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. EndoWrist 7|7= BEEA| HMSH 37|9F 842 Intuitive Surgical FHE2IRt SPH| AFRSHOF S|t
. 7175 M7t ¢ YOl ZIGHRITH & 220| &4, g, ZelRHL FO| & & UFLICH
1. Intuitive Surgical FHEek= 2IAIS] ZE SO QAN Q2 QT ARZE 4 QUELICE
1) HEsPh MES| =50 U=X] FHlfiitt
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EstyAlR. 7|3 £ BE20| &MEIX| =g 2HE3| F2lsHoF LIt
3. Intuitive Surgical 7|7, E&E = 0 g BES WIS We oy 271 = X|Qe| HED 482 BF &45HAIR.
Bt M Y T3UY
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BEEA] MIZ| 3 HF X2[sHOF STt
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o Ol PAAFOIM Hots oM A ZYE E4cts 38 E Bhef ST ARESHYAIL.
. Intuitive Surgical 717, BAZ e it AMHES H7|3 Mis J|moA TEEh MESHY 2J5 FHef 4 syt ZIHX|de| MBI}
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. AAMI/ANSI/ISO 17665-1:2006/(R)2013 S+ ISO 17665-1:2006 2t HA7|7| MEGHMS| MY F45HA L.
o FR|O| THSH ALRO| CHME RMIEQUHC B Fa| BX(ol Pt XES EHESAIAIL.
o A& Z 60 £ OfLoll THHEIS AIISHOF BHHs XAl EHE LIRS ALl Z4EO| J|EFILICH Helo| LiE Z2MA HEL
Alzto] B ZBls THHE| ARt AIZRS XIRIE & QALICH

1. XHs MY 2Py 7He
7|7E FHE2IGEAT MM, A= 3 HF X2I5H0F FHLICH MIH 2 3 XA|7|(Prime and Wet)' Tl 7|27t Ot2
Qs A& E|TO AIERFSHOF THLICE A&A(OR)OIM 60 &£ OLHof MM = B MA|7|7t ZHS3HX| o= HLQ, 60
Side OflA MIF| Q| & T2 S ARSHAAIL. 4&AI(OR), Dirty Side & Clean Side OllA] YoiLt= Mx2| THAlQ| THE

[
SEEE FHEHINL.

= Rg YRIst7|
& O|Lfof Dirty
2 g
=

=W of2o|

oRlpage 21)

Dirty Side, Automated

Remove Accessories Clean Side (page 45]

ation

Wipe
Remove Accessories . _
ation Preparation

Wet Prepare Solution

Chemical Pre-Disinfection’
(optional) Prepare for Automated
Cleaning Final Inspection

Transport
Soak

Pack and Sterilize

Rinse

Step3 Wicled
Brush

LSS Wrap or Prepare
Final Rinse

Sterilize
Inspect
Conduct Automated Cleaning

and Disinfection Store

Automated Cleaning

Transfer
1 U PR KOl SIS AP A ARH0| 27 & QIALICE
2 45 MIE 1Py T
7|72 MEEIGIET ME, A5 9 BF H2[5HoF FLICL MH £ U HAIZ((Prime and Wet) TS 7|77t Di2E 212 w(s1)|
QI8 Al TTO| AXISHOF BHLICL A&AIORIOIM 60 & OlLol MMl X9 3 MAIZI7 FH55IX| i 2, 60 £ OlLoll Dirty
Side oM MM R & EHZE AIRSHUAIR. £254(0R), Dirty Side 2! Clean Side Of|A] UojLt= ZHXZ| THA
5252 MRS

OR (page 21)

Dirty Side, Manual Cleaning
(page 35)

OR Preparation

Clean Side (page 45)

Remove Accessories Dirty Side Preparation

Remave Accessories Sterilization Preparation
S Z

=
Final Inspection
Transport
Soak Pack and Sterilize
5
Brush Wrap or Prepare

Ultrasonic Cleaning
BICW I Sterilize

(optional)

Final Rinse

== Thermal Disinfection?

G Transfer

Wipe

Wet Prepare Solution

Chemical Pre-Disinfection’
(optional)

Conduct Cleaning

Step &6
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2 £A(OR)OIM 60 £ O|Utoll HA|Z|7F ZH5 K| o= HQ, 60 2 O|Lholl TIE| AFO|E0M G172 AJEfSHIAIR,
= A7
A golfo| o7l Eo| 7712 WIt £ BERIZ E3 RE EHE
,;:'k_,-”ﬁ,\ HAIALE 2ol KAl HOZE ZIMM BEEX| 915; SLIC,
'Y Aol GIX| DAL
>
4 CHAI(MERALSH SH5F At A= (Chemical Pre-Disinfection)
. QUE BSF X|QPoflA SPD = CSSDOJIA RIS AIXKSI7| HMoil BB AR AELS ARKSHOF SHLICH
- HEQUHION Kol e S A AE $918 U2 28 EE 3 MER J17I5 M2AsHAlL.
AP AS
SISISE FIEAL XIRO| T2t AR ASSHAJAIQ
5 TH| Qtxat7| THE| AO|EE 2&HK(Transport safely to dirty side)
(@ i) oyt
| |' I1712 CIE| AfOIEE QUHBHAIALS.
|

