*/%1! *2!
&55/*5/$&+)! +)1+$':,! 0*'$+*/$':,! 0&$'+)'&'()! &'%!
*5)/&+$*'!*2!+,)!%)(*'+&0$'&+$*'!).#$50)'+.!!

!

2.4.2 !" +,)/)! $1! )B$%)'()! *2! &++&$'0)'+! *2! +,)!
/).#$/)%!1+&'%&/%1!*2!%)(*'+&0$'&+$*'.!

K))5! &88! /)(*/%1! *2! +,)! +)1+$':,! 0*'$+*/$':,!
0&$'+)'&'()! &'%! *5)/&+$*'! *2! +,)!
%)(*'+&0$'&+$*'! ).#$50)'+! &B&$8&T8)! $'! +,)!
ERU.!

O+,)/! %)5&/+0)'+1! 1#(,! &1! E1+&+)1,!M)%$(&8! P,G1$(1! */!
1#T=(*'+/&(+*/1!):!EWD!0&'#2&(+#/)/! +)1+!5)/1*'1!0&G!
&81*!,*8%!+)1+!/)(*/%1.!

T,)1)! /)(*/%1//)5*/+1! 1,*#8%! T)! &B&$8&T8)! +*! +,)! U1)/.!
T,)G! 5/*B$%)! &'! )11)'+$&8! ,$1+*/G! *2! +,)! ).#$50)'+c1!
5)/2*/0&'()! &'%! /)8$&T$8$+G.! A88! 1#(,! /)(*/%1! 1,*#8%! T)!
&B&$8&T8)!2*/!$'+)/'&8!&'%!)]+)/'&8!&#%$+!&1!/).#$/)%.!!

!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.4 Decontamination processes (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.4.3 U1)!%)(*'+&0$'&+$*'!).#$50)'+!+,&+!$1!%)1$:')%!
&'%! (*'1+/#(+)%! +*! 5/)B)'+! )'B$/*'0)'+&8!
%$15)/1&8! *2! (*'+&0$'&+$*'! 2/*0! %)B$()1! T)$':!
/)5/*()11)%.!

T,)! %)1$:'! &'%! (*'1+/#(+$*'! /).#$/)0)'+1! 2*/! EWD1! +*!
)'1#/)! +,&+! +,)! %**/! %*)1! '*+! 8)&\! */! :)')/&+)! &)/*1*8!
(*'+&0$'&+$*'!&/)!:$B)'!$'!BS!EN!61010=2=05!!

U8+/&1*'$(!(8)&')/1!1,*#8%!*'8G!T)!*5)/&+)%!<$+,!+,)!8$%!$'!
58&().!

2.4.3 U1)!+)(,'$.#)1!+,&+!0$'$0$1)!+,)!:)')/&+$*'!&'%!
%$15)/1&8! *2! )'B$/*'0)'+&8! (*'+&0$'&+$*'! ):!
&)/*1*81.!!

M&'#&8! 5/)=(8)&'$':! 5/*()%#/)1! 1,*#8%! T)! (&//$)%! *#+!
<$+,!+,)!%)B$()!$00)/1)%.!!

2.4.4 P,G1$(&88G! 1):/):&+)! +,*1)! )8)0)'+1! *2! +,)!
%)(*'+&0$'&+$*'! 5/*()11! %)&8$':! <$+,!
(*'+&0$'&+)%! %)B$()1! &'%! +,*1)! %)&8$':! <$+,!
(8)&')%/%$1$'2)(+)%!%)B$()1.!

I'15)(+$*',! %/G$':! &'%! 1+*/&:)! *2! /)5/*()11)%!
)'%*1(*5)1!&/)!(8)&'!5/*()%#/)1.!!T,)!&//&':)0)'+1!2*/!
%)(*'+&0$'&+$*'! $'! +,)! ERU! 1,*#8%! )'1#/)! +,&+! +,)G!
(&''*+!T)(*0)!(*'+&0$'&+)%!TG!#1)%!%)B$()1!*/!+,)!5/)=
(8)&'$':!5/*()11.!

2.4.5 

D)(*'+&0$'&+$*'!5/*()11)1!1,*#8%!)'1#/)!+,&+!

!" +,)! %)(*'+&0$'&+$*'! 5/*()11! $1! %)1$:')%!
&'%! (&//$)%! *#+! $'! &!0&'')/! +,&+!0$'$0$1)1!
+,)!/$1\!*2!/)(*'+&0$'&+$*'!*2!(8)&'!%)B$()1.!

!

!

!

!

!

!

!

!

!

!

!

!

!

!

P/*B$%)!&!8$')&/!<*/\!28*<!&'%!)]+/&(+!B)'+$8&+$*'!
+*! )'1#/)! +,&+! +,)! 28*<! *2! &'G! (*'+&0$'&+$*'!
&/$1$':!2/*0!+,)!%)(*'+&0$'&+$*'!5/*()11!%)&8$':!
<$+,! (*'+&0$'&+)%! %)B$()1! <$88! T)! &<&G! 2/*0!
(8)&')%/%$1$'2)(+)%!%)B$()1.!

!

!

A!<*/\!28*<!58&'!1,*#8%!T)!)1+&T8$1,)%!1,*<$':!&!8*:$(&8!
5/*:/)11$*'! 2/*0! %$/+G! +*! (8)&'! <$+,*#+! +,)! 5*11$T$8$+G! *2!
(/*11!(*'+&0$'&+$*'.!T,)!58&'!1,*#8%!(8)&/8G! $%)'+$2G! +,)!
5&+,<&G!+*! $'+/*%#()!(8)&'!%)(*'+&0$'&+)%!1#558$)1!&'%!
+,)! 5&+,<&G! +*! /)0*B)! (*'+&0$'&+)%! <&1+)! 2*/! 1&2)!
%$15*1&8.!!

F#/+,)/! :#$%&'()! *'! B)'+$8&+$*'! $1! :$B)'! $'! +,)! LDU!
:#$%&'()!%*(#0)'+.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.5 Choice of decontamination processes 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.5.1 D)(*'+&0$'&+$*'!5/*()11)1!1,*#8%!T)!(,*1)'!+*!
T):!

!" )22)(+$B)!2*/!+,)!%)B$()!+*!T)!5/*()11)%.!

R)2)/! +*! +,)!)'%*1(*5)!0&'#2&(+#/)/c1! $'1+/#(+$*'1!
2*/!/)5/*()11$':.!

R)2)/! +*! +,)!EWD!0&'#2&(+#/)/c1! +G5)! +)1+!%&+&!*/!
$'2*/0&+$*'! 1#558$)%! +*! (*'2$/0! +,&+! +,)!
/).#$/)0)'+1! 2*/! /)5/*()11$':! L(,&'')8! $//$:&+$*',!
+)05)/&+#/)! (*'+/*8! )+(M! &/)! 0)+! 2*/! +,)! 15)($2$(!
%)B$().!

I2!+,)!&B&$8&T8)!$'2*/0&+$*'!$1!$'&%).#&+)!&'%!(&''*+!
T)!/)0)%$)%!TG!/)(*#/1)!+*!*+,)/!/)2)/)'()!1*#/()1!
*/! /).#$/)1! &! 5/*()11! */! &! 8)B)8! *2! (*058)]$+G! *2!
).#$50)'+! <,$(,! $1! '*+! &B&$8&T8)! *'! +,)! 1$+),! +,)'!
+,)!5/)2)//)%!*5+$*'! $1! +*!<$+,%/&<! +,)!%)B$()! 2/*0!
#1)! #'+$8! 1#(,! +$0)! +,&+! &'G! *0$11$*'1! (&'! T)!
/)0)%$)%.!

S#T1+$+#+$*'! *2! &'! &8+)/'&+$B)! %)(*'+&0$'&+$*'!
0)+,*%! 2/*0! +,&+! :$B)'! TG! +,)! )'%*1(*5)!
0&'#2&(+#/)/! &'%! <$+,*#+! &55/*5/$&+)! B&8$%&+$*'!
1,*#8%!*'8G!T)!0&%)!*'!+,)!#'%)/1+&'%$':!+,&+!+,)!
U1)//M&'&:)0)'+! '*<! &11#0)1! 8$&T$8$+G! 2*/! +,)!
0$(/*T$&8! .#&8$+G! &'%! 2#'(+$*'! *2! +,)! /)5/*()11)%!
%)B$().!

!

M&'#2&(+#/)/1!*2!/)#1&T8)!0)%$(&8!%)B$()1!&/)!/).#$/)%!
+*!:$B)!$'1+/#(+$*'1!2*/!/)5/*()11$':,!#'%)/!+,)!MDD.!!

!

S))!&81*!BS!EN!ISO!17664.!

!

M&'#2&(+#/)/1! *2! EWD1! &/)! /).#$/)%! +*! 5/*B$%)!
)B$%)'()! *2! +,)! B&8$%&+$*'! *2! +,)$/! 5/*()11! 2*/! 15)($2$(!
L'&0)%M!+G5)1!*/!2&0$8$)1!*2!)'%*1(*5).!

!

U1)/1!0&G!&81*!1))\!&%B$()!2/*0!+,)!0&'#2&(+#/)/1!*2!
+,)! (,)0$(&8! %$1$'2)(+&'+,! +,)! APLSM,! +,)! I'2)(+$*'!
C*'+/*8!+)&0!&'%!2/*0!'&+$*'&8!/)2)/)'()!()'+/)1!1#(,!
&1!HPS.!

2.5.2 !" C*05&+$T8)!<$+,!+,)!%)B$()1!+*!T)!5/*()11)%.! R)2)/! +*! $'2*/0&+$*'! 5/*B$%)%! TG! +,)! )'%*1(*5)!
0&'#2&(+#/)/.!

R)2)/! +*! $'2*/0&+$*'! 5/*B$%)%! TG! +,)! 5/*()11!
(,)0$(&8! L%)+)/:)'+! &'%! %$1$'2)(+&'+M
0&'#2&(+#/)/1c!$'1+/#(+$*'1.!

!

EB$%)'()! *2! +,)! (*05&+$T$8$+G/$'(*05&+$T$8$+G! *2! &!
5&/+$(#8&/! 0&'#2&(+#/)/c1! %)B$()! &'%! +,)! 5/*()11!
(,)0$(&8!/).#$/)1!5/)($1)!$'B)1+$:&+$*',!+G5$(&88G!TG!+,)!
)'%*1(*5)!0&'#2&(+#/)/.! P/$*/! +*! +,)! /)8)&1)! *2! 1#(,!
)B$%)'(),! &'! &11#05+$*'! 0&G! T)! 0&%)! TG! +,)! U1)/!
2/*0! *T1)/B&+$*'1! $'! 5/&(+$().! C&#+$*'! 1,*#8%! T)!
&558$)%!+*!1#(,!$'+)/5/)+&+$*'1!&'%!)05,&1$1!1,*#8%!T)!
58&()%! *'! +,*/*#:,! /$'1$':! *2! &88! 5/*()11! (,)0$(&81!
2/*0!+,)!1#/2&()1!*2!+,)!%)B$().!!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.5 Choice of decontamination processes  (continued) 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

 D)(*'+&0$'&+$*'!5/*()11)1!1,*#8%!T)!(,*1)'!+*!
T):!

! !

2.5.3 !" C&5&T8)! *2! 5/*B$%$':! +,)! 8)B)8! *2!
%)(*'+&0$'&+$*'! /).#$/)%! 2*/! +,)! (8$'$(&8!
5/*()%#/)1!+*!T)!#'%)/+&\)'.!!

R)2)/!+*!%)B$()!0&'#2&(+#/)/1c!$'1+/#(+$*'1.!

R)2)/!+*!+,)!8*(&8!%)(*'+&0$'&+$*'!5*8$(G.!
!
P/&(+$()!)]&058):!
!
A! (*05/*0$1)! +<*! +$)/! 1G1+)0! 2*/! '*'=8#0)')%!
)'%*1(*5)1! <,)/)! +,)/)! &/)! +$0)! (*'1+/&$'+1! &'%!
%$22$(#8+G!<$+,!$00)%$&+)!&(()11!+*!&!)'%*1(*5)!WD!
$1:!!!
!" A+!+,)!T):$''$':!&'%!)'%!*2!)&(,!%&G!/)5/*()11!
+,)!1(*5)!$'!&'!)'%*1(*5)!<&1,)/!%$1$'2)(+*/.!

!" B)+<))'!5&+$)'+1:!!
- #1)!&!%$15*1&T8)!1,)&+,!*B)/!1(*5)!2*/!)&(,!
5&+$)'+d!

- <$5)!*B)/!1(*5)!<$+,!&!%)+)/:)'+!&'%!<&+)/!
1*8#+$*',!!

- /$'1)!+*!/)0*B)!%)+)/:)'+!/)1$%#)d!
- <$5)!*B)/!<$+,!&8(*,*8.!
!

T,)!#'%)/'*+)%!5/*B$1*1!&558G:!
!" T,)! $'+):/$+G!*2! +,)!%$15*1&T8)!1,)&+,!1,*#8%!T)!
(,)(\)%! &+! +,)! )'%! *2! +,)! 5/*()%#/)! L2$88! <$+,!
<&+)/!&'%!(,)(\! 2*/! 8)&\1M.! ! I2! +,)!1,)&+,! $1!'*+!
$'+&(+!+,)!1(*5)!1,*#8%!T)!/)5/*()11)%!+,/*#:,!&!
<&1,)/!%$1$'2)(+*/.!

!" I2!+,)!5/*()%#/)!T)(*0)1!$'&%B)/+)'+8G!$'B&1$B),!
+,)! 1(*5)! 1,*#8%! T)! /)5/*()11)%! +,/*#:,! &!
<&1,)/!%$1$'2)(+*/.!

S))!S5&#8%$':!(8&11$2$(&+$*'!LI'+/*%#(+$*',!T&T8)!1M.!

T,$1!(8&11$2$(&+$*'!1,*#8%!T)!#1)%!+*! $'2*/0!+,)!(,*$()!
*2! 5/*()11! &55/*5/$&+)! 2*/! +,)! 8)B)8! *2! /$1\! &'%! +,)!
+*8)/&'()!*2!+,)!).#$50)'+.!T,$1!1,*#8%!T)!%*(#0)'+)%!
&'%!&B&$8&T8)!+*!1+&22!<$+,$'!+,)!ERU.!!
!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.5 Choice of decontamination processes  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.5.4 !" C&5&T8)! *2! )'1#/$':! 2/))%*0! 2/*0!
(*'+&0$'&+$*'! +,&+! (*#8%! 8)&%! +*! &'!
)//*')*#1!%$&:'*1$1.!

E'1#/)!+,&+!+,)!EWD!$1!1#Te)(+!+*!&!1)82=%$1$'2)(+$*'!
5/*()11,! $'! 8$')! <$+,! +,)! EWD! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1.!

!

C*'+&0$'&+$*'! *2! )'%*1(*5)1,! 5&/+$(#8&/8G!
T/*'(,*1(*5)1,!<$+,!)'B$/*'0)'+&8!0G(*T&(+)/$&!,&B)!
8)%!+*!+,)!0$1%$&:'*1$1!*2!0G(*T&(+)/$&8! $'2)(+$*'.!T,)!
(*'+&0$'&+$*'! ,&1! &/$1)'! 2/*0! &! B&/$)+G! *2! 1*#/()1!
$'(8#%$':!0&$'1!<&+)/!#1)%!2*/!+,)!2$'&8!/$'1)!&'%!2/*0!
(*'+&0$'&+)%!2*($!<$+,$'!+,)!)'%*1(*5)!&'%!+,)!EWD.!!

2.5.5 !" A55/*5/$&+)!2*/!+,)!)'B$/*'0)'+!&B&$8&T8)!2*/!
%)(*'+&0$'&+$*'!5/*()11$':.!

D)1$:'! &'%! *5)/&+)! +,)! ERU! +*! )'1#/)! &! 1&2)!
<*/\$':! )'B$/*'0)'+,! (*05&+$T8)! <$+,! +,)! (,*1)'!
0)+,*%!*2!1):/):&+$':!%$/+G!&'%!(8)&'!%)B$()1.!!

!

!

2.5.6 !" C&5&T8)!*2!5/*B$%$':!+,)!+,/*#:,5#+!/).#$/)%!
+*! 0&$'+&$'! +,)! %)1$/)%! 8)B)8! *2! (8$'$(&8!
1)/B$().!

R)2)/! +*! +,)! 58&''$':! (&8(#8&+$*'1! 0&%)! $'!
%)+)/0$'$':! +,)!EWD! /).#$/)0)'+1! 2*/! &! 5&/+$(#8&/!
ERU! &'%! /)B$1)! $'! /)15*'1)! +*! &'G! (,&':)1,! 2*/!
)]&058)!$'(/)&1)%!(8$'$(&8!'))%.!

!

S))!2!2.6!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.5 Choice of decontamination processes  (continued) 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.5.7 !" A0)'&T8)! +*! $'%)5)'%)'+! B)/$2$(&+$*'! *2! +,)!
%)(*'+&0$'&+$*'!1+&'%&/%1!&(,$)B)%.!

E'1#/)! +,&+! +,)! EWD! $1! (&5&T8)! *2! B)/$2G$':! TG!
5/*()11! /)(*/%! +,)! &++&$'0)'+! *2! +,)! 15)($2$)%!
5/*()11! B&/$&T8)1! %)+)/0$')%! &+! B&8$%&+$*'! +*! T)!
(/$+$(&8! +*! +,)! 1&+$12&(+*/G! *#+(*0)! *2! +,)! (8)&'$':!
&'%!%$1$'2)(+$*'!5/*()11.!!

E'1#/)! +,&+! +,)! B)/$2$(&+$*'! $1! $'%)5)'%)'+! *2! +,)!
&#+*0&+$(!(*'+/*88)/.!

!

!

T,)! EWD! $1! ).#$55)%! <$+,! &! 0#8+$=(,&'')8! /)(*/%)/,!
<$+,! 1)'1*/1! &'%! 1$:'&8! 5/*()11$':! $'%)5)'%)'+! 2/*0!
+,)! (*'+/*88)/,! +*! /)(*/%! +,)! 5/*()11! B&/$&T8)1! <,$(,!
<)/)!%)+)/0$')%!%#/$':!B&8$%&+$*'!1+#%$)1!+*!T)!(/$+$(&8!
+*! +,)! 1&+$12&(+*/G! *#+(*0)! *2! +,)! (8)&'$':! &'%!
%$1$'2)(+$*'!5/*()11)1.!

L1))!SHTM!2030M!

T,$1! 8)B)8! *2! 5/*()11! (*'+/*8! &558$)1! +*! EWD1! &1! &'!
)]&058)! *2!<&1,)/=%$1$'2)(+*/1! 2*/! 5/*%#(+1!<,$(,!<$88!
T)!#1)%!<$+,*#+!2#/+,)/!5/*()11$':!&'%!<,)/)!+,)!/$1\1!
&/$1$':! 2/*0! &'! #'1&+$12&(+*/G! (8)&'$':! &'%/*/!
%$1$'2)(+$*'!5/*()11!&/)!#'&(()5+&T8).!

A! 1$0$8&/! /).#$/)0)'+! 2*/! $'%)5)'%)'+! 5/*()11!
B)/$2$(&+$*'!$1!:$B)'!$'!5/EN!15883=1,4.!!

2.5.8 !" V&8#)!2*/!0*')G.! D)+)/0$')! +,)! (*1+! *2! 5/*B$%$':! &'%! /#''$':! &!
(*058$&'+!ERU.!

D)+)/0$')! +,)!'#0T)/!*2!1$+)1! $'!<,$(,!)'%*1(*5)!
/)5/*()11$':! $1! #'%)/+&\)'! &'%! +,)! &11*($&+)%!
(*1+1.!

C*'1$%)/! +,)! (*1+! *2! 5/*B$%$':! &'%! /#''$':!
(*058$&'+!ERU1!$'!0#8+$58)!8*(&+$*'1!versus!+,)!(*1+!
*2!')()11&/G! $'1+/#0)'+&+$*',! +/&'15*/+!&'%!1)/B$()!
+*!T)!5/*B$%)%!2/*0!&!()'+/&8$1)%,!(*058$&'+!ERU!*/!!
CDU.!

T,)! 5)/5)+#&+$*'! *2! '*'=(*058$&'+! %)(*'+&0$'&+$*'!
2&($8$+$)1!&'%!).#$50)'+!$1!'*+!&'!&(()5+&T8)!*5+$*'.!

T,$1! %*(#0)'+! 1#00&/$1)1! +,)! /).#$/)0)'+1! 2*/!
&(,$)B$':!(*058$&'()!<$+,!(#//)'+!1+&'%&/%1.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning) 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.1 D)(*'+&0$'&+$*'!1,*#8%!T):$'!&1!1**'!&1!+,)!
)'%*1(*5)! ,&1! T))'! /)0*B)%! 2/*0! +,)!
5&+$)'+.!

!

!

A! 5/)8$0$'&/G! /)0*B&8! *2! :/*11! (*'+&0$'&+$*'! TG!
28#1,$':!1,*#8%!T)!#'%)/+&\)'!T)2*/)!+,)!)'%*1(*5)!
$1! %)+&(,)%! 2/*0! +,)! 8$:,+! 1*#/()/B$%)*! 5/*()11*/!
&'%!+&\)'!+*!+,)!%)(*'+&0$'&+$*'!/**0!/!ERU.!

F*88*<! +,)! $'1+/#(+$*'1! 5/*B$%)%! TG! +,)! )'%*1(*5)!
0&'#2&(+#/)/,! <,$(,! <*#8%! +G5$(&88G! $'(8#%)! +,)!
2*88*<$':!1+&:)1:!

- 1#(\! <&+)/! &'%! %)+)/:)'+! +,/*#:,! +,)! <*/\$':!
(,&'')8! $'! */%)/! +*! (8)&/! :/*11! %)T/$1! &'%!
)'1#/)!+,&+!+,)!<*/\$':!(,&'')8!$1!'*+!T8*(\)%d!

- $//$:&+)! +,)! &$/! &'%! <&+)/! (,&'')81! <$+,! 2/)1,8G!
%/&<'!<&+)/!*2!&+!8)&1+!5*+&T8)!.#&8$+G!<&+)/,!'*+!
*'8G!+*!(,)(\!2*/!T8*(\&:)1!T#+!&81*!+*!)]5)8!&'G!
T8**%,!0#(#1!&'%!*+,)/!%)T/$1d!

- <$5)! %*<'! +,)! $'1)/+$*'! 1,&2+! )]+)/'&88G! &'%!
(,)(\! 2*/! &'G! T$+)! 0&/\1! */! *+,)/! 1#/2&()!
$//):#8&/$+$)1d!

- %)+&(,! +,)! )'%*1(*5)! 2/*0! +,)! 8$:,+! 1*#/()! /!
B$%)*! 5/*()11*/! &'%! +/&'12)/! +*! +,)!
%)(*'+&0$'&+$*'!/**0!/!ERU.!

!

I'! &%%$+$*'! +*! +,)! 15)($2$(! $'1+/#(+$*'1! 5/*B$%)%! TG!
)'%*1(*5)!0&'#2&(+#/)/,!:#$%&'()!$1!:$B)'!$'!BSG!2003.!

B*++8)%!1+)/$8)!<&+)/!2*/! $//$:&+$*'!0&G!T)!#1)%!&1!&!0*/)!
(*'B)'$)'+!*5+$*'!2*/!$//$:&+$*'.!!!

T,$1!1+&:)!1,*#8%!'*+!T)!)](8#%)%!)B)'!<,)'!%)B$()1!&/)!
T)$':! +/&'12)//)%! 2*/! 5/*()11$':! $'! &! ()'+/&8$1)%!
%)(*'+&0$'&+$*'!#'$+!LCDUM.!

!

!

2.6.2 O'!/)()$5+! $'! +,)!ERU!+,)!)'%*1(*5)!1,*#8%!
T)! %$1&11)0T8)%,! +*! /)0*B)! $+)01! /).#$/$':!
1)5&/&+)!5/*()11$':.!!

!

!

D$10&'+8)! +,)! %)+&(,&T8)! 5&/+1! *2! +,)! )'%*1(*5),!
$'(8#%$':!B&8B)1!&'%!<&+)/!T*++8)!$'8)+1.!!

D$1(&/%!1$':8)=#1)!&(()11*/$)1.!

P/)5&/)!&'G! /)=#1&T8)!&(()11*/$)1! 2*/! /)5/*()11$':!!
&'%!1)'%!+*!CDU!*/,!$2!+,$1!2&($8$+G!$1!'*+!&B&$8&T8),!+*!
&'! LDU! /! NDU! $'! &((*/%&'()! <$+,! +,)! LDU!
:#$%&'().!!

 

S*0)!)'%*1(*5)1!,&B)!%)+&(,&T8)!+$51!<,$(,!1,*#8%!&81*!
T)! %$1)':&:)%! 2/*0! +,)! $'1)/+$*'! +#T)! &+! +,$1! 1+&:),!
R#TT)/! T$*51G! B&8B)1! 1,*#8%! T)! %$1(&/%)%! <,)')B)/!
T/)&(,)%!TG!T$*51G!2*/()51!*/!&'G!*+,)/!&(()11*/G!%#/$':!
+,)!8&1+!)'%*1(*5G!5/*()%#/).!LBSG!2003M!

S&2)!+/&'12)/!*2!+,)!(*'+&0$'&+)%!)'%*1(*5)!2/*0!+,)!1$+)!
*2! (8$'$(&8! #1)! +*! +,)! ERU! 0&G! /).#$/)! 5&/+$(#8&/!
(*'+&$'0)'+! +*! &B*$%! +,)! +/&'12)/! *2! (*'+&0$'&+$*'! */!
%&0&:)!+*!+,)!)'%*1(*5).!S))!2.13!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning)     - continued 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.3 T,)! $'+):/$+G!*2!&88! (,&'')81! 1,*#8%!T)!(,)(\)%!
T)2*/)! &'%! &2+)/! 1#T1).#)'+! 5/*()11$':,! TG!
0)&'1!*2!&!8)&\!+)1+.!

!

!

A++&(,! +,)! )'%*1(*5)! +*! +,)! 8)&\/8)&\&:)! +)1+!
%)B$()!+*!(,)(\!+,)!$'+):/$+G!*2!&88!(,&'')81!T)2*/)!
&'%!&2+)/!0&'#&8!/)5/*()11$':.!

R)5)&+! +,)! 8)&\! +)1+! T)2*/)! &'%! &2+)/! &#+*0&+)%!
/)5/*()11$':!$'!&'!EWD.!

E'1#/)! +,&+! +,)! $'1+/#(+$*'1! 5/*B$%)%! TG! +,)!
)'%*1(*5)! 0&'#2&(+#/)/! &'%! +,)! EWD!
0&'#2&(+#/)/!&/)!2*88*<)%.!

A! 0&'#&8! 8)&\! +)1+! 0&G! T)! (&//$)%! *#+! &+! +,)! 28#1,$':!
1+&:),!T)2*/)!+,)!)'%*1(*5)!$1!/)()$B)%!$'!+,)!ERU.!

S*0)! EWD1! $'(8#%)! &'! $'+):/&8! 8)&\! +)1+! <,$(,! $1!
5)/2*/0)%!&#+*0&+$(&88G!T)2*/)!&'%!&2+)/!+,)!/)5/*()11$':!
(G(8).!

!

!

2.6.4 C*05*')'+! 5&/+1! *2! )'%*1(*5)1! <,$(,! (&''*+!
<$+,1+&'%! $00)/1$*'! $'! <&+)/! */! &.#)*#1!
1*8#+$*'1!1,*#8%!T)!5/*+)(+)%!2/*0!$00)/1$*'.!

P/*()11!1#(,!(*05*')'+1!$'!&((*/%&'()!<$+,!+,)!
0&'#2&(+#/)/c1!$'1+/#(+$*'1!&'%!5/*B$%)!5/*+)(+$*'!
2/*0!$00)/1$*'!%#/$':!+,)!&#+*0&+)%!(G(8)!$'!+,)!
EWD.!

E]&058)1! *2! 1#(,! (*05*')'+! 5&/+1! $'(8#%)! )8)(+/*'$(!
(*'')(+*/1.!

!

!

!

!

!

!

!

!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning)     - continued 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.5 C8)&'$':!1,*#8%!T)!(&//$)%!*#+!#1$':!&!B&8$%&+)%!
(8)&'$':!5/*()11.!

T,$1!$1!(#//)'+8G!&!+<*!1+&:)!5/*()11,!/).#$/$':!+,)!
)'%*1(*5)! 0&'#2&(+#/)/c1! $'1+/#(+$*'1! 2*/! &!
0&'#&8!L&'%!+,)/)2*/)!'*'=B&8$%&+)%M!5/)=(8)&'!+*!
T)! #'%)/+&\)'! *'! +,)! )'%*1(*5)! 5/$*/! +*!
&#+*0&+)%!5/*()11$':!$'!&!B&8$%&+)%!EWD.!

S+&:)!1!!

T,*/*#:,! 0&'#&8! 5/)=(8)&'$':! *2! &88! 1#/2&()1!
L$'+)/'&8! &'%! )]+)/'&8M! &((*/%$':! +*! +,)!
%*(#0)'+)%! 5/*()%#/),! #1$':! &'! &55/*5/$&+)!
%)+)/:)'+! L):! 8*<=2*&0$':! )'VG0&+$(! M! &'%!!
$'(8#%$':!+,)!T/#1,$':!*2!&88!&(()11$T8)!(,&'')81!!

S+&:)!2!

T/&'12)/! +,)! )'%*1(*5)! +*! +,)! EWD! 2*/!
&#+*0&+)%! /)5/*()11$':! L<,$(,! $'(8#%)1! &!
B&8$%&+)%!(8)&'$':!1+&:)M.!!

P/$*/$+G!0#1+! T)! :$B)'! +*! (*'2$/0$':! +,)! (8)&'$':!
5)/2*/0&'()! *2! )&(,! EWD! (#//)'+8G! $'! #1),! TG!
B&8$%&+$*'! *2! +,)! (8)&'$':! 1+&:)! &'%! 5)/$*%$(!
0*'$+*/$':!2*/!5/*+)$'!/)1$%#)1.!

G#$%&'()! *'! (8)&'$':! 5/*()11)1! &'%! +,)$/! B&8$%&+$*'! $1!
:$B)'! $'! SHTM2030,! 5&/+$(#8&/8G! $'! /)15)(+! *2! +,)!
&#+*0&+)%!(8)&'$':!5/*()11!$'!+,)!EWD.!

G#$%&'()!*'!0&'#&8!(8)&'$':!$1!:$B)'!$'!+,)!bP/*+*(*8!2*/!
L*(&8! D)(*'+&0$'&+$*'! *2! S#/:$(&8! I'1+/#0)'+1c! &'%! $'!
MDA!DB2002L05M!

T,)!#1)!*2!&'!EWD!<$+,!&!B&8$%&+)%!(8)&'$':!1+&:)!%*)1!
'*+! /)0*B)! +,)! /).#$/)0)'+! 2*/! +,)!0&'#&8! 5/)=(8)&'$':!
&1! /)(*00)'%)%! TG! +,)! )'%*1(*5)!0&'#2&(+#/)/.! ! T,)!
EWD! (8)&'$':! 1+&:)! $1! B&8$%&+)%! &((*/%$':! +*! &! b<*/1+=
(&1)c! 1()'&/$*,! 2*/! )]&058)! $'&%).#&+)! 5/)=(8)&'$':! */!
8&(\! *2! &<&/)')11! *2! &! (,&'')8! <,$(,! $1! 0$11)%! &'%!
/)0&$'1! ,)&B$8G! (*'+&0$'&+)%! <,)'! (*'')(+)%! +*! +,)!
EWD!

T,)!%/&2+!E#/*5)&'!1+&'%&/%!LEN!ISO!15883=1,4M!/).#$/)1!
+,)! +,&+! +,)! EWD! 0&'#2&(+#/)/c1! $'1+/#(+$*'1! Dshall 
recommend that any reGuirements for manual cleaning 
and or disassembly of the endoscope, prior to processing 
in the WD, provided by the device manufacturer should be 
followedK. 

T,)! +)1+! 0)+,*%1! /).#$/)%! 2*/! +,)! B&8$%&+$*'! *2! (8)&'$':!
&/)!%)1(/$T)%!$'!A'')]!2!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning)     - continued 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.6 C8)&'$':!1,*#8%!T)!(&//$)%!*#+!$'!&88!(,&'')81!*2!
+,)! )'%*1(*5)! &'%! 1,*#8%! $'(8#%)! &88! 1#/2&()1!
L$'+)/'&8! &'%! )]+)/'&8M! *2! +,)! )'%*1(*5)! <,$(,!
&/)!/).#$/)%!+*!T)!%$1$'2)(+)%!TG!+,)!WD.!

!

!

!

!

!

!

!

D)+)/0$')! +,)!)]&(+!'#0T)/!*2!(,&'')81!5/)1)'+!
*'!+,)!)'%*1(*5)!+*!T)!(8)&')%.!

D)+)/0$')! &'G! (*'1+/&$'+1! *'! &(()11$T$8$+G! 2*/!
0&'#&88G! (8)&'$':! 2*/! &'G! (,&'')8,! TG! /)2)/)'()!
+*!+,)!)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

E'1#/)! +,&+! *'8G! )'%*1(*5)1! 2*/! <,$(,! &88!
(,&'')81! &/)! (&5&T8)! *2! T)$':! 0&'#&88G! 5/)=
(8)&')%!&/)!/)+&$')%!$'!(8$'$(&8!#1).!

E'1#/)! +,&+! +,)!5/)=(8)&'$':!5/*()%#/)! $1!(&//$)%!
*#+! $'!&88!(,&'')81,! $//)15)(+$B)!*2!<,)+,)/!*/!'*+!
+,)! (,&'')8! <&1! $'! #1)! %#/$':! +,)! )'%*1(*5G!
5/*()%#/).!

D)+)/0$')!+,)!'#0T)/!*2!$//$:&+$*'!5*/+1!&B&$8&T8)!
2*/!#1)!$'!+,)!EWD.!

E'1#/)! +,&+! +,)! &#+*0&+)%! (8)&'$':! 5/*()11! *'!
+,)!EWD!<$88!$//$:&+)!&'%!(8)&'!&88!(,&'')81!*'!+,)!
)'%*1(*5).!!

I2!+,$1!(&''*+!T)!&(,$)B)%!<$+,!&!0*%)8!*2!EWD!$'!
(#//)'+! #1),! &'! $'+)/$0! 5*8$(G! 1,*#8%! T)!
)1+&T8$1,)%! *'! +,)! T&1$1! *2! &! /$1\! &11)110)'+,!
5/$*/!+*!5#/(,&1$':!&!(*05&+$T8)!EWD.!!O5+$*'1!+*!
T)!(*'1$%)/)%!$'(8#%):!

- +/&'12)/!+,)!)'%*1(*5)!+*!&'*+,)/!ERU!*'!+,)!
1$+)!<,$(,!,&1!&!(*05&+$T8)!EWDd!

- +/&'12)/! +,)! )'%*1(*5)! +*! &'! )]+)/'&8! 1$+)!!
+,&+!,&1!&!(*05&+$T8)!EWD.!

- &558G! &! 15)($2$(! 0&'#&8! (8)&'$':! L&'%!!
%$1$'2)(+$*'M!5/*()%#/)!+*!+,)!(,&'')81!!<,$(,!
(&''*+! *+,)/<$1)! T)! $//$:&+)%! $'! +,)! EWD!
5/*()11.!!

T,)! %*(#0)'+)%! /)(*/%! *2! +,)! '#0T)/! *2! (,&'')81!
5/)1)'+!2*/!)&(,!+G5)!*2!)'%*1(*5)!1,*#8%!T)!#5%&+)%!2*/!
)&(,!')<!0*%)8!*2!)'%*1(*5)!5/*()11)%!$'!+,)!ERU!L1))!
2.1.1M.!!

N&//*<! 8#0)')%! (,&'')81,! 2*/! )]&058)! +,)! )8)B&+*/!
(,&'')8/T/$%:)M! 0&G! '))%! +*! ,&B)! +,)! 5/)=(8)&'$':! &'%!
/$'1$':! 28#$%1! &558$)%! #1$':! &! 1G/$':).! F*88*<! +,)!
)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1!&'%/*/!1))\!2#/+,)/!
&%B$().!

S*0)! 0*%)81! *2! EWD! 0&G! ,&B)! $'1#22$($)'+! $//$:&+$*'!
5*/+1! +*! 5/*B$%)! (8)&'$':! <$+,$'! &88! +,)! )'%*1(*5)!
(,&'')81.! C*'')(+*/1! 0&G! T)! 5/*B$%)%! +*! 2&($8$+&+)! +,)!
$//$:&+$*'! *2! 0*/)! +,&'! *')! )'%*1(*5)! (,&'')8! 2/*0! &!
1$':8)! EWD! 5*/+.! T,)! )22$(&(G! *2! #1$':! 5&/+$(#8&/!
(*'')(+*/1! 2*/! +,$1! 5#/5*1)! *'! +,)! EWD! 1,*#8%! T)!
%)0*'1+/&+)%! &1! &! 5)/2*/0&'()! B&8$%&+$*'! +)1+! &'%!
1#T1).#)'+!5)/$*%$(!+)1+..!

I'!+,)!%/&2+!BS!EN!ISO!15883=1,4,!+,)!EWD!0&'#2&(+#/)/!
$1! /).#$/)%! +*!1+&+)! +,)!%)B$()1!&'%/*/!%)B$()! 2&0$8$)1! 2*/!
<,$(,!+,)!WD!0&'#2&(+#/)/!,&1!)B$%)'()!+,&+!+,)G!(&'!T)!
5/*()11)%! 1&+$12&(+*/$8G! &'%! &'G! 5/)(&#+$*'1! ')()11&/G!
2*/!5&/+$(#8&/!%)B$()1!*/!*5)/&+$*'&8!(*'%$+$*'1.!!T,)!EWD!
0&'#2&(+#/)/! $1!&81*!/).#$/)%!+*!5/*B$%)!&!%$&:/&0!*2!+,)!
($/(#8&+$*'! 5&+,<&G! *2! +,)! 28#$%1! 2*/! &88! (,&'')81! *2! )&(,!
0)%$(&8!%)B$()!+,&+!+,)!WD!$1!$'+)'%)%!+*!5/*()11,!T&1)%!
*'!$'2*/0&+$*'!2/*0!+,)!0&'#2&(+#/)/!*2!)&(,!%)B$().!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning)     - continued 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.7 C8)&'$':!1,*#8%!T)!(&//$)%!*#+!*'8G!TG!+/&$')%!
1+&22.!

E1+&T8$1,!&!2*/0&8!+/&$'$':!5/*:/&00).!!

M&$'+&$'!5/*()11!/)(*/%1!B)/$2$&T8)!&:&$'1+!1\$881!
/):$1+)/.!

!

P/*()11! /)(*/%1! 1,*#8%! T)! \)5+! $'%$(&+$':! <,*! <&1!
/)15*'1$T8)! 2*/! (8)&'$':! +,)! %)B$()1! L5/)=(8)&'$':! &'%!
*5)/&+$':! +,)! EWDM.! ! EB$%)'()! +,&+! +,)! 5)/1*'! (&//G$':!
*#+! +,)! <*/\! $1! +/&$')%! &'%! (&5&T8)! +*! %*! 1*! 1,*#8%! T)!
B)/$2$&T8)!2/*0!+,)!1\$881!/):$1+)/.!L1))!2.21M!

!

2.6.8 M&'#&8! 5/)=(8)&'$':! 1,*#8%! 2*88*<! &'! &:/))%!
%*(#0)'+)%! 5/*()%#/)! $'! 8$')! <$+,! +,)!
)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

!

M&'#&88G! <&1,! )'%*1(*5)! (,&'')81! &'%! *#+)/!
)'B)8*5),! +&\$':! &((*#'+! *2! +,)! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1! 2*/! )&(,! +G5)! *2! )'%*1(*5)! &'%!
:$B$':!(&/)2#8!(*'1$%)/&+$*'!+*:!

- 8*(&8!<&+)/!.#&8$+Gd!

- <&+)/!+)05)/&+#/)d!

- %)+)/:)'+!+G5)/%)+)/:)'+!(*'()'+/&+$*'d!

- T/#1,$':!&'%!28#1,$':!*2!(,&'')81.!

!

!

2.6.9 C8)&'$':!*2!/)=#1&T8)!&(()11*/$)1! $'!+,)!ERU,! $2!
/).#$/)%! $'! +,)! 8*(&8! %)(*'+&0$'&+$*'! 5*8$(G,!
1,*#8%! 2*88*<! &'! &:/))%! %*(#0)'+)%! 5/*()%#/)!
$'(8#%$':! +,)! #1)! *2! #8+/&1*'$(1,! $'! 8$')! <$+,! +,)!
)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!!

!

F*88*<! +,)! 0&'#2&(+#/)/c1! $'1+/#(+$*'1! 2*/! +,)!
(8)&'$':! *2! /)=#1&T8)! &(()11*/$)1! 5/$*/! +*!
1+)/$8$V&+$*',!#1$':!&'!#8+/&1*'$(!(8)&'$':!T&+,!&1!
&55/*5/$&+).!

I'!+,)!#8+/&1*'$(!(8)&'$':!5/*()%#/),!:$B)!(&/)2#8!
(*'1$%)/&+$*'!+*:!

- <&+)/!.#&8$+G/+)05)/&+#/)d!!

- %)+)/:)'+!+G5)/(*'()'+/&+$*'d!

- 5/*()11!+$0).!

F#/+,)/! :#$%&'()! *'! #8+/&1*'$(! (8)&'$':! $1! :$B)'! $'! +,)!
LDU!:#$%&'()!

R)2)/! +*!SANLSCM03/11! 2*/! :#$%&'()!*'! +,)!(,&':$':!*2!
&.#)*#1! 1*8#+$*'1,! /$'1$':! &'%! +,)! ')()11&/G!
(,&/&(+)/$1+$(1!*2!%)+)/:)'+1!#1)%!$'!#8+/&1*'$(!(8)&')/1!

 

2.6.10 A2+)/!<&1,$':,!+,)!%)B$()1!1,*#8%!T)!/$'1)%!<$+,!
<&+)/!*2!&55/*5/$&+)!.#&8$+G.!

!

E'1#/)! +,&+! +,)! /$'1$':! 5/*()11! $//$:&+)1! &88!
(,&'')81! *2! +,)! )'%*1(*5)! $'! &%%$+$*'! +*! +,)!
*#+)/!)'B)8*5).!

D/&$'!+,)!)'%*1(*5)!5/$*/!+*!+/&'12)/!+*!+,)!EWD!

!

I+! $1! ')()11&/G! +*! /$'1)! +*! /)0*B)! 1*$81! &'%! &B*$%! &'G!
$'+)/&(+$*'! T)+<))'! +,)! 5/*()11! (,)0$(&81! #1)%! $'! 5/)=
(8)&'$':!&'%!+,*1)!*2!+,)!EWD!5/*()11$':!(G(8).!

T,)!EWD!0&G!&81*! $'(8#%)!&! 28#1,$':! 1+&:)!5/$*/! +*! +,)!
<&1,$':!1+&:)!2*/!&%%$+$*'&8!1&2)+G.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.6 Cleaning (including pre-cleaning)    - continued!
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.6.11 A2+)/! 0&'#&8! 5/)=(8)&'$':! &'%! /$'1$':,! +,)!
)'%*1(*5),! $'(8#%$':!&88! %)B$()!(,&'')81!&'%/*/!
(&B$+$)1,! 1,*#8%! T)! 1#Te)(+)%! +*! &! B&8$%&+)%!
(8)&'$':!5/*()11!&1!5&/+!*2!+,)!*5)/&+$':!(G(8)!$'!
+,)!EWD.!

!

E'1#/)!+,&+!+,)!%)+)/:)'+!#1)%!$'!+,)!EWD!$1! $'!
&((*/%&'()!<$+,!&!5/*%#(+!15)($2$)%!TG!+,)!EWD!
0&'#2&(+#/)/.!

P8&()! +,)!)'%*1(*5)! $'! +,)!EWD,!)'1#/$':! +,&+!
&'G! 5/*+)(+$B)! (&51! &/)! 2$++)%! +*! 5/*+)(+! '*'=
$00)/1$T8)!5&/+1!&1! 15)($2$)%! TG! +,)!)'%*1(*5)!
0&'#2&(+#/)/.!

R#'!+,)!*5)/&+$':!(G(8).!

!

T,)! &#+*0&+$(! 5/*()11$':! $'! &'! EWD! $1! /)(*00)'%)%!!
T)(&#1)! +,)! 5/*()11! /)8$&T8G! )]5*1)1! )]+)/'&8! &'%!
$'+)/'&8! (*05*')'+1! *2! +,)! )'%*1(*5)! +*! +,*/*#:,!
(8)&'$':,!!%$1$'2)(+$*'!&'%!/$'1$':.!!I+!%*)1!'*+!*TB$&+)!+,)!
'))%! 2*/!0&'#&8!5/)=(8)&'$':!&1!:$B)'! $'! +,)!)'%*1(*5)!
0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

T,)! EWD1! 15)($2$)%! $'! %/&2+! BS! EN! ISO=15883=1=4! &/)!
$'+)'%)%! +*! 5/*()11! %)B$()1! +,&+! (&'! T)! $00)/1)%! $'!
<&+)/! */! &.#)*#1! 1*8#+$*'1.! F*/! 1*0)! %)B$()1,! 2*/!
)]&058)! B$%)*1(*5)1,! +,$1! <$88! /).#$/)! +,&+,! 5/$*/! +*!
5/*()11$':,! /)8)B&'+! 5&/+1! *2! +,)! %)B$()! &/)! 5/*+)(+)%!
2/*0! $00)/1$*'! $'! &((*/%&'()! <$+,! +,)! %)B$()!
0&'#2&(+#/)/c1!*5)/&+$':!$'1+/#(+$*'1.!

O8%)/,!'*'=$00)/1$T8)!)'%*1(*5)1!1,*#8%!T)!5,&1)%!*#+!
*2!#1).  

!

2.6.12 A88!1*8#+$*'1!#1)%!$'!+,)!(8)&'$':!1+&:)!1,*#8%!T)!
#1)%!*'()!*'8G.!

!

E'1#/)! +,&+! &88! 1*8#+$*'1! #1)%! $'! +,)! (8)&'$':!
1+&:)! L$'(8#%$':! 28#1,$':,! <&1,$':! &'%! 5*1+=
<&1,$':! /$'1$':M! &/)! %$1(,&/:)%! +*! %/&$'! %#/$':!
*/!&2+)/!)&(,!5/*()11!(G(8).!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.7 Disinfection   
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.7.1 E'1#/)! +,&+,! 5/$*/! +*! %$1$'2)(+$*',! +,)! %)B$()! ,&1!
T))'!(8)&')%!#1$':!&!B&8$%&+)%!5/*()11.!

!

T,)! )22$(&(G! *2! (,)0$(&8! %$1$'2)(+&'+1! 0&G! T)! 1)/$*#18G!
$05&$/)%!TG!/)1$%#&8!1*$8$':! $'(8#%$':! $'*/:&'$(!1&8+1!/)0&$'$':!
*'!+,)!%)B$()!5/$*/!+*!%$1$'2)(+$*'!

2.7.2 

T,)!%$1$'2)(+$*'!5/*()11!1,*#8%!5/*B$%)!+,)!
,$:,)1+! 5*11$T8)! &11#/&'()! *2! 2/))%*0!
2/*0!0$(/*T$&8!(*'+&0$'&+$*'.!

E'1#/)! +,&+! %$1$'2)(+$*'! *2! +,)! +,)/0*8&T$8)!
)'%*1(*5)! $1! #'%)/+&\)'! #1$':! &! B&8$%&+)%,!
&#+*0&+)%!5/*()11!$'!&'!EWD.!

!

EWD1! +,&+! &/)! 0&'#2&(+#/)%! +*! 0))+! +,)! %)1$:'! &'%!
5)/2*/0&'()! /).#$/)0)'+1! *2! SHTM2030! $'(*/5*/&+)! +,*1)!
2)&+#/)1! <,$(,! 2&($8$+&+)! 5/*()11! B&8$%&+$*'! 2*/! &88! 1+&:)1,!
$'(8#%$':!%$1$'2)(+$*'.!

T,)! BSGL2003M! :#$%&'()! 1+&+)1! b+,)! #1)! *2! &#+*0&+)%!
)'%*1(*5)! /)5/*()11*/1! $1! 0&'%&+*/Gd! 0&'#&8! %$1$'2)(+$*'! $1!!
'*!8*':)/!&(()5+&T8)b!!LR)(*00)'%&+$*'!3M.!!

!

2.7.3 D$1$'2)(+$*'! )22$(&(G! 1,*#8%! T)! 15)($2$)%!
&(/*11! +,)!15)(+/#0!*2!&(+$B$+G!&55/*5/$&+)!
2*/!+,)!$'+)'%)%!#1).!

!

E'1#/)! +,&+! +,)! /).#$/)%!15)(+/#0!*2!&(+$B$+G!&'%!
+,)!)]+)'+!*2!0$(/*T$&8!8)+,&8$+G!,&1!T))'!15)($2$)%!
2*/!)&(,!#1)!&558$(&+$*'.!

EB&8#&+)! +,)! +)1+! %&+&! 5/*B$%)%! TG! +,)!
0&'#2&(+#/)/! L*/! 1#558$)/M! *2! +,)! (,)0$(&8!
%$1$'2)(+&'+,!$'!1#55*/+!+,)!)22$(&(G!(8&$01.!

!

In vitr*!+)1+1!*2!0$(/*T$&8!&(+$B$+G!1,*#8%!(*'1$%)/!+,)!(*'%$+$*'1!
*2!#1)=$'! +,)!EWD,! 2*/!)]&058),! $2! +,)/)! $1!'*!/$'1$':!&2+)/! +,)!
(8)&'$':! 1+&:),! +,)! %$1$'2)(+&'+! 1,*#8%! T)! +)1+)%! $'! +,)!
5/)1)'()!*2!$'+)/2)/$':!1#T1+&'()1,!$)!b%$/+G!(*'%$+$*'1c.!

T)1+! %&+&! 1,*#8%! T)! &11)11)%! TG! +,)!0$(/*T$*8*:$1+,! $'2)(+$*'!
(*'+/*8! +)&0! &'%! #1)/.! ! F#/+,)/! &%B$()! (&'! T)! *T+&$')%! 2/*0!
/)2)/)'()!()'+/)1!1#(,!&1!HPS.!

T,)! 0$(/*T$*8*:$(&8! /&+$*'&8)! 2*/! +,)! (,*$()! *2! %$1$'2)(+&'+!
1,*#8%! T)! 58&()%! *'! /)(*/%,! 2*/! )]&058)! $'! +,)! 8*(&8!
%)(*'+&0$'&+$*'!5*8$(G.!

!
!
!
!
!
!
!
!
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.7 Disinfection      (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.7.4 T,)! (,)0$(&8! %$1$'2)(+&'+! #1)%! $'! +,)!
%$1$'2)(+$*'! 1+&:)! 1,*#8%! T)! (*05&+$T8)! <$+,!
+,)!)'%*1(*5)!&'%!+,)!EWD.!

E'1#/)!+,&+!+,)!(,*$()!*2!(,)0$(&8!%$1$'2)(+&'+!$1:!

1M! A1! /)(*00)'%)%! TG! +,)! EWD!
0&'#2&(+#/)/,! <$+,! $'5#+! 2/*0! +,)!
)'%*1(*5)! 0&'#2&(+#/)/! &'%! +,)!
%$1$'2)(+&'+!0&'#2&(+#/)/.!

2M! A'! &8+)/'&+$B)! 5/*%#(+/2*/0#8&+$*'! +,&+! $1!
%)0*'1+/&+)%! 2/*0! $'2*/0&+$*'! 1#558$)%!
TG! +,)!0&'#2&(+#/)/!&'%!TG!5)/2*/0&'()!
+)1+$':! +*! T)! ).#$B&8)'+! +*! +,)! 5/*%#(+!
#1)%! TG! +,)! EWD! 0&'#2&(+#/)/! $'! +G5)!
+)1+$':.!

!

I+! $1! $05*/+&'+! +*! 1))\! $'2*/0&+$*'! 2/*0! +,)! )'%*1(*5)!
0&'#2&(+#/)/! (*'()/'$':! (*05&+$T$8$+G! <$+,! +,)! %)B$().! F*/!
')<! %$1$'2)(+&'+1,! +,$1! %&+&! <$88! '*+! T)! &B&$8&T8)! T)2*/)! &!
5)/$*%!*2!)]+)'1$B)!+)1+$':.!

T,)! EWD! 0&'#2&(+#/)/! 1,*#8%! 5/*B$%)! $'2*/0&+$*'! *'! +,)!
%$1$'2)(+&'+! L&'%! %)+)/:)'+M! +*! T)! #1)%,! &1! )1+&T8$1,)%!
%#/$':!+G5)!+)1+$':.!

D$22)/)'+! 2*/0#8&+$*'1! /! +G5)1! *2! %$1$'2)(+&'+! +,&+! ,&B)! '*+!
T))'! +G5)! +)1+)%! TG! +,)! EWD! 0&'#2&(+#/)/! 0&G! /).#$/)!
(,&':)1! +*! +,)! 1)+! (*'+/*8! B&8#)1! 2*/! +,)! %$1$'2)(+$*'! 1+&:)!
&'%!0&G!,&B)!&!%)8)+)/$*#1!)22)(+!*'! +,)!0&+)/$&81!#1)%! $'!
+,)!)'%*1(*5)!&'%!+,)!EWD.!

!

2.7.5 E'1#/)! +,&+! +G5)! +)1+! %&+&! $1! &B&$8&T8)! 2/*0! +,)!
EWD! 0&'#2&(+#/)/! (*'2$/0$':! &++&$'0)'+! *2! +,)!
).#$/)%! %$1$'2)(+$*'! (*'%$+$*'1! 2*/! +,)! (,)0$(&8!
%$1$'2)(+&'+!15)($2$)%!2*/!+,)!EWD,!+*!$'(8#%):!!!
/

- (*'()'+/&+$*'!
- B*8#0)!
- +)05)/&+#/)!/&':)!
- (*'+&(+!+$0)!

!

T,)! (*'%$+$*'1! *2! +$0),! +)05)/&+#/)! &'%! (,)0$(&8!
%$1$'2)(+&'+! (*'()'+/&+$*'! 1,*#8%! T)! +,*1)! 15)($2$)%,! #'%)/!
+,)!(*'%$+$*'1!*2!#1),!TG!+,)!%$1$'2)(+&'+!0&'#2&(+#/)/,!*/!TG!
&'!$'%)5)'%)'+!+)1+!8&T*/&+*/G.!

A55/*5/$&+)! &%%$+$*'&8! +)1+$':! L):! (*05&+$T$8$+G! <$+,! +,)!
)'%*1(*5),! )'B$/*'0)'+&8! 1&2)+G,! %$1$'2)(+&'+! 1+&T$8$+GM!
1,*#8%!,&B)!T))'!5)/2*/0)%!&81*.!

!

 
2.7.6 

T,)!%$1$'2)(+$*'!5/*()11!1,*#8%!T)!(&//$)%!*#+!
$'! &'! EWD! &'%! <$88! (*'1$1+)'+8G! 0))+! +,)!
15)($2$)%! 5)/2*/0&'()! /).#$/)0)'+1! 2*/!
%$1$'2)(+$*'.!

E'1#/)!+,&+!*'!$'1+&88&+$*',!+)1+1!&/)!#'%)/+&\)'!+*!
(*'2$/0!+,&+! +,)!5/*()11!B&/$&T8)1! 2*/!%$1$'2)(+$*'!
&/)!(*'+/*88)%!<$+,$'! +,)! 8$0$+1! )1+&T8$1,)%!%#/$':!
+G5)!+)1+$':.!

E'1#/)! +,&+! &! 0$(/*T$*8*:$(&8! B&8$%&+$*'! *2!
%$1$'2)(+$*'!)22$(&(G!$1!#'%)/+&\)'!+*!%)0*'1+/&+)!
+,)!/).#$/)%!0$(/*T$&8!/)%#(+$*'!2&(+*/.!

!

T,)! 0*'$+*/$':! *2! 5/*()11! (*'%$+$*'1! 1,*#8%! T)! #'%)/! +,)!
(*'+/*8!*2!+,)!&#+*0&+$(!(*'+/*88)/!*'!+,)!EWD.!

A! 1#//*:&+)! %)B$()! $1! #1)%! $'! 5)/2*/0&'()! .#&8$2$(&+$*'! +*!
1$0#8&+)!+,)!)'%*1(*5)!8*&%.! I'*(#8&+)%!(&//$)/1!&/)!58&()%!
$'!+,)!1#//*:&+)!%)B$()!+*!0*'$+*/!%$1$'2)(+$*'!)22$(&(G.!

I'!&%%$+$*'!2*/!5)/2*/0&'()!.#&8$2$(&+$*'!&'%!/*#+$')!+)1+1!+,)!
%$1$'2)(+$*'! 5/*()11! 0&G! T)! B)/$2$)%! TG! 1&058$':!
)'%*1(*5)1!&2+)/!(8$'$(&8!#1),!T)2*/)!&'%!&2+)/!5/*()11$':.!!

S))!+)1+!0)+,*%1!%)1(/$T)%!$'!A'')]!2.!

!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.7 Disinfection      (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.7.7 T,)!%$1$'2)(+&'+! 1,*#8%!T)! $'! (*'+&(+!<$+,!&88!
1#/2&()1!/).#$/$':!%$1$'2)(+$*'!&+! +,)! /).#$/)%!
(*'()'+/&+$*'!&'%!2*/!+,)!/).#$/)%!+$0).!!

E'1#/)! +,&+! +,)! (,)0$(&8! %$1$'2)(+&'+! 1*8#+$*'!
28*<1!+,/*#:,!&88!(,&'')81!$'!+,)!)'%*1(*5).!

E'1#/)! +,&+! &55/*5/$&+)! (*'')(+*/1! &/)! 2$++)%! +*!
2&($8$+&+)!(,&'')8!$//$:&+$*'.!

E'1#/)! +,&+! $+! $1! '*+! 5*11$T8)! 2*/! +,)! *5)/&+*/! +*!
$'+)//#5+!&!(G(8)!T)2*/)!(*058)+$*'.!

!

T,)!EWD!0&'#2&(+#/)/!1,*#8%!1+&+)!+,)!'#0T)/!&'%!+G5)!*2!
(*'')(+$*'1! /).#$/)%! 2*/! (,&'')8! $//$:&+$*'! 2*/! )&(,!
%)B$()/%)B$()!2&0$8G!+,&+!(&'!T)!5/*()11)%!*'!+,)!EWD.!

D$22)/)'+! (,&'')81! $'! %$22)/)'+! )'%*1(*5)1! 0&G! /).#$/)!
%$22)/)'+! 28*<! /&+)1.! T,)! (*'+/*8! 1G1+)0! 1,*#8%! 5)/0$+!
/):#8&+$*'!*2!5#05!5/)11#/)!&'%!$'8)+!5/)11#/)!+*!+,)!B&/$*#1!
(*'')(+$*'1! +*! &88*<! +,)! WD! +*! T)! &%e#1+)%! 2*/! 5&/+$(#8&/!
+G5)1! *2! )'%*1(*5).! I+! $1! %)1$/&T8)! +,&+! +,$1! 1,*#8%! T)! &!
5/*:/&00&T8)!*5+$*'!*'!+,)!&#+*0&+$(!(*'+/*88)/.!

T,)! 8*(\)%! &'%! )'(8*1)%! 1G1+)0! $'! +,)! &55/*5/$&+)8G!
15)($2$)%! EWD! 5/)B)'+1! +,)! $'&%B)/+)'+! /)0*B&8! *2! +,)!
(8)&')%! )'%*1(*5)! T)2*/)! (*058)+$*'! *2! +,)! %$1$'2)(+$*'!
1+&:).!

!!

2.7.8 T,)! +)05)/&+#/)! +,/*#:,*#+! +,)! %$1$'2)(+$*'!
1+&:)! 1,*#8%! T)! 0*'$+*/)%! +*! )'1#/)! +,&+! $+!
/)0&$'1!<$+,$'!+,)!15)($2$)%!8$0$+1.!

E'1#/)!+,&+!+,$1!$1!&(,$)B)%,!TG!)$+,)/:!!

- (*'+/*88$':! +,)! +)05)/&+#/)! *2! +,)!
%$1$'2)(+&'+!1*8#+$*'d!

- *5)/&+$':!+,)!WD!&+!&0T$)'+!+)05)/&+#/)!
<$+,! 0)&'1! +*! 5/)B)'+! *5)/&+$*'! *2! +,)!
EWD!<,)'!+,)!%$1$'2)(+&'+!+)05)/&+#/)!$1!
*#+1$%)!+,)!15)($2$)%!/&':).!

!

!!

T,$1!1,*#8%!T)!#'%)/!+,)!(*'+/*8!*2!+,)!&#+*0&+$(!(*'+/*88)/.!

T,)! +)05)/&+#/)! 8$0$+1! L/&':)M! &/)! 1)+! TG! +,)! %$1$'2)(+&'+!
0&'#2&(+#/)/! $'! (*88&T*/&+$*'! <$+,! +,)! )'%*1(*5)!
0&'#2&(+#/)/! +*! )'1#/)! *5+$0&8! )22$(&(G! 2*/! +,)! (,)0$(&8!
%$1$'2)(+&'+! L%)5)'%)'+! *'! +,)! Q10! B&8#)M! &'%! (*05&+$T$8$+G!
<$+,!+,)!+)05)/&+#/)!8$0$+1!2*/!+,)!%)B$()!+*!T)!5/*()11)%.!

A+! (**8)/! +)05)/&+#/)1,! +,)! &(+$*'! *2! +,)! (,)0$(&8!
%$1$'2)(+&'+!<$88!T)!18*<)/!&'%!0&G!(*05/*0$1)!%$1$'2)(+$*'!
)22$(&(G!$'!+,)!+$0)!1)+!2*/!+,)!%$1$'2)(+$*'!1+&:).!

!
!
!
!
!
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

!
!
2.7 Disinfection      (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.7.9 T,)! (,)0$(&8! %$1$'2)(+&'+! 1*8#+$*'! 1,*#8%! T)!
#1)%!*'()!&'%!%$1(&/%)%.!

L1M! U1)! 1$':8)=#1)! (*'+&$')/1! *2! (,)0$(&8!
%$1$'2)(+&'+.!

L2M! F*/! EWD1! +,&+! /)=#1)! %$1$'2)(+&'+! 1*8#+$*'1!
2*/!&!'#0T)/!*2!(G(8)1,!)'1#/)!+,&+! +,)!(G(8)!
<$88! '*+! 1+&/+! <,)'! +,)! %$1$'2)(+&'+!
(*'()'+/&+$*'! ,&1! 2&88)'! +*,! */! T)8*<,! +,)!
0$'$0#0!/)(*00)'%)%!TG! +,)!0&'#2&(+#/)/!
*/!)1+&T8$1,)%!TG!$'%)5)'%)'+!+)1+$':.!

!
E'1#/)! +,&+! +,)!EWD!0&'#2&(+#/)/c1! $'1+/#(+$*'1!
(*'()/'$':! /)=#1)! *2! %$1$'2)(+&'+! 1*8#+$*'1! &/)!
2*88*<)%.!

R)=#1)! *2! +,)! 1&0)! %$1$'2)(+&'+! 1*8#+$*'1! 2*/! 1)B)/&8!
*5)/&+$':! (G(8)1! $1! *2+)'! e#1+$2$)%! *'! :/*#'%1! *2! )(*'*0G.!
T,$1! 0&G! T)! &! 2&81)! )(*'*0G! $2! 1)(*'%! &'%! 1#T1).#)'+!
5/*()11)1! <$+,! +,)! 1&0)! T&+(,! *2! %$1$'2)(+&'+! 1*8#+$*'! &/)!
'*+!1#Te)(+!+*!+,)!1&0)!(*'+/*8!&1!+,)!$'$+$&8!#1).!

S*0)! %$1$'2)(+&'+! 0&'#2&(+#/)/1! 5/*B$%)! +)1+! 1+/$51! &'%/*/!
\$+1,! +,)! #1)!*2!<,$(,! +,)G! /)(*00)'%! $'! )'1#/$':! *5+$0&8!
&(+$B$+G!*2!+,)$/!5/*%#(+.!

2.7.10 D$1$'2)(+$*'! 1,*#8%! T)! (&//$)%! *#+! *'8G! TG!
+/&$')%!1+&22.!

E1+&T8$1,!&!2*/0&8!+/&$'$':!5/*:/&00).!!

M&$'+&$'! 5/*()11! /)(*/%1! B)/$2$&T8)! &:&$'1+! 1\$881!
/):$1+)/.!

!

P/*()11! /)(*/%1! 1,*#8%! T)! \)5+! $'%$(&+$':! <,*! <&1!
/)15*'1$T8)! 2*/! %$1$'2)(+$':! +,)! %)B$()! L$)! *5)/&+$':! +,)!
EWDM.! ! EB$%)'()! +,&+! +,)! 5)/1*'! (&//G$':! *#+! +,)! <*/\! $1!
+/&$')%! &'%! (&5&T8)! +*! %*! 1*! 1,*#8%! T)! B)/$2$&T8)! 2/*0! +,)!
1\$881!/):$1+)/.!!

F*/!2#/+,)/!$'2*/0&+$*'!*'!1+&22!+/&$'$':!1))!2.21.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

             2.8 Rinsing!
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.8.1 R$'1$':! 1,*#8%! T)! #'%)/+&\)'! +*! /)%#()! +,)!
(*'()'+/&+$*'! *2! 5/*()11! (,)0$(&81! &'%! *+,)/!
/)1$%#&8!(*'+&0$'&+$*'!*'!+,)!)'%*1(*5).!

 

!

M&'#&88G! /$'1)! +,)! )'%*1(*5)! &+! +,)! )'%! *2! +,)!
0&'#&8! 5/)=(8)&'$':! 1+&:)! <$+,! 2/)1,8G! %/&<'!
<&+)/!*2!&+! 8)&1+!5*+&T8)!.#&8$+G,!5/$*/! +*! +/&'12)/!
+*!+,)!EWD.!

R#'! +,)! *5)/&+$':! (G(8)! $'! +,)! EWD! &1! 1)+,! +*!
$'(8#%):!

- $2! ')()11&/G,! &! 28#1,$':! 1+&:)! T)2*/)!
<&1,$':!

- $2! ')()11&/G,! &! 5*1+=<&1,$':! /$'1$':!
1+&:)!

- +,)! 2$'&8! L5*1+=%$1$'2)(+$*'M! /$'1$':! 1+&:)!
L1))!2.8.2M!

E'1#/)! +,&+! <&+)/! #1)%! $'! +,)! 28#1,$':! 1+&:)! $1!!
%$1(,&/:)%! %#/$':! */! &2+)/! )&(,! 5/*()11! (G(8)!
&'%!'*+!/)=#1)%.!

E'1#/)! +,&+! +,)! /$'1)<&+)/! .#&8$+G! 2*/! +,)! 5*1+=
<&1,$':!/$'1$':!1+&:)!$1!&1!15)($2$)%!TG!+,)!EWD!
0&'#2&(+#/)/! L+,$1! 1,*#8%! T)! *2! &+! 8)&1+! 5*+&T8)!
5*+&T8)!.#&8$+GM.!

.!!

F8#1,$':! +,)! $'+)/'&8! &'%! )]+)/'&8! 1#/2&()1! *2! +,)!
)'%*1(*5)! &1! +,)! 2$/1+! 1+&:)! $'! +,)! EWD! 0&G! T)!
')()11&/G! +*! )8$0$'&+)! /)1$%#&8! 1*$81! &'%! +*! &B*$%! &'G!
$'+)/&(+$*'!T)+<))'!+,)!(,)0$(&81!#1)%!%#/$':!+,)!0&'#&8!
5/)=(8)&'$':!1+&:)!&'%!+,*1)!*2!+,)!WD!*5)/&+$':!(G(8).!

R$'1$':!T)+<))'! +,)!<&1,$':!1+&:)!&'%!%$1$'2)(+$*'!0&G!
T)! ')()11&/G! +*! /)%#()! +,)! (*'()'+/&+$*'! *2! /)1$%#)1!
L5/*()11! (,)0$(&81! &'%! 1*$8$':! $'(8#%$':! 0$(/*T$&8!
(*'+&0$'&+$*'M!+*!&!8)B)8!+,&+!<*#8%!'*+!$05&$/!+,)!)22$(&(G!
*2! +,)! (,)0$(&8! %$1$'2)(+$*'! 5/*()11.! S*0)! ,$:,! 8)B)8!
%$1$'2)(+&'+1! &/)! /)&%$8G! $'&(+$B&+)%! TG! 5/*+)$'! &'%! *+,)/!
*/:&'$(!1*$8.!

T,)! EWD!0&'#2&(+#/)/!0&G! '*+! $'(8#%)! &! 5*1+=<&1,$':!
/$'1$':! 1+&:)! $2! $+! ,&1! T))'! )1+&T8$1,)%! +,&+! +,)/)! $1! '*!
/)&(+$*'! T)+<))'! $'(*05&+$T8)! 5/*()11! (,)0$(&81! T)$':!
#1)%!$'!+,)!(8)&'$':!&'%!%$1$'2)(+$*'!1+&:)1!&'%!+,&+!+,)/)!
$1! '*! &%B)/1)! /)&(+$*'! T)+<))'! 1#15)'%)%! */! /)1$%#&8!
1*$8$':!&'%!+,)!%$1$'2)(+&'+.!

!
T,)! /):#8&+$*'1! +,&+! :*B)/'! +,)! .#&8$+G! *2! %/$'\$':!<&+)/!
1#558$)1! $'! S(*+8&'%! &/)! +,)! p! W&+)/! S#558G! LW&+)/!
Q#&8$+GM! LS(*+8&'%M! R):#8&+$*'1! 2001>! &'%! +,)! >W&+)/!
S#558G,! S(*+8&'%:! T,)!P/$B&+)!W&+)/!S#558$)1! LS(*+8&'%M!
R):#8&+$*'1!1992>.!!

!
!
!
!
!
!
!
!
!
!
!
!
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2.8 Rinsing      (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.8.2 T,)! (,)0$(&8! &'%! 0$(/*T$&8! .#&8$+G! *2! +,)! 2$'&8!
/$'1)! <&+)/! 1,*#8%! '*+! $05&$/! +,)! 1+&'%&/%! *2!
(8)&'8$')11! &'%! %$1$'2)(+$*'! *2! +,)! 5/*()11)%!
)'%*1(*5).!

!

E'1#/)! +,&+! +,)! /$'1$':! 1+&:)! $1! (&//$)%! *#+!<$+,!
<&+)/! *2! &! .#&8$+G! +,&+! %*)1! '*+! 8)&%! +*!
/)(*'+&0$'&+$*'! *2! +,)! )'%*1(*5)! <$+,! 0$(/*=
*/:&'$101! (*0$':! 2/*0! +,)! $'(*0$':! <&+)/!
1#558G! /)1)/B*$/1,! $'(8#%$':! 5$5)<*/\! <$+,$'! +,)!
0&(,$').!

E'1#/)!+,&+!2*/!$'B&1$B)!)'%*1(*5)1!Lb(/$+$(&8c!&'%!
/).#$/$':! 1+)/$8$V&+$*'! $'! S5&#8%$':c1!
(8&11$2$(&+$*'M,! +,)! 2$'&8! /$'1)<&+)/! $1! 1+)/$8)! &'%!
(*'+&$'1!'*!0*/)!+,&'!0.25!)'%*+*]$'!#'$+1/08!!

E'1#/)! +,&+! 2*/!'*'=$'B&1$B)!)'%*1(*5)1! Lb1)0$=
(/$+$(&8c! &'%! /).#$/$':! ,$:,! 8)B)8! %$1$'2)(+$*'! */!
1+)/$8$V&+$*'!$'!S5&#8%$':c1!(8&11$2$(&+$*'M!+,)!2$'&8!
/$'1)<&+)/!TG!5/)2)/)'()!$1!1+)/$8).!

!

A2+)/! &'! )22)(+$B)! (8)&'$':! &'%! %$1$'2)(+$*'! 5/*()11! +,)!
0$(/*T$&8!.#&8$+G!*2! +,)! 2$'&8! /$'1)<&+)/!<$88!%)+)/0$')! +,)!
0$(/*T$&8! (*'+&0$'&+$*'! <,$(,! 0&G! T)! 5/)1)'+! *'! +,)!
)'%*1(*5)!*'!/)=#1).!

T,)! (,)0$(&8! 5#/$+G! *2! +,)! /$'1)! <&+)/! #1)%! &2+)/! +,)!
%$1$'2)(+$*'! 1+&:)! 1,&88! T)! *2,! &+! 8)&1+,! +,&+! 15)($2$)%! 2*/!
5*+&T8)!<&+)/!$'!+,)!E#/*5)&'!D$/)(+$B).!

!

F*/! )'%*1(*5)1! $'+)'%)%! +*! T)! #1)%! $'B&1$B)8G,! +,)!
/$'1)<&+)/! 15)($2$(&+$*'! $1! ).#$B&8)'+! +*! +,&+! *2! 1+)/$8)!
<&+)/!2*/!$//$:&+$*'.!

T,)!0*1+!/)8$&T8)!0)+,*%!*2!5/*B$%$':!<&+)/!*2!+,)!.#&8$+G!
/).#$/)%!2*/!+,)!2$'&8!/$'1)!$1!+*!#1)!1+)/$8)!bT*++8)%c!<&+)/.!

!

2.8.2 O'!(*058)+$*'!*2! +,)! 2$'&8! /$'1)!1+&:),! +,)!<&+)/!
1,*#8%!'*+!T)!1+*/)%!2*/!1#T1).#)'+!/)=#1)!$'!+,)!
/$'1$':!1+&:)!*2!1#T1).#)'+!(G(8)1.!

!

E'1#/)!+,&+!EWD!$1!%)1$:')%!+*!5/)B)'+!1+*/&:)!
*2! +,)! 2$'&8! /$'1)<&+)/! 2*/! #1)! $'! 1#T1).#)'+!
/$'1$':!1+&:)1.!!

!
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2.9 Drying!
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.9.1 T,)! )'%*1(*5)! 1,*#8%! T)! %/G! T)2*/)! 1+*/&:),! +*!
&B*$%! (*'+&0$'&+$*'! <$+,! &'%! :/*<+,! *2!
0$(/**/:&'$101.!

E'1#/)! +,&+!0)&'1!&/)!5/*B$%)%!&+! +,)!)'%!*2!
+,)!2$'&8!/$'1)!1+&:)!$'!+,)!EWD!+*!5#/:)!/$'1)!
<&+)/!2/*0!+,)!(,&'')81!*2!+,)!)'%*1(*5).!

I2! &'!&#+*0&+$(! %/G$':!1+&:)! $1! '*+! $'(8#%)%! $'!
+,)! EWD,! )'1#/)! +,&+! +,)! )'%*1(*5)! $1!
0&'#&88G! %/$)%! 5/$*/! +*! 1+*/&:)!TG! 5#/:$':! +,)!
%)(*'+&0$'&+)%! %)B$()! <$+,! 70n! &8(*,*8! &'%!
&88*<!+,$1!+*!)B&5*/&+).!

F*88*<! +,)! $'1+/#(+$*'1! 5/*B$%)%! TG! +,)!
)'%*1(*5)! 0&'#2&(+#/)/! &'%! +,)! EWD!
0&'#2&(+#/)/.!

!

!

!

A'! &%%$+$*'&8! %/G$':! 1+&:)! 0&G! T)! $'(8#%)%! &1! &! #1)/!
1)8)(+&T8)!*5+$*'!*'!+,)!EWD.!

A#+*0&+$(! EWD! (G(8)1! $'! <,$(,! +,)! %)B$()! $1! '*+!
(*058)+)8G!%/$)%!&/)! $'+)'%)%! 2*/!#1)!<$+,!%)B$()1!<,$(,!
<$88! T)! #1)%! <$+,*#+! 1+*/&:),! $)! /)+#/')%! +*! (8$'$(&8! #1)!
$00)%$&+)8G! &2+)/! %)(*'+&0$'&+$*'.! S+*/&:)! *2!
$'(*058)+)8G! %/$)%! %)B$()1! 0&G! 8)&%! +*! (*'+&0$'&+$*'!
<$+,,!&'%!:/*<+,!*2!0$(/**/:&'$101.!

T,)! #1)! *2! $1*5/*5G8! &8(*,*8! 2*/! 28#1,$':! )'%*1(*5)!
(,&'')81!$1!/)(*00)'%)%!&1!5&/+!*2!+,)!%/G$':!5/*()11!&+!
+,)!)'%!*2!+,)!<*/\$':!%&G!5/$*/!+*!1+*/&:).!LBSG!2003M!

I2! &'!&#+*0&+$(! %/G$':!1+&:)! $1! '*+! $'(8#%)%! $'! +,)!EWD,!
+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'!2*/!#1)!1,*#8%!$'%$(&+)!+,&+!
+,)! %)B$()! &'%! +,)! (,&'')81! *2! +,)! %)B$()! 1,&88! T)!
0&'#&88G! %/$)%! 5/$*/! +*! 1+*/&:),! $'! &((*/%&'()! <$+,! +,)!
%)B$()!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!!

T,)!+)1+!0)+,*%!&'%!/).#$/)0)'+!2*/!+,)!%/G$':!1+&:)!$'!&!
B&8$%&+)%!EWD!$1!:$B)'!$'!A'')]!2.!

2.9.2 T,)!.#&8$+G!*2!&$/!#1)%!+*!5#/:)!+,)!(,&'')81!*2!&'G!
/)0&$'$':! /$'1)<&+)/! 1,*#8%! '*+! (*'+/$T#+)! +*!
5,G1$(&8,! (,)0$(&8! */!0$(/*T$&8! /)(*'+&0$'&+$*'! *2!
+,)!%)(*'+&0$'&+)%!)'%*1(*5).!

E'1#/)! +,&+! +,)!&$/! #1)%! 2*/! 5#/:$':! $1! *$8=2/))!
&'%!$1!2$8+)/)%!+,/*#:,!&!2$8+)/!5/*B$%$':!'*+!8)11!
+,&'! 99.9n! &//)1+&'()! +*! 5&/+$(8)1! *2! 0.2q0!
&'%!8&/:)/.!!

!

2.9.3 T,)!.#&8$+G!*2!&8(*,*8!#1)%!+*!5#/:)!+,)!(,&'')81!*2!
/)1$%#&8!0*$1+#/)!1,*#8%!'*+!(*'+/$T#+)!+*!5,G1$(&8,!
(,)0$(&8! */! 0$(/*T$&8! /)(*'+&0$'&+$*'! *2! +,)!
%)(*'+&0$'&+)%!)'%*1(*5).!!

L1M! P#/(,&1)! +,)! &8(*,*8! 1*8#+$*'! +*!!
15)($2$(&+$*'!b1+)/$8)c!*/!b15*/)=2/))c.!

L2M! F$8+)/! +,)! &8(*,*8! 1*8#+$*'! L):! 70n! $1*=
5/*5&'*8M!+,/*#:,!&!0.2q0!2$8+)/!T)2*/)!#1)!.!!

B#8\! (*'+&$')/1! *2! 70n! &8(*,*8! &/)! 2/).#)'+8G!
(*'+&0$'&+)%! <$+,! T&(+)/$&8! 15*/)1! &'%! *+,)/!
)'B$/*'0)'+&8!(*'+&0$'&'+1.!

2.9.4 M&'#&8!%/G$':!1,*#8%!T)!(&//$)%!*#+!*'8G!TG!+/&$')%!
1+&22.!

M&$'+&$'! 5/*()11! /)(*/%1! B)/$2$&T8)! &:&$'1+!
1\$881!/):$1+)/!

P/*()11! /)(*/%1! 1,*#8%! T)! \)5+! $'%$(&+$':! <,*! <&1!
/)15*'1$T8)! 2*/! %/G$':! +,)! %)B$()1.! ! EB$%)'()! +,&+! +,)!
5)/1*'!(&//G$':!*#+!+,)!<*/\!$1!+/&$')%!&'%!(&5&T8)!+*!%*!
1*!1,*#8%!T)!B)/$2$&T8)!2/*0!+,)!1\$881!/):$1+)/.!!

F*/!2#/+,)/!$'2*/0&+$*'!*'!1+&22!+/&$'$':!1))!2.21!
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2.10 Storage  
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.10.1 D)(*'+&0$'&+)%!)'%*1(*5)1!1,*#8%!T)!1+*/)%!$'!
&!0&'')/!+,&+!<$88!'*+!(*05/*0$1)!+,)$/!1+&+#1.!!

S+*/)! )'%*1(*5)1! ,&':$':! B)/+$(&88G! $'! &!
%)1$:'&+)%! %/G! &'%! <)88=B)'+$8&+)%! 1+*/&:)!
(#5T*&/%.!

E'1#/)! +,&+! &88! %)+&(,&T8)! (*05*')'+1! /)0&$'!
%)+&(,)%! %#/$':! 1+*/&:)! &'%! &/)! '*+! /)58&()%!
#'+$8!+,)!)'%*1(*5)!$1!')]+!#1)%.!

S+*/&:)! 2&($8$+$)1! 2*/! %)(*'+&0$'&+)%
)'%*1(*5)1! 1,*#8%! T)! 1)(#/)! &'%! *'8G!
&(()11$T8)! +*! 5)/1*'')8! <,*! ,&B)! &! 8):$+$0&+)!
'))%.!

!
S)(#/)! 1+*/&:)! 1,*#8%! 0$'$0$1)! +,)! /$1\! *2! 58&($':! &'!
#'(*'+&0$'&+)%! )'%*1(*5)! $'! 1+*/&:)! $'+)'%)%! 2*/!
%)(*'+&0$'&+)%!%)B$()1.!!!

S+*/&:)!*2!+,)!)'%*1(*5)!&1!&!(*$8)%!%)B$()!L2*/!)]&058)!
$'! +,)! 8$%%)%! (&1)M!<$88! '*+! 2&($8$+&+)! +,)! %/&$'&:)! *2! &'G!
/)1$%#&8! 0*$1+#/)! &'%! 0&G! $'+/*%#()! /)=(*'+&0$'&+$*'! /!
)'(*#/&:)!5/*8$2)/&+$*'!*2!(*'+&0$'&+$*'.!

!

2.10.2 S+*/&:)! *2! )'%*1(*5)1! 1,*#8%! T)! 2*/! &! %)2$')%!
5)/$*%! &2+)/! <,$(,! /)5/*()11$':! $1! #'%)/+&\)'!
5/$*/!+*!#1).!

F*88*<$':! 1+*/&:),! /)5/*()11! )'%*1(*5)1!
L%$1$'2)(+$*'!1+&:)M,!5/$*/!+*!#1).!!!

O'8G! #1)! )'%*1(*5)1! %$/)(+8G! 2/*0! 1+*/&:)! $2!
1+*/)%! 2*/! 8)11! +,&'!72!,*#/1! $'!&!5#/5*1)!T#$8+!
(&T$')+!5/*B$%$':!HEPA!2$8+)/)%!&$/!%/G$':.!!

U1)!*2!&!5#/5*1)=T#$8+!1+*/&:)!(&T$')+!5/*B$%$':!&!HEPA!
2$8+)/)%!&$/!%/G$':!1G1+)0!\))51!%/G!)'%*1(*5)1!2/))!2/*0!
&%B)'+$+$*#1! 0$(/*T$&8! (*'+&0$'&+$*'.! ! T,)! /$1\! *2!
(*'+&0$'&+$*'!$'(/)&1)1!<$+,!1+*/&:)!+$0)!&'%!72!,*#/1!$1!
+,)!0&]$0#0!5)/$*%!B&8$%&+)%!TG!+,)!0&'#2&(+#/)/1.!

2.10.3 S+)/$8)! %)B$()1! 1#(,! &1! 1$':8)! #1)! &(()11*/$)1!
&'%! 1+)/$8$V)%! /)=#1&T8)! &(()11*/$)1! 1,*#8%! T)!
1+*/)%!$'!&!0&'')/!+,&+!<$88!'*+!(*05/*0$1)!+,)$/!
1+&+#1.!

O'8G! %)B$()1! +,&+! <)/)! 1+)/$8$V)%! &1! </&55)%!
$+)01!0&G!T)!1+*/)%!&'%!#1)%!&1!1+)/$8)!%)B$()1.!

S+)/$8)! 1$':8)=#1)! &(()11*/$)1! &'%! 1+)/$8$V)%! /)=
#1&T8)! &(()11*/$)1!0#1+! T)! 1+*/)%! $'! (8)&'! %/G!
(*'%$+$*'1! &<&G! 2/*0! 1*#/()1! *2! <&+)/! &'%!
(*'+&0$'&+$*'.!

S+*/)%! %)B$()1! 1,*#8%! T)! #1)%! $'! 1+/$(+! %&+)!
*/%)/! $)! b2$/1+! $',! 2$/1+! *#+c! LFIFOM! +*! )'1#/)! +,&+!
1+*/&:)!$1!'*+!5/*8*':)%!#'')()11&/$8G.!

S+*/&:)! 2&($8$+$)1! 2*/! 1+)/$8)! &'%! 1+)/$8$V)%!
5/*%#(+1! 1,*#8%! T)! 1)(#/)! &'%! *'8G! &(()11$T8)!
+*!5)/1*'')8!+,&+!,&B)!&!8):$+$0&+)!'))%!

!

S)(#/)! 1+*/&:)! 1,*#8%! )'1#/)! +,&+! +,)! %)B$()1! &/)! *'8G!
&(()11$T8)!+*!5)/1*'')8!<,*!,&B)!&!8):$+$0&+)!'))%.!

2.10.4 C8$'$(&8! <&1+)! 2*/! %$15*1&8,! $'(8#%$':! #1)%!
&(()11*/$)1!2*/!%$15*1&8,!0#1+!T)!1+*/)%!1&2)8G.!

C8$'$(&8! <&1+)! 2*/! %$15*1&8! 1,*#8%! T)! 1+*/)%! $'!
&55/*5/$&+)!(*'+&$')/1.!!

!

G#$%&'()! *'! 1+*/&:)! *2! <&1+)! $1! :$B)'! $'! SHTN! N*! 3!
M&'&:)0)'+!&'%!D$15*1&8!*2!C8$'$(&8!W&1+)!L2002M.!!
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2.11 Inspection and reassembly prior to use 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.11.1 A88! (8)&')%! &'%! %$1$'2)(+)%! )'%*1(*5)1! 1,*#8%!
T)!$'15)(+)%!2*/!(8)&'8$')11.!!

P/$*/! +*!/)#1)!*/!1+*/&:),!&88!)'%*1(*5)1!1,*#8%!
T)! (&/)2#88G! )]&0$')%! 2*/! */:&'$(! 0&+)/$&8! L*'!
+,)! )]+)/'&8! 1#/2&()1! &'%! TG! 5#/:$':! (,&'')81!!
<,)/)!&55/*5/$&+)M.!

W,)/)! 5/&(+$(&T8)! $'15)(+$*'! 1,*#8%! T)! (&//$)%!
*#+!TG!&!5)/1*'!'*+! /)15*'1$T8)! 2*/!(8)&'$':! +,)!
$+)0.!

R)(*/%1!1,*#8%!T)!\)5+.!

!

D)+&$8)%! $'15)(+$*'! 0&G! /).#$/)! +,)! #1)! *2! &! 0&:'$2$)/!
&'%! +&1\! 8$:,+$':! +*! 5/*B$%)! &! ,$:,)/! 8)B)8! *2! $88#0$'&+$*'!
+,&'!$1!&B&$8&T8)!2*/!:)')/&8!/**0!8$:,+$':.!!

2.11.2 A88! (8)&')%! &'%! %$1$'2)(+)%! )'%*1(*5)1! 1,*#8%!
T)!+)1+)%!&'%!*/!$'15)(+)%!2*/!2#'(+$*'&8$+G.!

P/$*/! +*! #1),! &88! %)(*'+&0$'&+)%! )'%*1(*5)1!!
1,*#8%!T)!(&/)2#88G!)]&0$')%!2*/!%&0&:)!L#1$':!
+&1\! 8$:,+$':! &'%! 0&:'$2$(&+$*'! <,)/)!
&55/*5/$&+)M.!

I'15)(+$*',! 0&$'+)'&'()! &'%! +)1+$':! *2! $+)01!
1,*#8%! T)! (&//$)%! *#+! TG! +/&$')%! 5)/1*'1! $'!
&((*/%&'()!<$+,!+,)!0&'#2&(+#/)/1!$'1+/#(+$*'1.!!

W,)/)!5/&(+$(&T8)! $'15)(+$*'!&'%! +)1+$':!1,*#8%!
T)! (&//$)%! *#+! TG! &! 5)/1*'! '*+! /)15*'1$T8)! 2*/!
/)5/*()11$':!+,)!$+)0.!

R)(*/%1!1,*#8%!T)!\)5+.!

!

E]+)'+! +*!<,$(,! +,$1! $1!')()11&/G!%)5)'%1!*'! +,)!'&+#/)!
*2! +,)!%)B$(),! +,)!'&+#/)!*2! +,)!5/*()%#/)! 2*/!<,$(,! $+! $1!
T)$':! #1)%! &'%! +,)! )&1)! <$+,! <,$(,! +,)! (8$'$($&'! (&'!
%)+)/0$')! 2/*0! $+1! $'=#1)! 5)/2*/0&'()! +,&+! +,)! %)B$()!
1,*#8%!T)!/)58&()%!/!/)5&$/)%!T)2*/)!+,)!%)2)(+!T)(*0)1!
(/$+$(&8.!

2.11.3 D)B$()1! +,&+! 2&$8! $'15)(+$*'! 2*/! (8)&'8$')11! */!
2#'(+$*'&8$+G!1,*#8%!T)!1):/):&+)%.!

R)%$/)(+!1*$8)%!$+)01!2*/!2#/+,)/!(8)&'$':.!

Q#&/&'+$')! <*/'! */! %&0&:)%! $'1+/#0)'+1!
5)'%$':!/)5&$/!*/!/)58&()0)'+.!!

!

Q#&/&'+$')!$'!8*(\)%!1+*/&:)!<*#8%!5/)B)'+!#'&#+,*/$1)%!
&(()11.!!

!
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2.12 Other processes - Sterilization 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.12.1 A88!)'%*1(*5)1! $'+)'%)%! 2*/!#1)! $'! $'B&1$B)!
5/*()%#/)1! L):! &/+,/*1(*5)1,! 1*0)!
(,*8)%*(,*1(*5)1M! 1,*#8%! T)! 1+)/$8$V)%!
#1$':!&!B&8$%&+)%!1+)/$8$V&+$*'!5/*()11.!

