1 A

= 1R AF IR
2] A

1

T E EE RIVA2ZETIRIF

RXF ELTREDERNELE
W B P ERBIOSEIA28E

X F

08

A

E=
R

N

a
H

g

—

A

?I?, : FDA % = % 1041609395%%
B M A F AR A ES R AT R R AL R Iy

DonagTE B A 54 FAT R e R AT B AR A o
AT R H 16544 -

FI ¢

songTE TRA S FMRBERAT A REARE | oM
o ULBREAESABRRTEERAB AN EHRZ S
£ o

CARZBHEARBSHK BT MMEY (www.fda.gov.tw) Z %
ERERSHERLER

LERBEBEARBHILRAENE  PHERBABEASHMERELT2AMS
G LB BRBRBHPERNENCHMA S ETREERSHBERELXG M
T REEHBLERAELAE S FPTEAESMBERELNG - HUILKREREHM
MERELNE EAE2TEREHBERELNS £ TERSHBEREL
T 5B BERS #a‘ffﬁ?ﬂ#f’\@ SETREEEMBERE LT - SHEE
TEGAEHBERELEG HETRTFIERELE s EEATKE
ENEG ST ERHERELNEG - 2L TREWERNELS - HEAKRKSEH

¥REN®  E2FTRENENELNG BHTREFERNX2E 6841
HOHEREANEHA G ST b oHERELG ML TRAETHER

F—R (£=R)



YA B THEOMERNLELNAG ST OBPERELNG - 6T HE
HOBERENE - shTREOHERNELNS SR EH BT ERER
G SHTHENOHERENS  SBhEloBERENE 6T LER
TRAEEMEEG SATHEMNEHNE  EHLERFR - SLTABIH
S MEEARBRL SR  MEEAREIERBEREF O MEBEEAL
EREMREERARMER P MEAEALB I EAREET O MBXA
LETTHHBTC  HMALILAGI LR ENE HETLHETHES
HIMLILAGCETES SHERRBZENEG - FEEAMABERBE
LEAHBEMAKERGET SHAMAEALEBEREWE  FTEREBADMBEIE

#—_H (#=87)



B R &HA T HERATAIREAR
Pre-clinical Testing Guidance for Electrosurgical Devices for General Surgery
1054 18 004

(9]
1$ﬁﬁ%$%&#%$%ﬁ&ﬁ%ﬂéw§%%@ﬁ ERARATAIRBAR I R A RATR B R
*@A EARBBREAGENZZR BASHERECLTFENRAFSAMER - Rﬁﬂ%ﬁﬁ?é
SR ﬁ?&*ﬁﬁ%k&mﬁ%ﬂ?ﬁ(A%Rwﬂﬁkﬁmﬁﬁ%#)zﬁﬂ
l$&ﬁ%ﬁ&ﬁﬁ 2 5E TG EARERBNAR  EREMKRER  ARFAARER
2 BB ARRRE S TR - ARG IR AN B RAHRMERRAIARAT]H B
P2 BRI (S EEARRT R A/ REE R RS ) T AARAARE AL EAN -
3Lﬁmﬂﬁaﬂﬁ@ﬁﬁ%ﬁ%ﬁ%ﬂ%ﬁEzA%%@&ﬁﬁmKﬁ)ﬁ% B AR ER AR BAR

BRALRE -
440 $ B BT RFAIRA B 0 BARMA MR R A2 RAERSE  NETEENAAHEZES
B ke o

5.4 R ABRARERRFZEEFERTAASE  HEHUEMATHERE  pRRAKE
FARF|SEF R CTA RS B RD TR AL ARSI OB KA M SR SR E SO 3T
ERAEZARE -

6. W& ME R R R B BARREERT|EFFEFRE ﬁmﬁéﬂﬁ% JE M Bt B 3 R o
EEE QAR EERM 0 BN SRR R RS M U R AR A RS ARAZRRAS
B X2 AR - '

Tho R P SEERAEIT - BLREECRERRK » B RF 4 BMIRAEEETRAR

—. AR & E R #E(Scope) |
AEABHGAANIE R LR ENAEME  AFAZRTRBRFAKREN Lo BH L RESFHENHA
BESEeHTAMAL AFELLAREREEARN -

=. Zf&ﬁ.f%i@% B2k 5o 4 4 B4 #4485 9B (regulation number) & 48 %] (Identification) :
& B3R 1 14400 2 Bk A E 7 R H i+ Electrosurgical cutting and coagulation device and accessories

