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HEm) R ERBE,. &) X7 ERBBONE
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FEm Y A7 #8388 Nonsignificant Risk Devices
fif PR £V Caries Removal Solution
AP P XD  HEBICERAT A0 ED MBS LOZIRBP2 27 FLr X
DOFEFREE LIz W TRERMIZEDN TV A b0, £-RIBRTOERICEVT—BNICELT
HHLBHEINTVWDHO (F : BRA/ FRliK)
Contact Lens Solutions intended for use directly in the eye (e.g., lubricating/rewetting
solutions) using active ingredients or preservation systems with a history of prior
ophthalmic/contact lens use or generally recognized as safe for ophthalmic use
R LR, WRBONKE F-3FOHBR
Conventional Gastroenterology and Urology Endoscopes and/or Accessories
PERB —BRPETORRE (RWERAICHEDAETNZE T L EHRD)
Conventional General Hospital Catheters (long-term percutaneous, implanted, subcutaneous
and intravascular)
TERTUIEDAAXOME T 7 A% A (VAD)
Conventional Implantable Vascular Access Devices (Ports)
TERTUMEHESE, sV FARa—T LT EEE
Conventional Laparoscopes, Culdoscopes, and Hysteroscopes
AEREDOILZ 7 Py Xl BREHEERT DO O TR BEEL L X7 M&
(Bl - geipdl, BEA. VR, RIEFEK)
Daily Wear Contact Lenses and Associated Lens Care Products not intended for use directly
in the eye (e.g., cleaners; disinfecting, rinsing and storage solutions)
TERDMERT ¥ A  THEON-WB I, BEiH, 2» b0
Dental Filling Materials, Cushions or Pads made from traditional materials and designs
wWX > b LMER
Denture Repair Kits and Realigners
FTIOINTETTT7 4— (LB XBRREE)
Digital Mammography
g iesR (EEG) (fil - BBl ieeRk, o007 T3k, i B R B2 W hiE ) JHERE OO 5 LS SRRSO h 1o &
52 WEE ILHEEOE X O FH)
Electroencephalography (e.g., new recording and analysis methods, enhanced diagnostic
capabilities, measuring depth of anesthesia if anesthetic administration is not based on device
output)
AV RY) YRICAABESR =X

Extemally Wom Monitors for Insulin Reactions
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B AERFF BB SRR AR R R

Functional Non-Invasive Electrical Neuromuscular Stimulators

—RERE A T —F

General Biliary Catheters

W (28 AULT) ERODO—BMBRENT—FTN f: 75—V —hF —FARLEH T
—T )

General Urological Catheters (e.g., Foley and diagnostic catheters) for short term use (< 28
days)

HRDI=DDEHEE=F—

Jaundice Monitors for Infants

SRR DT D DR A L —H —

Low Power Lasers for treatment of pain

FDA #8E &P T © MRI

Magnetic Resonance Imaging (MRI) Devices within FDA specified parameters
FEOA A—THA FFEH (EeFHEFH)

Manual Image Guided Surgery

ABRAAY F (@, R Lv—3a RBE)

Menstrual Pads (Cotton or Rayon, only)

ABRZ R (B, £z r—3 VIRE)

Menstrual Tampons (Cotton or Rayon, only)

FEHELARIE R RO R

Nonimplantable Electrical Incontinence Devices

R A L R0 0D FESRIA R B8 M A AR B3 BN B

Nonimplantable Male Reproductive Aids with no components that enter the vagina
FDA EBRHFNTOERARZEH O =D OBE K

Ob/Gyn Diagnostic Ultrasound within FDA approved parameters
BOWE/NEZBREET (ALTHREE)

Partial Ossicular Replacement Prosthesis (PORP)

EENENERRBE (ANLTREET)

Total Ossicular Replacement Prosthesis (TORP)

R IaH B ) TOREARME PR ETMNE (TENS) (R LIEXR)
Transcutaneous Electric Nerve Stimulation (TENS) Devices for treatment of pain (except for
chest pain/angina)

RiEAT > b

Ureteral Stents
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® 14 HUTOREHASFER

Urethral Occlusion Device for less than 14 days
® RItEIEmERE kAR < RN BROBRTHITS, b LLE#EBT A TFEDS 2
77T 4 7B EAH & KIEH)

Wound Dressings, excluding absorbable hemostatic devices and dressings (also excluding

Interactive Wound and Bum Dressings that aid or are intended to aid in the healing process)