F*/! 28)]$T8)! )'%*1(*5)1,! +,)$/! +,)/0*8&T$8)! '&+#/)!
8$0$+1!+,)!(,*$()!*2!B&8$%&+)%!1+)/$8$V&+$*'!5/*()11!+*:!

- )+,G8)')!*]$%)!LEOM!g!&!15)($&8$1+!5/*()11!+*!T)!
(&//$)%!*#+!TG!&'!&((/)%$+)%!EO!1#T=(*'+/&(+*/.!

- ,G%/*:)'!5)/*]$%)!58&10&!g!+,$1!5/*()11!0&G!T)!
&55/*5/$&+)! 2*/! ! %)B$()1!<$+,! B)/G! 1,*/+! 8#0)'1!
L8)11!+,&'!60000M!*/!'*'=8#0)')%!%)B$()1.!!T,)!
5/*()11!1,*#8%!T)!#'%)/+&\)'!#1$':!&!B&8$%&+)%!
1+)/$8$V)/!$'!&'!&((/)%$+)%!1+)/$8$V&+$*'!2&($8$+G!):!&!
CDU.!

!

!

!

!

!

!

T,)! )'%*1(*5)! 0&'#2&(+#/)/,! +,)! 1+)/$8$V)/!
0&'#2&(+#/)/!&'%! +,)!APLSM! 1,*#8%!T)! (*'1#8+)%! +*!
)'1#/)! +,&+! +,)! %)B$()! $1! (*05&+$T8)! <$+,! +,)!
$'+)'%)%!5/*()11.!!

!

B)(&#1)! $+! $1! '*+! 5/&(+$(&T8)! +*! +)1+! #'$+1! *2! 5/*%#(+!
L)'%*1(*5)1M! 2*/! 1+)/$8$+G! 5/$*/! +*! /)8)&1)! 2*/! #1)! $+! $1!
')()11&/G! +*! )1+&T8$1,! +,&+! +,)! 5/*()11! <,)'! (*//)(+8G!
*5)/&+)%! <$88! (*'1$1+)'+8G! &'%! /)8$&T8G! 5/*%#()! +,)!
/).#$/)%! *#+(*0)! g! +,$1! $1! %)0*'1+/&+)%! %#/$':! +,)!
B&8$%&+$*'!5/*()11.!

A! :)')/$(! 1+&'%&/%! *'! +,)! B&8$%&+$*'! *2! &88! 1+)/$8$V&+$*'!
5/*()11)1!L5&/+$(#8&/8G!/)8)B&'+!2*/!+,)!0*/)!/)()'+!b'*B)8c!
1+)/$8$V&+$*'!5/*()11)1!1#(,!&1!,G%/*:)'!5)/*]$%)!58&10&!
<,$(,!<)/)!*+,)/<$1)!#'/):#8&+)%M!,&1!T))'!5#T8$1,)%!=!
BS! EN! ISO! 14937! L2001M! g! bS+)/$8$V&+$*'! *2! ,)&8+,(&/)!
5/*%#(+1!g!G)')/&8!/).#$/)0)'+1!2*/!(,&/&(+)/$V&+$*'!*2!&!
1+)/$8$V$':! &:)'+! &'%! +,)! %)B)8*50)'+,! B&8$%&+$*'! &'%!
/*#+$')! (*'+/*8! *2! &! 1+)/$8$V&+$*'! 5/*()11! 2*/! 0)%$(&8!
%)B$()1c.!

S+&'%&/%1! *'! +,)! B&8$%&+$*'! *2! )+,G8)')! *]$%)! &'%! +,)!
15)($2$(&+$*'!*2!+,)!)+,G8)')!*]$%)!1+)/$8$V)/!&/)!5#T8$1,)%.!

G#$%&'()!*'!)+,G8)')!*]$%)!1+)/$8$V&+$*'!$1!:$B)'!$'!SHTM!
2010!5&/+1!3!&'%!5.!

I'2*/0&+$*'! 1,*#8%! T)! *T+&$')%! 2/*0! +,)! 1+)/$8$V)/!
0&'#2&(+#/)/! +*! (*'2$/0! (*058$&'()! <$+,! BS! EN! ISO!
14937! */! 15)($2$(! 5/*()11! 1+&'%&/%1! 2*/! +,)! 5&/+$(#8&/!
%)B$()/1!+*!T)!5/*()11)%.!

A%B$()! *'! 1+)/$8$V&+$*'! 5/*()11)1! 1,*#8%! T)! 1*#:,+! 2/*0!
+,)!APLSM.!

!

2.12.2 T,)! )'%*1(*5)! 1,*#8%! T)! 1#Te)(+)%! +*! &!
B&8$%&+)%! (8)&'$':! 5/*()11! 5/$*/! +*!
1+)/$8$V&+$*'.!

!

P/*()11! +,)! )'%*1(*5)! TG! 0&'#&8! 5/)=(8)&'! &'%!
&#+*0&+)%! 5/*()11! $'! &! B&8$%&+)%! EWD! T)2*/)!
%)15&+(,!2*/!1+)/$8$V&+$*'.!

!

!

C8)&'$':! T)2*/)! 1+)/$8$V&+$*'! $1! /).#$/)%! +*! /)0*B)!
$'+)/2)/$':! (*'+&0$'&+$*'! &'%! /)%#()! +,)! 0$(/*T$&8!
T$*T#/%)'!+*!&!0$'$0#0!8)B)8.!

B*+,! *5+$*'1! :$B)'! &T*B)! 2*/! 1+)/$8$V&+$*'! 8&(\! (8)&'$':!
&'%!%$1$'2)(+$*'!1+&:)1,!

!
!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!;=                                                                                              December "##$ 
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2.12 Other processes – Sterilization  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.12.3 A88! /)=#1&T8)! &(()11*/$)1! &'%! (*05*')'+1!
1,*#8%! T)! 1+)/$8$V)%! TG! 1+)&0! #1$':! &!
B&8$%&+)%!5/*()11.!

L1M! T/&'15*/+! +*! &! ()'+/&8$1)%! %)(*'+&0$'&+$*'! #'$+!
LCDUM!2*/!/)5/*()11$':.!

L2M! P/*()11!8*(&88G,!2*88*<$':!+,)!:#$%&'()!2*/!1+)&0!
1+)/$8$V&+$*'! :$B)'! $'! bL*(&8! D)(*'+&0$'&+$*'!
U'$+1:! P/*B$1$*'&8! G#$%&'()! *'! +,)!
R).#$/)0)'+1! 2*/! E.#$50)'+,! F&($8$+$)1! &'%!
M&'&:)0)'+c.!

S+)&0! 1+)/$8$V&+$*'! *2! /)=#1&T8)! &(()11*/$)1! $'! &! 5*/*#1!
8*&%! 1+)/$8$V)/! +*! BS! EN! 285! $'! &! CDU! ,&1! 0&'G!
&%B&'+&:)1,!'*+!8)&1+!+,&+!+,)!5/*%#(+!$1!/)8)&1)%!%/G!&'%!
(*'+&$')%!$'!1#$+&T8)!</&55$':!2*/!1+*/&:).!

L*(&8! /)5/*()11$':! *2! #'</&55)%! /)=#1&T8)! %)B$()1! */!
</&55)%! :**%1! $'! 1+)/$8$V)/1! <,$(,! %*! '*+! 0))+! BS! EN!
285!1,*#8%!*'8G!T)!#'%)/+&\)'!&2+)/!(&/)2#8!(*'1$%)/&+$*'!
*2!+,)!LDU!:#$%&'().!

2.12.4 T,)! /)=#1&T8)!&(()11*/$)1!&'%!(*05*')'+1!!
1,*#8%!T)!1#Te)(+)%! +*!&!B&8$%&+)%!(8)&'$':!
5/*()11!5/$*/!+*!1+)/$8$V&+$*'.!

!

L1M! R)15*'1$T$8$+G! :$B)'! +*! +,)! CDU! 2*/! 5/*()11$':!
+,)! /)=#1&T8)! &(()11*/$)1! &'%! (*05*')'+1! TG!
+,)/0&8! %$1$'2)(+$*'! $'! &! B&8$%&+)%! 1#/:$(&8!
$'1+/#0)'+!WD.!

L2M! F*88*<!+,)!:#$%&'()!2*/!(8)&'$':!&'%!%$1$'2)(+$*'!
5/$*/! +*! 1+)&0! 1+)/$8$V&+$*'! :$B)'! $'! bL*(&8!
D)(*'+&0$'&+$*'!U'$+1:!P/*B$1$*'&8!G#$%&'()!*'!
+,)! R).#$/)0)'+1! 2*/! E.#$50)'+,! F&($8$+$)1! &'%!
M&'&:)0)'+c.!!!

!

!

2.12.5 S+)/$8$V&+$*'! 1,*#8%! T)! (&//$)%! *#+! *'8G! TG!
+/&$')%!1+&22.!

M&$'+&$'! 5/*()11! /)(*/%1! B)/$2$&T8)! &:&$'1+! 1\$881!
/):$1+)/.!

P/*()11! /)(*/%1! 1,*#8%! T)! \)5+! $'%$(&+$':! <,*! <&1!
/)15*'1$T8)! 2*/!1+)/$8$V$':! +,)!%)B$()1.! !EB$%)'()! +,&+! +,)!
5)/1*'!(&//G$':!*#+!+,)!<*/\!$1!+/&$')%!&'%!(&5&T8)!+*!%*!
1*!1,*#8%!T)!B)/$2$&T8)!2/*0!+,)!1\$881!/):$1+)/.!!

F*/!2#/+,)/!$'2*/0&+$*'!*'!1+&22!+/&$'$':!1))!2.17!T)8*<.!

!
!
!
!
!
!
!
!
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2.12 Other processes – Sterilization  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.12.6 E&(,! 1+)/$8$V&+$*'! (G(8)! 1,*#8%! T)! /)B$)<)%!
&'%!2*/0&88G!&(()5+)%!&1!1&+$12&(+*/G!T)2*/)!
%)B$()1! 2/*0! +,&+! (G(8)! &/)! /)8)&1)%! &1!
1+)/$8)!&'%!/)&%G!2*/!#1).!

!

E'1#/)! +,&+! b1+)/$8)! 5/*%#(+! /)8)&1)c! %*(#0)'+&+$*'!
&'%!5/*()%#/)1!&/)!#1)%!

T,)!*5)/&+*/!1,*#8%!)'1#/)!+,&+:!

- &88!0&$'+)'&'()!&'%! +)1+! /)(*/%1!&/)!#5! +*!%&+)!
&'%!1&+$12&(+*/G!

- +,)! 1+)/$8$V)/c1! &#+*0&+$(! (*'+/*88)/! $'%$(&+)1! &!
1&+$12&(+*/G!(G(8)!

- +,)! /).#$/)0)'+1! 2*/! +,)/0*0)+/$(! /)8)&1)! 2*/!
1+)&0!1+)/$8$V&+$*'!&/)!0)+!!!

- +,)! 8*&%! +G5)! &'%! (*'2$:#/&+$*'! <&1! (*//)(+! 2*/!
+,)!+G5)!*2!1+)/$8$V)/!

- 2*/! :**%1! </&55)%! +,/*#:,*#+! +,)! 1+)/$8$V&+$*'!
5/*()11,!+,&+!+,)!5&(\&:$':!$1!$'+&(+!&'%!'*+!<)+.!

I'! &%%$+$*',! 2*/! 8*<! +)05)/&+#/)! 1+)/$8$V&+$*'!
5/*()11)1,! B)/$2G! +,&+! +,)! /)1#8+1! *2! T$*8*:$(&8!
$'(#T&+$*'!0))+!+,)!/).#$/)0)'+!2*/!1+)/$8$V&+$*'!5/$*/!
+*!1+)/$8)!5/*%#(+!/)8)&1).!

A%B$()!1,*#8%!T)!1*#:,+!2/*0!+,)!APLSM.!

A%B$()! (*'()/'$':! +,)! &//&':)0)'+1! 2*/! +,)! (#8+#/)! *2!
T$*8*:$(&8! $'%$(&+*/1! &'%! $'+)/5/)+&+$*'! *2! +,)! /)1#8+1!
1,*#8%!T)!1*#:,+!2/*0!+,)!M$(/*T$*8*:$1+!LS+)/$8$V)/1M.!

!

S+)/$8)! 5/*%#(+! /)8)&1)! %*(#0)'+&+$*'! 2/*0! 1#T=
(*'+/&(+*/1!*/!*+,)/!#'$+1!1,*#8%!T)!1#558$)%! +*! +,)!U1)/!
&1!(*'2$/0&+$*'!*2!+,)!2*/0&8!1+)/$8)!5/*%#(+!/)8)&1).!

2.12.7 S+)/$8)! %)B$()1! 1,*#8%! T)! 8&T)88)%! &1!
bSTERILEc.!

E'1#/)!+,&+!+,)!8&T)8!*'!</&55)%!1+)/$8)!:**%1!T)&/1!
+,)! 8):)'%! bSTERILEc! &'%! $1! (8)&/8G! %$1+$':#$1,&T8)!
2/*0!1$0$8&/!$+)01!+,&+!&/)!b'*'=1+)/$8)c.!

!

A1! <)88! &1! $'2*/0&+$*'! *'! +,)! (*'+)'+1! *2! +,)! 5&(\,! +,)!
8&T)8! 1,*#8%! T)&/! &81*! &! /)2)/)'()! 2/*0! <,$(,! +,)!
5/*()11$':!,$1+*/G!(&'!T)!+/&()%!L1))!2.14M!&'%!<,$(,!<$88!
2&($8$+&+)!(*'+/*8!*2!1+*(\!/*+&+$*'.!!!

W,)/)!1+)/$8$V)%!%)B$()1!0&G!T)!1+*/)%!2*/!1*0)!+$0)!+,)!
5/*()11! %&+)! 1,*#8%! &81*! T)! $'(8#%)%! +*! 2&($8$+&+)! 1+*(\!
/*+&+$*'.!!!

2.12.8 I2! +,)! ERU! $'(8#%)1! &! 1+)&0! 1+)/$8$V&+$*'!
2&($8$+G,!):!2*/!/)=#1&T8)!&(()11*/$)1,!0)&'1!
1,*#8%! T)! 5/*B$%)%! +*! 1)5&/&+)! $+)01! +,&+!
,&B)! T))'! 1+)/$8$V)%! 2/*0! +,*1)! +,&+! ,&B)!
'*+.!

!

E'1#/)!(8)&/! 5,G1$(&8! 1)5&/&+$*'!*2! 1+)/$8)! &'%!'*'=
1+)/$8)!L&<&$+$':!5/*()11$':M!$+)01!

U1)!&!5/*()11!$'%$(&+*/!+*!BS!EN!867.!

P/*()11! $'%$(&+*/1! 0&G! T)! 5/*B$%)%! TG! +,)! #1)! *2!
5&(\&:$':! 5/$'+)%!<$+,! &! 5/*()11! $'%$(&+*/,! */! 2*/! 1+)&0!
1+)/$8$V&+$*',! TG! +,)! #1)! *2! &#+*(8&B)! $'%$(&+*/! +&5).! ! A!
(,&':)%! $'%$(&+*/! *'8G! %)0*'1+/&+)1! +,&+! +,)! $+)0! ,&1!
T))'!$'!+,)!1+)/$8$V)/,!NOT!+,&+!1+)/$8$V$':!(*'%$+$*'1!,&B)!
T))'!&++&$')%.!!

!
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2.13 Transport of endoscopes before and after reprocessing 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 
2.13.1 U1)%! )'%*1(*5)1,! $'(8#%$':! /)#1&T8)!

&(()11*/$)1,!1,*#8%!T)!%)(*'+&0$'&+)%!&1!1**'!
&1!5/&(+$(&T8)!&2+)/!#1).!!

T/&'12)/! &88! %)B$()1! +*! +,)! ERU! &1! 1**'! &1! +,)G!
,&B)!T))'!#1)%.!!

!

2.13.2 U1)%! )'%*1(*5)1! 1,*#8%! T)! +/&'15*/+)%! $'! &!
0&'')/! +,&+! 5/*B$%)1! 1&2)! (*'+&$'0)'+! *2!
(*'+&0$'&+$*'!L0$(/*T$&8,!T*%G!28#$%1!&'%!+$11#)1!
)+(M!!

T/&'15*/+!#1)%!)'%*1(*5)1!$'!/)=#1&T8)!1*8$%!<&88)%!
8)&\! 5/**2! (*'+&$')/1/+/*88)G1! <,$(,! &/)! &81*!
%)1$:')%!+*!5/)B)'+!%&0&:)!+*!+,)!)'%*1(*5)!

L&T)8! &88! (*'+&$')/1! +,&+! &/)! +*! T)! +/&'15*/+)%!
+,/*#:,! 5#T8$(! &(()11! &/)&1! <$+,! &'! &55/*5/$&+)!
8&T)8.!!

!

2.13.3 R)5/*()11)%!)'%*1(*5)1!1,*#8%!T)!+/&'15*/+)%!
$'!&!0&'')/!+,&+!<$88!'*+!(*05/*0$1)!+,)$/!1+&+#1!

!

!

E'1#/)! +,&+! +,)! /)=#1&T8)! +/&'15*/+! (*'+&$')//+/*88)G!
$1! (8)&'! &'%! %$1$'2)(+)%! $'! &%%$+$*'! +*! +,)!
/).#$/)0)'+1!:$B)'!$'!2.13.2!&T*B).!

!

!

W,)/)! 5*11$T8),! #1)! +/&'15*/+! (*'+&$')/1! <,$(,! (&'!
T)! /)=5/*()11)%! TG! +,)/0&8! %$1$'2)(+$*'! $'! &! 1#/:$(&8!
$'1+/#0)'+!WD.!

F*/! +/*88)G1,! 5/*B$1$*'! 1,*#8%! T)! 0&%)! 2*/! &! +/*88)G!
<&1,! &/)&,! 5/)2)/&T8G! &'! &#+*0&+)%! 5/*()11! */!
0&'#&8.!

2.13.4 S+)/$8$V)%! )'%*1(*5)1,! /)=#1&T8)! &(()11*/$)1!
&'%! 1$':8)=#1)! &(()11*/$)1! 1,*#8%! T)!
+/&'15*/+)%!$'!&!0&'')/!+,&+!<$88!'*+!(*05/*0$1)!
+,)$/!1+&+#1.!

E'1#/)! +,&+! +,)! /)=#1&T8)! +/&'15*/+! (*'+&$')/! $1!
(8)&'! &'%! %$1$'2)(+)%,! %/G,! 1*8$%! <&88)%! &'%! 8)&\=
5/**2.!

E'1#/)! +,&+! +,)! /)=#1&T8)! +/&'15*/+! (*'+&$')/!
5/*B$%)1! 0)(,&'$(&8! 5/*+)(+$*'! +*! 5/)B)'+! %&0&:)!
+*!)'%*1(*5)1!&'%!+*!28)]$T8)!5&(\&:$':.!

!

2.13.5 T/&'15*/+!*2!)'%*1(*5)1!2/*0!+,)!&/)&!*2!(8$'$(&8!
#1)! +*! +,)! 1+*/&:)! 2&($8$+G! 5/$*/! +*! /)#1)! 1,*#8%!
T)!#'%)/+&\)'!$'!&!+$0)8G!0&'')/.!

!

E'1#/)! +,&+! +,)/)! &/)! &'! &%).#&+)! '#0T)/! *2!
+/&'15*/+! (*'+&$')/1! &'%/*/! +/*88)G1! &+! +,)!
&55/*5/$&+)!(*88)(+$*'/+/&'1$+!1$+)1.!

E'1#/)! +,&+! +,)! +/&'15*/+! 5/*B$1$*'! +*! *22=1$+)!
%)(*'+&0$'&+$*'!2&($8$+$)1!$1!58&'')%!+*!0))+!(8$'$(&8!
'))%.!

!

!

!
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2.14 Traceability  
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.14.1 SG1+)01! 1,*#8%! T)! $'! 58&()! +*! +/&(\! &88!
)'%*1(*5)1! &'%! /)=#1&T8)! )'%*1(*5$(!
).#$50)'+! +,/*#:,! +,)! %)(*'+&0$'&+$*'! 5/*()11!
&'%! +*! +,)! 5&+$)'+! *'!<,*0! %)B$()1! ,&B)! T))'!
#1)%.!

E'1#/)! +,&+! &88! )'%*1(*5)1,! $'(8#%$':! &'G! 8*&'!
)'%*1(*5)1,! ,&B)! &! #'$.#)! $%)'+$2$)/! /! 1)/$&8!
'#0T)/!T)2*/)!#1).!

K))5! &(()11*/$)1! *+,)/! +,&'! 1$':8)=#1)! $+)01!
+*:)+,)/! <$+,! &! 1$':8)! )'%*1(*5),! 2*/0$':! &!
#'$.#)!1)+.!

K))5!&! 8*:/! /)(*/%!*2! +,)!1)/$&8!'#0T)/! /!#'$.#)!
1)+!'#0T)/!*2!%)B$()1!+,/*#:,!5/*()11$':!&'%!+*!
5&+$)'+1.!

!

NHS! MEL! L1999M! 65! /).#$/)%! $00)%$&+)! &(+$*'! +*! T)!
+&\)'! +*! )'&T8)! /&5$%! +/&($':! *2! )'%*1(*5),! +*! &B*$%! +,)!
/$1\!*2!&88!)'%*1(*5)1!*2!&!1$0$8&/!+G5)!T)$':!.#&/&'+$')%!
&'%! 5*11$T8G! %)1+/*G)%! $'! +,)! )B)'+! *2! &! BC`D! /)8&+)%!
$'($%)'+.!

!

2.14.2 

 

Through processing: 

T,)! 0)+,*%1,! *5)/&+$*'&8! (G(8)1! &'%! 5)/1*'')8!
$'B*8B)%! $'!5/*()11$':!&!5&/+$(#8&/!%)B$(),!*/!1)+!
*2!%)B$()1!1,*#8%!T)!+/&()&T8).!

R)(*/%! )&(,! 5/*()11! )B)'+! (&//$)%! *#+! *'! +,)!
)'%*1(*5),! $'(8#%$':! +,)! 0&'#&8! 5/)=(8)&'$':!
1+&:),! +,)!EWD!#1)%,! +,)!(G(8)!'#0T)/!&'%!+,)!
5)/1*'')8!$'B*8B)%.!

M&\)!+,)!/)(*/%!#1$'::!

L1M! IT!T&1)%!1G1+)0!

L2M! M&'#&8!L5&5)/!T&1)%!1G1+)01M!

!!

A'! &55/*5/$&+)8G! 15)($2$)%! EWD! ,&1! +,)! 2&($8$+G! +*! )'+)/!
+,)! )'%*1(*5)! 1)/$&8! '#0T)/! T)2*/)! +,)! &55/*5/$&+)!
*5)/&+$':! (G(8)! 1+&/+1.! T,)! 5/*()11! /)(*/%! :)')/&+)%! TG!
+,)! EWD! <*#8%! +,)/)2*/)! 8$'\! %$/)(+8G! +*! +,)! 15)($2$(!
)'%*1(*5)!5/*()11)%!$'!+,&+!(G(8).!

!

!

2.14.3  To patients:

F*/!&88!)'%*1(*5$(!5/*()%#/)1,! +,)!%)B$()!*/!1)+!
*2!%)B$()1,!#1)%!$'!&!5&/+$(#8&/!+/)&+0)'+!)5$1*%)!
1,*#8%!T)!+/&()&T8).!!

R)(*/%!+,)!%)+&$81!*2!+,)!)'%*1(*5)!#1)%!&1!5&/+!
*2! +,)! 5&+$)'+! /)(*/%! 2*/! +,)! )'%*1(*5$(!
5/*()%#/).!!

L1M!!IT!T&1)%!1G1+)01!0&G!T)!#1)%.!

L2M!!M&'#&8!L5&5)/!T&1)%M!/)(*/%$':!1G1+)01.!

P&+$)'+! /)(*/%1! 0&G! T)! &''*+&+)%! 0&'#&88G,!
#1$':! b5))8=*22c! 8&T)81! */! &1! 5&/+! *2! &'! IT! T&1)%!
1G1+)0. 

T,)! 8*:! /)(*/%! $1! $05*/+&'+! 2*/! (*'+&(+! +/&($':! <,)'!
5*11$T8)! )'%*1(*5$(! +/&'10$11$*'! *2! %$1)&1)! $1! T)$':!
$'B)1+$:&+)%!LBSG!2003!R)(*00)'%&+$*'!5M.!

T,$1!$'2*/0&+$*'!$1!&81*!'))%)%!+*!)](8#%)!+,)!)'%*1(*5)/!
5*+)'+$&88G! $'&%).#&+)! %)(*'+&0$'&+$*'! 5/*()11! &1! +,)!
1*#/()!*2!(/*11=$'2)(+$*'!$'!&'!$'B)1+$:&+$*'!*2!HAI.!

I+!$1!/):&/%)%!&1!)11)'+$&8!<,)/)!+,)/)!$1!&!/)(*:'$1)%!/$1\!
*2!+/&'10$11$*'!*2!C`D.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.1 !Manual pre-cleaning ! ! !

2.15.1.1 T,)!15)($2$)%!).#$50)'+!1,*#8%!T)!5/*B$%)%.!!

! !

E'1#/)! +,&+! +,)/)! $1! &! 1)5&/&+)! 1$'\L1M! 2*/!
%)(*'+&0$'&+$*'!L$)!*')!+,&+!$1!'*+!&81*!#1)%!&1!
<&1,!,&'%!T&1$'1,!2$88$':!\)++8)1!)+(M.!

E'1#/)!+,&+!+,)/)!&/)!1)5&/&+)!1$'\1!2*/!<&1,$':!
&'%!/$'1$':!$2!5*11$T8).!

P/*B$%)!0)&'1!+*!2$88!+,)!%)(*'+&0$'&+$*'!1$'\!+*!
&!\'*<'!B*8#0).!

P/*B$%)!0)&'1! +*! %$15)'1)!%)+)/:)'+! $'! \'*<'!
B*8#0)1.!

E'1#/)! +,&+! +,)/)! &/)! &%).#&+)! (8)&'$':!
0&+)/$&81!&'%!(8)&'$':!$058)0)'+1,!&1!15)($2$)%!
TG!+,)!)'%*1(*5)!0&'#2&(+#/)/.!

P/*B$%)! PPE! 2*/! 1+&22,! +*! $'(8#%)! :8*B)1,! 2&()!
0&1\1,!<&+)/5/**2!&5/*',!&'%!:*::8)1!*/!B$1*/.!

E'1#/)! +,&+! &! 1)5&/&+)! ,&'%<&1,! T&1$'! $1!
5/*B$%)%!$'!+,)!$00)%$&+)!B$($'$+G.!!

!

T,)! 2&($8$+G! 1,*#8%! T)! ).#$55)%! $'! &((*/%&'()! <$+,! +,)!
:#$%&'()! *'! 0&'#&8! <&1,$':! $'! +,)! G8)''$)! R)5*/+!
bP/*+*(*8! 2*/! L*(&8! D)(*'+&0$'&+$*'! *2! S#/:$(&8!
I'1+/#0)'+1c.!

T,)! \'*<'! 2$88! B*8#0)! 0&G! T)! %)+)/0$')%! TG! 1$058)!
0)&1#/)0)'+! &'%!0&/\$':! +,)! /).#$/)%! 2$88! 8)B)8! *'! +,)!
1$'\.! ! U'8)11! +,)! B*8#0)! *2! <&+)/! &'%! +,)! B*8#0)! *2!
%)+)/:)'+! &/)! \'*<'! $+! $1! '*+! 5*11$T8)! +*! 5/)5&/)! +,)!
(8)&'$':! 1*8#+$*'! &+! +,)! 15)($2$)%! (*'()'+/&+$*'! *2!
%)+)/:)'+.!

!

!!

2.15.1.2 T,)!15)($2$)%!1)/B$()1!1,*#8%!T)!5/*B$%)%!

! !

E'1#/)!+,&+!+,)/)!$1!5/*B$1$*'!*2:!

- ,*+! <&+)/! L%*0)1+$(! ,*+! <&+)/M,! 0$])%! +*! &!
+)05)/&+#/)!<,$(,!5/*B$%)1!*5+$0&8!(8)&'$':!
)22$(&(G! 2*/! +,)! %)+)/:)'+! <$+,*#+! (&#1$':!
%&0&:)!+*!+,)!+,)/0*8&T$8)!)'%*1(*5)d!

- <&+)/!2*/!/$'1$':d!

- 0&'#&8! <&1,$':! %)+)/:)'+1! L')#+/&8! */!
)'VG0&+$(M! &1! 15)($2$)%! $'! +,)! )'%*1(*5)!
0&'#2&(+#/)/c1!$'1+/#(+$*'1!

T,)!%)+)/:)'+!1,*#8%!T)!15)($2$)%!&1!1#$+&T8)!2*/!5#/5*1)!
TG! +,)! )'%*1(*5)! 0&'#2&(+#/)/! &'%/*/! %)+)/:)'+!
0&'#2&(+#/)/.! D$1,<&1,$':! %)+)/:)'+1,! 1#/:$(&8! ,&'%!
1(/#T1!)+(!1,*#8%!'*+!T)!#1)%.!

W,)/)! +,)! 0&$'1! <&+)/! 1#558G! $1! 1*2+! <&+)/! *2! :**%!
.#&8$+G!L):!2/))!2/*0!'#0$(!&'%!2#8B$(!&($%1M!2/)1,8G!%/&<'!
5*+&T8)! <&+)/! 0&G! T)! #1)%! 2*/! /$'1$':.! ! I'! ,&/%! <&+)/!
&/)&,!*/!<,)/)!+,)!<&+)/!$1!%$1(*8*#/)%,!+,)!<&+)/!1,*#8%!
T)! 5#/$2$)%! L$)! TG! %)=$*'$1&+$*'! */! /)B)/1)! *10*1$1M.!!
S*2+)'$':!&8*')!$1! $'1#22$($)'+!1$'()!+,$1!%*)1!'*+!/)%#()!
+,)!8)B)8!*2!+*+&8!%$11*8B)%!1*8$%1,!<,$(,!(&'!T)!8)2+!*'!+,)!
$'1+/#0)'+1!&1!&!/)1$%#).!!

!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  : Manual  pre-cleaning (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.1.3 R*#+$')! +)1+$':! *2! 5/*()11! B&/$&T8)1! 1,*#8%!
T)!#'%)/+&\)'.!

!

E'1#/)! +,&+! +,)! 5)/$*%$(! +)1+$':! $1! #'%)/+&\)',! +*!
$'(8#%):=!

- &((#/&(G!*2!<&+)/!+)05)/&+#/)!0)&1#/)0)'+d!

- &((#/&(G!*2!%$15)'1)%!B*8#0)!*2!%)+)/:)'+d!

- .#&8$+G!*2!/$'1)!<&+)/.!

S))!LDU!:#$%&'().!

2.15.1.4 R*#+$')!0&$'+)'&'()!*2!+,)!2&($8$+G!1,*#8%!T)!
#'%)/+&\)'.!

N*/0&8!,*#1)\))5$':!+*!0&$'+&$'!(8)&'8$')11.!!

!

S))!&81*!2,23!E'B$/*'0)'+&8!(8)&'$':.!

2.15.1.5 O5)/&+$*'&8! 5/*()%#/)1! 1,*#8%! T)! 2*88*<)%!
&1! 15)($2$)%! &'%! $'! &((*/%&'()! <$+,!
)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

F*88*<!&!%*(#0)'+)%!5/*()%#/),!$'!(*058$&'()!<$+,!
+,)!)'%*1(*5)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

E'1#/)!&88!1+&22!#'%)/+&\$':!+,)!0&'#&8!5/)=(8)&'!&/)!
+/&$')%!$'!+,)!5/*()%#/).!

E'1#/)! &! (*'+/*88)%! &'%! 0*'$+*/)%! <&1,!
+)05)/&+#/).!

E'1#/)!&!(*'+/*88)%!%)+)/:)'+!(*'()'+/&+$*'.!

E'1#/)!&!(*'+/*88)%!1*&\!+$0)!L<,)/)!&558$(&T8)M.!

E'1#/)!+,&+!+,)!(8)&'$':!T/#1,)1!&'%!*+,)/!(8)&'$':!
&$%1! &/)! $'! &((*/%&'()! <$+,! +,)! )'%*1(*5)!
0&'#2&(+#/)/c1! $'1+/#(+$*'1! &'%! &/)! 1$':8)=#1)!
<,)/)B)/!5*11$T8).!

C&//G! *#+! +,)! <&1,$':! 1+&:)! <$+,! +,)! %)B$()!
$00)/1)%!<,)/)B)/!5*11$T8).!

P/*+)(+! '*'=$00)/1$T8)! )8)0)'+1! *2! +,)! )'%*1(*5)!
2/*0!$00)/1$*'!%#/$':!+,)!<&1,$':!1+&:).!

D/&$'! *22! )]()11! %)+)/:)'+! 1*8#+$*'! T)2*/)!
+/&'12)//$':!+*!/$'1).!

R)(*/%!%)+&$81!*2!$+)01!5/*()11)%.!

!

T,)!(8)&'$':!&$%1!1,*#8%!T)!0&%)!*2!0&+)/$&81!<,$(,!%*!
'*+!%&0&:)!+,)!)'%*1(*5)!g!<,)/)B)/!5*11$T8)!#1)!+,)!
(8)&'$':!&$%1!1#558$)%!TG!+,)!)'%*1(*5)!0&'#2&(+#/)/.!

I2! +,)!(8)&'$':!&$%1!&/)!'*+!1$':8)=#1),! +,)G!<$88!'))%!+*!
T)! +,*/*#:,8G! (8)&')%! &2+)/! #1),! 5/)2)/&T8G! #1$':! &!
+,)/0&8!5/*()11!$'!&'!$'1+/#0)'+!WD.!

!

I00)/1$*'!*2!+,)!)'%*1(*5)!%#/$':!0&'#&8!5/)=(8)&'$':!
/)%#()1! +,)! /$1\! *2! &)/*1*8! %$11)0$'&+$*'! *2!
(*'+&0$'&+$*'.!

!

E'%*1(*5)1! +,&+! &/)! '*+! %)1$:')%! +*! T)! (*058)+)8G!
$00)/1)%!$'!8$.#$%!1,*#8%!T)!5,&1)%!*#+!*2!1)/B$().!

S*0)!)'%*1(*5)! /).#$/)!5/*+)(+$B)! (&51! +*!T)! 2$++)%! +*!
1)'1$+$B)! (*05*')'+1! T)2*/)! +,)G! (&'! T)!
%)(*'+&0$'&+)%!$'!&'!EWD!):!B$%)*1(*5)1!'))%!&!(&5!
*'!+,)!B$%)*!58#:.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2 Endoscope  WD! ! !

2.15.2.1 T,)! EWD! $'+)'%)%! 2*/! +,)! (8)&'$':! &'%!
%$1$'2)(+$*'! *2! )'%*1(*5)1! $1! (8&11$2$)%! &1! &!
0)%$(&8! %)B$()! &'%! 1,*#8%! 0))+! +,)! )11)'+$&8!
/).#$/)0)'+1!*2!+,)!M)%$(&8!D)B$()!D$/)(+$B).!

!

U1)!&'!EWD!+,&+!(*058$)1!<$+,!+,)!
/).#$/)0)'+1!*2!+,)!,&/0*'$1)%!1+&'%&/%!15883!
P&/+1!1!&'%!4.!

I'!+,)!$'+)/$0!5)/$*%!T)2*/)!+,)!5#T8$(&+$*'!*2!BS!
EN!ISO!15883,!#1)!&'!EWD!+,&+!(*058$)1!<$+,!
+,)!15)($2$(&+$*'!:$B)'!$'!SHTM!2030=1.!

!

!

T,)!:)')/&8!/).#$/)0)'+1!2*/!&88!WD1!$'(8#%$':!EWD1!
&/)!$'!P&/+!1!*2!BS!EN!15883!<,$(,!$1!+*!T)!5#T8$1,)%!$'!
2005.!

T,)!&%%$+$*'&8!/).#$/)0)'+1!15)($2$(!2*/!EWD1!&/)!
%/&2+)%!$'!+,)!/)B$1)%!5/EN!15883!P&/+!4!<,$(,!<$88!T)!
$11#)%!2*/!'&+$*'&8!(*00)'+!$'!2005.!

EWD1!+,&+!&/)!0&'#2&(+#/)%!+*!0))+!+,)!%)1$:'!&'%!
5)/2*/0&'()!/).#$/)0)'+1!*2!SHTM!2030!$'(*/5*/&+)!
+,*1)!2)&+#/)1!<,$(,!2&($8$+&+)!5/*()11!B&8$%&+$*'!2*/!&88!
1+&:)1,!$'(8#%$':!%$1$'2)(+$*'.!

O'!5#T8$(&+$*',!+,)!,&/0*'$1)%!1+&'%&/%!BS!EN!15883=
1,4!!<$88!1)+!+,)!%)1$:'!&'%!5)/2*/0&'()!/).#$/)0)'+1!
&'%!1+&+)!+,)!0)&'1!*2!(*058$&'()!<$+,!+,)!MDD.!!

!

2.15.2.2 T,)!EWD!1,*#8%! T)! %)1$:')%! &'%! (*'1+/#(+)%!
+*! 0))+! +,)! 15)($2$)%! 1&2)+G! /).#$/)0)'+1! +*!
5/*+)(+! +,)! *5)/&+*/! &'%! 1#//*#'%$':1! 2*/! +,)!
*5)/&+*/.!!

E'1#/)!+,&+!+,)!%)1$:'!&'%!0)+,*%1!*2!
(*'1+/#(+$*'!#1)%!:$B)!&%).#&+)!5/*+)(+$*'!2*/!
+,)!*5)/&+*/!&'%!+,)!1#//*#'%$':!&/)&!&:&$'1+:!

- )8)(+/$(!1,*(\!*/!T#/'d!

- 0)(,&'$(&8!,&V&/%1d!

- 15/)&%!*2!2$/)!2/*0!+,)!).#$50)'+d!

- )22)(+1!*2!28#$%1!&'%!28#$%!5/)11#/)d!

- 8$T)/&+)%!:&1)1!&'%!5&+,*:)'$(!1#T1+&'()1,!
)]58*1$*'!&'%!$058*1$*'.!

!

T,)1)!/).#$/)0)'+1!&/)!15)($2$)%!$'!BS!EN!61010=2=045.!!

!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   - EWD (continued) 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.3 

 

T,)!15)($2$)%!/).#$/)0)'+1!2*/!(*'1+/#(+$*'!
1,*#8%!T)!0)+.!

E'1#/)!+,&+!+,)!0&+)/$&81!#1)%!&/):=!

- (&5&T8)!*2!+*8)/&+$':!(,)0$(&8,!0)(,&'$(&8!
&'%!+,)/0&8!1+/&$'1!)'(*#'+)/)%!%#/$':!
'*/0&8!#1)!

- /)1$1+&'+!+*!/)&(+$*'!<$+,!5/*()11!(,)0$(&81!
L&($%,!&8\&8$'),!*]$%$1$':!)+(M!!

E'1#/)! +,&+! +,)! EWD! $1! %)1$:')%! +*! <$+,1+&'%!
'*+! 8)11! +,&'!10,000!*5)/&+$*'&8! (G(8)1!<$+,*#+!
1#22)/$':!2&$8#/)!<,)'!*5)/&+)%!&((*/%$':!+*!+,)!
EWD!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

E'1#/)! +,&+! +,)! EWD! $1! (*'1+/#(+)%! +*! )'&T8)!
&(()11!<$+,*#+!+,)!#1)!*2!+**81!2*/!/*#+$')!+&1\1!
<,$(,! &/)! $'+)'%)%! +*! T)! (&//$)%! *#+! TG! +,)!
*5)/&+*/.!

T,)! 0)+,*%! *2! (*'1+/#(+$*'! *2! +,)! (,&0T)/!
1,*#8%! )'1#/)! +,&+! $+! $1! 1)82=%/&$'$':! &'%! 2/))!
2/*0! 1,&/5! $'+)/'&8! (*/')/1! <,$(,! (&''*+! T)!
(8)&')%!%#/$':!+,)!'*/0&8!(8)&'$':!(G(8).!

T,)! 8*&%! (&//$)/! $'+)'%)%! +*! &((*00*%&+)! +,)!
)'%*1(*5)!1,*#8%!T)!%)1$:')%!&'%!(*'1+/#(+)%!
+*! 0$'$0$V)! +,)! 5*11$T$8$+G! *2! %&0&:)! +*! +,)!
)'%*1(*5)! &+! +,)! +$0)! *2! 8*&%$':,! %#/$':!
5/*()11$':!&'%!%#/$':!+,)!(*#/1)!*2!#'8*&%$':.!

E'1#/)! +,&+! 28**/!0*#'+)%!EWD1!&/)! 2$++)%!<$+,!
&%e#1+&T8)! 2))+! +*! (*05)'1&+)! 2*/! $//):#8&/!
1#/2&()1.!

!

T,*1)!5&/+1!*2!+,)!WD!<,$(,!(*0)!$'+*!(*'+&(+!<$+,!+,)!
8*&%!1,*#8%!T)!0&'#2&(+#/)%! 2/*0!0&+)/$&81!<,$(,!,&B)!
(*//*1$*'! &'%! &T/&1$*'! /)1$1+&'+! 5/*5)/+$)1! ).#&8! +*! */!
T)++)/!+,&'!1+&$'8)11!1+))8.!

D)+&$8)%! 0)(,&'$(&8! &'%! 5/*()11! /).#$/)0)'+1! 2*/!
0&+)/$&81,!%)1$:'!&'%!0&'#2&(+#/)/(*'1+/#(+$*'!&/)!:$B)'!
$'!%/&2+!BS!EN!ISO!15883=1!&'%!g4!&'%!$'!SHTM2030=1.!

!

!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!<;                                                                                              December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  - EWD   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.4 T,)!15)($2$)%!5)/2*/0&'()!/).#$/)0)'+1! 2*/! +,)!
5/*()11!1,*#8%!T)!0)+.!

T,)! 15)($2$)%! 5)/2*/0&'()! 1,*#8%! T)! &(,$)B)%!
TG! &'! *5)/&+$':! (G(8)! #'%)/! +,)! (*'+/*8! *2! +,)!
&#+*0&+$(!(*'+/*88)/,!+*!$'(8#%)!
- 8)&\!+)1+$':!L<,)/)!&55/*5/$&+)M!
- (8)&'$':!L<,$(,!0&G!$'(8#%)!1)B)/&8!1+&:)1M!
- %$1$'2)(+$':!
- 2$'&8!/$'1$':!
- %/G$':!L<,)'!&55/*5/$&+)!

E'1#/)! +,&+! +G5)! +)1+!%&+&! $1!&B&$8&T8)! 2/*0! +,)!
EWD!0&'#2&(+#/)/!+*!%)0*'1+/&+)!+,)!15)($2$)%!
5)/2*/0&'()!(&5&T$8$+G! 2*/!&88! +G5)1! /! 2&0$8$)1!*2!
)'%*1(*5)!+,&+!+,)!EWD!$1!%)1$:')%!+*!5/*()11!

E'1#/)! +,&+! 0)&'1! &/)! 5/*B$%)%! +*! %)8$B)/! +,)!
1)+!B*8#0)!*2!5/*()11!(,)0$(&81!+*!&'!&((#/&(G!
*2!r!5n!*/!T)++)/.!

E'1#/)! +,&+! <,)'! +,)! EWD! #1)1! +<*! */! 0*/)!
%$22)/)'+!5/*()11!(,)0$(&81,!0)&'1!&/)!5/*B$%)%!
+*! &8<&G1! 0&\)! +,)! (*'')(+$*'! +*! +,)! (*//)(+!
(*'+&$')/.!

E'1#/)!+,&+!+,)!%*1$':!1G1+)0!2*/!)&(,!5/*()11!
(,)0$(&8! $1! 5/*B$%)%! <$+,! 0)&'1! +*! %)+)/0$')!
+,&+!+,)!B*8#0)!&%0$++)%!&'%!+,)!+$0)!<$+,$'!+,)!
*5)/&+$*'&8! (G(8)!<,)'! +,)! &%0$11$*'! *((#//)%!
<)/)!&1!5/*:/&00)%!$'!+,)!&#+*0&+$(!(*'+/*88)/.!

E'1#/)! +,&+! &! 2&#8+! $1! $'%$(&+)%! $2! +,)!0$'$0#0!
B*8#0)!$1!'*+!&%0$++)%.!

!

T,)! )22$(&(G! *2! +,)! 5/*()11! L$'(8#%$':! (8)&'$':! &'%!
%$1$'2)(+$*'M! %)5)'%1! *'! &! '#0T)/! *2! 2&(+*/1! <,$(,!
$'(8#%):!
- +,)!(,&/&(+)/$1+$(1!*2!+,)!)'%*1(*5)d!
- +,)!)]+)'+!&'%!'&+#/)!*2!+,)!1*$8$':d!
- +,)!+)05)/&+#/)d!
- +,)!0)(,&'$(&8!)')/:G!L+G5),!*#+5#+Md!
- +,)!%)+)/:)'+!1G1+)0d!
- +,)! '&+#/),! B*8#0)!&'%! +)05)/&+#/)! *2! +,)! (8)&'$':!

&'%!%$1$'2)(+&'+!1*8#+$*'1!&'%! +,)$/!&T$8$+G! +*!<)+! +,)!
1#/2&()1!+*!T)!(8)&')%!&'%!%$1$'2)(+)%d!

- +,)!%#/&+$*'!*2!+,)!B&/$*#1!5/*()11!1+&:)1d!
- +,)!/)0*B&8!*2!1#15)'%)%!1*$8$':.!
!
O+,)/! $05*/+&'+! 2&(+*/1! $'(8#%)!+,)!%)1$:'!*2!(*'')(+*/1!
&'%!+,)!&(()11$T$8$+G!*2!+,)!(,&'')81,!B&8B)!,*#1$':!)+(.!

A2+)/! +,)! (*058)+)! 5/*()11! $'! +,)!EWD,! +,)! )'%*1(*5)!
1,*#8%! T)! 2/))! 2/*0! B):)+&+$B)! T&(+)/$&! LT#+! '*+!
')()11&/$8G!15*/)1M!&'%!*+,)/!(*'+&0$'&+$*'.!
!
D)+&$8)%! 5)/2*/0&'()! /).#$/)0)'+! 15)($2$(&+$*'1! &/)!
:$B)'! $'! %/&2+! BS! EN! ISO! 15883=1! &'%! g4! &'%! $'!
SHTM2030=1.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  - EWD  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.5 E'1#/)! +,&+! (*058$&'()! <$+,! &88! +,)! 15)($2$)%!
/).#$/)0)'+1!$1!0)+.!

K)G!/).#$/)0)'+1!&/)!8$1+)%!&1!2*88*<1:=!

F#88!%)+&$81!*2!+,)!/).#$/)0)'+1!1,*#8%!T)!'*+)%!2/*0!+,)!
15)($2$(&+$*'!1+&'%&/%1! LBS!EN! ISO!15883=1,4! L&<&$+$':!
5#T8$(&+$*'Md!SHTM2030M.!!

2.15.2.6 A#+*0&+$(!(*'+/*88)/!

E'1#/)!+,&+!+,)!&#+*0&+$(!(*'+/*8!1G1+)0!:=!

=! $1! (&5&T8)!*2! T)$':!5/*:/&00)%!<$+,! +,)!
5/)=1)+! (G(8)! B&/$&T8)1! )11)'+$&8! 2*/! )&(,!
1+&:)!*2!+,)!*5)/&+$':!(G(8)d!

=! :$B)1! &! B$1#&8! $'%$(&+$*'! L&'%! &#%$T8),! $2!
/).#$/)%M! +,&+! &! 2&#8+! ,&1! *((#//)%! $2! &'G!
B&8#)1! *2! +,)! (G(8)! B&/$&T8)1! &/)! *#+1$%)!
+,)!8$0$+1!1)+!TG!+,)!EWD!0&'#2&(+#/)/.!!!

!

T,)! &#+*0&+$(! (*'+/*88)/! (,)(\1! +,)! &++&$'0)'+! *2! +,)!
5/)=1)+!B&/$&T8)1!&'%!)'1#/)1!/)5/*%#($T$8$+G!%#/$':!)&(,!
1#T1).#)'+!(G(8).!

I2!&!2&#8+!$1!$'%$(&+)%,!$+!1,*#8%!T)!&11#0)%!+,&+!+,)!EWD!
8*&%! ,&1! '*+! T))'! 1#Te)(+)%! +*! +,)! %)(*'+&0$'&+$*'!
5/*()11!&'%!+,)!)'%*1(*5)!1,*#8%!T)!/)5/*()11)%.!!

!

2.15.2.7 

T,)! 15)($2$)%! 0)(,&'$(&8! &'%! 5/*()11!
/).#$/)0)'+1!1,*#8%!T)!0)+.!

D**/1!&'%!+,)$/!(*'+/*81!

E'1#/)!+,&+! $+! $1!'*+!5*11$T8)!2*/! +,)!*5)/&+*/! +*!
1+&/+!+,)!5/*()11!$2!+,)!8$%!/!%**/!$1!'*+!8*(\)%.!

E'1#/)!+,&+!&2+)/!$'$+$&+$*'!*2!+,)!*5)/&+$':!(G(8),!
+,)! %**/! 2*/! 8*&%$':/#'8*&%$':! $1! (&5&T8)! *2!
T)$':! #'8*(\)%! &'%! *5)')%! *'8G! &2+)/!
(*058)+$*'!*2!+,)!*5)/&+$':!(G(8).!

E'1#/)! +,&+! +,)/)! $1!'*! 8)&\! 2/*0! +,)!%**/=1)&8!
%#/$':!+,)!*5)/&+$':!(G(8).!

E'1#/)!+,&+!$2!&!2&#8+!*((#/1!%#/$':!+,)!*5)/&+$':!
(G(8)! $+! $1! %$158&G)%! &'%! &(()11! +*! +,)! 8*&%!
/)1+/$(+)%!+*!#1)!*2!&!15)($&8!\)G,!(*%)!*/!+**8.!

!

T,)!EWD!0&G!T)! 2$++)%!<$+,!*')!%**/,!<,$(,!1)/B)1! 2*/!
T*+,! 8*&%$':! &'%! #'8*&%$':,! */! +<*! %**/1! *2! +,)! b5&11=
+,*#:,c!+G5).!

W,)/)B)/! 5/&(+$(&T8)! %*#T8)! %**/! L5&11! +,/*#:,M!
0&(,$')1!1,*#8%!T)!(,*1)'!+*!5/*B$%)!+,)!T)1+!5*11$T8)!
1):/):&+$*'!*2!(8)&'!&'%!%$/+G.!

T,)! $'&T$8$+G! +*! $'+)//#5+! +,)! (G(8)! &'%! /)0*B)! &'!
)'%*1(*5)! $1! T*+,! &! 1&2)+G! &'%! 5)/2*/0&'()!
/).#$/)0)'+.! A%B)/1)! *#+(*0)1! $'(8#%)! +,)! 2&$8#/)! +*!
%$1$'2)(+! T)(&#1)! *2! $'&%).#&+)! (*'+&(+! +$0)! <$+,! +,)!
(,)0$(&8!%$1$'2)(+&'+.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  - EWD  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.8 P$5)<*/\!&'%!2$++$':1!

E'1#/)! +,&+! +,)! 5$5)<*/\,! 5#051,! B&8B)1! &'%! 2$++$':1! &/)!
$'1+&88)%!&'%!*5)/&+)%!1*!+,&+!&'G!/)1$%#&8!28#$%!28*<1!+*<&/%1!
&!%/&$'!%$1(,&/:)!5*$'+.!

!

!

R)1$%#&8!<&+)/!+,&+!%*)1!'*+!%/&$'!2/*0!+,)!
$'+)/'&8!5$5)<*/\!*2!+,)!EWD!(&'!5/*B$%)!&'!
)'B$/*'0)'+!2*/!0$(/*T$&8!:/*<+,!&'%!/)=
(*'+&0$'&+$*'!*2!+,)!8*&%.!R)1$%#&8!28#$%1!0&G!
&81*!8)&%!+*!(*//*1$*'.!!

2.15.2.9 T&'\1!

E'1#/)!+,&+!+&'\1!2*/!1+*/$':!<&+)/!$'!+,)!EWD!&/):!
- 2/))=%/&$'$':d!
- 8*(&+)%!2*/!(8)&'$':!<$+,*#+!%$10&'+8$':!*+,)/!5&/+1!*2!

+,)!EWD!L*+,)/!+,&'!5&')81Md!
- %/&$')%!%*<'!&#+*0&+$(&88G!*/!0&'#&88G!<,)'!+,)!

0&(,$')!$1!1<$+(,)%!*22d!
- 2$++)%!<$+,!&!<&/'$':!+*!$'%$(&+)!*B)/2$88$':.!

!

T,)/)!1,*#8%!T)!'*!1+&+$(!<&+)/!1+*/)%!<$+,$'!
+,)!WD!&+!&!+)05)/&+#/)!&T*B)!10sC!*/!T)8*<!
55sC!2*/!0*/)!+,&'!2*#/!,*#/1!$2!$+!$1!$'+)'%)%!
+*!(*0)!$'+*!(*'+&(+!<$+,!+,)!8*&%.!T,$1!1,*#8%!
T)!(*'+/*88)%!&'%!0*'$+*/)%!TG!+,)!&#+*0&+$(!
(*'+/*88)/.!

2.15.2.10 

T,)!15)($2$)%!0)(,&'$(&8!&'%!5/*()11!
/).#$/)0)'+1!1,*#8%!T)!0)+.!

S<$+(,)1!&'%!$'%$(&+$':!%)B$()1!
E'1#/)!+,&+!+,)!*5)/&+$':!(G(8)!$1!1+&/+)%!TG!0)&'1!*2!&!1$':8)!
1<$+(,.!
!
E'1#/)!+,&+!)&(,!1<$+(,,!:&#:)!*/!$'%$(&+$':!%)B$()!$'+)'%)%!
+*!T)!#1)%!TG!+,)!*5)/&+*/!$1!0&/\)%!<$+,!&'!&55/*5/$&+)!
1G0T*8!&'%/*/!8&T)88)%!<$+,!&!%)1(/$5+$*'!*2!+,)!2#'(+$*'.!!
!
T,)!2*88*<$':!$'%$(&+*/1!1,&88!T)!8*(&+)%!&+!+,)!8*&%$':!)'%!*2!
+,)!WD:!

- b$'=5/*()11td!
- b2&#8+td!
- ,*#/1!/#'!0)+)/!*/!(G(8)!(*#'+)/!+,&+!(&''*+!T)!/)=1)+!

TG!+,)!#1)/d!
- b(G(8)!(*058)+)td!
- b$'1#22$($)'+!5/*()11!(,)0$(&81!+*!(*058)+)!(G(8)td!
- +)05)/&+#/).!

!

T,)!$'1+/#0)'+!/)&%$':!&'%!8):)'%!1,&88!T)!
8):$T8)!&+!&!%$1+&'()!*2!1!0!2/*0!+,)!0&(,$')!
<,)'!+)1+)%!$'!&((*/%&'()!<$+,!6.6.2.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   - EWD (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.11 T,)! 15)($2$)%! 0)(,&'$(&8! &'%! 5/*()11!
/).#$/)0)'+1!1,*#8%!T)!0)+.!!L(*'+$'#)%M!

E'%*1(*5)!(,&'')8!$//$:&+$*'!!
E'1#/)! +,&+! +,)! B&/$*#1! 5/*()11! 28#$%1! L(8)&'$':!
1*8#+$*'1,!%$1$'2)(+&'+,!/$'1)<&+)/M!&/)!&T8)!+*!28*<!
+,/*#:,! )&(,! *2! +,)! $'+)/'&8! (,&'')81! &'%/*/!
(&B$+$)1!*2!+,)!)'%*1(*5).!

A11#/&'()! +,&+! +,$1! ,&1! +&\)'! 58&()! 1,&88! T)!
5/*B$%)%:!
!
L1M! TG!+,)!&#+*0&+$(!(*'+/*88)/!5/*B$%$':!0)&'1!+*!

B)/$2G! +,)! 28*<!*2! 5/*()11! 28#$%1! +,/*#:,!)&(,!
(,&'')8! %#/$':! &+! 8)&1+! 5&/+! *2! +,)! (8)&'$':,!
%$1$'2)(+$':!&'%!/$'1$':!1+&:)1.!

L2M! TG!/).#$/$':!$'!+,)!$'1+/#(+$*'1!2*/!#1)!+,&+!+,)!
#1)/:!
- B)/$2$)1! +,&+!&88! (,&'')81!&88*<! +,)! 28*<!*2!

<&+)/!T)2*/)!+,)!%)B$()! $1! 8*&%)%! $'+*! +,)!
EWDd!

- (*'2$/01! +,&+! &88! ')()11&/G! (*'')(+$*'1!
<)/)!0&%)!T)2*/),!&'%!<)/)!1+$88! $'!58&()!
&+!+,)!)'%!*2,!+,)!(G(8)d!

- (*'2$/01!TG!/)2)/)'()!+*!+,)!EWD!5/*()11!
/)(*/%! +,&+! +,)! 1#558G! *2! 5/*()11! 28#$%1!
<&1!0&$'+&$')%! %#/$':! )&(,! 1+&:)! *2! +,)!
5/*()11d!

- B)/$2$)1! 28*<! +,/*#:,! )&(,! )'%*1(*5)!
(,&'')8! &+! +,)! )'%! *2! )&(,! *5)/&+$*'&8!
(G(8)!*/!$00)%$&+)8G!T)2*/)!#1).!

!
E'1#/)! +,&+! +,)! EWD! 0&'#2&(+#/)/! 5/*B$%)1! &!
%$&:/&0!*2!+,)!($/(#8&+$*'!5&+,<&G!*2!+,)!28#$%1!2*/!
&88! (,&'')81! *2! +,)! )'%*1(*5),! T&1)%! *'!
$'2*/0&+$*'!2/*0!+,)!)'%*1(*5)!0&'#2&(+#/)/.!
!
!

EB)'!+,*#:,!+,)!28*<!*2!28#$%!+,*#:,!(,&'')81!0&G!,&B)!
T))'! B)/$2$)%! T)2*/)! +,)! $'1+/#0)'+! <&1! 58&()! $'! +,)!
EWD,! T8*(\&:)! (&'! *((#/! %#/$':! 5/*()11$':! <,)'!
1*$8$':! %$18*%:)%! 2/*0!*')! 58&()! T)(*0)1! +/&55)%! $'! &!
0*/)!/)1+/$(+)%!5&/+!*2!+,)!$'1+/#0)'+.!
!
O5+$*'!L1M!&88*<1!2*/!/)5)&+)%!&#+*0&+$(!(*'2$/0&+$*'!*2!
28*<!&'%!+,)!&T*/+$*'!*2!+,)!(G(8)!$2!&!(,&'')8!$1!T8*(\)%!
*/!,&1!'*!0)&'1!*2!28*<!$'!58&().!!
!
B)2*/)! (,**1$':! ).#$50)'+! (*'2*/0$':! <$+,! *5+$*'! 2M!
#1)/1!1,*#8%!(*'1$%)/!+,)!$'(/)&1)%!/).#$/)0)'+!2*/!1+&22!
+/&$'$':,!1+&22!+$0)!%#/$':!/)5/*()11$':!&'%!+,)!8&(\!*2!&'!
$'%)5)'%)'+!/)(*/%!+,&+!+,)!5/*()11!<&1!(&//$)%!*#+!$'!&!
1&+$12&(+*/G!0&'')/.!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
T,)! 28*<! %$&:/&0! 1,*#8%! T)! 5/*B$%)%! 2*/! )&(,! +G5)! */!
2&0$8G!*2!)'%*1(*5)!+,&+!+,)!EWD!$1!$'+)'%)%!+*!5/*()11!
T,)! 28*<! %$&:/&0! &'%/*/! $'1+/#(+$*'1! 1,*#8%! 1,*<! &'G!
8$0$+&+$*'1! *'! ,*<,! */! +*! <,$(,! 5*/+! *'! +,)! WD,! +,)!
)'%*1(*5)!(,&'')81!(&'!T)!(*'')(+)%.!
!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   - EWD (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.12 T,)! 15)($2$)%! 0)(,&'$(&8! &'%! 5/*()11!
/).#$/)0)'+1!1,*#8%!T)!0)+.!!L(*'+$'#)%M!

!

E'%*1(*5)!(,&'')8!$//$:&+$*'!!L(*'+$'#)%M!
T,)!0$'$0#0!&'%!0&]$0#0!28*<!&'%!0&]$0#0!
5/)11#/)!+,&+!+,)!EWD!$1!%)1$:')%!+*!%)8$B)/!+*!
)&(,! (,&'')8! */! (,&'')8! 1G1+)0! 1,*#8%! T)!
15)($2$)%.!
!
I'! +,)! (&1)! <,)/)! %$22)/)'+! (,&'')81! &/)!
$//$:&+)%! &+! %$22)/)'+! 5/)11#/)1,! +,)! (*'')(+$*'!
1G1+)01! 1,&88! T)! %)1$:')%! +*! 5/)B)'+! $'(*//)(+!
(*'')(+$*'.!
 
E'1#/)! +,&+!<,)'!*')!*/!0*/)!(,&'')81!*2! +,)!
%)B$()! $1! *T1+/#(+)%,! +*! &'! )]+)'+! +,&+! <*#8%!
$05&$/!+,)!)22$(&(G!*2!+,)!5/*()11,!+,)!&#+*0&+$(!
(*'+/*88)/!1,&88!(&#1)!&!2&#8+!+*!T)!$'%$(&+)%.!
!
E'1#/)! +,&+!<,)'!*')!*/!0*/)!(,&'')81!*2! +,)!
%)B$()! $1! '*+! (*'')(+)%! +*! +,)! WD! +,)!
&#+*0&+$(! (*'+/*88)/! 1,&88! (&#1)! &! 2&#8+! +*! T)!
$'%$(&+)%.!!
!
E'1#/)!+,&+!+,)!&#+*0&+$(!(*'+/*88)/!B)/$2$)1!+,&+!
+,)! %#/&+$*'! *2! 28*<! *2! +,)! /)8)B&'+! 5/*()11!
28#$%1!0)+! */! )]())%)%! +,)!0$'$0#0! )]5*1#/)!
+$0)1! )1+&T8$1,)%,! %#/$':! B&8$%&+$*'! 1+#%$)1,! &1!
')()11&/G! 2*/! )&(,! 5/*()11! 1+&:).! F&$8#/)! +*!
&(,$)B)! +,)! /).#$/)%! 28*<!1,&88!(&#1)!&! 2&#8+! +*!
T)!$'%$(&+)%.!
!
E'1#/)!+,&+!<,)'!+,)/)!$1!&!(*00*'!(*'')(+$*'!
2*/! 28#$%! &+! +,)! 1&0)! 1#558G! 5/)11#/)! +*! 0*/)!
+,&'! *')! (,&'')8,! +,)! WD! 0&'#2&(+#/)/! 1,&88!
5/*B$%)!)B$%)'()! +,&+! +,)! 28*<! +,/*#:,!)&(,!*2!
+,)! (,&'')81!0))+1,! */! )]())%1,! +,)!0$'$0#0!
/).#$/)%! 2*/! )22)(+$B)! (8)&'$':,! %$1$'2)(+$*'! &'%!
/$'1$':!*2!)&(,!%)B$()!+*!T)!5/*()11)%.!!
!

!
I'!EWD1!0))+$':!+,)!&55/*5/$&+)!15)($2$(&+$*',!+,)!)'+/G!
*2! +,)! )'%*1(*5)! (*%)! &+! +,)! 1+&/+! *2! +,)! (G(8)! 1,*#8%!
&#+*0&+$(&88G! 5/*05+! +,)! (*'+/*88)/! +*! (*'2$/0! +,&+! +,)!
&55/*5/$&+)!'#0T)/!*2! (,&'')81! 2*/! +,&+! )'%*1(*5)!&/)!
&++&(,)%!&'%!T)$':!$//$:&+)%.!
!
!
!
W$+,! 1*0)! %)1$:'1! *2! )'%*1(*5)! &! T8*(\&:)! $'! *')!
(,&'')8!0&G!(&#1)!+,)!28*<!$'!+,)!EWD!+*!T)!%$B)/+)%!+*!
&'*+,)/! (,&'')8! */! 5*/+.! ! U'%)/! +,)1)! ($/(#01+&'()1!
%)+)(+$*'! *2! &'! *T1+/#(+$*'! TG! +,)! &#+*0&+$(! (*'+/*88)/!
0&G!'*+!T)!/)8$&T8).!T,)!#1)/!1,*#8%!/)2)/!+*!+,)!%)B$()!
0&'#2&(+#/)/c1!$'1+/#(+$*'1!2*/!+,)!0)+,*%!+*!T)!#1)%!+*!
B)/$2G!+,&+!&88!(,&'')81!&/)!2/))!2/*0!*T1+/#(+$*'1.!!
!

!

!

!

!

!

!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  - EWD  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.13 T,)!EWD!1,*#8%! T)! 2$++)%!<$+,!0)&'1!
+*! B)/$2G! &'%! /)(*/%! +,)! &++&$'0)'+! *2!
+,)!15)($2$)%!5/*()11!(*'%$+$*'1.!

!

!

V)/$2G! TG! 5/*()11! /)(*/%,! $'%)5)'%)'+! 2/*0! +,)!
&#+*0&+$(!(*'+/*88)/.!!

T,)!EWD! 1,*#8%! T)! ).#$55)%!<$+,! &!0#8+$=(,&'')8!
/)(*/%)/,! <$+,! 1)'1*/1! &'%! 1$:'&8! 5/*()11$':!
$'%)5)'%)'+!*2!+,)!&#+*0&+$(!(*'+/*88)/,!+*!/)(*/%!+,)!
5/*()11! B&/$&T8)1! %)+)/0$')%! %#/$':! B&8$%&+$*'!
1+#%$)1! +*! T)! (/$+$(&8! +*! +,)! 1&+$12&(+*/G! *#+(*0)! *2!
+,)!(8)&'$':!&'%!%$1$'2)(+$*'!5/*()11)1.!

E'1#/)! +,&+! +,)! /)(*/%)/! 5/*%#()1! &! 5)/0&')'+!
/)(*/%! +,&+!1,*#8%!/)0&$'! 8):$T8)! 2*/! +,)!%#/&+$*'!*2!
/)(*/%!1+*/&:)!/).#$/)%!TG!'&+$*'&8!/):#8&+$*'1.!

!!

T,$1!8)B)8!*2!5/*()11!B)/$2$(&+$*'!:$B)1!(*'2$/0&+*/G!)B$%)'()!
+,&+!T*+,!+,)!(8)&'$':!&'%!%$1$'2)(+$*'!5/*()11)1!,&B)!+&\)'!
58&()! <$+,$'! +,)! 8$0$+1! )1+&T8$1,)%! %#/$':! B&8$%&+$*'.! I+! $1!
/).#$/)%! T)(&#1)! +,)! )'%*1(*5)! <$88! +G5$(&88G! T)! #1)%!
<$+,*#+! 2#/+,)/! 5/*()11$':! &'%! +,)! /$1\1! *2! #'1&+$12&(+*/G!
(8)&'$':!&'%/*/!%$1$'2)(+$*'!&/)!#'&(()5+&T8).!

T,)!B)/$2$(&+$*'!&81*!:$B)1!&11#/&'()!*2!(8)&'$':! $'! 8#0)'1/!!
(,&'')81!<,$(,!(&''*+!T)!B$1#&88G!$'15)(+)%.!

T,)/0&8!/)(*/%!5&5)/1!&/)!#'8$\)8G! +*!0))+! +,)!/).#$/)0)'+!
2*/!&!5)/0&')'+!/)(*/%.!

2.15.2.14 T,)! 15)($2$)%! /).#$/)0)'+1! 2*/! 1)82=
%$1$'2)(+$*'!*2!+,)!EWD!1,*#8%!T)!0)+.!

E'1#/)!+,&+!+,)!1)82=%$1$'2)(+$*'!(G(8):!

- $1! *5)/&+)%! #'%)/! +,)! (*'+/*8! *2! +,)! &#+*0&+$(!
(*'+/*88)/d!

- $1!&!#1)/=1)8)(+&T8)!(G(8)d!

- 5/*B$%)1! 2*/! %$1$'2)(+$*'! *2! +,)! (,&0T)/! &'%!&88!
8$.#$%! +/&'15*/+! 1G1+)01! L)](8#%$':! 1$':8)=#1)!
(*'+&$')/1!2*/!5/*()11!(,)0$(&81Md!

- $'(8#%)1! 0)&'1! +*! <&/'! +,)! #1)/! +,&+! +,)! WD!
0#1+! T)! *5)/&+)%! <$+,*#+! &'G! 8*&%! $'! +,)!
(,&0T)/! &'%,! 1*! 2&/! &1! 0&G! T)! 5/&(+$(&T8),!
$'(8#%)1! 0)&'1! +*! B)/$2G! +,&+! '*! %)B$()! $1!
5/)1)'+!T)2*/)!+,)!(G(8)!<$88!*5)/&+)d!

- $'! +,)! (&1)! *2! &! +,)/0&8! 1)82=%$1$'2)(+$*'! *2! +,)!
WD,! )'1#/)! +,&+! &88! +,)! 5&/+1! *2! +,)! ,)&+$':!
1G1+)0! &'%! +,)! &11*($&+)%! 5$5)<*/\,! B$&!<,$(,!
+,)!<&+)/!*/!+,)!1+)&0!/)&(,!+,)!WD!+&'\,!&++&$'!
&'!!*!B&8#)!*2!&+!8)&1+!600.!

!

T,)!1)82=%$1$'2)(+$*'!5/*()11!$1!%)1$:')%!+*:!
- )'1#/)! +,&+! +,)! EWD! %*)1! '*+! T)(*0)! &! 2*(#1! 2*/!
(*'+&0$'&+$*'!*2!+,)!8*&%d!

- 5/*B$%)! &! ! 0)&'1! *2! %$1$'2)(+$':! +,)! EWD! &2+)/!
$'+)/B)'+$*'1!2*/!0&$'+)'&'(),!/)5&$/1!*/!+)1+$':!

- %)&8! <$+,! &! 1$+#&+$*'! <,)/)! +,)! EWD! ,&1! T)(*0)!
(*'+&0$'&+)%! ):! +,/*#:,! 2&$8#/)! *2! +,)! <&+)/! +/)&+0)'+!
1G1+)0.!!

!
T,)!EWD!0&'#2&(+#/)/! 1,*#8%! 5/*B$%)! %)+&$81! *2! +,)! EWD!
5&/+1!1#Te)(+)%!+*!+,)!1)82=%$1$'2)(+$*'!(G(8)!&'%!<,)+,)/!+,$1!
$'(8#%)1!+,)!<&+)/!+/)&+0)'+!).#$50)'+.!
!
F8#$%!5&+,1! $'(8#%$':!+,)!5$5$':!2*/!/$'1)!<&+)/!0&G!%)B)8*5!
&! 8&G)/! *2! T$*2$80! (*'+&$'$':! 0$(/*=*/:&'$101! $'! &! 1+&+)! $'!
<,$(,! +,)G! &/)! ,$:,8G! /)1$1+&'+! +*! (,)0$(&8! %$1$'2)(+$*'.!
T,)/0&8! %$1$'2)(+$*'! #1$':! 0*$1+! ,)&+! $1! +,)/)2*/)! +,)!
5/)2)//)%! 0)+,*%! *2! 1)82=%$1$'2)(+$*'.! B)(&#1)! +,)!
)'%*1(*5)!$1!'*+! $'!58&()!%#/$':!+,$1!(G(8),!+,)!+)05)/&+#/)!
(&'!T)!,$:,)/!+,&'!+,)!'*/0&8!*5)/&+$':!(G(8).!
!
T,)! 0)+,*%1! 2*/! +)1+$':! (*058$&'()! ! L+,)/0*0)+/$(! */!
0$(/*T$*8*:$(&8!&1!&55/*5/$&+)M!&/)!:$B)'!$'!A'')]!2.!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment  - EWD  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.2.16 T,)! 15)($2$)%! )':$'))/$':! 1)/B$()1! 1,*#8%!
T)!5/*B$%)%.!

!

T,)! EWD! <$88! /).#$/)! )]+)/'&8! 1)/B$()! (*'')(+$*'.!
T,)1)!0&G!!$'(8#%):=!

- <&+)/!L*2!B&/$*#1!.#&8$+$)1M!
- )8)(+/$(&8!(*'')(+$*'!
- (*05/)11)%!&$/!
- %/&$'&:)!
- B)'+$8&+$*'!

T,)! EWD! 0&'#2&(+#/)/! 0#1+! 0&\)! (8)&/! &+! &'! )&/8G!
1+&:)!<,$(,! 1)/B$()1!<$88! T)! '))%)%! &'%! :$B)! %)+&$8)%!
/).#$/)0)'+1!2*/!)&(,!1)/B$().!

!

F&$8#/)! +*! +&\)!'*+)!*2! +,)! $'1+&88&+$*'! /).#$/)0)'+1!
15)($2$)%! TG! +,)! EWD! 0&'#2&(+#/)/! (&'! 8)&%! +*!
#'')()11&/G!%)8&G1! $'! $'1+&88&+$*'!&'%!5)/2*/0&'()!
.#&8$2$(&+$*'.!

T,)1)! /).#$/)0)'+1!0&G!&81*!,&B)! $058$(&+$*'1! 2*/!
+,)! (,*$()! *2! 8*(&+$*'! &'%! +,)! 15&()! /).#$/)%,! 2*/!
)]&058)!2*/!&'G!<&+)/!+/)&+0)'+!58&'+.!!!

2.15.2.17 T,)! B&8$%&+)%! EWD! 1,*#8%! /)0&$'! $'!
(*058$&'()!<$+,!+,)!&:/))%!15)($2$(&+$*'.!

!

S#Te)(+! )&(,! EWD! +*! B&8$%&+$*'! +)1+1! L$'1+&88&+$*'! &'%!
5)/2*/0&'()!.#&8$2$(&+$*'!*'!2$/1+!$'1+&88&+$*'M.!

U'%)/+&\)!&!5/*:/&00)!*2!/*#+$')!+)1+1.!

D)0*'1+/&+)!(*'+$'#)%!(*058$&'()!TG!5)/$*%$(!+)1+$':.!

E1+&T8$1,! &! 5/*:/&00)! *2! %*(#0)'+)%! 58&'')%!
5/)B)'+$B)!0&$'+)'&'(),!$'!8$')!<$+,!+,)!0&'#2&(+#/)/c1!
$'1+/#(+$*'1.!

R)5)&+! +,)!B&8$%&+$*'!+)1+1!&2+)/!&'G!0&e*/!T/)&\=%*<'!
*/!%)1$:'!0*%$2$(&+$*'!*2!+,)!$'1+&88)%!0&(,$').!

!

S))!A'')]!1!&'%!2.!

2.15.2.18 T,)!EWD!1,*#8%!T)!*5)/&+)%!$'!&((*/%&'()!
<$+,!+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!

P/)5&/)! &'%! $058)0)'+! &! %*(#0)'+)%! 5/*()%#/)! 2*/!
)&(,! EWD,! $'! 8$')! <$+,! +,)! EWD! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1.!

E'1#/)! +,&+! +,)! EWD! $1! *5)/&+)%! TG! 1+&22! <,*! ,&B)!
T))'!+/&$')%!&'%!&/)!&11)11)%!&:&$'1+!&!1\$881!/):$1+)/.!

R)(*/%!%)+&$81!*2!+,)!)'%*1(*5)1!5/*()11)%,!(G(8)!&'%!
*5)/&+*/!%)+&$81.!

U'%)/+&\)! 5)/$*%$(! &#%$+1! *2! ).#$50)'+,! 1+&22! &'%!
2&($8$+G.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.3  Drying / storage cabinet! ! !

2.15.3.1 E'%*1(*5)1!1,*#8%!T)!1+*/)%!,&':$':!
B)/+$(&88G!$'!&!%)1$:'&+)%!%/G!&'%!<)88!
B)'+$8&+)%!(#5T*&/%.!!

1M! U1)! &! 5#/5*1)=T#$8+! 1+*/&:)! (&T$')+,! 5/*B$%$':! &!
HEPA!2$8+)/)%!&$/!%/G$':!1G1+)0.!

2M! U1)!&!%)1$:'&+)%!(#5T*&/%!<,$(,!$1!B)'+$8&+)%!&'%!
%/G.!

E'1#/)! +,&+! +,)! )'%*1(*5)1! ,&B)! 1#22$($)'+! 15&()! +*!
,&':!B)/+$(&88G.!

!!

U1)! *2! &! 5#/5*1)=T#$8+! 1+*/&:)! (&T$')+! 5/*B$%$':! &!
HEPA! 2$8+)/)%! &$/! %/G$':! 1G1+)0! \))51! %/G!
)'%*1(*5)1! 2/))! 2/*0! &%B)'+$+$*#1! 0$(/*T$&8!
(*'+&0$'&+$*'.!!T,)!/$1\!*2!(*'+&0$'&+$*'!$'(/)&1)1!
<$+,! 1+*/&:)! +$0)! &'%! 72! ,*#/1! $1! +,)! 0&]$0#0!
5)/$*%!B&8$%&+)%!TG!+,)!0&'#2&(+#/)/1.!

2.15.3.2 T,)!%/G$':!/!1+*/&:)!(&T$')+!1,*#8%!0))+!
+,)!15)($2$)%!/).#$/)0)'+1.!

! !

K)G!/).#$/)0)'+1!$'(8#%):!
- 2*/()%!&$/!($/(#8&+$*'d!
- +)05)/&+#/)!(*'+/*88)%d!
- +)05)/&+#/)!$'%$(&+*/d!
- 8*(\&T8)!%**/.!

!

E'%*1(*5)! %/G$':! (&T$')+1! &/)! &B&$8&T8)! +,&+!
$'(*/5*/&+)! #/B! 8$:,+! &1! &! 0)&'1! *2! 5/*,$T$+$':! /)=
(*'+&0$'&+$*'!%#/$':!1+*/&:).!!

2.15.3.3 T,)!&55/*5/$&+)!1)/B$()1!1,*#8%!T)!5/*B$%)%
! !

E'1#/)!&'!)8)(+/$(&8!(*'')(+$*'!$1!&B&$8&T8).!

!

!

2.15.3.4 V&8$%&+$*'!5/*()%#/)1!1,*#8%!T)!#'%)/+&\)'!

! !

M)&1#/)!+,)!+)05)/&+#/)!5/*2$8)!+,/*#:,*#+!(,&0T)/.!

E1+&T8$1,! +,)! 0$'$0#0! +$0)/+)05)/&+#/)! /).#$/)%! 2*/!
%/G$':!

!

!

2.15.3.5 R*#+$')!+)1+$':! ! P*/+&T8)!A558$&'()!T)1+$':!LPATM.! !

2.15.3.6 M&$'+)'&'()!5/*()%#/)1!1,*#8%!T)!
#'%)/+&\)'.!

F*/! 0&$'+)'&'()! &'%! /)5&$/! *2! +,)! 5#/5*1)=T#$8+!
%/G$':/1+*/&:)! (&T$')+,! 2*88*<! +,)! 0&'#2&(+#/)/1!
$'1+/#(+$*'1.!

!

!

02.15.3.7 T,)!%/G$':!(&T$')+!1,*#8%!T)!*5)/&+)%!$'!
&((*/%&'()!<$+,!&:/))%!5/*()%#/)1.!!

P/)5&/)!&'%!$058)0)'+!&!%*(#0)'+)%!5/*()%#/).!

E'1#/)! +,&+! 1+&22! &/)! +/&$')%! &'%! &11)11)%! &:&$'1+! &!
1\$881!/):$1+)/.!!

R)(*/%!%)+&$81!*2!$+)01!1+*/)%!TG!+,)!*5)/&+*/.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.4 Ultrasonic cleaner – for reusable accessories ! !

2.15.4.1 T,)!#8+/&1*'$(! (8)&')/! 1,*#8%!T)!%)1$:')%!
&'%! 0&'#2&(+#/)%! +*! 0))+! +,)! /).#$/)%!
(8)&'$':!5)/2*/0&'().!

!

E'1#/)! +,&+,! $2! 15)($2$)%! $'! +,)! )'%*1(*5)!
0&'#2&(+#/)/c1! $'1+/#(+$*'1,! &'! #8+/&1*'$(! (8)&')/! +*!
&'! &55/*5/$&+)! 15)($2$(&+$*'! $1! #1)%! 2*/! (8)&'$':! /)=
#1&T8)!&(()11*/$)1.!

K)G!2)&+#/)1!*2!+,)!15)($2$(&+$*'!$'(8#%)!+,)!2*88*<$'::=!

- &!1)(#/)8G!2$++$':!8$%!+*!5/)B)'+!+,)!)0$11$*'!*2!
&)/*1*81d!

- &!+$0)/!+*!(*'+/*8!)]5*1#/)!+$0)d!

- ,)&+)/!+*!(*'+/*8!+)05)/&+#/)!*2!+,)!+&'\d!

- &!%/&$'&:)!+&5!&+!+,)!T&1)!*2!+,)!2/))!%/&$'$':!
+&'\,! +*! )'1#/)! +,)! %)+)/:)'+! 1*8#+$*'! (&'!
(,&':)%!/):#8&/8G in situN!

- &!%$15)'1)/!2*/!\'*<'!B*8#0)1!*2!%)+)/:)'+.!

!

U8+/&1*'$(! (8)&')/1! &/)! #1)%! +*! %$18*%:)! 1*$8$':! 2/*0!
$'+/$(&+),! %$22$(#8+! +*! (8)&'! $+)01! 1#(,! &1! /)#1&T8)!
&(()11*/$)1.! ! T,)G! &/)! '*+! :)')/&88G! 1#$+&T8)! 2*/!
)'%*1(*5)1.! U8+/&1*'$(! (8)&')/1! &/)! 8)11! )22)(+$B)! *'!
58&1+$(!<,$(,!&T1*/T1!0#(,!*2!+,)!#8+/&1*'$(!)')/:G.!

L&/:)/!#8+/&1*'$(!T&+,1!,&B)!&!8$%!$'+)/8*(\!+*!)'1#/)!+,&+!
+,)!*5)/&+*/c1!,&'%!(&''*+!T)!$00)/1)%!$'!+,)!#8+/&1*'$(!
(8)&')/!%#/$':!&'!*5)/&+$':!(G(8).!

T,)! 5/*()11! $1! (*'+/*88)%! TG! +$0)! &'%! +)05)/&+#/).!
U8+/&1*'$(! (8)&')/1! $'! 0)%$(&8! %)B$()! &558$(&+$*'1! &/)!
+G5$(&88G! *5)/&+)%!&+! +)05)/&+#/)1! T)+<))'!&0T$)'+! &'%!
40uC!+*!0$'$0$1)!+,)!/&+)!*2!(*&:#8&+$*'!*2!5/*+)$'&()*#1!
0&+)/$&8! $'! 1*$8$':! &'%! T)! (*05&+$T8)! <$+,! )'VG0&+$(!
%)+)/:)'+1.!V&8$%&+$*'!#1$':!+)1+!1*$81!$1!/)(*00)'%)%.!

F*/! 0*/)! %)+&$8)%! :#$%&'()! *'! %)1$:'! 15)($2$(&+$*'! &'%!
+)1+$':,! 1))! SHTM! 2030=1,! SHTM! 2030=3! &'%! +,)! LDU!
:#$%&'().!

!

2.15.4.3 T,)!#8+/&1*'$(!+&'\!1,*#8%!T)!2$88)%!<$+,!&'!
&.#)*#1! 1*8#+$*'! *2! %)+)/:)'+!0))+$':! +,)!
&55/*5/$&+)!15)($2$(&+$*'.!

!

F*88*<! +,)!#8+/&1*'$(!T&+,!0&'#2&(+#/)/c1! $'1+/#(+$*'1!
&'%!15)($2$(&+$*'!*2!%)+)/:)'+.!!

U1)!&!8*<!2*&0$':!%)+)/:)'+!<$+,!:**%!1#/2&(+&'+!&'%!
1*$8!%$15)/1$*'!5/*5)/+$)1.!

U1)!1*2+)')%!*/!5#/$2$)%!<&+)/!

E'1#/)!+,)!%)+)/:)'+!1*8#+$*'!$1!(,&':)%!2/).#)'+8G!!

S))! SAN! LSCM! 03/11! D)(*'+&0$'&+$*'! *2! /)=#1&T8)!
0)%$(&8! %)B$()1:! C*'+/*8! *2! &.#)*#1! 1*8#+$*'1! $'!
#8+/&1*'$(!(8)&')/1!

T,)! 1*8#+$*'! $'! +,)! +&'\! 1,*#8%! &8<&G1! T)! %/&$')%! &'%!
/)2$88)%! $2!B$1$T8G!(*8*#/)%!*/!(8*#%G.! ! I+!1,*#8%!'*+!T)! 8)2+!
#'(,&':)%!%#/$':!#1)!2*/!$'+)/B&81!)]())%$':!4!,/1.!A2+)/!
#1),!+,)!+&'\!1,*#8%!T)!%/&$')%!%/G.!

!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment –  (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.4.4 T,)! #8+/&1*'$(! (8)&')/! 1,*#8%! T)! *5)/&+)%!
$'!&((*/%&'()!<$+,!&:/))%!5/*()%#/)1.!!

P/)5&/)! &'%! $058)0)'+! &! %*(#0)'+)%! 5/*()%#/),!
$'(8#%$':!(G(8)!+$0),!+)05)/&+#/),!(,*$()!*2!%)+)/:)'+.!

E'1#/)! +,&+!1+&22!&/)! +/&$')%!&'%!&11)11)%!&:&$'1+!&!
1\$881!/):$1+)/.!!

R)(*/%!%)+&$81!*2!$+)01!5/*()11)%!TG!+,)!*5)/&+*/.!

I2! +,)!#8+/&1*'$(!(8)&')/!%*)1!'*+!,&B)!&! 8$%! $'+)/8*(\! +,)!
5/*()%#/)!1,*#8%!15)($2G!+,&+:!

- +,)!(8)&')/!1,*#8%!'*+!T)!*5)/&+)%!#'8$%%)%d!

- +,&+!*5)/&+*/1!1,*#8%!'*+!5#+!+,)$/!,&'%1!$'!+,)!<&+)/!
<,$8)!+,)!#8+/&1*'$(1!&/)!&(+$B).!

!

2.14.4.5 R*#+$')!+)1+$':!&'%!0&$'+)'&'()!1,*#8%!T)!
(&//$)%!*#+.!!

T)1+! +,)! #8+/&1*'$(! &(+$B$+G! TG! *T1)/B$':! +,)! )/*1$*'!
5&++)/'!*'!&8#0$'$#0!2*$8!1+/$51.!

U'%)/+&\)!PAT!+)1+$':.!

F*88*<! +,)! 0&'#2&(+#/)/c1! $'1+/#(+$*'1! *'!
0&$'+)'&'().!

D)+&$81!*2!+,)!2*$8!&T8&+$*'!+)1+!&/)!:$B)'!$'!SHTM!2030=3.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.15 Decontamination equipment   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.15.5 Small steam sterilizer   –   for reusable accessories ! !

2.15.5.1 S+)&0! 1+)/$8$V&+$*'! *2! /)=#1&T8)! &(()11*/$)1!
1,*#8%! T)! #'%)/+&\)'! $'! &! B&8$%&+)%! 1+)/$8$V)/!
%)1$:')%!+*!0))+!+,)!15)($2$)%!5)/2*/0&'().!!

!

E'1#/)! +,&+! +,)! )'%*1(*5)! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1! &/)! 2*88*<)%,! $'(8#%$':! &'G!
8$0$+&+$*'1!*'!+,)!1+)/$8$V&+$*'!+)05)/&+#/).!

E'1#/)! +,&+! +,)!1+)/$8$V)/! $1!#1)%! 2*/! +,)! +G5)!*2!
5/*%#(+!2*/!<,$(,!$+!$1!%)1$:')%.!!

E'1#/)! +,&+! +,)! 1#$+&T$8$+G! *2! &! 5&/+$(#8&/! 1+)&0!
1+)/$8$V&+$*'! 5/*()%#/)! 2*/! &! 5&/+$(#8&/! /)=#1&T8)!
&(()11*/G!$1!B)/$2$)%!TG!B&8$%&+$*'.!!

!

T,)! '))%! +*! \))5! /)=#1&T8)! &(()11*/$)1! $'! &! (*'+/*88)%!
1)+! <$+,! +,)! )'%*1(*5)! 0&G! ')()11$+&+)! +,)! #1)! *2! &!
10&88! 1+)&0! 1+)/$8$V)/! +*! SHTM! 2010! */! +,)! /)()'+!
1+&'%&/%! BS! EN! 13060! <,$(,! <*#8%! T)! 8*(&+)%! $'! +,)!
ERU.!

G#$%&'()! *'! +,)! B&8$%&+$*',!0&$'+)'&'()! &'%! +)1+$':! *2!
10&88!1+)&0!1+)/$8$V)/1!$1!:$B)'!$'!+,)!LDU!:#$%&'()!&'%!
MDA!DB!2002L6M.!

!

2.15.5.2 T,)!/)=#1&T8)!&(()11*/$)1!1,*#8%!T)!+,*/*#:,8G!
(8)&'!T)2*/)!1+)/$8$V&+$*'.!

E'1#/)! +,&+! +,)! )'%*1(*5)! 0&'#2&(+#/)/c1!
$'1+/#(+$*'1! 2*/! 0&'#&8! &'%/*/! #8+/&1*'$(!
(8)&'$':!&/)!2*88*<)%.!

!

G#$%&'()! *'! +,)! #1)! *2! #8+/&1*'$(! (8)&')/1! $1! :$B)'! $'!
2.15.4!&'%!$'!+,)!LDU!:#$%&'().!

2.15.5.3 T,)!*5+$*'!*2!#1$':!&!1+)&0!1+)/$8$V&+$*'!5/*()11!
1,*#8%! T)! (*05&/)%! <$+,! #1$':! 1$':8)=#1)!
&(()11*/$)1.!

C*'1$%)/&+$*'1! $'!#1$':!&!10&88! 1+)&0!1+)/$8$V)/!
$'!+,)!ERU!$'(8#%):=!

- +,)!+$0)!/).#$/)%!2*/!%&$8G!+)1+$':d!
- $'1+&88&+$*'!&'%!(*00$11$*'$':!+)1+1d!
- 0&$'+)'&'()!&'%!5)/$*%$(!+)1+$':d!
- *5)/&+$*'&8! (*1+1! L)8)(+/$($+G,! 1+)/$8)!

