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R&D guidelines for cleaning process of robotic surgical instruments
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3.1.

%% (cleaning)

BAZNRMIZEKITTESRREFET. HAWI. ERTHFERICET H2FE T, XM SEEYE
BrETHIE

(K ERRGICET5RERIEDHARS12 2021)

3.2.

ARy FFHFEEE (robotic surgical instrument)

AR EF MR I CEESNTEASNSCEEZERT HFiizRE
BE 1. AVRYNAVM ARG WAV T —L) EREN D ENH B,
B%E 2: AAARFAUTERRELZRHRELLEL,

3.3.

ARy FZIEFHBES (robotically assisted surgical device)
EREFO— ML FMARRYEFR 1=V E T M

2% 1. FHAOKRIMFEHRLIZVrO—RMBFERT. [HEE . R, UIMFOBRBICHTHNELA
TEREDEFEFET. FMXEEEZLVS ER THAVIARFETOFMHTRASNS, HES AT LA
FAVE1—EEMIEINTHEY  BE . HEAIVY—IL. BEREAOT—LED—EDIRTLMS
BREND, HEEDIIFRMMZFELLTANSEZEELH D, 1SN TS,

% 2: |IEC 80601-2-77:2019 Tl robotically assisted surgical equipment (RASE). FDA (& robotically
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2avaAZybD— A MERFDOMEB(CH RASE [LERH T HMEBENEET 5. ThLFRRFEFiTExt
RELTWEWN =D, KAARSAOTRIFHAORYMFHIZ YIS T HEBZOHEHRD,

3.4.
IRILF—T/3L R (energy device)

SRR BER L—Y— /0 RE, EFTRLF—LNOIRILF—ZE(TERSELF
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3.5.

F7a+ER7 3 HILX (process chemicals)

HEOFEANEICHERAT %R HBE. RNF, REEEH. PHEEERHZOER DRI,

(K ERBSICEITORERIEDH 51 2021)
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3.6.
& 77 21— (product family)

BELBEITOLIAOBEMICHLT. AETHLHEHIFHIN-ELOREEZEORA)DEFY &
BI7I—IER—DTA LR EHTEELENAIEETHS, ME. IR FLEEZOHHICE
DNWTHERI7IV—ZEET AN, MR LTI ARHELCH AL H LD TRERTEEICLD
BRI EERICE ICTENBETH S,

(HE EERBICBTARERIEDAIETA 2021, —HOHAEZEZER)

3.7.

AL —8GE (master product)

TOERAMNERESYITHKEELTWA I LEMRTHIEEBMELE-RATFI) -2 RETHE
fho I/ EB/RAICBVTE, MREI7I)—DOHTRLAR/ES/RENESLERZEIET,

(K ERBSICEITORERIEDH 512 2021)

RKIA RS54 OTHERAT HIEE

CSSD: central sterile supply department: & #5458

PQ: performance qualification: )1 EEEE 14 FEE

QMS: quality management system: BEY R A PR T L
RMD: reusable medical device: B {# A Al REEE 44 a3

WD: washer-disinfector: 4 Y& ¥—T A4 RA T3 —
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ZI2B L TERERICHRIREH®T 2.

NDDFHO—EE, VRIIRDAV DL EITEET b, TORITREFINEFEHEIZDON
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b, FNIZHE=Y . JIST14971 MBE C DR C1-N\HF— FDfl, RC2-BZRUVEABDIKRD
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oI, BAREDHRBICEVWTENBOEEEZERFTRERTELRLLIZHLERET S,

5.5. YR&ay O—)LFEBEOEIR

JIST 14971 MR EER 7.1 TRV, VRV EZBAELLANILETERBT H-OD#EYL) XY
AV FA—ILFERERETDHICHEZY ., ROEBERIBELICE->T, —DUEOURSa2 bE—)L
FERERWS,

a) AEMICRELBEHRURE
b) EMBBEAXIRETOLRISETRETH
0 R2CHTHER. RUEILHE. 1—F—FL—=1Y
ZZT.
Q)R [$ b) IR LI=IBA. IS0 15883-5 ISH T, HAFHEA DR LI ERIT 5 EHLE
LU BRI,
- BRAHRRUERER.
- RBROBRMOBIE,
- AEEE
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6.1. W=
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B#EHATHOTHNIEL. FMICEHLLIERMN - MEMGHEESEICMR T, &% - BEEICOW
THRIATIDENH D, WERFTFERIVLGCLL 1 DULOZUMAERIN-BELEF
IEZRH LR FhiEAR 540y (ISO 17664-1:2021 6.2.1 18) , DR LYMEHERIC (X% ETMAER
DLERAARTHD, AETIE., REHARBIZETE5TR YA IILEFRAWN RS TMERER & SRR
KRZBHELFHETRESEENOKREFERRICH 1T, TOAEPLEZA. TLTEET
RERFICODVTREERT S, GH. CO—EDRFFMFIBICONTIE, BERFTEED QMS
[CEDVWTHERT HRENH D,