4. C{E| AIO|E(Dirty Side), XH=MIH
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25 A2

A
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12
AN
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EE[ AOIEAIM

* 7|7|(Z|2 ZO| 70cm HE= 27 QIX|)of Gh= CHE 87
* 39 pH- AEZEg 24 §H(pH 7-11
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*SEE Y
e Dl
o THALSH LIQIZ Hi2qA|
o SHHZA(AX HE)
Xz M A=
1A 2432 X|7{(Remove Accessories)
$ 4
ﬁ‘ F-:_QL.—
I°E
H&E HA
N 3 B Mol 25 A 7te 2 USIE E4E2 MARLHIE.
2 Tl o= H|(Prepare Solution)
&0 2k A 52 HSISI0] MA OHo| FH|Qt ALRO| MUSHAE SHE MIEYHMQ| X2E FolsiA Z=45HlAlL.

=N
( QS\ 89l |
| ) 217] MAIE T2 4 Q= FESH 37|19 MESH 87|, A3 £ E9f
ABSHRl Q2 B pH - YR &4 8A (pH 7-11)E
pH7-11 FHIGHIAIL.
e
3 CHA| B2 (Soak)
S
=
[ ) 1o Ci
| | 102 3¢ HHsUIE:
| |
=i B - - XHE
10
7 PP A Qi BY BE PE LECL BA)S T HM HEA
L 1] EAINQ.
e
4 TP A= (Rinse)
202 SBe =
7|17 MEE 20 = o4 T2 2of AFLICt
Xtoj20| HO|X| ot Wintk| & sHZL|Ct
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50 525 W40 &% (Brush under running cold water)
e @ ol HZ MElolM e S2= FollM £H5H|
f@ﬁﬁ ES 77| MHE B2 WYAoM HMoiE 60 E EOF LIUE HAIR
oy
/ B&3| HELIEL
6 CHAl /& 3=Z(Final Rinse)
N O ]
J_: 102 BE= 2
=0l Eolz EE gt MAPEH MZAE T7X] 10 = ol T17]
J'ﬂig HHS YRYAL.
7 THA HAAK(Inspect)
_____;\
f@x\? HOIZ ZAr
\--"—"% BLHZFO 2 THOIE0| QUsX| LHAIG HHE HAASHIAIL. THoiE0]
] e HQ, HH M DHS HHESHIAIL.

8 THAl M AE7|2t &PH| Xz M|IH(Automated Cleaning with Washer Disinfector)
e
o &AEZ B A I SiE Ko Hol| w2t 275 F AlRYE 4~ USHIC
e YAEO HIEA| EN ISO 15883-1:2009+A1:2014 of W2t AaH3H0F FILICE PAE J|FEX| Ol 278k 27t of U2 #He
A0>3000 &£ Q|00 2 UAE J|Z0f| U5t HX| AL HIEA| BIQI5I0] FAFIAAR
o MG Mg Br7| APOIZ MBtE1E EEO|M FOIEAA Q.
al_]
FE‘
= M
| e MIE
_— Mg A= MEGHC| M2 XIES TEMAIL.
QA SRIAOIERE QFHSHH 2BH(Transfer safely to clean side)
f N 24f
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5. HE| ALO|=(Dirty Side), 25 MI%]

CiE| ALo]<,
45 N

E{E| ALO|= 2H|

I

B 3
PIER I 2ok 2|
RS
=y =E

S
a2
3

E{E| AfO|EOiM HSH ARE
ChEo| M2 E ARESH BHAIE XIF0 ChsiM= EHS HOIXIE F
e 717|(Z|A ZO| 70cm L= 27 QIX[)ofl Bh= CHE 87| EEs 4
- 34 pH- oY B4 GAU(EHT-T)
*SEE Y
e gl
o MHRFH LIQIZ HEA|
- Si(X )
- ZQUIE MAE(ME] ALY 2 HEHIE:

- 28Ut /45 13AE/E|E] (48 AE/HR) Ol

- FLI} Fup4: 38kHz Ol4

- Zout MIHE 27 2E X

S 2oHoF BTk

1A 243 X|7{(Remove Accessories)