<&+)/,!$'1#/&'()!)+(Md!
- (*1+!*2!+/&$'$':!*5)/&+*/1d!
- /)8$&T$8$+G!2&(+*/!L<,)/)!&11)11&T8)Md!
- (*1+!*2!0))+$':!8):&8!/).#$/)0)'+1.!

!

A$0!+*!#1)!1$':8)=#1)!&(()11*/$)1!<,)/)B)/!5*11$T8).!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

!
2.16 Water supply 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.16.1 T,)! .#&8$+G! *2! <&+)/! #1)%! &+! &88! 1+&:)1! $'! +,)!
%)(*'+&0$'&+$*'! 5/*()11! $1! (/$+$(&8! +*! +,)!
1#(()112#8!*#+(*0)!*2!+,)!5/*()11.!!

!

W&+)/!*2!*5+$0#0!.#&8$+G! 2*/!)&(,!1+&:)!*2! +,)!
%)(*'+&0$'&+$*'!5/*()11!1,*#8%!T)!5/*B$%)%.!

M&'#&8!5/)=(8)&'$':!g! +,)!<&+)/!.#&8$+G!1,*#8%!
T)!(*05&+$T8)!<$+,! +,)!%)+)/:)'+!#1)%!&'%! +,)!
0&+)/$&81!*2!(*'1+/#(+$*'!*2!+,)!)'%*1(*5).!

S))\! &%B$()! 2/*0! +,)! 0&'#2&(+#/)/! *2! +,)!
)'%*1(*5)!&'%!+,)!0&'#2&(+#/)/!*2!+,)!5/*()11!
(,)0$(&8L1M.!

A#+*0&+)%!5/*()11$':!$'!+,)!EWD!

A+! )&(,! 1+&:)! $'! +,)! 5/*()11! +,)!<&+)/! .#&8$+G!
1,*#8%!T)!(*05&+$T8)!<$+,:!

- +,)!0&+)/$&81!*2!(*'1+/#(+$*'!*2!+,)!WDd!

- +,)!8*&%!$+)01!+*!T)!5/*()11)%d!

- +,)!5/*()11!(,)0$(&8!L&%%$+$B)M!#1)%d!

- +,)! 5/*()11! /).#$/)0)'+1! *2! +,&+!
5&/+$(#8&/!1+&:).!

T,)! EWD! 0&'#2&(+#/)/! 1,*#8%! 15)($2G! +,)!
.#&8$+G!*2!<&+)/!/).#$/)%!2*/!)&(,!5/*()11!1+&:).!

T,)!.#&8$+G!*2!+,)!2$'&8!/$'1)<&+)/!$1!(/$+$(&8.!!

S))\!&%B$()!&81*! 2/*0! +,)!0&'#2&(+#/)/! *2! +,)!
)'%*1(*5),! +,)! 0&'#2&(+#/)/! *2! +,)! 5/*()11!
(,)0$(&8,! <&+)/! +/)&+0)'+! 58&'+! 0&'#2&(+#/)/!
&'%!+,)!APLSM.!

!

T,)!\)G!2&(+*/1,!8$1+)%!$'!SHTM!2030=1,!&/):!

- ,&/%')11!!!

- +)05)/&+#/)!

- $*'$(!(*'+&0$'&'+1!

- 0$(/*T$&8!5*5#8&+$*'!!!!

- T&(+)/$&8!)'%*+*]$'1!!!!!!!!!!

!

2.16.2 W&+)/!2/*0!+,)!0&$'1!1,*#8%!T)!1#Te)(+)%!+*!&'!
&55/*5/$&+)! +/)&+0)'+! +*! 5/*B$%)! +,)! *5+$0#0!
.#&8$+G! 2*/! )&(,! 1+&:)! $'! +,)! %)(*'+&0$'&+$*'!
5/*()11.!!

T,)! &B&$8&T8)! 0)+,*%1! *2! <&+)/! +/)&+0)'+!
&55/*5/$&+)!2*/!)'%*1(*5)!%)(*'+&0$'&+$*'!&/):!

- <&+)/!1*2+)')/1!

- <&+)/!%)$*'$1)/1!

- /)B)/1)!*10*1$1!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.16 Water supply     (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.16.3 T,)! .#&8$+G! *2! +,)! <&+)/! 1#558$)%! +*! +,)! EWD!
1,*#8%!T)!0*'$+*/)%.!

E'1#/)!+,&+!+,)!&++&$'0)'+!*2!+,)!/).#$/)%!<&+)/!
.#&8$+G!1#558$)%!+*!+,)!EWD!$1:=!

- 0*'$+*/)%!(*'+$'#*#18Gd!!*/!

- 0*'$+*/)%!5)/$*%$(&88G.!

!

T,)!0*'$+*/$':! 2#'(+$*'! (&'! T)! 5/*B$%)%! TG! ).#$50)'+!
)]+)/'&8! +*! +,)! EWD,! $'1+&88)%! *'! +,)! <&+)/! 1#558G!
1G1+)0.!

2.16.4 W,)'!<&+)/! +/)&+0)'+!).#$50)'+! $1!5&/+!*2! +,)!
EWD,! +,)! 2*/0)/! 1,&88! T)! %)1$:')%! &'%!
(*'1+/#(+)%! 1*! +,&+! $+! (&'! T)! 1#T0$++)%! +*! &!
%$1$'2)(+$*'!5/*()%#/)!5)/$*%$(&88G.!

!

C&//G!*#+!+,)!%$1$'2)(+$*'!*2!+,)!<&+)/!+/)&+0)'+!
).#$50)'+! $'! +,)! EWD! %#/$':! +,)! 1)82=
%$1$'2)(+$*'!(G(8)!

T,)! 2/).#)'(G! *2! %$1$'2)(+$*'! 1,&88! T)! %)($%)%! TG! +,)!
#1)/,! T&1)%! #5*'! \'*<'! $)! 1)&1*'&8! B&/$&+$*'! 1$'! +,)!
.#&8$+G!*2!<&+)/!1#558$)%!+*!+,)!EWD!&'%!+,)!*5)/&+$*'&8!
,$1+*/G!*2!+,)!<&+)/!+/)&+0)'+!).#$50)'+.!

2.16.4 EWD1!0#1+!T)!%)1$:')%,!(*'1+/#(+)%,!$'1+&88)%,!
*5)/&+)%!&'%!0&$'+&$')%!$'!&((*/%&'()!<$+,!+,)!
/).#$/)0)'+1! *2! +,)! /)8)B&'+! M*%)8! W&+)/!
BG)8&<1,!<,*1)! 1(*5)! $'(8#%)1! +,)! 5/)B)'+$*'!
*2! <&1+),! #'%#)! (*'1#05+$*',! 0$1#1)! */!
(*'+&0$'&+$*'!*2!+,)!<&+)/!1#558G.!

C&/)! 0#1+! T)! +&\)'! $'! /)15)(+! *2! +,)! 0&$'1!
<&+)/!1#558G!&'%!/)+#/'!+*!<&1+)!+,/*#:,*#+!+,)!
%)(*'+&0$'&+$*'!5/*()11.!

S))\! &%B$()! 2/*0! +,)! APLSM! &'%! +,)! EWD!
0&'#2&(+#/)/!+*!)'1#/)!8*(&8!(*058$&'().!

A88! +,)! */:&'$1&+$*'1! /)15*'1$T8)! 2*/! <&+)/! 1#558G! ,&B)!
+,)! 1+&+#+*/G! 5*<)/! +*! 0&\)! &'%! )'2*/()! TG)8&<1! +*!
5/)B)'+! <&1+),! )]()11$B)! (*'1#05+$*',! 0$1#1)! */!
(*'+&0$'&+$*'! *2! +,)! <&+)/! 1#558G.! ! T,)! M*%)8! W&+)/!
BG)8&<1!2*/0!+,)!T&1$1!*2!1#(,!TG)8&<1.!

A++)'+$*'!$1!%/&<'!$'!SHTM!2030=1!+*:!

BG)=8&<!38=41!(*'()/'$':!1+*/&:)!($1+)/'1.!!

BG)=8&<! 25! S(,)%#8)! A! (*'()/'$':! +,)! 5*11$T$8$+G! *2!
T&(\28*<! T)$':! ,&/02#8! +*! ,)&8+,! %#)! +*! &! 1#T1+&'()!
T)$':!(*'+$'#*#18G!*/! 2/).#)'+8G!5/)1)'+! L2*/! )]&058)!&!
%$1$'2)(+&'+M!.T,)!/).#$/)%!5/*+)(+$*'!$1!&!TG5)!A!&$/!:&5!
&+!+,)!5*$'+!*2!#1).!

D)+&$8)%! :#$%&'()! *'! +,)! W&+)/! S#558G! BG)=8&<1! $1!
5/*B$%)%!TG!+,)!W&+)/!R)1)&/(,!C*#'($8.!!

!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!=>                                                                                              December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.17 Repair, loan and disposal of endoscopes 

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.17.1 B)2*/)! %)15&+(,! 2/*0! +,)! ERU! 2*/! /)5&$/,!
/)2#/T$1,0)'+!*/!%$15*1&8! +,)!)'%*1(*5)!1,*#8%!
T)!/)'%)/)%!1&2)!+*!,&'%8),!!

E'1#/)!+,&+!+,)!)'%*1(*5)!$1!%)(*'+&0$'&+)%!+*!
&'! &55/*5/$&+)! 8)B)8! T)2*/)! %)15&+(,,! 5&(\)%!
1)(#/)8G! &'%! &((*05&'$)%! TG! &! ()/+$2$(&+)!
1+&+$':! +,)! 0)+,*%! TG! <,$(,! $+! ,&1! T))'!
%)(*'+&0$'&+)%.!
!
O5)/&+)!&!bP)/0$+!+*!<*/\c!1G1+)0.!

T,)! %)(*'+&0$'&+$*'! 5/*()11! 1,*#8%! '*+! (&#1)!
2#/+,)/! %&0&:),! 2*/! )]&058)! TG! $00)/1$':! &'!
)'%*1(*5)! +,&+! ,&1! 2&$8)%! &! 8)&\! +)1+! &'%!
5)/0$++$':!2#/+,)/!$':/)11!$'+*!+,)!1,)&+,!5/$*/!+*!
$+1!/)5&$/.!H*<)B)/,!+,)!)05,&1$1!1,*#8%!&8<&G1!
T)! *'! 5/)1)'+$':! &! %)B$()! <,$(,! $1! &1! 1&2)! &1!
5*11$T8)! +*! ,&'%8)! *'! /)()$5+..! A1! &! 0$'$0#0,!
+,)!)]+)/'&8!1#/2&()1!1,*#8%!T)!<$5)%!(8)&',!+,)!
%)B$()!5&(\&:)%!1)(#/)8G!&'%!&!2#88!)]58&'&+$*'!
:$B)'!*'!+,)!&((*05&'G$':!()/+$2$(&+).!

A! 8)&28)+! :$B$':! :#$%&'()! *'! bP)/0$+! +*! W*/\!
SG1+)01c,! $1! 5#T8$1,)%! TG! +,)! H)&8+,! v! S&2)+G!
E])(#+$B)!L1997M.!

2.17.2 B)2*/)!%)15&+(,!2/*0!+,)!(8$'$(&8!#'$+!*/!ERU!2*/!
8*&'! +*! &'*+,)/! (8$'$(&8! #'$+,! +,)! )'%*1(*5)!
1,*#8%!T)!%)(*'+&0$'&+)%,!

!

E'1#/)! +,&+! +,)! )'%*1(*5)! $1! (8)&',! %$1$'2)(+)%!
&'%!%/G!T)2*/)!+/&'12)/.!

!

2.17.3 S(/&55)%!%)B$()1!0#1+!'*+!2&88!$'+*!+,)!,&'%1!*2!
+,*1)!<,*!0&G!0$1#1)!+,)0,!

E'%*1(*5)1! +,&+! &/)! T)$':! 1(/&55)%! 1,*#8%! T)!
+/&'15*/+)%! &'%! %)1+/*G)%! TG! \'*<',! /)8$&T8)!
(*'+/&(+*/1!<,*!<$88!()/+$2G!+,)$/!%)1+/#(+$*'.!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.18 Design of decontamination facilities 

Para Principle Methods to Achieve Explanatory Notes / Reference 

 Decontamination Area – Endoscope Reprocessing Unit  (ERU)! !

2.18.1 D)(*'+&0$'&+$*'! 1,*#8%! T)! #'%)/+&\)'! $'! &!
%)1$:'&+)%! )'%*1(*5)! /)5/*()11$':! #'$+!
LERUM.!!

!

!

!

!

!

!

!

!!

E'1#/)!+,&+!+,)!ERU!$1!$'!&!58&'')%!8*(&+$*':!

- &%e&()'+!+*!+,)!(8$'$(&8!)'%*1(*5G!&/)&1d!

- ()'+/&8$1)%!&'%!5/*B$%$':!&!58&'')%!1)/B$()! +*!
&!'#0T)/!*2!%$22)/)'+!#1)/!1$+)1!$'!+,)!,*15$+&8d!

- $'(*/5*/&+)%! &1! 5&/+! *2! &'! )]$1+$':!NDU,! LDU!
*/!CDU,!&1!&55/*5/$&+).!

F&(+*/1!+*!T)!(*'1$%)/)%!$'!1)8)(+$':!&!8*(&+$*'!$'(8#%):!
!

- &B&$8&T$8$+G!*2!&55/*5/$&+)8G!1$V)%!#'$+d!
- &(()11!/*#+)1!T)+<))'!#1)/1!&'%!/)5/*()11$':!

2&($8$+Gd!
- +/&'15*/+!/).#$/)0)'+1d!
- /)B)'#)!&'%!(&5$+&8!(*1+1d!
- +#/'&/*#'%! +$0)1! L+&\$':! $'+*! &((*#'+! +,)!

5/*()11! +$0),! ! '#0T)/!*2!5&+$)'+1!5)/! 1)11$*'!
versus!!'#0T)/!*2!)'%*1(*5)1Md!

- $'1+/#0)'+!$'B)'+*/Gd!
- IT!1G1+)01d!
- )':$'))/$':! 1)/B$()1! &'%! 1)/B$()! #+$8$+$)1!

/).#$/)%! ).:.,! <&+)/,! )8)(+/$($+G,! %/&$'&:),!
B)'+$8&+$*'d!

- 5)/1*'')8!/).#$/)%d!
- 1)(#/$+G!$11#)1d!
- 1+&+#+*/G! (*'1)'+! ).:.,! 58&''$':! 5)/0$11$*',!

T#$8%$':!<&//&'+d!
- (#1+*0)/!T&1)d!
- &(()11!+*!/!(*00#'$(&+$*'!<$+,!(8$'$(&8!#'$+d!
- +/&'12)/!&'%!1+*/&:)!2&($8$+$)1!&+!(8$'$(&8!#'$+.!

!

TG5$(&88G,! +,$1! 2&($8$+G! <*#8%! T)! 5/*B$%)%! &%e&()'+! +*!
+,)!(8$'$(&8!)'%*1(*5G!&/)&1!$'!+,)!)'%*1(*5G!#'$+!*/!
*5)/&+$':!+,)&+/).!

T,)! %)(*'+&0$'&+$*'! 2&($8$+$)1! 5/*B$%)%! $'! &! ()'+/&8!
%)(*'+&0$'&+$*'! #'$+! ):! 1+)/$8)! 1)/B$()! #'$+! &/)!
5&/+$(#8&/8G! &55/*5/$&+)! 2*/! +,)! /)5/*()11$':! *2! /$:$%!
)'%*1(*5)1! &'%! 2*/! 1+)/$8$V&+$*'! *2! /)#1&T8)!
&(()11*/$)1.! I'! 1*0)! $'1+&'()1,! +,)! SSD! 0&G! &81*!
5/*B$%)! %)(*'+&0$'&+$*'! 2&($8$+$)1! 2*/! +,)! *22=1$+)!
/)5/*()11$':!*2!28)]$T8)!)'%*1(*5)1.!!

!A%!,*(!&//&':)0)'+1!2*/!+,)!8*(&8!%)(*'+&0$'&+$*'!*2!
)'%*1(*5)1! $'! (8$'$(1! &'%! <&/%1! 1,*#8%! T)!
%$1(*#/&:)%!#'8)11!+,)1)!2&($8$+$)1!&/)! 2#88G!(*058$&'+!
<$+,! +,)! 15)($2$)%! /).#$/)0)'+1! 2*/! )'%*1(*5)!
%)(*'+&0$'&+$*'!2&($8$+$)1.!

G#$%&'()! *'! +,)! %)1$:'! &'%! 58&''$':! *2!
%)(*'+&0$'&+$*'! 2&($8$+$)1! $1! :$B)'! $'! SHPN! 26!
O5)/&+$':! D)5&/+0)'+,! SHPN! 13! S+)/$8)! S)/B$()!
D)5&/+0)'+1! &'%! NHSS(*+8&'%! S+)/$8)! S)/B$()1!
P/*B$1$*'! R)B$)<! G/*#5! 11+! R)5*/+! LT,)! G8)''$)!
F/&0)<*/\M! $'(8#%$':! T)(,'$(&8! R).#$/)0)'+1! &'%!
P/*+*(*8! 2*/! L*(&8! D)(*'+&0$'&+$*'! *2! S#/:$(&8!
I'1+/#0)'+1.!

S))!$%)&8$1)%!1(,)0&+$(1!$'!F$:#/)1!3,!4!v!5.!

!

!
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2.18 Design of decontamination facilities       (continued) 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.18.2 T,)!ERU!1,*#8%!T)!%)1$:')%!&'%!).#$55)%!
+*!2&($8$+&+)!)22)(+$B)!%)(*'+&0$'&+$*'.!!

D)1$:'!+,)!#'$+!1*!+,&+!$+!$1!5,G1$(&88G!1)5&/&+)%!2/*0!&88!
*+,)/!<*/\!&/)&1.!

E'1#/)!+,&+! +,)/)! $1!&!58&'')%!<*/\! 28*<!2/*0!+,)! b%$/+Gc!
L/)()$5+!*2!(*'+&0$'&+)%!)'%*1(*5)1!+*!+/&'12)/!$'+*!+,)!
EWDM! +*! b(8)&'c! L$'15)(+$*',! %/G$':! &'%! 1+*/&:)! *2! +,)!
%)(*'+&0$'&+)%!)'%*1(*5)M.!

S):/):&+)! +,)! b%$/+Gc! &'%! b(8)&'c! &(+$B$+$)1! <,)/)B)/!
5*11$T8).!!

P/*B$%)! B)'+$8&+$*'! +*! )'1#/)! &! 5/)11#/)! %$22)/)'+$&8!
T)+<))'! +,)! %$/+G! /)5/*()11$':! &/)&! &'%! 8$'\)%! &/)&1!
L(8)&'!/)5/*()11$':,!5&+$)'+!+/)&+0)'+,!,*15$+&8!(*//$%*/M.!

E'1#/)! +,&+! +,)! %)(*'+&0$'&+$*'! /**0! $'! +,)! #'$+! $1!
).#$55)%!<$+,:=!

- %)%$(&+)%!1$'\/1!2*/!5/)=(8)&'$':d!
- (*05/)11)%!&$/8$')d!
- <*/\!1#/2&()1d!
- EWD/1!&'%!&11*($&+)%!1)/B$()1d!
- )]+/&(+!B)'+$8&+$*'!8$'\)%!+*!+,)!EWD!L$2!/).#$/)%Md!
- +&1\!8$:,+$':d!
- ,&'%!<&1,!1$'\d!
- 1+*/&:)!2&($8$+$)1.!

E'1#/)! +,&+! 2$'$1,)1! *'! <&881! &'%! *+,)/! 1#/2&()1! &/)!
10**+,,! <&+)/! /)1$1+&'+! &'%! &T8)! +*! <$+,1+&'%! 2/).#)'+!
(8)&'$':.!

E'1#/)! +,&+! +,)! e#'(+$*'1! T)+<))'! <&881,! 28**/1! &'%!
()$8$':1!&/)!(*B)%!&'%!28#1,.!

E'1#/)! +,&+! 28**/1! &/)! (*B)/)%! $'! &! <&1,&T8)! '*'=18$5!
1,))+!0&+)/$&8!<,$(,!$1!&%).#&+)8G!1)&8)%.!

E'1#/)! +,&+! +,)/)! $1! &%).#&+)! 8$:,+$':! +*! 5)/0$+! :**%!
<*/\$':!5/&(+$()!):!B$1#&8! $'15)(+$*'!*2!%)B$()1!&'%!+,)!
/)1#8+1!*2!5/*()11!/)1$%#)!+)1+1.!

!

T,)! /**0! $'!<,$(,! &!EWD! $1! $'1+&88)%! &'%! *5)/&+)%!
1,*#8%! 0))+! +,)! /).#$/)0)'+1! *2! +,)! W*/\58&()!
LH)&8+,,!S&2)+G!&'%!W)82&/)M!R):#8&+$*'1!1992.!T,)1)!
R):#8&+$*'1! ,&B)! (*'1$%)/&T8)! $058$(&+$*'1! 2*/! +,)!
%)1$:'!*2!&((*00*%&+$*'!2*/!EWD1.!
!
F$/)! 1&2)+G! 5/)(&#+$*'1! 1,*#8%! (*058G! <$+,!
NHSS(*+8&'%!F$/)(*%).!

!

T,)!<*/\8*&%!%)0&'%!*2!+,)!2&($8$+G!<$88!%)5)'%!*'!+,)!
'#0T)/!*2!(8$'$(&8!#'$+1!1)/B)%!&'%!+,)!&(+$B$+G!L5&+$)'+!
+,/*#:,5#+M! *2! )&(,! *2! +,)1)! #'$+1! ).:.,! '#0T)/! *2!
1)11$*'1!5)/!<))\!+*!T)!1#55*/+)%!&'%!+,)!'#0T)/!*2!
5&+$)'+1! 5)/! 1)11$*'.! ! T,)! 2&($8$+G! 1,*#8%! T)! 1$V)%!
+&\$':! $'+*! &((*#'+! 2*/)1))&T8)! 2#+#/)! /).#$/)0)'+!
).:.,!15&()!2*/!&%%$+$*'&8!EWD1!$2!/).#$/)%.!

!
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2.18 Design of decontamination facilities       (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.18.3 T,)! %)(*'+&0$'&+$*'! /**0! 1,*#8%! T)!
%)1$:')%! +*!5/*+)(+! 5)/1*'')8! 2/*0!)]5*1#/)!
+*! $'2)(+$*#1! &:)'+1,! +*]$(! &'%/*/! ,&V&/%*#1!
1#T1+&'()1.!

E'1#/)!5)/1*'')8!<*/\$':!$'!%)(*'+&0$'&+$*'!,&B):!

- &55/*5/$&+)!!(8*+,$':!&'%!2**+<)&/d!
- 5)/1*'&8!5/*+)(+$B)!).#$50)'+d!!
- ,&'%!<&1,$':!2&($8$+$)1.!!

E'1#/)! +,)! 2*88*<$':! 2&($8$+$)1! &/)! 5/*B$%)%! $'!
5/*]$0$+G!+*!+,)!%)(*'+&0$'&+$*'!/**0=!

- 0&8)!&'%!2)0&8)!(,&':$':!2&($8$+$)1d!
- 1,*<)/!&'%!+*$8)+!2&($8$+$)1d!
- 1)(#/)! 8*(\)/1! 2*/! 1+*/&:)! *2! *#+1$%)!

(8*+,$':!&'%!B&8#&T8)1.!

!

2.18.4 E'+/G! $'+*! +,)! %)(*'+&0$'&+$*'! /**0! 1,*#8%!
T)!/)1+/$(+)%!+*!&#+,*/$1)%!5)/1*'')8!*'8G.!!!

!

E'1#/)! +,&+! &55/*5/$&+)! +/&$'$':! *'! +,)! )'+/G!
5/*()%#/)!$1!:$B)'!+*!&88!1+&22.!

M&$'+&$'! &! 0)&'1! *2! (*00#'$(&+$*'! ):! +)8)(*0!
T)+<))'!1+&22!$'!+,)!%$22)/)'+!&/)&1.!

!

2.18.5 T,)/)! 1,*#8%! T)! 1#22$($)'+! +/&$')%! 1+&22! +*!!
#'%)/+&\)! +,)! /).#$/)%! %)(*'+&0$'&+$*'!
&(+$B$+$)1.!

!

U'%)/+&\)! &! 1+&22$':! /)B$)<!<,)'! %)1$:'$':! &! ')<!
ERU.!

 !

C*'1$%)/&+$*'!1,*#8%!T)!:$B)'!+*:!
- +,)!'#0T)/!*2!(8$'$(&8!1)11$*'1!1#55*/+)%d!
- +,)!'#0T)/!*2!5&+$)'+1/)'%*1(*5)1!5)/!1)11$*'d!
- +,)!(G(8)!+$0)!2*/!%)(*'+&0$'&+$*'d!
- +,)!,*#/1!+,&+!+,)!ERU!<$88!*5)/&+).!
!

2.18.5 A88!1+&22!1,*#8%!T)! +/&$')%! $'! /$1\1!&11*($&+)%!
<$+,!&(+$B$+$)1!(&//$)%!*#+!$'!+,$1!&/)&.!!

I058)0)'+!&!1+&22!+/&$'$':!5/*:/&00).! S))!2.21.!

2.18.6 A(()11! 1,*#8%! T)! 5/*B$%)%! +*! (*05#+)/!
2&($8+$)1.!

!

E'1#/)! 1#22$($)'+! )8)(+/$($+G! 1#558G,! (*05#+)/!
+)/0$'&8! 5*$'+1! &'%! <*/\! 1+&+$*'1! $'! +,)! ERU! &'%!
&11*($&+)%!(8$'$(&8!&/)&1!+*!0&\)!&55/*5/$&+)!#1)!*2!
IT,! M&'&:)0)'+! I'2*/0&+$*'! SG1+)01! LMISM,! &#%$+!
+**81,!*'=8$')!+/&$'$':!)+(.!

!

T,)! #1)! *2! (*05#+)/1! &'%! IT! $1! &! /&5$%8G! %)B)8*5$':!
2&($8$+G!<$+,$'!%)(*'+&0$'&+$*'.!!

MIS! $1!#1)%! +*! +/&(\!&'%! +/&()!0)%$(&8!%)B$()1! +,/*#:,!
+,)!%)(*'+&0$'&+$*'!1G1+)0!&'%!+*!+,)!5&+$)'+1!*'!<,*0!
+,)G!&/)!#1)%.!!!

A! (*05#+)/=T&1)%! &#%$+! +**8! 2*/! E'%*1(*5)!
D)(*'+&0$'&+$*'!LEDATM!,&1!T))'!%)B)8*5)%.!

!
 

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!>;                                                                                              December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

 
2.18 Design of decontamination facilities       (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.18.7  ! !Storage facilities

2.18.8 S+*/&:)!2&($8$+$)1!1,*#8%!T)!5/*B$%)%!2*/!T#8\!
$+)01,!)]+)/'&8!+*!+,)!%)(*'+&0$'&+$*'!/**0.!

!

!

E'1#/)!+,&+!+,)!2&($8$+GL$)1M!&/)!%)1$:')%!+*!0))+!+,)!
%$22)/)'+!1+*/&:)!/).#$/)0)'+1!2*/!15)($2$(!$+)01!):!
5/*()11!(,)0$(&81,!1+)/$8)!5&(\1!*2!1$':8)=#1)!
&(()11*/$)1,!PPE!1+*(\,!!

I'!:)')/&8!+,)!1+*/&:)!2&($8$+$)1!1,*#8%!T):!

- 1)(#/)!<$+,!&(()11!/)1+/$(+)%!+*!&#+,*/$1)%!
5)/1*'')8!*'8Gd!

- 0)(,&'$(&88G!B)'+$8&+)%,!2/))!2/*0!*5)'$':!
<$'%*<1d!

- %/Gd!
- ,G:$)'$(&88G!2$++)%,!2/))!2/*0!5)'%&'+!8$:,+!2$++$':1d
- 0&$'+&$')%!$'!:**%!(*'%$+$*'d!
- &55/*5/$&+)!2*/!5/*()11!(*'1#0&T8)1!+*!T)!,)8%!

$'!&((*/%&'()!<$+,!+,)!COSHH!R):#8&+$*'1.!

!

!

2.18.9 D)(*'+&0$'&+)%!)'%*1(*5)1!1,*#8%!T)!
1+*/)%!,&':$':!B)/+$(&88G!$'!&!%)1$:'&+)%!%/G!
&'%!<)88!B)'+$8&+)%!(#5T*&/%.!!

U1)!&!5#/5*1)=T#$8+!1+*/&:)!(&T$')+,!5/*B$%$':!&!HEPA!
2$8+)/)%!&$/!%/G$':!1G1+)0d!

U1)!&!%)1$:'&+)%!(#5T*&/%!<,$(,!$1!B)'+$8&+)%!&'%!%/G.!

S))!2.15.3.!

2.18.10 P/*()11!(,)0$(&81!1,*#8%!T)!1+*/)%!$'!&!
1&2)!0&'')/.!

U'%)/+&\)!&!COSHH!&11)110)'+.!

S+*/)!,&V&/%*#1!(,)0$(&81!$'!&!8*(\)%,!28&0)5/**2!
(#5T*&/%.!

!

!
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2.19 Management of decontamination 
 

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.1 C,$)2!E])(#+$B)1!*2!NHS!T/#1+1!&/)!/).#$/)%!+*!
)'1#/)! +,&+! &! 1)'$*/!0&'&:)/! L$)! &!0)0T)/!*2!
+,)! T/#1+! B*&/%! */! %$/)(+8G! &((*#'+&T8)! &!
0)0T)/! *2! +,)! T/#1+! B*&/%M! $1! %)1$:'&+)%! &1!
,&B$':!*B)/&88!/)15*'1$T$8$+G!2*/!/$1\!&11)110)'+!
&'%! 0&'&:)0)'+! 5/*()11)1! /)8&+$':! +*!
%)(*'+&0$'&+$*',! $'2)(+$*'! (*'+/*8,! 0)%$(&8!
%)B$()!0&'&:)0)'+!&'%!(8)&'$':!1)/B$()1.!

!!

E'1#/)!+,&+!+,)!1)'$*/!0&'&:)/!HDLL2001M10!,&1!
T))'!&55*$'+)%.!

E'1#/)! +,&+! /)8)B&'+! &%B$()! *'! %)(*'+&0$'&+$*'!
/)()$B)%! TG! +,)! 1)'$*/! 0&'&:)/! HDLL2001M10!
2/*0! SEHD! &'%! *+,)/! &:)'($)1! $1! ($/(#8&+)%! +*!
/)8)B&'+! 1+&22! ! $'(8#%$':! +,)! %)(*'+&0$'&+$*'!
0&'&:)/!*2!+,)!ERU.!!!!

!

!

T,$1! 1)'$*/! 0&'&:)0)'+! 5*1+! $1! &! /).#$/)0)'+! $'!
HDLL2001M10! bD)(*'+&0$'&+$*'! *2! M)%$(&8! D)B$()1c!
5#T8$1,)%!$'!2001.!

T,)! T&(\:/*#'%! &'%! )]5)/$)'()! *2! +,)! 1)'$*/! 0&'&:)/!
HDL!L2001M10!$1!'*+!15)($2$)%.!

2.19.2 A! 0&'&:)/! <$+,! /)15*'1$T$8$+G! 2*/!
%)(*'+&0$'&+$*'! 1,*#8%! T)! &55*$'+)%! +*! +,)!
ERU.!!

E'1#/)! +,&+! &'! E'%*1(*5G! D)(*'+&0$'&+$*'!
M&'&:)/! $1! &55*$'+)%! <$+,! %)2$')%! /)15*'1$T$8$+G!
2*/! +,)! (*'+/*8! *2! +,)! %)(*'+&0$'&+$*'! *2!
)'%*1(*5)1!&'%!/)=#1&T8)!&(()11*/$)1.!

E'1#/)! +,&+! +,)! %)(*'+&0$'&+$*'! 0&'&:)/c1! e*T!
%)1(/$5+$*'!1)+1!*#+!+,)$/!/)15*'1$T$8$+$)1!+*!/#'!+,)!
%)(*'+&0$'&+$*'!1)/B$()! $'!&((*/%&'()!<$+,! 8):&8!
/).#$/)0)'+1! &'%! '&+$*'&8! 1+&'%&/%1! L$'(8#%$':!
T)1+!5/&(+$()!:#$%&'()!5#T8$1,)%!TG!SEHDM.!!

E'1#/)! +,&+! +,)! %)(*'+&0$'&+$*'! 0&'&:)/!
#'%)/+&\)1! 5)/$*%$(! +/&$'$':! +*! #5%&+)! +,)$/!
\'*<8)%:),!1\$881!&'%!(*05)+)'()!+*!0&'&:)!+,)!
%)(*'+&0$'&+$*'!1)/B$().!

!

T,)! E'%*1(*5G! D)(*'+&0$'&+$*'! M&'&:)/! *2! &'! ERU!
<*#8%!2#82$8!+,)!/*8)!*2!p#1)/w!&1!15)($2$)%!$'!SHTM2030!!

!

!
!
!
!
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Management of decontamination     (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.3 T,)!%)(*'+&0$'&+$*'!0&'&:)/! 1,*#8%!
)'1#/)! (*058$&'()! <$+,! :#$%&'()! $'!
MDA!D)B$()!B#88)+$'!DB9801!LM)%$(&8!
D)B$()1! &'%! E.#$50)'+!M&'&:)0)'+!
2*/! H*15$+&8! &'%! C*00#'$+G! T&1)%!
O/:&'$1&+$*'M.!

D*(#0)'+)%!&'%!%)2$')%!&((*#'+&T$8$+G!2*/:!!

- &88! 5&/+1! *2! +,)! %)(*'+&0$'&+$*'! (G(8)! $'(8#%$':!
&(.#$1$+$*'!&'%!%$15*1&8!*2!%)B$()1d!

- (*'+/&(+*/1!<,)/)!+,)!ERU!T#G1!$'!1)/B$()1d!
- 5/*2)11$*'&8! 8$&T$8$+G! <,)/)! +,)! ERU! 1)881!

%)(*'+&0$'&+$*'!1)/B$()1!+*!*+,)/!*/:&'$1&+$*'1.!

P/*%#()!</$++)'!5*8$($)1!&'%!5/*()%#/)1!<,$(,:!

- %)2$'),! %*(#0)'+,! &'%! (*'+/*8! &88! 1+&:)1! *2! +,)!
%)(*'+&0$'&+$*'!5/*()11d!

- &/)!&B&$8&T8)!+*!&88!5)/1*'')8!$'B*8B)%!$'!&'G!&15)(+!
*2!%)(*'+&0$'&+$*'.!

A(()11!+*!#5!+*!%&+)!8):$18&+$*'!&'%!:#$%&'()!

!

2.19.4 S+&22!1,*#8%!T)!&<&/)!*2!+,)!8):$18&+$*'!
&'%! :#$%&'()! /)8&+)%! +*! +,)$/! <*/\!
&(+$B$+G.!

!

!

!

H&B)!&//&':)0)'+1!$'!58&()!+*!%)&8!<$+,!H)&8+,!D)5&/+0)'+!
L)++)/1!LHDL1M!&'%!S&2)+G!A(+$*'!N*+$()1.!

M&$'+&$'! &! 1)(#/)! /)&%$8G! &B&$8&T8)! 2$8$':! 1G1+)0! 2*/!
$'2*/0&+$*'! *'! 0)%$(&8! %)B$()1,! $'(8#%$':,! &(.#$1$+$*',! #1),!
%)(*'+&0$'&+$*'!&'%!)B)'+#&8!%$15*1&8! +,&+! $1!&(()11$T8)! +*!
&88!1+&22!<,*!0&G!'))%!+,)!$'2*/0&+$*'.!

!

2.19.5 A'! A#+,*/$1)%! P)/1*'! LS+)/$8$V)/1M!
1,*#8%! T)! &55*$'+)%! TG! 0&'&:)0)'+!
+*!)&(,!%)(*'+&0$'&+$*'!2&($8$+G.!

!

E'1#/)! +,&+! +,)!5&/+$(#8&/!&(+$B$+$)1! +*!T)!#'%)/+&\)'!TG! +,)!
APLSM!$'!/)15)(+!*2!)&(,!ERU!&/)!15)($2$)%,!2*/!)]&058),! $'!
+,)!APLSM!(*'+/&(+!<$+,!+,)!*/:&'$1&+$*'.!
!

.!

T,)!5/$'($5&8! /)15*'1$T$8$+$)1!*2! +,)!APLSM!&/)!%)1(/$T)%!
$'!SHTM2030!P&/+!1.!

T,)!APLSM! $1! .#&8$2$)%! +*! ! 5/*B$%)! $'%)5)'%)'+! &#%$+$':!
&'%! &%B$()! $'! %)(*'+&0$'&+$*',! $'(8#%$':! :#$%&'()! *'!
+,)! (,*$(),! B&8$%&+$*',! 0&$'+)'&'(),! +)1+$':! &'%!
*5)/&+$*'!*2!%)(*'+&0$'&+$*'!).#$50)'+!$'(8#%$':!EWD1!
&'%!+*!/)B$)<!&'%!<$+')11!B&8$%&+$*'.!

A!/):$1+)/!*2!1#$+&T8G!.#&8$2$)%!APLSM!$1!0&$'+&$')%!TG!+,)!
I'1+$+#+)! *2! H)&8+,(&/)! E':$'))/$':! &'%! E1+&+)1!
M&'&:)0)'+.!

!
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2.19 Management of decontamination (continued) 

!!!!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.6 A! '#0T)/! *2! \)G! 5)/1*'')8! +*! T)!
%)1$:'&+)%! TG! 0&'&:)0)'+! <$+,! 5/$'($5&8!
/)15*'1$T$8$+$)1! 5)/+$')'+! +*! EWD1! &/)!
%)2$')%!T)8*<!g!

!!!

! !

S))!2*88*<$':!%)+&$81!$'!SHTM!2030!

2.19.7 T,)!U1)/!! %)2$')%!&1! +,)!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+! +*!
T)!/)15*'1$T8)!2*/!+,)!0&'&:)0)'+!*2!+,)!EWD.!!

!

T,)!5/$'($5&8!/)15*'1$T$8$+$)1!*2!+,)!#1)/!&/)!&1!2*88*<1:!

- +*!()/+$2G!+,&+!+,)!EWD!$1!2$+!2*/!#1)d!

- +*!,*8%!&88!%*(#0)'+&+$*'!/)8&+)%!+*!+,)!EWDd!

- +*! )'1#/)! +,&+! +,)! EWD! $1! 1#Te)(+! +*! 5)/$*%$(!
+)1+$':!&'%!0&$'+)'&'()d!

- +*! &55*$'+! *5)/&+*/1! <,)/)! /).#$/)%! &'%! )'1#/)!
+,&+!+,)G!&/)!&%).#&+)8G!+/&$')%d!

- +*!0&$'+&$'!5/*()11!/)(*/%1.!

T,$1! (*#8%!T)! +,)!%)(*'+&0$'&+$*'!0&'&:)/! $'! +,)!ERU.!
A8+)/'&+$B)! 0&'&:)0)'+! &//&':)0)'+1! 0&G! &558G! $2! +,)!
1+)/$8)!1)/B$()!%)5&/+0)'+!)058*G1!&'%!+/&$'1!*5)/&+*/1!+*!
<*/\!$'!+,)!ERU.!

!

2.19.8 T)1+!P)/1*'!LW&1,)/=%$1$'2)(+*/1M! %)2$')%! &1! &! 5)/1*'! %)1$:'&+)%! TG! 0&'&:)0)'+! +*!
(&//G!*#+!+,)!B&8$%&+$*'!*2!WD1!&'%!+*!5/*B$%)!&%B$()!
*'!+)1+$':,!0&$'+)'&'()!&'%!5/*()%#/)1.!

T,)!+)1+!5)/1*'!1,*#8%!)$+,)/:!

- T)! ! &! +)1+! 5)/1*'! LS+)/$8$V)/1M! &1! %)2$')%! $'!
SHTM!2010d!

- T)! .#&8$2$)%! +*! &+! 8)&1+! HNC! 8)B)8! $'!
)':$'))/$':!*/!/)8)B&'+!1($)'()1!&'%!,&B)!&+!
8)&1+!+<*!G)&/1!)]5)/$)'()!$'!+,)!B&8$%&+$*'d!

- ,&B)!&+!8)&1+!5!G)&/1!)]5)/$)'()!$'!+,)!+)1+$':!
*2!WD!5/*()11)1!L5/)2)/&T8G!EWD1M.!

!

T,)!5/$'($5&8!/)15*'1$T$8$+$)1!*2!+,)!TP!&/):=!

- +*! &%B$1)!*'!5/*:/&00)1!*2! 5)/$*%$(! +)1+$':!&'%!
5)/$*%$(!0&$'+)'&'()!*2!EWD1d!

- +*!&%B$1)!*'!/*#+$')!*5)/&+$*'&8!5/*()%#/)1d!

- +*! (*'%#(+! +,)! B&8$%&+$*'! +)1+! 15)($2$)%! $'! SHTM!
2030=3!&'%!+*!5/)5&/)!+,)!B&8$%&+$*'!/)5*/+d!

- +*! (*'%#(+! +,)! 5)/$*%$(! +)1+1! 15)($2$)%! $'! SHTM!
2030=3!&'%!+*!5/)5&/)!/)5*/+1!&1!/).#$/)%!TG!+,)!
#1)/d!

- +*!(*'%#(+!&%%$+$*'&8!+)1+1!/).#)1+)%!TG!+,)!#1)/.!

!!

!
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2.19 Management of decontamination   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.9 M&$'+)'&'()!P)/1*'!LW&1,)/=%$1$'2)(+*/1M.! %)2$')%! &1! &! 5)/1*'! %)1$:'&+)%! TG! 0&'&:)0)'+! +*!
(&//G!*#+!0&$'+)'&'()!%#+$)1!*'!WD1.!!

T,)! M&$'+)'&'()! P)/1*'! 1,*#8%! T)! &! 2$++)/! */!
)8)(+/$($&'!<$+,!%*(#0)'+&/G!)B$%)'()!+*!%)0*'1+/&+)!
(*05)+)'()!$'!+,)!0&$'+)'&'()!*2!*')!*/!0*/)!+G5)1!
*2!WD!L5/)2)/&T8G!EWD1M.!!H)!*/!1,)!1,*#8%!T)!$'!&!
5*1$+$*'!+*!%)&8!<$+,!&'G!T/)&\%*<'!$'!&'!)0)/:)'(G!
&'%!,&B)! +,)!&T$8$+G! +*!%$&:'*1)! 2&#8+1!&'%!(&//G!*#+!
/)5&$/1!*/! +*!&//&':)! 2*/! /)5&$/1! +*!T)!(&//$)%!*#+!TG!
*+,)/1.!

!

!

T,)! 5/$'($58)! /)15*'1$T$8$+$)1! *2! +,)!M&$'+)'&'()!P)/1*'!
&/):!

- +*!(&//G!*#+!+,)!!0&$'+)'&'()!+&1\1!&1!*#+8$')%!$'!
SHTM!2030!P&/+!2!*5)/&+$*'&8!0&'&:)0)'+d!

- +*! (&//G! *#+! &%%$+$*'&8! 0&$'+)'&'()! &'%! /)5&$/!
<*/\!&+!+,)!/).#)1+!*2!+,)!#1)/.!

A! M&$'+)'&'()! P)/1*'! <,*! ,&1! &! 0$'$0#0! *2! 5! G)&/1!
)]5)/$)'()! $'! +,)! 0&$'+)'&'()! *2! EWD1! 0&G! TG!
&:/))0)'+!5)/2*/0! +,)!%#+$)1!*2! +,)!T)1+!P)/1*'! 2*/! +,)!
%&$8G,! <))\8G,! .#&/+)/8G! &'%! G)&/8G! +)1+! &1! %)1(/$T)%! $'!
SHTM!2030!P&/+!3.!

2.19.10 M$(/*T$*8*:$1+!LS+)/$8$V)/1M!

!

!

%)2$')%!&1!&!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!
/)15*'1$T8)! 2*/! &%B$1$':! +,)! #1)/! *'! 0$(/*T$*8*:$(&8!
&15)(+1!*2!%$1$'2)(+$*'.!

T,)!0$(/*T$*8*:$1+! L1+)/$8$V)/1M!1,*#8%!,&B)!&!%):/))!
*/! ).#$B&8)'+! +/&$'$':! $'! 0$(/*T$*8*:G! &'%! <*#8%!
'*/0&88G!T)!&!0)0T)/!*2!+,)!,*15$+&8!1+&22.!

T,)!5/$'($58)!/)15*'1$T$8$+$)1!*2!+,)!MLSM!&/):=!

- +*! 5/*B$%)! :)')/&8! &'%! $05&/+$&8! &%B$()! *'! &88!
0&++)/1!(*'()/')%!<$+,!<&1,$':!&'%!%$1$'2)(+$*'d!

- +*!&%B$1)!+,)!#1)/!*'!+,)!0$(/*T$*8*:$(&8!&15)(+1!
*2!&88!%$1$'2)(+$*'!5/*()%#/)1d!

- +*!&//&':)!2*/!+,)!(#8+#/$':!*2!T$*8*:$(&8!$'%$(&+*/1!
#1)%!$'!0$(/*T$*8*:$(&8!+)1+$':d!

- +*!&#%$+! +,)!%*(#0)'+&+$*'! 2/*0! +,)!EWD!<,$(,!
,&1!T))'!+)1+)%!TG!0$(/*T$*8*:$(&8!0)+,*%1!

!

2.19.11 C*'+/*8!*2!I'2)(+$*'!O22$()/!! %)2$')%!&1!+,)!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!
T)! /)15*'1$T8)! 2*/! &%B$1$':! +,)! #1)/! *'! &88! $'2)(+$*'!
(*'+/*8!&15)(+1.!

!

2.19.12 Q#&8$+G!M&'&:)/!! %)2$')%!&1!&!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!
/)15*'1$T8)! 2*/! +,)! .#&8$+G! 0&'&:)0)'+! 1G1+)0!
*5)/&+)%! <$+,$'! +,)! )'%*1(*5G! /)5/*()11$':! #'$+,!
$//)15)(+$B)!*2! +,)$/!*+,)/!.#&8$+G!0&'&:)0)'+!%#+$)1!
<$+,$'!%)(*'+&0$'&+$*'!&'%/*/!+,)!,)&8+,(&/)!2&($8$+G.!

!

!
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2.19 Management of decontamination   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.13 C*'+/&(+*/!!! %)2$')%! &1! &! 5)/1*'! */! */:&'$1&+$*'! %)1$:'&+)%! TG!
0&'&:)0)'+! +*! T)! /)15*'1$T8)! 2*/! +,)! 1#558G! &'%!
$'1+&88&+$*'! *2! +,)! EWD! &'%! 2*/! (&//G$':! *#+! ! +,)!
$'1+&88&+$*'!(,)(\1!&'%!+)1+1.!T,)!(*'+/&(+*/!$1!#1#&88G!
+,)!0&'#2&(+#/)/!*2!+,)!EWD.!

!

!

2.19.14 T,)/)! &/)! %)2$')%! 0&'&:)0)'+!
/)15*'1$T$8$+$)1! *'! 5/*(#/)0)'+! &'%!
B&8$%&+$*'!*2!&'!EWD.!!!

M&'&:)0)'+! 1,*#8%! '*0$'&+),! <,)'! ')()11&/G,! &'!
APLSM! +*!5/*B$%)!&%B$()!*'!B&8$%&+$*'!&'%!&'!MP/TP!
+*!(&//G!*#+!+,)!(,)(\1!&'%!+)1+!/).#$/)%.!

T,)! APLSM! 1,*#8%! /)B$)<! +,)! /)1#8+1! *2! 5/)=%)8$B)/G!
<*/\1!+)1+!(&//$)%!*#+!TG!+,)!0&'#2&(+#/)/!&'%!/)B$)<!
+,)! +)1+! $'1+/#0)'+1! 5/*B$%)%! TG! )$+,)/! */! T*+,! +,)!
(*'+/&(+*/! &'%! +,)! MP/TP! +*! )'1#/)! +,&+! +,)$/!
&((#/&(G,! (&8$T/&+$*'! &'%! (*'%$+$*'! 0))+! +,)!
1+&'%&/%1! 2*/! +)1+! $'1+/#0)'+1! %)1(/$T)%! $'! SHTM!
2030=3.!

T,)!MP/TP!1,*#8%!<$+')11!+,)!$'1+&88&+$*'!(,)(\1!&'%!
+)1+! (&//$)%! *#+! TG! +,)! (*'+/&(+*/,! $'(8#%$':! )'1#/$':!
+,&+! +,)! (&8$T/&+$*'! *2! )&(,! +)1+! $'1+/#0)'+! 5/*B$%)%!
TG! +,)! (*'+/&(+*/! ,&1! T))'! (,)(\)%! *'! 1$+)! &'%! $1!
1&+$12&(+*/G!&'%!&//&':)!2*/!+)1+! 8*&%1!+*!T)!1#558$)%!
&1!/).#$/)%.!

T,)! TP! 1,*#8%! (&//G! *#+! +,)! $'$+$&8! *5)/&+$*'&8!
.#&8$2$(&+$*'!&'%!5)/2*/0&'()!.#&8$2$(&+$*'!+)1+1.!

!

!

!
!
!
!
!
!
!
!
!
!
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!
!
2.19 Management of decontamination   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.15 A((#/&+)!&'%!)22$($)'+!/)(*/%!\))5$':!$1!&'!
)11)'+$&8! 5&/+! *2! +,)! 0&'&:)0)'+! *2! &'!
EWD.!!

!

!

!

!

!

!

!

!

!

!

!

!

!

!

!

!

S#00&/G!S,))+1!!

O'! (*058)+$*'! *2! +,)! B&8$%&+$*'! 5/*()11! +,)! MP/TP! 1,*#8%!
$00)%$&+)8G! 5/)5&/)! &! 1#00&/G! /)5*/+! (*'+&$'$':! +,)! /)1#8+1! *2!
(*00$11$*'$':! &'%! 5)/2*/0&'()! .#&8$2$(&+$*'! +)1+1! &'%! )11)'+$&8!
<*/\$':!%&+&.!

T,)! 1#00&/G! /)5*/+! 1,*#8%! T)! 1$:')%! *22! TG! +,)! MP/TP! &'%!
(*#'+)/1$:')%!TG!+,)!#1)/!+*!()/+$2G!+,&+!+,)!EWD!$1!2$+!2*/!#1).!

S#00&/G! /)5*/+1! 1,*#8%! T)! 1)(#/)8G! /)+&$')%! TG! +,)! #1)/! &'%! T)!
&B&$8&T8)!2*/!/)&%G!/)2)/)'().!
!
V&8$%&+$*'!R)5*/+!
W$+,$'! *')! 0*'+,! *2! +,)! (*058)+$*'! *2! +,)! B&8$%&+$*'! 5/*()11! +,)!
MP/TP!1,*#8%!5/)5&/)!&!2#88!B&8$%&+$*'!/)5*/+!<,$(,!1,*#8%!$'(8#%):!
!

- &88! +,)! %&+&! 1#558$)%! TG! +,)! (*'+/&(+*/,! (*88)(+)%! %#/$':!
$'1+&88&+$*'! (,)(\1! &'%! +)1+1,! <$+,! </$++)'! (*'2$/0&+$*'! +,&+!
+,)G!0))+!+,)!0&'#2&(+#/)/c1!15)($2$(&+$*'d!

!
- </$++)'! (*'2$/0&+$*'! +,&+! +,)! (&8$T/&+$*'! *2! &88! 0)&1#/$':!

$'1+/#0)'+1!2$++)%!+*!+,)!WD!,&B)!T))'!B)/$2$)%d!
!

- &88! +,)! %&+&! (*88)(+)%! %#/$':! +,)! (*00$11$*'$':! +)1+! /!
5)/2*/0&'()! .#&8$2$(&+$*'! ! <$+,! </$++)'! (*'2$/0&+$*'! +,&+! +,)!
%&+&!0))+!+,)!15)($2$)%!/).#$/)0)'+1d!

!
- %&+&!1,*<$':!+,)!(*//)8&+$*'!T)+<))'!+,)!5)/2*/0&'()!*2!+,)!

0)&1#/$':! $'1+/#0)'+1! 2$++)%! +*! +,)! WD! &'%! +,)! +)1+!
$'1+/#0)'+1!#1)%d!

!
- /)5*/+1! (*'+&$'$':! &88! +,)! %&+&! (*88)(+)%! %#/$':! +,)!

5)/2*/0&'()!.#&8$2$(&+$*'!+)1+1!<$+,!</$++)'!(*'2$/0&+$*'!2/*0!
+,)!MP/TP!&'%!+,)!#1)/!2*/!+,)!8*&%$':!(*'%$+$*'!&'%!+G5)1!*2!
)'%*1(*5)!<,$(,!0&G!T)!1&+$12&(+*/$8G!5/*()11)%!$'!+,)!WD.!

!

G#$%&'()!$1!:$B)'!$'!SHTM!2030=2!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.19 Management of decontamination   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.15 
continued 

A((#/&+)!&'%!)22$($)'+!/)(*/%!\))5$':!$1!
&'!)11)'+$&8!5&/+!*2!+,)!0&'&:)0)'+!*2!
&'!EWD.!!!L(*'+$'#)%M.!

V&8$%&+$*'!/)5*/+!L(*'+$'#)%M!

W,)'! %&+&! $1! $'! +,)! 2*/0! *2! )8)(+/*'$(! %&+&! 2$8)1,! +,)! /)5*/+!
1,*#8%!$'(8#%)!(*5$)1!*2!%$1\1!*/!+&5)1!(*'+&$'$':!+,)!%&+&!$'!
&!2*/0&+!&:/))%!<$+,!+,)!#1)/!&'%!&!5/$'+*#+!*2!+,)!%$/)(+*/G!*2!
)&(,,!&''*+&+)%! +*!1,*<!<,)/)! +,)!%&+&! 2/*0!)&(,! +)1+! $1! +*!
T)!2*#'%.!

T,)!MP/TP!1,*#8%!()/+$2G! +,&+!&88!')()11&/G! +)1+1!,&B)!T))'!
(&//$)%!*#+!&'%!+,&+!+,)!/)1#8+1!&/)!1&+$12&(+*/G.!

T,)!/)(*/%1!*2!&'G!0$(/*T$*8*:$(&8! +)1+1!1,*#8%!T)!1$:')%!TG!
+,)!M$(/*T$*8*:$1+!LS+)/$8$V)/M.!

T,)! APLSM! 1,*#8%! /)B$)<! &'%! (*#'+)/1$:'! +,)! (*058)+)%!
B&8$%&+$*'!/)5*/+.!

T,)!B&8$%&+$*'! /)5*/+! 1,*#8%!T)! /)+&$')%!TG! +,)!#1)/.!C*5$)1!
0&G!T)! /)+&$')%!&1!')()11&/G!TG! +,)!MP/TP,! +,)!APLSM,! +,)!
MLSM,! E1+&+)1! D)5+! &'%! <,)/)! &558$(&T8),! +,)! Q#&8$+G!
C*'+/*88)/.!

!

!

2.19.16 P)/$*%$(! +)1+1! &/)! +,)! /)15*'1$T$8$+G! *2!
+,)! #1)/,! M$(/*T$*8*:$1+! LS+)/$8$V)/1M!!
&'%!+,)!MP/TP.!

T,)! %&$8G,! <))\8G! &'%! .#&/+)/8G! +)1+! 1(,)%#8)1! 5/*B$%)!
)B$%)'()! +,&+! +,)!EWD!(*'+$'#)1! +*!*5)/&+)!<$+,$'! +,)! 8$0$+1!
)1+&T8$1,)%!%#/$':!(*00$11$*'$':.!

T,)! G)&/8G! +)1+! 1(,)%#8)! $1! &! /)B&8$%&+$*'! 5/*()%#/)! &'%!
5/*B$%)1! &! 0*/)! (*05/),)'1$B)! +)1+! 5/*:/&00)! +,&'! *+,)/!
5)/$*%$(! +)1+1d! $+1! 1)/B)1! +*! %)0*'1+/&+)! +,&+! %&+&! (*88)(+)%!
%#/$':! (*00$11$*'$':! &'%! +,)! 5)/2*/0&'()! .#&8$2$(&+$*'!
/)0&$'1!B&8$%.!

!

!

!
!
!
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2.19 Management of decontamination   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.19.17 T,)/)! 1,*#8%! T)! &(()11! +*! $'2)(+$*'!
(*'+/*8!&'%!15)($&8$1+!1#55*/+.!

E1+&T8$1,!*2!8$'\1!&'%!8$&$1*'!<$+,!*+,)/!15)($&8$1+1!$'(8#%$'::=!

- I'2)(+$*'!C*'+/*8!+)&0d!

- C*'1#8+&'+! $'! P#T8$(! H)&8+,! M)%$($')! 2*/!
C*00#'$(&T8)!D$1)&1)1/E'B$/*'0)'+&8!H)&8+,d!

- S+)/$8)!S)/B$()1!D)5&/+0)'+!/!CDUd!

- O((#5&+$*'&8!H)&8+,!S)/B$()1d!

- E1+&+)1!D)5&/+0)'+!

5&/+$(#8&/8G!$'!/)8&+$*'!+*:!

- 58&''$':! ')<! 2&($8$+$)1! 2*/! (8$'$(&8! 5/*()%#/)1! &'%/*/!
%)(*'+&0$'&+$*'d!

- %)B)8*50)'+!*2!)':$'))/$':!&'%!T#$8%$':!1)/B$()1d!

- 5#/(,&1)! *2! %)(*'+&0$'&+$*'! ).#$50)'+! LEWD1,!
#8+/&1*'$(!(8)&')/1,!1+)/$8$V)/1Md!

- (,*$()!*2!5/*()11!(,)0$(&81d!

- (*'+/&(+$':! *#+! 1)/B$()1! <$+,! $'2)(+$*'! (*'+/*8!
$058$(&+$*'1! L).:.! (8)&'$':! /! ,*#1)\))5$':,! (8$'$(&8!
<&1+),!%)(*'+&0$'&+$*'M.!

!

!

!

!
!
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2.20  Health and Safety 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.1 T,)! )'%*1(*5G! %)(*'+&0$'&+$*'! 0&'&:)/!
1,*#8%! T)! &<&/)! *2! +,)! (#//)'+! ,)&8+,! &'%!
1&2)+G! /):#8&+$*'1! &'%! :#$%)8$')1! <,$(,!
/).#$/)! $058)0)'+&+$*'! +*! 0))+! +,)! ,)&8+,!
&'%! 1&2)+G! '))%1! *2! +,)! EDU! 1+&22! &'%!
)'%*1(*5G!5&+$)'+1.!

!

!!

H&B)! &//&':)0)'+1! $'! 58&()! +*! *T+&$'! (*05)+)'+! ,)&8+,! &'%!
1&2)+G!&%B$().!

E'1#/)! %)(*'+&0$'&+$*'! 2&($8$+$)1! &'%! &(+$B$+$)1! (*058G! <$+,!
/)8)B&'+!8):$18&+$*',!<,$(,!$'(8#%)1:!

!

- H)&8+,!&'%!S&2)+G!&+!W*/\!)+(!A(+!1974!

- T,)! M&'&:)0)'+! *2! H)&8+,! &'%! S&2)+G! &+! W*/\!
R):#8&+$*'1!1992!

- T,)!W*/\58&()!LH)&8+,,!S&2)+G!&'%!W)82&/)M!R):#8&+$*'1!
1992!

- T,)!P/*B$1$*'!&'%!U1)!*2!W*/\!E.#$50)'+!R):#8&+$*'1!
1992!

- E8)(+/$($+G!&+!W*/\!R):#8&+$*'1!1989!

- T,)!H)&8+,!&'%!S&2)+G!LF$/1+!A$%M!R):#8&+$*'1!1981!

- T,)! C*'+/*8! *2! S#T1+&'()1! H&V&/%*#1! +*! H)&8+,!
R):#8&+$*'1!LCOSHHM!1998!

- T,)!M&'#&8!H&'%8$':!O5)/&+$*'!R):#8&+$*'1!1992!

- R)5*/+$':! *2! I'e#/$)1,! D$1)&1)1! &'%! D&':)/*#1!
O((#//)'()1!R):#8&+$*'1!LRIDDORM!1985!

- P/)11#/)!SG1+)01!S&2)+G!R):#8&+$*'1!2002!

- P)/1*'&8! P/*+)(+$B)! E.#$50)'+! &+! W*/\! LPPEM!
R):#8&+$*'1!L1992M!

!
P/)5&/)!&!8*(&8!,)&8+,!&!1&2)+G!5*8$(G!<,$(,!$1!\'*<'!+*!1+&22,!#5!
+*!%&+)!&'%!/):#8&/8G!/)B$)<)%.!

!

!

!
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!
2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.2 H&SAW etc  - COSHH ! !

2.20.3 D)(*'+&0$'&+$*'!1,*#8%!T)!(&//$)%!*#+!$'!&!
0&'')/!+,&+!0$'$0$1)1!+,)!/$1\!+*!1+&22!2/*0:!!

- (*'+&0$'&+$*'!*'!#1)%!%)B$()1d!

- 5/*()11!(,)0$(&81.!

!

I%)'+$2G!+,)!%)(*'+&0$'&+$*'!5/*()11)1!+,&+!0&G!
5/*%#(),!*/!$'B*8B)!+,)!#1)!*2,!1#T1+&'()1!,&V&/%*#1!+*!
,)&8+,.!

A11)11!+,)!/$1\!+,&+!0&G!&/$1)!2/*0!)]5*1#/).!

K))5!&!%)+&$8)%!/)(*/%!*2!+,)!&11)110)'+!

D)($%)!<,&+!5/)(&#+$*'1!&/)!'))%)%!2*/!5/)B)'+$*'!*/!
&%).#&+)!(*'+/*8!*2!)]5*1#/),!+*!$'(8#%)d!

- )'B$/*'0)'+&8!(*'+/*81!+*!5/)B)'+!%$15)/1&8d!

- <*/\!5/&(+$()1.L):!&#+*0&+)%!%$1$'2)(+$*'!/&+,)/!
+,&'!0&'#&8Md!

- )'(8*1)%!).#$50)'+!&'%!)':$'))/$':!(*'+/*81!):!
EWDd!

- (*'+/*8!)]5*1#/)!&+!1*#/()!):!1$':8)=%*1)!
(*'+&$')/1d!

- 1+&'%&/%!$'2)(+$*'!(*'+/*8!5/)(&#+$*'1d!

- 1&2)!(*'+&$'0)'+!&'%!1+*/&:)!*2!(,)0$(&81!L1))!
2.20.11Md!

- 5)/1*'&8!5/*+)(+$B)!).#$50)'+d!

- 1+&22!+/&$'$':d!

- )0)/:)'(G!2&($8$+$)1!&B&$8&T8)!L15$88&:)!\$+1,!)G)!
<&1,!T*++8)1,!2$/1+!&$%!\$+M.!

T&\)!+,)!&55/*5/$&+)!&(+$*'1!+*!$058)0)'+!+,)!')()11&/G!
5/)(&#+$*'1!/!(*'+/*8!0)&1#/)1.!

R)B$)<!+,)!&11)110)'+!5)/$*%$(&88G!&'%!$'!/)15*'1)!+*!
(,&':)1!1#(,!&1!&!/)%)1$:'!*2!+,)!%)(*'+&0$'&+$*'!
2&($8$+$)1!*/!#1)!*2!&!')<!(,)0$(&8!%$1$'2)(+&'+.!!

!

S#T1+&'()1!,&V&/%*#1!+*!,)&8+,,!(*B)/)%!TG!+,)!
COSHH!/):#8&+$*'1,!$'(8#%):!

- (,)0$(&81!(8&11$2$)%!#'%)/!CHIP!L8&T)88)%!&1!
,&V&/%*#1!&'%!!5/*B$%)%!<$+,!&!1&2)+G!%&+&!
1,))+M.!

- 0$(/*=*/:&'$101!$'!,)&8+,(&/).!

- 1#T1+&'()1!<$+,!*((#5&+$*'&8!)]5*1#/)!8$0$+1!
L8$1+)%!$'!+,)!HSE!5#T8$(&+$*'!bO((#5&+$*'&8!
E]5*1#/)!8$0$+1.!

!

T,)!COSHH!/$1\!&11)110)'+!+,)/)2*/)!$'(8#%)1!+,)!
(*'+&0$'&+)%!)'%*1(*5),!EWD!&'%!B&/$*#1!5/*()11!
(,)0$(&81!$'(8#%$':!%)+)/:)'+1!&'%!(,)0$(&8!
%$1$'2)(+&'+1.!!

!

!

!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!?<                                                                                              December "##$ 
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!
!
2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.4 D)(*'+&0$'&+$*'!1,*#8%!T)!(&//$)%!*#+! $'!
&! 0&'')/! +,&+! 0$'$0$1)1! +,)! /$1\! +*! 3/%!
5&/+$)1! L):! 5&+$)'+1M! 2/*0! (*'+&0$'&+$*'!
*'!#1)%!%)B$()1!

I%)'+$2G! +,)! %)(*'+&0$'&+$*'! 5/*()11)1! +,&+! 0&G!
:)')/&+)!1#T1+&'()1!,&V&/%*#1!+*!,)&8+,.!

S):/):&+)! +,)1)! 5/*()11)1,! <,)/)B)/! 5*11$T8),! 2/*0!
5&+$)'+!&/)&1.!

C*'+&$'!+,)1)!5/*()11)1!TG!&55/*5/$&+)!5/)(&#+$*'1.!

S))!)]&058)1!*2!5/)(&#+$*'1!:$B)'!$'!2.20.3.!

2.20.5 C*'+/*8! 0)&1#/)1! 1,*#8%! T)! #1)%! &'%!
0&$'+&$')%!5/*5)/8G.!

P/*B$%)! 1+&22! <$+,! +/&$'$':,! $'2*/0&+$*',! </$++)'!
5/*()%#/)1!&'%!&55/*5/$&+)!1#5)/B$1$*'.!

E'1#/)! +,&+! +,)! EWD! &'%! *+,)/! %)(*'+&0$'&+$*'!
).#$50)'+!&/)!0&$'+&$')%! $'!)22$($)'+!<*/\$':!*/%)/!&'%!
:**%!/)5&$/.!

E'1#/)!8*(&8!)],&#1+!B)'+$8&+$*'!$1!/):#8&/8G!+)1+)%.!

U'%)/+&\)!5)/$*%$(!$'+)/'&8!&#%$+1!*2!(*058$&'()!<$+,!+,)!
(*'+/*8!0)&1#/)1.!

R)(*/%!&'%!/)B$)<!&(($%)'+1,!$'($%)'+1!&'%!')&/!0$11)1!
).:.!%$1$'2)(+&'+!15$88&:)M.!

T,)! ERU! 1,*#8%! ,&B)! &! 5/*()%#/)! 2*/! %)&8$':! <$+,!
%$1$'2)(+&'+!15$88&:),!&:/))%!<$+,!8*(&8!,)&8+,!&'%!1&2)+G!
&%B$1*/1! /! %$1$'2)(+&'+! 0&'#2&(+#/)/1! &'%! 5/*0$')'+8G!
%$158&G)%!<$+,$'! +,)!#'$+.!A88! 1+&22!0#1+! T)! +/&$')%! $'! $+1!
$058)0)'+&+$*'.!

T,)!ERU!1,*#8%!,&B)!&!5/*()%#/)!2*/!%)&8$':!<$+,!T*%G!
28#$%!15$88&:),!&:/))%!<$+,!+,)!$'2)(+$*'!(*'+/*8!+)&0.!

!

2.20.6 T,)! )]5*1#/)! +*! ,&V&/%*#1! 1#T1+&'()1!
1,*#8%!T)!0*'$+*/)%,!$2!')()11&/G.!

M)&1#/)! +,)! (*'()'+/&+$*'! *2! ,&V&/%*#1! 1#T1+&'()1! $'!
+,)! &$/! T/)&+,)%! TG! 1+&22! $2! +,)! COSHH! &11)110)'+!
(*'(8#%)1!+,&+:!

- +,)/)! <*#8%! T)! 1)/$*#1! /$1\1! +*! ,)&8+,! $2! (*'+/*8!
0)&1#/)1!2&$8)%d!

- )]5*1#/)!8$0$+1!0$:,+!T)!)]())%)%d!

- (*'+/*8!0)&1#/)!0$:,+!'*+!T)!<*/\$':!5/*5)/8G.!

!

2.20.7 A55/*5/$&+)!,)&8+,!1#/B)$88&'()!1,*#8%!T)!
(&//$)%!*#+.!

P/*B$%)! &(()11! +*! *((#5&+$*'&8! ,)&8+,! 1)/B$()1! 2*/! &88!
1+&22,!+*!$'(8#%)!&1!&55/*5/$&+):=!

- 5/)=)058*G0)'+1!,)&8+,!(,)(\1!&'%!1(/))'$':d!!
- $00#'$1&+$*'!*2!1+&22d!
- *'=:*$':!,)&8+,!&%B$()!&'%!$'2*/0&+$*'.!

!

T,)! BSG! G#$%)8$')1! L2003M! /)(*00)'%! 5/)=
)058*G0)'+! ,)&8+,! (,)(\1! /):&/%$':! &1+,0&,! 1\$'! &'%!
0#(*1&8! 1)'1$+$B$+$)1! &'%! 8#':! 2#'(+$*'! TG! 15$/*0)+/G.!!
R)(*/%1! 1,*#8%! T)! \)5+! 2*/! 40! G)&/1.! O((#5&+$*'&8!
H)&8+,!1,*#8%!,&B)!8*(&8!1+&22!1#/B)$88&'()!5*8$($)1!<,$(,!
0&G! $'(8#%)! &''#&8! ,)&8+,! .#)1+$*''&$/)1! &'%!
15$/*0)+/G.!!
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2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.8 P8&'1! &'%! 5/*()%#/)1! +*! %)&8! <$+,! &(($%)'+1,!
$'($%)'+1!&'%!)0)/:)'($)1!1,*#8%!T)!&%,)/)%!
+*.!

P/)5&/)! 5/*()%#/)1! &'%! 1)+! #5! <&/'$':! &'%!
(*00#'$(&+$*'! 1G1+)01! +*! )'&T8)! &'!
&55/*5/$&+)!/)15*'1)!$2!&'!$'($%)'+!*((#/1.!

!

T,$1! /).#$/)0)'+! &558$)1! 5&/+$(#8&/8G! +*! 0$(/*T$&8!
(*'+&0$'&+$*'.!

2.20.9 ERU!1+&22!1,*#8%!T)!5/*5)/8G! $'2*/0)%,!+/&$')%!
&'%!1#5)/B$1)%!

P/*B$%)!+/&$'$':!!+*!$'(8#%):=!

- +,)! /$1\! 5/)1)'+)%! TG! 1#T1+&'()1! +,)G!
<*/\!<$+,d!

- +,)! 0&$'! 2$'%$':1! *2! +,)! COSHH! /$1\!
&11)110)'+d!

- +,)! 5/)(&#+$*'1! +,)G! 1,*#8%! #1)! +*!
5/*+)(+!+,)01)8B)1!&'%!*+,)/d!

- ,*<!+*!#1)!PPEd!

- )0)/:)'(G! 5/*()%#/)1! +,&+! '))%! +*! T)!
2*88*<)%.!

!

S+&22! 1,*#8%! T)!0&%)! 2#88G! &<&/)! *2! +,)$/! /)15*'1$T$8$+G!
2*/!+,)!,)&8+,!&'%!1&2)+G!*2!+,)01)8B)1!&'%!*+,)/1.!

C*'+/*8!0)&1#/)1!<$88!'*+!T)!2#88G!)22)(+$B)!$2!1+&22!%*!'*+!
\'*<! +,)$/! 5#/5*1),! ,*<! +*! #1)! +,)0! 5/*5)/8G! */! +,)!
$05*/+&'()!*2!/)5*/+$':!2&#8+1.!

A! '&0)%! $'%$B$%#&8! 1,*#8%! T)! :$B)'! /)15*'1$T$8$+G! +*!
)'1#/)! +,&+! $'2*/0&+$*'! *'! ,&V&/%1! &'%! *+,)/! 1&2)+G!
0&++)/1!$1!%$1+/$T#+)%!&'%!&(+)%!#5*'.!

2.20.10 H&V&/%*#1! 1#T1+&'()1! 1,*#8%! T)! 1+*/)%! $'!
&55/*5/$&+)!(*'+&$')/1!&'%!&/)&1.!

C,)(\! +,)! ,&V&/%! 1+&+#1! /! 8&T)88$':! 2*/! &88!
(,)0$(&81,! 1))\$':! &%B$()! 2/*0! +,)!
0&'#2&(+#/)/!&1!&55/*5/$&+).!

S+*/)!28&00&T8)!8$.#$%1!&'%!(,)0$(&81!+,&+!,&B)!
&! /$1\! *2! )]58*1$*'! $'! 28&0)=5/**2! (#5T*&/%1!
<,$(,!1,*#8%!T)!\)5+!8*(\)%!&'%!(8*1)%.!

C&/)! 1,*#8%! T)! +&\)'! +*! &B*$%! +,)! 1+*/&:)! *2!
$'(*05&+$T8)! 1#T1+&'()1! $'! (8*1)! 5/*]$0$+G! +*!
)&(,!*+,)/.!!

!

F8&00&T8)!8$.#$%1!$'(8#%)!&8(*,*8!1*8#+$*'1.!!

S*8#+$*'1! <$+,! &! /$1\! *2! )]58*1$*'! $'(8#%)! (*'()'+/&+)%!
(,8*/$')!%$*]$%).!

I'(*05&+$T8)! (,)0$(&81! $'(8#%)! &($%1! &'%! *]$%$1$':!
&:)'+1.!

M&'G!*2! +,)!(,)0$(&8!&%%$+$B)1!#1)%!$'!EWD1!&'%!+,)$/!
&11*($&+)%! &'($88&/G! ).#$50)'+,! 2*/! )]&058)! <&+)/!
+/)&+0)'+! 58&'+,! &/)! (*//*1$B),! +*]$(! */! *+,)/<$1)!
,&V&/%*#1!&'%!/).#$/)!15)($&8!5/*B$1$*'!2*/!+,)$/!1+*/&:)!
&'%!#1).!

!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.11 P/*()11! (,)0$(&81! 1,*#8%! T)! 1+*/)%,!
,&'%8)%! &'%! #1)%! 1&2)8G! &'%! $'!
&((*/%&'()!<$+,!+,)!/).#$/)0)'+1!*2!+,)!
C*'+/*8! *2! S#T1+&'()1! H&V&/%*#1! +*!
H)&8+,!LCOSHHM!R):#8&+$*'1M.!

P/*%#()! </$++)'! 5*8$(G! &'%! 5/*()%#/)1,! &(()11$T8)! +*! 1+&22,!
(*B)/$':!&88!&15)(+1!*2!5/*()11!(,)0$(&81,!+*!$'(8#%):=!

- 5/*(#/)0)'+,!/)()$5+,!1+*/&:),!#1)!&'%!%$15*1&8d!

- +,)!&(+$*'!+*!T)!+&\)'!$'!(&1)!*2!$',&8&+$*',!$':)1+$*',!1\$'!
(*'+&(+!*/!)'B$/*'0)'+&8!15$88&:)d!

- )//*/! /)5*/+$':! L+*! )'(*#/&:)! *5)'! /)5*/+$':! $'! &! '*'=
T8&0)!(#8+#/)Md!

P/*B$%)! )0)/:)'(G! +/)&+0)'+! \$+1! 2*/! (*'+&(+! <$+,! 5)/1*'')8!
L')#+/&8$1&+$*'M!&'%!2*/!%)&8$':!<$+,!15$88&:)1d!

E'1#/)!+,&+!2*/!&88!5/*()11!(,)0$(&81!+,)/)!$1:!

- 2*/0&8! 5/*()11! .#&8$2$(&+$*'! LB&8$%&+$*'M! &'%! /)=B&8$%&+$*'!
*2!+,)!EWD!2*/!)&(,!(,&':)!$'!+,)!5/*()11!(,)0$(&8L1Md!

- $'1+/#(+$*'1! 2*/! #1)! $'! &((*/%&'()! <$+,! +,)! $'1+/#(+$*'1!
5/*B$%)%! TG! +,)! 0&'#2&(+#/)/1! L! (,)0$(&8,! ! )'%*1(*5)!
&'%!!&#+*0&+)%!).#$50)'+!):!EWD!*/!#8+/&1*'$(!(8)&')/M.!

E'1#/)!+,&+!+,)!1+*/&:)!$1:!
- 8*(\&T8)d!
- )'&T8)1!1+*/&:)!T)8*<!,)&%!,)$:,+d!
- */:&'$1)%! <$+,! %#)! /):&/%! 2*/! (,)0$(&8! 5/*5)/+$)1! ):!

1+/*':! *]$%$1$':! &:)'+1! 1,*#8%! '*+! T)! 1+*/)%! <$+,!
28&00&T8)!0&+)/$&81,!,$:,!&'%!8*<!5H!0&+)/$&81!1,*#8%!'*+!
T)!1+*/)%!+*:)+,)/.!

K))5!\)G1!*2!&88!1+*/&:)!(#5T*&/%1!1)(#/)8G.!

U1)!1$':8)=#1)!(*'+&$')/1!*2!%$8#+)%!(,)0$(&81!*/!5/)5&/)!%$8#+$*'1!
$00)%$&+)8G!5/$*/!+*!+,)$/!#1).!

M&$'+&$'! #5! +*! %&+)! /)2)/)'()! 1*#/()1,! &(()11$T8)! +*! 1+&22,! 2*/!
)B)/G!5/*%#(+!#1)%,!).:.,!+,)!M&+)/$&8!S&2)+G!D&+&!1,))+.!

R)(*/%!*/%)/$':,! /)()$5+,!1#558G,!#1)!&'%!%$15*1&8!*2!&88!5/*()11!
(,)0$(&81!+*!0&$'+&$'!&'!&#%$+!+/&$8.!

!

!

!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.12 T,)! /$1\! *2! +/&'10$11$*'! *2! ,)&8+,(&/)!
&11*($&+)%! $'2)(+$*'1! +*!1+&22! ,&'%8$':!&!
(*'+&0$'&+)%! )'%*1(*5)! 1,*#8%! T)!
0$'$0$1)%.!

P/*B$%)!5)/1*'&8!5/*+)(+$B)!).#$50)'+/(8*+,$':!&1!$'%$(&+)%!
TG!+,)!COSHH!&11)110)'+.!

A558G! 5/*()%#/)1! &'%! ).#$50)'+! +*! 0$'$0$1)! +,)! /$1\1!
&11*($&+)%! $'! 5&/+$(#8&/! <$+,! +,)! 28#1,$':! *2! T#8\!
(*'+&0$'&+$*'!$'!+,)!5&+$)'+!+/)&+0)'+!/**0!&'%!+,)!0&'#&8!
5/)=(8)&'$':!$'!+,)!ERU.!

!

!

2.20.13 T,)! /$1\! *2! +/&'10$11$*'! *2! ,)&8+,(&/)!
&11*($&+)%! $'2)(+$*'1! T)+<))'! 5&+$)'+1!
#'%)/:*$':! )'%*1(*5G! 1,*#8%! T)!
0$'$0$1)%.!

E'1#/)! +,&+! &'! )'%*1(*5)! $1! '*+! /)+#/')%! 2*/! #1)! *'! &!
5&+$)'+! #'8)11! $+! ,&1! T))'! 1#Te)(+! +*! 2*/0&8/%*(#0)'+)%!
/)8)&1)!&2+)/!%)(*'+&0$'&+$*'!#1$':!B&8$%&+)%!/)5/*()11$':!
).#$50)'+!&'%!$'!8$')!<$+,!+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'1..!

E'1#/)! +,&+! (#//)'+! (*5$)1! *2! &55/*B)%! $'2)(+$*'! (*'+/*8!
5*8$($)1! /5/*()%#/)1/:#$%&'()!5)/+$')'+! +*!%)(*'+&0$'&+$*'!
&(+$B$+$)1!&/)!/)&%$8G!&(()11$T8)!+*!1+&22!$'!)&(,!&/)&.!

!

!

.!!

!

!
!
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.20  Health and Safety   (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.20.14 Safety standards for equipment !

2.20.15 T,)!%)(*'+&0$'&+$*'!).#$50)'+!1,*#8%!
T)!%)1$:')%!+*!5/*B$%)!1&2)!*5)/&+$*'.!!

E'1#/)!+,&+!1&2)+G!/).#$/)0)'+1!&/)!$'(8#%)%!$'!+,)!
15)($2$(&+$*'.!

BS!EN!61010=2=04!15)($2$)1!+,)!/).#$/)0)'+1!+*!)'1#/)!
+,&+!+,)!%)1$:'!&'%!0)+,*%1!*2!(*'1+/#(+$*'!#1)%!2*/!
EWD1!5/*B$%)!&%).#&+)!5/*+)(+$*'!2*/!+,)!*5)/&+*/!&'%!
+,)!1#//*#'%$':!&/)&!&:&$'1+:!

- )8)(+/$(!1,*(\!*/!T#/'d!

- 0)(,&'$(&8!,&V&/%1d!

- 15/)&%!*2!2$/)!2/*0!+,)!).#$50)'+d!

- )22)(+1!*2!28#$%1!&'%!28#$%!5/)11#/)d!

- 8$T)/&+)%!:&1)1,!5&+,*:)'$(!1#T1+&'()1,!
)]58*1$*'!&'%!$058*1$*'.!

!

BS!EN!61010=2=04!$1!(#//)'+8G!#'%)/!/)B$1$*'.!

G#$%&'()!*'!+,)!1&2)!*5)/&+$*'!*2!EWD1!$1!&81*!
:$B)'!$'!SHTM!2030=2.!!

2.20.16 T,)!/)5&$/!*2!).#$50)'+!1,*#8%!T)!
#'%)/+&\)'!$'!&!1&2)!0&'')/.!

O5)/&+)!&!b5)/0$+=+*=<*/\c!1G1+)0!+*!)'1#/)!+,&+!
).#$50)'+!1#(,!&1!+,)!EWD!$1!%)(8&/)%!1&2)!+*!<*/\!*'!
2*/!/)5&$/!&'%!0&$'+)'&'(),!&'%!+,&+!5)/1*'')8!<*/\$':!*'!
+,)0!,&B)!%*(#0)'+)%!&#+,*/$+G!+*!%*!1*.!

E'1#/)!+,&+,!&2+)/!/)5&$/,!+,)!).#$50)'+!$1!2*/0&88G!
/)8)&1)%!&1!1&2)!+*!#1)!2*/!+,)!*5)/&+*/,!$)!&!b5)/0$+!+*!
*5)/&+)c!1G1+)0.!

!

A!8)&28)+!:$B$':!:#$%&'()!*'!bP)/0$+!+*!W*/\!
SG1+)01c,!$1!5#T8$1,)%!TG!+,)!H)&8+,!v!S&2)+G!
E])(#+$B)!L1997M.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.21 Training 
  

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.21.1 T,)/)! 1,*#8%! T)! &! 2#88G! $058)0)'+)%! &'%!
%*(#0)'+)%!+/&$'$':!5/*:/&00)!2*/!&88!1+&22!$'!
+,)!ERU.!

I058)0)'+! &! +/&$'$':!5/*:/&00)!<,$(,!)'1#/)1! +,&+! &88!
1+&22! ,&B)! &! 1*#'%! :)')/&8! \'*<8)%:)! *2! +,)! 5/$'($58)1!
&'%!5/&(+$()!*2!%)(*'+&0$'&+$*'.!

E'1#/)!+,&+!&88!1+&22!&/)!&55/*5/$&+)8G!+/&$')%!&'%!1\$88)%!
$'!+,)!+&1\1!+,)G!&/)!)]5)(+)%!+*!(&//G!*#+.!

E'1#/)!+,&+!$'2*/0&+$*'!$1!5/*B$%)%!&T*#+!+,)!#5=%&+)!*2!
5*8$($)1,!2))%T&(\!*2!&#%$+!/)1#8+1!&'%!&(+$*'1!'))%)%!+*!
(*//)(+!%)2$($)'($)1.!

D*(#0)'+)%!/)(*/%1!*2!&88!+/&$'$':.!

M&$'+&$'!+/&$'$':!/)(*/%1!2*/!&88!1+&22.!!

!

A88! :/&%)1! *2! 1+&22,! &%0$'$1+/&+$B)! &'%! +)(,'$(&8,!
<*/\$':!<$+,$'!+,)!2&($8$+G!'))%!/):#8&/!+/&$'$':.!!!

C*'1$%)/&+$*'! 1,*#8%! T)! :$B)'! +*! 5/*B$%$':! &!
5/&(+$(&8!+/&$'$':!&/)&!<$+,$'!+,)!#'$+!&%e&()'+!+*!T#+!
1)5&/&+)!2/*0!+,)!0&$'!<*/\!&/)&1.!!T,)!&/)&!1,*#8%!
,&B)! &(()11! +*! +)&(,$':! 0&+)/$&81,! $'(8#%$':!
(*05#+)/!2&($8$+$)1.!

!

!

2.21.2 T,)/)!1,*#8%!T)!&!1\$881!/):$1+)/!2*/!&88!1+&22.! C*'1+/#(+! &'%! 0&$'+&$'! &! 1\$881! +/&$'$':! 0&+/$]! <,$(,!
/)8&+)1!1+&22!+*!(*05)+)'($)1,!$'%$(&+$':!+,)!%&+)!+/&$')%!
&'%!+,)!%&+)!+/&$'$':!'))%1!+*!T)!/)B$)<)%.!

!

!

2.21.3 D)(*'+&0$'&+$*'! 5/*()11)1! $'! +,)! ERU!
1,*#8%!T)!(&//$)%!*#+!TG!&55/*5/$&+)8G!+/&$')%!
&'%!.#&8$2$)%!1+&22.!

P/*B$%)!%*(#0)'+)%!+/&$'$':!5/*()%#/)1!2*/!&88!1+&22!<,*!
<$88!(&//G!*#+!%)(*'+&0$'&+$*'.!

E'1#/)!+,&+!%)(*'+&0$'&+$*'!1+&22!&/):!

- +/&$')%! $'! +,)! +)(,'$.#)1! &'%! 1\$881! /)8)B&'+! +*!
%)(*'+&0$'&+$*'!&'%!+,)!5/*()%#/)1!+,)G!<$88!T)!
#'%)/+&\$':.!

- +/&$')%!*'!+,)!)'%*1(*5)1!&'%!EWD/1!+,&+!+,)G!
<$88!T)!#1$':.!

- +/&$')%!$'!+,)!1&2)!#1)!*2!).#$50)'+.!

- T/&$'$':! 1,*#8%! $'(8#%)! (*05)+)'(G!
&11)110)'+.!

K))5!+/&$'$':!/)(*/%1.!!

U'%)/+&\)!5)/$*%$(!/)B$)<!&'%!/)$'2*/()0)'+!+/&$'$':.!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.21 Training         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.21.4 T,)/)!1,*#8%!T)!%*(#0)'+)%!/)(*/%1!*2!+/&$'$':!
&'%! +,)! &(.#$1$+$*'! *2! /).#$/)%! 1\$881! $'!
%)(*'+&0$'&+$*'!2*/!\)G!5)/1*'')8. 

!

D*(#0)'+! +,)! /)(*/%1!*2! +/&$'$':!&'%!&(.#$1$+$*'!*2!
+,)!/).#$/)%!1\$881!$'!%)(*'+&0$'&+$*'!2*/!\)G!1+&22,!+*!
$'(8#%):!

- T)1+!P)/1*'!LWDM!(&//G$':!*#+!&''#&8!+)1+1d!

- M&$'+)'&'()! P)/1*'! LWDM! */! TP! (&//G$':!
*#+! .#&/+)/8G! &'%! <))\8G! +)1+1! &'%!
0&$'+)'&'()d 

- M$(/*T$*8*:$1+!LS+)/$8$V)/1M!<$+,!/)15*'1$T$8$+G!
2*/!*B)/1))$':!+,)!5/*()11d!

- O5)/&+*/! (&//G$':! *#+! %&$8G! +)1+1! &'%!
,*#1)\))5$':d 

- O5)/&+*//1#5)/B$1*/! /)8)&1$':! /)=5/*()11)%!
%)B$()1.!

E'1#/)!+,&+!+,)!$'2)(+$*'!(*'+/*8!1+&22!&'%!*+,)/!1+&22!
<$+,! %)(*'+&0$'&+$*'! 0&'&:)0)'+! /)15*'1$T$8$+$)1!
L$'(8#%$':! +,)! 1)'$*/!0&'&:)/! HDLL2001M10MM! ,&B)!
/)()$B)%!15)($2$(!+/&$'$':!$'!%)(*'+&0$'&+$*'.!

E'1#/)! +,&+! &88! (8$'$(&8! 1+&22! &/)! &<&/)! *2! +,)!
$058$(&+$*'1! *2! %)(*'+&0$'&+$*'! *'! (8$'$(&8! 5/&(+$(),!
*'! +,)! 1)8)(+$*'! *2! /)#1&T8)! %)B$()1,! 1(,)%#8$':! *2!
5/*()%#/)1!versus!&B&$8&T8)!$'1+/#0)'+&+$*'.!

!

S))! bD)(*'+&0$'&+$*'! g! C8)&'$':,!
D$1$'2)(+$*'!&'%!S+)/$8$V&+$*'c!:#$%&'()!8)&28)+!
5#T8$1,)%!TG!NHSS(*+8&'%!&'%!PEFE.!

E]+)/'&8!+/&$'$':!(*#/1)1!&/)!&B&$8&T8)!2*/!+,)!
.#&8$2$(&+$*'!*2!MPLSM,!TPLSM!&'%!APLSM.!

A! '&+$*'&8! +/&$'$':! 5/*:/&00)! 2*/! MLSM! $1!
(#//)'+8G!#'%)/!(*'1$%)/&+$*'.!

O'=1$+)!&'%!)]+)/'&8!+/&$'$':!$1!&B&$8&T8)!2/*0!
5/$B&+)! +/&$'$':! )1+&T8$1,0)'+1! &'%! 2/*0!
0&'#2&(+#/)/1!*2!)'%*1(*5)1!&'%!EWD1.!!!

!

2.21.5 I2! &'! )0)/:)'(G! )'%*1(*5$(! 5/*()%#/)! $1!
5)/2*/0)%! *#+! *2! '*/0&8! <*/\$':! ,*#/1,!
&//&':)0)'+1! 1,*#8%! T)! 0&%)! 2*/! +,)!
)'%*1(*5)! +*! T)! %)(*'+&0$'&+)%! TG! +/&$')%!
1+&22.!

E'1#/)! +,&+! +,)! ERU! ,&1! 1#22$($)'+! +/&$')%! 1+&22! +*!
(*B)/! +,)! '))%1! *2! )0)/:)'(G! )'%*1(*5G!
5/*()%#/)1.!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.22 Quality Management and Risk Management Systems  
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.1  Quality Management !