AR EBRFERBRITOrILOFZEMESE D ITTFRT,

6.2. B LI-BENEGZORZIMHR & L TT S EH MR

FFELEEETOCRORYMZRERE T HHELE LT, — KIS, TR MVCIILTERY FFAi
HREEZHFRIETHREL. TORBEZATT IRFTMAENALOND, TORBRERMET
5HEEDBERICOVNTERT 5,

a. TARYAMILDEE

BIEERSEER (. S MARBRICAVS TR YA IILOEERIEREILT S, 1SO 15883-5:2021
Annex A 12, RMD D& FFHMEICHERT ARKRMLET X P VYL IILDOFINEHEINTINS, Ch b
TAMYAILIE, EREOBKFERARICELS S, NMR—F0F/ R—FFRBICLHBEMS
BRBEREREL TGV EITTEENDETH D, &oT. BERERATHET HENICTDONT
X, VRIIRDADVPERBLELETREICIEL., ZSE 7O XOZLMEREZ SIS, AR
LIz TO e RADEEERBNIZOVTIHLEMTHD L EREIT S (6388R) .

b. HERMRHMDEE

RERFTEERIT. BAOEE - #ie - KEIEHNS T 73 —508ZTL, FOT773)—0HF
TRETREOHEYE (RRA2—8 &) (26 L TSl %175 (SO 17664-1:2021 43 18,
[EERRBICET2RERIEOHA K542 20211 S8) .

1 EDHRERICANWDRBOARIBIZDOLWTIX, —BMICIEZ3ARULTHSIHH., TOERKOHEBETE
TRETDHTEDNTDETELEEET I LELNH D, £, HEBOI V22— 3VITLb
EERBRADTEZRIIL. VETHNITFINEZIT>TEOEEZHRKR L%, HERICHAWL
b,

c. FHEAE
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ERIFRIC, UROIADAD D TOEREZEHL-LETEDRE EZYHEIZOVNTHRE.,
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TW3, &2 T, ZOMELI LHRMYPOMERINABET S, XITIFERRICKY TOwRY

SHILXDEREBL., TEERELERELABEELDAREENZZOND, £2T. TAMYAIL

EMESETICEET AR AT« Tar FO—ILEZHBRICHAAT E LW, T, VIHIDFL

EXEHETEED. TAMNIAILENBESETEEET ICHHEEEZTS. RPToTJar k0

—I)LEBRMY AND E LKLY,

e. HoFYv4yg

- HUTLUA0CULEDKIZRET SE. BELTWEEZ VNS ENBREMSE L, BUNHEEH
[ZHBEESNTND=5H, 60°CULLEDEETIEORKESIIEZEALAL, WD OREER
FEEEANKEL, ASTMAREO IO SLEBELTEBIENEELLY,

- AFREHEEEFTHECOROBREDER EEBYDEREL =0, ERFESED
M. SCRETHIET Do

- RHEEGRTHHH. HBRAE L TEYNGEERETEET 5.
f. HERE

RERFTEEE, VRIIRZDADMOTOEREZERE LI LT, BERERBOEESEN S
ABERICOWTIRAZHEILT 5. HMT77I)—BIC3EULERT S5O0 —KRHITHS,

9. BRBYOEE

- AEIZDLTIE, 1SO 15883-5:2021 R U TEERBIZHITHBERIEDHA K54 >
2021)] #S8R9 5,

- ERFEOZUMEEDRT HILEND D
- HAERIELISO 17025 REZHR T 2ABRMBETITS Lk,
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fAEEZRE LTS, RBRBIIEEIZIXERESROKSETMEAZDRETIIEVA, WD Z2H
W-EEEFORFAEDFHE AL LN TS, tICERRFEL SRS AENFEL
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2022 £ 1 AFETICERATRASAO0/KR Y FFfiRRE. 24 mEFEET S 202251 AR
) o NYBILY—F—FD—EDIRILF—TNARZRE, EREBI SADEILLLT
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