SIF MHZE 7PgRE] FHO= 2A 25mm(1 Q1K) &

oig

[

o
7t7He
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LLLIT S
e

HAZ XA

% 9 R ol RE TAFR THs U USIg HAES HAYLICL

ES

2 Tl 8o H|(Prepare Solution)
&0 28 & 558 EdIsto] ME 89| FH|QF ALRO| ReiME sl MEYHC X|IF

o

Mo
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_Q_OH le
717 MME HF + s FES I7IQ HES &7 K2 E= Fo
MBSl k2 B pH - R 24 g (pH 712
pH7-11 ZH[GHAIL,
3 A E2(Soak)
D,
( i 0¥ o3
t? |* 10 £ 5ot HHELICH
l )
- - T A=
=10
.,—;— 21717t HA Qs s RE A BECL X)E oF A HFAFA
(S — i '_j HAINQ.
ﬁ:‘,::-&l
45 F(Rinse)
A | 7 <
202 S2= =
| 717] MME 20 = Ol4 B2 2o YZLICt
‘ Zto1E0| HOIX| obg WHIHX| A4 HZLIct
==
50 525 W40 &% (Brush under running cold water)
@ =01 B HECIM £ 2= E0IM S£E5H|
' 0= 717] MHME 32 WaolM XHo{E 60 £ EQF LIUE Ha{AR
E&5| SHELICL
6 Tl (MEHAISHZ ST MI%(Ultrasonic Cleaning)
e
« YR ZQUIEO| FQ FZ0| T5|7| IR IYXIX| GLELICE
e REUIXO| AFRL XM|ZYUX| X|HE MHEAIAL.
« A5 Qo Zd|9} MHE Q7| ol2fet 7|50 BEtE ZLnf MIEZ(oME TQSHK| QkALICt

Q

o 1 =

578 pH- AYZRlg 24 g
Moo ALg, 2F Y LEk

(pH7-11)2 ZBIZLICE
MIE{oh M|EAX| X|E|S MEL|CY,
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j
(f

=
kO "
LAY 71712 £QutEo| SALICH
e
D ;D
: , 5E 20Tt M
(@ ) = 221t MEHES| EH H3H7|ES ArESI0{ Mol 15 & Eob £9Tf
MIZS AIABHLICE

i
[(F—r—3]

[

75 I8 AR £[F 3lZ(Final Rinse with high purity water)
PR EE F 0N E daka ARRO| HFELIEL

A | P A
ﬁ 102 gg%
| Lol Hol= BE Xtoi2nt NE|ZF FHE WK 10 = Ol4t 7|7
| ‘ FHES YA
|
W/

8 THAl AAH(Inspect)

2 HA
=4 YCHPOR TOIZ0| QX LAY RIS HABMIAIR. EoiZo|
QU HQ, HH MH DS HHEEHIAIL.

9 CHA| @A =(Thermal Disinfection)

U S XIGo| Wl et ASSHAIR. AHH2IZ

xH
:
S02 CHHsAlL oF ot
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Mgtz

A

fon=

[m

85C-93°C(185F-199°F)

INET

1-5&8

10 £t 221 A0|E2 QPMSHH| 2HH(Transfer safely to clean side)

=
=
N Ho

gt

|12 22| Alo|ER o|£Fh|ct

[

6.

2l Ao

=2l Ato|E(Clean Side)

Y Z

Crgol MBS AMESH THAE Xl Cistisles CHg HoXIg &HES
e P Erfo], 87| EE o

< (TR X2l HEIE AE)

« 7 W E= 87| e

o STHZA(AX M3F)

FEALL:

B——
o
o

EEHAAIQ.




INTUITIVE

2 CHAl | ZHAH(Final Inspection)

MBELOM Hs: 555807-03
WY B A
H|0|X|: 15 of 21

ToIZ TN
ot 9l TOIZOl USRI Solatr] Ial HAILICE T8Ol 9l
H9. M Tryg arzetiAe

T O
J|710] A4 QDS HARILICH AAMO| OIS S04 CHQD} ZHALICH
- olg % gt folx] opy
- OHDIX| gre BAfe|

—
- ®|O24R| FA
_HAl

T
- B27 g (iU 2%
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= St 7|&(Sterilization Process Parameters)
A%XIE 57| B Eo|Z2(Pre-Vacuum Steam Sterilization Table)
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30-50 &
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U= ARRE _
ZILICH Intuitive Surgical 2| 742 ¢1710]| 20 27| HA & 74X A|ZE2 30 20j|M 50 2 Ato|QJLct
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1. 2z 5 2 755t MEDHS CHHISHO] §H4F XIS FHISHUAIR.
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1 Intuitive Surgical Inc.
(B1=,1266 Kifer Road, Sunnyvale, CA 94086, USA)
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1 Samax Precision, Inc.
(B1=,926 W. Evelyn Avenue Sunnyvale California 94086 USA)

2 Veridiam, Inc.
(B1=£,1717 N. Cuyamaca St. El Cajon, CA 92020, USA)