2.22.2 A! .#&8$+G! 0&'&:)0)'+! 1G1+)0! 1,*#8%! T)!
%)B)8*5)%! +*! )'1#/)! +,&+! +,)! (#1+*0)/!
L5&+$)'+M! /).#$/)0)'+1! 2*/! )'%*1(*5)!
%)(*'+&0$'&+$*'!&/)!%)+)/0$')%!&'%!0)+.!
!
!

E'1#/)! +,&+!T*5! /!S)'$*/!M&'&:)0)'+!&/)!(*00$++)%! +*!&'%!
$'B*8B)%! $'! +,)! %)1$:',! $058)0)'+&+$*'! &'%! 0*'$+*/$':! *2! &!
%*(#0)'+)%! .#&8$+G! 0&'&:)0)'+! 1G1+)0! LQMSM! 2*/!
)'%*1(*5)!%)(*'+&0$'&+$*'.!

I'B*8B)! \)G! 1+&22! +*! )'1#/)! &! (*=*/%$'&+)%! 0#8+$%$1($58$'&/G!
&55/*&(,,!$'(8#%$'::!!

- HDLL2001M10!S)'$*/!M&'&:)/!
- C8$'$(&8!1+&22!
- ERU!1+&22!
- M$(/*T$*8*:$1+!LS+)/$8$V)/1M!
- I'2)(+$*'!C*'+/*8!1+&22!
- A#+,*/$V)%!P)/1*'!LS+)/$8$V)/1M!xAPLSM!
- E1+&+)1/M&$'+)'&'()!5)/1*'')8!

!

T,)! I'+)/'&+$*'&8! S+&'%&/%1! ISO! 13485:! 2003!
bM)%$(&8!%)B$()1!g!Q#&8$+G!M&'&:)0)'+!1G1+)01!
g! R).#$/)0)'+1! 2*/! /):#8&+*/G! 5#/5*1)1c!
15)($2$)1!/).#$/)0)'+1!2*/!&!.#&8$+G!0&'&:)0)'+!
1G1+)0! +,&+! (&'! T)! &558$)%! +*! )'%*1(*5)!
%)(*'+&0$'&+$*'.!

!
T,)! &$0! $1! +*! #'%)/+&\)! +,)! %)(*'+&0$'&+$*'!
5/*()11! +*! +,)! T)1+! 5*11$T8)! 1+&'%&/%! &'%!
5/*B$%)!+,)!,$:,)1+!.#&8$+G!*2!(&/)!2*/!+,)!5&+$)'+!
/)()$B$':!+,)!/)5/*()11)%!%)B$().!!

!

!

2.22.3 T,)!QMS!1,*#8%!$'(8#%)!&1!\)G!)8)0)'+1:!!

- /)1*#/()!0&'&:)0)'+d!

- 5/*%#(+! /)&8$V&+$*'! L<,)/)! +,)!
5/*%#(+! $1! &! %)(*'+&0$'&+)%!
)'%*1(*5)Md!

- 0)&1#/)0)'+,! &'&8G1$1! &'%!
$05/*B)0)'+.!

 

I'(*/5*/&+)!$'+*!+,)!QMS:=!

Resource management! =!%)+)/0$'&+$*'!&'%!5/*B$1$*'!*2! +,)!
')()11&/G! /)1*#/()1! $'(8#%$':! &%).#&+)8G! +/&$')%! &'%!
(*05)+)'+!5)/1*'')8,!$'2/&1+/#(+#/)!&'%!<*/\!)'B$/*'0)'+.!

Product realization - /$1\!&'&8G1$1,!%)1$:'!&'%!%)B)8*50)'+!
*2! +,)! %)(*'+&0$'&+$*'! 2&($8$+$)1,! ).#$50)'+! &'%! 5/*()11)1,!
5/*(#/)0)'+!*2!/&<!0&+)/$&81!$'(8#%$':!5/*()11!(,)0$(&81,!+,)!
%)(*'+&0$'&+$*'! 5/*()11! +*! 5/*%#()! &'! )'%*1(*5)! ! b2$+! 2*/!
5#/5*1)c! 2*/! /)=#1)! *'! +,)! 5&+$)'+,! 5/*()11! (*'+/*8,! 5/*()11!
B&8$%&+$*',!/)(*/%1!&'%!+/&()&T$8$+G.!

Measurement, analysis and improvement -  +,)! /)1#8+1! *2!
$'+)/'&8! &#%$+,! 0)&1#/)1! *'!0))+$':! C#1+*0)/! /).#$/)0)'+1!
L2))%T&(\! 2/*0! +,)! (8$'$(&8! #'$+M,! )]+)/'&8! $'%)5)'%)'+! &#%$+,!
*5)/&+$*'&8! +)1+1! &'%! $'15)(+$*',! 5)/$*%$(! +)1+1! *'! +,)! EWD!
&'%! 58&'')%! 5/)B)'+&+$B)! 0&$'+)'&'(),! $'(8#%$':! (*//)(+$B)!
&'%!5/)B)'+$B)!&(+$*'. 

!

!
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2.22   Quality Management and Risk Management Systems         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.4  T,)!8!5/$'($58)1!*2!.#&8$+G!0&'&:)0)'+!+*!T)!
&558$)%!&/):!

#" C#1+*0)/!2*(#1!

.W$+,$'!+,)!(*'+)]+!*2!,)&8+,(&/)!5/&(+$()!+,)!
b(#1+*0)/c! $1! +,)! 5&+$)'+.! I+! $1! ')()11&/G! +*!
#'%)/1+&'%!+,)$/!(#//)'+!&'%!2#+#/)!'))%1,!+*!
0))+! +,)$/! /).#$/)0)'+1! &'%! +*! 1+/$B)! +*!
)]())%!+,)$/!)]5)(+&+$*'1.!

!

!

E'1#/)!+,&+,!TG!&(,$)B)0)'+!*2!(8)&'8$')11!&'%!2/))%*0!2/*0!
0$(/*T$&8! (*'+&0$'&+$*'! $'! +,)! %)(*'+&0$'&+)%! )'%*1(*5),!!
+,)/)! $1! '*! &%B)/1)! /! ,&/02#8! *#+(*0)! 2*/! /)=#1)! *2! +,)!
)'%*1(*5)!*'!+,)!')]+!5&+$)'+.!

E'1#/)! +,&+! +,)! /)5/*()11$':! $1! */:&'$1)%! +*! 5/*%#()!&88! +,)!
%)B$()1!')()11&/G!2*/!&!5/*()%#/)!$'!&!+$0)8G!0&'')/.!

!

2.22.5 #" L)&%)/1,$5 

L)&%)/1,$5! $1!')()11&/G!+*!)1+&T8$1,!#'$+G!*2!
5#/5*1),! %$/)(+$*'! &'%! &'! &55/*5/$&+)! <*/\!
)'B$/*'0)'+! $'!<,$(,!5)/1*'')8!(&'!T)! 2#88G!
$'B*8B)%!$'!&(,$)B$':!+,)!#'$+c1!*Te)(+$B)1.!

!

E'1#/)! +,&+! +,)/)! $1! &! %)2$')%! 0&'&:)/! &'%! 0&'&:)0)'+!
1+/#(+#/)!2*/!+,)!ERU.!

!

2.22.6 #" I'B*8B)0)'+!*2!5)*58)!

P)*58)! &/)! +,)! )11)'()! *2! &'! */:&'$1&+$*'.!
T,)!2#88!$'B*8B)0)'+!*2!5)/1*'')8!&+!&88!8)B)81!
)'&T8)1! +,)$/! &T$8$+$)1! +*! T)! #1)%! 2*/! +,)!
T)')2$+!*2!+,)!5/&(+$().!

E'1#/)!+,&+!&88!5)/1*'')8!&/)!2#88G!$'B*8B)%!TG:!

- 5/*B$%$':!&!(8)&/!%)2$'$+$*'!*2!/)15*'1$T$8$+$)1d!

- $%)'+$2G$':!+/&$'$':!'))%1d!

- 5/*B$1$*'!*2!1+&22!+/&$'$':.!

!

2.22.7 #" P/*()11!&55/*&(,!

T,)! %)1$/)%! /)1#8+! 0&G! T)! *T+&$')%! 0*/)!
)22$($)'+8G! &'%! /)8$&T8G! <,)'! +,)! ')()11&/G!
/)1*#/()1! &'%! &(+$B$+$)1,! &'%! +,)$/! $'+)/=
/)8&+$*'1,$51,! &/)! 2#88G! $%)'+$2$)%,! 5/*B$%)%!
&'%!0&'&:)%!&1!&!(*058)+)!5&(\&:).!

!

!

C*'1+/#(+!&!1$058)!28*<!%$&:/&0!$%)'+$2G$':!)&(,!*2!+,)!1+)51!
$'!+,)!/)=#1&T8)!%)B$()!c8$2)!(G(8)!%$&:/&0c,!<,)/)!)&(,!1+)5!$1!
#'%)/+&\)',! +,)! ).#$50)'+! +*! T)! #1)%,! +,)! 1+&22$':! /).#$/)%!
)+(.!!

U1)! +,$1! %$&:/&0! +*! $%)'+$2G! &/)&1! +,&+! '))%! &++)'+$*',! +*!
2&($8$+&+)! +,)! 5/*%#(+$*'! *2! /)8)B&'+,! (*'($1)! </$++)'! <*/\!
$'1+/#(+$*'1!<$88!0&+)/$&88G!&11$1+!$'!$%)'+$2G$':!&/)&1!+,&+!'))%!
&++)'+$*'.!T,$1!1,*#8%!&81*!2&($8$+&+)!+,)!5/*%#(+$*'!*2!/)8)B&'+!
(*'($1)!</$++)'!<*/\!$'1+/#(+$*'1!&'%!/)(*/%$':!1G1+)01.!

!

!
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2.22  Quality Management  and Risk Management Systems         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.8 #" SG1+)0!&55/*&(,!+*!0&'&:)0)'+!

I%)'+$2G$':,! #'%)/1+&'%$':! &'%! 0&'&:$':!
$'+)//)8&+)%! 5/*()11)1! +,&+! (*'+/$T#+)! +*! +,)!
15)($2$)%!*Te)(+$B)L1M!$'!&!1G1+)0&+$(!0&'')/!
0&\)1! &! 0&e*/! (*'+/$T#+$*'! +*! +,)!
)22)(+$B)')11!&'%!)22$($)'(G!*2!+,)!5/&(+$().!

P/*B$%)! +,)! T&1$1! *2! 1G1+)0&+$(! 0&'&:)0)'+! TG! 5/*%#($':!
%*(#0)'+)%! 5*8$($)1! &'%! 5/*()%#/)1! 2*/! %)(*'+&0$'&+$*'!
&(+$B$+$)1,! +*! $'(8#%)! (8)&/8G! %)2$')%! /)15*'1$T$8$+$)1! &'%!
&((*#'+&T$8$+$)1.!

!

!

2.22.9 #" C*'+$'#&8!$05/*B)0)'+ 

T,$1!1,*#8%!T)!&!5)/0&')'+!*Te)(+$B)!*2! +,)!
#'$+.! M&$'+&$'$':! +,)! )22)(+$B)')11! *2! +,)!
1G1+)0!$1!+,)!0$'$0#0!/).#$/)0)'+.!

!

!

A$0!+*!$058)0)'+!(*'+$'#&8!$05/*B)0)'+1,!+*!$'(8#%):!
- )(*'*0$(! $05/*B)0)'+1! TG! 0&\$':! 5/*()11)1! 0*/)!
)22$($)'+d!

- 0$'$0$1$':!)'B$/*'0)'+&8!$05&(+.!!

T,)/)! 1,*#8%! T)! '*! 1(*5)! 2*/! $05/*B)0)'+! $'! +,)!
%)(*'+&0$'&+$*'!1+&'%&/%!1$'()!+,$1!1,*#8%!T)!&+!+,)!/).#$/)%!
8)B)8d! ,*<)B)/,! $+! $1! )11)'+$&8! +,&+! +,)! )22)(+$B)')11! *2! +,)!
/)5/*()11$':!1G1+)0!$1!0&$'+&$')%!+,/*#:,!(*'1+&'+!&++)'+$*'!
+*!0&$'+)'&'(),!+)1+$':,!1+&22!+/&$'$':!)+(.!

!

!

2.22.10 #" F&(+#&8!&55/*&(,!+*!%)($1$*'!0&\$':!

E22)(+$B)! %)($1$*'1!&/)! T&1)%!*'! +,)! 8*:$(&8!
&'%!&55/*5/$&+)!&'&8G1$1!*2!/)8)B&'+!%&+&!&'%!
$'2*/0&+$*'.!

!

C8)&/8G! %)2$')! +,)! *5)/&+$*'&8! /).#$/)0)'+1! 2*/!
%)(*'+&0$'&+$*'! L):! '#0T)/! &'%! +G5)! *2! 5/*()%#/)1M! +*!
5/*B$%)!&!/)&8$1+$(!%)+)/0$'&+$*'!*2!/)1*#/()!/).#$/)0)'+1.!

F*/! )]&058),! +,)! '#0T)/! *2! /)=#1&T8)! 0)%$(&8! %)B$()1!
'))%)%,!%)(*'+&0$'&+$*'!).#$50)'+!(&5&($+G!&'%!'#0T)/!*2!
0&(,$')1!+*!+,)!/).#$/)%!15)($2$(&+$*',!1))\$':!)]5)/+!&%B$()!
&1!')()11&/G.!

!

2.22.11 #" M#+#&88G!T)')2$($&8!1#558$)/!/)8&+$*'1,$51!

D)&8$':1!<$+,!1#558$)/1!1,*#8%!T)!(*'%#(+)%!
$'!&'!*5)'!0&'')/!+,&+!)':)'%)/1!+/#1+!&'%!
(**5)/&+$*'!*'!T*+,!1$%)1!+*!+,)!0#+#&8!
T)')2$+!*2!T*+,!5&/+$)1.!

D)2$')!+,)!5/*%#(+1!/!1)/B$()1!/).#$/)%,!TG!(8)&/!)]5/)11$*'!
&'%!#1$':!%)+&$8)%!(*'+/&(+#&8!+)/01,!$'!</$+$':.!

S))\!)]5)/+!&%B$()!2*/!15)($&8$1+!).#$50)'+!&'%!1)/B$()1!):!
EWD!0&'#2&(+#/)/,!APLSM,!

D*(#0)'+!&88!5#/(,&1)!*/%)/1.!!

!

!
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2.22    Quality Management  and Risk Management Systems         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.12 D*(#0)'+)%! 5*8$($)1,! 5/*()%#/)1! &'%!
/)(*/%1! 2*/! &88! +,)! \)G! )8)0)'+1! *2! +,)!
%)(*'+&0$'&+$*'!5/*()11!&/)!/).#$/)%.!

!

I058)0)'+! 5*8$($)1! &'%! 5/*()%#/)1! +*! (*'+/*8! +,)!
%)(*'+&0$'&+$*'! 5/*()11,! <,)/)! +,)! &T1)'()! *2! 1#(,!
5/*()%#/)1! 0&G! &%B)/1)8G! &22)(+! +,)! .#&8$+G! *2! +,)!
%)(*'+&0$'&+$*'!1)/B$().!

N*'=5/*()11!/)8&+)%!/)(*/%1!$'(8#%$':,!T#+!'*+!8$0$+)%!+*:!
- EWD!5#/(,&1)!15)($2$(&+$*'d!
- EWD!B&8$%&+$*'d!
- EWD!0&$'+)'&'()d!
- EWD!5)/$*%$(!+)1+1d!
- EWD!<&+)/!+/)&+0)'+d!
- U8+/&1*'$(!(8)&')/!5#/(,&1)!15)($2$(&+$*'d!
- U8+/&1*'$(!(8)&')/!B&8$%&+$*'d!
- U8+/&1*'$(!(8)&')/!0&$'+)'&'()d!
- U8+/&1*'$(!(8)&')/!5)/$*%$(!+)1+d!
- U8+/&1*'$(!(8)&')/!<&+)/!+/)&+0)'+d!
- E'B$/*'0)'+&8!(8)&'$':d!
- S+&22!+/&$'$':d!
- D)B$()!5#/(,&1)!15)($2$(&+$*'1d!
- F&($8$+$)1!0&$'+)'&'()d!
- A#%$+.!!

!
P/*()11!/)8&+)%!/)(*/%1!$'(8#%$':,!T#+!'*+!8$0$+)%!+*:!

- M&'#&8!<&1,$':!/)(*/%1d!
- W&1,)/!%$1$'2)(+*/!/)(*/%1d!
- I'15)(+$*'!/)(*/%1.!

!

S+)5=<$1)!5/*()%#/)1!1,*#8%!T)!</$++)'!2*/!)&(,!
1+&:)! *2! +,)! 5/*()11d! +,)1)! 5/*()%#/)1! 0&G!
+,)'! T)! #1)%! &81*! &1! $'=,*#1)! +/&$'$':!
%*(#0)'+1.!

!

Q#&8$+G! /)(*/%1! 2*/! )'%*1(*5G! %)(*'+&0$'&+$*'!
&/)! $'! +<*!(&+):*/$)1d!5/*()11!/)8&+)%!&'%!'*'=
5/*()11!/)8&+)%.!

!

!
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2.22!!!Quality Management and Risk Management Systems         (continued) 
 

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.13  P*8$($)1! &'%! 5/*()%#/)1! 1,*#8%! T)! &#%$+)%!
5)/$*%$(&88G!+*!)'1#/):!!

- S+&22!(*058$&'()d!

- R)8)B&'()!+*!&(+$B$+$)1d!

- C*058$&'()! <$+,! /):#8&+*/G! /).#$/)0)'+1!
&'%!:#$%&'().!

U'%)/+&\)! &! %*(#0)'+)%! /)B$)<! *2! 5*8$($)1! &'%!
5/*()%#/)1,!'*+!8)11!+,&'!&''#&88G.!

!

2.22.14.! R)(*/%1! 1,*#8%! T)! 0&$'+&$')%,! 1)(#/)8G!
1+*/)%! &'%! /)&%$8G! &(()11$T8)! +*! 5)/0$+!
+/&()&T$8$+G!+*!+,)!)]+)'+!/).#$/)%!L1))!2.14M.!

M&$'+&$'!+/&()&T$8$+G!/)(*/%1:!

- (*B)/$':! &88! $+)01! (8)&')%! &'%! 1+)/$8$V)%!
<$+,$'!+,)!#'$+d!

- +,&+!5/*B$%)!)B$%)'()!L&'!&#%$+!+/&$8M!+,&+!&88!
/)=#1&T8)! )'%*1(*5)1! #1)%! *'! 5&+$)'+1!
,&B)! T))'! 1#Te)(+)%! +*! &! 1&+$12&(+*/G!
%)(*'+&0$'&+$*'!5/*()11!1$'()!+,)$/!#1)!*'!
&!5/)B$*#1!5&+$)'+.!

!

T,)! )22)(+$B)')11! *2! +,)! +/&()&T$8$+G! 1G1+)0! 1,*#8%! T)!
%)0*'1+/&+)%! 5)/$*%$(&88G! TG! &! 5/&(+$(&8! +/$&8! *2! +,)!
&T$8$+G! *2! +,)! 1G1+)0! +*! 5)/0$+! /)+/$)B&8! *2! +,)!
&55/*5/$&+)!5/*()11!/)(*/%1.!

!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
!
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2.22   Quality Management and Risk Management Systems         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.15 Risk Management Systems !

2.22.16 E22)(+$B)!/$1\!0&'&:)0)'+!&88*<1!0&'&:)/1!+*!T)!&<&/)!*2!5*+)'+$&8!/$1\1!&'%!*22)/1!+,)!*55*/+#'$+G!+*!%)&8!<$+,!+,)0!T)2*/)!&'G!8*11,!5&/+$(#8&/8G!&!2$'&'($&8!
8*11,!*((#/1.!I+!$1!/):&/%)%!&'!$'+):/&8!5&/+!*2!.#&8$+G!0&'&:)0)'+.!!!

2.22.17 P/*()%#/)1! 1,*#8%! T)! $'! 58&()! +*! $%)'+$2G! +,)!
,&V&/%1! &11*($&+)%! <$+,! +,)! %)(*'+&0$'&+$*'!
5/*()11,! +*! )1+$0&+)! &'%! )B&8#&+)! +,)! /$1\1,!
(*'+/*8! +,)1)! /$1\1! &'%! 0*'$+*/! +,)!
)22)(+$B)')11!*2!+,)!(*'+/*8!!

!!

A558G! /$1\! 0&'&:)0)'+! 1G1+)01! +*! +,)! )'+$/)!
5/*()11!*2!)'%*1(*5)!%)(*'+&0$'&+$*'.!

C*'1$%)/! &88! +,)! 1+&:)1! $'! +,)! %)(*'+&0$'&+$*'!
&(+$B$+G:!

- +,)! %)1$:'! &'%! 0&'#2&(+#/)! *2! &! 15)($2$(!
0)%$(&8!%)B$()!*/!&(()11*/Gd!

- $+1!5/)1)'+&+$*'!&1!&!(*'+&0$'&+)%!%)B$()d!

- +,)! %)1$:',! 0&'#2&(+#/)! &'%! 5)/2*/0&'()!
*2! %)(*'+&0$'&+$*'! ).#$50)'+! 1#(,! &1! +,)!
EWDd!

- #1)! *2! 5/*()11! (,)0$(&81! L%)+)/:)'+,!
(,)0$(&8!%$1$'2)(+&'+Md!

- .#&8$+G!*2!<&+)/!#1)%!$'!+,)!5/*()11d!

- +,)!5/*()%#/)1!#1)%!$'!/)5/*()11$':d!

- +,)!$'15)(+$*'!&'%!1+*/&:)!5/$*/!+*!/)#1).!

T,)!+)/0!b0&'#2&(+#/)/c,!&1!&558$)%!#'%)/!+,)!MDD,!
$1! #1)%! +*! %)1(/$T)! +,)! $'%$B$%#&8! <$+,!
/)15*'1$T$8$+$)1!$'!&88!+,)1)!&/)&1.!!

T,)! %)(*'+&0$'&+$*'! *2! 0)%$(&8! %)B$()1! 1#(,! &1!
)'%*1(*5)1!)'+&$81!&!1$:'$2$(&'+!%):/))!*2!/$1\,!'*+!8)&1+!
T)(&#1)! *2! +,)! (*058)]$+G! &'%! +,)/0*8&T$8)! '&+#/)! *2!
+,)! )'%*1(*5),! +,)! 8$0$+&+$*'1! *2! +,)! 8$.#$%! (,)0$(&8!
%$1$'2)(+$*'!5/*()11!&'%!+,)!(&5&T$8$+G!*2!+,)!)'%*1(*5)!
+*! +/&'12)/! (*'+&0$'&+$*'! 2/*0! B&/$*#1! 1*#/()1! +*! +,)!
')]+!5&+$)'+.!

A((#/&+)8G! )1+$0&+$':! +,)! /$1\! +*! +,)! 5&+$)'+! *2! &'!
$'&%).#&+)8G! %)(*'+&0$'&+)%! )'%*1(*5)! $1! %$22$(#8+!
T)(&#1):!

- $+! ! $1! '*+! 5*11$T8)! +*! T)! ()/+&$'! +,&+! &! :$B)'!
$'2)(+$*'! /)1#8+1! 2/*0! &! (*'+&0$'&+)%!
)'%*1(*5)d!

- $'2)(+$*'! 0&G! '*+! T)(*0)! &55&/)'+! #'+$8! &2+)/!
+,)!5&+$)'+!,&1!T))'!%$1(,&/:)%!2/*0!,*15$+&8d!

- +,)! (*'+&0$'&+)%! )'%*1(*5)! 0&G! '*+! T)!
/)(*:'$1)%!&1!+,)!1*#/()!*2!$'2)(+$*'.!

T,)/)!&/)!0&'G!&15)(+1!*2!+,)!%)(*'+&0$'&+$*'!&(+$B$+G!
+,&+! 0&G! :$B)! /$1)! +*! /$1\! g! +,)! ).#$50)'+,! 5/*()11!
(,)0$(&81!*/!*+,)/!,&V&/%*#1!1#T1+&'()1,!+,)!&(+$B$+G!*2!
1+&22!&'%!+,)!1G1+)01!$'!58&().!

A!/$1\!0&'&:)0)'+!1G1+)0!5/*B$%)1!&!2/&0)<*/\!<$+,$'!
<,$(,! )]5)/$)'(),! $'1$:,+! &'%! e#%:)0)'+! &/)! &558$)%!
1G1+)0&+$(&88G!+*!0&'&:)!/$1\1!LBS!EN!ISO!14971 2000!
bM)%$(&8! %)B$()1! g! A558$(&+$*'! *2! /$1\! 0&'&:)0)'+! +*!
0)%$(&8!%)B$()1cM.!

!
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2.22  Quality Management and Risk Management Systems         (continued) 
!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.18 P/*()%#/)1! 1,*#8%! T)! $'! 58&()! +*! $%)'+$2G!
+,)! ,&V&/%1! &11*($&+)%! <$+,! +,)!
%)(*'+&0$'&+$*'!5/*()11.!!

C*05$8)! &! 8$1+! *2! 2*/)1))&T8)! ,&V&/%1! &11*($&+)%! <$+,! )&(,!
1+&:)!$'!+,)!%)(*'+&0$'&+$*'!5/*()11.!!

M&$'+&$'!+,)!8$1+!*2!,&V&/%1!$'!&!/$1\!0&'&:)0)'+!2$8)!

!

2.22.19 A88! 5/)0$1)1,! ).#$50)'+! &'%! 5/*()11)1!
#1)%! +*! %)(*'+&0$'&+)! /)=#1&T8)! 0)%$(&8!
%)B$()1! (*'+&$'! )8)0)'+1! *2! /$1\! &'%!
,&V&/%1! <,$(,! '))%! +*! T)! $%)'+$2$)%,!
0*'$+*/)%,!(*'+/*88)%!&'%!0&'&:)%.!

P/*%#()! &! (*05/),)'1$B),! </$++)',! %)(*'+&0$'&+$*'! 5*8$(G!
<$+,! (8)&/! /)2)/)'()! +*! /$1\! 0&'&:)0)'+! +*! (*B)/! 1)/B$()1,!
).#$50)'+,! 5/*()11)1! &'%! 5/)0$1)1! $'B*8B)%! $'!
%)(*'+&0$'&+$*'!+,&+!$'(8#%)1:!
!

- H)&8+,!&'%!S&2)+Gd!
- M&'&:)0)'+! &//&':)0)'+1! 2*/! )0)/:)'($)1! &'%!

#'+*<&/%!$'($%)'+1d!
- P/*B$1$*'!+*!8)&/'!2/*0!$'($%)'+1d!
- F*/0&8! &//&':)0)'+1! 2*/! 0&\$':! &'%! /)(*/%$':!

(*'+/&(+1d!
- C*058$&'()!<$+,! &88! /)8)B&'+! 8):$18&+$*'! $'(8#%$':! +,)!

H)&8+,! &'%! S&2)+G! &+! W*/\! )+(! A(+! &'%! M)%$(&8!
D)B$()1!R):#8&+$*'1.!

!

!

!

3.22.20 T,)/)! 1,*#8%! T)! &55/*5/$&+)! &11#/&'()!
+,&+! &88! /$1\1! &11*($&+)%! <$+,!
%)(*'+&0$'&+$*'!5/)0$1)1,! ).#$50)'+!&'%!
1)/B$()1! &/)! $%)'+$2$)%,! &11)11)%! &'%!
0&'&:)%.!

I%)'+$2G!&'%!&11)11!&88! /$1\1!&11*($&+)%!<$+,!&88!1+&:)1!*2! +,)!
%)(*'+&0$'&+$*'!5/*()11.!

I'1+$+#+)!(*'+/*8!0)&1#/)1!2*/!$%)'+$2$)%!/$1\1.!

U'%)/+&\)!0*'$+*/$':! +*! B)/$2G! (*058$&'()! <$+,! 5*8$($)1! &'%!
5/*()%#/)1.!

D*(#0)'+!&//&':)0)'+1!2*/!/)15*'%$':!+*!)0)/:)'($)1.!

H&B)!&//&':)0)'+1!2*/!&(()11!+*!+)(,'$(&8!&%B$()!T)G*'%!+,)!
\'*<8)%:)!&'%!(*05)+)'()!*2!1+&22.!

P/*B$%)!&!1+&22!+/&$'$':!5/*:/&00).!

I%)'+$2G,! /)(*/%,! &'&8G1)! &'%! 8)&/'! 2/*0! &%B)/1)! )B)'+1! &'%!
b')&/!0$11)1c.!

H&B)! &! /)5*/+$':! 5/*()%#/)! 2*/! /)5*/+$':! &(($%)'+1! &'%!
$'($%)'+1!+*!+,)!/)8)B&'+!&#+,*/$+$)1.!

!

!

!
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2.22    Quality Management and Risk Management Systems         (continued) 

!

Para Principle Methods to Achieve Explanatory Notes/ Reference 

2.22.21 P/*()%#/)1!1,*#8%!T)!$'!58&()!+*!(*'+/*8!+,)!
/$1\1! &'%! 0*'$+*/! +,)! )22)(+$B)')11! *2! +,)!
(*'+/*8.!

!

C*'+/*81!$'(8#%):!
- +/&$'$':!+*!)'1#/)!+,&+!'*!1+&22!#'%)/+&\)!5/*()%#/)1!

T)G*'%!+,)$/!(*05)+)'().!
- #1)! *2! &#+*0&+)%! %)(*'+&0$'&+$*'! ).#$50)'+!

$'(*/5*/&+$':! $'%)5)'%)'+! 5/*()11! 0*'$+*/$':! &'%!
(*'+/*8!LEWD!0))+$':!15)($2$)%!/).#$/)0)'+1M!

A(+$B)8G!$'B*8B)!&88!1+&22!$'B*8B)%!$'!%)(*'+&0$'&+$*'.!

A! (*=*/%$'&+)%! 0#8+$%$1($58$'&/G! &55/*&(,! 1,*#8%! T)! +&\)'!
$'B*8B$':!2*/!)]&058):!

- HDLL2001M10!S)'$*/!M&'&:)/!
- C8$'$(&8!1+&22!
- R)5/*()11$':!5)/1*'')8!
- M$(/*T$*8*:$1+!LS+)/$8$V)/1M!
- I'2)(+$*'!C*'+/*8!N#/1)!
- A#+,*/$V)%!P)/1*'!LS+)/$8$V)/1M!xAPLSMy.!
- E1+&+)1/M&$'+)'&'()!5)/1*'')8!

M*'$+*/!)22)(+$B)')11!TG!$'+)/'&8!&'%!)]+)/'&8!&#%$+.!
!

!

2.22.22 A'G! /$1\! 1,*#8%! T)! /)%#()%! +*! +,)! 8*<)1+!
8)B)8! 5/&(+$(&T8),! T)&/$':! $'! 0$'%! +,)!
T)')2$+1! *2! &(()5+$':! +,)! /$1\! &'%! +,)!
5/&(+$(&T$8$+G!*2!2#/+,)/!/)%#(+$*' 

B)!&<&/)!+,&+!$'!+,)!&T1)'()!*2!1#(()112#8!/$1\!0&'&:)0)'+,!
+,)! $05/)11$*'! +,&+! b'*+,$':! ,&1! :*')! </*':! 2/*0! #1$':! &!
%)2)(+$B)! 5/*()11c! 0&G! '*+! &558G! $'! +,)! 2#+#/).! I'($%)'+1! *2!
T&%!%)(*'+&0$'&+$*'!5/&(+$()!0#1+!'*+!T)!%$1/):&/%)%.!

C*058$&'()!<$+,!8):$18&+$*'!1#(,!&1!+,)!H)&8+,!&'%!S&2)+G!&+!
W*/\! )+(! A(+! $1! 0&'%&+*/G.! ! R).#8&+*/G! T*%$)1! /).#$/)!
(*058$&'()! <$+,! +,)! M)%$(&8! D)B$()! R):#8&+$*'1! &'%! +,)!
'&+$*'&8!1+&'%&/%1!$'!%)(*'+&0$'&+$*',.!

T,)! )05,&1$1! 1,*#8%! T)! *'! *Te)(+$B)8G! &11)11$':! +,)! /$1\1,!
15)'%$':!0*')G!*'!)8$0$'&+$':!+,)!/$1\1!&'%!$05/*B$':!1&2)+G!
&'%!0&$'+)'&'()!8)B)81.!!

P/&(+$(&T$8$+G! /)2)/1! +*! +,)! &T$8$+G! *2! +,)!
b0&'#2&(+#/)/c! +*! /)%#()! +,)! /$1\.! P/&(+$(&T$8$+G!
,&1!+<*!(*05*')'+1!

- +)(,'$(&8!5/&(+$(&T$8$+G! ! =! +,)!&T$8$+G! +*! /)%#()!
+,)!/$1\!TG!+)(,'$(&8! $''*B&+$*',!/):&/%8)11!*2!
(*1+d!

- )(*'*0$(!5/&(+$(&T$8$+G!g! +,)!&T$8$+G! +*! /)%#()!
+*! /)%#()! +,)! /$1\! <$+,*#+! 0&\$':! +,)!
5/*B$1$*'! *2! +,)! %)(*'+&0$'&+)%! )'%*1(*5)!
&'!#'1*#'%!)(*'*0$(!5/*5*1$+$*'.!

A'!)]&058)!<*#8%!T)!<,)/)!%$15*1&T8)!1,)&+,1!
,&B)! T))'! %)B)8*5)%! +*! 5/*+)(+! '*'=8#0)')%!
)'%*1(*5)1! ):! '&1)'%*1(*5)1! &'%! 0$'$0$V)!
(*'+&0$'&+$*'!L1))!2.5.3M..!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!

2.23  Environmental cleaning!

!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.23.1 T,)! )'B$/*'0)'+&8! (8)&'$':! 5/*()%#/)1! &'%!
1(,)%#8)1! &%*5+)%! 0#1+! )'1#/)! +,&+!
(*'+&0$'&+$*'! 2/*0! ,&'%8$':! #1)%! %)B$()1,!
(8$'$(&8! <&1+)! &'%! 5/*()11! (,)0$(&81! $1!
/)0*B)%! 2/*0! +,)! )'B$/*'0)'+! &'%! '*+!
%$15)/1)%!+*!(8)&'!&/)&1.!!

!

S):/):&+)!(8)&'$':!).#$50)'+:!

1M! ,&B)! 1)5&/&+)! (8)&'$':! ).#$50)'+! 2*/! (8)&'!
&'%!%$/+G!&/)&1!1+*/)%!$'!+,)!1&0)!DSRd!

!
2M! #1)! +,)! 1&0)! ).#$50)'+! 2*/! T*+,! (8)&'! &'%!

%$/+G! &/)&1d! <$+,! +,)! (8)&'$':! ).#$50)'+!
+,*/*#:,8G! (8)&')%! &2+)/! #1)d! (8)&'! &/)&1!
(8)&')%!2$/1+!2*88*<)%!TG!%$/+G!&/)&1.!

!

C*'+/*8!*2!)'B$/*'0)'+&8!(8)&'$':!$1!&!\)G!&15)(+!*2!+,)!
%&G! +*! %&G! *5)/&+$*'! *2! &'! ERU.! ! D$15)/1&8! *2!
(*'+&0$'&+$*'!+*!(8)&'!&/)&1!0&G!*((#/!+,/*#:,!+,)!#1)!
*2! $'&55/*5/$&+)! (8)&'$':! ).#$50)'+! &'%/*/! +)(,'$.#)1!
*/!+,/*#:,!+,)!#1)!*2!(*'+&0$'&+)%!(8)&'$':!).#$50)'+.!!

!

!

2.23.1! T,)! ).#$50)'+! &'%! 0)+,*%1! #1)%! 1,*#8%!
0$'$0$1)!+,)!%$15)/1&8!*2!(*'+&0$'&+$*'.!

U1)! &55/*5/$&+)! 28**/! (8)&'$':! ).#$50)'+! &'%!
0)+,*%:!

- 0*5! &'%! T#(\)+! #1$':! b+<*! T#(\)+c! 1G1+)0!
&'%!&!2/))!/$'1$':!%)+)/:)'+d!

- B&(##0! (8)&')/! 2$++)%! <$+,! HEPA! 2$8+)/)%!
)],&#1+!

!

D*! '*+! #1)! /*+&/G! 1(/#TT)/1! &'%! 5*8$1,)/1! $'! +,)!
%)(*'+&0$'&+$*'! /**0! L#'8)11! &88! %)B$()1! &/)! 2$/1+!
/)0*B)%!2/*0!+,)!&/)&!&'%!&88!,*/$V*'+&8!<*/\!1#/2&()1!
&/)!(8)&')%!&2+)/!+,)!28**/1M.!

!

2.23.2! T,)!(8)&'$':!&:)'+1!1,*#8%!T)!&55/*5/$&+).! F*/! 28**/! (8)&'$':,! #1)! &! 2/))=/$'1$':! %)+)/:)'+! $'!
<&/0!<&+)/.!

D$1$'2)(+&'+1!&/)!'*+!/).#$/)%.!

I2!%$1$'2)(+&'+1!&/)!#1)%!+,)G!1,*#8%!T):!

- *'8G!#1)%!2*88*<$':!+,*/*#:,!(8)&'$':d!

- 2/)1,! %$8#+)%! 2/*0! (*'()'+/&+)! $00)%$&+)8G!
T)2*/)!#1)!

- /*+&+)%! .#&/+)/8G! +*! 5/)B)'+! T#$8%! #5! *2!
/)1$1+&'+!*/:&'$101!

!

!

!
!
!
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2.23  Environmental cleaning!
!

Para Principle Methods to Achieve Explanatory Notes / Reference 

2.23.3! C8)&'$':! 1,*#8%! T)! &+! &! 2/).#)'(G! +,&+! <$88!
0&$'+&$'! +,)! /).#$/)%! 1+&'%&/%! *2!
(8)&'8$')11.!

S(,)%#8)!2*/!28**/!(8)&'$':!

- F8**/1!1,*#8%!T)!(8)&')%!%&$8G!

- F8**/1! 1,*#8%! T)! (8)&')%! &81*! <,)'! B$1$T8G!
1*$8)%!

!

!

2.23.4! W*/\!1#/2&()1!1,*#8%!T)!(8)&'!&'%!2/))!2/*0!
(*'+&0$'&+$*'.!

C8)&'!<*/\!1#/2&()1!&+! 8)&1+!%&$8G!<$+,!&!,*+!&.#)*#1!
1*8#+$*'! *2! &! 2/))! /$'1$':! %)+)/:)'+! &'%! %/$)%! &2+)/!
(8)&'$':!#1$':!&!1$':8)=#1)!(8*+,.!

W*/\! 1#/2&()1! 1,*#8%! T)! <$5)%! %*<'! 5)/$*%$(&88G!
%#/$':! +,)! <*/\$':! %&G! #1$':! 15*/)! 2/))! 70n! $1*=
5/*5&'*8! L+,$1! 5/*B$%)1! T*+,! &! %$1$'2)(+$*'! &'%! %/G$':!
)22)(+M.!!

!

!

2.23.5! P/*B$1$*'! 1,*#8%! T)! 0&%)! +*! %)&8! <$+,!
15$88&:)1!

P/*B$%)!15$88&:)!\$+1!+*!(*'+&$'!&'%!/)0*B)!15$88&:)1!*2!
T*%G!28#$%1.!

P/*B$%)!15$88&:)!\$+1! +*!(*'+&$',!')#+/&8$1)! $2!')()11&/G!
&'%!/)0*B)!15$88&:)1!*2!5/*()11!(,)0$(&81.!!

!

G#$%&'()!*'!+,)!15)($2$(!/).#$/)0)'+1!1,*#8%!T)!2*#'%!
$'! +,)! M&+)/$&8! S&2)+G! D&+&! S,))+! 1#558$)%! TG! +,)!
5/*()11!(,)0$(&8!0&'#2&(+#/)/.!

2.23.6! T,)!&%).#&(G!*2!(8)&'$':!1,*#8%!T)!B)/$2$)%.! T,)! (8)&'$':! 1,*#8%! T)! 0*'$+*/)%! TG! /):#8&/!
%*(#0)'+)%! $'15)(+$*'! *2! +,)! (8)&'8$')11! *2! +,)!
)'B$/*'0)'+!&'%!+,)!(8)&'$':!).#$50)'+.!!

!

!

!
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3. References!

- A%B$1*/G!C*00$++))!*'!D&':)/*#1!P&+,*:)'1!&'%!+,)!S5*':$2*/0!E'()5,&8*5&+,G!A%B$1*/G!C*00$++)),!>T/&'10$11$T8)!15*':$2*/0!)'()5,&8*5&+,G!&:)'+1:!1&2)!
<*/\$':!&'%!+,)!5/)B)'+$*'!*2!$'2)(+$*'>!L1))!,++5://<<<.&%B$1*/GT*%$)1.%*,.:*B.#\/&(%5/+1):#$%&'()/I'%)].,+0!M!!!!

- B/$+$1,!S*($)+G!*2!G&1+/*)'+)/*8*:G!W*/\$':!G/*#5!R)5*/+!L2003M!BSG!G#$%)8$')1!2*/!D)(*'+&0$'&+$*'!*2!E.#$50)'+!2*/!G&1+/*$'+)1+$'&8!E'%*1(*5G!!LS))!
,++5://<<<.T1:.*/:.#\/(8$'$(&8z5/&(/:#$%)8$')1/%$1$'2)(+$*'.,+0!M!

- BS!EN!285!L1997M!S+)/$8$V&+$*'!g!S+)&0!1+)/$8$V)/1!g!L&/:)!1+)/$8$V)/1,!BSI.!

- BS!EN!61010=2=045!L2001M!S&2)+G!/).#$/)0)'+1!2*/!)8)(+/$(&8!).#$50)'+!2*/!0)&1#/)0)'+,!(*'+/*8,!&'%!8&T*/&+*/G!#1):!!P&/+$(#8&/!/).#$/)0)'+1!2*/!<&1,)/!%$1$'2)(+*/1!#1)%!$'!0)%$(&8!
5,&/0&()#+$(&8,!B)+)/$'&/G!&'%!8&T*/&+*/G!2$)8%1.!

- BS!EN!ISO!13485!L2003M!M)%$(&8!%)B$()1!g!Q#&8$+G!0&'&:)0)'+!1G1+)01!g!R).#$/)0)'+1!2*/!/):#8&+*/G!5#/5*1)1,!BSI!

- BS!EN!ISO!14971!L2001M!M)%$(&8!%)B$()1!g!A558$(&+$*'!*2!/$1\!0&'&:)0)'+!+*!0)%$(&8!%)B$()1!
- BS EN ISO 15883 Washer-Disinfectors – Part 1: General Requirements, definitions and tests (Draft 2004) Clause 8. Information to be supplied by the 

manufacturer  
- BS!EN!ISO!17664!L2004M!S+)/$8$V&+$*'!*2!0)%$(&8!%)B$()1!g!I'2*/0&+$*'!+*!T)!5/*B$%)%!TG!+,)!0&'#2&(+#/)/!2*/!+,)!5/*()11$':!*2!/)1+)/$8$V&T8)!0)%$(&8!%)B$()1,!BSI.!

- BS!EN!ISO!14937!L2001M!S+/)/$8$V&+$*'!*2!,)&8+,!(&/)!5/*%#(+1!g!G)')/&8!/).#$/)0)'+1!2*/!(,&/&(+)/$V&+$*'!*2!&!1+)/$8$V$':!&:)'+!&'%!+,)!%)B)8*50)'+,!B&8$%&+$*'!&'%!/*#+$')!(*'+/*8!*2!&!
1+)/$8$V&+$*'!5/*()11!2*/!0)%$(&8!%)B$()1,!BSI.!

- G8)''$)!G/*#5!LNHSS(*+8&'%!S+)/$8)!S)/B$()1!P/*B$1$*'!R)B$)<!G/*#5M!R)5*/+!!xHDLL2001M66y!!!LS))!,++5://<<<.1,*<.1(*+.',1.#\/5#T8$(&+$*'1$'%)].,+0!M!

- HDLL2001M10!!D)(*'+&0$'&+$*'!*2!M)%$(&8!D)B$()1!LS))!,++5://<<<.1,*<.1(*+.',1.#\/1),%/0)81/HDL2001z10.,+0!M.!

- HDLL2003M42!!D)(*'+&0$'&+$*'.!g!NHSS(*+8&'%!S+)/$8)!S)/B$()1!P/*B$1$*'!R)B$)<!G/*#5!LG8)''$)!G/*#5M!!LS))!,++5://<<<.1,*<.1(*+.',1.#\/5#T8$(&+$*'1$'%)].,+0!M!

- H)&8+,!v!S&2)+G!E])(#+$B)!L1997M!P)/0$+!+*!W*/\!SG1+)01!!LS))!,++5://<<<.,1).:*B.#\/5#T'1/$'%:98.5%2!M!

- M)%$(&8!D)B$()1!A:)'(G,!S+)/$8$V&+$*',!%$1$'2)(+$*'!&'%!(8)&'$':!*2!0)%$(&8!).#$50)'+:!!G#$%&'()!*'!%)(*'+&0$'&+$*'!2/*0!M$(/*T$*8*:G!A%B$1*/G!C*00$++))!+*!+,)!
D)5&/+0)'+!*2!H)&8+,!M)%$(&8!D)B$()1!A:)'(G!LT,)!MAC!M&'#&8M!P&/+!1!P/$'($58)1!L1993!#5%&+)%!2002M!!P&/+!2!P/*+*(*81!L1996M,!P&/+!3!P/*()%#/)1!L199,!#5%&+)%!
2000!&'%!2002M.!Lhttp://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwSearchResults/AAAADF24915B412280256C8B003EE71FMOPEN!M!

- MDA!DB!9801!L1999M!M)%$(&8!D)B$()!&'%!E.#$50)'+!M&'&:)0)'+!2*/!H*15$+&8!&'%!C*00#'$+G=T&1)%!O/:&'$1&+$*'1.!LS))!http://www.medical-
devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/91BB7CD751A08AB580256C8B0052570FMOPEN!M!

- MDA!DB!2000L04M!S$':8)=#1)!M)%$(&8!D)B$()1:!!I058$(&+$*'1!&'%!C*'1).#)'()1!*2!R)#1)!!LS))!http://www.medical-
devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/B7D0158A173D0C5A80256C8B004DE2B7MOPEN!M!

- MDA!DB!2002L05MM!D)(*'+&0$'&+$*'!*2!)'%*1(*5)1!LS))!,++5://<<<.0)%$(&8=
%)B$()1.:*B.#\/0%&/0%&<)T1$+)B2.'12/<)TB<MDAS&2)+GW&/'$':1/C2377C4B2E2BA7D680256C8B004F1A41kOPEN!M!

- MHRA!DB!2003L05M!M&'&:)0)'+!*2!M)%$(&8!D)B$()1!P/$*/!+*!R)5&$/!S)/B$()!*/!I'B)1+$:&+$*'!LS))!,++5://<<<.0)%$(&8=
%)B$()1.:*B.#\/0%&/0%&<)T1$+)B2.'12/<)TB<MDAS&2)+GW&/'$':1/5EC97FD1EF5E62E180256D4E00542622kOPEN!M!

- NHS!E1+&+)1!L1997M!HTM!2030!W&1,)/!D$1$'2)(+*/1,!HMSO!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!B6                                                                                              December "##$ 

http://www.advisorybodies.doh.gov.uk/acdp/tseguidance/Index.htm
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http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/B7D0158A173D0C5A80256C8B004DE2B7?OPEN
http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/C2377C4B2E2BA7D680256C8B004F1A41?OPEN
http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/C2377C4B2E2BA7D680256C8B004F1A41?OPEN
http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/5EC97FD1EF5E62E180256D4E00542622?OPEN
http://www.medical-devices.gov.uk/mda/mdawebsitev2.nsf/webvwMDASafetyWarnings/5EC97FD1EF5E62E180256D4E00542622?OPEN
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!

- NHS!E1+&+)1!L2003M!NHS!M*%)8!E':$'))/$':!S5)($2$(&+$*'!C32!A#+*0&+)%!E'%*1(*5)!R)5/*()11*/1!2*/!F8)]$T8)!E'%*1(*5)1!

- NHS!MEL!L1999M!65!V&/$&'+!C/)#+V2)8+=e&(*T!%$1)&1)!LBC`DM:!!M$'$0$1$':!+,)!/$1\!*2!+/&'10$11$*'!

- 5/EN!ISO!15883=4!!W&1,)/=D$1$'2)(+*/1!P&/+!4:!R).#$/)0)'+1!&'%!+)1+1!2*/!<&1,)/=%$1$'2)(+*/1!)058*G$':!(,)0$(&8!%$1$'2)(+$*'!2*/!+,)/0*=8&T$8)!)'%*1(*5)1!!L1)(*'%!
5/EN!2004M!

- SANLSCM03/11!!NHSS(*+8&'%!S&2)+G!A(+$*'!N*+$():!!D)(*'+&0$'&+$*'!*2!R)=#1&T8)!M)%$(&8!D)B$()1:!!C*'+/*8!*2!A.#)*#1!S*8#+$*'1!$'!!U8+/&1*'$(!C8)&')/1!!LS))!
,++5://<<<.1,*<.1(*+.',1.#\/1,1/,&V&/%1z1&2)+G/SANPDF/SAN0311.5%2!M!

- SANLSCM04/31!!NHSS(*+8&'%!S&2)+G!A(+$*'!N*+$():!!A%B&'()%!S+)/$8$V&+$*'!P/*%#(+1!CIDEX|!OPA:!!R$1\!*2!A%B)/1)!R)&(+$*'!LS))!
,++5://<<<.1,*<.1(*+.',1.#\/1,1/,&V&/%1z1&2)+G/SANPDF/SAN0431.5%2.!!

- SHTM!2030!L2001M!W&1,)/!D$1$'2)(+*/1!P&/+!1!D)1$:'!C*'1$%)/&+$*'1,!P&/+!2!O5)/&+$*'&8!M&'&:)0)'+!&'%!P&/+!3!V&8$%&+$*'!&'%!B)/$2$(&+$*'!!LS))!
,++5://<<<.1,*<.1(*+.',1.#\/5)2/:#)1+/!M!

- SHTN!3! M&'&:)0)'+!&'%!%$15*1&8!*2!(8$'$(&8!<&1+)!

- S5&#8%$':!E!H,!C,)0$(&8!D$1$'2)(+$*'!*2!M)%$(&8!&'%!S#/:$(&8!M&+)/$&81!$'!L&</)'()!CH,!B8&(\!SS,!D$1$'2)(+$*',!S+)/$8$V&+$*'!&'%!P/)1)/B&+$*',!L1968M!32:!517=531,!
H)'/G!K$05+*',!L*'%*'.!!

- W&+)/!S#558G!LW&+)/!Q#&8$+GM!LS(*+8&'%M!R):#8&+$*'1!2001!

- W&+)/!S#558G,!S(*+8&'%:!T,)!P/$B&+)!W&+)/!S#558$)1!LS(*+8&'%M!R):#8&+$*'1!1992!
!
!
!
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4. Contact Details 
!

Service Organisation Address Contact Number 

For procurement S(*++$1,!H)&8+,(&/)!S#558$)1! GG8)!S.#&/)!

1!S*#+,!GG8)!C/)1()'+!

E%$'T#/:,!

EH2!9EB!

0131!275!6778!

For installation, validation, 
maintenance and testing 

S(*++$1,!H)&8+,(&/)!S#558$)1! GG8)!S.#&/)!

1!S*#+,!GG8)!C/)1()'+!

E%$'T#/:,!

EH2!9EB!

0131!275!6390!

For general guidance and 
enquiries 

H)&8+,!P/*+)(+$*'!S(*+8&'%! C8$2+*'!H*#1)!

C8$2+*'!P8&()!

G8&1:*<!

G3!7LN!

0141!300!1153!

! ! ! !

! ! ! !

!
!
!
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!
5. Glossary 

AP(S)  T,)! &#+,*/$1)%! 5)/1*'! L1+)/$8$V)/1M! $1! %)2$')%! &1! &! 5)/1*'! %)1$:'&+)%! TG!0&'&:)0)'+! +*! 5/*B$%)! $'%)5)'%)'+! &#%$+$':! &'%! &%B$()! *'!
1+)/$8$V)/1! &'%! 1+)/$8$V&+$*'! &'%! +*! /)B$)<! &'%!<$+')11! B&8$%&+$*'.! ! APLSM! &/)! &81*! &T8)! +*! 5/*B$%)! $'%)5)'%)'+! &#%$+$':! &'%! &%B$()! *'!
<&1,$':/%$1$'2)(+$*'!&'%!WD1!&'%!+*!/)B$)<!&'%!<$+')11!B&8$%&+$*'!*2!+,)1)!5/*()11)1!&'%!0&(,$')1.!!LS))!SHTM!2010!P&/+!1!2*/!&!2#88!
%)2$'$+$*'!*2!+,)!/)15*'1$T$8$+$)1!<$+,!/)15)(+!+*!1+)/$8$V)/1!&'%!+,)!.#&8$2$(&+$*'1!&'%!)]5)/$)'()!/).#$/)%M.!

Automatic endoscope 
reprocessor 

A'!AER!$1!&!0&(,$')!$'+)'%)%!2*/!+,)!&#+*0&+)%!%)(*'+&0$'&+$*'!*2!)'%*1(*5)1.!

N*+):! T,$1! :)')/$(! +)/0! (&'! T)! &558$)%! +*! &'G! &#+*0&+)%! 0&(,$')! %)1$:')%! 2*/! )'%*1(*5)! /)5/*()11$':! &'%! ,&1! T))'! &558$)%!
$'(*'1$1+)'+8G! +,/*#:,*#+! 5#T8$1,)%! :#$%&'().! A#+*0&+)%! 0&(,$')1! +,&+! )'&T8)! )'%*1(*5)1! +*! T)! $00)/1)%! $'! &! ,$:,! 8)B)8!
%$1$'2)(+&'+/1+)/$8&'+!T#+!8&(\!&!(8)&'$':!1+&:)!L):!+,)!S+)/$1!/)5/*()11*/M!0&G!T)!%)1(/$T)%!#1)2#88G!&1!&'!AER.!T,$1!5/*B$%)1!&!%$1+$'(+$*'!
2/*0!&#+*0&+)%!0&(,$')1!+,&+!(8)&'!&'%!%$1$'2)(+!<,$(,!&/)!%)2$')%!&1!)'%*1(*5)!<&1,)/=%$1$'2)(+*/1!LEWD1M!<$+,$'!+,)!1(*5)!*2!BS!EN!
ISO!15883.!!

Batch! I+)01!5/*()11)%!&+!+,)!1&0)!+$0)!#'%)/!+,)!1&0)!5/*()11!(*'%$+$*'1.!

CE mark T,)!CE!0&/\!0)&'1!+,&+!&!0&'#2&(+#/)/! $1!1&+$12$)%!+,&+!,$1!5/*%#(+!(*'2*/01!<$+,!+,)!/)8)B&'+!E11)'+$&8!R).#$/)0)'+1! $'!+,)!/)8)B&'+!
E#/*5)&'!D$/)(+$B)!&'%!+,&+!$+!$1!2$+!2*/!$+1!$'+)'%)%!5#/5*1).!

Contractor A!5)/1*'!*/!*/:&'$1&+$*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!/)15*'1$T8)!2*/!+,)!1#558G!&'%!$'1+&88&+$*'!*2!+,)!WD!&'%!2*/!(&//G$':!*#+!+,)!
$'1+&88&+$*'!(,)(\1!&'%!+)1+1.!T,)!(*'+/&(+*/!$1!#1#&88G!+,)!0&'#2&(+#/)/!*2!+,)!WD.!LSHTM!2030=3M.!

Control of Infection Officer T,)!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!/)15*'1$T8)!2*/!&%B$1$':!+,)!#1)/!*'!&88!$'2)(+$*'!(*'+/*8!&15)(+1!LSHTM2030=3M.!

Decontamination! T*+&8$+G!*2!+,)!5/*()11)1!/).#$/)%!+*!/)'%)/!&!#1)%!/)=#1&T8)!0)%$(&8!%)B$()!2$+!2*/!#1)!*'!&!1#T1).#)'+!5&+$)'+.!LT,$1!<$88!'*/0&88G!$'(8#%)!
&+!8)&1+!(8)&'$':,!$'15)(+$*'!2*/!(8)&'8$')11!&'%!2#'(+$*'&8$+G!&'%!%$1$'2)(+$*'!&'%/*/!1+)/$8$V&+$*'M.!

Decontamination manager! P)/1*'!<$+,!%)1$:'&+)%,!</$++)',!/)15*'1$T$8$+G!&'%!&#+,*/$+G!+*!0&'&:)!&88!*5)/&+$*'&8!&15)(+1!*2!+,)!%)(*'+&0$'&+$*'!#'$+1.!!!

Decontamination room D)1$:'&+)%!/**0!$'!<,$(,!%)(*'+&0$'&+$*'!).#$50)'+!$1!8*(&+)%!$'!+,)!E'%*1(*5G!R)5/*()11$':!U'$+.!

Disinfection - High level 
disinfection 

C&5&T8)!*2!\$88$':!&88!0$(/*=*/:&'$101!<$+,!+,)!)]()5+$*'!*2!,$:,!'#0T)/1!*2!T&(+)/$&8!15*/)1!
xS#00&/$1)%!2/*0!=!R#+&8&!W!A!APIC!LA11*($&+$*'!*2!P/*2)11$*'&81!I'!I'2)(+$*'!C*'+/*8!&'%!E5$%)0$*8*:GM!G#$%)8$')1!2*/!1)8)(+$*'!&'%!
#1)!*2!%$1$'2)(+&'+1.!A0!`!I'2)(+!C*'+/*8!1996,!24,!313=342.y!

Disinfection  - Low level 
disinfection 

C&5&T8)!*2!\$88$':!0*1+!T&(+)/$&,!1*0)!B$/#1)1!&'%!1*0)!2#':$!T#+!(&''*+!T)!/)8$)%!#5*'!+*!\$88!/)1$1+&'+!T&(+)/$&!
xS#00&/$1)%!2/*0!=!R#+&8&!W!A!APIC!LA11*($&+$*'!*2!P/*2)11$*'&81!I'!I'2)(+$*'!C*'+/*8!&'%!E5$%)0$*8*:GM!G#$%)8$')1!2*/!1)8)(+$*'!&'%!
#1)!*2!%$1$'2)(+&'+1.!A0!`!I'2)(+!C*'+/*8!1996,!24,!313=342.y!

Disinfection   Medium level 
disinfection 

C&5&T8)!*2!\$88$':!0G(*T&(+)/$&,!B):)+&+$B)!T&(+)/$&,!0*1+!B$/#1)1!&'%!0*1+!2#':$!T#+!'*+!')()11&/$8G!T&(+)/$&8!15*/)1!
xS#00&/$1)%!2/*0!=!R#+&8&!W!A!APIC!LA11*($&+$*'!*2!P/*2)11$*'&81!I'!I'2)(+$*'!C*'+/*8!&'%!E5$%)0$*8*:GM!G#$%)8$')1!2*/!1)8)(+$*'!&'%!
#1)!*2!%$1$'2)(+&'+1.!A0!`!I'2)(+!C*'+/*8!1996,!24,!313=342.y!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!
5. Glossary   (continued) 
 

Endoscope washer-
disinfector 

 

<&1,)/=%$1$'2)(+*/!$'+)'%)%!+*!(8)&'!&'%!%$1$'2)(+!8*&%1!(*'+&$'$':!28)]$T8)!)'%*1(*5)1!!+*!+,)!/).#$/)%!1+&'%&/%!L5/EN!ISO!15883=1M.!

Hazard T,)!5*+)'+$&8! +*!(&#1)!,&/0!$'(8#%$':!$88!,)&8+,!&'%!$'e#/G,!%&0&:)!+*!5/*5)/+G,!58&'+,!5/*%#(+1!*/!+,)!)'B$/*'0)'+,!5/*%#(+$*'!8*11)1!*/!
$'(/)&1)%!8$&T$8$+$)1!

Invasive procedure A!0)%$(&8!*/!1#/:$(&8!5/*()%#/)!<,$(,!5)')+/&+)1!$'+&(+!1\$'!*/!0#(*#1!0)0T/&')!*/!5)')+/&+)1!&!1+)/$8)!T*%G!(&B$+G.!

Management T,)!*<')/,!*((#5$)/,!)058*G)/,!:)')/&8!0&'&:)/,!(,$)2!)])(#+$B)!*/!*+,)/!5)/1*'!<,*!$1!#8+$0&+)8G!/)15*'1$T8)!2*/!+,)!5/)0$1)1!LSHTM!
2030=3M!

Manufacturer  A!5)/1*'!*/!*/:&'$1&+$*'!/)15*'1$T8)!2*/!+,)!0&'#2&(+#/)!*2!&!WD!

Medical Device A1!%)2$')%!$'!+,)!M)%$(&8!D)B$()!D$/)(+$B)!L42/93/EECMd!$'(8#%)1!1#/:$(&8!$'1+/#0)'+1!

Microbiologist (Sterilizers) 

 

A!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!/)15*'1$T8)!2*/!&%B$1$':!+,)!#1)/!*'!0$(/*T$*8*:$(&8!&15)(+1!*2!<&1,$':!&'%!%$1$'2)(+$':!'*'=
0)%$($'&8!5/*%#(+1!LSHTM!2010M!

Operator A!5)/1*'!<$+,!+,)!&#+,*/$+G!+*!*5)/&+)!&!WD.!T,)$/!%#+$)1!0&G!$'(8#%)!+,)!'*+$':!*2!WD!$'1+/#0)'+!/)&%$':1,!/)58)'$1,0)'+!*2!(*'1#0&T8)!
$+)01,!1#(,!&1!%)+)/:)'+,!&'%!1$058)!,*#1)\))5$':!%#+$)1!LSHTM2030=3M!

Performance Qualification T,)!5/*()11!*2!*T+&$'$':!%*(#0)'+)%!)B$%)'()!+,&+!).#$50)'+,!&1!(*00$11$*')%,!<$88!5/*%#()!&'!&(()5+&T8)!5/*%#(+!<,)'!*5)/&+)%!$'!
&((*/%&'()!<$+,!+,)!15)($2$(&+$*'!!

Policy A!1+&+)0)'+!*2!$'+)'+d!$'!5&/+$(#8&/!<$+,!/)2)/)'()!+*!&'!*5)/&+$*'&8!0&++)/.!

Procedure A!1+&+)0)'+!*2!1+)51!/).#$/)%!+*!2#82$8!&!5*8$(G!

Purchaser  T,)!5)/1*'!*/!*/:&'$1&+$*'!<,*!*/%)/1!+,)!WD!&'%!$1!/)15*'1$T8)!2*/!5&G$':!2*/!$+!LSHTM!2030=3M!

Q10 T,)!(,&':)!$'!/)&(+$*'!/&+)!2*/!&!10*C!(,&':)!$'!+)05)/&+#/).!!LF*/!0&'G!(,)0$(&8!/)&(+$*'1!+,)!Q10!B&8#)!8$)1!T)+<))'!2!&'%!3M.!

Quality Manager A!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!T)!/)15*'1$T8)!2*/!+,)!.#&8$+G!0&'&:)0)'+!1G1+)0!*5)/&+)%!<$+,$'!+,)!)'%*1(*5G!/)=5/*()11$':!
#'$+!$//)15)(+$B)!*2!+,)$/!*+,)/!.#&8$+G!0&'&:)0)'+!%#+$)1!<$+,$'!%)(*'+&0$'&+$*'!&'%/*/!+,)!,)&8+,(&/)!2&($8$+G.!!

Re-usable medical device A!0)%$(&8!%)B$()!%)1$:'&+)%!TG! $+1!0&'#2&(+#/)/!&1!1#$+&T8)! 2*/!0#8+$58)!)5$1*%)1!*2!#1)d!)$+,)/! 2*/!&!%)2$')%!0&]$0#0!'#0T)/!*2!#1)!
(G(8)1!*/!#'+$8!$'15)(+$*'!/)B)&81!<)&/!*/!%&0&:)!+*!+,)!)]+)'+!+,&+!+,)!%)B$()!0#1+!T)!/)5&$/)%!*/!/)58&()%.!

Risk C*0T$'&+$*'!*2!+,)!5/*T&T$8$+G!*2!+,)!*((#//)'()!*2!,&/0!&'%!+,)!1)B)/$+G!*2!+,&+!,&/0!!LBS!EN!ISO!14971M.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!
5. Glossary      (continued) 
!

Risk analysis SG1+)0&+$(!#1)!*2!&B&$8&T8)!$'2*/0&+$*'!+*!$%)'+$2G!,&V&/%1!&'%!)1+$0&+)!+,)!/$1\!LBS!EN!ISO!14971M.!

Risk assessment OB)/&88!5/*()11!(*05/$1$':!&!/$1\!&'&8G1$1!&'%!&!/$1\!)B&8#&+$*'!!LBS!EN!ISO!14971M.!

Risk evaluation `#%:)0)'+,!*'!+,)!T&1$1!*2!/$1\!&'&8G1$1,!*2!<,)+,)/!&!/$1\!<,$(,!$1!&(()5+&T8)!,&1!T))'!&(,$)B)%!$'!&!:$B)'!(*'+)]+!T&1)%!*'!+,)!(#//)'+!
B&8#)1!*2!1*($)+G!LBS!EN!ISO!1497M.!

Test Person (Washer-
Disinfectors) 

A!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!+*!(&//G!*#+!B&8$%&+$*'!*2!WD1!&'%!+*!5/*B$%)!&%B$()!*'!+)1+$':,!0&$'+)'&'()!&'%!5/*()%#/)1!1,*/+)/!
+)/0!bT)1+!P)/1*'c!*/!TP.!

User +,)!5)/1*'!%)1$:'&+)%!TG!0&'&:)0)'+!!+*!T)!/)15*'1$T8)!2*/!+,)!0&'&:)0)'+!*2!!&!WD!!LSHTM2030=3M.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
 
6. Abbreviations and symbols used 
!

ACDP! A%B$1*/G!C*00$++))!*'!D&':)/*#1!P&+,*:)'1!

APLSM! A#+,*/$1)%!P)/1*'!LS+)/$8$V)/1M!

BS! B/$+$1,!S+&'%&/%!

BSG! B/$+$1,!S*($)+G!*2!G&1+/*)'+)/*8*:G!

CDU! C)'+/&8!D)(*'+&0$'&+$*'!U'$+!

CHIP! C,)0$(&81!LH&V&/%!I'2*/0&+$*'!&'%!P&(\&:$':!2*/!S#558GM!R):#8&+$*'1!2002!

C`D! C/)#+V2)8%!`&(*T!D$1)&1)!

COSHH! C*'+/*8!*2!S#T1+&'()1!H&V&/%*#1!+*!H)&8+,!

DSR! D*0)1+$(!S)/B$()1!R**0!

DTAP! D)(*'+&0$'&+$*'!T)(,'$(&8!A%B$1*/G!P&')8!

EN! E#/*5)&'!S+&'%&/%!

ERU! E'%*1(*5)!R)5/*()11$':!U'$+!

ESGE! E#/*5)&'!S*($)+G!*2!G&1+/*$'+)1+$'&8!E'%*1(*5G!

ESGENA! E#/*5)&'!S*($)+G!*2!G&1+/*)'+)/*8*:G!&'%!E'%*1(*5G!N#/1)1!&'%!A11*($&+)1!

EWD! E'%*1(*5)!W&1,)/=%$1$'2)(+*/!

FIFO! F$/1+!$'!2$/1+!*#+!

HAI! H)&8+,(&/)!A11*($&+)%!I'2)(+$*'!

HEPA! H$:,!E22$($)'(G!P&/+$(#8&+)!A//)1+&'()!

HSE! H)&8+,!v!S&2)+G!E])(#+$B)!

HDL! H)&8+,!D)5&/+0)'+!L)++)/!

HPS! H)&8+,!P/*+)(+$*'!S(*+8&'%!!

HvSAW! H)&8+,!&'%!S&2)+G!A+!W*/\!)+(!A(+!

IQ! I'1+&88&+$*'!Q#&8$2$(&+$*'!

ISO! I'+)/'&+$*'&8!S+&'%&/%1!O/:&'$1&+$*'!

LDU!! L*(&8!D)(*'+&0$'&+$*'!U'$+!

MDA! M)%$(&8!D)B$()1!A:)'(G!

MDD! M)%$(&8!D)B$()1!D$/)(+$B)!

MHRA! M)%$($')1!&'%!H)&8+,(&/)!P/*%#(+1!R):#8&+*/G!A:)'(G!

MPLSM! M&$'+)'&'()!P)/1*'!LS+)/$8$V)/1M!

NDU! N)$:,T*#/,**%!D)(*'+&0$'&+$*'!U'$+! !

OEL! O((#5&+$*'&8!)]5*1#/)!L$0$+!

O`EC! O22$($&8!`*#/'&8!*2!+,)!E#/*5)&'!C*00#'$+G!

OP! O5)/&+$*'&8!Q#&8$2$(&+$*'!

PAT! P*/+&T8)!A558$&'()!T)1+$':!

PQ! P)/2*/0&'()!Q#&8$2$(&+$*'!

PPE! P)/1*'&8!5/*+)(+$B)!).#$50)'+!

5/EN! D/&2+!E#/*5)&'!S+&'%&/%!

RIDDOR! R)5*/+$':!*2!I'e#/$)1,!D$1)&1)1!&'%!D&':)/*#1!O((#//)'()1!R):#8&+$*'1!

SANLSCM! S&2)+G!A(+$*'!N*+$()!LS(*+8&'%M!

SCIEH! S(*++$1,!C)'+/)!2*/!I'2)(+$*'!&'%!E'B$/*'0)'+&8!H)&8+,!

SEAC! S5*':$2*/0!E'()5,&8*5&+,G!A%B$1*/G!C*00$++))!

SHTM!! S(*++$1,!H)&8+,!T)(,'$(&8!M)0*/&'%#0!

SHTN! S(*++$1,!H)&8+,!T)(,'$(&8!N*+)!

SHPN! S(*++$1,!H)&8+,!P8&''$':!N*+)!

TPLSM! T)1+!P)/1*'!LS+)/$8$V)/1M!

TR! T)(,'$(&8!R).#$/)0)'+!

TSE! T/&'10$11$T8)!S5*':$2*/0!E'()5,&8*5&+,G!

WFI!! W&+)/!2*/!$//$:&+$*'!BP!!

WHB Wash hand basin 

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!

!

Annex 1 –  Test programme for Endoscope Washer-disinfectors (EWDs) 
Factory site tests User site tests Brief description of test Annex 2  

Clause 
Reference 
Documents 

Type test Works test Operational qualification Performance qualification Routine test 

L)&\!+)1+!
L)&\!+)1+!2&$8#/)!&8&/0!
!

1!
2!

Al,!Bl,!D!
D!
!

Y!
Y!

Y!
Y!

Y!
Y!

N!
N!

Y!LQM!
Y!LQM!

C8)&'$':!)22$(&(G!
TG5)!+)1+!/!OQ!
P)/2*/0&'()!.#&8$2$(&+$*'!
N$',G%/$'!+)1+!!

!
3.2.1!
3.2.2!
4!

!
A,!B,!C,!D!
A,!B,!C,!D!
A,!B,!C,!D!

!
!!
N!
Y!

!
N!
N!
N!

!
Y!
N!
Y!

!
N!
Y!
Y!

!
N!
Y!
Y!!

D$1$'2)(+$*'!)22$(&(G!
=! I'!B$+/*!&(+$B$+G!
=! S)82=%$1$'2)(+$*'!
=! D$1$'2)(+$*'!*2!8*&%!
!!!!!!!!!!!!!=!+G5)!+)1+!
!!!!!!!!!!!!!=!PQ!/!/*#+$')!

!
5!
6!
!
7.2.1!
7.2.2!

!
Al,!B,C,!D!
Al,!B,!D!
!
Al,!B,!C,!D!
B,!C,!D!

!
Y!
Y!
!
Y!
N!

!
N!
N!
!
N!
N!

!
N!
N!
!
N!
N!

!
O!
Y!
!
O!
Y!

!
N!
Y!LAM!
!
N!
Y!LAM!

W&+)/!.#&8$+G!
=! F$'&8!/$'1)!<&+)/!
=! A88!5/*()11!1+&:)1!5/$*/!+*!OQ/!PQ!
=! P)/$*%$(!(,)(\!*2!&88!5/*()11!1+&:)1!
!!

!
8!
8!
8!

!
Al,!B,!C,!D!
B!
B!

!
Y!
Y!
=!

!!
Y!
Y!
=!

!
Y!
Y&!

=!

!
Y!
Y!
=!

!
Y!LWM!
=!
Y!LAM!

W&+)/!1#558G!+)05)/&+#/)!
!

9! ! ! ! ! ! ! !A, B Y Y Y N O

W&+)/!1#558G!5/)11#/)!
!

10! ! ! ! ! ! ! !A, B Y Y Y N O

OB)/28*<!+)1+!
!

11! A,!B,!! Y! Y! Y! N! Y!LAM!

V*8#0)!*2!<&+)/!5)/!1+&:)!
!

12! A,!B,!C! Y! Y! Y! N! Y!LAM!

T/)&+0)'+!*2!<&+)/!1#558G:! ! 2*/! 2$'&8! /$'1)!
<&+)/!.#&8$+G!
!

!
13!

!
C!

!
Y!

!
N!

!
Y!

!
Y!

!
Y!!
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Annex 1 –  Test programme for Endoscope Washer-disinfectors (EWDs)      - continued 
!!!!!

Factory site tests User site tests!Brief description of test Annex 2  
Clause 

Reference 
Documents Type test Works test Operational qualification Performance qualification Routine test  

D$1$'2)(+$*'!*2!8$.#$%!+/&'15*/+!1G1+)01!
=! +G5)!+)1+!
=! *5)/&+$*'&8!/!/*#+$')!+)1+!
=! !

14!
14.3.1!
14.3.2!

!
C!
C!

!
Y!
=!

!
N!
=!

!
=!
Y!

!
=!
N!

!
=!
Y!

T,)/0*0)+/$(!+)1+1!
=! (,&0T)/!&'%!8*&%!
=! *B)/=+)05)/&+#/)!5/*+)(+$*'!
=! 1)82=%$1$'2)(+$*'!
!

!
15!
15!
16!

!
A,!B,!C!
A,!B,!C!
A,!B,C!

!
Y!
Y!
Y!

!
Y!
Y!
Y!

!
Y!
Y!
Y!

!
Y!
Y!
G!

!
Y!
Y!
Y!

C,&'')81!'*'=*T1+/#(+)%!
!

17! A,!B,!D! Y! Y! Y! N! Y!LQM!

C,&'')81!'*+!(*'')(+)%!
!

18! ! ! ! ! ! ! !D Y Y Y N Y LQM

L*&%!%/G')11!
!

19! A,!B,!C! Y! O! Y! N! N!

F8#$%!)0$11$*'!
=! F8#$%1!&'%!B&5*#/!
=! C,&0T)/!8)&\!5/**2!
!

!
20.1,!20.2!
20.3!

!
B,!C!
B,!C!

!
Y!
Y!

!
Y!
Y!

!
Y!
Y!

!
N!

!
N!

P/*+)(+$*'!&:&$'1+!,&V&/%1!2/*0!28#$%1! 21! E! Y! Y! N! N! N!

D**/1!&'%!$'+)/8*(\1!
CG(8)!1+&/+!$'+)/8*(\!
I'=(G(8)!$'+)/8*(\!
O'!1)'1*/!2&$8#/)!

!
22!

!
A,!B,!C!
A,!B,!C!
B,!C!

!
Y!
Y!
Y!

!
Y!
Y!
Y!

!
Y!
Y!
Y!

!
N!
N!
N!

!
Y!LQM!
Y!LQM!
Y!LQM!

P/*()11!/)1$%#)1!
!

23! ! ! ! ! ! !C Y N N Y N

C,)0$(&8!%*1$':!
A((#/&(G!&'%!/)5)&+&T$8$+G!
L*<!8)B)8!$'%$(&+*/!
S$':8)!%*1)!(*'+&$')/!
!

!
24.1!
24.2!
24.3!

!
A,!B,!C!
A,!B,!C!
D!

!
Y!
Y!
Y!
!

!
Y!
Y!
Y!

!
Y!
Y!
Y!

!
N!
N!
N!

!
Y!LQM!
Y!LQM!
0!

!
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Annex 1 –  Test programme for Endoscope Washer-disinfectors (EWDs)   - continued 
!

Factory site tests! User site tests!Brief description of test Annex 2  
Clause 

Reference 
Documents Type test Works test Operational qualification Performance qualification Routine test  

A#+*0&+$(!(*'+/*8!+)1+!
!!

25! A,!B,!C! Y! Y! Y! Y! Y!

F/))! %/&$'$':! ! L+&'\1,! (,&0T)/,! 8*&%!
(&//$)/1,!5$5)<*/\M!
!

26! A!,B,!C! Y! N! Y! N! Y!

E1+$0&+$*'!*2!+,)!%)&%!B*8#0)!*2!5$5)<*/\!
!

27! A,!B,!C! Y! N! Y! N! Y!

O5)/&+$':!(G(8)!
=! S5/&G!1G1+)0!
=! R)5/*%#($T$+G!
=! F&#8+!$'%$(&+$*'!
!

!
28.1!
28.2!
28.3!

!
A,!B,!C!
A,!B,!C!
A,!B,!C!

!
Y!
Y!
Y!

!
Y!
Y!
!
!

!
Y!
Y!
Y!
!

!
Y!
Y!
N!

!
Y!
O!
O!

I'1+/#0)'+&+$*'!
L):$T$8$+G!
C&8$T/&+$*'!

!
29.1!
29.2!

!
C!
C!

!
Y!
Y!
!

!
N!
Y!
!

!
N!
Y!
!

!
N!
N!
!

!
!
Y!LAM!
!

L*&%!(&//$)/1!g!1+&T$8$+G,!&8$:'0)'+!&'%!2$++$':! 30! C! Y!
!

N!
!

Y!
!

Y!
!

O!
!

D$1$'2)(+$*'!*2!<&+)/!+/)&+0)'+!).#$50)'+!
!

31! ! ! ! ! ! !C Y O Y N Y

S*#'%!5/)11#/)!
!

32! Al!Bl!Cl!E! Y! O! N! N! N!

A$/!.#&8$+G!
!

33! ! ! ! ! ! ! !C Y N Y N Y LAM

R*#+$')!1&2)+G!(,)(\1!
!

34! A,!B! Y! Y! Y! N! Y!LWM!

!
!
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  Codes used in Annex 1 
 
!!R)2)/)'()!D*(#0)'+1!
!!A.!!SHTM!2030!
!!B.!!HTM!2030!
!!C.!!%/&2+!BS!EN!ISO!15883=1!
!!D.!!%/&2+!BS!EN!ISON!5883.4!
!!E.!!IEC!61010=2=045!
!!A'!&1+)/$1\l!&:&$'1+!+,)!/)2)/)'()!(*%)!1$:'$2$)1!+,&+!+,)/)!$1!&!/).#$/)0)'+!T#+!'*!0)+,*%!:$B)'.!
 
    Y !!=!/)(*00)'%)%!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!N  !=!'*+!/)(*00)'%)%!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!O !!=!*5+$*'&8!+)1+!<,$(,!(&'!T)!/).#)1+)%!TG!+,)!5#/(,&1)/!*/!#1)/!
!
!!R*#+$')!+)1+!2/).#)'(G!
!!A!!! &''#&8!+)1+!$'+)/B&8!!!!!!
!!Q!!! .#&/+)/8G!+)1+!$'+)/B&8!!
!!M!!! 0*'+,8G!+)1+!$'+)/B&8!
!!W!! <))\8G!+)1+!$'+)/B&8!
!!D!!! %&$8G!+)1+!$'+)/B&8!
!
!
!!&!!'*+!'))%)%!+*!T)!/)5)&+)%!<,)'!/)8$&T8)!%&+&!&/)!&8/)&%G!&B&$8&T8),!+,)!%&+&!0&G!T)!5/*B$%)%!TG!+,)!#1)/.!
!!T!!&558$)1!+*!&'!EWD!)058*G$':!&!+,)/0&8!1)82!%$1$'2)(+$*'!(G(8).!
!!(!!&558$)1!+*!EWD1!)058*G$':!(,)0$(&8!%$1$'2)(+$*'!<$+,!(*'+/*88)%!+)05)/&+#/).!
!
!
!!NOTE!1! !!T,)!+)1+1!$'(8#%)%!$'!+,$1!+&T8)!&11#0)!+,&+!&88!')()11&/G!$'1+&88&+$*'!.#&8$2$(&+$*'!(,)(\1!&'%!+)1+1!,&B)!T))'!(*058)+)%!1&+$12&(+*/$8G.!
!
!!NOTE!2! !!O5+$*'&8!+)1+1!0&G!T)!(&//$)%!*#+!&+!%$1(/)+$*'!/!TG!&:/))%!<$+,!+,)!#1)/,!APLSM,!MLSM.!
!
!!NOTE!3!!!!T)1+!$'+)/B&81!&/)!2*/!:#$%&'()!*'8G.!I'%$B$%#&8!5/*:/&00)1!*2!/*#+$')!+)1+1!1,*#8%!T)!%)2$')%!*'!+,)!T&1$1!*2!/$1\!&'&8G1$1,!+&\$':!$'+*!&((*#'+!!
!!!!!!!!!!!!!!!!!!!+,)!(*'%$+$*'1!&'%!/)8$&T$8$+G!*2!+,)!EWD,!+,)!)]+)'+!&'%!'&+#/)!*2!+,)!%&+&!&'%!+,)!#1)!+*!<,$(,!+,)!EWD!$1!5#+.!F*/!)]&058),!&!/*#+$')!+)1+!!
!!!!!!!!!!!!!!!!!!!2/).#)'(G!0&G!1+&/+!&1!t<))\8Gt!+*!%)+)/0$')!+,)!(*'1$1+)'(G!&'%!/&':)!T)2*/)!0*B$':!+*!0*'+,8G!*/!.#&/+)/8G!2*/!&1!8*':!&1!&!1&+$12&(+*/G!!
!!!!!!!!!!!!!!!!!!!5)/2*/0&'()!$1!0&$'+&$')%.!!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Annex 2    Test methods and requirements for EWD 
!
 
Contents 
!
!!
1.! L)&\zT)1+z1!!!

2.! L)&\z+)1+z2&$8#/)z2!!!!!

3.! C8)&'$':z)22$(&(Gz+)1+z3!!!

4. N$',G%/$'! 0)+,*%! 2*/! +,)! %)+)(+$*'! &'%! &11)110)'+! *2! /)1$%#&8! 5/*+)$'&()*#1!

%)(*'+&0$'&+$*'.    !
5!!! D$1$'2)(+$*'!)22$(&(G!=!$'!B$+/*!(,)0$(&8!%$1$'2)(+&'+!)22$(&(G!

6.! D$1$'2)(+$*'!)22$(&(G!=!1)82=%$1$'2)(+$*'!+)1+!!!

7.!! D$1$'2)(+$*'!)22$(&(G!=!(,)0$(&8!%$1$'2)(+$*'!*2!+,)!8*&%!!

8.!! !W&+)/!.#&8$+G =!! !C,)0$(&8!.#&8$+G! !!!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =!!M$(/*T$&8!.#&8$+G!!!!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =!!5,G1$(&8!.#&8$+G!!!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!

9.!! W&+)/!1#558G!+)05)/&+#/)!

10!! W&+)/!1#558G!5/)11#/)!

11.!! OB)/28*<!+)1+!

12.!! V*8#0)!*2!<&+)/!5)/!1+&:)!!!

13.!! T/)&+0)'+!*2!<&+)/!1#558G!=!2*/!2$'&8!/$'1)!<&+)/!.#&8$+G!

14.!! D$1$'2)(+$*'!*2!8$.#$%!+/&'15*/+!1G1+)01!&2+)/!2&$8#/)!*2!<&+)/!+/)&+0)'+!).#$50)'+!!!

15.!! T,)/0*0)+/$(!+)1+1:!!(,&0T)/!&'%!8*&%!+)05)/&+#/)!%#/$':!5/*()11!(G(8).!

16.! T,)/0*0)+/$(!+)1+1!:!!1)82!%$1$'2)(+$*'!(G(8)!

17.!! C,&'')81!'*'=*T1+/#(+$*'!+)1+!!!

!

!
18.!! C,&'')81!'*+!(*'')(+)%!+)1+!!!

19.!! L*&%!%/G')11!!!

20.!! F8#$%!)0$11$*'!!
!!!!!!!!!!!!!!!!=! <&+)/!B&5*#/!)0$11$*'!!!
!!!!!!!!!!!!!!!!=! (,)0$(&8!B&5*#/!)0$11$*'!!!!!

21.!! P/*+)(+$*'!&:&$'1+!,&V&/%1!2/*0!28#$%1!!!

22.!! D**/1!&'%!%**/!$'+)/8*(\!%)B$()1!!!

23.!! P/*()11!/)1$%#)1!!!

24.!! C,)0$(&8!%*1$':!!!

25.!! A#+*0&+$(!(*'+/*8!+)1+!!!

26.! F/))!%/&$'$':!L+&'\1,!(,&0T)/,!8*&%!(&//$)/1,!5$5)<*/\M!

27.! E1+$0&+$*'!*2!%)&%!B*8#0)!*2!5$5)<*/\!!

28.! O5)/&+$':!(G(8)!=!15/&G!1G1+)0!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =! /)5/*%#($T$8$+G!!!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =! 2&#8+!$'%$(&+$*'!!!

29.! I'1+/#0)'+&+$*'!!=!!8):$T$8$+G!!!
!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!! =!(&8$T/&+$*'!!!!!

30.! L*&%!(&//$)/1!!!

31.! D$1$'2)(+$*'!*2!<&+)/!+/)&+0)'+!).#$50)'+!!!

32.! S*#'%!5/)11#/)!!!

33.! A$/!.#&8$+G!!!

34.! S&2)+G!(,)(\1!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
1. Leak test 
 
1.1   Purpose / Objective  =!!!+*!%)0*'1+/&+)!+,&+!+,)!)'%*1(*5)!<$88!'*+!T)!%&0&:)%!%#/$':!+,)!EWD!*5)/&+$':!(G(8)!TG!8$.#$%!$':/)11!$'+*!+,)!1,)&+,!)+(.!
T,$1!+)1+!1,*#8%!*'8G!T)!/):&/%)%!&1!&!+)1+!*2!+,)!$'+):/$+G!*2!+,)!)'%*1(*5)!<,)'!&88!5&/&0)+)/1!*2!+,)!EWD!8)&\!+)1+1!L):!5/)11#/),!%#/&+$*',!0&]$0#0!8)&\!&(()5+)%M!
&/)!(*'1$1+)'+!<$+,!+,*1)!15)($2$)%!TG!+,)!)'%*1(*5)!0&'#2&(+#/)/.!!
!
T,)! +)1+!0&G! T)! (&//$)%! *#+! &1! &'! &#+*0&+$(! 8)&\! +)1+! *'! +,)! EWD! L5/$*/! +*! &'G! (*'+&(+! <$+,! 5/*()11! 28#$%1,! &'%! *5+$*'&88G! &+! +,)! )'%! *2! +,)! 5/*()11M! */! +,)! EWD!
0&'#2&(+#/)/!0&G!$'1+/#(+!+,)!U1)/!+*!(&//G!*#+!+,)!+)1+!0&'#&88G.!
 
1.2 Test method and performance requirement 
 
Test equipment 
L$M!!T)1+!5$)()!(*'1$1+$':!*2!&!8)':+,!*2!+#T$':!+)/0$'&+)%!&+!*')!)'%!<$+,!&!(*'')(+*/!1#$+&T8)!2*/!(*'')(+$*'!+*!+,)!WD!&'%!&+!+,)!*+,)/!)'%!<$+,!&!28*<!(*'+/*8!B&8B)d!+,)!
$'+)/'&8!B*8#0)!*2!+,)!+#T)!1,*#8%!T)!<$+,$'!U 10!n!*2!+,)!$'+)/'&8!B*8#0)!*2!+,)!8&/:)1+!)'%*1(*5)!<,$(,!+,)!WD!$1!$'+)'%)%!+*!5/*()11.!
L$$M! P/)11#/)!+/&'1%#()/!(&5&T8)!*2!/)&%$':!+*!r!1!0T&/!Lr!0!1!\P&M!*B)/!+,)!/&':)!*2!+,)!1G1+)0c1!*5)/&+$':!5/)11#/).!
!
Procedure 
1.!C&8$T/&+$*'!
V)/$2G!+,)!(&8$T/&+$*'!*2!+,)!5/)11#/)!1)'1*/!TG!(*05&/$1*'!<$+,!&!+)1+!$'1+/#0)'+!$'!&!\'*<'!1+&+)!*2!(&8$T/&+$*'!$'!&((*/%&'()!<$+,!ISO!10012=1,!+/&()&T8)!+*!+,)!'&+$*'&8!
1+&'%&/%.!!!
!
2.!T)1+$':!+,)!5/)11#/)!/)8$)2!%)B$()!
C*'')(+!+,)!+)1+!5$)()!+*!+,)!WD!<$+,!+,)!28*<!(*'+/*8!B&8B)!2#88G!(8*1)%.!!T,)!5/)11#/)!/):#8&+$*'!1G1+)0!1,&88!T)!%$1&T8)%.!!I'$+$&+)!+,)!8)&\!+)1+.!!R)(*/%!+,)!5/)11#/)!&+!
<,$(,!+,)!5/)11#/)!/)8$)2!1G1+)0!*5)/&+)1!L"&M.!!C*'+$'#)!*5)/&+$':!#'+$8!+,)!5/)11#/)!/)&%$':!2/*0!+,)!+/&'1%#()/!$1!1+)&%G!&'%!/)(*/%!+,)!5/)11#/)!L"TM.!
Performance ReGuirement 
Perify that "a and "b do not exceed the maximum pressure specified by the WD manufacturer. 
 
3.!T)1+$':!+,)!8)&\!/&+)!+)1+!=!$'%$(&+$*'!*2!&!8)&\!
3.1!F&#8+!(*'%$+$*'!
A%e#1+!+,)!28*<!(*'+/*8!B&8B)!*'!+,)!+)1+!5$)()!+*!:$B)!&!8)&\!/&+),!&+!+,)!8)&\!+)1+!5/)11#/)!L"$M,!:/)&+)/!+,&'!+,&+!15)($2$)%!TG!+,)!WD!0&'#2&(+#/)/.!!C*'')(+!+,)!+)1+!5$)()!
+*!+,)!WD!&'%!*5)/&+)!+,)!8)&\!+)1+.!!V)/$2G!2/*0!/)&%$':1!+&\)'!2/*0!+,)!5/)11#/)!+/&'1%#()/!+,&+!&!2&$8!(*'%$+$*'!,&1!T))'!5/*%#()%.!
Performance ReGuirement 
Perify that the EWD indicates a fault. 
 
