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Marketing Clearance of Diagnostic Ultrasound Systems and

Transducers - Guidance for Industry and Food and Drug

Administration Staff

1.

UEFTARIES AR EXL 2008 FAE ZRTMIES] " Information for
Manufacturers Seeking Marketing Clearance of Diagnostic
Ultrasound Systems and Transducers | °

RETARFESI D - EE FDA AEMNEBEER - st HER " BEKIKE

#H NN BE R (CFR 892.1550) , - "#BEFKEIEFE A4 (CFR

892.1560) ;" 2 B E K g (CFR 892.1570) , n ARk mIER

BESRM - NFrREMETHEEE 510(k) EHEFol R EmMETIENR

xR E NRG - BlolEa% 510(k))EAREEERK:

(1) BERRENEN AZREERHRE ;

(2) ZRBEABNEEPEHTHERERSNEEERAYER ;

(3) EBERBEKRE - NRALRKT D RE 2 TEED - fi
A-mode ~ B-mode - M-mode - Doppler * Speckle-tracking -
Tissue Harmonic Imaging ~ Combination Mode % ;

(4) EBRENBERRE WHEEAEBLHESIZENRARE ;

(5) BERRBEENEMEANZEHBERSE - IARAZBL NIE
FEEE :
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
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https://www.fda.gov/regulatory-information/search-fda-guidance-documents/marketing-clearance-diagnostic-ultrasound-systems-and-transducers
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e Centerfrequency : 1-20MHz

» Peak rarefactional pressure : 0-7MPa

*  Number of Cycles in Pulse : 1-100
(UEIRPRHI A BAREETE MENEBE R CW Doppler k#R
158188 coded excitation 1)

» Pulse repetition frequency (PRF) : 100Hz-20KHz

(6) BERBEBHIENR - A% RN ABE KIS ELMIEMEL
HUNELETEGREINETEER ;

(7) BERBRENER  WRFUEN D - RIS R TTE
#HnBEBRMEA - MBRR 7 5148 (radio frequency)&H 5k 89 & 3E
o B EE S AN RZ 0 ERR - SUEEAREAEZINE
BARREENRGEER ;

(8) BENREBMASRELXFIWERER - So8ENTINEEA ;

(9) BEREBRFNRERERBLHERZE/IE5IBTEE ;

(10) St REEASANBE RERS - ARECHEEENEZEM
EHER

3. B FDA st¥HR2 U HBE K2R BERRN S10(EREGCEX - 1)
MFFERI RIS IHEINE S - REMoIEMEMNBE KWL EE
a6 FDA st AR RAS UG ENEARETrack 1) - SR HE
M S EE R LB RE2(Output Display Standard) 2 2 38 S 4
(Track 3) - BERRERZE MEBEKERRE - R 7RARKBREOVEERE
ENEEREM OB Track 1 ZHRKE - HERAAWNEMBELARTS
Track 3 W9 ETHESK -

4. =B FDA FRESIPRINBE R EBARZEER IEC
60601-2-37 ; #iUE KR EMERVRIEIZE - RIESRER IEC 62359 -
EARIRIESIBFTAME -

5. #hR¥ESID - #H¥ 510(k)AY EHEKEARIARIESIABAEE - BXSHIE
TEIER -

(1) 7 Indication for Use &7 - M AR SERIFENTER SRR ;

(2) EEStENMERS - =B FDA EEMAB—RZET BT R BRI
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3)

(4)

(5)

(6)
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MDA

</lt;f>)A

TFDAE#H) = 1..295‘63&?1?
BRRLEE
B2 4R (Level of Concern)BR P& A (moderate) - FEAXIESE

Bl FDA A SR ERESHERIE S TR HABRA S - thSh - BEEMININA

KIREmBHREABLEHEER ;

SRR EBE KB RSB A LG T RERNERRS - 88

1T = INEERURI(Transducer element check) - BIFSF IR ZE

METEBEENEmER M LIRERER - S5 ERZREERNIN

Aetanfl ;

RBE R RERARERD - BN Trackl B MBS

B 5% 15 (transcranial Doppler) - BERBE ZRE0 - BIAFLEIR

Peripheral Vessel 2RI 1TEIE -

RIERERS - 2B FDA EXEEMVBIRHBBAH S EE KRE

[ERERANBRFRERMEZHERBERN -

EARBE LMZBERBESTIERARMNERRR  RIRBE

RE ST 510(k) EhERER - EEFETHBES - =E FDA
BRSO S BEE] FDA #1T pre-submission 513 ©
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