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"PHRR TRV EAAER T RBKR BRI BARATARAR
Guidance for Pre-clinical Testing of Diagnostic Ultrasonic Imaging
System and Transducer

107.1.16

[3:9]

1. AR EGRABRSHAFMIEE LSRR BARAARERKEHRRITHRE
ZRB AOLLPBERABFLCETRZBZL BREHBREATHAENEFSAMER
Bl B ARAE R 454~ R BRI R Mt 45 (9 BB AR ATRIB R B AR K
WE) ZFH -

2. ARREERBERTZLETRIE AR ERANA R > FRAEMAER - ARRE
AMEFZRE  FEABKRAE S TR - SRR 222 RN 2 REHRMY
ARl AR p7 7008 B Sh 2 B it AE (S RERATRIRR/REE AR ) BM 0 A RaRlA R
TR -

3. BEARATRIR A HE AT AR (E & RRIR B X616 0 B R 5 R ARAE) ~ Ak~ R
KRB AREE -

4. W BARATRIIAABA B - BARMABH UK KM LA RE > UETAERNAAA
FZRBRIMHE -

5. ERARw AA K ERKFIZLEZ T ERTHASE  ERBBRATHIRSE ok
MRl R R AP S A TR CITH A SR TR FIARAE & > AR AR B SUBK At &
PR A5 IR DR BA T AR ZARIR -

6. kMt A Z B A i EARBA R/ P 2EFERR 2D AFRMA  BiaM R
BRI A A QR R EF R - BAn ke H 38 ARl 308 ik RoAE B SUBK A SR 3R
& SRR k) R AR

7. &R F15F FRAEIT - B ML CRERA - HERITF S RARIRFRITARR -

—~ AEEFAZBHEHFEE(Scope) :
AEAEFANUBETRABITABOERENRDEZ5H » 4R T RSP FHABGLE
#u(Ultrasonic pulsed doppler imaging system) ~ #2 & &% @ & %1% % #t(Ultrasonic Pulsed Echo

Imaging System) 34 R 35 B7 F A8 & ik $% 4% % (3£ 58) (Diagnostic ultrasonic transducer) » A £ # R 8 A
AR F e -

=~ AEAREFABEHRBMZHLBAE AL SRS R KA (regulation number) B F &3]

(Identification) :

1.4 5038 © P1550 A8 5k Ak Ep 4R 3 X %1% & 4 (Ultrasonic pulsed doppler imaging system)

£ BERRGL P HABEAARALES THEAZIH P HRUEAL - SRS T 2B
BHEH RRARZHLEFHABHSN @SN GNREAME @ B EAEHN » o
SR BRETFHRE - BM KUV MRIMABTRE  EFREEXE 4
B A ER 5~ o



2.4 338 1 P1560 A2 % ik B & %1% % #(Ultrasonic Pulsed Echo Imaging System)

G READEVRARR —ETHRARSZ T RUEASBEE  RAZTAKN DHRE
S g BEFTHETAREFS RN G AR EMTIEGREH - 8
M —RAOTNROSWABRTEE  EHRELELR THAMMENY -

3.2 338 1 P1570 2B A3 -5 % 244k 35 (Diagnostic ultrasonic transducer)

E7] LETAAR TR EIAE A b THEE FIREALF TR RETMRERAT TR
BEMAHERZEM  ERANLEARLTABREMHS -

=~ E &M (Product specification)
SERMBA P X BB ARBRRBETAD TG AL
& Ky A(Power Input)
& #3245 (Battery)
A8 ok 4 B R~/ 3 R~ (Dimension)
& & (Weight)
A5 /# 77 3 $5(Operation/Storage environment) : B4% i EGREZ B ERBHIEE SR
A -
6. mf%42 X, (Image mode):4e B mode + M mode ~ Doppler mode % -
7. #4435 (R )M A (Transducer): 4o ¥ SR R (SARFIAT) ~ M@ AT E ~ R AEIFEHE -
8. JEF 3P4k (Application): E4t#H 24 H S EARRFAHLE LB RER » &L~ NBEF -
B A EB A AM N AH - BAE EREEMEERTERAOERN -
9. BRARTE AR EMAGoiEsE ~ MM~ B ARF)RABERERE -