3.2!P&11!(*'%$+$*'!
A%e#1+!+,)!28*<!(*'+/*8!B&8B)!*'!+,)!+)1+!5$)()!+*!:$B)!&!8)&\,!&+!+,)!8)&\!+)1+!5/)11#/)!L"$M,!&+!80!n!*2!+,)!2&$8!B&8#)!15)($2$)%!TG!+,)!WD!0&'#2&(+#/)/.!C*'')(+!+,)!+)1+!
5$)()!+*!+,)!WD!&'%!*5)/&+)!+,)!8)&\!+)1+.!V)/$2G!2/*0!/)&%$':1!+&\)'!2/*0!+,)!5/)11#/)!+/&'1%#()/!+,&+!&!5&11!(*'%$+$*'!,&1!T))'!5/*%#()%.!
ReGuirement  
V)/$2G!+,&+!+,)!EWD!$'%$(&+)1!&!5&11.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
2. Leak test failure alarm 
!
2.1 Purpose / objective =! $'! +,)!)B)'+!*2!&! 8)&\! $'!&'!)'%*1(*5)!%)+)(+)%!%#/$':!&'!&#+*0&+$(! 8)&\!+)1+,! +*!)'1#/)!+,&+! +,)!&#+*0&+$(!(*'+/*88)/!*'!+,)!EWD!5/)B)'+1!
5/*:/)11$*'!+*!+,)!*5)/&+$':!(G(8)!&'%!+,&+!&'!&#%$T8)!&'%!B$1$T8)!&8&/0!$1!:$B)'.!!
!
2.2  Test method and performance requirement 
F*/!EWD1!<$+,!&'!&#+*0&+$(!(*'+/*88)/,!#'%)/+&\)!+,)!8)&\!/&+)!+)1+!#'%)/!+)1+1!&1!%)1(/$T)%!$'!1.2!&T*B).!
 
ReGuirement  
Perify that the EWD indicates a pass, with an audible and visible alarm and that the cycle is halted. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
3. Cleaning Efficacy Tests 
 
3.1 Purpose / objective =!+*!%)0*'1+/&+)!+,)!&T$8$+G!*2!+,)!EWD!+*!/)0*B)!1*$8$':!&'%!(*'+&0$'&+$*'!2/*0!&88!/).#$/)%!1#/2&()1.!!
S$'()!B)/$2$(&+$*'!*2!(8)&'$':!)22$(&(G!TG!B$1#&8!$'15)(+$*'!+,/*#:,*#+!+,)!8#0)')%!%)B$()!$1!'*+!5*11$T8),!&!1)/$)1!*2!+)1+!1G1+)01!&/)!&558$)%.!T,)1)!$'(8#%)!+,)!#1)!*2!
'&+#/&8!(*'+&0$'&+$*'!&'%! +,)!#1)!*2!1+&'%&/%$1)%! +)1+!1*$81! +*!*B)/(*0)!1*0)!*2! +,)!B&/$&T$8$+G! L&0*#'+,!'&+#/)!)+(M!*2!'&+#/&8!(*'+&0$'&+$*'.! !C8)&'$':!)22$(&(G! +)1+1!
$'(8#%)!+G5)!+)1+1!#'%)/+&\)'!TG!+,)!EWD!0&'#2&(+#/)/d!+,)!B&8$%&+$*'!*2!(8)&'$':!)22$(&(G!&+!$'1+&88&+$*'!TG!5)/2*/0&'()!0*'$+*/$':!+)1+1!#1$':!1*$8)%!1#//*:&+)!%)B$()1!
L3.2.1M 5/$*/!+*!+)1+$':!+,)!EWD!*'!'&+#/&88G!(*'+&0$'&+)%!)'%*1(*5)1!L3.2.2M,!<$+,!5)/$*%$(!+)1+1!+,)/)&2+)/.!
!
3.2 Test method and performance requirement 
 
3.2.1 Type test and operational qualification test 
T,)!0)&1#/)0)'+!*2!(8)&'$':!)22$(&(G!$1!0&%)!*'!+,)!(8)&'$':!1+&:)!&8*'),!T#+!$'(8#%)1!&'G!5/*()11)1!+,&+!+&\)!58&()!$'!+,)!EWD!5/$*/!+*!+,)!&%0$11$*'!*2!%$1$'2)(+&'+.!
T*!0$'$0$1)! +,)! 5*11$T$8$+G! *2! %&0&:$':! &'! )'%*1(*5)! $+! $1! 5/#%)'+! +*! )1+&T8$1,! +,)! )22$(&(G! *2! +,)! 5/*()11!TG! #1$':! &! 1#//*:&+)! %)B$()! T)2*/)! #1$':! &'! )'%*1(*5).!
C8)&'$':!)22$(&(G!+)1+1!&/)!(&//$)%!*#+!2$/1+!*'!+,)!1#//*:&+)!%)B$()!&'%!1#T1).#)'+8G!*'!1#22$($)'+!LT#+!&+!8)&1+!+<*M!%$22)/)'+!%)B$()1!+*!T)!/)5/)1)'+&+$B)!*2!+,)!%)B$()1!
+,&+!+,)!WD!$1!$'+)'%)%!+*!5/*()11.!
!
F*/!+,)!WD!0&'#2&(+#/)/!+*!(8&$0!+,&+!5&/+$(#8&/!%)B$()L1M!(&'!T)!5/*()11)%!$'!+,)!WD,!%&+&!<$88!T)!/).#$/)%!+*!)1+&T8$1,!+,&+!+,)!5&/+$(#8&/!%)B$()L1M!(&'!T)!)22)(+$B)8G!
(8)&')%!$'!+,)!WD.!W,)/)!&'!)'%*1(*5)!$1!*')!*2!&!b2&0$8Gc!*2!)11)'+$&88G!1$0$8&/!%)B$()1!$+!1,&88!T)!1#22$($)'+!+*!+)1+!&!/)5/)1)'+&+$B)!1&058)!2*/!+,)!b2&0$8Gc!*2!)'%*1(*5)1.!
W,)/)!+,)!WD!0&'#2&(+#/)/c1!$'1+/#(+$*'1!2*/!#1)!<$+,!&!5&/+$(#8&/!)'%*1(*5)!/).#$/)1!&!5/)=+/)&+0)'+!):!0&'#&8!(8)&'$':!*2!&!5&/+$(#8&/!(*05*')'+!*/!(,&'')8,!+,&+!5/)=
+/)&+0)'+!0&G!T)!$'(8#%)%!&1!5&/+!*2!+,)!+)1+!5/*()%#/).!
!
L*&%!(&//$)/!
T,)!8*&%!(&//$)/!(,*1)'!2*/!+,)!+)1+!8*&%!1,&88!T)!*2!+,)!+G5)!/)(*00)'%)%!TG!+,)!WD!0&'#2&(+#/)/!2*/!+,)!%)B$()!+*!T)!5/*()11)%.!
!
T)1+!1*$8!&'%!8*&%1!
M&+)/$&81!
#" <&+)/!50!08d!
#" :8G()/*8!30!08d!
#" ,*/1)!1)/#0!30!08d!
#" %),G%/&+)%!,*:!0#($'!5!:d!
#" #'T8)&(,)%!58&$'!28*#/!2!:d!
#" 2!n!0/0!&.!1&2/&'$')!1*8#+$*'!1!08.!

 
A55&/&+#1!

#" 8&T*/&+*/G!0)&1#/$':!).#$50)'+d!
#" 0)(,&'$(&8!0$]$':!%)B$()d!
#" %$15*1&T8)!:8*B)1d!
#" %/&$'&:)!+/&Gd!
#" 1G/$':)!*/!1$0$8&/!$'*(#8&+$':!%)B$()d!
#" 1+*5<&+(,.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
P/)5&/&+$*'!*2!+)1+!1*$8!
M$]!&88!+,)!(*'1+$+#)'+1!+*:)+,)/!+*!:$B)!&!8$.#$%!*2!#'$2*/0!(*'1$1+)'(G.!
U1)!$00)%$&+)8G!*/!1+*/)!$'!&'!&$/=+$:,+!(*'+&$')/!&+!2!sC!+*!5!sC!2*/!'*+!0*/)!+,&'!*')!0*'+,.!
!
T)1+!5$)()1!!
A!:)')/&8!1#//*:&+)!%)B$()!$1!(*'1+/#(+)%!2/*0!&!0$'$0#0!*2!*')!2.0!0!8)':+,!*2!1!00!$'+)/'&8!%$&0)+)/!&'%!+<* 2.0!0!8)':+,1!*2!4!00!$'+)/'&8!%$&0)+)/!LIDM!PTFE!+#T)!
<$+,!&!<&88! +,$(\')11!T)+<))'!0.5!00!&'%!1.0!00.!T,)1)!&/)!T*#'%! +*:)+,)/!<$+,!&%,)1$B)! +&5)!&+! $'+)/B&81!*2!&55/*]$0&+)8G!150!00!&'%! +)/0$'&+)%!<$+,!&!%)B$()!
&88*<$':!(*'')(+$*'!+*!+,)!(,&'')8!$//$:&+$*'!1G1+)0!*2!+,)!WD.!!T,)!1#//*:&+)!%)B$()!1,&88!T)!%)1$:')%!+*!%)+)/0$')!+,)!(8)&'$':!)22$(&(G!$'!&88!(,&'')81!2*/!<,$(,!+,)!
EWD!5/*B$%)1!&!(8)&'$':!2#'(+$*'.!
F*/!+G5)!+)1+$':,!&!%)B$()!+,&+!$1!/)5/)1)'+&+$B)!*2!+,)!15)($2$(!)'%*1(*5)!+,&+!$1!$'+)'%)%!+*!T)!5/*()11)%!):!&!1+/$55)%!8#0)'!B)/1$*'!*2!+,)!)'%*1(*5)!0&G!T)!#1)%.!!
!
I'*(#8&+$*'!*2!+)1+!5$)()1!
I2!+,)!1*$8!,&1!T))'!1+*/)%!&88*<!$+!+*!).#$8$T/&+)!+*!/**0!+)05)/&+#/)!T)2*/)!#1).!
D*'!+,)!5/*+)(+$B)!:8*B)1.!A558G!+,)!1*$8!+*!+,)!$'')/!1#/2&()!*2!+,)!+)1+!5$)()1!TG!$'e)(+$':!+,)!1*$8!$'+*!+,)!+#T)1!*2!+,)!1#//*:&+)!%)B$().!L&G!+,)!+#T)1!*'!&!,*/$V*'+&8!
1#/2&()!&'%!/*88!+,)0!+*!%$1+/$T#+)!+,)!1*$8!*B)/!+,)!$'')/!1#/2&().!T,)'!&558G!&'!)B)'!(*&+!*2!1*$8!+*!+,)!*#+)/!1#/2&()!#1$':!+,)!5&$'+T/#1,.!A88*<!)]()11!1*$8!+*!%/&$'!2/*0!
+,)!$+)01!&'%!&88*<!+,)0!+*!%/G!&+!/**0!+)05)/&+#/)!L15!sC!+*!25!sCM!2*/!'*+!8)11!+,&'!30!0$'!&'%!'*+!0*/)!+,&'!2!,.!
!
T)1+!5/*()%#/)!!
P/)5&/)!+,)!+)1+!8*&%!L#1$':!1*$8)%!1#//*:&+)!%)B$()/1!&1!%)1(/$T)%!&T*B)M!&'%!&81*!(*'+&0$'&+)!+,)!EWD!(,&0T)/!<&881!&'%!8*&%!(&//$)/!TG!&558$(&+$*'!*2!+,)!+)1+!1*$8!
#1$':!+,)!5&$'+T/#1,.!!A88*<!+*!%/G!&+!/**0!+)05)/&+#/)!L15!sC!+*!25!sCM!2*/!'*+!8)11!+,&'!30!0$'!&'%!'*+!0*/)!+,&'!2!,.!
P8&()!+,)!+)1+!8*&%,!(*'+&0$'&+)%!<$+,!+,)!+)1+!1*$8,!$'!+,)!(,&0T)/!&'%!(*'')(+!$+!+*!+,)!(,&'')8!$//$:&+$*'!%)B$()1!$'!&((*/%&'()!<$+,!+,)!EWD!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!!
S+&/+!&!'*/0&8!*5)/&+$':!(G(8)!2*/!+,)!8*&%!+G5)!#'%)/!+)1+.!I'+)//#5+!+,)!(G(8)!e#1+!5/$*/!+*!+,)!1+&/+!*2!+,)!%$1$'2)(+$*'!1+&:).!!V$1#&88G!)]&0$')!+,)!+)1+!8*&%,!(,&0T)/!<&881!
&'%!8*&%!(&//$)/!2*/!+,)!5/)1)'()!*2!/)1$%#&8!1*$8.!
!
ReGuirement 
Sor the cleaning process to be regarded as satisfactory there shall be no visible residual soil present.   
!

F*/!+G5)!+)1+$':,!+,)!0&'#2&(+#/)/!1,*#8%!)1+&T8$1,!b<*/1+!(&1)c!(*'%$+$*'1!*2!+)05)/&+#/),!%)+)/:)'+!(*'()'+/&+$*'!&'%!<&+)/!5/)11#/)/28*<!/&+)!2*/!#1)!%#/$':!+)1+$':.!BG!
&'&8G1$':! +,)! 2/&(+$*'!*2!1*$8! /)0*B)%!%#/$':! +,)!(8)&'$':!5/*()11!<,)'!*5)/&+)%! 2*/!B&/$*#1! +$0)!5)/$*%1!1,*/+)/! +,&'! +,*1)! +,&+!<$88!'*/0&88G!T)!#1)%!&!.#&'+$+&+$B)!
(*05&/$1*'!*2!(8)&'$':!)22$(&(G!(&'!T)!0&%).!T,)!/)(*00)'%)%!0$'$0#0!*5)/&+$':!(*'%$+$*'1!:$B)'!TG!+,)!0&'#2&(+#/)/!1,*#8%!T)!T&1)%!*'!+,)1)!%&+&!<,$(,!1,*#8%!
T)!0&%)!&B&$8&T8)!+*!+,)!#1)/.!
!
! NOTE! W,)'!')()11&/G!+,)!&%).#&(G!*2!+,)!(8)&'$':!5/*()11!*'!+,)!%)B$()!0&G!T)!B)/$2$)%!TG!#1$':!&!0)+,*%!2*/!+,)!%)+)(+$*'!*2!/)1$%#&8!!
! ! 5/*+)$'&()*#1!1*$8$':!=!1))!A'')]!2!}!4.0!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
3.2.2 Cleaning efficacy – performance qualification test 
 
T,$1! +)1+! $1!#'%)/+&\)'!2*88*<$':!1&+$12&(+*/G!(*058)+$*'!*2! +,)! $'1+&88&+$*'!.#&8$2$(&+$*'!+)1+!L3.2.1M.!T,)!EWD!$1! +)1+)%!#1$':!)'%*1(*5)1!(*'+&0$'&+)%!TG!'*/0&8!#1),!
15)($2$)%!TG!+,)!#1)/!&1!T)$':!/)5/)1)'+&+$B)!*2!8*&%1!+,&+!$+!$1!$'+)'%)%!+*!5/*()11.!
!
Test method and performance requirement 
O5)/&+)!'*+!8)11!+,&'!3!(G(8)1!#1$':!&(+#&8!8*&%1!(*'+&0$'&+)%!TG!'*/0&8!#1)!*2!+,)!+G5)!+,&+!$+!$1!$'+)'%)%!+*!5/*()11.!
I'+)//#5+!+,)!(G(8)!e#1+!5/$*/!+*!+,)!1+&/+!*2!+,)!%$1$'2)(+$*'!1+&:).!V$1#&88G!)]&0$')!+,)!+)1+!8*&%,!(,&0T)/!<&881!&'%!8*&%!(&//$)/!2*/!+,)!5/)1)'()!*2!/)1$%#&8!(*'+&0$'&+$*'.!
ReGuirement 
The test load should be free from visual contamination and no contamination should have been transferred to the chamber walls or load carrier. 
 
W,)'!+,)!8*&%!$1!B$1#&88G!(8)&',!+,)!)'%*1(*5)!1,*#8%!T)!2#/+,)/!+)1+)%!+*!%)+)(+!+,)!5/)1)'()!*2!/)1$%#&8!5/*+)$'&()*#1!(*'+&0$'&+$*'.!!T,)!(8)&')%!)'%*1(*5)!1,*#8%!
T)!T/#1,)%!+,/*#:,!<$+,!&!%$15*1&T8)!(8)&'$':!T/#1,!<,$(,!$1!+,)'!+)1+)%!2*/!+/&()1!*2!/)1$%#&8!5/*+)$'!#1$':!+,)!'$',G%/$'!0)+,*%!L1))!A'')]!2,!}!4.0M!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
4. Ninhydrin method for the detection and assessment of residual proteinaceous contamination 
 
4.1 Purpose / objective -!+*!5/*B$%)!&!5&11/2&$8!+)1+!2*/!/)1$%#&8!5/*+)$'!*'!&'!)'%*1(*5).!
!

N*+)d!0#(,!*2!+,)!(*'+&0$'&+$*'!+,&+!*((#/1!*'!/)#1&T8)!0)%$(&8!%)B$()1!$1,!$'!<,*8)!*/!5&/+,!5/*+)$'&()*#1!$'!'&+#/).!T,$1!0)+,*%!,&1!&!,$:,!8)B)8!*2!1)'1$+$B$+G!
2*/!5/*+)$'1!&'%!&0$'*!&($%1!L%)+)(+$*'!8$0$+!).#$B&8)'+!+*!2!0:/02!:8G($')M.!

!!
4.2 Test method and performance requirement 
 
E.#$50)'+!&'%!0&+)/$&81!

=! %$15*1&T8)!(8)&'$':!T/#1,!
=! 2n!'$',G%/$'!$'!70!n!$1*5/*5&'*8d!
=! 1+)/$8)!%$1+$88)%!<&+)/d!
=! *B)'!L110!sCM.!

 
T)1+!P/*()%#/)!
M*$1+)'! +,)! )'%*1(*5)! (8)&'$':! T/#1,! <$+,! 1+)/$8)! %$1+$88)%! <&+)/! &'%! T/#1,! +,/*#:,! +,)! (,&'')8.! V$1#&88G! $'15)(+! +,)! T/#1,! g! &'G! %$1(*8*#/&+$*'! $'%$(&+)1! +,&+! +,)!
$'1+/#0)'+!<&1!'*+!(8)&'!&'%!+,)/)!$1!'*!'))%!+*!5/*())%!2#/+,)/.!
!
P8&()! &! %/*5! L&55/*]$0&+)8G! 0.05!08M! *2! +,)! '$',G%/$'! /)&:)'+! *'! +,)! T/#1,! +$5! &'%! &88*<! +*! &$/! %/G! 2*/! &55/*]$0&+)8G! 5!0$'.! I2! &! 5#/58)! (*8*/&+$*'! %)B)8*51,! /)1$%#&8!
5/*+)$'/&0$'*!&($%1!,&B)!T))'!%)+)(+)%!&'%!'*!2#/+,)/!&(+$*'!$1!'))%)%.!!
!
I2!'*!(*8*#/!,&1!%)B)8*5)%,!+/&'12)/!+,)!1<&T!+*!+,)!*B)'!&'%!,)&+!&+!100!sC!+*!110!sC!2*/!30!0$'!&'%!/)=)]&0$')!+,)!1<&T!2*/!5#/58)!(*8*#/&+$*'.!
!
R#'!&!5*1$+$B)!(*'+/*8!L):!25!q8!%/*5!*2!0.5!:/8!&/:$'$')!1*8#+$*'!%/$)%!*'+*!&!(8)&'$':!T/#1,M!&'%!'):&+$B)!(*'+/*8!L&!(8)&'$':!T/#1,!0*$1+)')%!<$+,!1+)/$8)!<&+)/!M!2*/!)&(,!
1)/$)1!*2!+)1+1!(&//$)%!*#+.!I+!$1!5&/+$(#8&/8G!$05*/+&'+!+*!)1+&T8$1,!+,&+!+,)!0&+)/$&81!*2!+,)!(8)&'$':!T/#1,!%*!'*+!$'+)/2)/)!<$+,!+,)!/)&(+$*'!&'%/*/!:$B)!&!2&81)!5*1$+$B)!/)1#8+.!
!
!Performance reGuirement 
UiV  there shall be no discoloration of the brush tip prior to the application of the ninhydrin reagentN 
UiiV there shall be no visible purple discoloration of the brush tip after application of the ninhydrin reagent.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
5. Disinfection efficacy  – in vitro chemical disinfectant efficacy 
 
5.1 Purpose / Objective - &'!$'$+$&8!1)+!*2!+)1+1!$'+)'%)%!+*!B)/$2G,!in vitro,!+,)!0$(/*T$($%&8!LT&(+)/$($%&8,!2#':$($%&8,!0G(*T&(+)/$($%&8,!B$/#($%&8,!&'%!15*/$($%&8M!&(+$B$+G!*2!+,)!
%$1$'2)(+&'+!1*8#+$*'!#'%)/!(*'%$+$*'1!/)5/)1)'+&+$B)!*2!+,*1)!<,$(,!<$88!T)!&558$)%!&+!+,)!+$0)!*2!+,)!EWD!(G(8)t1!%$1$'2)(+$*'!1+&:).!!
!
T,)1)!%&+&!1,*#8%!T)!*T+&$')%!2/*0!+,)!%$1$'2)(+&'+!0&'#2&(+#/)/,!TG!+)1+$':!(&//$)%!*#+!TG!*/!*'!T),&82!*2!+,)!EWD!0&'#2&(+#/)/!*/!2/*0!&!+,$/%!5&/+G.!
!
D/&2+!1+&'%&/%!b$'!B$+/*c!+)1+1!*2!+,)!T&(+)/$($%&8,!2#':$($%&8,!0G(*T&(+)/$($%&8!&'%!B$/#($%&8!&(+$B$+G!*2!8$.#$%!(,)0$(&8!%$1$'2)(+&'+1!$'+)'%)%!2*/!#1)!*'!0)%$(&8!%)B$()1!1#(,!
&1!)'%*1(*5)1!&/)!$'!5/)5&/&+$*'!<$+,$'!+,)!CEN!(*00$++)),!CEN/TC216!&'%!<$88!T)!,&/0*'$1)%!1+&'%&/%1!#'%)/!+,)!M)%$(&8!D)B$()!D$/)(+$B).!!!
 
5.2 Test methods and performance requirements 
E&(,!5/*%#(+!$'!+,)!8$1+!*2!#1)&T8)!%$1$'2)(+&'+1!5/*B$%)%!TG!+,)!EWD!0&'#2&(+#/)/!1,&88!T)!+)1+)%.!T,)!%&+&!5/*B$%)%!+*!%)0*'1+/&+)!b$'!B$+/*c!%$1$'2)(+&'+!)22$(&(G!5/$*/!+*!
%$/)(+!+)1+$':!<$+,$'!+,)!EWD!1,*#8%!$'(8#%)!+,)!2*88*<$'::!
!
C*'()'+/&+$*'!
T,)!5/*%#(+!1,*#8%!T)!+)1+)%!&+!+,)!0$'$0#0!(*'()'+/&+$*'!/)(*00)'%)%!TG!+,)!WD!0&'#2&(+#/)/!2*/!+,)!%$1$'2)(+$*'!5,&1).!
I'!+,)!(&1)!<,)/)!$+!$1!$'+)'%)%!+,&+!&!%$1$'2)(+&'+!1*8#+$*'!T)!/)#1)%,!+,)!)22$(&(G!*2!+,)!1*8#+$*'!1,&88!T)!%)+)/0$')%!&1!&!2#'(+$*'!*2!$+1!0$'$0#0!(*'()'+/&+$*'.!
!
T)05)/&+#/)!
T<*!(&1)1!1,*#8%!T)!(*'1$%)/)%:!

- $2! +,)!%$1$'2)(+$*'!+)05)/&+#/)!5,&1)!$1!(&//$)%!*#+!#'%)/!&0T$)'+!(*'%$+$*'1,! +,)!+)1+! +)05)/&+#/)!1,*#8%!T)!+,)!0$'$0#0!+)05)/&+#/)!5)/0$++)%!%#/$':!+,)!(G(8)t1!
%$1$'2)(+$*'!5,&1)d!

- $2!+,)!%$1$'2)(+$*'!5,&1)!$1!(&//$)%!*#+!#'%)/!+)05)/&+#/)!(*'+/*88)%!(*'%$+$*'1,!+,)!+)1+!+)05)/&+#/)!1,*#8%!(*//)15*'%!+*!+,)!%$1$'2)(+$*'!+)05)/&+#/)!15)($2$)%!TG!+,)!
EWD!0&'#2&(+#/)/.!

!
C*'+&(+!+$0)!
T<*!(&1)1!1,*#8%!T)!(*'1$%)/)%:!

- $2!+,)!%$1$'2)(+$*'!5,&1)!$1!(&//$)%!*#+!#'%)/!&0T$)'+!(*'%$+$*'1,!+,)!(*'+&(+!+$0)!*T1)/B)%!%#/$':!+,)!+)1+1!1,*#8%!T)!).#&8!+*!+,)!0$'$0#0!%#/&+$*'!*2!+,)!%$1$'2)(+$*'!
5,&1)d!

- $2!+,)!%$1$'2)(+$*'!5,&1)!$1!(&//$)%!*#+!#'%)/!+)05)/&+#/)!(*'+/*88)%!(*'%$+$*'1,!+,)!(*'+&(+!+$0)!*T1)/B)%!%#/$':!+,)!+)1+1!1,*#8%!T)!).#&8!+*!+,)!0$'$0#0!%#/&+$*'!*2!
+,)!%$1$'2)(+$*'!5,&1)!%#/$':!<,$(,!+,)!+)05)/&+#/)!*2!+,)!%$1$'2)(+&'+!1*8#+$*'!$1!(*'1+&'+8G!&+,!*/!&T*B),!+,)!0$'$0#0!15)($2$)%!+)05)/&+#/).!

!
S*$8$':!
T,)!5)/2*/0&'()!*2!+,)!%$1$'2)(+&'+!#'%)/!&!/&':)!*2!1*$8$':!(*'%$+$*'1!L8*<!8)B)8!&'%!,$:,!8)B)8M!1,*#8%!T)!)B&8#&+)%.!!
!
W&+)/!.#&8$+G!
I2!+,)!)22$(&(G!*2!+,)!%$1$'2)(+&'+!$1!8$&T8)!+*!T)!$05&$/)%!TG!%$8#+$*'!<$+,!,&/%!<&+)/!+,)'!+)1+$':!1,*#8%!T)!(&//$)%!*#+!<$+,!&!%$1$'2)(+&'+!1*8#+$*'!5/)5&/)%!TG!%$8#+$*'!<$+,!
<&+)/!*2!1+&'%&/%!,&/%')11.!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
N)#+/&8$1&+$*'!
B)2*/)!(*00)'($':!&'!$'B)1+$:&+$*'!*2!+,)!)22$(&(G!*2!+,)!%$1$'2)(+&'+!&!0)+,*%!*2!')#+/&8$1$':!+,)!%$1$'2)(+&'+!&+!+,)!)'%!*2!+,)!)]5*1#/)!5)/$*%!0#1+!T)!%)0*'1+/&+)%!
&'%!%*(#0)'+)%.!T,$1!1,*#8%!$'(8#%)!%)0*'1+/&+$*'!+,&+,!2*/!&'G!')#+/&8$1$':!&:)'+!#1)%,!')$+,)/!+,)!')#+/&8$1$':!&:)'+!'*/!$+1!/)&(+$*'!5/*%#(+!<$+,!+,)!%$1$'2)(+&'+!&/)!
0$(/*T$($%&8.!W,)'!&!1)(*'%&/G!,*1+!1#(,!&1!&!()88!(#8+#/)!$1!#1)%!&1!+,)!%)+)(+$*'!1G1+)0!2*/!+,)!1#/B$B&8!*2!+)1+!*/:&'$101!+,)!&T1)'()!*2!(&//G!*B)/!)22)(+1!*'!+,)!()88!
(#8+#/)!1G1+)0!&'%!%)+)(+$*'!*2!8*<!'#0T)/1!*2!+)1+!*/:&'$101!&%%)%!&1!&!(,&88)':)!+*!+,)!+)1+!1G1+)0!1,*#8%!T)!%)0*'1+/&+)%.!
!
T)1+!*/:&'$101!
T)1+!*/:&'$101!1,*#8%!T)!1)8)(+)%!*'!+,)!T&1$1!*2!+,)!2*88*<$':!(/$+)/$&:!

#" %*(#0)'+)%!,$:,!/)1$1+&'()!+*!+,)!%$1$'2)(+&'+!#'%)/!$'B)1+$:&+$*'d!
#" 15)($)1!+G5$(&88G!2*#'%!*'!5/*%#(+!+*!T)!5/*()11)%d!
#" 15)($)1!*2!(8$'$(&8!1$:'$2$(&'()!+,&+!0&G!T)!2*#'%!*'!5/*%#(+!+*!T)!5/*()11)%d!
#" /)5/)1)'+&+$B)!15)($)1!*2!&!0&e*/!:/*#5!*2!*/:&'$101!).:.!G/&0!5*1$+$B)!T&(+)/$&.!

A1!&!0$'$0#0!+,)!+)1+!*/:&'$101!1,*#8%!$'(8#%)!G/&0!5*1$+$B)!&'%!G/&0!'):&+$B)!B):)+&+$B)!T&(+)/$&,!T&(+)/$&8!15*/)1,!0G(*T&(+)/$&,!'*'=8$5$%!B$/#1)1,!8$5$%!B$/#1)1!&'%!
2#':$!L$'(8#%$':!15*/)!2*/01!&'%!G)&1+1M.!
!
P/)1)'+&+$*'!*2!+)1+!*/:&'$101!
W,$8)!$'$+$&8!5*+)'(G!+)1+1!0&G!T)!(&//$)%!*#+!#1$':!&!1#15)'1$*'!*2!+)1+!*/:&'$101!+,)!%)0*'1+/&+$*'!*2!&(+$B$+G!*'!(*'+&0$'&+)%!1#/2&()1!$1!/).#$/)%.!T,)!1#/2&()1!*2!+,)!
+)1+!5$)()1!+*!T)!$'*(#8&+)%!<$+,!+)1+!*/:&'$101!1,*#8%!T)!/)5/)1)'+&+$B)!*2!+,*1)!2*#'%!$'!+,)!EWD!(,&0T)/!&'%!+,)!%)B$()1!+*!T)!5/*()11)%.!!E]5)/$0)'+&8!(*'+/*81!
1,*#8%!T)!#1)%!+*!)1+&T8$1,!+,)!B$&T8)!5*5#8&+$*'!*'!+,)!1#/2&()!$00)%$&+)8G!5/$*/!+*!)]5*1#/)!+*!+,)!%$1$'2)(+&'+!1*8#+$*'. 
!
D)+)(+$*'!*2!+)1+!*/:&'$101!
T,)! (#8+#/)!0)+,*%! #1)%! +*! )'#0)/&+)! +,)! '#0T)/! *2! 1#/B$B$':!0$(/**/:&'$101! &2+)/! )]5*1#/)! +*! +,)! %$1$'2)(+&'+!0#1+! T)! B&8$%&+)%.! T,)! (#8+#/)!0)+,*%! 1,*#8%! T)!
(&5&T8)!*2!/)(*B)/$':!&!8*<!'#0T)/!L&55/*]$0&+)8G!10M!*2!+,)!(,*1)'!+)1+!*/:&'$101.!
!
Performance ReGuirement 
The test report of microbiocidal efficacy tests should clearly state the test conditions, the reGuired Guantified reduction factor and the conditions under which the chemical 
disinfectant met or failed the defined reGuirements. The data provided should be assessed in respect of the conditions prevailing during the disinfection stage in the EWD, 
prior to the evaluation of type tests and operational Gualification of the chemical disinfection performance in the operating cycle. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
6. Disinfection efficacy  – Self-disinfection test 
 
6.1 Purpose / objective  
T,)!1)82=%$1$'2)(+$*'!(G(8)!L<,)+,)/!&#+*!*/!0&'#&88G!1)8)(+)%M!1,*#8%!)'1#/)!+,&+!+,)!EWD!%*)1!'*+!T)(*0)!&!2*(#1!2*/!(*'+&0$'&+$*'!*2!+,)!8*&%.!T,)!%$1$'2)(+$*'!*2!
+,*1)!5&/+1!*2!+,)!EWD!+,&+!(*0)!$'+*!(*'+&(+!<$+,!28#$%1!<,$(,!(*'+&(+!+,)!8*&%!0#1+!T)!B)/$2$)%.!!
!
T,)! +)1+! $1! %)1$:')%! +*! )'1#/)! +,&+! +,)! 1)82! %$1$'2)(+$*'! (G(8)! <$88! %$1$'2)(+! (*'+&0$'&+)%! +#T$':! TG! )B&8#&+$':! +,)! )22)(+! *2! +,)! (G(8)! &:&$'1+! &! T$*2$80! (*'+&$'$':!
Pseudomonas aeruginos&.!
!
T,)!1)82=%$1$'2)(+$*'!(G(8)!0&G!T)!&(,$)B)%!TG!+,)/0&8!%$1$'2)(+$*'!L5/)2)//)%M!*/!TG!(,)0$(&8!%$1$'2)(+$*'!L#1$':!&!%$22)/)'+!&(+$B)!2/*0!+,&+!#1)%!2*/!+,)!/*#+$')!%$1$'2)(+$*'!
(G(8)M.!!T,$1!+)1+!1,*#8%!T)!#'%)/+&\)'!*'!&'G!EWD!+,&+!8&(\1!&!+,)/0&8!1)82=%$1$'2)(+$*'!1+&:)d!&1!&!+G5)!+)1+!&'%!T)2*/)!&'G!*5)/&+$*'&8!+)1+1!*2!+,)!0$(/*T$*($%&8!)22$(&(G!
*2!+,)!%$1$'2)(+$*'!1+&:)!&/)!5)/2*/0)%!*'!1#(,!&'!EWD.!!
!

N*+):!T,)/0&8!1)82=%$1$'2)(+$*'!1G1+)01!1,*#8%!T)!)B&8#&+)%!TG!+,)/0*0)+/$(!+)1+1.!
!!

6.2 Test method and performance requirement 
 
6.2.1.Type Test and Installation test  
 
P/*%#(+$*'!*2!T$*2$80!+)1+!5$)()1!
T,)!2*88*<$':!).#$50)'+!&'%!0&+)/$&81!&/)!')()11&/G:!

&.! 5)/$1+&8+$(!5#05d!
T.! $'(#T&+*/!&+!30uC!r!2uCd!
(.! 1!8$+/)!(*'$(&8!28&1\!2$++)%!<$+,!/#TT)/!T#':,!&$/!B)'+!&'%!+<*!:8&11!+#T)1d!
%.! (*'')(+$':!+#T$':d!
).! 1.5!0)+/)!8)':+,!*2!6!00!ID!T)28*'!+#T$':d!
2.! '#+/$)'+!&:&/!1#558)0)'+)%!<$+,!1!:/l 1*%$#0!%)1*]G(,*8&+)!&'%!0.025!:/l !2.4.4c=+/$(,8*/=2c=,G%/*]G%$5,)'G8)+,)/d!
:.! Pseudomonas aeruginosa ATCC!25619d!
,.! 8$.#$%!:/*<+,!0)%$#0:!5,*15,&+)!T#22)/!L(*'+&$'$':!1.2!:/l 1*%$#0!5,*15,&+),!%$T&1$(!&'%!0.5!:/l 5*+&11$#0!5,*15,&+),!0*'*T&1$(M!(*'+&$'$':!0.25!:/l 1*%$#0!

:8#+&0&+)!&'%!0.1!:/l ($+/$(!&($%.!
!
Method of preparation for the biofilm 
I'*(#8&+)!&!5)+/$!%$1,!(*'+&$'$':!1#558)0)'+)%!'#+/$)'+!&:&/!<$+,!Pseudomonas aeruginosa ATCC!25619!&'%!$'(#T&+)!&+!30sC!r!2sC!2*/!36!+*!48!,*#/1.!
I'*(#8&+)!&!1!8$+/)!(*'$(&8!28&1\!(*'+&$'$':!500!08!*2!+,)!1+)/$8)!8$.#$%!:/*<+,!0)%$#0!<$+,!0#(*$%!(*8*'$)1!*2!Pseudomonas aeruginosa 2/*0!+,)!&:&/!58&+)!&'%!$'(#T&+)%!
&+!30sC!r!2sC!2*/!18!+*!24!,*#/1.!!
F$+! +,)! 28&1\!<$+,!&!T#':! +,/*#:,!<,$(,!5&11)1!&'!&$/!B)'+,! 2$8+)/)%! +*!0.22!q0,!&'%! +<*!:8&11! +#T)1!*')!*2!<,$(,!/)&(,)1! +*! +,)!T*++*0!*2! +,)! 28&1\!&'%!*')!*2!<,$(,!
+)/0$'&+)1!&T*B)!+,)!8)B)8!*2!8$.#$%!$'!+,)!28&1\.!
C*'')(+! +,)!:8&11!+#T)1,!B$&!&!5)/$1+&8+$(!5#05!&'%!1,*/+! 8)':+,1!*2! 28)]$T8)!+#T$':,! +*!&!1.5!+*!2.0!0)+/)! 8)':+,!*2!6!00!ID!PTFE!+#T$':.!P#05!+,)!(#8+#/)!&/*#'%!+,)!
+#T$':!1G1+)0!&+!50g75!08/0$'!+,/*#:,*#+!+,)!$'(#T&+$*'!5)/$*%.!M&$'+&$'!+,)!1G1+)0!$'!&'!$'(#T&+*/!&+!30sC!r!2sC!2*/!72!+*!96!,*#/1.!
!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!112!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Evaluation of the self-disinfection cycle 
I%)'+$2G!&!1#$+&T8)!1)(+$*'!*2!+#T$':,!30!(0!8)':+, LT1M!5/)5&/)%!<$+,!T$*2$80!+*!T)!1#Te)(+)%!+*!+,)!/)(*B)/G!5/*()%#/)!%)1(/$T)%!T)8*<.!
!

&.! R)0*B)!&!1)(+$*'!*2!+,)!5$5$':!$'!+,)!)'%*1(*5)!(,&'')8!$//$:&+$*'!1G1+)0!*2!+,)!EWD!&'%!/)58&()!<$+,!+,)!+)1+!1G1+)0.!!T,)!+)1+!1G1+)0!(*'1$1+1!*2!+<*!30!(0!
8)':+,1!*2!+,)!T$*2$80!+)1+!5$)()!+#T$':!(*'')(+)%!B$&!$1*8&+$':!B&8B)1!&'%!bYc!5$)()!(*'')(+*/1!$'!58&()!*2!+,)!/)0*B)%!1)(+$*'!*2!5$5)<*/\.!

T.! W$+,!+,)!B&8B)1!*5)',!1)+!+,)!EWD!+*!*5)/&+)!&!b1)82=%$1$'2)(+c!(G(8).!
(.! A+! +,)! )'%! *2! &'G!<&1,! 1+&:),! &'%! $00)%$&+)8G! T)2*/)! +,)! 1+&/+! *2! +,)! (,)0$(&8! %$1$'2)(+$*'! 1+&:),! (8*1)! +,)! B&8B)1! $1*8&+$':!*')! *2! +,)! +)1+! 5$)()1! LT2M.!O'!

(*058)+$*'!*2!+,)!%$1$'2)(+$*'!1+&:)!&'%!&'G!1#T1).#)'+!/$'1)!1+&:)!/)0*B)!T*+,!+)1+!5$)()1!LT2!&'%!T3M!&'%!(&//G!*#+!+,)!/)(*B)/G!5/*()%#/)!%)1(/$T)%!T)8*<.!
%.! R)58&()!+,)!+)1+!5$)()1!<$+,!+<*!0*/)!1)(+$*'1!*2!+,)!+#T$':!<$+,!T$*2$80!&'%!(&//G!*#+!&!2#/+,)/!1)82=%$1$'2)(+!(G(8).!I1*8&+)!*')!*2!+,)!+)1+!5$)()1!LT4M!&+!+,)!)'%!*2!

+,)!%$1$'2)(+$*'!1+&:)!&'%!T)2*/)!&'G! /$'1$':!5/*()11.!O'!(*058)+$*'!*2! +,)!(G(8)! /)0*B)!T*+,! +)1+!5$)()1! LT4!&'%!T5M!&'%!(&//G!*#+! +,)! /)(*B)/G!5/*()%#/)!
%)1(/$T)%!T)8*<.!

 
C#+!+,)!30!(0!8)':+,!*2!+#T)!$'+*!6!5*/+$*'1!)&(,!*2!&55/*]$0&+)8G!5!(0!8)':+,.!T/&'12)/!+,/))!*2!+,)1)!$'+*!$'%$B$%#&8!#'$B)/1&8!(*'+&$')/1!(*'+&$'$':!'#+/$)'+!T/*+,!&'%!
$'(#T&+)!&+!30uC!r!2uC.!!
!
C#+!+,)!/)0&$'$':!3!1)(+$*'1!$'!,&82!8*':$+#%$'&88G!&'%!+/&'12)/!)&(,!5&$/!+*!10!08!*2!~!1+/)':+,!/$':)/1!1*8#+$*'!(*'+&$'$':!0.05n!P*8G1*/T&+)!80!$'!&!+,$'!<&88)%!#'$B)/1&8!
(*'+&$')/.!T/)&+! +,)!(*'+&$')/!<$+,!#8+/&1*'$(1! 2*/!10!0$'#+)1!&+!45!MHV.! !P/)5&/)! +)'2*8%!1)/$&8!%$8#+$*'1!*2! +,)!)8#&+)!*T+&$')%!&'%!#1)! +,)1)! 2*/!)'#0)/&+$*'!*2! +,)!
1#/B$B$':!*/:&'$101!TG!+,)!15/)&%!58&+)!+)(,'$.#).!!C&//G!*#+!&88!%)+)/0$'&+$*'1!$'!%#58$(&+).!
 
Results 
T,)!%&+&!*T+&$')%!:$B)1!+,)!2*88*<$':!$'2*/0&+$*':!

m!T1!g!/)(*B)/&T8)!5*5#8&+$*'!*'!+,)!*/$:$'&8!+)1+!5$)()d!
m!T2!g!/)(*B)/&T8)!5*5#8&+$*'!&2+)/!+,)!<&1,$':!1+&:)d!
m!T3!g!/)(*B)/&T8)!5*5#8&+$*'!&2+)/!<&1,,!%$1$'2)(+!&'%!/$'1)!1+&:)1d!
m!T4!g!/)(*B)/&T8)!5*5#8&+$*'!&2+)/!<&1,!&'%!%$1$'2)(+!1+&:)d!
m!T5!g!/)(*B)/&T8)!5*5#8&+$*'!&2+)/!<&1,,!%$1$'2)(+!&'%!/$'1)!1+&:)1!
m!T3!&'%!T5!1,*#8%!,&B)!+,)!1&0)!5*5#8&+$*'!<$+,$'!+,)!8$0$+1!*2!)]5)/$0)'+&8!)//*/d!+,)!%$22)/)'()!T)+<))'!+,)0!$1!&!0)&1#/)!*2!+,)!/)5/*%#($T$8$+G!*2!+,)!1G1+)0d!
m!T1!g!T2!$1!+,)!8*11!%#/$':!+,)!<&1,$':!1+&:)d!
m!T3!g!T4!&'%!T5!g!T4!&/)!+,)!8*11!%#/$':!+,)!5*1+=%$1$'2)(+$*'!/$'1)d!
m!T2!g!T4!$1!+,)!8*11!%#)!+*!+,)!%$1$'2)(+$*'!5/*()11.!

 

On testing the full self-disinfect cycle there should be no recovery of organisms from T;, T< and T=. When this is the case the test should be repeated with the exposure 
time reduced to half the normal value. The reduced exposure time should give a reduction of at least 1C  in the number of recoverable micro-organisms UT6 Z T< $"1C . ;  ; V

 
 
6.2.2 Operational and routine test and requirement           
T,)! +)1+!*'! +,)! 2$'&8! /$'1)!<&+)/! $1! 1#22$($)'+! +*! B)/$2G! +,)!1)82=%$1$'2)(+$*'!(G(8)!%#/$':!*5)/&+$*'&8!&'%! /*#+$')! +)1+$':.! L1))!7M.!T,)!1&058)!1,*#8%!T)! +&\)'! 2/*0!&'G!
1#$+&T8)!5*$'+!+,&+!)'1#/)1!+,&+!+,)!(*88)(+)%!<&+)/!,&1!($/(#8&+)%!+,/*#:,!+,)!(*05*')'+1!+,&+!<)/)!+*!T)!%$1$'2)(+)%.!

Performance reGuirement 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
7. Disinfection efficacy  – chemical disinfection of the load 
 
7.1 Purpose/Objective - +*!)1+&T8$1,!+,)!(&5&T$8$+G!*2!+,)!EWD!+*!%$1$'2)(+!+,)!%)B$().! 
!
T,)!0)+,*%! #1)1! &! 1#//*:&+)! %)B$()! +*! 1$0#8&+)! +,)! 8*&%! $+)01.! ! I'*(#8&+)%! (&//$)/1! &/)! $'(*/5*/&+)%! &1! 5&/+! *2! +,)! 1#//*:&+)! %)B$()! +*!0*'$+*/! +,)! )22$(&(G! *2! +,)!
%$1$'2)(+$*'! 1+&:).! ! T,)! +)1+! %)+)/0$')1! +,)!0$(/*T$&8! $'&(+$B&+$*'! 2&(+*/! 2*/! +,)! (,)0$(&8! %$1$'2)(+$*'! 1+&:)! $'! +,)! EWD! #'%)/! +,)! 15)($2$)%! (*'%$+$*'1! *2! %$1$'2)(+&'+!
(*'()'+/&+$*',!B*8#0),!+)05)/&+#/)!&'%!(*'+&(+!+$0).!
!
7.2 Test method and performance requirement 
!
7.2.1!M$(/*T$*8*:$(&8!+G5)!+)1+!0)+,*%!*2!5)/2*/0&'()!!
!
T)1+!*/:&'$101!
A!/&':)!*2!*/:&'$101!/)5/)1)'+$':!+,)!0&e*/!:/*#51!&'%!1,*<$':!,$:,!/)1$1+&'()!+*!+,)!%$1$'2)(+&'+!1,*#8%!T)!#1)%.!
! NOTE! T,)!*/:&'$101!8$1+)%!T)8*<!&/)!1#::)1+)%!&1!1#$+&T8).!!A%%$+$*'&8!*/:&'$101,!*/!&8+)/'&+)!*/:&'$101,!+,&+!%)0*'1+/&+)!,$:,!/)1$1+&'()!+*!+,)!%$1$'2)(+&'+!

#'%)/! +,)! $'+)'%)%! (*'%$+$*'1! *2! #1)! L+)05)/&+#/),! (*'()'+/&+$*'! )+(M,! */! +,&+! &/)! /)8)B&'+! 2*/! &! 5&/+$(#8&/! &558$(&+$*',! 0&G! T)! #1)%! &+! +,)! %$1(/)+$*'! *2! +,)!
0$(/*T$*8*:$1+,!*/!&+!+,)!/).#)1+!*2!+,)!#1)/.!

!
P/)2)//)%!15)($)1,!&1!%)2$')%!1+/&$'1!2/*0!&!+G5)!(#8+#/)!(*88)(+$*',!2/*0!<,$(,!+*!0&\)!&'!$'2*/0)%!(,*$()!&/):!

Pseudomonas aeruginosa Ue.g. ATCC 1=<<6V  
Staphylococcus aureus Ue.g.  ATCC >=;AV 
Serratia marcescens 
Enterococcus faecium  
Enterococcus hirae Ue.g. ATCC 1C=<1V  
Mycobacterium terrae Ue.g. ATCC 1=?==V 
Mycobacterium avium Ue.g. ATCC 1=?>BV 
Candida albicans Ue.g. ATCC 1C6;1V 
Aspergillus UsporesV fumigatus or niger  
Adenovirus type = Adenoid ?= Ue.g. ATCC PR-=V 
Poliovirus Type 1 ]Cs-6ab a 
^ovine parvovirus strain 7aden Ue.g. ATCC PR-?>?V,  
^acteriophage  Ueg Swedish coliphage - SelixC1 with Salmonella typhimurium ;B= M RO as host bacterial strainV 
7epatitis A virus Uvaccine strainV 
Geobacillus stearothermophilus Ueg ATCC ?B=;V 
^acillus subtilis Ueg ATCC >>;;V 
 

T,)!+)1+!1,&88!T)!(&//$)%!*#+!)$+,)/!<$+,!&!/&':)!*2!+,)!&T*B)!*/:&'$101,!$%)'+$2$)%!&1!0*1+!/)1$1+&'+!+*!+,)!5&/+$(#8&/!%$1$'2)(+&'+!$'!5/)8$0$'&/G!+)1+1!L1))!}!5!D$1$'2)(+$*'!
)22$(&(G! !g! in vitro! (,)0$(&8!%$1$'2)(+&'+!)22$(&(GM,!*/!1#(,!*+,)/!*/:&'$101!&1!,&B)!T))'!%)+)/0$')%! +*!,&B)!5&/+$(#8&/! /)1$1+&'()! +*! +,)!%$1$'2)(+$*'!5/*()11!*/! +*!T)!
5&/+$(#8&/8G!/)8)B&'+!+*!+,)!$'+)'%)%!&558$(&+$*'.!!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
NOTE!1! T)1+1!1,*#8%!$'(8#%)!(,&88)':)1!<$+,!*')!*/!0*/)!B$/#1!1+/&$'1!

!
! NOTE!2! E8$0$'&+$*'!*2!T&(+)/$&8!15*/)1!$1!'*+!)]5)(+)%!2/*0!&!%$1$'2)(+$*'!5/*()11.!T,)!8*<!8)B)8!*2!&(+$B$+G!&:&$'1+!15*/)1!(*05&/)%!<$+,!!
! ! ! B):)+&+$B)!()881!0&\)1!+,)!15*/)1!&!#1)2#8!$'%$(&+*/!*2!+,)!)]+)'+!*2!/)0*B&8!(*05&/)%!<$+,!\$88.!T,)!#1)!*2!&!+,)/0*5,$8$(!15*/)!2&($8$+&+)1!!
! ! ! /)(*B)/G!<$+,*#+!$'+)/2)/)'()!2/*0!0)1*5,G88$(!0$(/*=*/:&'$101!<,$(,!&/)!&81*!5/)1)'+.!
!
P/)5&/&+$*'!*2!$'*(#8#0!
C#8+#/)!(*'%$+$*'1!
D)+&$81!*2!+,)!(#8+#/)!(*'%$+$*'1!2*/!+,)!15)($2$(!0$(/*T)!1,*#8%!T)!/)5*/+)%!<$+,!+,)!/)1#8+1.!W,)/)B)/!5*11$T8)!1+&'%&/%!5#T8$1,)%!0)+,*%1!1,&88!T)!#1)%.!
S#15)'%$':!0)'1+/##0!
S#15)'%!T&(+)/$&8!15*/)1!$'!1+)/$8)!%$1+$88)%!<&+)/.!
S#15)'%!+,)!*+,)/!+)1+!*/:&'$101!$'!&!1#$+&T8)!1+)/$8)!$1*+*'$(!1*8#+$*'!):!2*/!T&(+)/$&,!5)5+*')!<&+)/!<$+,!10!n!</B!1*%$#0!:8#+&0&+).!
I'*(#8#0!
T,)!$'*(#8#0!1,&88!(*'+&$'!\'*<'!,$:,!'#0T)/1!*2!+,)!+)1+!*/:&'$10!):!2*/!T&(+)/$&!+,)!$'*(#8#0!1,&88!(*'+&$'!'*+!8)11!+,&'!108!(2#!5)/!08.!!C*#'+!+,)!5*5#8&+$*'!$'!+,)!
*/$:$'&8!$'*(#8#0!&'%!%)5*1$+!*'!+,)!+)1+!5$)()!2*/!)]5*1#/)!+*!+,)!%$1$'2)(+$*'!5/*()11!#1$':!&!B&8$%&+)%!0)+,*%.!
!
T)1+!5$)()1!
C*'1+/#(+! &! 1#//*:&+)! %)B$()! 2*/! $'B)1+$:&+$*'!*2! %$1$'2)(+$*'! 2/*0!&!0$'$0#0!*2! *') 2.0!0! 8)':+,!*2! 1!00! $'+)/'&8! %$&0)+)/! &'%! +<* 2.0!0! 8)':+,1! *2! 4!00! $'+)/'&8!
%$&0)+)/!LIDM!PTFE!+#T)!<$+,!&!<&88!+,$(\')11!T)+<))'!0.5!00!&'%!1.0!00.!B$'%!+,)1)!+*:)+,)/!<$+,!&%,)1$B)!+&5)!&+!$'+)/B&81!*2!&55/*]$0&+)8G!150!00!&'%!+)/0$'&+)%!
<$+,!&!%)B$()!&88*<$':!(*'')(+$*'!+*!+,)!(,&'')8!$//$:&+$*'!1G1+)0!*2!+,)!EWD.  T,)!1#//*:&+)!%)B$()!1,&88!T)!%)1$:')%!+*!%)+)/0$')!+,)!%$1$'2)(+$*'!)22$(&(G!$'!&88!(,&'')81!
2*/!<,$(,!+,)!EWD!5/*B$%)1!&!%$1$'2)(+$*'!2#'(+$*'.!
!
F*/0!+)1+!5$)()1!2*/!$'*(#8&+$*'!2/*0!150!00!8)':+,1!*2!+,)!1&0)!%$&0)+)/1!*2!+#T$':.!!P*1$+$*'!+,)1)!&+!)&(,!)'%!&'%!$'!+,)!0$%%8)!*2!+,)!8*':!8)':+,1!*2!+#T$':.!T,)G!
1,*#8%!T)!,)8%! $'!5*1$+$*'!<$+,!&!18))B)!0&%)! 2/*0!&!1,*/+! 8)':+,!*2!1$8$(*')!/#TT)/! +#T)!*2!:/)&+)/!%$&0)+)/.!T,)!*B)/&88! 8)':+,!*2!)&(,! +#T),! $'(8#%$':! +,)! +,/))! +)1+!
5$)()1,!1,*#8%!T)!'*+!8)11!+,&'!1!5!0.!
 
Inoculation method 
U1)!&!0$(/*1G/$':)!*/!1$0$8&/!5$5)++*/!%)B$()!+*!%$15)'1)!25!q8!&8$.#*+1!$'+*!)&(,!*2!+,)!150!00!8)':+,!+)1+!5$)()1.!R*+&+)!+,)1)!#'+$8!B$1$T8G!%/G.!R)5)&+!+,)!5/*()%#/)!
+,/))!0*/)!+$0)1.!
 
Recovery method 
T/&'12)/! +,)! $'*(#8&+)%!+)1+!5$)()!+*!&!1+)/$8)! $1*+*'$(!1*8#+$*'!(*'+&$'$':!&!1#$+&T8)!')#+/&8$1)/! 2*/! +,)!%$1$'2)(+&'+.!R)0*B)!+,)! $'*(#8&+)%!+)1+!5$)()!&2+)/! +,)!B&8$%&+)%!
)]5*1#/)!+$0)!+*!+,)!')#+/&8$1)/.!C#+!+,)!150!00!8)':+,!*2!$'*(#8&+)%!+)1+!5$)()!$'!,&82!&'%!+,)'!(#+!*')!*2!+,)!,&8B)1!$'!,&82!&:&$'!&'%!+,)'!18$+!8)':+,<$1)!<$+,!&!1+)/$8)!
1(&85)8.!T/&'12)/!+,)!158$+!,&8B)1!+*!20!08!*2!1+)/$8)!~!1+/)':+,!R$':)/1!1*8#+$*'!(*'+&$'$':!0!05n!P*8G1*/T&+)!80!$'!&!+,$'!<&88)%!:8&11!1(/)<!(&55)%!(*'+&$')/!L):!25!08!
#'$B)/1&8!T*++8)M.!T/&'12)/!+,)!(*'+&$')/!+*!&'!#8+/&1*'$(!T&+,!&'%!#8+/&1*'$(&+)!2*/!10!0$'!&+!45!KHV.!
!
U1)!+,)!)8#&+)!+*!5/)5&/)!&!%$8#+$*'!1)/$)1!2/*0!<,$(,!&!B$&T8)!(*#'+!1,&88!T)!%)+)/0$')%.!
T/&'12)/!+,)!*+,)/!,&82!*2!+,)!+)1+!5$)()!+*!/)(*B)/G!0)%$#0!L:/*<+,/'*!:/*<+,!+)1+M.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Test Procedure 
 
Evaluation of initial inoculum 
T)1+!+,)!+)1+!5$)()1!5/)5&/)%!&1!%)1(/$T)%!TG!+,)!/)(*B)/G!0)+,*%!+*!)1+&T8$1,!+,)!5*5#8&+$*'!*2!)&(,!+)1+!*/:&'$10!<,$(,!(&'!T)!/)(*B)/)%!2/*0!+,)!$'*(#8#0.!
 
Evaluation of physical removal using spores as an indicator organism 
E]5*1)!1#//*:&+)!%)B$()1!$'(*/5*/&+$':!+)1+!5$)()1!$'*(#8&+)%!<$+,!Geobacillus stearothermophilus!15*/)1!+*!+,)!%$1$'2)(+$*'!1+&:)!&'%!/)(*B)/!TG!+,)!0)+,*%!%)1(/$T)%.!
T,)!%$22)/)'()!$'!5*5#8&+$*'!T)+<))'!+,)!+<*!+)1+!5$)()1!&'%!+,)!*/$:$'&8!$'*(#8#0!$1!&!0)&1#/)!*2!+,)!)]+)'+!+*!<,$(,!+)1+!*/:&'$101!&/)!5,G1$(&88G!/)0*B)%!TG!+,)!EWD!
%$1$'2)(+$*'!1+&:).!!
 
ReGuirement 
There shall be not less than 1C= spores remaining on each of the test pieces exposed to the EWD disinfection process. 
!
I2!+,)/)!$1!1$:'$2$(&'+!15*/$($%&8!&(+$B$+G!2/*0!+,)!%$1$'2)(+&'+!$+!<$88!T)!')()11&/G!+*!)B&8#&+)!+,)!5,G1$(&8!/)0*B&8!*2!+)1+!*/:&'$101!TG!/)5)&+$':!+,)!1+#%G!<$+,!Geobacillus 
stearothermophilus 15*/)1!<$+,!+,)!%$1$'2)(+&'+!1*8#+$*'!/)58&()%!TG!<&+)/.!
!
W,)'!$+!(&'!T)!)1+&T8$1,)%!+,&+!+,)!%$1$'2)(+&'+!2*/0#8&+$*'!%*)1!'*+!$'(8#%)!1#/2&(+&'+!&'%/*/!%)+)/:)'+!&(+$B$+G!+,)!+)1+!0&G!T)!(&//$)%!*#+!#1$':!B):)+&+$B)!*/:&'$101!):!
Enterococcus faecium &'%!/)58&($':!+,)!%$1$'2)(+&'+!1*8#+$*'!<$+,!<&+)/.!
 
Evaluation of disinfection efficacy 
T,)!1#//*:&+)!%)B$()1!$'(*/5*/&+$':!+)1+!5$)()1!$'*(#8&+)%!<$+,!+)1+!*/:&'$10!1,&88!T)!)]5*1)%!+*!+,)!EWD!%$1$'2)(+$*'!1+&:)!!&'%!/)(*B)/)%!TG!+,)!0)+,*%!%)1(/$T)%.!A88!
+)1+1!1,&88!T)!(&//$)%!*#+!$'!%#58$(&+).!!
T,)!8*:10!/)%#(+$*'!*T+&$')%!2*/!)&(,!+)1+!*/:&'$10!#1)%!1,&88!T)!/)5*/+)%.!
 
ReGuirement 
There shall be not less than 1C= spores remaining on each of the test pieces exposed to the EWD disinfection process. 
!
7.2.2  Performance qualification and routine tests  
!
V)/$2G!+,)!!5/*()11!TG!1&058$':!)'%*1(*5)1!&2+)/!(8$'$(&8!#1),!T)2*/)!&'%!&2+)/!5/*()11$':.!!E1+$0&+)!+,)!$'$+$&8!0$(/*T$&8!(*'+&0$'&+$*'!*'!+,)!)'%*1(*5)1!TG!&'&8G1$1!*2!
1&058)1! +&\)'! $00)%$&+)8G! 5/$*/! +*! +,)! (*00)'()0)'+! *2! +,)! %$1$'2)(+$*'! 1+&:).!E1+$0&+)! +,)!5*1+=%$1$'2)(+$*'!0$(/*T$&8! (*'+&0$'&+$*'!TG! &'&8G1$1! *2! 1&058)1! +&\)'!
$00)%$&+)8G!&2+)/!+,)!5*1+=%$1$'2)(+$*'!/$'1$':!1+&:).!U1)!1#22$($)'+!1&058)1!2*/!)&(,!+)1+!+*!5/*B$%)!&!1+&+$1+$(&88G!B&8$%!)1+$0&+)!*2!+,)!/)%#(+$*'!$'!0$(/*T$&8!(*'+&0$'&+$*'.!
!
ReGuirement 
There should be a reduction of microbial contamination to the level reported at type testing 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8. Water quality  
 
8.1 Purpose / objective:  +*!%)0*'1+/&+)!+,&+!+,)!15)($2$)%!(,)0$(&8,!0$(/*T$&8!&'%!5,G1$(&8!.#&8$+G!*2!<&+)/!$1!0)+.!
!
A!(*'+$'#*#1!1#558G!*2!<&+)/!*2!+,)!15)($2$)%!(,)0$(&8,!0$(/*T$&8!&'%!5,G1$(&8!.#&8$+G!$1!)11)'+$&8!2*/!+,)!(*//)(+!2#'(+$*'$':!*2!&88!WD1.!!W&+)/!+,&+!$1!+**!,&/%!*/!,&1!+**!
,$:,!&!(*'()'+/&+$*'!*2!%$11*8B)%!1*8$%1!0&G!$05&$/!+,)!&(+$B$+G!*2!%)+)/:)'+1!&'%!%$1$'2)(+&'+1!&'%!(&#1)!%)5*1$+1,!1(&8$':!*/!(*//*1$*'!*2!$+)01!T)$':!5/*()11)%.!!W&+)/!
(*'+&$'$':!,$:,!'#0T)/1!*2!0$(/**/:&'$101!&'%/*/!)'%*+*]$'1!0&G!/)=(*'+&0$'&+)!%$1$'2)(+)%!)'%*1(*5)1.! !M)&'1!1,*#8%!T)!5/*B$%)%! $'! +,)!EWD!+*!)'1#/)! +,&+! +,)!
(,)0$(&8!&'%!0$(/*T$&8!.#&8$+G!*2!+,)!2$'&8!/$'1)!<&+)/!<$88!'*+!$05&$/!+,)!1+&'%&/%!*2!(8)&'8$')11!&'%!%$1$'2)(+$*'!*2!+,)!5/*()11)%!)'%*1(*5).!
!
T,)! 2*88*<$':!1)(+$*'!%)1(/$T)1!&'&8G+$(&8!0)+,*%1!<,$(,!0&G!T)!#1)%! +*!%)+)/0$')! +,)!B&/$*#1!T$*8*:$(&8,!5,G1$(&8!&'%!(,)0$(&8!5/*5)/+$)1!*2!<&+)/!1&058)1! 2*/! +,)!
B&/$*#1!.#&8$+$)1!*2!<&+)/!#1)%! $'! +,)!B&/$*#1!1+&:)1!*2! +,)!EWD!5/*()11.!P&/+$(#8&/!)05,&1$1! $1!58&()%!*'! +,)!.#&8$+G!*2! +,)! 2$'&8! /$'1)!<&+)/,!<,$(,! $1! /).#$/)%! +*!T)!
5#/$2$)%!+*!&!,$:,!(,)0$(&8!&'%!0$(/*T$&8!.#&8$+G.!T,)!.#&8$+G!*2!+,)!1#558G!<&+)/!'))%1!+*!T)!)1+&T8$1,)%!5/$*/!+*!$'1+&88&+$*'!*2!+,)!EWD,!+*!%)+)/0$')!&'G!+/)&+0)'+!+,&+!
0&G!T)! /).#$/)%! +*!*5+$0$V)! +,)!%)+)/:)'+! &'%!%$1$'2)(+&'+! &(+$B$+G.! I+! 1,*#8%!T)! /)=+)1+)%!5)/$*%$(&88G,! &+! &! 2/).#)'(G!%)+)/0$')%!TG! 8*(&8! ($/(#01+&'()1!&22)(+$':! +,)!
.#&8$+G!&'%!(*'1$1+)'(G!*2!+,)!1*#/().!!
!!
T,)!0)+,*%1!*2!&'&8G1$1! /).#$/)%! +*!%)+)(+!(,)0$(&8!(*'+&0$'&'+1!&+! 8*<!(*'()'+/&+$*'1!<$+,!&!,$:,! 8)B)8!*2!&((#/&(G! /).#$/)! +,)!#1)!*2!&! 8&T*/&+*/G!<$+,!&55/*5/$&+)!
)]5)/+$1),! 2&($8$+$)1! &'%! )]5)/$)'().!S*0)! +)1+1! +,&+! (&'! T)! (&//$)%! *#+! *'=1$+)! */!<$+,! B)/G! 1$058)! 8&T*/&+*/G! ).#$50)'+! &+,! */! 1,*/+8G! &2+)/,! +,)! +$0)!*2! 1&058$':! &/)!
1#22$($)'+!2*/!0*1+!5#/5*1)1!&'%!*5+$*'1!2*/!1#(,!t2$)8%=+)1+$':t!&/)!$'(8#%)%!<,)/)B)/!5*11$T8).!T,)!5/)($1$*',!&((#/&(G,!1)'1$+$B$+G!&'%!8$0$+1!*2!%)+)(+$*'!*2!+,)1)!t2$)8%!+)1+t!
*5+$*'1!&/)!#1#&88G! $'2)/$*/! +*! +,*1)!*2! 8&T*/&+*/G!0)+,*%1.!T,)G!&/)!#1)2#8,! ,*<)B)/,! $'! +,&+! +,)G!5/*B$%)!)B$%)'()!*2! &'G!:/*11! 2&$8#/)! &'%! +,)! /)1#8+1!&/)! &B&$8&T8)!
1+/&$:,+&<&G!0&\$':!+,)0!*2!%$&:'*1+$(!B&8#)!%#/$':!&!2&#8+!2$'%$':!)])/($1).!T,)G!&/)!:)')/&88G!)(*'*0$(&8!(*05&/)%!<$+,!0*/)!1*5,$1+$(&+)%!8&T*/&+*/G!&'&8G1$1!&'%!(&'!
T)!(&//$)%!*#+!TG!'*'=15)($&8$1+!5)/1*'')8!&2+)/!&55/*5/$&+)!+/&$'$':.!I+! $1!'*+!')()11&/G!+*!#1)!)]5)/$)'()%!(,)0$(&8!&'&8G1+1!+*!#'%)/+&\)!+,)!*'=1$+)!&'&8G1$1!*2!<&+)/!
1&058)1!%)1(/$T)%.! I+! $1,! ,*<)B)/,! )11)'+$&8! +,&+! 5)/1*'')8! /)()$B)!&55/*5/$&+)! +/&$'$':!T)2*/)!&++)05+$':! +*! (&//G! *#+! +,$1!<*/\.!R)(*#/1)! +*!0*/)!5/)($1)! 8&T*/&+*/G!
&'&8G1$1!0&G!T)!'))%)%!$'!+,)!)B)'+!*2!&!%$15#+)!T)+<))'!+<*!5&/+$)1.!
!
F*/! &'G! :$B)'! %)+)/0$'&'%,! +,)/)! 0&G! T)! 1)B)/&8! 1#$+&T8)! 0)+,*%1! +,&+! (*B)/! +,)! /&':)! *2! (*'()'+/&+$*'1! *2! $'+)/)1+.! T,)! 0)+,*%1! %)1(/$T)%! &/)! $'+)'%)%! +*! T)!
/)5/)1)'+&+$B)!*2!1#$+&T8)!0)+,*%1,!$'(8#%$':!*5+$*'1!2*/!*'=1$+)!+)1+$':. A!'#0T)/!*2!+)1+!\$+1!/!1G1+)01!&/)!&B&$8&T8)!(*00)/($&88G.!!B)2*/)!&%*5+$':!*')!*2!+,)1)!0)+,*%1!
(&/)!1,*#8%!T)!+&\)'!+*!)'1#/)!+,&+!+,)!+)1+L1M!5/*B$%)1!/)1#8+1!*2!1#22$($)'+!&((#/&(G!&'%!1)'1$+$B$+G.!!T,)!(,*1)'!%)+)/0$'&'%1!&/)!\'*<'!+*!$'28#)'()!+,)!)22$(&(G!*2!+,)!
5/*()11.!!F#/+,)/!:#$%&'()!*'!&55/*5/$&+)!+)1+!0)+,*%1!0&G!T)!*T+&$')%!2/*0!BS!1427:!1993.!
!
T)1+1!1#$+&T8)!2*/!#1)!*'=1$+)!2&88!$'+*!+,/))!0&$'!(&+):*/$)1:!

&.! instrumental tests #1$':!5*/+&T8)!$'1+/#0)'+1!%)1$:')%!2*/!*'=1$+)!#1)!2*/!)]&058)!5*/+&T8)!5H!0)+)/1,!$*'!1)8)(+$B)!)8)(+/*%)1!)+(d!
T.! spectrophotometric tests T&1)%!*'!0)&1#/)0)'+!*2! +,)!&T1*/T&'()!*2!&!(*8*#/)%!/)&(+$*'!5/*%#(+d!0)&1#/)0)'+!0&G!T)!B$1#&8!*/!5,*+*0)+/$(!&'%!0&G!T)!

&:&$'1+!&!5/)(&8$T/&+)%!(*8*#/)%!%$1(!*/!&:&$'1+!1+&'%&/%!/)2)/)'()!1*8#+$*'1d!
(.! titrimetric tests +,)1)!0&G!T)!(&//$)%!*#+!#1$':!1+&'%&/%!8&T*/&+*/G!).#$50)'+!*/!<$+,!(*00)/($&88G!&B&$8&T8)!&55&/&+#1!%)1$:')%!2*/!2$)8%!#1)d!+,)!8&++)/!$1!#1#&88G!

0#(,!1$058)/!+*!#1).!
 
F*/!&88!+,)!$'1+/#0)'+&8!0)+,*%1!%)1(/$T)%!+,)/)!$1!(*00)/($&88G!&B&$8&T8)!).#$50)'+!15)($2$(&88G!$'+)'%)%!2*/!2$)8%!#1).!!A88!+,)!B&/$&T8)1!2*/!<,$(,!$'1+/#0)'+&8!0)+,*%1!
&/)!%)1(/$T)%!&/)!+)05)/&+#/)!%)5)'%)'+.!!T,)!).#$50)'+!#1)%!1,*#8%!T)!+)05)/&+#/)!(*05)'1&+)%.!!A81*!+,)!).#$50)'+!1,*#8%!T)!&88*<)%!1#22$($)'+!+$0)!*'!1$+),!T)2*/)!
$+!$1!5#+!$'+*!#1),!+*!).#$8$T/&+)!+*!+,)!8*(&8!&0T$)'+!+)05)/&+#/).!!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
C*00)/($&88G!&B&$8&T8)!+)1+!\$+1!T&1)%!*'!B$1#&8!*/!5,*+*0)+/$(!(*05&/$1*'!<$+,!(*8*#/)%!%$1(1!,&B)!T)(*0)!&'!&(()5+)%!1+&'%&/%!2*/!*'!1$+)!&'&8G1$1.!!M&'#2&(+#/)/1!
#1#&88G!1#558G!&!(*058)+)!+)1+!1G1+)0,!$'(8#%$':!\$+1!*2!/)&:)'+1.!!T*!)'1#/)!(*05&+$T$8$+G,!&'%!0&$'+)'&'()!*2!+,)!0&'#2&(+#/)/1!(8&$0)%!1)'1$+$B$+G!&'%!&((#/&(G!2*/!+,)!
0)+,*%,!+,)!\$+!15)($2$)%!TG!+,)!0&'#2&(+#/)/!1,*#8%!'*+!T)!1#T1+$+#+)%.!
!
8.2 Sample collection 
S&058)!+,)!<&+)/!2/*0!+,)!<&+)/!1#558G!5$5),!&+!%/&<=*22!5*$'+1!&1!(8*1)!&1!5/&(+$(&T8)!+*!+,)!EWD.!!W,)'!+,)!/$'1)!<&+)/!$1!1+*/)%!$'!&!+&'\!<$+,$'!+,)!WD,!,)&+)%!$'!&!
(&8*/$2$)/!$'!+,)!WD!*/!*+,)/<$1)!+/)&+)%!<$+,$'!+,)!WD,!1&058)1!1,&88!&81*!T)!+&\)'!2/*0!+,)!%$1(,&/:)!5*$'+!$'+*!+,)!(,&0T)/.!!A%%$+$*'&8!1&058)1!0&G!'))%!+*!T)!+&\)'!
2/*0!&'G!<&+)/!+/)&+0)'+!58&'+!<,)'!+/G$':!+*!$%)'+$2G!+,)!(&#1)!*2!&!'*'=(*'2*/0$+G.!!
!
C,**1)!&!1&058$':!5/*()%#/)!+,&+!$1!1#$+&T8)!2*/!&88!+,)!5,G1$(&8,!(,)0$(&8,!&'%!T$*8*:$(&8!%)+)/0$'&'%1!*2!$'+)/)1+.!!I+!0&G!T)!#1)%!2*/!<&+)/!1&058)1!+,/*#:,*#+!+,)!<&+)/!
%$1+/$T#+$*'!1G1+)0.!!T,)!1&058$':!(*'+&$')/1!#1)%!1,*#8%!T)!15)($2$(!2*/!+,)!%)+)/0$'&'%1!*2!$'+)/)1+.!T,$1!0&G!$'(8#%),!&1!&55/*5/$&+):!
!

&.!250!08!1+)/$8),!5G/*:)'!2/)),!1$':8)!#1)!(*'+&$')/1!L2*/!%)+)/0$'&+$*'!*2!T&(+)/$&8!)'%*+*]$'!8)B)81!&'%/*/!+*+&8!B$&T8)!(*#'+Md!
T.!1!8$+/)!&($%!<&1,)%,!T*/*1$8$(&+)!T*++8)1,!L2*/!%)+)/0$'&+$*'!*2!(&+$*'1Md!
(.!1!8$+/)!5*8G5/*5G8)')!T*++8)1,!L2*/!%)+)/0$'&+$*'!*2!&'$*'1,!+*+&8!%$11*8B)%!1*8$%1Md!
%.!100!08!,$:,!%)'1$+G!5*8G)+,G8)')!T*++8)1!L2*/!%)+)/0$'&+$*'!*2!5H,!(*'%#(+$B$+GM.!

!
N*+):!(&/)!1,*#8%!T)!+&\)'!+*!)'1#/)!+,&+!+,)!(*'+&$')/1!&/)!2/))!2/*0!$'+)/2)/$':!/)1$%#)1!1#(,!&1!%)+)/:)'+1.!
 
R#'!+,)!2$/1+!50!08!*2!1&058)!+&\)'!&+!)&(,!1&058$':!5*$'+!+*!<&1+).!T&\)!%#58$(&+)!1&058)1.!T)1+!1&058)1!<$+,$'!2*#/!,*#/1!*2!(*88)(+$*'!*/!1+*/)!&+!2uC!+*!5uC!&'%!+)1+!
<$+,$'!48!,*#/1!*2!(*88)(+$*'.!!L&T)8!+,)!(*'+&$')/!<$+,!%)+&$81!*2!+,)!1&058$':!5*$'+!&'%!+,)!+$0)!&'%!%&+)!+,)!1&058)!<&1!(*88)(+)%.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3 Tests of chemical quality 
 
8.3.1 Electrical conductivity 
!
E.#$50)'+!&'%!0&+)/$&81!
A!B&/$)+G!*2!5*/+&T8)!(*'%#(+$B$+G!0)+)/1!&/)!&B&$8&T8).!!T,)!#'$+!(,*1)'!1,*#8%!0))+!+,)!5)/2*/0&'()!(/$+)/$&!:$B)'!T)8*<!&(/*11!+,)!/).#$/)%!/&':).!!F*/!0)&1#/)0)'+!*2!
5#/)!.#&8$+G!/$'1)!<&+)/,!+,)!(*'%#(+$B$+G!0)+)/!1,*#8%!$'(8#%)!+,)!/&':)!0.0!+*!199!qS.(0!g1,!/)1*8#+$*'!0.1!qS.(0!g1,!&((#/&(G!r!1!n!2#88!1(&8)M.!!H$:,)/!/&':)1!0&G!&81*!
T)!/).#$/)%!2*/!+,)!&11)110)'+!*2!0&$'1!<&+)/!*'!1$+)!5/$*/!+*!$'1+&88&+$*'!*2!+,)!EWD.!T,)!(*'%#(+$B$+G!0)+)/!1,*#8%!T)!+)05)/&+#/)!(*05)'1&+)%!*B)/!+,)!/&':)!0uC!+*!
40uC.!!A!1)5&/&+)!+)1+!B)11)8!1#(,!&1!&!T)&\)/!<$88!T)!/).#$/)%!2*/!(*'%#(+$B$+G!0)+)/1!<$+,!&'!$00)/1$*'!5/*T).!!
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
V)/$2G!+,)!(&8$T/&+$*'!*2!+,)!0)+)/!&:&$'1+!0.001!0*8&/!&'%!0.0005!0*8&/!1*8#+$*'1!*2!5*+&11$#0!(,8*/$%)!&'%!5#/)!<&+)/!&1!<*/\$':!1+&'%&/%1.!!T,)1)!:$B)!(*'%#(+$B$+$)1!&+!
25uC!*2!14.7!0S.0!g1!&'%!84!qS.(0!g1!&'%!o!0.06!qS.(0!g1.!!!
!

N*+)!:!T,)!<*/\$':!1+&'%&/%1!&/)!1+&T8)!2*/!#5!+*!1!<))\!<,)'!1+*/)%!<)88!1)&8)%,!$'!(**8!(*'%$+$*'1.!!A!(*05/),)'1$B)!/&':)!*2!1+&'%&/%!(*'%#(+$B$+G!/)2)/)'()!
1*8#+$*'1,!$'(8#%$':!5#/)!*/!t&T1*8#+)t!!<&+)/!/)2)/)'()!1+&'%&/%!&/)!&B&$8&T8)!(*00)/($&88G,!1+&'%&/%$1)%!&+!25uC!&'%!+/&()&T8)!+*!'&+$*'&8!1+&'%&/%1.!

 
A2+)/! (&8$T/&+$*',! +,*/*#:,8G! /$'1)! +,)!1&058)!(#5,!*/! $00)/1$*'!5/*T),!<$+,!5#/)!<&+)/.! !C*88)(+! +,)!1&058)! L2*/!*'=1$+)! +)1+1,! +,$1!0&G!T)!(*88)(+)%! $'!&!,$:,!%)'1$+G!
5*8G)+,G8)')!T*++8)M!&'%!+)1+!&1!1**'!&1!5/&(+$(&T8).!!P*#/!&'!&8$.#*+!*2!+,)!1&058)!$'+*!+,)!1&058)!(#5!*2!+,)!(*'%#(+$B$+G!0)+)/!*/,!2*/!0)+)/1!<$+,!&'!$00)/1$*'!5/*T),!
$'+*!+,)!(8)&'!T)&\)/.!!T,)!0)+)/!0&'#2&(+#/)/1!$'1+/#(+$*'1!2*/!0&\$':!+,)!0)&1#/)0)'+!1,*#8%!T)!2*88*<)%d!+,$1!<$88!#1#&88G!/).#$/)!&!1,*/+!1+&T$8$1&+$*'!5)/$*%!T)2*/)!
'*+$':!+,)!/)&%$':.!
 
ReGuirement 
The conductivity at 6=`C should not exceed:      1C bS.cm Z1  for De-ionised water 

 ;C bS.cm Z1  for Reverse osmosis water 
;CC bS.cm Z1  for softened or mains water  

UConductivity levels in excess of this value are indicative of a high concentration of dissolved solidsV. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.2  pH 

E.#$50)'+!
T<*!1#$+&T8)!0)+,*%1!2*/!*'=1$+)!0)&1#/)0)'+!*2!5H!&/)!&B&$8&T8):!!
!
L&M! 10&88!5*/+&T8),!(&8$T/&+)%!5H!0)+)/,!<$+,!T#$8+!$'!+)05)/&+#/)!(*05)'1&+$*'.!
A8+,*#:,!0&'G!5*/+&T8)!5H!0)+)/1!5/*B$%)!1#$+&T8)!&((#/&(G!2*/!:)')/&8!&558$(&+$*'1,!+,)$/!#1)!$'!+,)!%)+)/0$'&+$*'!*2!+,)!5H!$'!<&+)/!*2!,$:,!5#/$+G!0&G!:$B)!#'1+&T8)!*/!
#'/)8$&T8)!/)&%$':1.!U1)!5H!0)+)/1!15)($2$(&88G!%)1$:')%!2*/!+,)!0)&1#/)0)'+!*2!8*<!$*'$(!1+/)':+,!1*8#+$*'1!2*/!%)+)/0$'$':!+,)!5H!*2!DI!*/!RO!<&+)/.!
!
LTM! C*8*#/!%$1(!(*05&/&+*/!
C*8*/$0)+/$(!+)1+1!2*/!5H!&/)!1#$+&T8)!2*/!,$:,!5#/$+G,!8*<!(*'%#(+$B$+G,!<&+)/!1&058)1!*2!+,)!+G5)!+,&+!&/)!/).#$/)%!+*!T)!+)1+)%.!!I2!(*8*/$0)+)/!0)+,*%1!&/)!T)$':!#1)%!2*/!
*+,)/!2$)8%!+)1+1,!+,$1!0&G!T)!+,)!0*/)!&55/*5/$&+)!0)+,*%.!!T,)!&((#/&(G!$1!8$0$+)%!&'%!%$1(/$0$'&+$*'!0&G!'*+!T)!T)++)/!+,)'!0.2!5H!#'$+1.!!T,$1!$1,!,*<)B)/,!.#$+)!1#$+&T8)!
2*/! 2$)8%! +)1+1.! !C*8*#/,! +#/T$%$+G!*/!1+/*':!*]$%&'+1! $'! +,)!1&058)!&88! $'+)/2)/)!<$+,! +,)!+)1+.! !A!'&//*<!/&':)! $'%$(&+*/!L*/! +<*!2*/!#1)!*'!1#(()11$B)!1&058)1M!1,*#8%!T)!
(,*1)'!+*!(*B)/!+,)!/).#$/)%!/&':)!*2!5H!4!+*!5H!8.!!M&'#2&(+#/)/1!*2!(*8*/$0)+)/1!#1#&88G!5/*B$%)!$'%$(&+*/1!+*!(*B)/!&!/&':)!*2!2!*/!3!5H!#'$+1.!W$%)!/&':)!$'%$(&+*/1!
1,*#8%!'*+!T)!#1)%!T)(&#1)!*2!+,)$/!5**/!%$1(/$0$'&+$*'.!!
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
O5)/&+)!+,)!5H!0)+)/!*/!(*8*#/!%$1(!(*05&/&+*/!$'!&((*/%&'()!<$+,!+,)!0&'#2&(+#/)/t1!$'1+/#(+$*'1.!
F*/!+,)!(*8*/$0)+/$(!0)+,*%,!5&G!5&/+$(#8&/!&++)'+$*'!+*!+,)!&((#/&(G!*2!B*8#0)1!*2!T*+,!1&058)!&'%!/)&:)'+,!&'%!0*'$+*/!T*+,!+)05)/&+#/)!&'%!/)&(+$*'!+$0).!!M&+(,!+,)!
(*8*#/!*2!+,)!/)&(+)%!1&058)!&:&$'1+!+,)!(&8$T/&+)%!(*8*#/!%$1(!B$)<)%!+,/*#:,!&!T8&'\!1&058).!!R)&%!+,)!B&8#)!$'!5H!#'$+1!%$/)(+8G!2/*0!+,)!%$1(.!!
!
F*/!)$+,)/!0)+,*%,!+,)!(&8$T/&+$*'!1,*#8%!T)!B)/$2$)%!#1$':!1+&'%&/%!T#22)/!1*8#+$*'1!0&%)!#5!$'!&%B&'()!&'%!\)5+!$'!(&55)%!T*++8)1!#'+$8!/).#$/)%.!!T,)!T#22)/!1*8#+$*'1!
1,*#8%!T)!(,*1)'!+*!,&B)!&!5H!$'!+,)!0$%5*$'+!*2!+,)!/&':)!#1)%!$'!+,)!%)+)/0$'&+$*'.!
 
ReGuirement for final rinse water 
The indicated value should be in the range =.= to A.C. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.3 Hardness (as CaCO3 ) 
H&/%')11!*2!<&+)/!$1!%#)!+*!+,)!5/)1)'()!*2!%$11*8B)%!1&8+1!*2!+,)!&8\&8$')!)&/+,!0)+&81!LC&8($#0,!M&:')1$#0!&'%!S+/*'+$#0M.!!T,)$/!5/)1)'()!(&#1)1!8$0)1(&8)!2*/0&+$*'!
2/*0!,)&+)%!<&+)/,!0&G!$'&(+$B&+)!%)+)/:)'+1!&'%!%$1$'2)(+&'+1!&'%!(&#1)1!1(&8$':!*'!8*&%!$+)01.!!T<*!0)+,*%1!1#$+&T8)!2*/!2$)8%!+)1+$':!&/)!%)1(/$T)%.!
!
8.3.3.1!!ISE!0)+,*%!
U1)! $*'!1)8)(+$B)!)8)(+/*%)1! 2*/!(&8($#0!&'%!&81*! 2*/!%$B&8)'+!(&+$*'1! L+*+&8!,&/%')11M.! I*'!1)8)(+$B)!)8)(+/*%)1!&/)!'*+!specific 2*/!&!5&/+$(#8&/! $*'!T#+!,&B)!&! /)8&+$B)!
1)8)(+$B$+G!2*/!&!5&/+$(#8&/!$*'!*/!:/*#5!*2!$*'1.!T,)G!&/)!1)'1*/1!<,$(,!5/*B$%)!&!5*+)'+$*0)+/$(!/)15*'1)!+*!+,)!&(+$B$+G!*2!+,)!$*'1!$'!1*8#+$*'.!T,)!&(+$B$+G!$1!5/*5*/+$*'&8!+*!
+,)!(*'()'+/&+$*'!2*/!%)+)/0$'&+$*'1!(&//$)%!*#+!$'!1*8#+$*'1!*2!+,)!1&0)!$*'$(!1+/)':+,.!!A!,$:,!$05)%&'()!0$88$B*8+0)+)/!$1!#1)%!+*!0)&1#/)!+,)!5*+)'+$&8!T)+<))'!+,)!$*'!
1)8)(+$B)!)8)(+/*%)!&'%!&!1#$+&T8)!/)2)/)'()!)8)(+/*%).!!T,)!0)&1#/)%!5*+)'+$&8!$1!5/*5*/+$*'&8!+*!+,)!8*:&/$+,0!*2!+,)!(*'()'+/&+$*'!*2!+,)!$*'L1M!$'!1*8#+$*'.!
!
A%e#1+!+,)!&'&8G+)!&'%!(&8$T/&+$*'!1+&'%&/%!1*8#+$*'1!+*!+,)!1&0)!$*'$(!1+/)':+,,!<$+,$'!+,)!*5+$0#0!<*/\$':!5H!/&':)!4!+*!9.!!A'!&%e#1+0)'+!T#22)/!(*'1$1+$':!*2!4M!KC8!
1*8#+$*'!$1!*2+)'!#1)%.!!P,*15,&+)!T#22)/1!0#1+!'*+!T)!#1)%!1$'()!+,)!(&8($#0!&(+$B$+G!<$88!T)!8*<)/)%!TG!(*058)]&+$*'!*/!5/)($5$+&+$*'.!!T,)!)8)(+/*%)1!&/)!2/))!2/*0!&'G!
0&e*/! $'+)/2)/)'()!)]()5+!Z$'(!$*'1.!T,)G!&/)!,*<)B)/!5*$1*')%!TG!&!'#0T)/!*2!T$*8*:$(&8!28#$%1.!!T,)!(&8($#0!)8)(+/*%)!/).#$/)1!&!1$':8)!e#'(+$*'!/)2)/)'()!)8)(+/*%).!
C&8$T/&+$*'!$1!0&%)!&:&$'1+!+<*!*/!0*/)!1+&'%&/%!1*8#+$*'1.!!T,)1)!&/)!(*00)/($&88G!&B&$8&T8).!
 
Range 
T,)!(&8($#0!1)8)(+$B)!)8)(+/*%)1!<,$(,!&/)!&B&$8&T8)!,&B)!&!N)/'1+$&'!/)15*'1)!2*/!(*'()'+/&+$*'1!2/*0!1!M!%*<'!+*!&T*#+!5!]!10!=6!M!&'%!&!
1)8)(+$B$+G!/&+$*!*2!T)++)/!+,&'!2000!&:&$'1+!M&:')1$#0.!!T,$1!/&':)!$1!1#$+&T8)!2*/!&'&8G1$1!*2!1*2+)')%!<&+)/!&'%!5#/$2$)%!<&+)/!LRO!*/!DIM.!
 
8.3.3.2!!T$+/$0)+/$(!0)+,*%!
C*00)/($&88G!&B&$8&T8)!\$+1! 2*/! +,)! +$+/$0)+/$(!%)+)/0$'&+$*'!*2!T*+,! +*+&8!,&/%')11!&'%!(&8($#0!,&/%')11!&/)!&B&$8&T8).!T,)G!&/)!T&1)%!*'! +,)!1&0)! /)&(+$*'! $'!<,$(,!
%$B&8)'+!(&+$*'1!&/)!(*058)])%!<$+,!+,)!%$1*%$#0!1&8+!*2!)+,G8)')%$&0$')+)+/&=&()+$(!&($%!LEDTAM.!!W,)'!+,)!/)&(+$*'!$1!(&//$)%!*#+,!&+!5H!10!+*!11,!<$+,!E/$*(,/*0)!B8&(\!
&1!+,)!(*058)]$*0)+/$(!$'%$(&+*/,!&88!+,)!(&8($#0!&'%!0&:')1$#0!$*'1!&/)!(,)8&+)%!TG!+,)!EDTA!&'%!+,)!&T1)'()!*2!2/))!(&8($#0!&'%!0&:')1$#0!$*'1!(&#1)1!&!(*8*#/!
(,&':)!$'!+,)!$'%$(&+*/.!
 