ﬁ% B g Bk A EAREMMY > 2F A &4 %/)iLM%iﬁi&&%ﬂ%J o b Bt e

= E 4l B M - (Product description and specification)
1. & 77 4% (Electrosurgical Units):
a. PR wEEREECBEARS MRREMSFEEEA -
b, AHBE B egdEE Rk E EE - g EMALAYEREL -
2. T ¥pdett(Active accessory) | B4t he 2B EAR(EMETAE) > Fin > T - EHEAE 0 WRAEHR - RTE
MEFHE(EERMEEm ROERLB%RE)-
3. P4 E4E(Neutral electrodes) @ 2, 2 4% # € 45 (Grounding Pad) ~ 1@ % E4%(Return Pad) » A R-F ~ &~ £
MRS AREEM TN
4. Huwth: G45doliR P RAS BELS.. . F BRASEAF2ZAE - RAE - #\ﬁﬂﬁiﬂ% Basr
NF -

9.5 4t B o BE 4 345 Bk (Safety and performance data)
E 8 A~ B KB/ RATRR % # F ik

ASHWE B RE KBS ERENER FMHESE (B8
TR AR B ) RESE  wAABEATHNREETTE  HE - E|IEC60601-1 2005
(Electrlcal Safety test) fEMEM R BB E e B EERE 0 & SRG R A[IEC60601-2-22009)%
SEBAE B REABRBYEL AT (BPEAERHOBE)-

2. % s AR AR EHARAFHTRELEKLERFALAARBEAA MES TaT e 0diL2 5 B
(Electromagnetic :}"ﬁ BEF ’}f‘?“ ;‘.. yl\ B‘ %m ‘:F-:}'iéﬁ ﬂ M {% %ﬁﬁ‘ﬁ‘$ f‘l:-ﬂb 9 ; IEC 60601:1:2(2007)3”
compatibility test)

. ;Ert ﬁ] ‘é}}:%ﬂﬁlﬁﬁ %I.I —Z_)i ;é‘ ? ?;E ig’lﬁ— ﬁ%&ég i'i%"t'glﬁ 2 [EC 623042006(4]
3. ok 23S (Software FDA Guidance(2002)®

Validation test) FDA Guidance(2005)®




4. 4 448 BHERR (1) #mh0#4 (Cytotoxicity) 1SO 10993-1(2009)”
(Biocompatibility test) (2) iB#L 5 (Sensitization) _ ISO 10993-10(2010)”

T3 %"Fél Aﬂ/\ﬁ%%&ﬁﬁz_# VIEREAT T 7 A A8 B

ISO 10993-5(2009)%

(3) kR A ® R sk (Tritation / Intracutaneous reactivity)

4 i (Sterility) # 4 SAL(Sterility assurance level)- [ # 107 » 1SO 11137-1(2006)"?

0L 6 R B A B 4T % 2 % 24 (Sterilization validation) |ISO 17665-1(2006)"”
A LR CEHEE ﬁi/ﬁlﬁﬂ"ﬁi[ﬁﬂg&x ( ) 1SO 11135-1(2007)

1SO 11137-2(2013)"™
1SO 11137-3(2006)™

6.5 5 22 (Reprocessing)

ho B 5L A4 AT AR JE AT B R A0S H R

FDA Guid 2015)1
KA A ﬁﬁ'ﬁﬁ-fﬁz_ﬁ‘iﬁ&% FE A o R )

7.# J& (Pyrogen)

o 8 B B 45 & & A & 2R (non-pyrogenic) » J& AT R A I 4F -

i g i
ﬁﬁf{%" & BH IR E

8.oh fe A 3By

Perf test) a mAEIE . _ IEC 60601-2-18 (2009)'
(Performance tes FERAE SRR S B AN R R R AR - (Fz[(’]*l\;)%{%ﬂ Chuimance

