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2-1. NUVISION: Johnson&Johnson MedTech #-%7 = 7 %1 b

https://www. jnjmedtech. com/system/files/pdf/224411-220818_NUVISION-Ult
rasound-Catheter_Brochure. pdf (202543 H 5 H}&)

VeriSight: Philips #t 7 = 7¥H A k

https://www. usa. philips. com/healthcare/resources/landing/ice—catheter-
verisight (202543 A 5 H %)

Sularz A, Chavez Ponce A, Al-Abcha A, Simard T, Killu AM, Doshi SK, et al.

2-2.

2-3.
Safety and Feasibility of 3D Intracardiac Echocardiography in Guiding Left
Atrial Appendage Occlusion With WATCHMAN FLX. JACC: Advances. 2025 Feb
1;4(2) :101570.
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2-5. ACUSON SC2000 PRIME Ultrasound System.
Transducer. CIT12993 6466 0119 online pp.11-12.
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2-5. ACUSON SC2000 PRIME Ultrasound System.
Transducer. CIT12993 6466 0119 online pp. 15-16

@G (FEUERY)
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MR D,

[Z% 3Cik]
2-7. %5 528 [A] HEW KRS B #-1-14.9.14 B 9 ~—
2-4. ViewMate™ Z Intracardiac Ultrasound Console
ViewFlex™ Xtra ICE Catheter #/41V) —71L v k

100071831EN Rev A
2-3. MBS TOAGRIRVL
v K[E

AKEEHH 2020F9 H 2 H

PMA/510K/ | K200812

HDE Number | VeriSight Pro Intracardiac Echocardiography (ICE) Catheter

AR ST VeriSight/VeriSight Pro ICE 1 7 —7 /Ui, (Ll M OVK LA D fR5] 521

DS DONE | BRI O 72 O 0N K DML E N O FTEAE, I ONZOENIZ & 5
DT NA ZAD A ZE B E LT\ D, ARSI A DR IRE D B 5 5
TABENE LTHBY, IREORMEZHEIE LD TR,
The VeriSight/VeriSight Pro ICE Catheter is intended for intracardiac
and intra-luminal visualization of cardiac and great vessel anatomy and
physiology as well as visualization of other devices in the heart. The
catheter is intended for imaging guidance only, not treatment delivery,
during cardiac interventional percutaneous procedures.

(%% k]
2-8. FDA Section 510(k) premarket notification: K200812 VeriSight
Intracardiac Echocardiography (ICE) Catheter, and VeriSight Pro
ICE Catheter, p.5

HKERAEH H 2024 4-6 H 28 H

PMA/510K/ | K241540

HDE Number | NUVISION™ Ultrasound Catheter

KR E ATV | NUVISION Ultrasound Catheterid, Uil ONKILAE OfEH 2/, AEFRSRY

LS DONE | T O 72 DI OEN R NI AE N % AT LT 2 728, W ONTR]A R OV NS
DUNERNIZ & DD T S A 2% AT D 7o DI 5, AR IR AL
e O R AR E L TR0 | InEORIEAZ B L Lo b O TIEAR
[
The NUVISION™ Ultrasound Catheter is indicated for intracardiac and
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intra-luminal visualization of cardiac and great vessel anatomy and
physiology as well as visualization of other devices in the heart of adult
and pediatric patients. The catheter is intended for imaging guidance
only, not treatment delivery, during cardiac interventional percutaneous

procedures.

(2% 3CHK]

2-9. FDA Section 510(k) premarket notification: K241540 NUVISION™

Ultrasound Catheter; NUVISION™ NAYV Ultrasound Catheter, p.4

v RN
CE~—74HH |2024%8 H6H
MDR 7GR & 5 MDR 797841 R000
KB EITWD | VeriSight/VeriSight Pro ICE 77— 7 /LDl M ORI O A2/, A4
1 DN BRRRYREA D 72 D O LZEN e MLAE N O ATk, IS DI A v Z —
R g ARRIZEBN T, DIENIZSH DT /314 ZDOREL R T A &
YAEAMELTWD,
The VeriSight/VeriSight Pro ICE catheters are indicated for intracardiac
and intra-luminal visualization and evaluation of cardiac and great
vessel anatomy, and physiology, as well as visualization and guidance of
devices during interventional cardiovascular procedures.
(2% k]
2-10. EU Technical Documentation Assessment Certificate. MDR
797841 R0O00
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3-5. Alkhouli, et al. Multicenter Experience With a Novel Real-Time 3-Dimensional

Intracardiac Echocardiography Catheter to Guide Interventional Cardiac Procedures.
J Am Heart Assoc. 2025;14:e037019. DOI: 10.1161/JAHA. 124. 037019
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