A+! 5H! B&8#)1!&T*B)!12!0&:')1$#0! $*'1!&/)! 5/)($5$+&+)%!&1! +,)!,G%/*]$%)!&'%!%*!'*+! /)&(+!<$+,! +,)!EDTA.! !C&8($#0!,&/%')11! (&'!T)!%)+)/0$')%!#1$':!P&++*'!&'%!
R))%)/1! $'%$(&+*/!5*<%)/!&1!&!(*058)]$*0)+/$(! $'%$(&+*/.! !T,)!(*00)/($&88G!&B&$8&T8)!\$+1!*2+)'!#1)!'*B)8! +$+/&+$*'!%)B$()1! $'1+)&%!*2!T#/)++)1.! !T,)! +)1+! /)&:)'+1!&'%!
/&':)!&/)!15)($2$(!+*!)&(,!\$+.!!T,)!0&'#2&(+#/)/1!$'1+/#(+$*'1!1,*#8%!T)!2*88*<)%.!
!
ReGuirement 
The hardness expressed as mg/l CaCO; should not exceed:   =C mg/l for softened / purified water 

 6CC mg/l for water used in the flushing stage  
 
Water with hardness values c 61C mg/l should be regarded as unsuitable for use in EWDs without treatment. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.4  Total dissolved solids 
!
8.3.4.1!EB&5*/&+$B)!/)1$%#)!0)+,*%:!!
T,)!0)+,*%!*2!(,*$()!$1!+,)!%)+)/0$'&+$*'!*2!+,)!<)$:,+!*2!%$11*8B)%!1*8$%1!TG!)B&5*/&+$':!&!\'*<'!1&058)!B*8#0)!+*!%/G')11.!
 
M&+)/$&81!&'%!).#$50)'+.!!

&.!1$8$(&!*/!T*/*1$8$(&+)!)B&5*/&+$':!%$1,!*/!T)&\)/!*2!�!150!08!(&5&($+Gd!
T.!*B)'!1)+!+*!110uC!r!2uCd!
(.!T*$8$':!<&+)/!T&+,!*/!,)&+$':!0&'+8)!1)+!+*!100uC!r!2uCd!
%.!T&8&'()!<)$:,$':!+*!0.1!0:d!
).!100!08!5$5)++)!*/!0)&1#/$':!(G8$'%)/.!

!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
C*88)(+!&!50008!!1&058).!!T&\)!+,)!1$8$(&!%$1,!L*/!).#$B&8)'+M,!%/$)%!2*/!2!,*#/1!$'!+,)!*B)'!1)+!+*!100uC!r!2uC!&'%!+,)'!(**8)%!+*!&0T$)'+!+)05)/&+#/)!&'%!<)$:,!$+!+*!+,)!
')&/)1+!0.1!0:.!D$15)'1)!100!08!*2!+,)!1&058)!$'+*!+,)!<)$:,)%!%$1,!&'%!)B&5*/&+)!$+!*B)/!+,)!T*$8$':!<&+)/!T&+,!#'+$8!B$1$T8G!%/G.!!EB&5*/&+)!+<*!2#/+,)/!100!08!
&8$.#*+1!*2!+,)!1&058)!$'!+,)!1&0)!%$1,!$'!+,)!1&0)!0&'')/.!D/G!+,)!%$1,!$'!+,)!*B)'!+*!(*'1+&'+!<)$:,+!+*!&'!&((#/&(G!*2!0.1!0:.!
C&8(#8&+)!+,)!0&11!*2!/)1$%#)!$'!+,)!%$1,!&'%!,)'()!(&8(#8&+)!+,)!0&11!*2!/)1$%#)!5)/!100!08!*2!<&+)/.!
 
ReGuirement 
The evaporative residue should not exceed < mg/1CC ml for purified water URO or DIV. 
 
8.3.4.2!E1+$0&+$*'!TG!(*'%#(+$B$+G!0)+,*%!
F*/!2$)8%!+)1+$':,!<,)'!&!<&+)/!1&058)!(*'+&$'1!5/)%*0$'&'+8G!$*'$V&T8)!1*8$%1!*2!/)8&+$B)8G!(*'1+&'+!(*05*1$+$*'!$'!1*8#+$*',!&'!&55/*]$0&+$*'!*2!+,)!+*+&8!%$11*8B)%!1*8$%1!
0&G!T)!*T+&$')%!2/*0!+,)!)8)(+/$(&8!(*'%#(+$B$+G!*2!+,)!1&058).!T,$1!0)+,*%!$1!'*+!B&8$%!$'!+,)!5/)1)'()!*2!'*'$*'$(!%$11*8B)%!0&+)/$&8!1#(,!&1!*/:&'$(!(*'+&0$'&+$*'!<,$(,!
%*)1!'*+!(*'+/$T#+)!+*!+,)!(*'%#(+$B$+G!/)&%$':!T#+!<*#8%!T)!%)+)(+)%!$'!+,)!)B&5*/&+$B)!/)1$%#).!
 
E.#$50)'+!&'%!0&+)/$&81!!

&.!(*'%#(+$B$+G!0)+)/!!
T.!5,)'*85,+,&8)$'!$'%$(&+*/d!
(.!5n!</<!&()+$(!&($%!1*8#+$*'d!
%.!5n!</<!1*%$#0!,G%/*]$%)!1*8#+$*'.!

 
N)#+/&8$1)!+,)!1&058),!#1$':!5,)'*85,+,&8)$'!&1!+,)! $'%$(&+*/,!TG!%/*5<$1)!&%%$+$*'!*2!5n!</<!1*%$#0!,G%/*]$%)!1*8#+$*'!*/!5n!</<!&()+$(!&($%!1*8#+$*'.!!M)&1#/)!+,)!
(*'%#(+$B$+G!*2!+,)!1&058)!L1))!8.3.1M!&'%!0#8+$58G!TG!+,)!(*'B)/1$*'!2&(+*/!+*!:$B)!&'!)1+$0&+)!*2!+,)!TDS!$'!0:/8.!
U1)!&!(*'B)/1$*'!2&(+*/!%)/$B)%!)]5)/$0)'+&88G!2*/!<&+)/1!*2!(*'1$1+)'+!$*'$(!(*05*1$+$*'!TG!0&\$':!%$/)(+!(*05&/$1*'!*2!+,)!0)&1#/)%!0&11!*2!+*+&8!%$11*8B)%!1*8$%1!&'%!
+,)!)8)(+/$(&8!(*'%#(+$B$+G.!!A8+)/'&+$B)8G,!&!(*00*'!&/T$+/&/G!2&(+*/!*2!!6.7!$1!#1)%,!T&1)%!*'!1*%$#0!1#85,&+)!&1!+,)!$*'$(!15)($)1.!!
F*/!(*'%#(+$B$+G!&+!25uC!0)&1#/)%!$'!qS.0!g1!+,)',!TDS!0:/8 �!)8)(+/$(&8!(*'%#(+$B$+G!qS.0!g1!]!6.7.!

N*+):!C*'%#(+$B$+G!0)+)/1!(&8$T/&+)%!$'!TDS!0:/8!&/)!&81*!&B&$8&T8).!C&/)!1,*#8%!T)!+&\)'!+*!)'1#/)!+,&+!+,)!(*'B)/1$*'!2&(+*/!#1)%!$1!&55/*5/$&+).!
ReGuirement 
The estimate of total dissolved solids should not exceed < mg/1CC ml for purified water URO or DIV. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.5 Chloride  

T,)! 5/)1)'()! *2! 1$:'$2$(&'+! 8)B)81! *2! (,8*/$%)! $*'1! $'!<&+)/! 1#558$)%! +*!EWD1!<$88! (&#1)! 5$++$':! &'%! (*//*1$*'! $'!0)+&88$(! $+)01! $'! +,)! 8*&%! L$'(8#%$':! 1+&$'8)11! 1+))8M.!
S$:'$2$(&'+! 8)B)81! *2! (,8*/$%)! &/)! 5/)1)'+! $'! #'+/)&+)%!0&$'1!<&+)/! 1#558$)1! +*! <,$(,! $+! $1! &%%)%! 2*/! $+1! &'+$=0$(/*T$&8! &(+$B$+G.! ! H$:,! (,8*/$%)! (*'()'+/&+$*'1! &/)! *2+)'!
&11*($&+)%!<$+,!bT/)&\+,/*#:,c!2/*0!&!%)2)(+$B),!*/!$'(*//)(+8G!*5)/&+)%,!<&+)/!1*2+)')/!*/!%)=$*'$1)/.!
 
8.3.5.1:!I*'!1)8)(+$B)!)8)(+/*%)!0)+,*%!
T,)!(*00)/($&88G!&B&$8&T8)!(,8*/$%)!1)8)(+$B)!)8)(+/*%)1!,&B)!&!<*/\$':!/&':)!2/*0!1M!+*!10!g5!M.!!T,)G!<*/\!*B)/!+,)!5H!/&':)!3g10!&'%!+,)!1&058)!1,*#8%!T)!&%e#1+)%!
2*/!$*'$(!1+/)':+,!#1$':!&'!&%e#1+0)'+!T#22)/!(*'1$1+$':!*2!5M!N&NO3!1*8#+$*'.!T,)!)8)(+/*%)1!1,*<!5**/!1)8)(+$B$+G!&:&$'1+!*+,)/!,&8$%)1!&'%!(G&'$%)!
$*'1.!!S#85,$%)!$*'1!1,*#8%!T)!&T1)'+.!
!
T,)!(,8*/$%)!)8)(+/*%)!/).#$/)1!&!%*#T8)!e#'(+$*'!0.1M!N&NO3!/)2)/)'()!)8)(+/*%).!!C&8$T/&+$*'!$1!0&%)!&:&$'1+!+<*!*/!0*/)!1+&'%&/%!1*8#+$*'1,!&B&$8&T8)!(*00)/($&88G.!!
!
8.3.5.2:!S$8B)/!'$+/&+)!+$+/&+$*'!
C*00)/($&8!+$+/$0)+/$(!\$+1!T&1)%!*'!+,)!0)+,*%!%)1(/$T)%!$'!BS!6068!S)(+$*'!2.37!&/)!&B&$8&T8).!
T,)!0)+,*%!)058*G1!+,)!+$+/&+$*'!*2!+,)!1&058)!&+!5H!5!+*!5H!9!<$+,!1$8B)/!'$+/&+)!#1$':!&!5*+&11$#0!(,/*0&+)!$'%$(&+*/!1*8#+$*'.!T,)!&'&8G+$(&8!/&':)!)]+)'%1!2/*0!5!0:/l 
+*!150!0:/8.!
!
T,)!0)+,*%!$1!'*+!.#&'+$+&+$B)!2*/!5#/$2$)%!<&+)/!<,$(,!1,*#8%!,&B)!(,8*/$%)!(*'()'+/&+$*'1!<)88!T)8*<!+,)!/&':)!2*/!&((#/&+)!%)+)/0$'&+$*'1d!$+!0&G!T)!#1)%!,*<)B)/!&1!&!
8$0$+!+)1+.!
!
8.3.5.3!:!T,)!B/$+$1,!P,&/0&(*5*)$&!LBPM!8$0$+!+)1+,!T&1)%!*'!(*05&/$1*'!*2!+,)!+#/T$%$+G!*T+&$')%!2/*0!&!\'*<'!(,8*/$%)!(*'()'+/&+$*',!0&G!&81*!T)!#1)%.!
 
ReGuirement 
The chloride concentration in final rinse water for EWDs processing metal items should not exceed 1C mg/l. 
The chloride concentration in other water supplies for WDs processing metal items should not exceed 16C mg/l. 
 
 
8.3.6 Heavy metals!
H)&BG!0)+&81!&/)!:)')/&88G!+*]$(!$'!8*<!(*'()'+/&+$*'1!&'%,!&1!2&/!&1!5*11$T8),!1,*#8%!T)!&T1)'+!2/*0!<&+)/!#1)%!+*!5/*()11!$+)01!+,&+!<$88!T)!#1)%!$'B&1$B)8G.!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
T,$1!0&G!T)!%)+)/0$')%!#1$':!+,)!8$0$+!+)1+!%)1(/$T)%!$'!+,)!B/$+$1,!P,&/0&(*5*)$&,!<,$(,!(*05&/)1!+,)!(*8*#/!%)'1$+G!*2!+,)!1&058)!/)&(+)%!<$+,!+,$*&()+&0$%)!/)&:)'+!
$'!&()+&+)!T#22)/!&+!5H!3.5!<$+,!1+&'%&/%!8)&%!1*8#+$*'!(*'+&$'$':!1!550!8)&%!(,8*/$%).!
 
ReGuirement 
The total concentration of heavy metals should not exceed 1C mg/l determined as lead in untreated water. 
There should be no detectable heavy metals determined as lead in purified / final rinse water. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.7 Iron 
T,)!5/)1)'()!*2!1$:'$2$(&'+!(*'()'+/&+$*'1!*2!$/*'!$'!<&+)/!#1)%!+*!5/*()11!1+&$'8)11!1+))8!$+)01!<$88!5/*0*+)!(*//*1$*'!*2!+,*1)!$+)01!&'%!<$88!)]&()/T&+)!+,)!)22)(+!*2!&'G!
(,8*/$%)!$*'1!<,$(,!0&G!T)!5/)1)'+.!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
!
F*/!2$)8%!+)1+$':,!&!(*8*#/!%$1(!(*05&/&+*/!\$+!0&G!T)!#1)%.!!T,)!&'&8G+$(&8!/&':)!%)5)'%1!*'!+,)!(&8$T/&+)%!(*8*#/!%$1(!1#558$)%!<$+,!+,)!(,*1)'!+)1+!\$+.!!A!/&':)!*2!0!+*!5!
0:/l $1!(*00)/($&88G!&B&$8&T8)!&'%!5/*B$%)1!&%).#&+)!5/)($1$*'.!!D$1(1!*22)/$':!)]+)'%)%!/&':)1!&/)!&81*!&B&$8&T8)!T#+!+,)!%$1(/$0$'&+$*'!*2!$'+)/0)%$&+)!(*'()'+/&+$*'1!
T)(*0)1!#'&(()5+&T8G!5**/M.!
!!
E.#$50)'+!!

&.!(*8*#/!%$1(!(*05&/&+*/!\$+d!
T.!/)&:)'+1d!LT,)!5/)5&(\&:)%!/)&:)'+1!&B&$8&T8)!2/*0!+,)!0&'#2&(+#/)/!*2!+,)!(*05&/&+*/!1,*#8%!T)!#1)%.M!
(.!&!1+&'%&/%!0.702!:/8 $/*'!LIIM!&00*'$#0!1#85,&+)!1*8#+$*'!LNH4M2!F)LSO4M!2!d!
%.!&!0)/(#/G!$'!:8&11!+,)/0*0)+)/!:/&%#&+)%!$'!0.5uC!1+)51!(*'2*/0$':!+*!BS!1704:!1985.!

 
T,)!(*00)/($&88G!&B&$8&T8)!(*8*#/!%$1(!(*05&/&+*/!\$+1!&/)!+G5$(&88G!T&1)%!*'!+,)!/)2)/)'()!0)+,*%!%)1(/$T)%!$'!BS!6068!S)(+$*'!2.2.!!T,)!/)&(+$*'!*2!$/*'!LIIM!<$+,!1,10!
5,)'&'+,/*8$')!$'!1*8#+$*'!G$)8%1!&!/)%!(*058)]!<$+,!5)&\!&T1*/5+$*'!&+!&/*#'%!510!'0.!!M*1+!\$+1!$'(8#%)!0)+,*%1!&'%!/)&:)'+1!2*/!5/)+/)&+0)'+!+*!/)%#()!&'G!$/*'!LIIIM!
(*05*#'%1!+*!+,)!$/*'!LIIM!2*/0!$'!<,$(,!+,)G!(&'!T)!&'&8G1)%.!!T,)!\$+!0&'#2&(+#/)/c1!$'1+/#(+$*'1!1,*#8%!T)!2*88*<)%.!
!
T,)!0)+,*%!$1!:)')/&88G!1#$+&T8)!2*/!%)+)/0$'&+$*'!*2!+,)!(*'()'+/&+$*'!*2!$/*'!$'!#'+/)&+)%!<&+)/.!!A!1+&'%&/%!0.702!:/8!$/*'!LIIM!&00*'$#0!1#85,&+)!1*8#+$*'!5/*B$%)1!&!
1+&'%&/%! 1*8#+$*'! *2! 100!0:/8 $/*'.! ! T,)! 1*8#+$*'! 1,*#8%! T)! 5/)5&/)%! &1! /).#$/)%! &'%! '*+! 1+*/)%.! !W*/\$':! 1+&'%&/%1! 15&''$':! +,)! #1&T8)! /&':)! *2! +,)! (*8*#/! %$1(!
(*05&/&+*/!(&'!T)!5/)5&/)%!TG!&55/*5/$&+)!%$8#+$*'.! ! I+! $1! $05*/+&'+! +*!0)&1#/)! +,)!1&058)! +)05)/&+#/)!T)2*/)!(*00)'($':! +,)!&'&8G1$1.!A2+)/! +,)!\$+!0&'#2&(+#/)/c1!
15)($2$)%!/)&(+$*'!+$0)!,&1!)8&51)%!+,)!(*8*#/!$'+)'1$+G!*2!+,)!1&058)!$1!#1)%!+*!)1+$0&+)!+,)!(*'()'+/&+$*'!*2!$/*'!$'!+,)!1&058).!
!
T,)!15)(+/*5,*+*0)+/$(!%)+)/0$'&+$*'!*2!+,)!/)%!(*8*#/&+$*'!5/*%#()%!TG!/)&(+$*'!*2!$/*'!LIIM!<$+,!1,10!5,)'&'+,/*8$')!$'!1*8#+$*'!0&G!&81*!T)!#1)%!+*!%)+)(+!$/*'!&(/*11!
+,)!/).#$/)%!/&':),!
 
ReGuirement 
Untreated and softened water should have less than 6 mg/l iron present. 
There should be no detectable iron in purified / final rinse water. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.8 Phosphate 
P,*15,&+)! $1! /)&%$8G! &T1*/T)%! *'! +*! 0&'G! 58&1+$(! 1#/2&()1.! ! I2! 5*8G5/*5G8)')! T*++8)1! &/)! #1)%! &1! 1&058)! (*'+&$')/1,! +,)! 1&058)! 2*/! 5,*15,&+)! &'&8G1$1! 1,*#8%! T)!
+/&'12)//)%!$00)%$&+)8G!+*!&'!&($%!<&1,)%!:8&11!(*'+&$')/!&'%!&11&G)%!&1!1**'!&1!5*11$T8).!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
F*/!2$)8%!+)1+$':,!&!(*8*#/!%$1(!(*05&/&+*/!\$+!0&G!T)!#1)%.!!T,)!(&8$T/&+)%!5,*15,&+)!(*8*#/!%$1(!1,*#8%!T)!(&8$T/&+)%!$'!P2!O5!0:/8.!!A!1)'1$+$B$+G!/&':)!*2!0!+*!5!0:/8 $1!
(*00)/($&88G!&B&$8&T8)!&'%!5/*B$%)1!&%).#&+)!5/)($1$*'.!!D$1(1!*22)/$':!)]+)'%)%!/&':)1!&/)!&81*!&B&$8&T8)!T#+!+,)!%$1(/$0$'&+$*'!*2!$'+)/0)%$&+)!(*'()'+/&+$*'1!T)(*0)1!
#'&(()5+&T8G!5**/M.!!T,)!5/)5&(\&:)%!/)&:)'+1!&B&$8&T8)!2/*0!+,)!0&'#2&(+#/)/!*2!+,)!(*05&/&+*/!1,*#8%!T)!#1)%.!
 
Spectrophotometric method 
C*00)/($&88G!&B&$8&T8)!\$+1!&/)!:)')/&88G!T&1)%!*'!+,)!/)2)/)'()!0)+,*%!%)1(/$T)%!$'!BS!6068:!S)(+$*'!2.28.!!T,)!1&058)!$1!/)&(+)%!$'!&($%$(!1*8#+$*'!<$+,!&'+$0*'G!&'%!
0*8GT%&+)!$*'1!+*!2*/0!&'!&'+$0*'G!5,*15,*0*8GT%&+)!(*058)].!!T,$1!$1!/)%#()%!<$+,!&1(*/T$(!&($%!+*!2*/0!&!0*8GT%)'#0!T8#)!(*058)].!!A!0*/)!1)'1$+$B)!&11&G!#1)1!&!
1$0$8&/!0*8GT%&+)!/)&(+$*'!<$+,!1+&''*#1!(,8*/$%).!
 
A!1+*(\!1+&'%&/%!1*8#+$*'!(*'+&$'$':!100!0:/l P*+&11$#0!%$,G%/*:)'!*/+,*5,*15,&+)!0&G!T)!5/)5&/)%!&'%!%$8#+)%!+*!5/*B$%)!1#$+&T8)!<*/\$':!1+&'%&/%1!2*/!(&8$T/&+$*'!
B)/$2$(&+$*'.!T,)!(*'()'+/&+)%!1+*(\!1*8#+$*'!$1!1+&T8)!2*/!1)B)/&8!<))\1.!
!
T,)!+)1+!0)+,*%1!0)&1#/)!*/+,*=5,*15,&+).!!P/)=+/)&+0)'+!<*#8%!T)!')()11&/G!+*!(*'B)/+!*+,)/!2*/01!*2!5,*15,&+)!+*!*/+,*=5,*15,&+),!$2!/).#$/)%.!!S*0)!5,*15,&+)1!
1#(,!&1!(*'%)'1)%!5,*15,&+)1!&'%! 8&T$8)!*/:&'$(!5,*15,&+)1!&/)!18*<8G!,G%/*8G1)%!#'%)/! +,)!&($%$(!(*'%$+$*'1!*2! +,)! +)1+.! !U'%#)!%)8&G! $'! /)&%$':! +,)!/)&(+$*'!0&G!
/)1#8+!$'!&!:/&%#&8!$'(/)&1)!$'!5,*15,&+)!(*'()'+/&+$*'!&1!,G%/*8G1$1!5/*())%1.!!T,)!5/)1)'()!*2!*]$%$1$':!&:)'+1!&'%!1#85,$%)1!<$88!$'+)/2)/)!<$+,!+,)!/)&(+$*'.!!
T)05)/&+#/)!,&1!&!1$:'$2$(&'+!)22)(+!*'!/)&(+$*'!+$0),!&+!20uC!+,)!/)&(+$*'!$1!+G5$(&88G!(*058)+)%!<$+,$'!3g4!0$'#+)1.!!B)2*/)!0&\$':!+,)!0)&1#/)0)'+!$+!$1!')()11&/G!+*!
)'1#/)! +,&+! +,)! /)&(+$*'! $1!(*058)+),!T#+! +*!&B*$%!)]()11$B)!%)8&G1!<,$(,!(&'!(&#1)!)//*/1! 2/*0!,G%/*8G1$1!*2!*+,)/5,*15,&+)1.! !R)&%$':! +,)!0)&1#/)0)'+!&+!10g15!
0$'#+)1!&2+)/!+,)!1+&/+!*2!+,)!/)&(+$*'!$1!:)')/&88G!1#$+&T8).!
!
ReGuirement 
The phosphate concentration of the final rinse water should not exceed C.6 mg/l expressed as P6O= . 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.3.9 Silicate 
S$8$(&+)!<$88!/)&(+!<$+,!0)+&8!$+)01,!$'(8#%$':!1+&$'8)11!1+))8,!(&#1$':!(*//*1$*'!&'%!%$1(*8*#/&+$*'.!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
F*/!2$)8%!+)1+$':,!&!(*8*#/!%$1(!(*05&/&+*/!\$+!0&G!T)!#1)%.!!TG5$(&88G!+,)!\$+1!&/)!T&1)%!*'!+,)!&'&8G+$(&8!0)+,*%!%)1(/$T)%!$'!BS!2690!5&/+!104,!<,$(,!$1!&!/)(*:'$1)%!
/)2)/)'()!0)+,*%.!!R)&(+$B)!1$8$(&!$1!/)&(+)%!<$+,!&00*'$#0!0*8GT%&+)!#'%)/!&($%$(!(*'%$+$*'1!+*!2*/0!0*8GT%*1$8$($(!&($%!<,$(,!$1!+,)'!/)%#()%!+*!0*8GT%)'#0!T8#).!
T,)!(*8*#/!%$1(!(*05&/&+*/!0)+,*%!$1!:)')/&88G!1#$+&T8)!2*/!%)+)/0$'&+$*'!*2!S$O!2!8)B)8!$'!1*2+)')%!&'%!#'+/)&+)%!<&+)/!T#+!$1!*'8G!1#22$($)'+8G!1)'1$+$B)!+*!&(+!&1!&!8$0$+!
+)1+!2*/!5#/$2$)%!LRO!*/!DIM!<&+)/.!
!
A!1+&'%&/%!3.132!:/8!%$1*%$#0!,)]&28#*/*1$8$(&+)!1*8#+$*'!LN&2S$F6!M!5/*B$%)1!&!1+*(\!1+&'%&/%!1*8#+$*'!*2!1000!0:/l &1!S$O!2!.!!T,)!1*8#+$*'!$1!1+&T8)!2*/!1)B)/&8!0*'+,1!
&2+)/! 5/)5&/&+$*'! 1+*/)%! $'!&! 1)&8)%!5*8G)+,G8)')!T*++8).!W*/\$':!1+&'%&/%1! 15&''$':! +,)!#1&T8)! /&':)!*2! +,)! (*8*#/!%$1(! (*05&/&+*/! (&'!T)!5/)5&/)%!TG!&55/*5/$&+)!
%$8#+$*'.!
 
I+! $1! $05*/+&'+! +*!0)&1#/)!+,)!1&058)!+)05)/&+#/)!T)2*/)!(*00)'($':!+,)!&'&8G1$1.! !F*/!0*1+!\$+1! +,)!+)05)/&+#/)!0#1+!T)!15uC!+*!)'1#/)!+,&+!+,)!/)&(+$*'!<$88!:*!+*!
(*058)+$*'.!!I2!+,)!1&058)!+)05)/&+#/)!$1!T)8*<!+,$1,!*/!T)8*<!+,)!0$'$0#0!+)05)/&+#/)!15)($2$)%!TG!+,)!\$+!0&'#2&(+#/)/,!+,)!1&058)!1,*#8%!T)!<&/0)%.!
 
ReGuirement 
Untreated and softened water should have less than 6 mg/l silicate expressed as SiO6 , determined as reactive silica, present. 
Purified UDI or ROV water should have not more than C.6 mg/l silicate expressed as SiO6 , determined as reactive silica, present. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.4 Tests of microbial quality 

8.4.1  Sample collection 
T&\)!1&058)1!2/*0!%/&<=*22!5*$'+1!&%e&()'+!+*!+,)!EWD!Lt1#558G!1&058)tM!&'%!2/*0!+,)!5*$'+!*2!%$1(,&/:)!$'+*!+,)!EWD!(,&0T)/!*/!8*&%!LtEWD!1&058)tM.!!
E'1#/)!+,&+!+,)!1&058)1!&/)!+&\)'!%*<'1+/)&0!*2!&'G!2$8+)/!*/!*+,)/!%)B$()!*/!).#$50)'+!$'+)'%)%!+*!/)0*B)!*/!(*'+/*8!0$(/*T$&8!(*'+&0$'&+$*'!$'!+,)!<&+)/!1#558G.!
S<&T! +,)!%$1(,&/:)! 1#/2&()1!*2! +,)! 1&058$':!5*$'+1! +,*/*#:,8G!<$+,! 0.2!q0! 2$8+)/)%!70!n! $1*=5/*5&'*8! &'%!&88*<! +*!%/G! TG! )B&5*/&+$*'! $00)%$&+)8G! T)2*/)! +&\$':! +,)!
1&058).!!U1$':!1+)/$8),!)'%*+*]$'=2/))!(*'+&$')/1!*2!25008!*/!8&/:)/,!(*88)(+!&!1&058)!*2!'*+!8)11!+,&'!200!08,!*/!&1!15)($2$)%,!2/*0!)&(,!1&058$':!5*$'+!2*/!)&(,!+)1+!+*!T)!
(&//$)%!*#+.!L&T)8!+,)!1&058)!(*'+&$')/1!<$+,!%)+&$81!*2!+,)!1&058$':!5*$'+,!+,)!+$0)!&'%!%&+)!+,)!1&058)!<&1!+&\)'.!
E'1#/)!+,&+!+,)!1&058)1!&/)!+)1+)%!$'!+,)!8&T*/&+*/G!<$+,$'!4!,!*2!(*88)(+$*'!*/!1+*/)!&+!2!%C!+*!5!%C!&'%!+)1+!<$+,$'!48!,!*2!(*88)(+$*'.!
!
T,)!2*88*<$':!+)1+1!1,*#8%!T)!(&//$)%!*#+!&1!*5)/&+$*'&8!/!5)/2*/0&'()!.#&8$2$(&+$*'!+)1+1!&'%!&1!5)/$*%$(!+)1+1.!!F*/!EWD1!+,&+!&/)!$'+)')%!+*!5/*()11!)'%*1(*5)1!+,&+!0&G!
T)!#1)%! $'B&1$B)8G,! $+! $1! /)(*00)'%)%! +,&+! +,)! 2/).#)'(G!*2!5)/$*%$(! +)1+1! 2*/! +,)! 2$'&8! /$'1)!<&+)/!1,*#8%!T)!1)+!&+!<))\8G! $'+)/B&81! $'$+$&88G!&'%! +,)'! /)B$)<)%!TG! +,)!
0$(/*T$*8*:$1+!&'%!APLSM.! 
 
8.4.2 Total viable count 
 
P#/5*1)!/!*Te)(+$B):!+*!)'1#/)!+,&+!+,)!0$(/*T$&8!.#&8$+G!*2!+,)!2$'&8!/$'1)!<&+)/!0))+1!+,)!15)($2$(&+$*'. 
!
T,$1!+)1+!<$88!%)+)(+!+,)!5/)1)'()!*2!0)1*5,$8$(!&)/*T$(!T&(+)/$&!+,&+!%*!'*+!,&B)!15)($&8$1)%!'#+/$+$*'&8!/).#$/)0)'+1.!I+!1,*#8%!T)!%)0*'1+/&+)%!+*!/)(*B)/!10&88!'#0T)/1!
*2!Pseudomonas aeruginosa.!I2!15)($2$(!0$(/*=*/:&'$101!<$+,!%)2$')%!/).#$/)0)'+1!&/)!*2!(*'()/'!+,)'!*+,)/!/)(*B)/G!(*'%$+$*'1!L:/*<+,!0)%$#0,!$'(#T&+$*'!+)05)/&+#/)!
)+(M!0&G!#1)%!&1!&55/*5/$&+),!2*/!)]&058)!+,)!5/)1)'()!*2!8):$*')88&)!0&G!T)!%)+)(+)%!#1$':!+,)!0)+,*%!%)1(/$T)%!$'!ISO!11731:1998.!!
A!15)($2$(!+)1+!2*/!)'B$/*'0)'+&8!0G(*T&(+)/$&!$1!%)1(/$T)%!$'!8.3.3.!T,)!&%B$()!*2!+,)!0$(/*T$*8*:$1+!(*'()/'$':!&%%$+$*'&8!+)1+$':!1,*#8%!T)!1*#:,+.!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!!
!
E.#$50)'+!&'%!0&+)/$&81!
&.!1+)/$8)!2$8+)/!0)0T/&')1!L0.45!q0!5*/)!1$V)!&'%!*2!&55/*5/$&+)!%$&0)+)/!2*/!+,)!2$8+/&+$*'!&55&/&+#1!):!47!00!%$&0)+)/Md!
T.!1#(+$*'!2$8+/&+$*'!&55&/&+#1d!
(.!$'(#T&+*/!1)+!&+!35uC!r!2uCd!
%.!+/G5+*')!1*G&!&:&/!58&+)1!LT,)!0)%$#0!1,*#8%!,&B)!T))'!%)0*'1+/&+)%!&1!(&5&T8)!*2!/)(*B)/$':!&'!$'*(#8#0!*2!10g100!()881!*2!Pseudomonas aeruginos&M!
! N*+):!&'!&8+)/'&+$B)!0)%$#0!2*/!+,)!/)(*B)/G!*2!T&(+)/$&8!(*'+&0$'&+$*'!$'!<&+)/!$1!R2A!0)%$#0!%)1(/$T)%!$'!%/&2+!BS!EN!ISO!15883=1.!
).!70n!$1*5/*5&'*8!&'%!'*'=<*B)'!<$5)1.!
!
T&\)!<&+)/!1&058)1!&1!%)1(/$T)%!$'!8.4.1.!!
I'!+,)!8&T*/&+*/G,!2$8+)/!&!100!08!&8$.#*+!*2!+,)!1&058)!+,/*#:,!&!0.45!q0!2$8+)/.!A1)5+$(&88G!+/&'12)/!+,)!2$8+)/!+*!+,)!1#/2&()!*2!&!TSA!58&+)!&'%!$'(#T&+)!&+!35uC!r!2uC!2*/!48!
+*!72!,*#/1.!C&//G!*#+!+,)!+)1+!$'!%#58$(&+).!E]&0$')!+,)!2$8+)/1!%&$8G!&'%!/)(*/%!+,)!'#0T)/!*2!(*8*'G!2*/0$':!#'$+1.!
ReGuirement 
The total viable count in the final rinse water should be less than 1C cfu in each of two 1CC ml!samples. 
The final rinse water samples should be free of Pseudomonas aeruginosa.   
The total viable count in all other water supplied to the EWD Uexcluding the final rinse waterV should have less than 1CC cfu in each of two 1CC ml samples. !
!!!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.4.3  Environmental mycobacteria 
!
Purpose / objective!!=!!+*!)'1#/)!+,&+!+,)!0G(*T&(+)/$&8!.#&8$+G!*2!+,)!2$'&8!/$'1)!<&+)/!0))+1!+,)!15)($2$(&+$*'.!
!
E'B$/*'0)'+&8,! '*'=5&+,*:)'$(! 0G(*T&(+)/$&! 5/)1)'+! &! 5&/+$(#8&/! 5/*T8)0! <,)'! +,)G! (*'+&0$'&+)! +,)! 2$'&8! /$'1)! <&+)/! $'! +,)! EWD.! C)881! *2! +,)! )'B$/*'0)'+&8!
0G(*T&(+)/$&!&/)!)&1$8G!(*'2#1)%,!*'!$'$+$&8!%)+)(+$*',!<$+,!5&+,*:)'$(!0G(*T&(+)/$&!&'%!0&G!8)&%!+*!0$1=%$&:'*1$1.!!O+,)/!0G(*T&(+)/$&!<,$(,!*((#/!$'!<&+)/,!2*/!)]&058)!
M. kansasii &'%!M. chelone$,!&/)!*55*/+#'$1+$(!5&+,*:)'1.!!
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+1!!
!
E.#$50)'+!&'%!0&+)/$&81!
&.!1+)/$8)!2$8+)/!0)0T/&')1!!L0.45!q0!5*/)!1$V)!&'%!*2!&55/*5/$&+)!%$&0)+)/!2*/!+,)!2$8+/&+$*'!&55&/&+#1!):!47!00!%$&0)+)/Md!!
T.!1#(+$*'!2$8+/&+$*'!&55&/&+#1d!
(.!$'(#T&+*/!1)+!&+!30uC!r!2uCd!
%.!M$%%8)T/**\!7H10!58&+)1d!LT,)!0)%$#0!1,*#8%!,&B)!T))'!%)0*'1+/&+)%!&1!(&5&T8)!*2!/)(*B)/$':!&'!$'*(#8#0!*2!10g100!()881!*2!M!:*/%*'&).M!
).!70n!$1*5/*5&'*8!&'%!'*'=<*B)'!<$5)1.!
!
T&\)!<&+)/!1&058)1!&1!%)1(/$T)%!$'!8.4.1.!
I'!+,)!8&T*/&+*/G,!2$8+)/!&!100!08!&8$.#*+!*2!+,)!1&058)!+,/*#:,!&!0.45!q0!2$8+)/.!
A1)5+$(&88G!+/&'12)/!+,)!2$8+)/!+*!+,)!1#/2&()!*2!&!M$%%8)T/**\!7H10!58&+)!&'%!$'(#T&+)!&+!30uC!r!2uC!2*/!28!%&G1.!C&//G!*#+!+,)!+)1+!$'!%#58$(&+).!
E]&0$')!+,)!(#8+#/)1!<))\8G!&'%!/)(*/%!+,)!'#0T)/!*2!(*8*'G!2*/0$':!#'$+1!5)/!1&058).!
!
! NOTE!1! T,)!5)+/$!%$1,!1,*#8%!T)!1)&8)%!+*!5/)B)'+!%),G%/&+$*'!*2!+,)!:/*<+,!0)%$#0.!

! NOTE!2! I2! 58&+)1! &/)! *B)/:/*<'! TG! /)8&+$B)8G! 2&1+)/! :/*<$':! (*'+&0$'&'+1! <$+,$'! 48=72! ,*#/1,! $+! 0&G! T)! ')()11&/G! +*! /)1&058)! &'%! 5)/2*/0! &! 5/)8$0$'&/G! 5&/+$&8!
%)(*'+&0$'&+$*'!*2!+,)!1&058)!<$+,!*')!*/!0*/)!(,)0$(&81!+*!<,$(,!0G(*T&(+)/$&!&/)!0*/)!/)1$1+&'+!+,&'!+,)!*+,)/!*/:&'$101.!!

NOTE!3! I2! :/*<+,! $1! *T1)/B)%! +,)! (#8+#/)1! 1,*#8%! T)! +/&'12)//)%! +*! &! 8&T*/&+*/G! <$+,! )1+&T8$1,)%! )]5)/+$1)! $'! 0G(*T&(+)/$&8! $%)'+$2$(&+$*'! 2*/! 2#/+,)/!
$%)'+$2$(&+$*'.!

 
ReGuirement 
The final rinse water should be free of mycobacteria in both 1CCml samples. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.4.4  Bacterial endotoxins 
 
Purpose / objective!!=!!+*!%)+)/0$')!+,&+!+,)!)'%*+*]$'!8)B)8!*2!+,)!2$'&8!/$'1)<&+)/!$1!<$+,$'!+,)!15)($2$)%!8$0$+.!
 
A! 8$0$+! 2*/! )'%*+*]$'! $'! +,)! 2$'&8! /$'1)!<&+)/! ,&1!T))'! 1)+! 2*/!EWD1!<,*1)! $'+)'%)%!#1)! $'(8#%)1!)'%*1(*5)1! +,&+!<$88! T)! #1)%! $'B&1$B)8G.! ! B&(+)/$&8! )'%*+*]$'1!&/)!
%)+)(+)%!TG!+,)!L$0#8#1!A0*)T*(G+)!LG1&+)!LLALM!:)8!2*/0&+$*'!0)+,*%,!&1!15)($2$)%!$'!+,)!E#/*5)&'!P,&/0&(*5*)$&!LEPM!&'%!US!P,&/0&(*5*)$&.!!O+,)/!LAL!0)+,*%1!
LC,/*0*:)'$(,T#/T$%$0)+/$(!*/!K$')+$(!T#/T$%$0)+/$(M&/)!).#&88G!1#$+&T8).!T,)!+)1+!$1!'*+!&558$(&T8)!&1!&!2$)8%!+)1+!=!$+!/).#$/)1!(*'+/*88)%!8&T*/&+*/G!2&($8$+$)1!&'%!0)+$(#8#*#1!
&++)'+$*'!+*!%)+&$8!TG!)]5)/$)'()%,!+/&$')%!1+&22.!!
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
!
E.#$50)'+!!
T,)!).#$50)'+!/).#$/)%!<$88!T)!%)5)'%&'+!*'!+,)!0)+,*%!(,*1)',!T#+!+,)!2*88*<$':!(*00*'!)8)0)'+1!<$88!&558G:!

&.!!)'%*+*]$'=2/))!5$5)++)1!/!5$5)++*/1!!
T.!!)'%*+*]$'!2/))!<&+)/,!2*/!%$8#+$*'1!!
(.!!LAL!/)&:)'+!L/)(*'1+$+#+)%!L$0#8#1!&0*)T*(G+)!8G1&+)M.!
%.!!1+&'%&/%!)'%*+*]$'d!
).!!)'%*+*]$'=2/))!/)&(+$*'!+#T)1d!
2.!!!'*'=($/(#8&+$':!<&+)/!T&+,!*/!%/G!T8*(\!$'(#T&+*/!(&5&T8)!*2!0&$'+&$'$':!37!r!1uCd!
:.!!+)1+!+#T)!/&(\1!2*/!/)&(+$*'!+#T)1d!
,.!!B*/+)]!0$])/,!+*!0$]!+,)!/)(*'1+$+#+)%!8G1&+).!
$.!!!5&/&22$'!<&]!1)&8$':!2$80d!

!
E'1#/)! +,&+! &88! &55&/&+#1! #1)%! 2*/! (*88)(+$':! 1&058)1! $1! )'%*+*]$'=2/)).! U1)! 1$':8)=#1)! 1+)/$8),! &5G/*:)'$(! 5*8G1+G/)')! (*'+&$')/1.! ! A8+)/'&+$B)8G,! T*/*1$8$(&+)! :8&11!
(*88)(+$*'!T*++8)1!0&G!T)!%)5G/*:)'&+)%!TG!%/G!,)&+.!!T&\)!+,)!<&+)/!1&058)1!&1!%)1(/$T)%!$'!8.4.1.!
!
I'!+,)!8&T*/&+*/G,!#'%)/+&\)!+,)!)'%*+*]$'!&11&G!&1!1**'!&1!5/&(+$(&T8).!!S+*/)!+,)!<&+)/!1&058)!2/*V)'!!&+!=20sC!5/$*/!+*!+)1+$':.!!
 
S+/$(+!&%,)/)'()!+*!+,)!&11&G!$'1+/#(+$*'1!5/*B$%)%!TG!+,)!0&'#2&(+#/)/!$1!)11)'+$&8.!!T,)!5/)1)'()!*2!1#T1+&'()1!+,&+!%)'&+#/)!5/*+)$',!(,)8&+)!(&+$*'1,!&%1*/T,!&T1*/T!*/!
T$'%!)'%*+*]$'!*/!&8+)/!+,)!,G%/*5,*T$(!'&+#/)!*2!+,)!)'%*+*]$'!0&G!$'+)/2)/).!!I'+)/2)/)'()!0&G!T)!%)+)(+)%!TG!+,)!$'%$(&+$*'!*2!1$:'$2$(&'+8G!0*/)!*/!8)11!)'%*+*]$'!+,&'!
+,&+!)]5)(+)%!<,)'!+,)!1&058)!$1!+)1+)%!&2+)/!+,)!&%%$+$*'!*2!&!\'*<'!&0*#'+!*2!1+&'%&/%!)'%*+*]$'.!!I+!$1!')()11&/G!+*!B)/$2G!)&(,!T&+(,!*2!1&058)!(*'+&$')/1!&1!'*'=
5G/*:)'$(!&'%!2/))!2/*0!$'+)/2)/$':!1#T1+&'()1.!!T,$1!0&G!T)!%*')!TG!+&\$':!/)5/)1)'+&+$B)!/&'%*0!1&058)1,!/$'1$':!+,)!(*'+&$')/1!<$+,!)'%*+*]$'=!2/))!<&+)/!&'%!+)1+$':!
+,)!/$'1)!<&+)/.!
!
P/*()%#/&8!%)+&$81!<$88!B&/G!&((*/%$':!+*!+,)!0)+,*%!(,*1)'!L1$':8)=+)1+!B$&8,!.#&'+$+&+$B),!LAL!:)8!2*/0&+$*',!(,/*0*:)'$(,!+#/T$%*0)+/$(!)+(M.!!I'!+,)!LAL!:)8!2*/0&+$*'!+)1+,!
&'!&8$.#*+!*2!+,)!+)1+!<&+)/!1&058)!$1!$'(#T&+)%!<$+,!LAL!8G1&+)!2*/!1!,*#/!&+!37uC!&'%!)]&0$')%!2*/!+,)!2*/0&+$*'!*2!&!1*8$%!(8*+!<,$(,!,*8%1!#5*'!$'B)/1$*'!*2!+,)!+)1+!
+#T).!S)8)(+!+,)!8G1&+),!/)(*'1+$+#+)%!2/*0!8G*5,$8$1)%!L$0#8#1!&0*)T*(G+)!8G1&+),!+*!:$B)!+,)!/).#$/)%!8)B)8!*2!1)'1$+$B$+G.!!S)0$=.#&'+$+&+$B)!/)1#8+1!0&G!T)!*T+&$')%!TG!
+)1+$':!%$8#+$*'1!*2!+,)!1&058)!+*!T)!+)1+)%!&'%!TG!+,)!#1)!*2!8G1&+)1!<$+,!%$22)/)'+!8)B)81!*2!1)'1$+$B$+G.!!!
!
ReGuirement 
The endotoxin concentration in final rinse water for endoscopes intended for invasive use should not exceed C.6= EU/ml. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
8.5 Physical quality 
 
Appearance 
 
Purpose / objective  -  +*!(*'2$/0!+,&+!+,)!<&+)/!1#558$)%!+*!+,)!EWD!$1!(8)&',!(*8*#/8)11!&'%!2/))!2/*0!B$1$T8)!5&/+$(#8&+)!0&++)/.!
!
Test method and performance requirement  
 
E.#$50)'+!
&.!(8)&',!(8)&/!:8&11!T*++8)!&'%!8$%!/!1+*55)/d!
T.!2$8+)/!5&5)/!L.#&8$+&+$B)!:/&%)M,!2$8+)/!2#'')8!&'%!,*8%)/.!
!
M)+,*%!
M$]! +,)! +)1+!1&058)!TG!1,&\$':!&'%! +/&'12)/!&'!&8$.#*+! +*!&!(8)&/!(*8*#/8)11!:8&11!T*++8)!<,$(,! $1! +,)'! +$:,+8G!1+*55)/)%.! !S,&\)! +,)!1&058)!<)88!&'%!)]&0$')!B$1#&88G!
&:&$'1+! &!<,$+)! T&(\:/*#'%,! 5/)2)/&T8G! $'! &! '*/+,! 8$:,+.! I2! +,)! 1&058)! $1! +#/T$%,! 2$8+)/! $+! +,/*#:,! .#&8$+&+$B)! :/&%)! 2$8+)/! 5&5)/.! ! E]&0$')! +,)! 2$8+)/! 5&5)/! &'%! /)5*/+! +,)!
%)1(/$5+$*'!*2!+,)!/)+&$')%!0&+)/$&8.!!E]&0$')!+,)!2$8+/&+)!B#1#&88G,!&1!5/)B$*#18G!%)1(/$T)%.!!T,)!&55)&/&'()!1,*#8%!T)!/)5*/+)%!$'!+)/01!*2!T*+,!(*8*#/!&'%!+,)!$'+)'1$+G!*2!
&'G!(*8*#/.!!I2!+,)!1&058)!$1!(*8*#/)%!$+!1,*#8%!T)!)]&0$')%!(&/)2#88G!+*!1))!$2!+,)/)!$1!B$1$T8)!)B$%)'()!*2!(*88*$%&8!0&+)/$&8!5/)1)'+.!
 
ReGuirement 
All the samples tested should be clear, bright and colourless.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
9.0 Water supply temperature 
 
Purpose / objective  -  +*!%)0*'1+/&+)!+,)!&++&$'0)'+!*2!+,)!15)($2$)%!<&+)/!1#558G!+)05)/&+#/).!

A!0$'$0#0!1#558G!+)05)/&+#/)!0&G!T)!15)($2$)%!TG!+,)!EWD!0&'#2&(+#/)/,!+*!2&($8$+&+)!&++&$'0)'+!*2!+,)!*5+$0$#0!+)05)/&+#/)!2*/!+,)!5/*()11!1+&:)1!&'%!0$'$0$1)!+,)!
*5)/&+$':!(G(8)!+$0).!!A!0&]$0#0!+)05)/&+#/)!$1!/).#$/)%!+*!5/)B)'+!%&0&:)!+*!+,)!)'%*1(*5),!$'!8$')!<$+,!+,)!)'%*1(*5)!0&'#2&(+#/)/c1!15)(2$(&+$*'.!

!
N*+)!:!W&+)/!1+*/)%!&'%!1#558$)%!$'!+,)!+)05)/&+#/)!/&':)!25uC!+*!40uC!5/)1)'+1!&!1)/$*#1!/$1\!*2!0$(/*T$&8!(*'+&0$'&+$*'!*2!+,)!1G1+)0.!!F#/+,)/!+/)&+0)'+!<*#8%!

!!!!!!!!!!!!T)!')()11&/G!!+*!&(,$)B)!<&+)/!*2!+,)!0$(/*T$&8!.#&8$+G!/).#$/)%!2*/!+,)!2$'&8!/$'1)!<&+)/.!
!
Test method and performance requirement 
 
E.#$50)'+!
A'!$'%$(&+$':!*/!/)(*/%$':!+,)/0*0)+)/.!
 
M)&1#/)!+,)!+)05)/&+#/)!*2!+,)!<&+)/!1#558G!2/*0!&!1&058$':!5*$'+!&1!(8*1)!+*!+,)!EWD!&1!5*11$T8).!!P8&()!+,)!+)05)/&+#/)!1)'1*/!$'!+,)!0$%%8)!*2!+,)!28*<$':!1+/)&0!&1!
(8*1)!&1!5/&(+$(&T8)!+*!+,)!1&058$':!5*$'+.!!A88*<!+,)!<&+)/!+*!28*<!2*/!&+!8)&1+!&!0$'#+)!T)2*/)!+,)!+)05)/&+#/)!$1!/)&%.!
!
W,)'!$+!$1!'*+!(*'B)'$)'+,!*/!5/&(+$(&T8),!+*!/#'!+,)!<&+)/!+*!<&1+)!2/*0!&!1&058$':!5*$'+!(8*1)!+*!+,)!WD,!&'!&8+)/'&+$B)!0)+,*%!0&G!T)!#1)%.!!T,)!<&+)/!+)05)/&+#/)!
0&G! T)! )1+$0&+)%! TG!0)&1#/)0)'+! *2! +,)! +)05)/&+#/)! *2! +,)! *#+)/! 1#/2&()! *2! +,)! 1#558G! 5$5).! !W,)'! $+! $1! $'+)'%)%! +*! #1)! +,$1!0)+,*%! +,)! (*//)8&+$*'! T)+<))'! +,)!
+)05)/&+#/)!*2!+,)!<&+)/!28*<$':!*#+!*2!+,)!5$5)!&'%!+,)!1#/2&()!+)05)/&+#/)!*2!+,)!5$5)!&+!&!5&/+$(#8&/!5*$'+!1,*#8%!T)!)1+&T8$1,)%!%#/$':!$'1+&88&+$*'!+)1+$':.!!T,)!1#/2&()!
+)05)/&+#/)!1,*#8%!T)!0)&1#/)%!#1$':!&!1)'1*/!%)1$:')%!2*/!+,)!5#/5*1)!&'%!+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'1!2*/!)'1#/$':!:**%!+,)/0&8!(*'+&(+!<$+,!+,)!1#/2&()!1,*#8%!
T)!2*88*<)%.!!T,)!+)05)/&+#/)!1,*#8%!T)!'*+)%!*/!/)(*/%)%!%#/$':!&!'*/0&8!*5)/&+$':!(G(8)!'*+!8)11!+,&'!30!1)(*'%1!&2+)/!+,)!1+&/+!*2!<&+)/!28*<!+,/*#:,!+,)!5$5)!+*!+,)!
EWD.!
 
ReGuirement 
The noted value for water supply temperature should be within the temperature range specified for the installation. 
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
10.0 Water supply pressure 
 
Purpose / objective  g!!+*!)'1#/)!+,)!&++&$'0)'+!*2!+,)!15)($2$)%!<&+)/!1#558G!5/)11#/).!
!
I2! +,)!5/)11#/)!*2! +,)!<&+)/!1#558G! +*! +,)!WD! $1!T)8*<! +,)!0$'$0#0!5/)11#/)!15)($2$)%!TG! +,)!EWD!0&'#2&(+#/)/! +,)!5)/2*/0&'()!&'%!5/*%#(+$B$+G!*2! +,)!WD!<$88!T)!
&22)(+)%!&%B)/1)8G.  I2!+,)!5/)11#/)!*2!+,)!<&+)/!1#558G!+*!+,)!WD!$1!&T*B)!+,)!0&]$0#0!5/)11#/)!15)($2$)%!TG!+,)!0&'#2&(+#/)/!+,)!(&5&($+G!*2!*B)/28*<!%)B$()1!0&G!T)!
$'&%).#&+),!+,)!%)1$:')%!5)/2*/0&'()!(,&/&(+)/$1+$(1!*2!B&8B)1!)+(!0&G!T)!)]())%)%!&'%!$'!)]+/)0)!(&1)1!+,)/)!0&G!T)!+,)!/$1\!*2!%&0&:)!+*!(*05*')'+1!*2!+,)!WD!*/!!
+*!5/*%#(+1!T)$':!5/*()11)%.!!M&'G!28)]$T8)!)'%*1(*5)1!&/)!8$\)8G!+*!T)!%&0&:)%!$2!1#Te)(+)%!+*!$'+)/'&8!5/)11#/)1!:/)&+)/!+,&'!35!\P&.!
 
T,)!+)1+!1,*#8%!T)!(&//$)%!*#+!&1!&'!$'1+&88&+$*'!&'%/*/!*5)/&+$*'&8!+)1+.!!T,)!+)1+!1,*#8%!T)!/)5)&+)%!<,)'!&'G!(,&':)!$1!0&%)!+*!+,)!<&+)/!1)/B$()1!1#558G$':!+,)!WD!
L$'(8#%$':!+,)!(*'')(+$*'!*/!/)0*B&8!*2!&%%$+$*'&8!EWD1M.!
 
Test method and performance requirement 
 
E.#$50)'+!
P/)11#/)!$'%$(&+*/!*/!/)(*/%)/!2*/!0g10!T&/.!
!
C*'')(+!+,)!5/)11#/)!1)'1*/!+*!)&(,!*2!+,)!<&+)/!1#558G!5$5)1!+*!+,)!EWD,!&1!(8*1)!+*!+,)!EWD!&1!0&G!T)!5/&(+$(&T8),!*'!+,)!1#558G!1$%)!*2!+,)!EWD!$1*8&+$':!B&8B)!2*/!
+,&+!1#558G.!!OT1)/B)!&'%!/)(*/%!+,)!1+&+$(!5/)11#/)!<,)'!+,)!B&8B)!$1!(8*1)%!&'%!+,)!5/)11#/)!$'%$(&+)%!+,/*#:,*#+!&!'*/0&8!*5)/&+$':!(G(8).!
!
W,)'!+,)!<&+)/!1)/B$()!&81*!1#558$)1!*+,)/!).#$50)'+!*'!+,)!1&0)!1#558G!8$'),!+,)!+)1+!1,*#8%!T)!/#'!T*+,!<$+,!+,)!*+,)/!).#$50)'+!*5)/&+$':!+,/*#:,*#+!+,)!+)1+!L*/!+,)$/!
*5)/&+$*'!1$0#8&+)%!TG!&'!&55/*5/$&+)!%$1(,&/:)!+*!<&1+)M!&'%!<$+,!'*!*+,)/!).#$50)'+!*5)/&+$':.!
 
ReGuirement 
The water pressure should remain within the supply pressure limits specified by the WD manufacturer. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
11.0 Overflow test 
 
Purpose / objective  -  +*!B)/$2G,!2*/!EWD1!<,$(,!$'(*/5*/&+)!*')!*/!0*/)!<&+)/!1+*/&:)!+&'\1,!+,)!(&5&($+G!*2!+,)!*B)/28*<L1M!+*!%$1(,&/:)!&88!)]()11!<&+)/,!&1!
$'+)'%)%,!<$+,*#+!15$88&:)!$'+*!+,)!EWD!*/!<*/\$':!&/)&.!
 
 
Test method and performance requirement 
 
M)+,*%!&:!TG5)!+)1+!*/!W*/\1!+)1+!
C*'')(+! +,)!EWD! +*!&88! ')()11&/G!1)/B$()1!&'%! +,)!<&+)/! 1#558G!5/)11#/)!&%e#1+)%! +*!'*+! 8)11! +,&'!6!T&/!#'%)/! +,)! (*'%$+$*'1!*2! 28*<!<,$(,!5/)B&$8!<$+,! +,)! 1#558G!
B&8B)L1M!2#88G!*5)'.  F#88G!*5)'!+,)!1#558G!B&8B)L1M.!!OT1)/B)!+,)!8)B)8!*2!<&+)/!$'!)&(,!+&'\!*/!($1+)/'!#'+$8!+,$1!,&1!T))'!#'(,&':)%!2*/!'*+!8)11!+,&'!2!0$'#+)1.!
!
M)+,*%!T.!I'1+&88&+$*'!+)1+!
C*'')(+!+,)!EWD!+*!&88!')()11&/G!1)/B$()1.  F#88G!*5)'!+,)!1#558G!B&8B)L1M.  OT1)/B)!+,)!8)B)8!*2!<&+)/!$'!)&(,!+&'\!*/!($1+)/'!#'+$8!+,$1!,&1!T))'!#'(,&':)%!2*/!'*+!8)11!
+,&'!2!0$'#+)1.!
 
ReGuirement 
The EWD and installation should be regarded as satisfactory when eGuilibrium conditions have been attained within the tankUsV without discharge of water other than by 
the intended UpipedV overflow. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
12.0!!Volume of water used per stage 
 
12.1  Purpose / objective  - !+* %)+)/0$')!&'%!B)/$2G!+,)!B*8#0)!*2!<&+)/!#1)%!&+!)&(,!1+&:).!
!
D#/$':!+G5)!+)1+$':!+,)!0&'#2&(+#/)!1,*#8%!T)!/).#$/)%!+*!%)+)/0$')!+,)!B*8#0)!*2!<&+)/!#1)%!%#/$':!)&(,!1+&:)!*2!+,)!(G(8).!!T,)1)!%&+&!&/)!#1)%!$'!(&8(#8&+$*'1!*2!+,)!
1)/B$()!/).#$/)0)'+.!
!
I'!&%%$+$*',!%#/$':!$'1+&88&+$*'!*/!*5)/&+$*'&8!+)1+$':,!+,)!B*8#0)!*2!<&+)/!#1)%!2*/!)&(,!1+&:)!1,*#8%!T)!B)/$2$)%.!!I2!+,)!B*8#0)!*2!<&+)/!#1)%!$1!$'1#22$($)'+!+,)!)22$(&(G!*2!
+,)!(8)&'$':!&'%!%$1$'2)(+$*'!5/*()11)1!0&G!T)!&%B)/1)8G!&22)(+)%.!!I2! +,)!B*8#0)!$1!:/)&+)/!+,&'!+,&+!15)($2$)%!&'!#')]5)(+)%!,)&BG!%)0&'%!0&G!T)!58&()%!#5*'!+,)!
<&+)/!1#558G.!
!
12.2 Test method and performance requirement  
 
E.#$50)'+!
A!<&+)/!28*<!0)+)/!*/!B*8#0)+/$(!0)&1#/$':!).#$50)'+.!
!
D$22)/)'+!0)+,*%1!&/)!&B&$8&T8)!2*/!%)+)/0$'$':!+,)!B*8#0)!*2!<&+)/!#1)%,!&1!&55/*5/$&+)!2*/!+,)!5&/+$(#8&/!$'1+&88&+$*'.!
!
M)+,*%!&!
M)&1#/)!+,)!B*8#0)!*2!<&+)/!#1)%!&+!)&(,!1+&:)!*2!+,)!*5)/&+$':!(G(8)!#1$':!1#$+&T8)!B*8#0)+/$(!0)&1#/$':!B)11)81.!!T,)!&((#/&(G!*2!+,)!B)11)81!1,&88!T)!).#&8!+*,!*/!
T)++)/!+,&'!1!n!*2!+,)!B*8#0)!+*!T)!0)&1#/)%,!&1!15)($2$)%!TG!+,)!0&'#2&(+#/)/.!
M)+,*%!T!
W,)'!+,)!EWD!$1!1#558$)%!2/*0!&!/)&%$8G!&(()11$T8)!+&'\)%!1#558G!+,)!0&\)=#5!+*!+,)!+&'\!0&G!T)!$'+)//#5+)%!&'%!+,)!<&+)/! 8)B)8!0&/\)%.!!D)+)/0$')!+,)!B*8#0)!*2!
<&+)/!/).#$/)%!+*!/)1+*/)!+,)!8)B)8!&2+)/!&'!*5)/&+$':!(G(8)!1+&:),!TG!+,)!&%%$+$*'!*2!&!0)&1#/)%!B*8#0)!*2!<&+)/.!
M)+,*%!(!
F*/! +,*1)! EWD1! <,$(,! %$1(,&/:)! &88! +,)! <&+)/! 2/*0! )&(,! 1+&:)! &+! +,)! )'%! *2! )&(,! 1+&:)! &! 1#$+&T8)! )1+$0&+)! *2! +,)! B*8#0)! #1)%! 0&G! T)! *T+&$')%! TG! B*8#0)+/$(!
0)&1#/)0)'+!*2!+,)!%$1(,&/:)!2/*0!+,)!%/&$'.!
M)+,*%!%!
M)&1#/)!+,)!B*8#0)!TG!$'+)/5*1$':!&!+*+&8!B*8#0)!28*<!0)+)/L1M!$'!+,)!5$5)L1M!1#558G$':!+,)!WD!&'%!%)+)/0$'$':!+,)!B*8#0)!#1)%!2/*0!/)&%$':1!+&\)'!$00)%$&+)8G!T)2*/)!
&'%!&2+)/!)&(,!1+&:)!*2!+,)!*5)/&+$':!(G(8).!!E'1#/)!+,&+!+,)!0)+)/!$1!$'!&!\'*<'!1+&+)!*2!(&8$T/&+$*',!1#$+&T8)!2*/!+,)!*5)/&+$':!5/)11#/)!/&':)!*2!+,)!WD!&'%!%)1$:')%!2*/!
(*'')(+$*'!<$+,$'!&!1#558G!5$5)!*2! +,)!%$&0)+)/!#1)%!*'!+,)!WD.!!L*(&+)!+,)!0)+)/!*'!&!1+/&$:,+!1)(+$*'!*2!5$5)!<$+,!'*+! 8)11!+,&'!20!5$5)! $'+)/'&8!%$&0)+)/1!2/*0!+,)!
')&/)1+!T)'%!*/!*T1+/#(+$*'!*'!)$+,)/!1$%)!*2!+,)!0)+)/.!
!
! ! NOTE! V*8#0)!/!+$0)!28*<!0)+)/1!1,*#8%!'*+!T)!#1)%!1$'()!+,)!(&8(#8&+$*'!*2!+,)!+*+&8!B*8#0)!2/*0!0)&1#/)0)'+1!*2!+$0)!&'%!B&/G$':!28*<!&/)!
! ! ! !#'8$\)8G!+*!T)!1#22$($)'+8G!&((#/&+).!
!
ReGuirement 
The volume of water used for each stage of the cycle should be within e =f of the volume specified by the manufacturer. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
13.  Treatment of water supply: for final rinse water quality. 
!
13.1  Purpose / objective =!+*!)1+&T8$1,!+,)!(&5&T$8$+G!*2!+,)!<&+)/!+/)&+0)'+!0)+,*%!+*!5/*B$%)!2$'&8!/$'1)!<&+)/!*2!&!0$(/*T$&8!.#&8$+G!+,&+!<$88!'*+!$05&$/!+,)!1+&'%&/%!*2!
(8)&'8$')11!&'%!%$1$'2)(+$*'.!
!
T,)!EWD!0&'#2&(+#/)/!1,*#8%!15)($2G!&!5&/+$(#8&/!<&+)/!+/)&+0)'+!0)+,*%,!,&B$':!)1+&T8$1,)%!$+1!)22$(&(G!#1$':!+,)!0$(/*T$*8*:$(&8!+G5)!+)1+!%)1(/$T)%!T)8*<.!
!
13.2 Test method and performance requirement 
 
13.2.1!!M$(/*T$*8*:$(&8!+G5)!+)1+!
C,&88)':)!+,)!)22$(&(G!*2!+,)!+/)&+0)'+!1G1+)0!TG!$'*(#8&+$*'!<$+,!&!+)1+!*/:&'$10!LE!(*8$!K12M!#51+/)&0!*2!+,)!+/)&+0)'+!1G1+)0.!!T,)!$'*(#8#0!1,*#8%!T)!1#22$($)'+!+*!
5/*%#()!&!5*5#8&+$*'!*2!106!*/:&'$101!5)/!0$88$8$+/)!$'!+,)!2$'&8!/$'1)!<&+)/!$2!+,)/)!<&1!'*!)22)(+!2/*0!+,)!+/)&+0)'+!1G1+)0.!!
C*88)(+!&!1&058)!*2! +,)! 2$'&8! /$'1)!<&+)/! L'*+! 8)11! +,&'!200!08M!%#/$':!&'!*5)/&+$':!(G(8).!A'&8G1)! +<*!100!08!&8$.#*+1! 2*/! +,)!'#0T)/!*2! /)0&$'$':!*/:&'$101!TG! +,)!
2$8+/&+$*'!0)+,*%.!!R)5*/+!+,)!'#0T)/!*2!(*8*'G!2*/0$':!#'$+1!/)(*B)/)%!2/*0!)&(,!*2!+,)!+<*!+)1+1.!
!
ReGuirement 
There shall be less than 1C cfu recovered from each of two 1CC ml aliGuots tested. 
 
13.2!O5)/&+$*'&8!+)1+!
V&/$*#1!+/)&+0)'+!0)+,*%1!&/)!#1)%!+*!)'1#/)!+,&+!+,)!2$'&8!/$'1)!<&+)/!$1!*2!&55/*5/$&+)!0$(/*T$&8!.#&8$+G!T)2*/)!#1).!!T,)!+)1+!1,&88!B)/$2G!+,)!5)/2*/0&'()!*2!+,)!5&/+$(#8&/!
1G1+)0!TG!+,)!0)+,*%!15)($2$)%!TG!+,)!0&'#2&(+#/)/.!
T,$1!1,&88!$'(8#%),!&1!')()11&/G:!

#" B)/$2$(&+$*'!*2!2$8+)/!5)/2*/0&'()!TG!&'!$'+):/$+G!+)1+!L).:.!T#TT8)!5*$'+!+)1+Md!
#" B)/$2$(&+$*'!*2!+,)/0&8!%$1$'2)(+$*'!TG!+,)/0*0)+/$(!+)1+$':.!

!
T)1+1!2*/!0$(/*T$&8!.#&8$+G!
M&\)!&!+*+&8!B$&T8)!(*#'+!TG!0)0T/&')!2$8+/&+$*'!*2!'*+!8)11!+,&'!100!08!2$'&8!/$'1)!<&+)/!1&058).!!P8&()!+,)!2$8+)/!*'!R2A=0)%$#01!*/!*+,)/!1#$+&T8)!8*<!'#+/$)'+!0)%$#0!
&'%!$'(#T&+)!&+!28!sC!+*!32!sC!2*/!&!0$'$0#0!*2!5!%&G1!+*!%)+)/0$')!+,)!&)/*T$(!0)1*5,$88$(!B$&T8)!(*#'+.!
!
ReGuirement 
There shall be less than 1C cfu recovered from each of two 1CC ml aliGuots tested. 
 

NOTE! O+,)/!0)+,*%1,!$'(8#%$':!/&5$%!0)+,*%1!1#(,!&1!ATP!T$*8#0$')1()'(),!+,&+!,&B)!T))'!B&8$%&+)%!+*!T)!&+!8)&1+!).#$B&8)'+!+*!+,)!&T*B)!0)+,*%!$'!+)/01!*2!
T*+,!15)($2$($+G!&'%!1)'1$+$B$+G!0&G!&81*!T)!#1)%.!

!
1T,)!0$(/*T$*8*:$(&8!/)(*B)/G!0)%$#0!2*/!+,)!)1+$0&+$*'!*2!T&(+)/$&8!(*'+&0$'&+$*'!*2!<&+)/!LR2A!0)%$#0M!(*'1$1+1!*2:!!Y)&1+!)]+/&(+!L0.5:M,!P/*+)*1)!P)5+*')!L0.50:M,!
C&1)$'!HG%/*8G1&+)!L!0,50:M,!G8#(*1)!L0.5:M,!S+&/(,!L0.5:M,!S*%$#0!PG/#B&+)!L0.30!:M,!K2HPO4!L!0.30:M,!M:SO4!!L0.024:M!,!A:&/!L!15.00!:M!!P#/$2$)%!<&+)/!L1000.00!08M!
.A%e#1+!+,)!5H!+*!7.2!<$+,!(/G1+&88$')!K2HPO4!*/!KH2PO4!T)2*/)!&%%$':!&:&/.!H)&+!+*!T*$8$':!+*!%$11*8B)!&:&/,!&'%!&#+*(8&B)!2*/!15!0$'!&+!121!sC.!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
14. Disinfection of liquid transport systems following failure of water treatment equipment 
!
14.1 Purpose / objective!!=!!+*!)B&8#&+)!+,)!%$1$'2)(+$*'!*2!+,)!<&+)/!+/)&+0)'+!58&'+,!TG!1$0#8&+$':!B&/$*#1!$'($%)'+1!+,&+!0$:,+!&/$1)!%#/$':!'*/0&8!#1)!*2!+,)!EWD.!
!
T,)!0)+,*%1!&/)!$'+)'%)%!+*!1$0#8&+)!B&/$*#1!$'($%)'+1!+,&+!0$:,+!&/$1)!%#/$':!'*/0&8!#1)!*2!+,)!EWD,!&'%!+,&+!(*#8%!:$B)!/$1)!+*!(*'+&0$'&+$*'!*2!+,)!EWD.!
T,)!+)1+!/).#$/)1!%)8$T)/&+)!(*'+&0$'&+$*'!*2!+,)!EWD!&'%!$1!%)1$:')%!5/$0&/$8G!&1!&!+G5)!+)1+.!
!
14.2  Preparation of contaminated EWD 
 
14.2.1  Materials and equipment 
&M!!C*'+&0$'&+$*'!1#15)'1$*'!*2!Pseudomonas aeruginosa!CIP!A22!L*/!).#$B&8)'+M,!1!&!109!(2#.08!=1!!+*!1!&!1010!(2#!08!=1!$'!1+)/$8)!%$1+$88)%!<&+)/.!!
TM!!M&$'+)'&'()!&'%!(*#'+$':!0)%$#0d!S*GT)&'!C&1)$'!D$:)1+!LSCDM!&:&/!L1))!EN!12353M.!
(M!!EWD!<$+,!+,)!2*88*<$':!(G(8)1!g!! *5)/&+$':!(G(8)d!
! ! ! ! ! 1)82!%$1$'2)(+$*'!(G(8)!
! ! ! ! ! 1&058$':!(G(8)!
! ! ! ! ! (*'+&0$'&+$*'!(G(8)!
%M!!E]+)/'&8!+&'\!(*'+&$'$':!+,)!(*'+&0$'&+$*'!1#15)'1$*'!
 
14.2.2  Sampling cycle 
T,)!1&058$':!(G(8)!(*//)15*'%1!+*!&!1+&'%&/%!)'%*1(*5)!(8)&'$':!&'%!%$1$'2)(+$*'!(G(8)!$'+)//#5+)%!%#/$':!+,)!1+&:)!T)2*/)!%$1$'2)(+$*',!&'%!2*/!<,$(,!+,)!%)+)/:)'+!1,&88!
T)!/)58&()%!TG!1+)/$8)!%$1+$88)%!<&+)/.!O'()!+,)!(G(8)!,&1!T))'!$'+)//#5+)%,!+&\)!&!1&058)!2/*0!+,)!T*++*0!*2!+,)!+&'\!(*'+&$'$':!<&+)/!,&B$':!($/(#8&+)%!$'!+,)!0&(,$')t1!
5$5)!<*/\..!!

N*+).!T,$1!(G(8)!*'8G!$'(8#%)1!+,)!(8)&'$':!&'%!/$'1$':!5,&1)!&'%!($/(#8&+)1!<&+)/!+,/*#:,*#+!+,)!0&(,$')t1!5$5)!<*/\,!<$+,*#+!+,)/)!T)$':!&'G!&%%$+$*'!*2!!
%$1$'2)(+&'+!*/!%)+)/:)'+!5/*%#(+.!!I2!+,)!(G(8)!(&''*+!T)!$'+)//#5+)%!$00)%$&+)8G!5/$*/!+*!+,)!%$1$'2)(+$*'!1+&:)!+,)'!&!(*058)+)!(G(8)!1#T1+$+#+$':!<&+)/!2*/!&88!!
5/*()11!(,)0$(&8!1*8#+$*'1!1,&88!T)!#1)%.!
!

14.2.3  Contamination cycle 
T,$1!15)($&8!5/*:/&0!(*//)15*'%1!+*!&!1+&'%&/%!(8)&'$':!&'%!%$1$'2)(+$*'!(G(8)!2*/!<,$(,!+,)!%$1$'2)(+&'+!1*8#+$*'!,)&+$':!1G1+)0!L$2!2$++)%M!$1!%)&(+$B&+)%,!&'%!+,)!%)+)/:)'+!
&'%!%$1$'2)(+&'+!&/)!/)58&()%!TG!1+)/$8)!%$1+$88)%!<&+)/.!!D#/$':!+,$1!(*'+&0$'&+$*'!(G(8),!+,)!0&(,$')!$1!(*'')(+)%!+*!+,)!)]+)/'&8!+&'\!(*'+&$'$':!+,)!(*'+&0$'&+$*'!1*8#+$*'!
1*!+,&+!%#/$':!)&(,!5,&1)!*2!+,)!(*'+&0$'&+$*'!(G(8),!+,)!0&(,$')!$1!*'8G!2)%!<$+,!+,)!(*'+&0$'&+$*'!1*8#+$*'!(*'+&$')%!$'!+,)!)]+)/'&8!+&'\.!
 
14.2.4  Procedure 
External tank disinfection 
B)2*/)!)&(,!+)1+,!1#Te)(+!+,)!)]+)/'&8!+&'\!$'!<,$(,!+,)!(*'+&0$'&+$*'!1*8#+$*'!$1!5/)5&/)%!+*!&!+,)/0&8!%$1$'2)(+$*'!(G(8)!<$+,!&'!A*!*2!'*+!8)11!+,&'!600.!!
 
14.2.5  Verification of absence of microbiocidal residue in the external tank after disinfection 
D#/$':!+,)!8&1+!/$'1$':!1+&:)!*2!+,)!)]+)/'&8!+&'\,!(*88)(+!9!08!*2!+,)!<&+)/!($/(#8&+$':!$'!+,)!)]+)/'&8!+&'\!&'%!&11*($&+)%!5$5)<*/\.!!
I'(*/5*/&+)!1!08!*2!&!T&(+)/$&8!1#15)'1$*'!*2!Pseudomonas aeruginosa!&+!103!T&(+)/$&/08!$'!+,)!5/)B$*#18G=1&058)%!9!08!*2!<&+)/.!
A2+)/!0$]$':!+,*/*#:,8G!&'%!10!0$'!*2!(*'+&(+!+$0),!)1+&T8$1,!+,)!'#0T)/!*2!B$&T8)!T&(+)/$&!5/)1)'+!$'!+,)!/)&(+$*'!0$]+#/)!LTNM!TG!1)/$&8!%$8#+$*'!&'%!(*#'+$':!*'!&!SCD!
&:&/!58&+)!
T,)!/$'1$':!$1!*'8G!(*'1$%)/)%!+*!T)!B&8$%!$2! 8,0/10 $& tN TT ! !
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
<,)/)!!
TN! $1!+,)!'#0T)/!*2!B$&T8)!T&(+)/$&!5/)1)'+!$'!+,)!/)&(+$*'!0$]+#/)d!
T+! $1!+,)!)]&(+!(*'()'+/&+$*'!*2!T&(+)/$&!$'!+,)!T&(+)/$&8!1#15)'1$*'!L(*'+/*8M.!
 
14.2.6  Preparation of the contamination solution 
F$88!+,)!)]+)/'&8!+&'\!<$+,!30!8!*2!+&5!<&+)/!&'%!30!08!*2!&!Pseudomonas aeruginosa!1#15)'1$*'!(*'+&$'$':!109!(2#/08.!!A2+)/!+,*/*#:,!0$]$':,!+&\)!&!1&058)!$'!*/%)/!+*!
)1+&T8$1,,!TG!1)/$&8!%$8#+$*'!&'%!(*#'+$':!*'!&!SCD!&:&/!58&+)!+,)!)]&(+!(*'()'+/&+$*'!*2!0$(/*=*/:&'$101!$'!+,)!(*'+&0$'&+$*'!1*8#+$*'!LT(M.!
 
14.2.7  Contamination of the machine via the water supply network 
A2+)/!,&B$':!5/)5&/)%!+,)!(*'+&0$'&+$*'!1*8#+$*'!&'%!%)&(+$B&+)%!EWD!<&+)/!+/)&+0)'+!#'$+,!(*'')(+!+,)!0&(,$')!1#Te)(+)%!+*!+,)!+)1+1!+*!+,)!)]+)/'&8!+&'\.!!T,)'!1+&/+!
+,)!0&(,$')!(*'+&0$'&+$*'!(G(8)!$'!*/%)/!+*!)'1#/)!($/(#8&+$*'!*2!+,)!(*'+&0$'&+$*'!1*8#+$*'!$'!&88!+,)!$'+)/'&8!5$5$':!*2!+,)!0&(,$').!
 
14.2.8  Determination of the WD contamination level 
D#/$':!+,)!%$22)/)'+!+)1+1,!%)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWD!TG!/#''$':!&!1&058$':!(G(8)!&'%!+,)'!)1+&T8$1,$':!+,)!(*'()'+/&+$*'!*2!0$(/*=*/:&'$101!$'!+,)!
<&+)/!,&B$':!($/(#8&+)%!$'!&88!+,)!5$5$':!*2!+,)!0&(,$')!%#/$':!+,$1!(G(8).!!F*/!+,$1,!%#/$':!+,)!1&058$':!(G(8)!(*88)(+!2!8!*2!<&+)/!$'!+,)!+&'\!*2!+,)!0&(,$').!!F$8+)/!10!08,!
100!08!&'%!1000!08!*2!+,)!2!8!*2!<&+)/!+,/*#:,!0.2!q0!0)0T/&')1.!!T,)'!/$'1)!+,)!0)0T/&')1!<$+,!3!]!50!08!*2!1+)/$8)!%$1+$88)%!<&+)/,!58&()%!*'!(*#'+$':!0)%$#0!&'%!
$'(#T&+)!&+!37sC!2*/!24!,.!
A2+)/!$'(#T&+$*',!(*#'+!&'%!$%)'+$2G!+,)!'#0T)/!*2!(*8*'G!2*/0$':!#'$+1!L(2#M,!&'%!)]5/)11!+,)!/)1#8+1!&1!&!'#0T)/!*2!(2#/8.!
 
!
14.3 Test method and performance requirement for establishing the efficacy of the disinfection of the contaminated liquid transport system  
!
14.3.!1!TG5)!+)1+!!
T,)!EWD!0&'#2&(+#/)/!1,*#8%!5/*B$%)!+)1+!%&+&!#1$':!*')!*2!+<*!0)+,*%1:=!!
!
&M! M)+,*%!1!L1))!14.3.1.1!M!+)1+1!+,)!1)82=%$1$'2)(+$*'!(G(8)!&2+)/!&!1$0#8&+)%!<&+)/!+/)&+0)'+!).#$50)'+!0&82#'(+$*'!+,&+,!&8+,*#:,!/)5&$/)%!.#$(\8G!L24!,!8&+)/M,!,&1!
(&#1)%!&!(*'+&0$'&+$*'!*2!+,)!EWD!TG!+,)!0$(/*=*/:&'$101!5/)1)'+!$'!+,)!1#558G!<&+)/.!
TM! !
(M! M)+,*%!2!L1))!14.3.1.2M!&81*!1$0#8&+)1! +,)!(&1)!*2!EWD!(*'+&0$'&+$*'!TG!0$(/*=*/:&'$101!5/)1)'+! $'! +,)!1#558G!<&+)/! 2*88*<$':!&!0&82#'(+$*'!*2! +,)! $'+)/'&8!
<&+)/!+/)&+0)'+!).#$50)'+.!!H*<)B)/,!$'!+,$1!(&1),!+,)!1)82=%$1$'2)(+$*'!(G(8)!$1!*'8G!&558$)%!*')!<))\!&2+)/!&!<&+)/!).#$50)'+!0&82#'(+$*',!&'%!+,&+!%#/$':!+,$1!<))\!+,)!
0&(,$')!,&1!(*'+$'#)%!+*!T)!#1)%!L*')!)'%*1(*5)!<&1,$':/%$1$'2)(+$*'!(G(8)!5)/!%&GM.!!T,$1!&88*<1!)B&8#&+$*'!*2!+,)!)22$($)'(G!*2!+,)!1)82=%$1$'2)(+$*'!(G(8)!*2!&!5*+)'+$&88G!
(*'+&0$'&+)%!0&(,$'),!&2+)/!*')!<))\!*2!#1).! !M*/)*B)/,!0*'$+*/$':! +,)! $'+)/'&8! 8)B)8!*2! (*'+&0$'&+$*'!*2! +,)!0&(,$')!%#/$':! +,)! $'+)/B&8!*2! +$0)!T)+<))'! +,)!<&+)/!
+/)&+0)'+!).#$50)'+!2&$8#/)!&'%!+,)!)])(#+$*'!*2!+,)!1)82=%$1$'2)(+$*'!(G(8)!<$88!&88*<!)B&8#&+$*'!*2!<,)+,)/!+,)!0&(,$')t1!%)1$:'!8$0$+1!+,)!%)B)8*50)'+!*2!0$(/*=*/:&'$101!
$'!+,)!5$5)1!*2!+,)!0&(,$').!
%M! !
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
14.3.1.1 Method 1 
P/*())%!&1!2*88*<1:!
1) !1M! $'1+&88!+,)!0&(,$')d!
2) !2M! /#'!&!1)82=%$1$'2)(+$*'!(G(8)d!
3) !3M! /#'!&!1&058$':!(G(8)d!
4) !4M! %)+)/0$')!+,)!EWD!(*'+&0$'&+$*'!8)B)8d!
5) !5M! %)&(+$B&+)!+,)!<&+)/!+/)&+0)'+!1G1+)0!L$.).!/)0*B)!2$8+)/,!%)&(+$B&+)!,)&+$':!1G1+)0Md!
6) !6M! %$1$'2)(+!+,)!)]+)/'&8!+&'\d!
7) !7M! 5/)5&/)!+,)!(*'+&0$'&+$*'!1*8#+$*'d!
8) !8M! (*'+&0$'&+)!+,)!0&(,$')!B$&!+,)!<&+)/!1#558G!')+<*/\d!
9) !9M! 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20!sCM!+*!$'(#T&+)!2*/!24!,d!
10) 10M! (*'')(+!+,)!0&(,$')!'*/0&88Gd!
11) 11M! /)=&(+$B&+)!+,)!<&+)/!+/)&+0)'+!1G1+)0d!
12) 12M! /#'!&!1)82=%$1$'2)(+$*'!(G(8)d!
13) 13M! /#'!&!1&058$':!(G(8)d!
14) 14M! %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!0&(,$')!L1))!14.2.8Md!
15) 15M! I2!+,)!&'&8G1$1!*2!+,)!/)1#8+1!1,*<1!0*/)!+,&'!10!(2#!5)/!100!08!$'!+,)!1&058)!+&\)'!%#/$':!1+)5!14M,!/)5)&+!1+)51!12M,!13M!&'%!14M!#'+$8!/)%#(+$*'!*2!+,)!!

16) (*'+&0$'&+$*'!+*!'*+!0*/)!+,&'!10!(2#!5)/!100!08.d!
17) 16M! R)5*/+!+,)!'#0T)/!*2!1)82!%$1$'2)(+$*'!(G(8)1!'))%)%!+*!/)%#()!+,)!(*'+&0$'&+$*'!+*!'*+!0*/)!+,&'!10!(2#!5)/!100!08.!
18) !
19) N*+).! I+! $1!'*+!')()11&/G! +*!%)+)/0$')! +,)!(*'+&0$'&+$*'! 8)B)8!T)2*/)! +,)!%$1$'2)(+$*'!(G(8)! L1+)5!12!&T*B)M!1$'()! +,)!)]+)'+!*2! (*'+&0$'&+$*'! +,&+!<$88!*((#/! $1!
15)($2$(!+*!+,)!%)1$:'!*2!+,)!EWD!8$.#$%!+/&'15*/+!1G1+)0.!!C&//G$':!*#+!1#(,!1&058$':!0&G!&81*!/)0*B)!1$:'$2$(&'+!0$(/*T$&8!(*'+&0$'&+$*'!2/*0!+,)!1G1+)0.!
(0*  
(1* ReGuirement 
((* It shall be possible to reduce the contamination to not more than 1C cfu per 1CC ml in a single self-disinfection cycle. 
(,*  
14.2.1.2 Method 2 
!
P/*())%!&1!2*88*<1:=!
!
1) $'1+&88!+,)!0&(,$')d!
2) /#'!&!1)82=%$1$'2)(+$*'!(G(8)d!
3) /#'!&!1&058$':!(G(8)d!
4) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWDd!
5) %)&(+$B&+)!+,)!<&+)/!+/)&+0)'+!1G1+)0d!
6) %$1$'2)(+!+,)!)]+)/'&8!+&'\d!
7) 5/)5&/)!+,)!(*'+&0$'&+$*'!1*8#+$*'d!
8) (*'+&0$'&+)!+,)!0&(,$')!B$&!+,)!<&+)/!1#558G!')+<*/\d!
9) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20!CM!+*!$'(#T&+)!2*/!48!,d!
10) !
11) !
12) (*'')(+!+,)!0&(,$')!'*/0&88Gd!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
13) /)=&(+$B&+)!+,)!<&+)/!+/)&+0)'+!1G1+)0d!
14) /#'!&!1+&'%&/%!)'%*1(*5)!(8)&'$':!&'%!%$1$'2)(+$*'!(G(8)d!
15) /#'!&!1&058$':!(G(8)d!
16) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWD!L1))!14.2.8Md!
17) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20sCM!+*!$'(#T&+)!2*/!24!,d!
18) /#'!&!1+&'%&/%!)'%*1(*5)!<&1,$':=%$1$'2)(+$*'!(G(8)d!

&+$*'!8)B)8!*2!+,)!EWD!L1))!14.2.8Md!

#T&+)!2*/!48!,d!

)M! !

19) /#'!&!1&058$':!(G(8)d!
20) %)+)/0$')!+,)!(*'+&0$'
21) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20sCM!+*!$'(#T&+)!2*/!24!,d!
22) /#'!&!1+&'%&/%!)'%*1(*5)!<&1,$':=%$1$'2)(+$*'!(G(8)d!
23) /#'!&!1&058$':!(G(8)d!
24) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWD!L1))!14.2.8Md!
25) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20uCM!+*!$'(#T&+)!2*/!24!,d!
26) /#'!&!1+&'%&/%!)'%*1(*5)!<&1,$':=%$1$'2)(+$*'!(G(8)d!
27) /#'!&!1&058$':!(G(8)d!
28) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWD!L1))!14.2.8Md!
29) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20uCM!+*!$'(#T&+)!2*/!24!,d!
30) /#'!&!1+&'%&/%!)'%*1(*5)!<&1,$':=%$1$'2)(+$*'!(G(8)d!
31) /#'!&!1&058$':!(G(8)d!
32) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!EWD!L1))!14.2.8Md!
33) 8)&B)!+,)!EWD!&+!/**0!+)05)/&+#/)!L'*+!8)11!+,&'!20u!CM!+*!$'(
34) /#'!&!1)82=%$1$'2)(+$*'!(G(8)d!
35) /#'!&!1&058$':!(G(8)d!
36) %)+)/0$')!+,)!(*'+&0$'&+$*'!8)B)8!*2!+,)!EWD!L1))!14.2.8Md!
37) $2!+,)!&'&8G1$1!*2!+,)!/)1#8+1!1,*<1!+,)!5/)1)'()!*2!0*/)!+,&'!10!(2#!5)/!100!08!$'!+,)!1&058)!+&\)'!!%#/$':!1+)5!33M,!/)5)&+!1+)51!32M,!33M!&'%!34M!#'+$8!/)%#(+$*'!!
38) !!!!!!!!!!!!*2!+,)!(*'+&0$'&+$*'!+*!'*+!0*/)!+,&'!10!!(2#!5)/!08!
39) 36M! /)5*/+!+,)!'#0T)/!*2!1)82!%$1$'2)(+$*'!(G(8)1!'))%)%!+*!/)%#()!+,)!(*'+&0$'&+$*'!+*!'*+!0*/)!+,&'!10!(2#/100!08.!

1* ReGuirement  
(* It shall be possible to reduce the contamination to not more than 1C cfu per 1CC ml in a single self-disinfection cycle. 
fV  
14.3.2!!O5)/&+$*'&8!&'%!/*#+$')!+)1+!!!!!!!!!!!!
T,)!+)1+!*'!+,)!2$'&8!/$'1)!<&+)/!1,&88!T)!1#22$($)'+!+*!B)/$2G!+,)!1)82=%$1$'2)(+$*'!(G(8).!L1))!8.4.2M.!T,)!1&058)!1,&88!T)!+&\)'!2/*0!&'G!1#$+&T8)!5*$'+!+,&+!)'1#/)1!+,&+!<&+)/!
$1!(*88)(+)%!+,&+!,&1!($/(#8&+)%!+,/*#:,!+,)!(*05*')'+1!+,&+!<)/)!+*!T)!%$1$'2)(+)%.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
15. Thermometric tests: chamber and load temperature  

!

!
15.1 Chamber and load temperature during process cycle 
 
Purpose / objective =!+*!)1+&T8$1,!+,&+!+)05)/&+#/)!%#/$':!+,)!5/*()11!(G(8)!$1!<$+,$'!+,)!1)+!8$0$+1.!
 