(1) HBEAER HABHIMEES  ERELBRLSE ﬂTZ?ﬁ
Mg~ R AE-IHBER-ERAEE  REREEETH

UEREBRRWESE  EREEHFN—F £288 ﬁké
T evem s FHE -

(2)  EHydeth- Bt A Rl % F R (Drop test) ~ 1% 1R
(Bending force test) ~ #i & 7 8] 3, (Grasping force) °

(3) THEE HAFPHESE > B A A(Thermal
performance) ~ 4% /% f2. 47 (Contact impedance) » ?& fif 3K B (Adhesion
testing) ©

() Hea#Rmt: £¥H0ELasteat i B
BRI R > UBREHES F SR Ak Ao -

(5) Z&%BE: BT SEaMtRR A et RestEemns—8

LAMRIRA L B T ATEE S 4 %AREH! s eyl

b. A 5% H & R(CQM):
CTHHTEREEETEANS FTHER L IR 48 B A58
B SABRIEEAR 5 BT A K o

c. EEMA/E :
HPLEMERA RS/ NRENERARMGES B Efoia
M4 £ B8 B BE 2 B a8 A T4 - shot - B BE BE AR &5/ P AR AR
B Lz Eie T 44 IEC 60601-2-18 42 % -

(6) ZENABHREN HERATHRTEHEREE > ABEETH

RE
Eh=fmun “E(ﬁBHT‘ AR =R SER . -B1 8¢ - |
a%i&ﬁﬁ;A=Aw&ﬁ§ﬁ¢\¢é BEABHEEET
WAT o BEATAT M AR - RBEHELESRE ~ RMEE
ERERE ~ B A SR

F.58# gk (References)

IEC 60601-1 Medical Electrical Equipment - Part 1: General Requirements for Safety and Essential Performance. (2005)
IEC 60601-2-2 Medical electrical equipment - Part 2-2: Particular requirements for the safety of high frequency surgical

equipment.(2009)

[EC 60601-1-2 Medical Electrical Equipment - Part 1: General Requirements for Safety; Electromagnetic Compatibility

- Requirements and Tests. (2007)

IEC 62304 Medical device software — Software life cycle processes. (2006)

General Principles of Software Validation; Final Guidance for Industry and FDA Staff. (2002)

Guidance for the Content of Premarket Submissions for Software Contained in Medical Devices. (2005)

ISO 10993-1 Biological evaluation of medical devices - Part 1: Evaluatlon and Testing within a Risk Management
Process. (2009)

ISO 10993-5 Biological evaluation of medical devices - Part 5: Tests for in vitro cytotoxicity. (2009)

ISO 10993-10 Biological evaluation of medical devices - Part 10: Tests for irritation and skin sensitization. (2010)

ISO 17665-1 Sterilization of health care products - Moist heat - Part 1: Requirements for the development, validation and
routine control of a sterilization process for medical devices. (2006)

ISO 11135-1 Sterilization of health care products - Ethylene oxide - Part 1: Requirements for development, validation
and routine control of a sterilization process for medical devices. (2007)

‘ISO 11137-1 Sterilization of health care products - Radiation - Part 1: Requirements for development, validation and
routine control of a sterilization process for medical devices. (2006)



13.
14.
15.
16.

17.

ISO 11137-2 Sterilization of health care products - Radiation - Part 2: Establishing the sterilization dose. (2013)
ISO 11137-3 Sterilization of health care products - Radiation - Part 3: Guidance on dosimetric aspects. (2006)

FDA Guidance: Reprocessing Medical Devices in Health Care Settings: Validation Methods and Labeling. (2015)
IEC 60601-2-18 Medical electrical equipment - Part 2-18: Particular requirements for the basic safety and essential
performance of endoscopic equipment. (2009)

FDA Draft Guidance: Premarket Notification [510(k)] Submissions for Electrosurgical Devices for General Surgery.
(2014)