O N

Sl AR S L R BERHE) ¢

1. 4836 % (4E8E) MWLM R+ « & & (Dimension + Weight) ¢ _

2. $EA%/5 47 38 35 (Operation/Storage environment) : B4 4R AE/GE G RILZ B E RAB B E
g -

3. gt X, (Image mode) : 4w B mode ~ M mode #, Doppler mode % o

4. $%35 35 (R 30) M A& (Transducer) 4o ¥ O3B R (RBEIRT) ~ AW E - QBT EE -

5. JEF &Ffi(Application) : B4 H A4 H BB A FERE LB RER » Jo B3~ PEFT @
B o E - BHM A - DA BRAE o ERESAERTEA B -

6. ERARTIEA XA ERACGoIESE ~ BH - S RRF)RERSEAERE -

7. ABATHRZBETRERAL -



W~ MR MR ER & # (Safety and performance data)

R B

A~ BRBI S EATRIR

54 ik

1L EM %2R
(Electrical Safety
test)

ESWPRE 7 - RE - RBREBEREOEAF MRS (&
a‘ﬁ%ﬁ%ﬁkﬁ%) BBIEST i AR AENRHELE R E—
P A E AN REAR - EREHEHE - SR
SR /\ik;i\é%/\ﬁ B AEEREALAT (FEARHH
HE)

REREE AL BRI TR R ARAREL T
FRATREENZEAR - SERFH LB AL T AR EER
) RIAHFRARAEGBETATRETETARREFER)Z
CHEETFE -

IEC 60601-1:2005/Amd

1:2012/Cor 1:2014"
IEC 60601-2-37:2007

/Amd 1:2015"

IEC 60601-1-2:2014"

2.8 w48 Ao AR &, BB s &% B ok
o ‘ ERFRERSETRDPELGTAHI LB EARNE T 150 SH601-LA7T0
(EIECtromagnet]C _:F-#% ’ —E-JF B ’j‘_?bﬁ%@%ﬁé‘]‘?ﬁ%—ﬁ{%ﬁﬁﬁﬁ:#& fi"t L /Amd 1:2015“)
compatibility test) FEREA P ARG AL BEAODTERAKARES S
EEATAEEHAASHRAR - L ERYHE SRS RBREGR
) RJZARBRARAMGYB TR IS BT ABBRBIEE)Z
B A BT o
3B HGREE | R ARBIEHZ A D ARITHREEE LR FDA Guidance (2002) :
(Software BHEF L AT AEILBEFER)  SbERER o FDA Guidance (2005}
e TEC 62304:2006/Amd
Verification and 1_2015(7)

Validation test)

4.4 48 B R ER

ASHEARRENME (WiRH > FREE) FRAABBAG L

I1SO 10993-1:2009®
1SO 10993-4:2017

(Biocompatibility | B P 47 SRBR/SP4E - — AR £ & A8 2 IR TESRANSE34E ¢ 1SO 10993-5:2009 "
1650 1. 4m B, & 1 (Cytotoxicity) IS0 10993-10:2010 "
” 1SO 10993-11:2017"%
2.i8 835 (Sensitization)
3.0 B (Trritation) 2%, & A #3535 (Intracutaneous reactivity)
# B % A8 B 4F 58 (Intravascular ultrasound catheters) » i
B B E TR ER
4. % M 3 1M (Acute Systemic toxicity)
5. f2.3% 48 & M (Hemocompatibility)
5S4k MR kb 045 B 2 M A K & K (Particular requirements for IEC 60601 '2'(;’)7:2007
/Amd 1:2015
Booh et s B the basic safety) p[)n;\ Gidanee™
(Particular 1L SRBA)ZAGEEN—BHRAE—HHEKEAMSIEC

requirements for
Basic Safety and

Performance test)

60601-2-37 Z #.45 -

2.4 45 #2(Thermal index, TI) ~ #4545 #(Mechanical Index, MI) = &3
7~ BEEk 48 454 1EC 60601-2-37 2 #L36 -

3.8 B — #1548 X (Operation mode)32 44 #4.45 2t (Thermal
index, TI) ~ ###% 35 2-(Mechanical Index, M) Z & A4 -




4. & ST EAR Bk 5 2 AT EUR I -

5.5 A Y iF(freeze) B E ik £ > AIABTAMBAME -

o B B8 (Performance test)