Test method and performance requirement  
 
15.1.1!T)1+!*2!(,&0T)/!&'%!8*&%!+)05)/&+#/)!%#/$':!5/*()11,!2*/!+,)/0*1+&+$(&88G!/):#8&+)%!EWD.!
!
T)1+!).#$50)'+ 
T,)/0*0)+/$(!/)(*/%$':!$'1+/#0)'+L1M!<,$(,!/)(*/%!+,)!+)05)/&+#/)!2/*0!&!0$'$0#0!*2!+<)8B)!+)05)/&+#/)!1)'1*/1.!!T,)!(,&'')81!0&G!T)!0#8+$58)])%!*/!$'%)5)'%)'+!*2!
*')!&'*+,)/.!!T,)!%&+&!/)(*/%$':!$'+)/B&8!2*/!)&(,!(,&'')8!1,&88!'*+!)]())%!2.5!1.!!A88!%&+&!1&058)%!1,&88!T)!#1)%!2*/!+,)!$'+)/5/)+&+$*'!*2!/)1#8+1.!
T,)!1(&8)!/&':)!1,&88! $'(8#%)!0!sC!+*!100!sC.!T,)!8$0$+!*2!)//*/!2*/!+,)!/)(*/%$':!$'1+/#0)'+,!)](8#%$':!+)05)/&+#/)!1)'1*/1,!T)+<))'!0!sC!&'%!100!sC!1,&88!'*+!)]())%!
r!0.25.!K!<,)'!+)1+)%!$'!&'!&0T$)'+!+)05)/&+#/)!*2!L20!r!3M!sC.!
!
T,)!&%%$+$*'&8!)//*/!%#)!+*!(,&':)1!$'!)'B$/*'0)'+&8!+)05)/&+#/)!1,&88!'*+!)]())%!0.04!K/K.!
!
F*/!&'&8*:#)!$'1+/#0)'+1!+,)!0$'*/!0&/\!$'+)/B&8!1,&88!'*+!)]())%!1!K!&'%!+,)!(,&/+!15))%!1,&88!T)!'*+!8)11!+,&'!15!00/0$'.!!T,)!/)1*8#+$*'!1,&88!T)!'*+!8)11!+,&'!0.5!K.!
!
D$:$+&8!$'1+/#0)'+1!1,&88!/):$1+)/!&'%!/)(*/%!$'!$'(/)0)'+1!*2!'*+!0*/)!+,&'!0.1!K.!
!
T,)!*B)/&88!%$&0)+)/!*2!+,)!+)05)/&+#/)!1)'1*/L1M!<$+,$'!+,)!(,&'')81!*2!+,)!)'%*1(*5)L1M!1,*#8%!'*+!T8*(\!+,)!(,&'')8L1M.!
!
C&8$T/&+$*'!*2!+)1+!).#$50)'+!
C&8$T/&+$*'!1,&88!T)!(&//$)%!*#+!$'!&((*/%&'()!<$+,!+,)!$'1+/#0)'+!0&'#2&(+#/)/c1!$'1+/#(+$*'1!TG!&!B&8$%&+)%!0)+,*%!#1$':!&!<*/\$':!*/!/)2)/)'()!1+&'%&/%!+,&+!$1!+/&()&T8)!
+*!&!'&+$*'&8!1+&'%&/%.!
!
T,)!$'1+/#0)'+!1,&88!,&B)!&!B&8$%!+)1+!()/+$2$(&+)!&'%!+,)!(&8$T/&+$*'!%&+&!1,&88!$'(8#%)!&!+)05)/&+#/)!<$+,$'!+,)!%$1$'2)(+$*'!+)05)/&+#/)!T&'%.!
!
B)2*/)!&'%!&2+)/!)&(,!1)/$)1!*2!+)1+1!+,)!+)05)/&+#/)!/)(*/%$':!1G1+)0!1,&88!T)!B)/$2$)%!TG!(*05&/$1*'!<$+,!&'!$'%)5)'%)'+!+)05)/&+#/)!/)2)/)'()!1*#/()!&+!&!+)05)/&+#/)!
<$+,$'!+,)!%$1$'2)(+$*'!+)05)/&+#/)!T&'%.!
 
O')! */! 0*/)! +,)/0*0)+/$(! /)(*/%$':! $'1+/#0)'+L1M! 1,&88! T)! #1)%! $'! (*'e#'(+$*'! <$+,! +,)! +)05)/&+#/)! 1)'1*/1! +*! /)(*/%! +,)! +)05)/&+#/)1!0)&1#/)%! $'! +,)! 8*(&+$*'1!
15)($2$)%!$'!+,)!+)1+1!%)1(/$T)%.!!T,)G!0&G!&81*!T)!#1)%!+*!B)/$2G!+,)!/)&%$':1!*T+&$')%!2/*0!$'1+/#0)'+1!2$++)%!+*!+,)!EWD.!
!
T)1+!8*&%!!:!&!/)2)/)'()!8*&%!*/!&!5)/2*/0&'()!.#&8$2$(&+$*'!8*&%!*2!&'!)'%*1(*5)!/)5/)1)'+&+$B)!*2!+,)!+G5)1!<,$(,!+,)!EWD!$1!$'+)'%)%!+*!5/*()11.!!!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
P/*()%#/)!2*/!C,&0T)/!&'%!8*&%!+)05)/&+#/)!+,/*#:,*#+!5/*()11!
L*(&+)!+,)!+)05)/&+#/)!1)'1*/1!&1!2*88*<1:!
=! &+!+<*!%$&:*'&88G!*55*1$+)!5*1$+$*'1!$'!+,)!(,&0T)/d!
=! *')!$'!+,)!&55/*]$0&+)!:)*0)+/$(!()'+/)!*2!+,)!1#/2&()!*2!+,)!%**/!*/!8$%d!
=! *')!&%e&()'+!+*!)&(,!&#+*0&+$(!(*'+/*8!+)05)/&+#/)!1)'1*/d!
=! *')!&%e&()'+!+*!)&(,!5/*()11!/)(*/%)/!+)05)/&+#/)!1)'1*/d!
=! *')!*'!+,)!(*'+/*8!,)&%!*2!+,)!)'%*1(*5)!$'!(*'+&(+!<$+,!&!0)+&8!(*05*')'+d!
=! *')!$'!&+!8)&1+!*')!(,&'')8!*2!+,)!)'%*1(*5)!&+!+,)!%$1+&8!)'%!+*!&!%)5+,!*2!'*+!8)11!+,&'!10!(0d!
=! +,)!/)0&$'$':!1)'1*/1!*'!+,)!*#+)/!1#/2&()!*2!+,)!$'1)/+$*'!+#T)!&'%!#0T$8$(&8!(*/%!*2!+,)!)'%*1(*5)!&+!$'+)/B&81!'*+!)]())%$':!75!(0.!
!
T,)!1)'1*/1!1,&88!T)!$'!%$/)(+!5,G1$(&8!(*'+&(+!<$+,!+,)!$+)0!*/!$'1+&88)%!1)'1*/!$'!)&(,!5*1$+$*'!T)$':!0*'$+*/)%!&'%!1,&88!T)!58&()%,!&1!2&/!&1!5*11$T8),!$'!*/!*'!+,)!5&/+!
<,$(,!<$88!T)!18*<)1+!+*!&(,$)B)!+,)!15)($2$)%!+)05)/&+#/).!
!
R)(*/%!+,)!+)05)/&+#/)1!*T+&$')%!+,/*#:,*#+!&!5/*()11!(G(8).!!P)/2*/0!+,)!+)1+!$'!+/$58$(&+).!
!
R)1#8+1!
T,)!0&]$0#0!%)B$&+$*'!2*/!)&(,!1)'1*/! 2/*0!+,)!15)($2$)%! +)05)/&+#/)! 2*/!)&(,!1+&:)!*2! +,)!5/*()11!1,&88!T)!/)5*/+)%!&'%!(,)(\)%!2*/!(*058$&'()!<$+,! +,)! 2*88*<$':!
/).#$/)0)'+1.!
 
ReGuirement 
!
General 
Throughout the operating cycle, the temperature recorded on the surface of the chamber and on all surfaces of the device being processed shall be within the operating 
temperature range specified by the WD manufacturer for each stage of the operating cycle. 
 
Temperature control of the washing stage 
Throughout the washing stage, the temperature recorded on the surface of the chamber and on all surfaces of the device being processed shall be within C C to g= C of 
the washing temperature specified by the WD manufacturer.!!
 
Sor EWDs with thermostatic control of the disinfection stage 
Throughout the disinfection stage, the temperature recorded on the surface of the chamber and on all surfaces of the device being processed shall be within C C to g= C of 
the disinfection temperature specified by the WD manufacturer. 
 
Sor EWDs with a minimum operating temperature for the washing and / or disinfection stage 
Throughout the washing and /or disinfection stage, when the temperature on the surface of the chamber and of the liGuid process medium are below the minimum 
temperature specified by the device manufacturer a fault shall be indicated.  
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
15.1.2!T)1+!2*/!*5)/&+$':!(G(8)!+)05)/&+#/)!8$0$+1!*'!<&1,$':!&'%!(,)0$(&8!%$1$'2)(+$*'!1+&:)1!*'!&'!EWD!+,&+!$1!'*+!+,)/0*1+&+$(&88G!/):#8&+)%
!

!

T)1+!0)+,*%!&'%!/).#$/)0)'+!
T)1+!).#$50)'+!
!
U1)!+)1+!).#$50)'+!&1!%)1(/$T)%!$'!15.1.1.!
L*(&+)!+,)!+)05)/&+#/)!1)'1*/1!&1!%)1(/$T)%!$'!15.1.1.!!R#'!&!(G(8),!1#558G$':!+,)!%)+)/:)'+!&'%/*/!%$1$'2)(+&'+!1*8#+$*'!&+!&!+)05)/&+#/)!2!sC!+*!4s!C!T)8*<!+,)!0$'$0#0!
+)05)/&+#/)!15)($2$)%!2*/!+,)!<&1,$':!/!%$1$'2)(+&'+!1+&:)!/)15)(+$B)8G.!!R#'!&!1)(*'%!(G(8).!!S#558G!+,)!%)+)/:)'+!&'%/*/!%$1$'2)(+&'+!1*8#+$*'!&+!&!+)05)/&+#/)!2sC!+*!4s!C!
&T*B)!+,)!0$'$0#0!+)05)/&+#/)!15)($2$)%!2*/!+,)!<&1,$':/%$1$'2)(+$*'!1+&:)!/)15)(+$B)8G.!
!
R)5*/+!+,)!0$'$0#0!+)05)/&+#/)!&++&$')%!TG!+,)!8*&%!&'%!(,&0T)/!1#/2&()!%#/$':!+,)!<&1,$':!&'%/*/!%$1$'2)(+$*'!1+&:)!&'%!<,)+,)/!*/!'*+!&!2&#8+!<&1!$'%$(&+)%!TG!+,)!
&#+*0&+$(!(*'+/*88)/.!
 
ReGuirement 
Throughout the washing and /or disinfection stage, when the temperature on the surface of the chamber and of the liGuid process medium are below the minimum 
temperature specified by the device manufacturer a fault shall be indicated.  
 
 
15.2 Over temperature protection 
 
Purpose / objective – +*!B)/$2G!+,&+!+,)!8*&%!<$88!T)!5/*+)(+)%!2/*0!)]5*1#/)!+*!)]()11$B)!+)05)/&+#/).!
 
EWD1!&/)!$'+)'%)%!+*!5/*()11!$+)01!<,$(,!0&G!T)!%&0&:)%!&+!,$:,!+)05)/&+#/)1.!!T,)!EWD!$1!2$++)%!<$+,!*')!*/!0*/)!+)05)/&+#/)!(#+=*#+1!+*!)'1#/)!+,&+,!$'!+,)!)B)'+!*2!
+,)!&#+*0&+$(!(*'+/*8!2&$8$':!+*!(*'+/*8!+,)!+)05)/&+#/)!$'!+,)!EWD,!+,)!+)05)/&+#/)!<$88!'*+!/$1)!+*!&!8)B)8!<,$(,!<*#8%!%&0&:)!+,)!8*&%.!
!
Test method and performance requirement 
!
E.#$50)'+!
T)05)/&+#/)!/)(*/%)/!(*058G$':!<$+,!+,)!/).#$/)0)'+1!15)($2$)%!$'!15.1.1.!
NOTE! T,/))!$'%)5)'%)'+!%&+&!8*::)/1!&'%!&!+)05)/&+#/)!/)(*/%)/!,&B$':!&+!8)&1+!*')!1)'1*/!(&'!T)!#1)%!&1!&'!&8+)/'&+$B).!

L*(&+)! +,)! +)05)/&+#/)! 1)'1*/1! &+! +<*! %$&:*'&88G! *55*1$+)! (*/')/1! *2! +,)! 8*&%! (&//$)/,! $'! +,)! &55/*]$0&+)! :)*0)+/$(! ()'+/)! *2! +,)! 8*&%! (&//$)/! &'%! &%e&()'+! +*! +,)!
+)05)/&+#/)!1)'1*/!#1)%!&1!+,)!/)2)/)'()!1)'1*/!2*/!(,&0T)/!+)05)/&+#/).!!O5)/&+)!+,)!WD!)05+G,!)]()5+!2*/!+,)!8*&%!(&//$)/,!*'!&!'*/0&8!*5)/&+$':!(G(8).!!F*/!0#8+$=
(G(8)!0&(,$')1,! +)1+! +,)! +<*!(G(8)1!,&B$':! +,)!,$:,)1+!&'%! 8*<)1+!*5)/&+$':! +)05)/&+#/)1.! !D#/$':! +,)!1+&:)!*2! +,)!(G(8)!<,)'! +,)!0&]$0#0!+)05)/&+#/)! $1!&++&$')%,!
%$1&T8)!+,)!+)05)/&+#/)!(*'+/*8!1G1+)0!$'!+,)!0&'')/!15)($2$)%!TG!+,)!0&'#2&(+#/)/!).:.!TG!/)0*B$':!+,)!+)05)/&+#/)!1)'1*/!(*'')(+)%!+*!+,)!&#+*0&+$(!(*'+/*88)/.!
!
ReGuirement 
The test shall be considered satisfactory if the temperature cut-outs are demonstrated to operate at a temperature not more than = hC higher than the highest temperature 
provided by any temperature control or temperature-limiting device. 

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
16. Thermometric tests : self disinfection cycle 

 

!
16.1 Purpose / objective =!+*!)B&8#&+)!+,)!+)05)/&+#/)!%#/$':!b1)82=%$1$'2)(+$*'c!0*%).!
T,$1!+)1+!&558$)1!*'8G!+*!+,*1)!EWD1!+,&+!,&B)!&!+,)/0&8!1)82=%$1$'2)(+$*'!(G(8)!
 
16.2 Test method and performance requirement 
!
U1)!+,)!+)1+!).#$50)'+!%)1(/$T)%!$'!15.1.1,!T#+!<$+,*#+!&!8*&%.!!
P8&()!1)'1*/1!$'!+,*1)!5&/+1!*2!+,)!1G1+)0!15)($2$)%!TG!+,)!EWD!0&'#2&(+#/)/!&1!/)5/)1)'+&+$B)!*2!+,)!8*<)1+!+)05)/&+#/)1!$'!+,)!1G1+)0.!!
R#'!+,)!1)82=%$1$'2)(+$*'!(G(8)!
!
ReGuirement 
The entire system subiected to thermal disinfection shall attain the reGuired disinfection temperature. 
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
17.  Channels non-obstruction test 
 
17.1 Purpose / objective  – +*!)'1#/)!+,&+!&!2&#8+!$1!$'%$(&+)%!<,)' *')!*/!0*/)!(,&'')81 *2!+,)!%)B$()!&/)!*T1+/#(+)%!+*!&'!)]+)'+!+,&+!<*#8%!$05&$/!+,)!)22$(&(G!*2!+,)!
5/*()11.!
EWD1!1,*#8%! T)! 2$++)%!<$+,!0)&'1! +*! )'1#/)! +,&+! )&(,!*2! +,)! (,&'')81! $1! 5&+)'+! 1*! +,&+! 5/*()11! 28#$%1! &'%! /$'1)! 1*8#+$*'1!<$88! 28*<! +,/*#:,!)&(,! (,&'')8.! ! T,)! +)1+!
%)0*'1+/&+)1!2$/1+!+,&+!+,)!28*<!*2!8$.#$%!$'!)&(,!(,&'')8!$1!%)+)(+)%!TG!+,)!&#+*0&+$(!(*'+/*88)/.!!I+!+,)'!%)0*'1+/&+)1!+,&+!*T1+/#(+$*'!$'!&'G!(,&'')8!$1!%)+)(+)%.!
!
! NOTE! W$+,!1*0)!%)1$:'1!*2!)'%*1(*5)!&!T8*(\&:)! $'!*')!(,&'')8!0&G!(&#1)!+,)! 28*<!+*!T)!%$B)/+)%! +*!&'*+,)/!(,&'')8!*/!5*/+.! !U'%)/!+,)1)!($/(#01+&'()1!%)+)(+$*'!*2!&'!

*T1+/#(+$*'!TG!+,)!&#+*0&+$(!(*'+/*88)/!0&G!'*+!T)!/)8$&T8).!T,)!#1)/!1,*#8%!/)2)/!+*!+,)!%)B$()!0&'#2&(+#/)/c1!$'1+/#(+$*'1!2*/!+,)!0)+,*%!+*!T)!#1)%!+*!B)/$2G!+,&+!&88!(,&'')81!&/)!
2/))!2/*0!*T1+/#(+$*'1.!!

17.2 Test method and performance requirement 
 
T)1+!).#$50)'+!
U1)!&!1#//*:&+)!%)B$()!+*!1$0#8&+)!+,)!0)%$(&8!%)B$().!!T,)!1#//*:&+)!%)B$()!1,&88!T)!(*'1+/#(+)%!*2!8)':+,1!*2!5*8G+)+/&28#*/*)+,G8)')!LPTFEM!+#T$':,!

A!1#//*:&+)!%)B$()!1,&88!T)!(*'1+/#(+)%!$'!<,$(,!)&(,!+#T)!(&'!T)!*T1+/#(+)%,!&+!+,)!%$1+&8!)'%,!+*!8$0$+!+,)!28*<!*2!8$.#$%!+*!&'!)]+)'+!).#&8!+*!+,)!0&]$0#0!15)($2$)%!TG!+,)!
EWD!0&'#2&(+#/)/.!

!
F*/!)&(,!(,&'')8!5/)1)'+! $'! +,)!%)B$()L1M! +,)!(*//)15*'%$':! +#T)!1,&88!T)!<$+,$'!r!10!n!*2! +,)! $'+)/'&8!%$&0)+)/!*2! +,)!(*//)15*'%$':!(,&'')8!*2! +,)!%)B$()L1M! +*!T)!
5/*()11)%.!T,)!8)':+,!*2!+,)!+#T)1!1,&88!T)!600!00!+*!650!00,!1300!00!+*!1500!00,!&'%!2000!00!+*!2250!00!2*/!EWD1!$'+)'%)%!+*!5/*()11!%)B$()1!<$+,!(,&'')81!*2!
8)':+,!#5!+*!650!00,!650!00!+*!1500!00!&'%!1500!00!+*!2250!00,!/)15)(+$B)8G.!
W,)'!+,)!EWD!$1!$'+)'%)%!+*!5/*()11!&!/&':)!*2!%)B$()1,!$+!1,&88!T)!1#22$($)'+!+*!)'1#/)!+,&+!+,)!(,&'')81!<$+,!+,)!10&88)1+!&'%!8&/:)1+!%$&0)+)/!&/)!/)5/)1)'+)%!<$+,$'!+,)!
1#//*:&+)!%)B$().!
!

!
I'! 1*0)!($/(#01+&'()1,! ):!<,)/)!*')!(*'')(+*/! $1! #1)%! +*! $//$:&+)! +<*!*/!0*/)!(,&'')81,! +,)! +)1+! 1,&88! T)! /)5)&+)%!<$+,!&! 1#//*:&+)!%)B$()!0*%$2$)%! +*!5/*B$%)! +,)!
(*//)15*'%$':!'#0T)/!*2!+#T)1!<$+,!&!(*00*'!(*'')(+*/.!!T,)!%$1+&8!)'%!*2!*')!*2!+,)!+#T)1!1,&88!T)!*T1+/#(+)%!+*!8$0$+!+,)!28*<!*2!8$.#$%.!
 
P/*()%#/)!
F*/!EWD1!*'!<,$(,! +,)!&#+*0&+$(! (*'+/*88)/! $'(8#%)1!5/*B$1$*'! +*! %)+)(+! *T1+/#(+)%! (,&'')81,! /#'! +,)!*5)/&+$':! (G(8)!<$+,! +,)! 1#//*:&+)!%)B$()! $'! 58&().!R)5)&+! +,)!
*5)/&+$':!(G(8)!<$+,!+,)!1#//*:&+)!%)B$()!<$+,!*')!(,&'')8!*T1+/#(+)%.!R)5)&+!+,$1!+)1+!1*!+,&+!)&(,!&B&$8&T8)!(,&'')8!$'!+#/'!,&1!T))'!*T1+/#(+)%.!
R)5*/+!<,)+,)/!*/!'*+!&!2&#8+!<&1!$'%$(&+)%!<,)'!)&(,!(,&'')8!<&1!*T1+/#(+)%.!
!
ReGuirement 
The automatic controller shall verify that the duration of flow of the relevant process fluids met or exceeded the minimum exposure times established as necessary for each 
process stage.  Sailure to achieve the reGuired flow in each obstructed channel shall cause a fault to be indicated.!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
18  Channels not connected test 

18.1 Purpose!g!+*!)'1#/)!+,&+!&!2&#8+!$1!$'%$(&+)%!<,)'!*')!*/!0*/)!(,&'')81!*2!+,)!%)B$()!&/)!'*+!(*'')(+)%!+*!+,)!EWD.!!

18.2 Test method and performance requirement 
 
T)1+!).#$50)'+!
U1)!&!1#//*:&+)!%)B$()!&1!%)1(/$T)%!$'!12.2!+*!1$0#8&+)!+,)!0)%$(&8!%)B$().!!E'1#/)!+,&+!&88!(,&'')81!&/)!#'*T1+/#(+)%!&+!+,)!%$1+&8!)'%.!
 
P/*()%#/)  
F*/!WD1!*'!<,$(,!+,)!&#+*0&+$(!(*'+/*88)/!$'(8#%)1!5/*B$1$*'!+*!%)+)(+!2&$8#/)!+*!(*'')(+!(,&'')81,!/#'!+,)!*5)/&+$':!(G(8)!<$+,!+,)!'*'=*T1+/#(+)%!1#//*:&+)!%)B$()!&'%!
/)5)&+!+,)!(G(8)!<$+,!+,)!'*'=*T1+/#(+)%!1#//*:&+)!%)B$()!<$+,!*')!(,&'')8!'*+!(*'')(+)%.!!R)5)&+!+,$1!+)1+!1*!+,&+!)&(,!&B&$8&T8)!(,&'')8!,&1!'*+!T))'!(*'')(+)%.!
 
ReGuirement 
A fault should be indicated when each channel in turn is not connected.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
19!!!Load dryness 
 
19.1 Purpose / objective !=!!+*!)B&8#&+)!+,)!&T$8$+G!*2!+,)!%/G$':!1+&:),!$2!5/)1)'+!*'!+,)!EWD,!+*!/)0*B)!/)1$%#&8!<&+)/!<,$(,!0&G!*+,)/<$1)!5/*0*+)!/)=(*'+&0$'&+$*'!
&'%!0$(/*T$&8!:/*<+,.!
!
19.2!T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
 
F#88G!8*&%!+,)!EWD!L)'%*1(*5)!*/!1#//*:&+)!%)B$()M!&'%!(&//G!*#+!&!'*/0&8!*5)/&+$':!(G(8).!!O'!(*058)+$*',!/)0*B)!+,)!8*&%!L&'!)'%*1(*5)!*/!1#//*:&+)!%)B$()M!&'%!
5*1$+$*'!+,)!)'%*1(*5)!1*!+,&+!+,)/)!$1!&!(*'+$'#*#1!2&88!+*!+,)!8#0)'!*/$2$()!T)$':!+)1+)%.!!D$1(,&/:)!0)%$(&8!:/&%)!(*05/)11)%!&$/!&+!&!5/)11#/)!*2!105!\P&!+*!120!\P&!
+,/*#:,!)&(,!(,&'')8!$'!+#/'!<$+,!+,)!%$1+&8!)'%!50!00!+*!100!00!&T*B),!&'%!'*/0&8!+*!&!1,))+!*2!(*8*#/)%!L).:.!T8#)!*/!:/))'M!(/)5)!5&5)/.!!!
!
T)1+1!*'!)'%*1(*5)1!1,&88!T)!0&%)!*'!&88!(,&'')81!<$+,!+,)!&$/!28*<!2/*0!T*+,!+,)!#0T$8$(&8!1$%)!&'%!+,)!(*'+/*8!B&8B).!

!E]&0$')!+,)!5&5)/!2*/!%&05')11!1,*<'!TG!%&/\!15*+1!*'!+,)!5&5)/.
 
!
ReGuirement 
There should be no droplets of moisture discharged from the distal end of the endoscope/surrogate device
!

.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
20   Fluid emission 
 
Purpose / objective – +*!)'1#/)!+,&+!+,)/)!$1!'*!B&5*#/!*/!8$.#$%!)0$++)%!2/*0!%**/!%#/$':!+,)!*5)/&+$':!(G(8).!
!
F&#8+G!*/!%&0&:)%!8$%!/!%**/!1)&81!(&'!:$B)!/$1)!+*!28#$%!)0$11$*'!$'+*!+,)!<*/\$':!&/)&!&'%!+,)!8)&\&:)!*2!5*+)'+$&88G!$'2)(+$*#1!0&+)/$&8!2/*0!+,)!EWD.!!
!
E]()11$B)!&'%!5)/1$1+)'+! 8)&\&:)!0&G!(&#1)!%)+)/$*/&+$*'!*2!<&881!&'%! +,)$/!1#/2&()! 2$'$1,)1.! !W,)'!&!EWD!)058*G1!(,)0$(&8!&%%$+$B)1! 2*/!<,$(,! +,)/)!&/)!15)($2$)%!
)]5*1#/)! 8$0$+1!L#1#&88G!%$1$'2)(+&'+1M!#'%)/!+,)!COSHH!R):#8&+$*'1!$+! $1!')()11&/G!+*!%)+)/0$')!+,&+!+,)!)0$11$*'1!2/*0!+,)!EWD!%*!'*+!(&#1)!5)/1*'&8!)]5*1#/)!+*!
)]())%!+,)!8):&8!8$0$+.!
!
20.1  Test method and performance requirement for fluids and vapour  
!
T)1+!).#$50)'+!
&.!&T1*/T)'+!5&5)/!<$5)1!L*2!&!+G5)!<,$(,!(,&':)!(*8*#/!%)'1$+G!<,)'!%&05Md!
T.!*')!*/!0*/)!0$//*/1!50!00!]!50!00!*/!8&/:)/.!
 
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+.!
L*&%!+,)!EWD,!(8*1)!+,)!%**/!&'%!<$5)!+,)!e*$'+1!T)+<))'!+,)!%**/!&'%!+,)!%**/!1#//*#'%!+*!/)0*B)!&'G!0*$1+#/).!!
C&//G!*#+!&'!*5)/&+$':!(G(8).!!!
T,/*#:,*#+!+,)!*5)/&+$':!(G(8)!#1)!+,)!0$//*/L1M!+*!(,)(\!$2!<&+)/!B&5*#/!)1(&5)1!2/*0!+,)!%**/!1)&8!*/!2/*0!+,)!(*'%)'1)/!L$2!2$++)%M.!
A+!+,)!)'%!*2!+,)!*5)/&+$':!(G(8),!<$+,!+,)!%**/!1+$88!(8*1)%,!#1)!+,)!&T1*/T)'+!<$5)1!+*!<$5)!+,)!e*$'+1!T)+<))'!+,)!%**/!&'%!+,)!%**/!1#//*#'%!&1!(8*1)!&1!5*11$T8)!+*!+,)!
%**/!1)&8.!E]&0$')!+,)!<$5)1!2*/!%&05')11.!
A!2#/+,)/!2*#/!*5)/&+$':!(G(8)1!1,*#8%!T)!/#'!<$+,!+,)!(,)(\1!%)1(/$T)%!&T*B)!T)$':!(&//$)%!*#+!*'!+,)!2$'&8!(G(8).!
!
ReGuirement 
There should be no misting of the mirrorUsV, which would be evidence of vapour emission, and no dampness of the absorbent wipes, which would be evidence of vapour or 
liGuid emission. 
 
20.2  Test method and performance requirement for chemical vapour emission 
!
T,)!0)+,*%!*2!1&058$':!2*/!&$/T*/')!)0$11$*'1!&'%!+,)!0)+,*%!*2!&'&8G1$1!*/!%)+)(+$*'!<$88!T)!15)($2$(!+*!+,)!(,)0$(&8!&%%$+$B)L1M!T)$':!#1)%.!!A%B$()!1,*#8%!T)!1*#:,+!
2/*0!+,)!EWD!0&'#2&(+#/)/,!+,)!1#558$)/!*2!+,)!(,)0$(&8!&%%$+$B)L1M!&'%/*/!HSE!$'!*/%)/!+*!%)+)/0$')!&'!&55/*5/$&+)!+)1+!0)+,*%.!
 
ReGuirement   
Emissions from the EWD during normal operation and maintenance, including when opening the EWD at the end of the cycle or when changing or re-filling chemical 
additive reservoirs, should not expose personnel to concentrations in excess of the legal maxima. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
20.3! 20.3   Chamber leak tightness!
 
Purpose / objective – +*! B)/$2G! +,&+! %#/$':! '*/0&8! *5)/&+$*'! *2! +,)!EWD! +,)! (,&0T)/,! 5$5)<*/\! &'%! &11*($&+)%! (*05*')'+1! &/)! 2/))! 2/*0! 8)&\1! &55&/)'+! +*! B$1#&8!
$'15)(+$*'.!
 
Test method and performance requirement 
F$88!+,)!(,&0T)/!(*'+&$'$':!&!8*&%!(&//$)/!L$2!&55/*5/$&+)M!&'%!&!+)1+!8*&%!).#&8!+*!+,)!0&]$0#0!B*8#0)!+,&+!(*#8%!T)!&((*00*%&+)%!<$+,!&!B*8#0)!*2!<&+)/!).#$B&8)'+!+*!
+,)!0&]$0#0!B*8#0)!*2!<&+)/!#1)%!2*/!&'G!1+&:)!*2!+,)!(G(8).!!I'15)(+!+,)!WD!2*/!8)&\&:).!
 
ReGuirement 
There should be no visible leak from the chamber.
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
21. Protection against hazards from fluids 

Purpose / objective - +*!(,)(\!+,&+!+,)!%#/$':!)]+)/'&8!(8)&'$':!*2!+,)!EWD,!&1!15)($2$)%!TG!+,)!EWD!0&'#2&(+#/)/,!+,)!5/*()11!%*)1!'*+!(&#1)!&!%$/)(+!,&V&/%,!'*/!&'!
)8)(+/$(&8!,&V&/%!'*/!&!,&V&/%!/)1#8+$':!2/*0!+,)!(*//*1$*'!*/!*+,)/!<)&\)'$':!*2!)8)(+/$(&8!5&/+1!/)8$)%!#5*'!2*/!1&2)+G.!

!
21.1 Hazards from cleaning fluids during the EWD cleaning process 
 

!
Test method and performance requirements for protection during EWD cleaning 
C8)&'!+,)!).#$50)'+!+,/))!+$0)1,!$2!&!(8)&'$':!5/*()11!$1!15)($2$)%,!$'!&((*/%&'()!<$+,!+,)!0&'#2&(+#/)/c1!$'1+/#(+$*'1.!I00)%$&+)8G!&2+)/!+,$1!+/)&+0)'+,!8**\!2*/!&'G!1$:'1!
*2!<)++$':!*2!5&/+1!8$\)8G!+*!(&#1)!&!,&V&/%.!
 
ReGuirement 
If there are any signs of wetting of parts likely to cause a hazard, the eGuipment shall pass the voltage test described in k  >.A of ^S EN >1C1C-1 Uwithout humidity pre-
conditioningV and accessible parts shall not be below or exceed the limits of k >.;.1. 
 
21.2 Hazards in the event of spillage 
 
Purpose / objective - +*!(,)(\! +,&+! +,)!EWD!,&1!T))'!%)1$:')%!1*! +,&+!'*!,&V&/%!<*#8%! /)1#8+! 2/*0!&!15$88&:),! 2*/!)]&058)!&1!&! /)1#8+!*2!<)++$':!*2! $'1#8&+$*'!*/!*2!
$'+)/'&8!$'1#8&+)%!5&/+1!+,&+!&/)!,&V&/%*#1!8$B). 
 
Test method and performance requirements for protection in the event of spillage 
C,)(\!TG! $'15)(+$*'.! I'!(&1)!*2!%*#T+,!5*#/!!0.2! 8!<&+)/!1+)&%$8G! 2/*0!&!,)$:,+!*2!0.1!0!*B)/!&!5)/$*%!*2!15!1! $'+*!)&(,!5*$'+! $'! +#/'!<,)/)! 8$.#$%!0$:,+!:&$'!&(()11!+*!
)8)(+/$(&8!5&/+1.!I00)%$&+)8G!&2+)/!+,$1!+/)&+0)'+,!#'%)/+&\)!+,)!2*88*<$':!B*8+&:)!+)1+.!
 
ReGuirement 
The eGuipment shall pass the voltage test described in k >.A of ^S EN >1C1C-1 Uwithout humidity pre-conditioningV and accessible parts shall not below exceed the limits of 
k >.;.1. 
 
21.3  Hazards from overfilling a process chemical container 
 
Purpose / objective – +*!(,)(\!+,&+!8$.#$%!*B)/28*<$':!2/*0!&'G!(*'+&$')/!$'!+,)!EWD!<,$(,!(&'!T)!*B)/2$88)%!1,&88!'*+!(&#1)!&!,&V&/%!%#/$':!'*/0&8!#1),!2*/!)]&058)!&1!&!
/)1#8+!*2!<)++$':!*2!$'1#8&+$*'!*/!*2!$'+)/'&8!#'$'1#8&+)%!5&/+1!+,&+!&/)!,&V&/%*#1!8$B).!
 
Test method and performance requirement   
F$88!+,)!8$.#$%!(*'+&$')/!(*058)+)8G.!P*#/!$'!&!2#/+,)/!.#&'+$+G!*2!8$.#$%!).#&8!+*!15n!*2!+,)!(&5&($+G!*2!+,)!(*'+&$')/!*/!0.25!8,!<,$(,)B)/!$1!+,)!:/)&+)/,!1+)&%$8G!*B)/!&!5)/$*%!
*2!601.!I00)%$&+)8G!&2+)/!+,$1!+/)&+0)'+,!#'%)/+&\)!+,)!2*88*<$':!B*8+&:)!+)1+.!
 
ReGuirement 
The eGuipment shall pass the voltage test described in k  >.A of ^S EN >1C1C-1 Uwithout humidity pre-conditioningV and accessible parts shall not be below or exceed the 
limits of k >.;.1. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
22  Doors and door interlocks 
 
22.1 Cycle start interlock 
 
Purpose / objective - !+*!)'1#/)!+,&+!+,)!$'+)/8*(\!<$88!5/)B)'+!&!(G(8)!T)$':!1+&/+)%!<$+,!+,)!%**/!*5)'.!
 
Test method and performance requirement 
L)&B)!+,)!%**/!/!8$%!*5)'!&'%!#'8*(\)%.!E'1#/)!+,&+!&88!1)/B$()1!&/)!(*'')(+)%.!!M&\)!&'!&++)05+!+*!$'$+$&+)!&'!*5)/&+$':!(G(8).!C8*1)!&'%!8*(\!+,)!%**/.!
M&\)!&!2#/+,)/!&++)05+!+*!$'$+$&+)!&'!*5)/&+$':!(G(8).!!
F*/!0&(,$')1!<$+,!%*#T8)!%**/1,!0&\)!+,)!&++)05+!+*!$'$+$&+)!&!(G(8)!<$+,!)&(,!%**/!8)2+!#'8*(\)%!$'!+#/'!&'%!<$+,!T*+,!%**/1!#'8*(\)%.!
ReGuirement 
It should not be possible to initiate an operating cycle with the door left open, or with either door open in a double-ended EWD.  
It should be possible to initiate an operating cycle with the door closed, or with both doors closed in a double-ended EWD. 
 
22.2 In-cycle interlock 
 
Purpose / objective – +*!)'1#/) +,&+!+,)!$'+)/8*(\ <$88!5/)B)'+!+,)!%**/!T)$':!%)8$T)/&+)8G!*/!$'&%B)/+)'+8G!*5)')%!<,$8)!+,)!EWD!$1!$'!*5)/&+$*'.!
Test method and performance requirement for single door 
C8*1)!&'%!8*(\!+,)!%**/.!S+&/+!+,)!*5)/&+$':!(G(8).!!W,$8)!+,)!*5)/&+$':!(G(8)!$1!$'!5/*:/)11,!0&\)!&'!&++)05+!+*!#'8*(\!+,)!%**/!&'%!/)5*/+!<,)+,)/!$+!$1!5*11$T8).!
ReGuirement 
In these circumstances it should not be possible to unlock the door. 
 
Test method and performance requirement for double-ended EWDs 
M&\)!&++)05+1!T*+,!%#/$':!&'%!T)+<))'!(G(8)1!+*!*5)'!)$+,)/!*/!T*+,!+,)!8*&%$':!%**/!&'%!#'8*&%$':!%**/!*2!+,)!%*#T8)!)'%)%!EWD.!!R)5*/+!<,)+,)/!$+! $1!5*11$T8)!+*!
*5)'!)$+,)/!%**/.!
ReGuirement 
It should not be possible to open the unloading door after initiation of a cycle until a cycle has been completed satisfactorily. 
It should not be possible for both doors to be opened at the same time. 
It should not be possible to open the loading door until a cycle has been satisfactorily completed and the unloading door has been opened and closed. 
 
22.3 Cycle complete door interlock 
!
Purpose / objective    !
Test method and performance requirement 
D#/$':!&'!*5)/&+$':!(G(8),!0&\)!&'!&++)05+! +*!*5)'! +,)!%**/.! !R)5*/+!<,)+,)/! $+!<&1!5*11$T8)! +*!*5)'! +,)!%**/L1M!T)2*/)! +,)!*5)/&+$':!(G(8)!<&1!(*058)+)%.!R)5*/+!
<,)+,)/!+,)!b(G(8)!(*058)+)c!$'%$(&+$*'!<&1!(&'()88)%!<,)'!+,)!#'8*&%$':!%**/!<&1!*5)')%.!
ReGuirement 
It should not be possible to open the door before the cycle is complete.  
The Dcycle completeK indication should be cancelled when the unloading door is opened.  
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22.4   Failed cycle interlock 
!
Purpose / objective!!=!!+*!)'1#/)!+,&+!+,)!$'+)/8*(\!<$88!5/)B)'+!&'!*5)/&+*/!2/*0!/)0*B$':!&!8*&%!$'!+,)!'*/0&8!0&'')/!&+!+,)!)'%!*2!&!(G(8)!<,$(,!,&1!2&$8)%.!
 
Test method and performance requirement 
I'+)//#5+!*')!*/!0*/)!*2!+,)!1)/B$()1!+*!+,)!EWD!%#/$':!&'!*5)/&+$':!(G(8),!1#22$($)'+!+*!(&#1)!&!(G(8)!2&$8#/).!!A++)05+!+*!*5)'!+,)!%**/.
 

!

ReGuirement 
A DfaultK should be indicated.  It should not be possible to open the door manually.  It should only be possible to open the door by means of a special key, code or tool. 
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!
23   Process residues 
 
Purpose / objective!!=!!+*!%)0*'1+/&+)!+,&+!+,)!/$'1$':!1+&:)!,&1!/)%#()%!+,)!(*'()'+/&+$*'!*2!5/*()11!(,)0$(&81!*'!+,)!8*&%!+*!&!8)B)8!'*+!)]())%$':!+,&+!15)($2$)%!TG!+,)!
0&'#2&(+#/)/,!*/!1#558$)/,!*2!+,)!5/*()11!(,)0$(&8L1M!&1!1&2)!$'!+,)!(*'+)]+!*2!+,)!$'+)'%)%!#1)!*2!+,)!8*&%.!
!
T,)!'&+#/)!&'%!&0*#'+!*2!/)1$%#)1!<,$(,!(&'!T)!*2!(*'()/'!%)5)'%!*'!+,)!5/*()11!(,)0$(&81!#1)%!&'%!+,)!$'+)'%)%!#1)!*2!+,)!<&1,)%!&'%!%$1$'2)(+)%!)'%*1(*5).!T,)!
5/*()11!(,)0$(&81!#1)%!%#/$':!+,)!5/*()11!L%)+)/:)'+1,!%$1$'2)(+&'+1!)+(.M!0&G!'*+!T)!(*058)+)8G!/)0*B)%!TG!+,)!/$'1$':!5/*()11.!!T,)!1&058$':!0)+,*%!&'%!&'&8G+$(&8!
0)+,*%! 1,*#8%! T)! (&5&T8)! *2! %)+)/0$'$':! +,)! 5/)1)'()! *2! +,)! 5/*()11! (,)0$(&8! &+! (*'()'+/&+$*'1! T)8*<! +,&+! 15)($2$)%! &1! 5*+)'+$&88G! ,&/02#8! $.).! &1! +,)! 0&]$0#0!
&(()5+&T8)!8)B)8.!
!
Tests method and performance requirement 
U1)!+,)!#55)/!8$0$+!*2!+,)!'*/0&8!%*1)!*2!+,)!5/*()11!(,)0$(&8!L%)+)/:)'+!*/!%$1$'2)(+&'+M.!!R#'!+,)!*5)/&+$':!(G(8)!#1$':!&!+)1+!8*&%!*2!1$0#8&+)%!5/*%#(+.!!C&//G!*#+!&'!
&'&8G1$1,!TG!+,)!0)+,*%!/)(*00)'%)%!TG!+,)!0&'#2&(+#/)/!*'!+,)!2$'&8!/$'1)!<&+)/!&'%!*'!+,)!1$0#8&+)%!5/*%#(+.!!W,)'!+,)!(G(8)!$'(8#%)1!&!')#+/&8$1)/!2*/!+,)!5/*()11!
(,)0$(&8!#'%)/!1+#%G,!#1)!+,)!')#+/&8$1)/!&+!+,)!8*<)/!8$0$+!*2!+,)!'*/0&8!%*1).!
 
ReGuirement 
The concentration on the simulated product should be lower than the specified maximum acceptable level. 
 
! NOTE!!W,)/)!/)1$%#&8!8$0$+1!&/)!'*+!15)($2$)%!&'%/*/!'*!&'&8G+$(&8!0)+,*%!$1!&B&$8&T8)!T$*(*05&+$T$8$+G!+)1+$':!+*!ISO!10993!0&G!T)!#1)%!+*!0))+!+,)!/).#$/)0)'+1!*2!+,$1!(8&#1).!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
24 Chemical dosing 
 
T,)!EWD!1,*#8%!T)!2$++)%!<$+,!%*1$':!1G1+)01!2*/!(*'+/*88$':!+,)!&%0$11$*'!*2!&88!')()11&/G!5/*()11!(,)0$(&81.!!E&(,!%*1$':!1G1+)0!1,*#8%!T)!5/*B$%)%!<$+,!0)&'1!+*!
%)+)/0$'),!%$/)(+8G!*/! $'%$/)(+8G,! +,&+!+,)!B*8#0)!&%0$++)%!&'%!+,)!+$0)!<$+,$'!+,)!*5)/&+$*'&8!(G(8)!<,)'!+,)!&%0$11$*'!*((#//)%!<)/)!&1!5/*:/&00)%!$'!+,)!&#+*0&+$(!
(*'+/*88)/. 
 
24.1  Test for accuracy and repeatability 
 
Purpose / Objective – +*!B)/$2G!+,)!1)++$':1!2*/!+,)!%$15)'1)%!B*8#0)!*2!(,)0$(&8!&%%$+$B)!2*/!)&(,!*2!+,)!%*1$':!1G1+)01!5/*B$%)%!&'%!+*!)'1#/)!+,&+!$+!$1!/)5/*%#($T8)!
<$+,$'!%)2$')%!8$0$+1.!
!
Test method and performance requirement 
U1)!+,)!+)1+!0)+,*%!15)($2$)%!TG!+,)!0&'#2&(+#/)/!*/,!$2!'*!0)+,*%!$1!15)($2$)%,!#1)!+,)!&55/*5/$&+)!0)+,*%!:$B)'!T)8*<.!
!
24.1.1!!V*8#0)+/$(!0)+,*%!
:M! F$88!&!0)&1#/$':!(G8$'%)/!*2!&55/*5/$&+)!B*8#0)!&55/*]$0&+)8G!+<*!+,$/%1!2#88!<$+,!+,)!(,)0$(&8!+*!T)!%$15)'1)%.!P8&()!+,)!1#(+$*'!+#T)!$'!+,)!0)&1#/$':!(G8$'%)/!
&'%!(&//G!*#+!&!'*/0&8!*5)/&+$':!(G(8).!A+!+,)!)'%!*2!+,)!(G(8)!2$88!+,)!0)&1#/$':!(G8$'%)/!&((#/&+)8G!+*!+,)!0&]$0#0!0&/\)%!8)B)8.!C&//G!*#+!&!2#/+,)/!*5)/&+$':!(G(8).!
F$88!&!1)(*'%!0)&1#/$':!(G8$'%)/!&((#/&+)8G!+*!+,)!0&]$0#0!0&/\$':!<$+,!+,)!1&0)!(,)0$(&8.!A+!+,)!)'%!*2!+,)!(G(8)!#1)!+,)!(*'+)'+1!*2!+,)!1)(*'%!0)&1#/$':!(G8$'%)/!+*!
/)58)'$1,!+,)!2$/1+!(G8$'%)/!+*!+,)!0&]$0#0!0&/\)%!8)B)8.!N*+)!+,)!B*8#0)!*2!(,)0$(&8!%$15)'1)%!2/*0!+,)!1)(*'%!0)&1#/$':!(G8$'%)/!&'%!+,#1!+,)!B*8#0)!*2!(,)0$(&8!
#1)%!2*/!+,)!1)(*'%!*5)/&+$':!(G(8).!!C*05&/)!+,$1!<$+,!+,)!'*0$'&8!B*8#0)!%$15)'1)%.!
R#'!&!2#/+,)/!*5)/&+$':!(G(8)!&'%!/)5)&+!+,)!0)&1#/)0)'+1!&1!&T*B).!
!
24.1.2!!C*'()'+/&+$*'!0)+,*%!
F*/!EWD1!%)1$:')%!+*!%$15)'1)!+,)!(,)0$(&8!+*!5/*%#()!&!0)&1#/)%!(*'()'+/&+$*'!$'!+,)!1*8#+$*'!<$+,$'!+,)!WD!(,&0T)/,!$'%)5)'%)'+8G!%)+)/0$')!+,)!'*0$'&8!B*8#0)!
+*!T)!%$15)'1)%.! !T&\)!&!1&058)!*2! +,)!<&+)/! +*!T)!#1)%! 2*/! +,&+!1+&:)!*2! +,)!*5)/&+$':!(G(8)!&'%!%)+)/0$')! +,)!B*8#0)!*2!(,)0$(&8! /).#$/)%!5)/! 8$+/)!*2!<&+)/! $'! +,)!
(,&0T)/! TG! %$/)(+!0)&1#/)0)'+! L).:.!<$+,! &'! I*'!S)8)(+$B)!E8)(+/*%),! 15)(+/*5,*+*0)+/$(&88GM.! ! T,)! '*0$'&8! B*8#0)! (&'! +,)'! T)! (&8(#8&+)%! TG!0#8+$58G$':! +,)! B&8#)!
*T+&$')%!TG!)$+,)/!+,)!B*8#0)!%)+)/0$')%!$'!&((*/%&'()!<$+,!6.4.4!*/!TG!1)5&/&+)!0)&1#/)0)'+!*2!+,)!B*8#0)!/)+&$')%!<$+,$'!+,)!,*8%$':!+&'\!$'!+,)!WD.!
!
ReGuirement 
Each dosing system shall be deliver the specified volume and the time within the operational cycle when the admission occurred were as programmed in the automatic 
controller.  The volume admitted for each of the dosing systems should be within 1Cf of the nominal dispensed volume, as specified by the EWD manufacturer. 
!
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24.2 Indication of insufficient process chemical for a cycle 
 
Purpose / objective!g!+*!%)0*'1+/&+)!+,&+!&'!*5)/&+$':!(G(8)!$1!'*+!$'$+$&+)%!<,)'!+,)/)!$1!$'1#22$($)'+!5/*()11!(,)0$(&8!/)0&$'$':!+*!(*058)+)!&!(G(8).!
!
Test method and performance requirement 
F$88!&'!*+,)/<$1)!)05+G!(*'+&$')/!<$+,!1#22$($)'+!(,)0$(&8!2*/!0*/)!+,&'!3!T#+!8)11!+,&'!5!*5)/&+$*'&8!(G(8)1.!!R#'!+,)!WD!*'!5!(*'1)(#+$B)!(G(8)1.!!E1+$0&+)!+,)!B*8#0)!
/)0&$'$':!&+!+,)!)'%!*2!)&(,!(G(8)!L5/)=0&/\)%!(*'+&$')/,!%$51+$(\,!*/!<)$:,+M.!
 
ReGuirement 
The EWD should indicate that there is insufficient chemical remaining to complete a cycle. 

24.3  

 
 

Chemical dosing test for single-dose container
 
Purpose / objective – 2*/!+,*1)!EWD1!$'!<,$(,!+,)!/).#$/)%!%*1)!!*2!5/*()11!(,)0$(&8!$1!(*'+&$')%!$'!&!1$':8)=%*1)!(*'+&$')/!<,$(,!$1!/)58&()%!T)2*/)!)&(,!(G(8),!!+*!
%)0*'1+/&+)!+,&+!+,)!$'+)'%)%!B*8#0)!*2!5/*()11!(,)0$(&8!,&1!T))'!%$15)'1)%.!
!
Test method and performance requirement 
R#'!(G(8)1!#1$':!(*'+&$')/1!<,$(,!(*'+&$'!90!n!+*!79!n!*2!+,)!$'+)'%)%!B*8#0).!
 
ReGuirement 
The automatic controller should indicate a fault. 
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25  Automatic control test 
 
Principle / objective =!+*!%)0*'1+/&+)!+,&+!+,)!*5)/&+$':!(G(8)!2#'(+$*'1!(*//)(+8G!&1!1,*<'!TG!+,)!B&8#)1!*2!+,)!(G(8)!B&/$&T8)1!$'%$(&+)%!&'%!/)(*/%)%!TG!+,)!$'1+/#0)'+1!
2$++)%!+*!+,)!EWD.!
!
W$+,!+,)!$'(/)&1$':!#1)!*2!EWD1!0))+$':!+,)!/).#$/)%!1+&'%&/%!2*/!$'%)5)'%)'+!0*'$+*/$':!&'%!/)(*/%$':,!+,$1!+)1+!$1!/).#$/)%!8)11!2/).#)'+8G.!!
T)05)/&+#/)!1)'1*/1!2*/!+,)/0*0)+/$(!+)1+$':!1,&88!T)!(*'')(+)%!+*!+,)!(,&0T)/!%#/$':!+,$1!+)1+.!!I2!&!1)'1*/!$1!58&()%!&%e&()'+!+*!)&(,!*2!+,)!1)'1*/1!(*'')(+)%!+*!+,)!
$'1+&88)%!+)05)/&+#/)!0)&1#/$':!$'1+/#0)'+1!+,)!(&8$T/&+$*'!*2!+,)1)!$'1+/#0)'+1!0&G!T)!(,)(\)%!%#/$':!5)/$*%1!*2!1+&T8)!+)05)/&+#/)!$'!+,)!&#+*0&+$(!(*'+/*8!+)1+.!
 
Test method and performance requirement 
L*&%!+,)!EWD!<$+,!)'%*1(*5)L1M!&55/*5/$&+)!2*/!+,)!+G5)!*2!EWD.!!F*/!EWD1!).#$55)%!<$+,!0#8+$58)!(G(8)!(&5&T$8$+G,!1)8)(+!+,)!*5)/&+$':!(G(8)!+*!T)!+)1+)%.!!
S+&/+!+,)!(G(8).!E'1#/)!+,&+!&!5/*()11!/)(*/%!$1!0&%)!TG!+,)!/)(*/%$':!$'1+/#0)'+!2$++)%!+*!+,)!EWD.!I2!+,)!EWD!%*)1!'*+!,&B)!&!/)(*/%)/!*T1)/B)!&'%!'*+)!+,)!)8&51)%!
+$0),!$'%$(&+)%!(,&0T)/!+)05)/&+#/)1!&'%!+$0)1!&+!&88!1$:'$2$(&'+!5*$'+1!*2!+,)!*5)/&+$':!(G(8),!2*/!)]&058)!+,)!T):$''$':!&'%!)'%$':!*2!)&(,!1+&:)!*/!1#T=1+&:),!&'%!+,)!
0&]$0#0!B&8#)1!%#/$':!+,)!,*8%$':!+$0).!
A+!+,)!&55/*]$0&+)!0$%=5*$'+!*2!+,)!%$1$'2)(+$*'!,*8%!+$0),!'*+)!+,)!)8&51)%!+$0)!&'%!+,)!$'%$(&+)%!(,&0T)/!+)05)/&+#/).!
R)5)&+!+,)!+)1+!+,/))!+$0)1!+*!)'1#/)!+,&+!+,)!&#+*0&+$(!(*'+/*88)/!(*'1$1+)'+8G!5/*%#()1!*5)/&+$':!(G(8)1!(*'+/*88)%!<$+,$'!+,)!8$0$+1!15)($2$)%!TG!+,)!0&'#2&(+#/)/.!
 
ReGuirements 
The test shall be considered satisfactory if the following characteristics are observed: 

a) a visual display indicating mcycle completem occurs.   
b) During the whole of the operational cycle the values of the cycle variables as indicated by the instruments on the EWD or shown on the batch record are within the 

limits specifiedN 
c) during the disinfection stage: 

1. the indicated and recorded chamber temperatures are within the range specifiedN 
6. the time for which the disinfection stage was maintained was not less than that specified 

d) the doorUsV cannot be opened until the cycle is completeN 
e) the person conducting the test does not observe any mechanical or other anomaly. 

 
 
 
!
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26. Free draining (tanks, chamber, load carriers, pipework) 
 
Purpose / objective g!+*!B)/$2G!+,&+,!&1!%)1$:')%,!T#$8+!&'%!$'1+&88)%,!+,)!EWD!<$88!)22)(+$B)8G!%$1(,&/:)!&88!+,)!<&+)/!2/*0!+,)!1G1+)0.!
!
R)1$%#&8!<&+)/!+,&+!%*)1!'*+!%/&$'!2/*0!+,)!$'+)/'&8!5$5)<*/\!*2!+,)!EWD!0&G!5/*B$%)!&'!)'B$/*'0)'+!2*/!0$(/*T$&8!:/*<+,d!+,)1)!0$(/**/:&'$101!0&G!+,)'!T)!&B&$8&T8)!
+*!/)=(*'+&0$'&+)!+,)!%$1$'2)(+)%!8*&%.!

 
!
26.1 Free draining of chamber and load carriers
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!!
A+! +,)! )'%! *2! &'!*5)/&+$':! (G(8),! &T*/+)%! T)2*/)! +,)! (*00)'()0)'+! *2! &'G!%/G$':! 1+&:),! B$1#&88G! $'15)(+! +,)! (,&0T)/! &'%! 8*&%! (&//$)/1! 2*/! 5**81! *2! /)+&$')%!<&+)/.!
D/*58)+1!*'!B)/+$(&8!&'%!18*5$':!1#/2&()1!+,&+!18*<8G!(*&8)1()!&'%!%/&$'!&<&G!&/)!'*+!(*'1$%)/)%!+*!T)!/)+&$')%!<&+)/.!
 
ReGuirement 
There should be no pools of retained water in the chamber and load carrier 
!
26.2 Free draining of tanks
!

 

T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
F$88!&88!+&'\1!&'%!/)1)/B*$/1!2*/!<&+)/!&'%!&.#)*#1!1*8#+$*'1!<$+,!<&+)/!+*!+,)!0&]$0#0!8)B)8!/).#$/)%!2*/!'*/0&8!*5)/&+$*'!&'%!+,)'!&88*<!+,)0!+*!%/&$'.!!I'15)(+!+,)!+&'\1!
2*/!)B$%)'()!*2!5**81!*2!/)+&$')%!<&+)/.!
 
ReGuirement 
There should be no pools of retained water in the drained tank 

 
!
26.3  Pipework flow to discharge point
!
T)1+!0)+,*%!&'%!5)/2*/0&'()!/).#$/)0)'+!
V$1#&88G! $'15)(+! &88! 5$5)<*/\! +*! %)+)/0$')!<,)+,)/! +,)! 18*5)! L$.).! +,)! &':8)!0&%)!<$+,! +,)! ,*/$V*'+&8M! $1! 1#(,! +,&+! &'G! (*'+&$')%! 8$.#$%!<$88! +)'%! +*! %/&$'! +*<&/%1! +,)!
%$1(,&/:)!5*$'+.!!W,)'!')()11&/G,!#1)!&!15$/$+!8)B)8!+*!%)+)/0$')!<,)+,)/!+,)!18*5)!$1!$'!+,)!/).#$/)%!%$/)(+$*'.!
 
ReGuirement 
Any contained fluid in pipework should drain to the discharge point 
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
27. Estimation of the dead volume of pipework  

Purpose / objective!=!!+*!%)+)/0$')!&'%!B)/$2G!+,) B*8#0)!*2!5$5)<*/\!<,$(,!$1!'*+!5#/:)%!TG!+,)!#1#&8!28*<!*2!8$.#$%1!%#/$':!+,)!*5)/&+$':!(G(8).!

T,$1!+)1+!1,*#8%!T)!(&//$)%!*#+!&2+)/!+,)!1&+$12&(+*/G!(*058)+$*'!*2!+,)!(,)(\1!2*/!2/))!%/&$'&:)!L1))!26M.!!I+!$1!$'+)'%)%!+*!B)/$2G!+,)!B*8#0)!1+&+)%!TG!+,)!0&'#2&(+#/)/.!!
T,)!+)1+!$1!&81*!*2!B&8#)!<,)'!$'B)1+$:&+$':!5/*T8)01!1#(,!&1!(&//G!*B)/!*2!%)+)/:)'+1!*/!0$(/*T$&8!(*'+&0$'&+$*'!*((#//$':!$'!&!EWD.!

Test method and performance requirement
!

 

E.#$50)'+!
V*8#0)+/$(!0)&1#/$':!B)11)81!*2!&55/*5/$&+)!1$V).!
!
F8#1,!+,)!5$5)<*/\!*2!+,)!EWD!<,$(,!$1!\'*<'!+*!T)!%/G!L)$+,)/!2*88*<$':!%$1&11)0T8G!&'%!/)=&11)0T8G!*/!5#/:$':!<$+,!(*05/)11)%!&$/!2*/!'*+!8)11!+,&'!30!0$'M!<$+,!&!
\'*<'!B*8#0)!*2!<&+)/!L1$0#8&+$':! +,)!28*<!+,&+!<*#8%!*((#/! $'!'*/0&8!#1)M.! !T,)!B*8#0)!*2!<&+)/! 28#1,)%!+,/*#:,!+,)!1G1+)0!1,*#8%!T)!+<$()!+,&+!%)+)/0$')%!&1!+,)!
B*8#0)! #1)%! 5)/! *5)/&+$':! (G(8)! L1))! 12M.! ! M)&1#/)! +,)! B*8#0)! *2! <&+)/! %$1(,&/:)%! &'%! +,)! %)&%! B*8#0),! )1+$0&+)%! &1! +,)! B*8#0)! /)+&$')%,! (&8(#8&+)%! 2/*0! +,)!
%$22)/)'()!T)+<))'!+,)!+<*!B&8#)1.!
!
W,)'!+,)!WD!,&1!+<*!*/!0*/)!5$5)<*/\!1G1+)01!<,$(,!&/)!)'+$/)8G!1)5&/&+)!).:.!2*/!28#1,$':!<&+)/,!<&1,!<&+)/,!/$'1)!<&+)/,!(,)0$(&8!%$1$'2)(+&'+!1*8#+$*'!)&(,!1G1+)0!
0&G!T)!+)1+)%!1)5&/&+)8G.!!R)5*/+!<,)+,)/!+,)!B*8#0)!*2!/)+&$')%!<&+)/!<&1!).#&8!+*!*/!8)11!+,&'!+,)!0&]$0#0!/)+&$')%!B*8#0)!1+&+)%!TG!+,)!0&'#2&(+#/)/!
!
ReGuirement 
The volume of retained water should be eGual to or less than the maximum retained volume stated by the manufacturer. 
 
 
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
28  Operating cycle  

Test methods and performance requirement 

 
28.1 Spray systems  
 
Purpose / objective  - !+*!B)/$2G!+,&+!+,)!15/&G!'*VV8)1!&/)!'*+!T8*(\)%!&'%!+,&+!+,)G!5/*B$%)!+,)!15)($2$)%!28*<.!
!

U1)!+,)!0)+,*%!5/*B$%)%!TG!+,)!EWD!0&'#2&(+#/)/,!$'!+,)!$'1+/#(+$*'1!2*/!#1),!+*!(,)(\!+,&+!+,)!15/&G!'*VV8)1!&/)!'*+!T8*(\)%!&'%!+,&+!+,)!15/&G!&/01!&/)!2/))!+*!0*B)!+*!
+,)!)]+)'+!15)($2$)%!TG!+,)!EWD!0&'#2&(+#/)/.!!
U1)!+,)!0)+,*%!5/*B$%)%!TG!+,)!EWD!0&'#2&(+#/)/,!$'!+,)!$'1+/#(+$*'1!2*/!#1),!+*!(,)(\!+,&+!+,)!2$])%!'*VV8)1!$'+)'%)%!+*!5/*B$%)!28#$%1!2*/!+,)!$//$:&+$*'!*2!+,)!$'+)/'&8!
(,&'')81!*2!,*88*<!$'1+/#0)'+1!5/*B$%)!+,)!15)($2$)%!28*<!*2!<&+)/!&'%/*/!&.#)*#1!1*8#+$*'1.!
 
ReGuirement 
The spray nozzle function should be demonstrated and the flow of irrigation fluids confirmed, as specified in the EWD manufacturerKs method. 
!
28.2 Reproducibility 
 
Purpose / objective  –  +*!%)0*'1+/&+)!+,)!(*'+$'#)%!/)5/*%#($T$8$+G!*2!+,)!B&8$%&+)%!5/*()11!(G(8).!
 
Test methods and performance requirements 
WD1!1,&88!T)!+)1+)%!5)/$*%$(&88G!$'!&((*/%&'()!<$+,!&!%*(#0)'+)%!1(,)%#8)!+*!%)0*'1+/&+)!+,)!(*'+$'#)%!/)5/*%#($T$8$+G!*2!+,)!B&8$%&+)%!5/*()11!(G(8).!
G#$%&'()!*'!+,*1)!+)1+1!<,$(,!1,*#8%!T)!$'(8#%)%!&/)!:$B)'!!$'!A'')]!1!#'%)/!bR*#+$')!+)1+c.!!
!
!
28.3 Fault indication on sensor failure 
!
Purpose / objective  - ! +*!%)0*'1+/&+)! +,&+!&! 2&$8#/)!*2!&'G!1)'1*/!#1)%!&1!5&/+!*2! +,)!(*'+/*8!1G1+)0!*2! +,)!EWD!<$88!(&#1)!&! 2&#8+! +*!T)! $'%$(&+)%!TG! +,)!&#+*0&+$(!
(*'+/*88)/.!
 
Test method and performance requirement 
S+&/+!&'!*5)/&+$':!(G(8).!!D#/$':,!*/!T)2*/),!+,)!1+&:)!*2!+,)!(G(8)!&+!<,$(,!+,)!1)'1*/!$1!$'+)'%)%!+*!5/*B$%)!%&+&!#1)%!+*!%)+)/0$')!+,)!(*'+/*8!*2!+,)!(G(8),!%$1&T8)!+,)!
1)'1*/.!!E&(,!1)'1*/!1,*#8%!T)!+)1+)%!$'!+#/',!$'!T*+,!b*5)'!($/(#$+c!&'%!b1,*/+!($/(#$+c!2&$8#/)!0*%)1.!!R)5*/+!<,)+,)/!&!2&#8+!<&1!$'%$(&+)%.!!R)5*/+!<,)+,)/!$+!<&1!5*11$T8)!
+*!*5)'!+,)!%**/!*'!&!1$':8)=)'%)%!WD!*/!+,)!#'8*&%$':!%**/!*2!&!%*#T8)=)'%)%!WD.!!
 
ReGuirement 
A fault should be indicated during or at the end of the cycle.  It should not be possible to open the door on a single-ended EWD or the unloading door of a double-ended 
EWD. 
 N*+)!:!I2!&!2&#8+!%)B)8*51!$'!&!%*#T8)=)'%)%!EWD,!$+!1,&88!*'8G!T)!5*11$T8)!+*!*5)'!+,)!8*&%$':!%**/!
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28.4 Fault indication on service failure 
!
Purpose / objective  =!!+*!%)0*'1+/&+)!+,&+!&!2&$8#/)!*2!&'G!1)/B$()!/).#$/)%!TG!+,)!EWD!<$88!(&#1)!&!2&#8+!+*!T)!$'%$(&+)%!TG!+,)!&#+*0&+$(!(*'+/*88)/.!
 
Test method and performance requirement 
S+&/+!&'!*5)/&+$':!(G(8).!!D#/$':,!*/!T)2*/),!+,)!1+&:)!*2!+,)!(G(8)!&+!<,$(,!+,)!1)/B$()!$1!/).#$/)%,!$'+)//#5+!+,)!1)/B$()!1#558G.!!C&//G!*#+!+,)!+)1+!2*/!)&(,!1)/B$()!/).#$/)%!
TG!+,)!EWD.!!R)5*/+!<,)+,)/!&!2&#8+!<&1!$'%$(&+)%.!!R)5*/+!<,)+,)/!$+!<&1!5*11$T8)!+*!*5)'!+,)!%**/!*'!&!1$':8)=)'%)%!WD!*/!+,)!#'8*&%$':!%**/!*2!&!%*#T8)=)'%)%!WD.!!
 
ReGuirement 
A fault should be indicated during or at the end of the cycle.  It should not be possible to open the door on a single-ended EWD or the unloading door of a double-ended 
EWD. 
 Note : If a fault develops in a double-ended EWD, it shall only be possible to open the loading door 
 
!
28.5 Blocked drain protection 
 
Purpose / objective! =! +*!B)/$2G!+,&+! +,)! $'+)/8*(\!5/*B$%)%!+*!5/)B)'+! +,)!%**/!T)$':!*5)')%!$2,!*'!(*058)+$*'!*2!&'!*5)/&+$':!(G(8),! +,)!<&+)/! 8)B)8!<$+,$'!+,)!(,&0T)/!
/)0&$'1!&T*B)!+,)!8*<)1+!5*$'+!*2!+,)!(,&0T)/!%**/!1)&8!$1!2#'(+$*'$':.!
 
Test method and performance requirement 
B8*(\!+,)!%/&$'!+*!5/)B)'+!%$1(,&/:)!*2!<&+)/!2/*0!+,)!(,&0T)/!*2!+,)!EWD.!!C8*1)!+,)!%**/!&'%!1+&/+!+,)!*5)/&+$':!(G(8).!!O'!(*058)+$*'!*2!+,)!*5)/&+$':!(G(8)!&++)05+!+*!
*5)'! +,)!%**/!#1$':! +,)!'*/0&8!%**/! /)8)&1)!5/*()%#/).! I2! +,)!%**/!*5)'1!&'%! +,)! 8)B)8!*2! +,)! /)+&$')%!<&+)/! $1!T)8*<! +,)!%**/!1)&8!(8*1)! +,)!%**/!&'%!1+&/+!&'*+,)/!
*5)/&+$':!(G(8).!!R)5)&+!+,)!*5)/&+$':!(G(8)!&1!0&'G!+$0)1!&1!')()11&/G!2*/!)$+,)/!+,)!<&+)/!8)B)8!&+!+,)!)'%!*2!+,)!(G(8)!+*!T)!&T*B)!+,)!8)B)8!*2!+,)!%**/!1)&8!*/!2*/!&!2&#8+!
+*!T)!$'%$(&+)%.!!R)5*/+!<,)+,)/!&!2&#8+!<&1!$'%$(&+)%!T)2*/)!+,)!<&+)/!8)B)8!/)&(,)%!+,)!8)B)8!*2!+,)!%**/!1)&8!&'%!<,)+,)/!+,)!%**/!(*#8%!T)!*5)')%!#1$':!+,)!'*/0&8!
/)8)&1)!5/*()%#/).!
!
ReGuirement 
A fault should be indicated before the water level reaches the level of the door seal and it should not be possible to open the door using the normal release procedure. 
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29  Instrumentation 
 
29.1 Legibility  
 
Purpose / objective  –  +*!B)/$2G!+,&+!&88!$'%$(&+*/1!&'%!:&#:)1!2$++)%!+*!+,)!EWD!&/)!8):$T8)!TG!B$1#&8!*T1)/B&+$*'.!!
!
Test method and requirement 
T,)!+)1+!1,*#8%!T)!#'%)/+&\)'!TG!&'!*T1)/B)/!<$+,!'*/0&8!B$1$*',!(*//)(+)%!$2!')()11&/G.!!V$)<!)&(,!$'%$(&+*/!*/!:&#:)!#'%)/!%$22#1)!$88#0$'&+$*'!*2!L300!r!100M!8]!&+!&!
')&/!5*$'+!%$1+&'()!*2!25!=!30!(01!&'%!&+!&!2&/!5*$'+!%$1+&'()!*2!95!g!100!(01.!!D)+)/0$')!<,)+,)/!+,)!/)&%$':!$1!8):$T8).!
ReGuirement 
The indicators and gauges should be legible under the test conditions 
 
!
29.2  Calibration 
 
Purpose / objective  -  +*!)'1#/)!+,&+!+,)!/)8&+$*'1,$5!T)+<))'!B&8#)1!*2!&!.#&'+$+G!$'%$(&+)%!TG!&!0)&1#/$':!$'1+/#0)'+!*/!0)&1#/$':!1G1+)0,!&'%!B&8#)1!/)5/)1)'+)%!TG!
&!0&+)/$&8!0)&1#/)!*/!&!/)2)/)'()!0&+)/$&8!$1!<$+,$'!15)($2$(&+$*'.!

I'1+/#0)'+1!1,*#8%!T)!1#Te)(+)%!+*!&!58&'')%!0&$'+)'&'()!&'%!(&8$T/&+$*'!5/*:/&00)!$'!&((*/%&'()!<$+,!+,)!$'1+/#0)'+!0&'#2&(+#/)/t1!/)(*00)'%&+$*'1.!
 
Test method and performance requirement 
 
C&//G! *#+! (&8$T/&+$*'! *2! +,)! +)1+! $'1+/#0)'+! $'! &((*/%&'()!<$+,! +,)! $'1+/#0)'+!0&'#2&(+#/)/c1! $'1+/#(+$*'1,! #1$':! &! B&8$%&+)%!0)+,*%! &558G$':! &! <*/\$':! */! /)2)/)'()!
1+&'%&/%!+,&+!$1!+/&()&T8)!+*!&!'&+$*'&8!1+&'%&/%.!!M*'$+*/!+,)!%/$2+!1+&+#1!*2!$'1+/#0)'+1!+*!)'1#/)!+,&+!+,)G!/)0&$'!<$+,$'!+,)$/!$'+/$'1$(!15)($2$(&+$*'.!!L&T)8!)&(,!$'1+/#0)'+!
<$+,!&!#'$.#)!/)2)/)'()!'#0T)/,!&!(&8$T/&+$*'!%&+),!%&+)!%#)!&'%!&!/)2)/)'()! +*!&!UKAS/NAMAS!8&T*/&+*/G! /)2)/)'()! 2/*0!<,$(,! $+1!(#//)'+!(&8$T/&+$*'!1+&+#1!0&G!T)!
+/&()%,!
!
V)/$2G!+,)!(&8$T/&+$*'!*2!&88!+)1+!$'1+/#0)'+1!&+!&!2/).#)'(G!%)2$')%!TG!+,)!1+&T$8$+G!*2!+,)!).#$50)'+.!!I'!+,)!2$/1+!$'1+&'()!+,)!5)/$*%!1,*#8%!T)!&+!8)&1+!G)&/8G.!!C&8$T/&+$*'!
1,*#8%!T)!(&//$)%!*#+!&:&$'1+!/)2)/)'()! $'1+/#0)'+1!<$+,!&!B&8$%!()/+$2$(&+)!*2!(&8$T/&+$*'!5/*B$%)%!<$+,$'!&!NAMAS!*/!ISO/EN17025!1(,)0)!*2!&((/)%$+&+$*'.! !A!</$++)'!
5/*()%#/)!+,&+!%)1(/$T)1!+,)!(&8$T/&+$*'!0)+,*%!1,*#8%!T)!5/)5&/)%!&'%!0&%)!&B&$8&T8)!2*/!+,)!APLSM!+*!/)B$)<.!!
!
V)/$2G!+,)!(&8$T/&+$*'!*2!&88!0)&1#/$':!).#$50)'+!2$++)%!+*!+,)!&#+*0&+$(!(*'+/*88)/!*/!5/*()11!B)/$2$(&+$*'!1G1+)0!TG!(*05&/$1*'!<$+,!&!+)1+!$'1+/#0)'+.!!T,)!+)1+!$'1+/#0)'+!
1,&88!T)!$'!&!\'*<'!1+&+)!*2!(&8$T/&+$*'!$'!&((*/%&'()!<$+,!ISO!10012=1,!+/&()&T8)!+*!&!/)8)B&'+!'&+$*'&8!1+&'%&/%!2*/!+,)!8)B)8!*2!&((#/&(G!15)($2$)%!$'!+,$1!1+&'%&/%.!
!
C&//G! *#+! +,)! B)/$2$(&+$*'!*2! (&8$T/&+$*'!<$+,! +,)! 1)'1*/!*2! T*+,! +,)!EWD!1G1+)0!&'%! +,)! +)1+! $'1+/#0)'+!0&$'+&$')%!#'%)/! 1+)&%G! 1+&+)! (*'%$+$*'1.! ! T,)! 1+)&%G! 1+&+)!
(*'%$+$*'!1,&88!T)!&+!+,)!B&8#)!&+!<,$(,!/)&%$':1!<$88!T)!0&%)!%#/$':!&'!*5)/&+$*'&8!(G(8),!*/!&+!+<*!*/!0*/)!B&8#)1!$'!+,)!/&':)!*2!B&8#)1!*B)/!<,$(,!/)&%$':1!<$88!T)!0&%)!
%#/$':!&'!*5)/&+$*'&8!(G(8),!&1!15)($2$)%!TG!+,)!0&'#2&(+#/)/.!!C*05&/)!+,)!/)&%$':1!*T+&$')%!2/*0!+,)!+)1+!$'1+/#0)'+!&'%!+,)!WD!1G1+)0.!
!
ReGuirement 
The calibration reGuirements for Instrumentation on the EWD should be met. 
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!
30!!!Load carriers – stability, alignment and fitting 
 
Purpose / objective  –  +*!B)/$2G!+,&+!+,)!8*&%!(&//$)/!2*/!+,)!EWD!$1!1+&T8)!&'%!%*)1!'*+!$05)%)!+,)!&'G!5/*()11!1+&:)1.!
!
Test method and performance requirement 
,M! F#88G!8*&%!+,)!1G1+)0!2*/!1#55*/+$':!+,)!8*&%!<$+,$'!+,)!(,&0T)/!L$2!2$++)%M!&'%!*5)/&+)!$+! $'!+,)!0&'')/!15)($2$)%!TG!+,)!0&'#2&(+#/)/.!!D#/$':!8*&%$':!&'%!&2+)/!
(G(8)!(*058)+$*'!(&//G!*#+!&'!$'15)(+$*'!+*!1))!$2!+,)!/).#$/)0)'+1!:$B)'!T)8*<!&/)!0)+.!

iV ReGuirements 
The load should remain wholly supported and be retained within the usable chamber space for the duration of the operating cycleN 
It should not be possible to mis-position the load carrier in a manner which would prevent the free drainage of water and the penetration of water into the load by 
connection to service supplies within the chamber in the manner intended by the manufacturerN 
!
!
31  Disinfection of water treatment equipment used to ensure the quality of the final rinse water 
 
Principle / objective !g!!+*!%)0*'1+/&+)!+,&+!+,)!<&+)/!+/)&+0)'+!).#$50)'+!#1)%!+*!)'1#/)!+,)!.#&8$+G!*2!+,)!2$'&8!/$'1)!<&+)/!$1!%$1$'2)(+)%!5)/$*%$(&88G.!
!
T,)!EWD!0&'#2&(+#/)/!1,*#8%!15)($2G!+,)!0$'$0#0!2/).#)'(G!*2!%$1$'2)(+$*'!*2!+,)!<&+)/!+/)&+0)'+!1G1+)0.!!T,)!&(+#&8!2/).#)'(G!1,*#8%!T)!%)($%)%!TG!+,)!#1)/!T&1)%!
#5*'!\'*<'!).:.!1)&1*'&8!B&/$&+$*'1!$'!+,)!.#&8$+G!*2!<&+)/!1#558$)%!+*!+,)!WD!&'%!+,)!*5)/&+$*'&8!,$1+*/G!*2!+,)!<&+)/!+/)&+0)'+!).#$50)'+.!
!
T,)!%$1$'2)(+$*'!0)+,*%!1,&88!'*+!(&#1)!&'G!%&0&:)!+*,!'*/!$05&$/!+,)!)22$(&(G!*2,!+,)!+/)&+0)'+!).#$50)'+.!
!
M)&'1!1,&88!T)!5/*B$%)%!+*!%$1$'2)(+!$'(*0$':!<&+)/!#1)%!2*/!+,)!2$'&8!/$'1).!!T,)!%$1$'2)(+$*'!5/*()11!1,&88!)'1#/)!+,&+!+,)/)!&/)!2)<)/!+,&'!10!(2#!5)/!100!08!1&058)!*2!
2$'&8!/$'1)!<&+)/!&'%!1,&88!T)!2/))!2/*0!legionella, pseudomonas aeruginosa and mycobacteria!<,)'!+)1+)%!TG!+,)!0)+,*%!:$B)'!$'!A'')]!A.!

Test method and performance requirement 
a) $2!+,)!<&+)/!+/)&+0)'+!).#$50)'+!$1!5&/+!*2!+,)!EWD,!$+1!%$1$'2)(+$*'!0&G!T)!(&//$)%!*#+!%#/$':!+,)!1)82=%$1$'2)(+$*'!5/*()11!L1))!6!&'%!16M.!

 

!
b) I2!+,)!!<&+)/!+/)&+0)'+!).#$50)'+!$1!'*+!5&/+!*2!+,)!EWD,!+,)!EWD!0&'#2&(+#/)/!1,*#8%!15)($2G!+,)!/).#$/)0)'+1!2*/!<&+)/!1#558$)%!+*!+,)!EWD.!!T,$1!1,&88!$'(8#%)!

+,)!/).#$/)0)'+!+*!(*'+/*8!+,)!0$(/*T$&8!(*'+&0$'&+$*'!*2!+,)!<&+)/!1#558G.!!
N*+):!!T,$1!0&G!/).#$/)!+,)!#1)/!+*!0&\)!5/*B$1$*'!2*/!%$1$'2)(+$*'!*2!+,)!)]+)/'&8!<&+)/!+/)&+0)'+!).#$50)'+.!

ReGuirement 
The efficacy of the water eGuipment disinfection procedure to provide self-disinfection shall be deemed to have been established if there are less than 1C cfu recovered 
from each of two 1CC ml samples of rinse water and other controlling parameters have been achieved. 
!!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
32  Sound pressure 
!
Purpose / objective !g!!+,)!EWD!1,*#8%!T)!%)1$:')%!+*!5/*B$%)!5/*+)(+$*'!&:&$'1+!+,)!)22)(+1!*2!$'+)/'&88G!:)')/&+)%!'*$1)!L+,)!1*#'%!2/*0!&8&/01!&/)!)](8#%)%M.!!
!
I'1+&88&+$*'!$'1+/#(+$*'1!1,*#8%!15)($2G!0)&'!&'%!5)&\!1*#'%!5*<)/!8)B)81!:)')/&+)%!TG!+,)!WD,!)]5/)11)%!&1!&'!A=<)$:,+)%!1*#'%!5*<)/!8)B)8.!
!
Test method and performance requirement
!

 

TG5)!+)1+$':
!

!

E.#$50)'+!
S*#'%!8)B)8!0)+)/!(*'2*/0$':!+*!)$+,)/!+G5)!1!*2!IEC!60651!*/,!$2!&'!$'+):/&+)%!1*#'%!0)+)/,!+*!TG5)!1!*2!IEC!60804.!
A!1)0$=/)B)/T)/&'+!+)1+!/**0,!<$+,!&!,&/%!/)28)(+$':!28**/!
!
M)&1#/)!+,)!0&]$0#0!A=<)$:,+)%!1*#'%!5/)11#/)!&+!+,)!*5)/&+*/c1!5*1$+$*'!&'%!&+!TG1+&'%)/1c!!5*1$+$*'1.!!T,)!%$1+&'()!T)+<))'!&'G!<&88!*/!*+,)/!*Te)(+!&'%!+,)!1#/2&()!
*2!+,)!).#$50)'+!$1!'*+!8)11!+,&'!3!0.!
E'1#/)!+,&+!%#/$':!0)&1#/)0)'+,!&'G!5&/+!')()11&/G!2*/!+,)!(*//)(+!*5)/&+$*'!*2!+,)!).#$50)'+!&'%!1#558$)%!TG!+,)!0&'#2&(+#/)/!&1!&'!$'+):/&8!5&/+!*2!+,)!).#$50)'+!2*/!
)]&058)!&!5#05!$1!2$++)%!&'%!*5)/&+)%!&1!$'!'*/0&8!#1).!
E'1#/)!+,&+! +,)!).#$50)'+! $1! +)1+)%!<$+,! +,)!(*0T$'&+$*'!*2! 8*&%!&'%!*+,)/!*5)/&+$':!(*'%$+$*'1!L2*/!)]&058)!5/)11#/),! 28*<,! +)05)/&+#/)M!<,$(,!(/)&+)1! +,)!0&]$0#0!
1*#'%!5/)11#/)!8)B)8.!
!
ReGuirement 
The EWD should nor produce noise at a level which may cause a hazard U c A= d^A above a reference sound pressure of 6C!PAV 
The A-weighted sound power level should be stated by the manufacturer in the installation instructions. 
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
33  Air quality 
 
Purpose / objective  -  +*!B)/$2G!+,)!5)/2*/0&'()!*2!+,)!&$/!2$8+)/!$'1+&88&+$*'.!
 
Air filters installed within the WD 
T,)!EWD!0&G!T)!2$++)%!<$+,!&$/!2$8+)/1!$'+)'%)%!+*!)'1#/)!+,&+!&$/!2/))!2/*0!0$(/*T$&8!(*'+&0$'&+$*'!$1!#1)%!2*/!%/G$':!+,)!8*&%.!
!
Test method and performance requirement 
 
T)1+! +,)!(*058)+)! $'1+&88&+$*'!#1$':!+,)!0)+,*%!%)1(/$T)%! $'! ISO/DIS!14644=3.! ! I'+/*%#()!&!(,&88)':)!&)/*1*8!*2! $')/+!5&/+$(8)1!*2! +,)! +G5)!5/*%#()%!TG!&!%$15)/1)%!*$8!
5&/+$(8)!:)')/&+*/!$'+*!+,)!&$/!#51+/)&0!*2!+,)!2$8+)/.!!S(&'!+,)!%*<'1+/)&0!2&()!*2!+,)!2$8+)/!&'%!$+1!,*#1$':!2*/!8)&\&:)!#1$':!&!5,*+*0)+)/.!
 
ReGuirement 
The test shall be considered satisfactory if the reading on the photometer is steady and repeatable and does not exceed C,C1 f of the upstream reading.!
!
!
!
!
34  Periodic safety checks 
!
B)2*/)!1+&/+$':!+,)!<))\8G!+)1+1,!+,)!TPLSM!1,*#8%!#'%)/+&\)!+,)!2*88*<$':!1&2)+G!(,)(\1:!

&.! )]&0$')!+,)!%**/!1)&8!L1Md!
T.! (,)(\!+,)!1)(#/$+G!&'%!5)/2*/0&'()!*2!+,)!%**/!1&2)+G!%)B$()!

!
A!5/*:/&00)!*2!&''#&8!1&2)+G!(,)(\1!1,*#8%!T)!)1+&T8$1,)%,!&1!')()11&/G!2*/!+,)!5&/+$(#8&/!$'1+&88&+$*'.!!T,)!*/$:$'&8!$'1+&88&+$*'!+)1+1!&'%!(,)(\1!0&G!T)!#1)%!&1!+,)!
T&1$1! 2*/! +,)!G)&/8G!1&2)+G!(,)(\1,!5&G$':!5&/+$(#8&/!&++)'+$*'! +*! +,*1)! 2&(+*/1!<,$(,!&22)(+!1&2)+G!&'%!)15)($&88G! +*! +,*1)! +,&+!,&B)!(,&':)%!1$'()! +,)!5/)B$*#1!&''#&8!
1&2)+G!(,)(\!L*/!$'1+&88&+$*'!+)1+M.!!T,)!&%).#&(G!&'%!1&2)+G!*2!&88!)':$'))/$':!1)/B$()1!1,*#8%!T)!B)/$2$)%.!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
 
ANNE] 3   Information to be supplied by the endoscope manufacturer  
 
User information       L&1!:$B)'!$'!MDA!DB2002L05M!
!
&.!!I'1+/#(+$*'1!*'!,*<!+*!(8)&'!&'%,!<,)/)!')()11&/G,!%$10&'+8)!+,)!%)B$().   
!

!C*00)'+:!!T,)!8)B)8!*2!%)+&$8!/).#$/)%!<$88!%)5)'%!*'!+,)!(*058)]$+G!*2!+,)!)'%*1(*5)/&(()11*/G.!
!

T.!!T,)!+G5)1!*2!&:)'+1!+,&+!0&G!T)!#1)%!+*!(8)&',!%$1$'2)(+!*/!1+)/$8$V)!+,)!%)B$().!
!

C*00)'+:!!T,$1!0&G!'*+!')()11&/$8G!T)!T/&'%)%!'&0)%!&:)'+1!T#+!&'!$'%$(&+$*'!*2!+,)!:)')/$(!&:)'+1!%)0*'1+/&+)%!+*!T)!(*05&+$T8)!<$+,!+,)!!
!!!!!!!!!!!!!!!!!)'%*1(*5)!/!&(()11*/G.!
!

(.! ! A! <&/'$':! *2! &'G! (*05*#'%1! */! 5/*()11)1! <,$(,! 0&G! T)! %)+/$0)'+&8! +*! +,)! %)B$(),! */! &'G! 15)($&8! 5/)(&#+$*'1! &'%! &'G! *+,)/!
(*'+/&$'%$(&+$*'1!):!+,)!0&]$0#0!+)05)/&+#/)!#1)%.!
!
%.!!T,)!(*05&+$T$8$+G!*2!+,)!%)B$()!<$+,!+,)!(*'%$+$*'1!<$+,$'!&'G!1+)/$8$V&+$*'!*/!&#+*0&+)%!%$1$'2)(+$*'!1G1+)0!1#(,!&1!&'!AER.!
!

C*00)'+:!!T,$1!1,*#8%!$'(8#%)!5/)11#/)!&'%!B&(##0,!&1!0&G!T)!)]5)/$)'()%!%#/$':!+,)!%)(*'+&0$'&+$*'!5/*()11.!
!

).!!!A'G!&'($88&/G!).#$50)'+!/).#$/)%!+*!T)!&T8)!+*!5/*()11!+,)!)'%*1(*5).!
!

C*00)'+:!!T,$1!0&G!$'(8#%)!&%&5+)/1/(*'')(+*/1!2*/!#1)!<$+,!AER1!*/!2*/!1+)/$8$V&+$*'.!
! !  
2.!.!!I2!+,)!%)B$()!(&'!T)!1+)/$8$V)%!TG!&!5,G1$(&8!0)+,*%!):!#1$':!1+)&0!#'%)/!5/)11#/)!L&#+*(8&B$':M,!+,)!0)+,*%!*2!1+)/$8$V&+$*'!1,*#8%!T)!$'%$(&+)%.!
!

C*00)'+:!!T,$1!1,*#8%!$'(8#%)!&88!5/*()11!B&/$&T8)1!1#(,!&1!+)05)/&+#/)!&'%!+$0)!*2!)]5*1#/),!+&\$':!$'+*!&((*#'+!+,)!&B&$8&T$8$+G!*2!+,)!/)(*00)'%)%!5/*()11!!
!!!!!!!!!!!!!!!!!!!+*!+,)!#1)/.!

!
!
!
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
ANNE]  4    Information to be supplied prior to purchasing an EWD 
 
A4.1  Information to be supplied by the Manufacturer of the EWD 

prEN ISO 15883-4  Washer-Disinfectors Part 4: Requirements and tests for washer-disinfectors employing chemical disinfection for thermo-labile endoscopes  
(second prEN 2004) 

 
abstracted from:-  
 
EN ISO 15883  Washer-Disinfectors – Part 1: General Requirements, definitions and tests (Draft 2004) Clause 8. Information  to be supplied by the manufacturer  
!
&'%!!
!

 
A.4.1.1. General  
T,)!0&'#2&(+#/)/!*2!+,)!WD!1,&88!5/*B$%)!+,)!2*88*<$':!$'2*/0&+$*':!
eM! A'G!5/)=+/)&+0)'+!*2!+,)!$+)0!+*!T)!5/*()11)%!$'!+,)!WD!<,$(,!0&G!T)!')()11&/G!+*!&(,$)B)!+,)!/).#$/)%!5)/2*/0&'()!1+&'%&/%!1,&88!T)!1+&+)%!TG!+,)!0&'#2&(+#/)/.!
\M! !
!!!!!!!N*+):!!T,)!'&+#/)!*2!+,)!$+)0!+*!T)!5/*()11)%!(&'!/).#$/)!&%%$+$*'&8!&(+$*'1!1#(,!&1!%$10&'+8$':!2*/!1)5&/&+)!5/*()11$':,!+,)!5/)=(8)&'$':!*2!%$22$(#8+!1#/2&()1!L$'&(()11$T8)!1$+)1M!!
!!!!!!!TG!&!0&'#&8!5/*()11!)+(.!5/$*/!+*!+,)!$+)0!T)$':!5/*()11)%!TG!+,)!EWD.!!S#(,!5/)=(8)&'$':!(&'!T)!')()11&/G!+*!/)%#()!+,)!$'$+$&8!T$*T#/%)'!&'%/*/!(*'+&0$'&+$*'.!
8M! !
0M! F*/!)&(,!*5)/&+$':!(G(8)!+,&+!(&'!T)!#1)%!+,)!2*88*<$':!5&/&0)+)/1!1,&88!T)!%)1(/$T)%!TG!+,)!0&'#2&(+#/)/:!
'M! !