B. @ U A 73 Significant Risk Devices

1, —fEH/G#  General Medical Use

O —BFERETERTEHT—TN —BREOCRMERNLE CEDAERER T, WEN7—
TNEEL
Catheters for General Hospital Use - except for conventional long-term percutaneous,
implanted, subcutaneous and intravascular

@ FHAEER. BRAR. BEAH, RREH, EROARCERTSEHO2T— 4 Bl
Collagen Implant Material for use in ear, nose and throat, orthopedics, plastic surgery,
urological and dental applications

@ kR4 ZERIFTEI FHHAL—F—2 2
Surgical Lasers for use in various medical specialties

@ FEEREEARL. (SRR IRE EERSR, DA TERT A R0 OMERESH
Tissue Adhesives for use in neurosurgery, gastroenterology, ophthalmology, general and
plastic surgery, and cardiology

2, ¥ Anesthesiology
O FRTRARESH
Breathing Gas Mixers
@ &KBEXFa—7
Bronchial Tubes
@ ERUFELER
Electroanesthesia Apparatus
@ EBA LT T—T
Epidural and Spinal Catheters
® ®ERN L RS
Epidural and Spinal Needles
® fEPAsE
Esophageal Obturators
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R LR O D A ABE

Gas Machines for anesthesia or analgesia

150BPM LA b BB A TRE 25

High Frequency Ventilators greater than 150 BPM
AR T

Rebreathing Devices

AT L HLVET L ORGER

Respiratory Ventilators and new modes of ventilation
[EF2—7

Tracheal Tubes

. i E%  Cardiovascular

IR 7

Annuloplasty Rings

KEOHR & @RS T —T 1

Aortic and Mitral Valvuloplasty Catheters

iR FE e TR 27

Arterial Embolization Devices

T 7 a—5hLnegERE L T —T

Atherectomy and Thrombectomy Catheters

DEIEEER : AL, VAD (LEHBIA TL8) . ABP(KBINRA/ S — 2 o 7)., DiRFRHT
B

Cardiac Assist Devices: artificial hearts, ventricular assist devices, intra-aortic balloon

pumps, cardiomyoplasty devices

DB SA S ZSEE 0 ATODM, DM, R 7, @R, EEE (272 1000 F
WS EDEL), BZWE HEX), 37T/ I=a—L & BRZ4NE— 22
Cardiac Bypass Devices: oxygenators, cardiopulmonary blood pumps, axial flow pumps,
closed chest devices (except Class | cardiovascular surgical instruments), heat exchangers,
catheters/cannulae, tubing, arterial filters, reservoirs

Ly BT v—vay (KR hF—Fr

Cardiac Mapping and Ablation Catheters

DA — A A —H— /R 2R4ER (PG) ; HEARE., REAOREAEDIAZRD
Cardiac Pacemaker/Pulse Generators: antitachycardia, esophageal, external transcutaneous,
implantable

CPR (Lfh&siik) i

Cardiopulmonary Resuscitation (CPR) Devices



DRMAERNT M F— (KERVC 7 4 L5 —)
Cardiovascular Intravascular (vena cava) Filters
7L M U P e

Coronary Artery Retroperfusion Systems

ER G $EiguE

Distal Embolic Protection Devices

{EA D o F—r N — g VR
Extracorporeal Counterpuisation Devices
MR THt (ECMO)

Extracorporeal Membrane Oxygenators (ECMO)
50 3A 7 RO BRERAIEY 27 BRAEh 3%
Implantable Cardioverters/Defibrillators

AP/ NEIR GEER) Sk
Intravascular Brachytherapy Devices
MENZT b

Intravascular Stents

L —F— i RN 7 — T

Laser Angioplasty Catheters

W25 ORAF /W LA

Organ Storage/Transport Units

AR R — U B

Pacing Leads

I GRIRE R EHS

Percutaneous Conduction Tissue Ablation Electrodes

FEAREENLERER (PTA) A7—Fv
Percutaneous Transluminal Angioplasty Catheters
A= 8 £

Replacement Heart Valves

BIARTEE 1

OB & LEFRAE, IRMIMEE (PFO). BIREBATEAE (PDA) AOLEREH 7 —F L
Transcatheter Cardiac Occluders for atrial and ventricular septal defects, patent foramen

ovale and patent ductus arteriosus
HE B2 AL 1 17 7 R AT 2 it

Transmyocardial Revascularization, Percutaneous Myocardial Revascularization Devices

BERMERR D T—F 1
Ultrasonic Angioplasty Catheters