1. 438 42 & ik $% 44 35 (4R 38)(Transducer) A& © 4o 7 048 £ (R 54k
AT ~ M AT R - S AR K o

2.8 BB (o SERE ~ BH - OBk MBRE)EREEE -

3.4 A8 5 4§34 B (IR 5R)(Transducer) T AT & ~ W » BAER
REBHERZHF RATAFCHRABTREEFEZELR
LHE °

435 B AR L RARER 0 R RRAT AR A ¢

(1)d74x 3% & (tensile strength)
(2)#L42 3% B (torsional strength)
(3)4% dh 3.8 (deflection)

(4)/ # 77 (buckling force)

BERYFLHARLTABBEWRBA)ASRRARARSBTEE

BT R -

6.3% B #E 2K
(Sterilization
Validation)

FDA Guidance™

o & 3o By B QAR 0 JE 4T3 B % 2 (Sterilization validation) | | R 0 s

#: 4% SAL(Sterility assurance level)/s# 107 o 1SO “(11 3)7-1 :2006/Amd
k2 2% E iy e . 1:2013
—‘-’]‘F‘ﬁ&lﬂé% ? E#ﬁﬁ'jﬁéﬁﬁﬁ_ﬁ‘h.&fﬁé ?J_«f\‘z_};gﬁi L ISO 11137220139

1SO 11137-3:20179
1SO 17665-1:2006""

& Sk B R IR
SHEBZAZE
- @
TARAE(Pyrogen) | do % S0 44 A AR+ JEHIH ba B 1 4 (Bacterial Endotoxins) itk | | e
BB o RRE -

K38 3 Fl ¥ £ % P9 A8 & 3% 4F 58 (Intravascular ultrasound catheters) °

A
1.

£ # Uk (References)

[EC 60601-1:2005/Amd 1:2012/Cor 1:2014 Medical Electrical Equipment - Part 1: General
Requirements for Basic Safety and Essential Performance

IEC 60601-1-2:2014 Medical Electrical Equipment - Part 1-2: General Requirements for Basic
Safety and Essential Performance-Collateral Standard: Electromagnetic Disturbances -
Requirements and Tests

IEC 60601-2-37:2007/Amd 1 2015, Medical electrical equipment - Part 2-37: Particular
requirements for the basic safety and essential performance of ultrasonic medical diagnostic and
monitoring equipment

FDA Guidance:2008 - Information for Manufacturers Seeking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers

General Principles of Software Validation; Final Guidance for Industry and FDA Staff:2002




10.
1.

12.

13.

14.

15.

16.

17:

Guidance for the Content of Premarket Submissions for Software Contained in Medical
Devices:2005

1EC 62304:2006/Amd 1:2015 Medical device Software- Software life Cycle process

ISO 10993-1:2009, Biological Evaluation of Medical Devices Part 1: Evaluation and Testing
within a risk management process '

ISO 10993-4:2017, Biological evaluation of medical devices -- Part 4: Selection of tests for
interactions with blood

ISO 19993-5:2009 Biological Evaluation of Medical Devices Part 5: Tests for in vitro cytotoxicity
1SO 10993-10: 2010 Biological Evaluation of Medical Devices Part 10: Tests for irritation and
skin sensitization

ISO 10993-11:2017 Biological evaluation of medical devices -- Part 11: Tests for systemic
toxicity

ISO11135 :2014 Sterilization of Health Care Products - Ethylene Oxide - Requirements for the
Development, Validation and routine control of a sterilization process for medical devices
ISO11137-1: 2006/Amd 1:2013 Sterilization of Health Care Products - Radiation - Part 1:
Requirements for development, validation and routine control of a sterilization process for medical
devices

ISO 11137-2:2013 Sterilization of health care products -- Radiation -- Part 2: Establishing the

sterilization dose
ISO 11137-3:2017 Sterilization of health care products -- Radiation -- Part 3: Guidance on
dosimetric aspects of development, validation and routine control

ISO 17665-1:2006 Sterilization of health care products - Moist heat - Part 1: Requirements for the

development, validation and routine control of a sterilization process for medical devices.