=! +,)!15)($2$(!5#/5*1)!2*/!<,$(,!+,)!WD!$1!$'+)'%)%,!$'(8#%$':!&'G!/)1+/$(+$*'1d!
=! +,)! +G5)!*2!5/*%#(+1!<,$(,! +,)!5/*()11! $1!%)1$:')%! +*!(8)&'/%$1$'2)(+,! +,$1! $'2*/0&+$*'!1,&88!T)!T&1)%!*'!B&8$%&+$*'!1+#%$)1!*'!15)($2$(!5/*%#(+1!&'%/*/!5/*%#(+!

2&0$8$)1d!
=! +,)!5/*()11!(,)0$(&81d!
=! +,)!B&8#)1!*2!+,)!(G(8)!B&/$&T8)1!*2!+,)!5/*()11)1!).:.!+$0),!+)05)/&+#/),!&0*#'+!*2!<&+)/,!&0*#'+!*2!5/*()11!(,)0$(&81,!%$1$'2)(+$':!+$0)/+)05)/&+#/)d!
=! +,)!!0&]$0#0!/&+)!*2!(,&':)!*2!5/*()11!B&/$&T8)1!).:.!5/)11#/),!+)05)/&+#/)!L1))!4.1.4M.!

1) !
*M! T,)!(*'%$+$*'1!')()11&/G!+*!0))+!+,)!5)/2*/0&'()!/).#$/)0)'+1!2*/!)&(,!1+&:)!*2!+,)!5/*()11!&'%!2*/!)&(,!*5)/&+$':!(G(8)!1,&88!T)!1+&+)%!TG!+,)!0&'#2&(+#/)/.!
5M! !
.M! F*/!WD1!$'!1)/$&8!5/*%#(+$*'!+,)!0&'#2&(+#/)/!1,&88!1+&+)!+,)!1+&'%&/%!1)/B$()!+$0)!/).#$/)%!+*!(&//G!*#+!&88!/*#+$')!0&$'+)'&'()!+&1\1!&'%!+,)!$'+)/B&81!&+!<,$(,!+,)1)!
1,&88!T)!(&//$)%!*#+.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
A.4.1.2  Before delivery of the WD and for installation 
I'!*/%)/! +*!)'&T8)! +,)!5#/(,&1)/! +*!5/)5&/)! 2*/! $'1+&88&+$*',!&'%! +,)'!(*//)(+8G! +*! $'1+&88!&'%!*5)/&+)! +,)!WD!&'%! +*!5)/2*/0!/*#+$')!0&$'+)'&'()!&'%! +)1+$':!L1))!&81*!
15883=1!(8&#1)!10M,!T)2*/)!%)8$B)/G!*2!+,)!WD!&'%!2*/!$'1+&88&+$*',!+,)!WD!0&'#2&(+#/)/!1,&88!5/*B$%)!+,)!5#/(,&1)/!<$+,!+,)!2*88*<$':!$'2*/0&+$*':!
!
&M!! $'1+&88&+$*'!$'1+/#(+$*'1,!$'(8#%$':!+,)!*B)/&88!%$0)'1$*'1!&'%!*B)/&88!0&11!*2!+,)!EWD,!
!
TM!!! +,)!28**/!8*&%$':!&+!)&(,!1#55*/+!<,)'!+,)!WD!$1!2$88)%!<$+,!<&+)/,!
!
(M!!! +,)!(8)&/&'()!/).#$/)%!2*/!&(()11!&'%!+,)!0&11)1!*2!+,)!5/$'($5&8!,)&BG!(*05*')'+1d!
!
%M! %)+&$81!*2!+,)!1)/B$()1!/).#$/)%!L$.).!1+)&0,!<&+)/,!:&1)1,!)8)(+/$($+G,!(*05/)11)%!&$/,!%/&$'&:)!&'%!B)'+$8&+$*'M,!$'(8#%$':!+,)!0&]$0#0!%)0&'%!&'%!+,)!0$'$0#0!

&'%!0&]$0#0!B&8#)1!2*/!+,)!(*//)(+!2#'(+$*'$':!*2!+,)!EWD.!!
!

T,$1!1,&88!$'(8#%)!2*/!)&(,!B&8$%&+)%!5/*()11,!2*/!)&(,!<&+)/!(*'')(+$*':!
=! +,)!B*8#0)!*2!<&+)/!#1)%!5)/!(G(8)!&'%!2*/!)&(,!5/*()11!1+&:),!<$+,!+*8)/&'()1d!

+,)!+G5)!*2!%**/1!&'%!$'2*/0&+$*'!*'!+,)!')()11&/G!15&()!/).#$/)%!2*/!+,)!0*B)0)'+!*2!+,)!%**/L1Md!

=! +,)!0&]$0#0!28*<!*2!<&+)/!&'%!(*'%)'1)%!1+)&0!+*!+,)!%/&$'d!
=! &'%!+,)!0&]$0#0!+)05)/&+#/)!*2!)228#)'+!+,&+!0&G!T)!%$1(,&/:)%!2/*0!+,)!0&(,$')!!
!!!!!!!!!!!!!%#/$':!'*/0&8!*5)/&+$*'!&'%!$'!&!1$':8)!2&#8+!(*'%$+$*'d!
=! +,)!0&]$0#0!,&/%')11!B&8#),!+,)!/&':)!*2!5H!&'%!+,)!(*'%#(+$B$+G!*2!+,)!<&+)/.!
!

/M! )M! ! +,)!0&]$0#0!+*+&8!,)&+!$'!<&++1!+/&'10$++)%!+*!+,)!1#//*#'%$':!&$/!<,)'!+,)!WD!$1!!*5)/&+)%!$'!&'!&0T$)'+!+)05)/&+#/)!*2!L23!r!2M!sC!$'!1+$88!&$/d!
1M! !
+M! 2M! ! +,)!0&]$0#0!,)&+!$'!<&++1!+/&'10$++)%!2/*0!+,)!2&1($&!<,)'!+,)!WD!$1!*5)/&+)%!$'!&'!&0T$)'+!+)05)/&+#/)!*2!L23!r!2M!sC!$'!+,)!<*/\$':!&/)&d!
#M! !
BM! :M! +,)!0)&'!&'%!5)&\!1*#'%!5*<)/!8)B)81!:)')/&+)%!TG!+,)!WD,!)]5/)11)%!&1!&'!A=<)$:,+)%!1*#'%!5*<)/!8)B)8!L1))!IEC!61010=2=45Md!
<M! !
]M! ,M!
GM! !
VM! $M! 1#$+&T8)!5/*()11!(,)0$(&81!2*/!)&(,!1+&:)!*2!+,)!5/*()11!<,)/)!+,)1)!&/)!/).#$/)%d!
&&M! !
TTM! eM! %)+&$81!*2!&'G!1#558$)%!0&+)/$&81!*/!')()11&/G!0&+)/$&81!L%)+)/:)'+1,!(,)0$(&8!%$1$'2)(+&'+1!)+(.M!<,$(,!&/)!+*!T)!#1)%!2*/!+,)!(*//)(+!2#'(+$*'$':!*2!+,)!WD!

&'%!<,$(,!&/)!1#Te)(+!+*!(*'+/*8!#'%)/!'&+$*'&8!:#$%)8$')1!2*/!+,)!1&2)!,&'%8$':!*2!(,)0$(&81!*/!,&B)!)'B$/*'0)'+&8!8$0$+1!1)+.!T,)!(,)0$(&8!(*'1+$+#)'+1!L&(+$B)!
$':/)%$)'+1M!1,&88!T)!8$1+)%!&'%!&'G!'&+$*'&8!:#$%&'()!*'!)]5*1#/)!8$0$+1!x).:.!+,)!T$0)!W)$:,+)%!AB)/&:)!LTWAM!&'%!10!0$'!S,*/+=T)/0!E]5*1#/)!L)B)81!LSTELMy!
1,&88!T)!5/*B$%)%d!
((M! !

%%M!\M! ! %)+&$81!*2!+,)!$'%)5)'%)'+!T*%G!<,)/)!(*058)+)!5/*:/&00)!&'%!b1*2+<&/)c!&/)!8*%:)%,!<,)'!+,$1!$1!/).#$/)%!TG!+,)!5#/(,&1)/!L1))!15883=1,!5.21Md!
))M!!
22M! 8M! ! +,)!0&]$0#0!%)B$&+$*'!2/*0!&!58&')!,*/$V*'+&8!1#/2&()!+,&+!(&'!T)!&((*00*%&+)%!L1))!5.1.4Md!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
A.4.1.3 Delivery of the WD 
A+!%)8$B)/G!*2!+,)!WD,!+,)!0&'#2&(+#/)/!1,&88!5/*B$%)!+,)!5#/(,&1)/!<$+,!&+!8)&1+!+,)!2*88*<$':!$'2*/0&+$*':!

! ! ! (&+$*'d!

::M! %M.! 8*&%$':!(&5&($+Gd!
,,M! !
)M! ! &!%)1(/$5+$*'!*2!+,)!WD!*5)/&+$':!(G(8)!*/!(G(8)1d!

!
&M! *5)/&+$':!$'1+/#(+$*'1,!1,*/+!2*/0!*2!0&'#&8d!
! ! NOTE!1!A'!&T/$%:)%!B)/1$*'!*2!+,)!0&'#&8!1,*#8%!T)!&B&$8&T8)!$'!<&+)/5/**2!0&+)/$&8!
!
TM! #1)/!$'1+/#(+$*'1!<$+,!&+!8)&1+:!

=! /&':)!*2!&558$
! ! ! =! +G5)!*2!8*&%d!
! ! ! =! 8*&%!(*'2$:#/&+$*'d!
! ! ! =! (*//)(+!8*&%$':!5/*()%#/)d!
! ! ! =! +*+&8!(,&0T)/!B*8#0)d!
! ! ! =! %)1$:'!5/)11#/),!&88*<&T8)!<*/\$':!5/)11#/)!&'%!&88*<&T8)!+)05)/&+#/)d!
! ! ! =! %)1(/$5+$*'!*2!+,)!&B&$8&T8)!*5)/&+$':!L(8)&'$':!&'%!%$1$'2)(+$*'M!(G(8)1d!
! ! ! =! %)1(/$5+$*'!*2!(*'+/*81!&'%!$'%$(&+$':!%)B$()1d!
! ! ! =! %)1(/$5+$*'!&'%!1)++$':!*2!1&2)+G!%)B$()1d!
! ! ! =! $'1+/#(+$*'1!2*/!0&82#'(+$*'1d!
! ! ! =! $'1+/#(+$*'1!2*/!5#/:$':!&'%!%$1$'2)(+$':!+,)!WDd!
! ! ! =! $'1+/#(+$*'1!2*/!(8)&'$':!+,)!5&')88$':d!
! ! ! =! $'1+/#(+$*'1!2*/!(,)(\$':!+,&+!15/&G!'*VV8)1!&/)!'*+!T8*(\)%d!
! ! ! =! $'1+/#(+$*'1!2*/!(,)(\$':!+,&+!15/&G!&/01!&/)!2/))!+*!0*B)d!

=!!! $'1+/#(+$*'1!2*/!(,)(\$':!+,)!28*<!+,/*#:,!'*VV8)1!2*/!$//$:&+$*'!*2!,*88*<!$'1+/#0)'+1d!
!
(M! %$0)'1$*'1!*2!+,)!#1&T8)!15&()!*2!+,)!(,&0T)/d!
!

! !
! N*+):!T,$1!1,*#8%!$'(8#%)!&!%$&:/&0!1,*<$':!+,)!1).#)'()!*2!*5)/&+$*'!*2!&88!(*05*')'+1!&'%!+,)!5/*()11!B&/$&T8)!#1)%!+*!(*'+/*8!)&(,!1+&:)!).:.!+$0),!&++&$'0)'+!*2!
! +)05)/&+#/),!+*:)+,)/!<$+,!%)+&$81!*2!+,)!0&]$0#0!*5)/&+$':!+)05)/&+#/)!&'%!+$0)!2*/!)&(,!1+&:).!
!
&M! $'2*/0&+$*'!*'!5/*()11!1)(#/$+G!%)+&$81!L).:.!%**/!$'+)/8*(\$':!0)(,&'$10Md!!
$$M! !
TM! 0&$'+)'&'()!0&'#&8:!
! N*+):!! T,$1!1,*#8%!$'(8#%):!
! ! ! ! ! =! 0&$'+)'&'()!+)1+1!&'%!+,)!2/).#)'(G!+,)G!1,*#8%!T)!(&//$)%!*#+d!
! ! ! ! ! =! )8)(+/$(&8!%$&:/&01!&'%!($/(#$+1d!
! ! ! ! ! =! ,G%/&#8$(!58&'1!&'%!($/(#$+1d!
! ! ! ! ! =! +,)!%)&%!B*8#0)!*2!5$5)<*/\d!
! ! ! ! ! =! +,)!/)(*00)'%)%!0)+,*%!*2!(8)&'$':!&88!$'e)(+$*'!8$')1!&'%!B&8B)1d!
! ! ! ! ! =! &(+$*'1!/).#$/)%!+*!5/*%#()!+)1+!(*'%$+$*'1!15)($2$)%!$'!(8&#1)!6!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
! ! ! ! ! =! &!(*058)+)!15&/)!5&/+1!8$1+d!
! ! ! ! ! =! &!8$1+!*2!+,)!15)($&8!+**81!')()11&/G!2*/!0&$'+&$'$':!&'%!+)1+$':d!
! ! ! ! ! =! +G5)!*2!:#&/&'+))!*22)/)%d!
! ! ! ! ! =! 8$1+!*2!1)/B$()!1+&+$*'1d!
!
,M! :#$%&'()!*'!+/&($':!&'%!/)(+$2G$':!(&#1)1!*2!0&82#'(+$*'.!

I'!&%%$+$*'!+*!+,)!$'2*/0&+$*'!15)($2$)%!$'!5/EN!ISO!15883=1:2004,!(8&#1)!8!+,)!WD!0&'#2&(+#/)/!1,&88!5/*B$%)!+,)!2*88*<$':!$'2*/0&+$*':!

'()!*'!+,)!2/).#)'(G!&+!<,$(,!&'G!<&+)/!+/)&+0)'+!).#$50)'+!+,&+!$1!5&/+!*2!+,)!WD!1,*#8%!T)!%$1$'2)(+)%d!

!
$M! %*(#0)'+)%!)B$%)'()!*2!(*058$&'()!<$+,!+,$1!1+&'%&/%d!
eeM! !
\\M! eM! +,)!2&(1$0$8)!*2!+,)!0&/\$':!*'!+,)!B)11)8!L1))!C8&#1)!9M.!
88M! !
00M! !
Part 4: Clause 8.  Information to be supplied by the manufacturer   
!

!
&M!!!!+,)!%)B$()1!&'%/*/!%)B$()!2&0$8$)1!2*/!<,$(,!+,)!WD!0&'#2&(+#/)/!,&1!)B$%)'()!+,&+!+,)G!(&'!T)!5/*()11)%!1&+$12&(+*/$8G!&'%!&'G!5/)(&#+$*'1!')()11&/G!2*/!5&/+$(#8&/!

%)B$()1!*/!*5)/&+$*'&8!(*'%$+$*'1d!!
!
TM!!!+,)!0&]$0#0!28*<!&'%!5/)11#/)!*2!28#$%1!<,$(,!0&G!T)!%)8$B)/)%!+*!)&(,!(,&'')8!%#/$':!5/*()11$':!$'!+,)!WDd!
!
(M!!!+,)!0&]$0#0!5)/0$11$T8)!/)1+/$(+$*'!*2!28*<!+,/*#:,!)&(,!(,&'')8!T)2*/)!+,)!&#+*0&+$(!(*'+/*88)/!<$88!$'%$(&+)!&!2&#8+d!
!
''M! %M!!!+,)!0&]$0#0!+)05)/&+#/)!*2!&'G!5/*()11!28#$%!<,$(,!0&G!T)!$'!(*'+&(+!<$+,!+,)!%)B$()!%#/$':!5/*()11$':!$'!+,)!WD!&'%!<,$(,!0&G!(&#1)!%):/&%&+$*'!*2!+,)!
%)B$()d!
**M! !
55M! )M!!+,)!0&]$0#0!+)05)/&+#/)!B&/$&+$*'!5)/0$11$T8)!%#/$':!+,)!&#+*0&+$(!8)&\!+)1+!L$2!2$++)%Md!
..M! !
//M! 2M!!!%)+&$81!*2!<,$(,!5&/+1!*2!+,)!WD!&/)!1#Te)(+)%!+*!%$1$'2)(+$*'!%#/$':!+,)!1)82=%$1$'2)(+$*'!(G(8)d!
11M! !
++M! :M!!:#$%&
##M! !
BBM! ,M!!%$&:/&0!*2!+,)!($/(#8&+$*'!*2!28#$%1!$'!+,)!WD!#1)%!+*!$//$:&+)!(,&'')81!$'!+,)!%)B$()d!!
<<M! !
]]M! $M!!!$'1+/#(+$*'1!2*/!#1)!$'(8#%$'::!

GGM! =!!!+,)!/)(*00)'%&+$*'!+*!#1)!+,)/0&8!%$1$'2)(+$*'!2*/!,)&+!1+&T8)!%)B$()1!&'%!&(()11*/$)1d!
VVM! =!!!:#$%&'()!*'!+,)!'))%!2*/!%/G$':!%)B$()1!<,$(,!&/)!+*!T)!1+*/)%!T)2*/)!#1)d!
&&&M! =!!!0)&'1!+*!B)/$2G!+,)!28*<!*2!5/*()11!28#$%1!+,/*#:,!)&(,!(,&'')8!L1))!5.2.1.1M!
TTTM! =!!!+,)!0)+,*%!&'%!2/).#)'(G!2*/!%$1$'2)(+$*'!*2!+,)!(*'')(+$*'!T)+<))'!+,)!WD!&'%!+,)!<&+)/d!!
(((M! =!!!1#558G!2*/!5*1+=%$1$'2)(+$*'!/$'1)!<&+)/d!
%%%M! =!!!+,)!0)+,*%!+*!T)!#1)%!2*/!(*88)(+$':!1&058)1!*2!2$'&8!/$'1)!<&+)/!2/*0!+,)!(,&0T)/d!

)))M! !
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
222M! eM!!!0&$'+)'&'()!$'1+/#(+$*'1,!$'(8#%$':!+,)!58&'')%!5/)B)'+$B)!0&$'+)'&'()!/).#$/)%!*'!+,)!5$5$':!#1)%!+*!(*'B)G!5*1+=%$1$'2)(+$*'!/$'1)!<&+)/!+*!+,)!)'%*1(*5)!&'%!

+,)!2/).#)'(G!&+!<,$(,!1#(,!+#T$':!1,*#8%!T)!/)58&()%d!
:::M! !
\M! +,)!%)+)/:)'+L1M!&'%!%$1$'2)(+&'+L1M!+*!T)!#1)%!<$+,!+,)!WD!L&1!)1+&T8$1,)%!%#/$':!+G5)!+)1+$':M.!
,,,M! !
$$$M! 8M!! I2! +,)! <&+)/! +/)&+0)'+! ).#$50)'+! $1! '*+! 5&/+! *2! +,)! WD,! +,)! /).#$/)0)'+1! 2*/! <&+)/! 1#558$)%! +*! +,)! WD! $'(8#%$':! +,)! /).#$/)0)'+! +*! (*'+/*8! +,)! 0$(/*T$&8!

(*'+&0$'&+$*'!*2!+,)!<&+)/!1#558G.!!
eeeM! !
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
A4.2  Information to be requested from the purchaser by the supplier of the WD 
  
abstracted from:- 
!
EN ISO 15883  Washer-Disinfectors – Part 1: General Requirements, definitions and tests   
(draft 2004)  Part 1 Clause 8. Information to be supplied by the manufacturer  

!&'%!
prEN ISO 15883-4  Washer-Disinfectors Part 4: Requirements and tests for washer-disinfectors employing chemical disinfection for thermo-labile endoscopes  
(2nd prEN  2004) 
!
I'! */%)/! +*! )'1#/)! +,&+! ).#$50)'+! 1#558$)%! <$88! 0))+! +,)! 5#/(,&1)/1! /).#$/)0)'+1! $+! $1! /)(*00)'%)%! +,&+! +,)! 2*88*<$':! $'2*/0&+$*'! 1,*#8%! T)! /).#)1+)%! 2/*0! +,)!
5#/(,&1)/:!
! NOTE!!!R):$*'&8!*/!'&+$*'&8!/):#8&+$*'1!0&G!&%%/)11!+,)1)!/).#$/)0)'+1!&81*.!
!
\\\M! &M! &'G!1+&+#+*/G!*/!*+,)/!/):#8&+$*'1,!$'!5&/+$(#8&/,!8*(&8!<&+)/!/):#8&+$*'1,!+*!<,$(,!+,)!WD!$1!/).#$/)%!+*!(*'2*/0,!*+,)/!+,&'!+,*1)!1+&+)%!$'!+,)!2*/)<*/%!+*!

+,$1!1+&'%&/%d!
888M! TM!!! +,)!'&0)!*2!)&(,!/):#8&+*/G!A#+,*/$+G!/)15*'1$T8)!2*/!2*/0#8&+$':!+,)!/):#8&+$*'1!/)2)//)%!+*!$'!$+)0!&Md!
000M! !
'''M! (M!!! +,)! +G5)!*2! :**%1! +*!T)!%$1$'2)(+)%,! +,)!0&]$0#0!&(()5+&T8)! 5/*()11$':! +)05)/&+#/)! 2*/! +,)/0*8&T$8)! 5/*%#(+1,! &'G!5&/+$(#8&/! /).#$/)0)'+1! 2*/!<&+)/!

.#&8$+G!L).:.!2/))%*0!2/*0!T&(+)/$&8!)'%*+*]$'1M!&'%!+,)!(8&11L)1M!*2!(,)0$(&81!<,$(,!(&'!T)!#1)%!<$+,!+,)!%)B$()1d!
***M! !
%M! +,)!0&]$0#0!(&5&($+G!5)/!*5)/&+$':!(G(8)!2*/!)&(,!8*&%!+G5)!+,&+!(&'!T)!5/*()11)%!!
555M! !
...M! )M! +,)!/).#$/)%!+G5)!&'%!1$V)!L$'+)/'&8!%$0)'1$*'1M!*2!WDd!
///M! !
111M! 2M! <,)+,)/!$'15)(+$*'!*2!5/)11#/)!B)11)81!$1!+*!T)!(&//$)%!*#+!TG!+,)!0&'#2&(+#/)/!*'8G!&'%!'*+!TG!+,)!I'15)(+$':!A#+,*/$+Gd!
+++M! !
:M! ! +,)!/).#$/)%!8*(&+$*'!*2!&'G!)0)/:)'(G!1+*5!T#++*'1!*/!1<$+(,)1d!
!
,M! !!!+,)!+G5)!*2!/)(*/%)/L1M!+*!T)!2$++)%,!$2!&'Gd!
!
$M! +,)!)'B$/*'0)'+&8!+)05)/&+#/)1!+*!T)!)]5)(+)%!2*/!+,)!<*/\$':!&/)&!&'%!2*/!+,)!0&$'+)'&'()!&/)&d!
!
eM! +,)!8*&%!1#55*/+$':!&'%!,&'%8$':!).#$50)'+!/).#$/)%d!
!
###M! \M! %)+&$81!*2!+,)!*5)/&+$':!(G(8)L1M!/).#$/)%!+,&+!%*!'*+!(*//)15*'%!+*!&'G!*2!+,)!*5)/&+$':!(G(8)1!15)($2$)%!$'!1#T1).#)'+!5&/+1!*2!+,$1!1+&'%&/%,!&1!/)8)B&'+d!
BBBM! !
<<<M! 8M! +,)!8&':#&:)!2*/!%*(#0)'+&+$*'d!
]]]M! !
GGGM! 0M! 8*(&+$*',!$'(8#%$':!&'G!/)1+/$(+$*'!$'!+,)!*B)/&88!1$V)!*2!+,)!0&(,$')!+,&+!(&'!T)!$'1+&88)%!*/!&'G!!

VVVM! /)1+/$(+$*'!*'!&(()11!2*/!0&$'+)'&'()d!
&&&&M! !
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
TTTTM! 'M.! )8)(+/$(&8!+)/0$'&81!/).#$/)%!2*/!%*1$':!1G1+)01d!
!
*M.! 8*(&+$*'!*2!8*&%$':!&'%!#'8*&%$':!%**/1d!
!
5M.! %#(+<*/\!+*!T)!1#558$)%d!
!
((((M! .M.! 1)/B$()1!&B&$8&T8)d!
%%%%M! !
))))M! /M.! +,)!'#0T)/!*2!%*1$':!1G1+)01!/).#$/)%!&'%!+,)!'#0T)/!*2!&%%$+$*'&8!%*1$':!1G1+)01!2*/!<,$(,!5/*B$1$*'!1,*#8%!T)!0&%)!+*!&88*<!2*/!+,)$/!8&+)/!&%%$+$*'d!
2222M! !
::::M! 1M.! +,)!.#&8$+G!*2!+,)!<&+)/!1#558$)%d!
,,,,M! !
+M.! +,)!+)1+!0)+,*%L1M!&'%!1*$8L1M!+*!T)!#1)%!2*/!*5)/&+$*'&8!.#&8$2$(&+$*'!*2!(8)&'$':!)22$(&(Gd!!
!
#M.! <,)+,)/!1*2+<&/)!1)(#/$+G!5/*B$1$*'!$1!/).#$/)%.!!
!
!
Part 4 Clause 10. Information to be requested from the purchaser by the manufacturer 
!
T,)!/).#$/)0)'+1!*2!5/EN!ISO!15883=1:2004,!(8&#1)!10!&558G.!
I'!&%%$+$*',!+,)!2*88*<$':!$'2*/0&+$*'!1,&88!T)!/).#)1+)%!2/*0!+,)!#1)/:!
!
&M!!!! +,)!0)&'1!+,&+!1,&88!T)!5/*B$%)%!+*!)'1#/)!+,&+!(*'')(+$*'!$1!0&%)!+*!+,)!(*//)(+!(*'+&$')/!*2!5/*()11!(,)0$(&8!1))!!
!
TM!!! 8$1+!*2!&88!+G5)1!*2!)'%*1(*5)1!&'%!%)B$()1!+,&+!+,)!#1)/!$'+)'%1!+*!5/*()11!$'!+,)!WD!
!
!
!
!

!

!

!

!

!

!

!

!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!

Annex 5   Process Chemicals 
T,)! )22$(&(G! *2! 5/*()11! (,)0$(&81! #1)%! $'! )'%*1(*5)! %)(*'+&0$'&+$*'! $1! %)+)/0$')%! TG! B&/$*#1! &++/$T#+)1! +,&+! 2*/0! &! %G'&0$(! $'+)/&(+$*'! <$+,! +,)! 0$(/*T),! +,)!
)'%*1(*5),!+,)!<&+)/!&'%!+,)!/)5/*()11$':!).#$50)'+.!T,$1!A'')]!1#00&/$1)1!+,)!5/*5)/+$)1!*2!(8)&'$':!&:)'+1!&'%!(,)0$(&8!%$1$'2)(+&'+1,!$'(8#%$':!+,)$/!8$0$+&+$*'1!&'%!
+,)!/&+$*'&8)!2*/!1)8)(+$*'.!

 
!
Properties of cleaning agents
D)+)/:)'+1!&/)!2*/0#8&+$*'1!(*'+&$'$':!1#/2&(+&'+1!&'%!1#T1$%$&/G!(*'1+$+#)'+1!LT#$8%)/1,!1).#)1+)/$':!&:)'+1,!2$88)/1!)+(M.!!S#/2&(+&'+1!&(+!TG!/)%#($':!+,)!1#/2&()!+)'1$*'!
*2!<&+)/!&'%!&/)!(8&11$2$)%!&1!&'$*'$(,! (&+$*'$(!*/!'*'=$*'$(! $'!'&+#/).!A'$*'$(! 1#/2&(+&'+1! $'(8#%)!1*&51! L(&/T*]G8&+)1M!<,$(,!&/)! +/&%$+$*'&88G!0&%)! 2/*0! 2&+1!&'%!*$81!
(*0T$')%!<$+,!&!0$')/&8!&8\&8$!=!1#(,!&1!1*%$#0!*/!5*+&11$#0!,G%/*]$%).!T,)!(8)&'$':!)22$(&(G!*2!1*&51!(*05&/)1!8)11!2&B*#/&T8G!<$+,!0*/)!0*%)/'!1G'+,)+$(!%)+)/:)'+1!
&'%!$1!/)%#()%!$'!+,)!5/)1)'()!*2!,&/%!<&+)/,! +,)!1*&5!/)&(+$':!<$+,!0$')/&8!1&8+1!+*!2*/0!&'!$'1*8#T8)!5/)($5$+&+)!L2$80!*/!1(#0M!+,&+!%*)1!'*+!/$'1)!&<&G!)&1$8G.!S*&5!
1*8#+$*'1!1,*#8%!'*+!T)!#1)%!2*/!(8)&'$':!)'%*1(*5)1!*/!*+,)/!0)%$(&8!%)B$()1.!
!
C8)&'$':!#1$':!%)+)/:)'+1!$1!&!(*058)]!$'+)/&(+$*'!*2!&!'#0T)/!*2!2#'(+$*'1.!T,)!1#/2&()!+*!T)!(8)&')%!&'%!+,)!1*$8!+*!T)!/)0*B)%!0#1+!$'$+$&88G!T)!<)++)%!&'%!+,)!1*$81!
1*8#T$8$1)%,!/)1#15)'%)%!*/!%$15)/1)%!1#(,!+,&+!$+!<$88!'*+!/)=%)5*1$+!*'!+,)!1#/2&()!T#+!$1!/$'1)%!&<&G.!A8\&8$'$+G!$05/*B)1!+,)!)22$(&(G!*2!%)+)/:)'+1!T*+,!TG!)',&'($':!
+,)$/!$',)/)'+!(8)&'$':!(&5&T$8$+$)1!g!')#+/&8$1$':!&'%!,)85$':!+*!/)0*B)!&($%!1*$81,!)0#81$2G$':!*$81!&'%!2&+1!&'%!5)5+$%$1$':!5/*+)$'1!g!&'%!TG!1G')/:$1+$(!&(+$*'!<$+,!*+,)/!
%)+)/:)'+! (*05*#'%1.!M$8%8G! &8\&8$')! */! ')#+/&8! %)+)/:)'+1! 5/*B$%)! &! /)&1*'&T8)! T&8&'()! T)+<))'! (8)&'$':! )22$(&(G! &'%! (*05&+$T$8$+G! <$+,! +,)!0&+)/$&81! #1)%! $'! +,)!
)'%*1(*5)!&'%!/)5/*()11$':!).#$50)'+.!
!
T,)!1*$8$':!*'!0)%$(&8!%)B$()1! $1!0&$'8G,!T#+!'*+!)](8#1$B)8G,!5/*+)$'&()*#1.! !T,)!%)B)8*50)'+!*2!)'VG0&+$(!(8)&')/1! /!%)+)/:)'+1

':)! *2! 5/*%#(+1! *2! 5&/+$(#8&/! &
!<$+,!15)($2$(!&(+$*'!&:&$'1+!5/*+)$'!

L5/*+)&1)1M! $'! 5&/+$(#8&/,! T#+! &81*! 8$5$%1! L8$5&1)1M! &'%! (&/T*,G%/&+)1! L&0G8&1)1M! ,&1! 5/*B$%)%! &! /& 558$(&+$*'! 2*/!0&'#&8! &'%! &#+*0&+)%!
(8)&'$':!*2!)'%*1(*5)1.!C*&:#8&+$*'!*2!5/*+)$'1!+/&51!5&/+$(#8&+)!0&+)/$&8!*'!1#/2&()1.!T,)!)'VG0&+$(!&(+$*'!*2!5/*+)&1)1!T/)&\1!%*<'!+,)!T$'%)/!5/*+)$',!)'&T8$':!+,)!1*$8!
+*!T)!%$15)/1)%!<$+,!+,)!&(+$*'!*2!+,)!&11*($&+)%!%)+)/:)'+.!E'VG0&+$(!%)+)/:)'+1!&/)!&(+$B)!*B)/!&!8$0$+)%!/&':)!*2!5H!&'%!+)05)/&+#/),!%)5)'%$':!*'!+,)!'&+#/)!*2!+,)!
5&/+$(#8&/!)'VG0).!

'!$'=#1)!(*'()'+/&+$*'!:/)&+)/!+,&'!1200:/8d!

 

!
C8)&'$':!&:)'+1!2*/!#1)!$'!EWD1!1,*#8%!T):!
!

m!8$.#$%!g!+*!2&($8$+&+)!&((#/&+)!%$15)'1$':d!
m!'*'=&T/&1$B)d!
m!8*<!2*&0$':d!
m!2/))!/$'1$':d!
m!T$*%):/&%&T8).!

 
C8)&'$':!&:)'+1!1,*#8%!'*+!(*'+&$':!
!

m!&/+$2$($&8!(*8*#/$':!&:)'+1d!
m!*5+$(&8!T/$:,+)')/1d!
m!5)/2#0)1d!
m!,&8$%)1!&+!&
m!2&++G!1*&51,!:8G()/$')!*/!8&'*8$'.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Properties of chemical disinfectants 
D$1$'2)(+&'+1!&/) (,&/&(+)/$1)%!TG!+,)!15)($2$(!t&(+$B)t!(,)0$(&8!$'!+,)!2*/0#8&+$*'!+,&+!$1!/)15*'1$T8)!2*/!+,)!8)+,&8!)22)(+!*'!+,)!0$(/**/:&'$10.!T,)!*Te)(+$B)!*2!+,)$/!#1)!$1!
+*!)'1#/)!+,&+!+,)!'#0T)/!&'%!/&':)!*2!(*'+&0$'&+$':!0$(/*T)1!&/)!/)%#()%!+*!&!8)B)8!<,$(,!5/)1)'+1!'*!,&/0!+*!+,)!5&+$)'+!*'!<,*0!+,)!/)5/*()11)%!)'%*1(*5)!&'%!
&(()11*/$)1!&/)!+*!T)!#1)%.!A!8$0$+)%!'#0T)/!*2!%$1$'2)(+&'+1!5*11)11!+,)!/).#$/)%!8)B)8!*2!8)+,&8$+G!&(/*11!+,)!&'+$0$(/*T$&8!15)(+/#0,!#'%)/!+,)!(*'%$+$*'1!/).#$/)%!2*/!
)'%*1(*5)!%$1$'2)(+$*'.! ! I'!&%%$+$*'! +*! +,)$/!&'+$0$(/*T$&8!5/*5)/+$)1,!%$1$'2)(+&'+1!)],$T$+!&! /&':)!*2!*+,)/! $05*/+&'+!5/*5)/+$)1,!<,$(,!&/)!1#00&/$1)%!&1!)]&058)1! 2*/!
1*0)!2*/0#8&+$*'1!$'!(#//)'+!#1)!LT&T8)1!A1!=!A5M.!
!
M&'#&8!%$1$'2)(+$*'!*2!)'%*1(*5)1!$1!'*!8*':)/!/)(*00)'%)%,!<$+,!+,)!%)B)8*50)'+!*2!&#+*0&+)%,!B&8$%&+)%!5/*()11)1.!!R)15*'1$T$8$+G!8$)1!<$+,!+,)!EWD!0&'#2&(+#/)/!+*!
%)1$:'!&'%!0&'#2&(+#/)!+,)!0&(,$')!+*!0))+!+,)!*5+$0#0!5)/2*/0&'()!/).#$/)0)'+1!2*/!+,)!(,*1)'!%$1$'2)(+&'+/1,!$'!(*88&T*/&+$*'!<$+,!+,)!%$1$'2)(+&'+!&'%!)'%*1(*5)!
0&'#2&(+#/)/1.!T,)!#1)/!'))%1!+*!T)!5/*B$%)%!<$+,!%)+&$8)%!+G5)!+)1+!%&+&!2*/!&+!8)&1+!+<*!%$1$'2)(+&'+!2*/0#8&+$*'1!L&'%!&!+,$/%!*5+$*'!<$+,!&!%$22)/)'+!t&(+$B)t!$2!&!(,)0$(&8!
1)82=%$1$'2)(+$*'!(G(8)!$1!/).#$/)%M!2*/!&!/&':)!*2!0$(/*T)1!+*!%)0*'1+/&+)!+,)!T&1$1!2*/!+,)!(/$+$(&8!%$1$'2)(+$*'!(G(8)!5&/&0)+)/1!*2!+$0),!(*'()'+/&+$*',!B*8#0),!+)05)/&+#/)!
)+(.!
!

I'1+/#(+$*'1!2*/!#1)!1#558$)%!<$+,!+,)!%$1$'2)(+&'+!1,*#8%!$'(8#%):!!

m!+,)!.#&8$+G!*2!<&+)/!<$+,!<,$(,!+,)!5/*%#(+!1,*#8%!T)!%$8#+)%!L<,)+,)/!0&'#&88G!*/!TG!&'!&#+*0&+)%!5/*()11Md!
m!+,)!1+*/&:)!8$2)!g!+,)!8$2)!T)2*/)!%$8#+$*'!*/!&(+$B&+$*'!L*/!T)2*/)!#1)!$2!1#558$)%!&+!+,)!/).#$/)%!(*'()'+/&+$*'!2*/!#1)Md!
m!+,)!#1)=8$2)!g!+,)!1+*/&:)!8$2)!&2+)/!%$8#+$*'!&'%!1+*/&:)!#'%)/!1+&+)%!(*'%$+$*'1!<$+,$'!<,$(,!+,)!#'#1)%!%$1$'2)(+&'+!<$88!/)+&$'!&(+$B$+G!&+,!*/!&T*B),!+,)!0$'$0#0!
15)($2$)%!!!TG!+,)!0&'#2&(+#/)/d!

m!+,)!#1)!(*'()'+/&+$*'!&'%!$'2*/0&+$*'!&T*#+!,*<!+,)!t&(+$B)t!0&G!T)!0)&1#/)%!L%$/)(+8G!*/!$'%$/)(+8GM!*/!0*'$+*/)%!$'!#1)d!
m!+,)!/).#$/)%!B*8#0)!&'%!+)05)/&+#/)!*2!+,)!%$1$'2)(+&'+!1*8#+$*'!L$'(8#%$':!+*8)/&'()1Md!!
m!(*'%$+$*'1!*2!1+*/&:)!*2!T#8\!(,)0$(&8!5/$*/!+*!#1)!
m!+,)!/)=#1)!8$2)!g!+,)!)]+)'+!+*!<,$(,!+,)!%$1$'2)(+&'+!0&G!T)!/)=#1)%,!15)($2$)%!&1!+$0),!+,)!'#0T)/!*2!8*&%!$+)01!5/*()11)%!*/!+,)!'#0T)/!*2!%$1$'2)(+$*'!(G(8)1.!

! ! !
N*+):!!$+!$1!/)(*00)'%)%!+,&+!+,)!%$1$'2)(+&'+!$1!#1)%!*'()!&'%!%$1(&/%)%.!

!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Factors affecting the choice of Process Chemical 
!
T,)!(,*$()!*2!15)($2$(!(,)0$(&81!2*/!0&'#&8!5/)=(8)&'$':,!&#+*0&+)%!(8)&'$':!&'%!%$1$'2)(+$*'!$1!T&1)%!*'!0&'G!2&(+*/1:!
!
1. EFFICACY     

- (*05&+$T$8$+G!<$+,!g!0)%$(&8!%)B$()d!

=! 15)(+/#0!*2!0$(/*T$($%&8!&(+$B$+Gd!

!

=! (*05&+$T$8$+G!<$+,!g!/)5/*()11$':!).#$50)'+d!
=! (*05&+$T$8$+G!<$+,!g!<&+)/!.#&8$+Gd!
=! (*05&+$T$8$+G!<$+,!=!2#/+,)/!5/*()11$':!L):!1+)/$8$V&+$*',!$2!/).#$/)%Md!
=! +,)!'&+#/)!*2!+,)!t&(+$B)t!

=! $'+)/&(+$*'!<$+,!1*$8$':!!
=! $'+)/&(+$*'!<$+,!/)1$%#&8!%)+)/:)'+d!
=! 5/*()11!(*'+/*8!! =!! 1+&T$8$+Gd!
! ! =! 15)(+/#0!*2!&(+$B$+Gd!
! ! =! 0*'$+*/$':!*2!(*'()'+/&+$*'!*2!&(+$B)d!
! ! =! +)05)/&+#/)!%)5)'%)'()d!
! ! =! (*'+&(+!+$0)d!
=! T$*(*05&+$T$8$+G!*2!/)1$%#)1!

!
 
2. PERSONNEL 

=! \'*<'!+*]$($+G!
=! \'*<'!1)'1$+$1&+$*'!/!O((#5&+$*'&8!)]5*1#/)!8$0$+1!LOELM!
=! B*8&+$8)!'&+#/)!!!
=! $'%$(&+$*'!*2!\'*<'!,&V&/%1!L+*]$(,!,&/02#8!TG!$',&8&+$*',!$':)1+$*'!*/!1\$'!&T1*/5+$*',!$//$+&'+,!%&':)/*#1!+*!+,)!)'B$/*'0)'+,!(*//*1$B),!)]58*1$B),!28&00&T8)M.!

!!
 
3. ENVIRONMENT 

=! T$*%):/&%&T8)!/!5)/1$1+)'()!
=! %$1(,&/:)!+*!1)<)/!
!

 
4. ECONOMICS 

=! 1$':8)!/!0#8+$=#1)!
=! 8$2)/1+&T$8$+G/0*'$+*/$':!
=! #'$+!(*1+!
=! 2&($8$+&+$':!(*1+1!):!0&(,$')!0*%$2$(&+$*'1!/).#$/)%!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!174!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!December "##$ 



Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Compatibility 
!
Compatibility with the endoscope 
T,)!(,)0$(&8!&%%$+$B)1!#1)%!0#1+!T)!(*05&+$T8)!<$+,!+,)!0&+)/$&81!*2!<,$(,!+,)!)'%*1(*5)1!&/)!(*'1+/#(+)%!&'%!1,*#8%!'*+!(&#1)!(,)0$(&8!*/!5,G1$(&8!%&0&:)!g!):!
5,)'*8$(!(*05*#'%1!#1)%!$'!1*0)!%)+)/:)'+1!&'%!%$1$'2)(+&'+1!0&G!(&#1)!0&+)/$&8!(,&':)1!$'!/#TT)/!&'%!58&1+$(1,!<,$8)!5/*8*':)%!(*'+&(+!<$+,!&8(*,*8!0&G!<)&\)'!+,)!
()0)'+!&/*#'%!8)'1)1.!S*0)!*]$%$1$':!%$1$'2)(+&'+1!&/)!$'(*05&+$T8)!<$+,!+,)!5*8G0)/!(*&+$':1!*2!1*0)!0*%)81!*2!)'%*1(*5)1,!2*/!)]&058)!)&/8$)/!2*/0#8&+$*'1!*2!S+)/$8*]!
%)'&+#/)%!+,)!*#+)/!(*&+$':!*2!+,)!)'%*1(*5)!<,$(,!8)2+!&!1+$(\G!1#/2&()!&'%!&%B)/1)8G!&22)(+)%!+,)!2#'(+$*'&8!#1)!*2!+,)!)'%*1(*5).!T,)!0&'#2&(+#/)/1!*2!S+)/$8*]!'*<!
1#558G!+,)!S(*5)!P/*+)(+$*'!SG1+)0,!<,$(,!+,)!#1)/!&558$)1!5)/$*%$(&88G!+*!+,)!$'1)/+$*'!&'%!8$:,+!:#$%)!+#T)1!*2!()/+&$'!)'%*1(*5)1!+*!0$'$0$1)!5*+)'+$&8!%&0&:).!F*/!
O8G05#1!)'%*1(*5)1,!+,)/)!$1!)B$%)'()!+,&+!)B)'!<,)'!)058*G$':!+,$1!1G1+)0,!+,)!8$2)!*2!+,)!$'1)/+$*'!+#T)!$1!/)%#()%.!C,&':)1!*2!&!0*/)!(*10)+$(!'&+#/)!&/)!2*#'%!<$+,!
1*0)! 5)/&()+$(! &($%! &'%! (,8*/$')! %$*]$%)! 2*/0#8&+$*'1.! U1)/1! &/)! &1\)%! +*! /):#8&/8G! $'15)(+! +,)! /)5/*()11)%! )'%*1(*5)! &'%! /)(*/%! &'G! %)+)/$*/&+$*'!<,$(,!0&G! T)!
&++/$T#+)%! +*! +,)! $'(*05&+$T8)! &:)'+! &'%!<*#8%! *+,)/<$1)! &22)(+! +,)! )'%*1(*5)!0&'#2&(+#/)/t1!<&//&'+G.! ! I'2*/0&+$*'! &T*#+! (*05&+$T$8$+G! $1! &B&$8&T8)! 2/*0!)'%*1(*5)!
0&'#2&(+#/)/1,! 2*/! )]&058)! T*+,! P)'+&]! &'%! O8G05#1! 8$1+! &! '#0T)/! *2! &8%),G%)=T&1)%! 5/*%#(+1! $'(8#%$':! ortho=5,+,&8&8%),G%)! LC$%)]=OPAM! &'%! :8#+&/&8)%,G%)!
2*/0#8&+$*'1!&1!(*05&+$T8)!<$+,!+,)$/!5/*%#(+1.!!F#/+,)/!(*88&T*/&+$*'!T)+<))'!%$1$'2)(+&'+!0&'#2&(+#/)/1!&'%!)'%*1(*5)!0&'$2&(+#/)/1!0&G!8)&%!+*!+,)!%)B)8*50)'+!*2!
0*/)!/)1$1+&'+!(*&+$':1!(*05&+$T8)!<$+,!+,)!0*/)!&::/)11$B)!/!(*//*1$B)!(,)0$(&81.!!
!
Compatibility with the materials of construction of the washer-disinfector 
T,)!5H,!/)%*]!5*+)'+$&8!&'%!$*'$(!'&+#/)!*2!+,)!(,)0$(&8!&%%$+$B)!$1!$05*/+&'+!$'!%)+)/0$'$':!<,)+,)/!$+!<$88!(&#1)!(*//*1$*'!*/!)8)(+/*8G+$(!&++&(\!L)$+,)/!T)+<))'!%$22)/)'+!
0&+)/$&81!$'!+,)!WD!*/!T)+<))'!+,)!WD!&'%!$+)01!$'!+,)!8*&%M.!C,)0$(&8!&%%$+$B)1!<,$(,!(&'!T)!&T1*/T)%!$'+*,!*/!&%1*/T)%!*'+*,!1#/2&()1!*2!+,)!EWD,!1#(,!&1!58&1+$(!
5$5)<*/\,!0&G!T)!(&//$)%!*B)/! $'+*!1#T1).#)'+!1+&:)1!*2!+,)!5/*()11.!T,)!0&+)/$&81!#1)%!$'!EWD1!$'+)'%)%!+*!#1)!*]$%$1$':!%$1$'2)(+&'+1!<$88!/).#$/)!(&/)2#8!(,*$()!+*!
&B*$%!5/*T8)01!<$+,!(*//*1$*',!&22)(+$':!'*+!*'8G!+,)!EWD!(,&0T)/1!T#+!&81*!+,)!0&+)/$&81!*2!(*'1+/#(+$*'!2*/!+,)!%$1$'2)(+&'+!/)1)/B*$/!&'%!5$5)<*/\.!!
!
Compatibility with the process 
T,)!5)/2*/0&'()!*2!+,)!&%%$+$B)!0#1+!T)!0&+(,)%!+*!+,)!5,G1$(&8!(,&/&(+)/$1+$(1!*2!+,)!*5)/&+$':!(G(8),!):!e)+!<&1,$':!&(+$*'!1G1+)01!/).#$/)!8*<!2*&0!%)+)/:)'+1,!$2!+,)!
<&1,$':!&(+$*'!$1!'*+!+*!T)!$05&$/)%.!T,)!(,)0$(&8!&%%$+$B)1!#1)%!0#1+!T)!/)&%$8G!/)0*B)%!2/*0!+,)!8*&%!$+)01!TG!/$'1$':!<$+,!<&+)/!&'%!1,*#8%!T)!T$*8*:$(&88G!(*05&+$T8)!
<$+,!+,)!$'+)'%)%!#1)!*2!+,)!8*&%!$+)01.! 
 
Compatibility with the quality of water 
M&'G! %)+)/:)'+1! &'%! %$1$'2)(+&'+1! &/)! 1)/$*#18G! $05&$/)%! $'! +,)$/! &(+$B$+G! TG! ,&/%! <&+)/.! I2! +,)! 0&$'1! <&+)/! 1#558G! 5/*B$%)%! 8*(&88G! $1! *2! ,&/%! <&+)/! .#&8$+G,! +,)'!
(*'1$%)/&+$*'!1,*#8%!T)!:$B)'!+*!<&+)/!+/)&+0)'+!2*/!T*+,!+,)!5/*()11!&'%,!)11)'+$&88G,!2*/!+,)!2$'&8!/$'1)!<&+)/.!!
!
Compatibility with other chemical additives 
M&'G!*2!+,)!(,)0$(&8!&%%$+$B)1!<,$(,!0$:,+!T)!#1)%!&/)!$'(*05&+$T8)!<$+,!*')!&'*+,)/!g!):!.#&+)/'&/G!&00*'$#0!(*05*#'%1!<,$(,!&/)!*2+)'!#1)%!&1!1#/2&(+&'+1!<$88!
/&5$%8G!%)1+/*G!+,)!&(+$B$+G!*2!)'VG0&+$(!(8)&')/1,!<,$8)!0&'G!%)+)/:)'+1!<$88!$'&(+$B&+)!(,)0$(&8!%$1$'2)(+&'+1.!!T,)!&%%$+$B)1!#1)%!1,*#8%!T)!T*+,!(*05&+$T8)!<$+,!*+,)/!
(,)0$(&81!#1)%!$'!+,)!1&0)!5/*()11!1+&:)!&'%,!&1!2&/!&1!0&G!T)!5/&(+$(&T8),!<$+,!+,*1)!#1)%!$'!5/)()%$':!&'%!1#T1).#)'+!1+&:)1!+*!0$'$0$1)!+,)!&%B)/1)!)22)(+!*2!&'G!
(&//G*B)/.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Microbial activity 
!
Q#&'+$+&+$B)!+)1+!%&+&!*'!+,)!&'+$0$(/*T$&8!&(+$B$+G!*2!(,)0$(&8!%$1$'2)(+&'+1,!$'(8#%$':!(*0T$')%!%)+)/:)'+/%$1$'2)(+&'+!2*/0#8&+$*'1!$1!'))%)%!$'!0&\$':!&'!$'2*/0)%!(,*$()!
*2!5/*%#(+.!T,)!15)(+/#0!/).#$/)%!0&G!T)!T/*&%!LT&(+)/$($%&8,!B$/#($%&8,!2#':$($%&8,!1*0)!15*/$($%&8M!T#+!$1!8$\)8G!&81*!+*!2*(#1!*'!5&/+$(#8&/!+&/:)+!*/:&'$101!2*/!<,$(,!+,)$/!
1#/B$B&8! 5/)1)'+1! ,$:,)/! /$1\1! $'! %$22)/)'+! (8$'$(&8! 15)($&8$+$)1! &'%! 2*/! %$22)/)'+! 5&+$)'+! :/*#51.! I'! +,)! 2$/1+! $'1+&'(),! 1(/))'$':! *2! &! 8&/:)! '#0T)/! *2! 0$(/*T)1! (&'! T)!
#'%)/+&\)'!TG!1$058)!.#&'+$+&+$B)!1#15)'1$*'!*/!1#/2&()!+)1+1.!T,)!%)B)8*50)'+!*2!,&/0*'$1)%!1+&'%&/%$1)%!+)1+1!<$+,$'!CEN!+*!0))+!+,)!)11)'+$&8!/).#$/)0)'+!2*/!8$.#$%!
(,)0$(&8!%$1$'2)(+&'+1!$'+)'%)%!+*!5/*()11!0)%$(&8!%)B$(),!#'%)/!+,)!MDD,!$1!8$\)8G!+*!5/*B$%)!#1)2#8!(*05&/&+$B)!%&+&.!T,)!(,*$()!*2!+)1+!*/:&'$101,!+,)!)]+)'+!*2!+,)!
(,&88)':)!&'%!+,)!'&+#/)!*2!+,)!1*$8$':!'))%!+*!T)!15)($2$(!2*/!+,)!0)%$(&8!2$)8%!&'%!$+!<*#8%!T)!#1)2#8!+*!1))!%&+&!:)')/&+)%!2/*0!+,)!0*/)!/)()'+!0)+,*%1!%)1$:')%!2*/!
)'%*1(*5)!%$1$'2)(+&'+1.!P/$*/!+*!+,$1,!1*0)!%$1$'2)(+&'+!0&'#2&(+#/)/1!,&B)!0&%)!#1)!*2!0)+,*%1!1#(,!&1!BS!EN!1276!L1997M!!tC,)0$(&8!%$1$'2)(+&'+1!&'%!&'+$1)5+$(1.!
Q#&'+$+&+$B)!1#15)'1$*'!+)1+1!2*/!+,)!)B&8#&+$*'!*2!T&(+)/$($%&8!&(+$B$+G!*2!(,)0$(&8!%$1$'2)(+&'+1!&'%!&'+$1)5+$(1!#1)%!$'!2**%,!$'%#1+/$&8,!%*0)1+$(!&'%!$'1+$+#+$*'&8!&/)&1.!
T)1+!0)+,*%!&'%!/).#$/)0)'+t.! !D&+&!*'! +,)!)22)(+!*2!5&/+$(#8&/! +)1+!1*$81!1$0#8&+$':!T*+,!(8)&'!&'%!%$/+G!(*'%$+$*'1!:$B)1!#1)2#8! $'%$(&+$*'!*2! +,)!%):/))!*2! $'&(+$B&+$*'!
#'%)/!t<*/1+!(&1)t!(8)&'$':!(*'%$+$*'1.!!
!
S*0)!0$(/*T)1!<$88!T)!$'+/$'1$(&88G!0*/)!/)1$1+&'+!+*!()/+&$'!%$1$'2)(+&'+1,!&'%!&!e#%:)0)'+!'))%1!+*!T)!0&%)!&1!+*!+,)!$058$(&+$*'1!*2!+,$1!$'!5/&(+$().!T,)/)!,&B)!&81*!
T))'!$1*8&+)%!/)5*/+1!*2!+,)!)0)/:)'()!*2!:8#+&/&8%),G%)!&'%!5)/&()+$(!&($%!/)1$1+&'+!Mycobacterium chelonae.!!
!
EB$%)'()!*2!+,)!)22$(&(G!*2!+,)!%$1$'2)(+&'+t1!5)/2*/0&'()!$1!/).#$/)%!TG!%$/)(+!+)1+$':!$'!+,)!EWD,!5/$*/!+*!/*#+$')!(8$'$(&8!#1).!!A!/&':)!*2!*/:&'$101!1,*#8%!,&B)!T))'!
+)1+)%!#'%)/!%)2$')%!(*'%$+$*'1!L(*'()'+/&+$*',!<&+)/!.#&8$+G,!+)05)/&+#/),!B*8#0)!)+(M!TG!+,)!EWD!0&'#2&(+#/)/!&'%!/)5*/+)%!5/$*/!+*!$'1+&88&+$*'.!T,)!#1)/!0&G!(,**1)!
+*!/)5)&+!1*0)!*2!+,)1)!(,&88)':)1!%#/$':!5)/2*/0&'()!.#&8$2$(&+$*'!*'!+,)!#1)/1t!1$+)!&'%!&81*!$'(8#%)!*+,)/!0$(/*T)1!+,&+!&/)!5)/+$')'+!+*!0))+!8*(&8!($/(#01+&'()1.!I+!$1!
$05*/+&'+!+,&+!%&+&!*'!+,)!5/)($1)!2*/0#8&+$*'!+*!T)!#1)%!$1!&B&$8&T8)!=!+,)!t&(+$B)t!0&G!T)!&22)(+)%!TG!%$22)/)'+!&%e#B&'+1!$'!%$22)/)'+!2*/0#8&+$*'1.!!
!
F*/0&8!&55/*B&8!1(,)0)1!2*/!%$1$'2)(+&'+1!#1)%!$'!EWD1!%*!'*+!)]$1+!$'!+,)!UK,!T#+!&/)!&B&$8&T8)!$'!&!'#0T)/!*2!*+,)/!(*#'+/$)1.!!O')!*2!+,)!0*1+!%)B)8*5)%!1(,)0)1!$1!
+,)!FDAt1!510K!&55/*B&8!1(,)0)!$'!+,)!USA.!!D&+&!5#T8$1,)%!*'!+,)$/!<)T1$+)!L<<<.2%&.:*B/(%/,/*%)/:)/08&T.,+08M!,&1!T))'!$'(8#%)%!$'!T&T8)1!A1=A5.!
!
 
Process controls 
I'!&80*1+!&88! (&1)1,!&++&$'0)'+!*2! +,)!15)($2$)%!(*'()'+/&+$*'!*2!(,)0$(&8!&%%$+$B)1! $1!)11)'+$&8! +*!5/*B$%)!)22)(+$B)!5/*()11$':.!T,)!&%%$+$*'!*2! +**! 8$++8)!<$88! $05&$/! +,)!
5/*()11! <,$8)! +**! 0#(,! $1! <&1+)2#8,! 0&G! &81*! $05&$/! +,)! 5/*()11! &'%! 0&G! (*'+/$T#+)! +*! #'&(()5+&T8G! ,$:,! /)1$%#&8! 8)B)81.! I+! $1! &81*! $05*/+&'+! +,&+! +,)! /).#$/)%!
(*'()'+/&+$*'!(&'!T)!&((#/&+)8G!&'%!/)5/*%#($T8G!%)8$B)/)%,!TG!0&'#&8!%*1$':!*/!&#+*0&+$(&88G!:)')/&+)%!TG! +,)!%*1$':!1G1+)0L1M!*'!+,)!EWD.!! !S#558$)/1!*2!5/*()11!
(,)0$(&81!1,*#8%!5/*B$%)!5/*%#(+!%&+&!1,))+1!&'%!0&+)/$&8!1&2)+G!%&+&!1,))+1!2*/!+,)!5/*%#(+1!1#558$)%.!!T,)1)!1,*#8%!$'(8#%)!%)+&$81!*2!T$*(*05&+$T$8$+G!1+#%$)1.!
!
Biocompatibility of process chemicals 
S#558$)/1!*2! 5/*()11! (,)0$(&81! 1,*#8%!5/*B$%)!%)+&$81! *2! +,)!&'&8G+$(&8!0)+,*%1!<,$(,!0&G!T)!#1)! +*!%)+)(+! /)1$%#&8! (*'()'+/&+$*'1!*2!5/*%#(+.!T,)!1)'1$+$B$+G!*2! +,)!
0)+,*%!1,*#8%!T)!1#22$($)'+!+*!%)+)/0$')!+,)!5/)1)'()!*2!+,)!(*05*#'%!T)8*<!+,)!8)B)8!&+!<,$(,!&'G!&%B)/1)!T$*8*:$(&8!/)&(+$*'!0&G!T)!%)+)/0$')%.!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Safety considerations 
!!
T,)! 0)(,&'$10! *2! &(+$*'! *2! &! (,)0$(&8! %$1$'2)(+&'+! $1! /&/)8G,! $2! )B)/,! 15)($2$(! +*! &! +&/:)+! 2*#'%! *'8G! $'! 0$(/*T$&8! ()881.! ! I+! $1! '*+! +,)/)2*/)! 1#/5/$1$':! +,&+! (,)0$(&8!
%$1$'2)(+&'+1!,&B)!&!/&':)!*2!)22)(+1!*'!,#0&'!+$11#).!!T,)!#1)!*2!&88!%$1$'2)(+&'+1!1,*#8%!T)!1#Te)(+!+*!COSHH!&11)110)'+!&'%!5/*()%#/)1!)1+&T8$1,)%!+*!$'(8#%)!+,)!
5/)(&#+$*'1!')()11&/G!+*!5/)B)'+!*/!0$'$0$1)!)]5*1#/).!
!
M&e*/!(*'()/'1!&T*#+!+,)!5/*T8)01!&11*($&+)%!<$+,!+,)!#1)!*2!:8#+&/&8%),G%)!$'!)'%*1(*5)!%$1$'2)(+$*'!,&1!,&%!&!1$:'$2$(&'+!$05&(+.!!R)8)&1)!*2!+,)!B&5*#/!2/*0!#'1)&8)%!
&#+*0&+)%!%$1$'2)(+*/1!*2!B)/G!1$058)!%)1$:'!(*05&/)%!+*!+,)$/!(*'+$')'+&8!(*#'+)/5&/+1,!%#/$':!#1)!*2!*5)'!+/*#:,1!*/!&+!+,)!+$0)!*2!0$]$':/&(+$B&+$':!!+,)!(,)0$(&81!2*/!
#1)!0&G!,&B)!(*'+/$T#+)%!+*!,)&8+,!5/*T8)01!1#(,!&1!*((#5&+$*'&8!&1+,0&,!/,$'$+$1!&'%!(*'e#'(+$B$+$1.!I05/*B)0)'+1!$'!5/&(+$()1,!$'(8#%$':!+,)!T&''$':!*2!*5)'!(*'+&$')/1!
*2!:8#+&/&8%),G%)!LDB!2002!L05MM!&'%!+,)!%)1$:'!*2!EWD1!+*!0))+!+,)!1&2)+G!1+&'%&/%1!*2!BS!EN!61010=2=045,!0&G!,&B)!8)%!+*!$05/*B)0)'+1.!P/$*/!+*!+,)!<$+,%/&<&8!*2!
:8#+&/&8%),G%)!2/*0!1#558G!$'!+,)!UK,!+,)!HSE!,&%!1)+!&!M&]$0#0!E]5*1#/)!L$0$+!LMELM!*2!0.05!550!*B)/!&'!8=,*#/!T$0)!W)$:,+)%!AB)/&:)!LTWAM.!!I+!1,*#8%!T)!'*+)%,!
,*<)B)/,!+,&+!*+,)/!%$1$'2)(+&'+!2*/0#8&+$*'1!&/)!&81*!1#Te)(+!+*!*((#5&+$*'&8!)]5*1#/)!8$0$+1,!2*/!)]&058)!(,8*/$')!%$*]$%)!,&1!&!1,*/+!+)/0!)]5*1#/)!8$0$+!*2!0.03!550!&'%!
&'!8!,/!TWA!*2!0.01!550.!
!
T,)!'))%!+*!0&'#&88G!%$15)'1)!&'%!0$]!(,)0$(&8!%$1$'2)(+&'+1!1,*#8%!(*'+$'#)!+*!%$0$'$1,!<$+,!+,)!%)B)8*50)'+!*2!1$':8)=1,*+!*/!&#+*0&+$(&88G!&(+$B&+)%!&'%!%$15)'1)%!
1G1+)01.!M#(,!(&'!&81*!T)!&(,$)B)%! 2*/!,)&8+,!&'%!1&2)+G!&+!<*/\!TG!&55/*5/$&+)! +/&$'$':!&'%!%)1$:'!*2! 2&($8$+$)1.! !O+,)/!5/*()11!(,)0$(&81!0&G!&81*!,&B)!1$:'$2$(&'+!
*((#5&+$*'&8! 1&2)+G! $058$(&+$*'1,! 2*/! )]&058)! +,)! #1)! *2! )'VG0&+$(! (8)&')/1! (*'+&$'$':! 5/*+)$'1! L*2+)'! %)/$B)%! 2/*0! +,)! T&(+)/$&! ^acillus subtilis! &'%! Geobacillus 
stearothermophilusM!&'%!0&G!T)!1)'1$+$1$':!*/!&88)/:)'$(!&:)'+1,!)8$($+$':!&!1$0$8&/!&%B)/1)!/)&(+$*'!)]5)/$)'()%!TG!1*0)!#1)/1!*2!%*0)1+$(!T$*8*:$(&8!<&1,$':!5*<%)/1.!
!
E058*G)/1!&/)!/).#$/)%!TG!8&<!+*!%*!)B)/G+,$':!+,&+!$1!/)&1*'&T8G!5/&(+$(&T8)!+*!5/*+)(+!+,)!,)&8+,!*2!+,)$/!<*/\)/1.!!I'!1))\$':!&8+)/'&+$B)1!+*!:8#+&/&8%),G%)!+,&+!)],$T$+!
2)<)/!5/*T8)01!2*/!*((#5&+$*'&8!,)&8+,,!+,)/)!1,*#8%!&81*!T)!&'!&<&/)')11!*2!+,)!)11)'+$&8!/).#$/)0)'+!2*/!%$1$'2)(+&'+!)22$(&(G!*2!&!.#&8$+G!+,&+!5/*+)(+1!+,)!,)&8+,!*2!+,)!
5&+$)'+.!!T,)!1)&/(,!2*/!&'!t$%)&8!)22)(+$B),!1&2)!&'%!(*05&+$T8)t!&8+)/'&+$B)!(*'+$'#)1.!
!
 
!
!
!
!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
!
Table A5.1 

Chlorine Dioxide! ):!Tristel One-shot !!!!!L*+,)/!2*/0#8&+$*'1!$'(8#%)!MedicideM!

A(+$B)!$':/)%$)'+!$'!2*/0#8&+$*'!

M*%)!*2!&(+$*'!

M$(/*T$*8*:$(&8!)22$(&(G!

I'&(+$B&+$*'!!

S+&T$8$+G!

S&2)+G!(*'1$%)/&+$*'1!!!

M&+)/$&81!(*05&+$T$8$+G!

P/&(+$(&8!8$0$+&+$*'1!!

Rationale for choice  

FDA=! 510K! C8)&/)%! S+)/$8&'+!!
LN*B!2003M!

FDA=! 510K! C8)&/)%! H$:,! 8)B)8!
%$1$'2)(+&'+!!!LN*B!2003M!

C,8*/$')!%$*]$%)!&1!&!0.0225n!L</BM!&.#)*#1!1*8#+$*',!:)')/&+)%!&1!1$':8)=#1)!1*8#+$*'!*'=1$+)!2/*0!&(+$B&+*/!L3.7n!1*%$#0!(,8*/$+)!
1*8#+$*'!$'!%)=0$')/&8$1)%!<&+)/M,!T&1)!L4.0n!1*8#+$*'!*2!($+/$(!&($%!<$+,!5/)1)/B&+$B)1!&'%!(*//*1$*'!$',$T$+*/1!$'!%)=0$')/&8$1)%!<&+)/M!
&'%!<&+)/.!!

O]$%$V$':!&:)'+,!&(+$':!*'!5/*+)$'1,!8$5*5/*+)$'1!&'%!'#(8)$(!&($%1.!!I',$T$+1!)'VG0)1,!T8*(\1!+,)!0)+&T*8$10!*2!:8#+&0$(!&($%.!

B&(+)/$($%&8,! B$/#($%&8,! 15*/$($%&8.! ! M*/)! &(+$B)! +,&'! (,8*/$')=/)8)&1$':! &:)'+1! &:&$'1+!Giardia! (G1+1! &'%!Cryptosporidium! **(G1+1.!!
N*!&(+$B$+G!&:&$'1+!5/$*'1.!

L)11!$'&(+$B&+)%!TG!*/:&'$(!8*&%!+,&'!&/)!*+,)/!(,8*/$')!/)8)&1$':!&:)'+1!1#(,!&1!1#5)/=*]$%$1)%!<&+)/!L):!SteriloxV.!

S*8#+$*'1!&/)!,$:,8G!#'1+&T8)!&'%!+,)!(*'()'+/&+$*'!*2!(,8*/$')!%$*]$%)!/&5$%8G!%$0$'$1,)1!%#/$':!+,)!%$1$'2)(+$*'!5/*()11.!

!

S*0)!5/*T8)01!&1!&!/)15$/&+*/G!$//$+&'+.!!T,)!#1)!*2!*'=1$+)!:)')/&+$*'!1G1+)01!2*/!1$':8)=1,*+!#1)!&+!+,)!EWD!,&B)!&8)B$&+)%!1*0)!*2!
+,)!5/*T8)01!*2!1+*/&:)!2*/!(,8*/$')!%$*]$%)!1$'()!+,)!(*05/)11)%!:&1!$1!)]58*1$B).!!!

C,8*/$')!%$*]$%)!$1!,$:,8G!(*//*1$B)!2*/!0)+&81.!

!

I'1+&T$8$+G!&'%!(*//*1$*'.!S5&()!/).#$/)%!2*/!:)')/&+$*'!*'!1$+),!#1$':!).#$50)'+!)]+)/'&8!+*!+,)!EWD.!!

!

B/*&%!15)(+/#0!&(+$*',!'*'=2$]&+$B),!/)8&+$B)8G!&(+$B)!$'!+,)!5/)1)'()!*2!/)1$%#&8!1*$8,!(*05&+$T8)!<$+,!B&8$%&+)%!EWD1!):!W&11)'T#/:!

N*+!8$1+)%!&1!&55/*B)%!

N*+!8$1+)%!&1!&55/*B)%!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Table A5.2 

):!Cidex!L'*<!<$+,%/&<'!2/*0!UK!0&/\)+M.!!A!/&':)!*2!:8#+&/&8%),G%)!T&1)%!5/*%#(+1!&/)!$'!(#//)'+!#1)!)81)<,)/)!$'!E#/*5)!&'%!+,)!
USA!):!Rapicide !

Glutaraldehyde 
!

A(+$B)!$':/)%$)'+!$'!2*/0#8&+$*'!

M*%)!*2!&(+$*'! A8\G8&+$':!&:)'+,!,$:,8G!(,)0$(&88G! /)&(+$B),!(*0T$'$':!<$+,!gNH2,! =COOH!&'%!gSH!:/*#51! L5/*+)$'1,!'#(8)$(!&($%1,! 8$5$%1,! ()88!<&88!
5*8G1&((,&/$%)1!)+(M.!

M$(/*T$*8*:$(&8!)22$(&(G!

I'&(+$B&+$*'!!

S+&T$8$+G!

S&2)+G!(*'1$%)/&+$*'1!!!

M&+)/$&81!(*05&+$T$8$+G! G**%!(*05&+$T$8$+G!<$+,!0)+&81,!/#TT)/!&'%!8)'1)1.!!

P/&(+$(&8!8$0$+&+$*'1!!

Rationale for choice  

FDA=! 510K! C8)&/)%! S+)/$8&'+!!
LN*B!2003M!

FDA=! 510K! C8)&/)%! H$:,! 8)B)8!
%$1$'2)(+&'+!!!LN*B!2003M!

:8#+&/&8%),G%),!&+!&!/&':)!*2!(*'()'+/&+$*'1.!A(+$B$+G!)',&'()%!&+!/&$1)%!+)05)/&+#/)!):!35uC!!

B/*&%=15)(+/#0!0$(/*T$($%&8!&(+$B$+G,!,$:,8G!&(+$B)!&:&$'1+!T&(+)/$&,!B$/#1)1,!2#':$!&'%!+,)$/!15*/)1.!!MG(*T&(+)/$&!&'%!T&(+)/$&8!15*/)1!
&/)!0*/)!/)1$1+&'+!&'%!/).#$/)!)]+)'%)%!(*'+&(+!+$0)!L1)B)/&8!,*#/1!2*/!15*/$($%&8!&(+$B$+GM.!!N*!&(+$B$+G!&:&$'1+!5/$*'1.!!S*0)!/)5*/+1!*2!
&(.#$/)%!/)1$1+&'()!LMycobacterium chelonaeV. !

L$0$+)%!$'&(+$B&+$*'!TG!*/:&'$(!1*$8!$'(8#%$':!5/*+)$'1,!$'!5/&(+$().!!

R)0&$'1!1+&T8)!*B)/!)]+)'%)%!5)/$*%1!L14!=!28!%&G1!&2+)/!&(+$B&+$*'M,!%)5)'%$':!*'!2*/0#8&+$*'.!

S)'1$+$1$':,!$//$+&'+!+*!)G)1,!1\$'!&'%!/)15$/&+*/G!0#(*1&.!

!

P/*+)$'! 2$]&+$B),! /).#$/$':! +,*/*#:,!5/)=(8)&'$':,! /)8&+$B)8G!18*<=&(+$':,!'*+! /)&%$8G!&B&$8&T8)! $'!UK!0&/\)+,!1+/*':8G! 8$'\)%!TG!HSE! +*!
*((#5&+$*'&8!&1+,0&!5/*T8)01!$'!<*/\58&().!

N*'=(*//*1$B),!(*05&+$T8)!<$+,!)'%*1(*5)1!&'%!EWD1,!T/*&%!15)(+/#0!&(+$B$+G,!)]+)'1$B)!)]5)/$)'()!*2!#1)!$'!)'%*1(*5G.!

!

Rapicide�! L2.5n! :8#+&/&8%),G%)M! =! $'%$(&+$*'! 2*/! %)B$()! 1+)/$8&'+.! ! C*'+&(+! (*'%$+$*'1! )1+&T8$1)%! TG! 1$0#8&+)%! #1)! +)1+$':! <$+,!
)'%*1(*5)1!&'%!&%%$+$*'&8!$'2*/0&+$*'.!

Rapicide�!L2.5n!:8#+&/&8%),G%)M! =!,$:,! 8)B)8!%$1$'2)(+&'+!(*'+&(+!(*'%$+$*'1! $'!A#+*0&+)%!E'%*1(*)5!R)5/*()11*/!5.0!0$'!&+!35C.!
L2*/!5/*()11$':!$'!&'!AER!*'8G!<$+,!FDA=(8)&/)%!(&5&T$8$+G!+*!0&$'+&$'!1*8#+$*'!&+!35uCM.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Table A5.3 

!

Ortho-phthalaldehyde ):!CIDEX!|!OPA!!L`v`M!

A(+$B)!$':/)%$)'+!$'!2*/0#8&+$*'!

M*%)!*2!&(+$*'!

M$(/*T$*8*:$(&8!)22$(&(G!

I'&(+$B&+$*'!!

S+&T$8$+G!

S&2)+G!(*'1$%)/&+$*'1!!!

M&+)/$&81!(*05&+$T$8$+G!

P/&(+$(&8!8$0$+&+$*'1!

Rationale for choice  

FDA=! 510K! C8)&/)%! S+)/$8&'+!!
LN*B!2003M!

FDA=! 510K! C8)&/)%! H$:,! 8)B)8!
%$1$'2)(+&'+!!!LN*B!2003M!

0.55!n!*/+,*=5,+,&8&8%),G%)!

A8\G8&+$':!&:)'+,!,$:,8G!(,)0$(&88G! /)&(+$B),!(*0T$'$':!<$+,!gNH2,! =COOH!&'%!gSH!:/*#51! L5/*+)$'1,!'#(8)$(!&($%1,! 8$5$%1,! ()88!<&88!
5*8G1&((,&/$%)1!)+(M.!

B/*&%=15)(+/#0!0$(/*T$($%&8!&(+$B$+G,!,$:,8G!&(+$B)!&:&$'1+!T&(+)/$&,!B$/#1)1,!2#':$!&'%!+,)$/!15*/)1.!!H&1!:**%!0G(*T&(+)/$($%&8!&(+$B$+G!
T#+!8)11!&(+$B)!&:&$'1+!T&(+)/$&8!15*/)1.!!N*!&(+$B$+G!&:&$'1+!5/$*'1.!
B$'%1!/)&%$8G!+*!5/*+)$'!g!+,)!&(+$B)!$1!+,)!1&0)!(,)0$(&8!#1)%!$'!+,)!%)+)(+$*'!*2!5/*+)$'!(*'+&0$'&+$*'!TG!+,)!OPA!0)+,*%.!!!

U1)!%$/)(+8G!2/*0!T*++8)!g!'*!&(+$B&+*/!/).#$/)%!
O/+,*=5,+,&8&8%),G%)! ,&1! &! 8*<)/! B&5*#/! 5/)11#/)! +,&'! *+,)/! &8%),G%)1! 1#(,! &1! :8#+&/&8%),G%),! &'%! %*)1! '*+! /).#$/)! +,)! 1&0)!
(*'+/*8!*2!B)'+$8&+$*'!&'%!0*'$+*/$':!*2!B&5*#/!8)B)81.!

! S\$'!&'%!:&1+/*=$'+)1+$'&8!+/&(+!$//$+&+$*'.!!HSEt1!W*/\$':!G/*#5!2*/!+,)!&11)110)'+!*2!+*]$(!(,)0$(&81!LWATCHM!(*'(8#%)%!+,&+!OPA!
0&G!,&B)!+,)!5*+)'+$&8!+*!(&#1)!*((#5&+$*'&8!&1+,0&,!T&1)%!*'!\'*<8)%:)!*2!&1+,0&:)'$(!5/*5)/+$)1!*2!*+,)/!%$&8%),G%)!0*8)(#8)1!
&'%!$+1!,$:,!5/*+)$'!/)&(+$B$+G.!

ASP!C$%)]|!OPA!,&1!T))'! 8$'\)%! +*!&'&5,G8&(+$(! /)&(+$*'1! $'!1*0)!5&+$)'+1!<$+,!&!,$1+*/G!*2!T8&%%)/!(&'()/!#'%)/:*$':!/)5)&+)%!
(G1+*1(*5G!5/*()%#/)1.!!P/)(&#+$*'1!&'%!&%B$()!&/)!*#+8$')%!$'!SANLSCM04/31.!

C*05&+$T8)!<$+,!0)+&81,!58&1+$(1,!)8&1+*0)/1,!&%,)1$B)1,!%)'+&8!0&+)/$&81.!!H*<)B)/,!+,)!5/*%#(+!1+&$'1!5/*+)$'1!*'!1#/2&()1!+*!:/)G=
T8&(\.!!

P/*+)$'!2$]&+$B).!!I2!+,)!5/*%#(+!+*!T)!%$1$'2)(+)%!$1!'*+!1(/#5#8*#18G!(8)&',!/)1$%#&8!5/*+)$'1!<$88!T)!1+&$')%!:/)G=T8&(\.   !

!

A1!&!/&5$%!&'%!1&2)/!&8+)/'&+$B)!+*!:8#+&/&8%),G%).!

!

N*!$'%$(&+$*'!2*/!%)B$()!1+)/$8$V&+$*'!
P&11)1!+,)!AOAC!S5*/$($%&8!A(+$B$+G!+)1+!$'!32!,/1!&+!20uC!&'%!25uC!

!

A#+*0&+)%! E'%*1(*5)! R)5/*()11*/1! =! 5! 0$'! &+! 25uC! L2*/! 5/*()11$':! $'! &'! AER! <$+,! FDA=(8)&/)%! (&5&T$8$+G! +*! 0&$'+&$'! 1*8#+$*'!
+)05)/&+#/)!&+!25uCM.!!C*'+&(+!(*'%$+$*'1!)1+&T8$1,)%!TG!1$0#8&+)%!#1)!+)1+$':!<$+,!)'%*1(*5)1.!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Table A5.4 

):!Aperlan  LL&'()/M!!!!!!!!L*+,)/!2*/0#8&+$*'1!$'(8#%)!S+)/$1!20�1+)/$8&'+!(*'+&$'$':!0.2n!5)/&()+$(!&($%,!#1)%!$'!+,)!S+)/$1!SG1+)0!1�M!!Peracetic acid 
!

A(+$B)!$':/)%$)'+!$'!2*/0#8&+$*'!

M*%)!*2!&(+$*'!

M$(/*T$*8*:$(&8!)22$(&(G!

I'&(+$B&+$*'!!

S+&T$8$+G

S&2)+G!(*'1$%)/&+$*'1!!!

M&+)/$&81!(*05&+$T$8$+G!

P/&(+$(&8!8$0$+&+$*'1!!

Rationale for choice  

FDA=! 510K! C8)&/)%! S+)/$8&'+!!
LN*B!2003M!

FDA=! 510K! C8)&/)%! H$:,! 8)B)8!
%$1$'2)(+&'+!!!LN*B!2003M!

!0$]+#/)!*2!5)/&()+$(!&($%!LPAAM,!,G%/*:)'!5)/*]$%)!$'!(,)0$(&8!).#$8$T/$#0!<$+,!&()+$(!&($%.!!!

/&5$%!*]$%$1$':!&:)'+!&(+$':!*'!T*+,!+,)!()88!<&88!&'%!(G+*58&10$(!(*'+)'+1,!%$1/#5+$':!)'VG0)!1G1+)01!8)&%$':!+*!0$(/*T$&8!%)&+,.!

R&5$%8G!($%&8!&:&$'1+!T&(+)/$&!$'(8#%$':!0G(*T&(+)/$&,!2#':$!&'%!T&(+)/$&8!15*/)1.!!N*+!&(+$B)!&:&$'1+!5/$*'1.  

Peracetic acid (and glutaraldehyde) resistant Mycobacterim chelonae have been reported.!

/)0&$'1!&(+$B)!$'!+,)!5/)1)'()!*2!*/:&'$(!0&++)/!$'(8#%$':!5/*+)$',!&8+,*#:,!$+1!0$(/*T$&8!)22$(&(G!&'%!#1)!8$2)!%$0$'$1,)1.!

! ,$:,8G! #'1+&T8), %)(*05*1$':! +*! &()+$(! &($%! L5/*%#($':! &! 10)88! *2! B$'):&/! $'! 1*0)! 2*/0#8&+$*'1M,! *]G:)'! &'%! *+,)/! %):/&%&+$*'!
5/*%#()1!$'(8#%$':!,G%/*:)'!5)/*]$%).!!I2!%$8#+)%!+*!#1)!(*'()'+/&+$*',!&(+$B$+G!$1!/&5$%8G!8*1+!&'%!+,)!1*8#+$*'!1,*#8%!T)!%$1(&/%)%!*'!&!
1$':8)=#1)!T&1$1.! ! I+!&81*! 8*1)1!&(+$B$+G! /&5$%8G!*'!,)&+$':!&T*B)!30%C.! !D$22$(#8+! +*!0)&1#/)!&$/T*/')!(*'()'+/&+$*'1!*2!PAA!&'%!1)+!
+,/)1,*8%!8$0$+1!2*/!*((#5&+$*'&8!)]5*1#/)!LHSEM!T)(&#1)!&8<&G1!)]$1+1!$'!).#$8$T/$#0!<$+,!,G%/*:)'!5)/*]$%)!&'%!&()+$(!&($%.!!

!

8&(,/G0&+*/G,! &'! $//$+&'+! &'%! &! B)1$(&'+! L(&#1$':! T8$1+)/$':M! *'! 5/*8*':)%! (*'+&(+.! ! C&/)! '))%1! +*! T)! +&\)'! +*! &B*$%! )]5*1#/)! +*!
(*'()'+/&+)%!1*8#+$*'1!L5n!&'%!:/)&+)/M!g!&81*!1+*/&:)!(*'%$+$*'1!0#1+!T)!(*'+/*88)%!&1!+,)!(*'+&$')/1!0&G!8)&\!*/!)]58*%)!%#)!+*!+,)!
)B*8#+$*'!*2!:&1)*#1!%)(*05*1$+$*'!5/*%#(+1.!!!

,$:,8G!(*//*1$B)!&'%!$'(*05&+$T8)!<$+,!T/&11,!(*55)/,!58&$'!1+))8!&'%!:&8B&'$V)%!$/*'.!!T,)!$'(8#1$*'!*2!)22)(+$B)!&'+$=(*//*1$*'!$',$T$+*/1!
$1!')()11&/G!2*/!&'G!2*/0#8&+$*'!+,&+!$1!$'+)'%)%!+*!T)!#1)%!*'!0)%$(&8!%)B$()1!$'(8#%$':!)'%*1(*5)1.!!

U'1+&T8)!=!PAA!(*'()'+/&+$*'1!1,*#8%!T)!(,)(\)%!#1$':!+)1+!\$+1!%)1$:')%!+*!%)+)(+!0$'$0&8!)22)(+$B)!(*'()'+/&+$*'.!R).#$/)1!(&/)2#8!
2*/0#8&+$*'!+*!0$'$0$1)!(*//*1$B)!)22)(+1!

N*'=2$]&+$B),!'*'=&8%),G%)!<$+,!'*!)B$%)'()!*2!&'G!8$'\!+*!&1+,0&!$'!*((#5&+$*'&8!#1),!T/*&%=15)(+/#0,!/&5$%!&(+$':.!

!

Steris!20�!(8)&/)%!2*/!#1)!<$+,!+,)!Steris System 1!/)5/*()11*/!*'8G!2*/!%)B$()!1+)/$8$V&+$*'!$'!12!0$'!&+!50!=!60C.!

Peract�!20! L1.0n!,G%/*:)'!5)/*]$%)!&'%!0.08n!5)/&()+$(! &($%M! (8)&/)%! 2*/! ,$:,! 8)B)8! %$1$'2)(+&'+! (*'+&(+! (*'%$+$*'1! $'! 25!0$'!&+!
20uC.!!
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Endoscope Reprocessing:  G#$%&'()!*'!+,)!R).#$/)0)'+1!2*/!D)(*'+&0$'&+$*'!E.#$50)'+,!F&($8$+$)1!&'%!M&'&:)0)'+!
Table A5.5 

Super-oxidised water ):!S+)/$8*]!!!!!!L*+,)/!2*/0#8&+$*'1!$'(8#%)!S#5/*]!2/*0!M)%$5#/)M!

!

A(+$B)!$':/)%$)'+!$'!2*/0#8&+$*'!

M*%)!*2!&(+$*'!

M$(/*T$*8*:$(&8!)22$(&(G!

I'&(+$B&+$*'!!

S+&T$8$+G!

S&2)+G!(*'1$%)/&+$*'1!!!

M&+)/$&81!(*05&+$T$8$+G!

P/&(+$(&8!8$0$+&+$*'1!!

Rationale for choice  

FDA=! 510K! C8)&/)%! S+)/$8&'+!!
LN*B!2003M! A!0*/)!(*'()'+/&+)%!2*/0#8&+$*'!L!650!=!675!550!&B&$8&T8)!C82M!5&11)%!+,)!0*%$2$)%!AOAC!15*/$($%&8!&(+$B$+G!+)1+!$'!24!,/1!&+!25C.!!

FDA=! 510K! C8)&/)%! H$:,! 8)B)8!
%$1$'2)(+&'+!!!LN*B!2003M!

HG5*(,8*/$+)!&+!180!=!220!550!&B&$8&T8)!2/))!(,8*/$'),!5H!5.75!+*!6.75!

H$:,8G!/)&(+$B)!*]$%$1$':!&:)'+!&(+$':!*'!)'VG0)!5/*+)$'1!L5&/+$(#8&/8G!+,$*8!:/*#51M!&'%!()88!)'B)8*5)!5/*+)$'1.!

!

B/*&%!15)(+/#0!&(+$B$+G!$'!(8)&'!(*'%$+$*'1.!!N*!)B$%)'()!*2!&(+$B$+G!&:&$'1+!5/$*'1.!

R)&%$8G!$'&(+$B&+)%!TG!(*'+&0$'&+$*'!1#(,!&1!5/*+)$'.!M$'$0$1)%!TG!0)+$(#8*#1!5/)=(8)&'$':!&'%!&#+*0&+)%!(8)&'$':!$'!+,)!EWD.!

H$:,8G!#'1+&T8).!!R).#$/)%!+*!T)!:)')/&+)%!*'!&!%&$8G!T&1$1.!

!

G)')/&88G!/):&/%)%!&1!,&B$':!0$'$0&8!1&2)+G!$058$(&+$*'1,!*+,)/!+,&'!+,*1)!/)8&+)%!+*!+,)!/)8)&1)!*2!(,8*/$').!!

!

I'(*05&+$T8)!<$+,!1*0)!)'%*1(*5)1,!1,*/+)'1!#1)2#8!8$2).!!A!5)/$*%$(!+/)&+0)'+!1G1+)0!L+,)!S(*5)!P/*+)(+$*'!SG1+)0M,!&558$)%!TG!+,)!
#1)/,!$1!/)(*00)'%)%!+*!0$'$0$1)!&%B)/1)!)22)(+1.!!

P**/!(*05&+$T$8$+G!<$+,!)'%*1(*5)1!&'%!EWD1,! /)&%$8G! $'&(+$B&+)%!TG!*/:&'$(!1*$8,! /).#$/)1!1(/#5#8*#1!&++)'+$*'! +*!(8)&'$':,! 8$0$+)%!
(,*$()!*2!(*05&+$T8)!EWD1!0))+$':!+,)!/).#$/)%!B&8$%&+)%!1+&'%&/%,!#'1+&T8).!!R).#$/)1!15&()!2*/!:)')/&+$*'!*2!%$1$'2)(+&'+!)]+)/'&8!
+*!EWD!*'!1$+),!1*0)!8$0$+&+$*'1!*2!0$(/*T$&8!)22$(&(G!&+!&!(*'()'+/&+$*'!(,*1)'!+*!/)%#()!%&0&:)!+*!)'%*1(*5)1,!/).#$/)1!#1)!*2!+,)!
S(*5)!P/*+)(+$*'!SG1+)0.!

!

N*'=!2$]&+$B),!'*'=1)'1$+$1$':,!T/*&%!15)(+/#0!!

!

N*!$'%$(&+$*'!2*/!%)B$()!1+)/$8$V&+$*'.!

T,)!0*/)!(*'()'+/&+)%!2*/0#8&+$*'!L'*+!&B&$8&T8)!$'!+,)!UKM!5&11)%!+,)!,$:,!8)B)8!%$1$'2)(+&'+!(*'+&(+!(*'%$+$*'1!&+!10!0$'!&+!25uC.!

LN*+):!S+)/$8*]!&+!+,)!8*<)/!(*'()'+/&+$*'!&B&$8&T8)!$'!+,)!UK!$1!'*+!&55/*B)%!&1!&!,$:,!8)B)8!%$1$'2)(+&'+!$'!+,)!USA.!W,$8)!#1)!*2!+,)!
,$:,)/!(*'()'+/&+$*'!0&G!)',&'()!&'+$0$(/*T$&8!)22$(&(G,!$+!<*#8%!T)!8$\)8G!+*!,&B)!0*/)!&%B)/1)!)22)(+1!*'!+,)!)'%*1(*5)!&'%!1*0)!
EWD1M.!!

!
!

Working draft for consultation  !!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!182!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!!December "##$ 


