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- Dental filling materials, cushions or pads made from traditional
materials and design

- Denture repair kits and re-aligners

Externally worn monitor for insulin reactions

Transcutaneous jaundice monitor for infants

Magnetic Resonance Imaging (MRI) devices within specified
physical parameters

- Menstrual pads

- Menstrual tampons of “old” materials (used prior to May 28,
1976)

- Non-implantable male reproductive aids

- Obstetric/gynecologic diagnostic ultrasound (within specified
parameters)

- Transcutaneous Electric Nerve Stimulation (TENS) Devices for
treatment of pain

- Wound dressings, excluding absorbable hemostatic devices and

dressings
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f’)’)’)&l!ﬁlt’/\ﬁl’m

(Sienificant Risk

Device, SR)
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inSaeiianialy

- General - long-term percutaneous, implanted, subcutaneous
and intravascular

- Cardiology — diagnostic, treatment, transluminal coronary
angioplasty, intra-aorticballoon with control system

- Gastroenterology and Urology — biliary and urologic

- Neurology — cerebrovascular, occlusion balloon

- Collagen Implant Material for use in ear, nose and throat,
orthopedics and plasticsurgery

- Lasers for use in Ob/Gyn, cardiology, gastro-enterology, urology,
pulmonary, ophthalmology and neurology

- Tissue adhesives for use in neurology, gastro-enterology,
ophthalmology, general and plastic surgery, and cardiology
in3aeilon193dydline

- Respiratory ventilators

- Electro-anesthesia apparatus

- Gas machines for anesthesia or analgesia

- High frequency jet ventilators greater than 150 BPM
inSesiiomsialauasaanidon

- Arterial embolization device

- Artificial heart, permanent implant and short term use

- Cardiac bypass systems: oxygenator, cardiopulmonary blood
pump, ventricular assist devices

- Cardiac pacemaker/pulse generator: implantable, external
transcutaneous, antitachycardia, esophageal

- Cardiovascular/Intravascular filters

- Coronary artery retroperfusion system

- DC-defibrillators

Implantable cardioverters

Laser coronary angioplasty device

Pacemaker programmer
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in3aedlon1aviuansss

- Endosseous Implant

inaeidonrelan Aa urdnine

- Cochlear implant / Total ossicular prosthesis replacement
inSoedlonessuunaauamsuaTnIAullaa22

- Anastomosis device

- Endoscope and/or accessories

- Extracorporeal hyperthermia system

- Extrocorporeal photophersis system

- Extracorporeal shock-wave lithotriptor

- Kidney perfusion system

- Mechanical/hydraulic impotence and incontinence devices
- Implantable penile prosthesis

- Peritoneal shunt
inaedonredaenssuialuuazAagnssunnues

- Absorbable hemostatic agents

- Artificial skin

- Injectable silicone / Implantable prostheses: chin, nose, cheek
- Sutures

in3asdialsanervraialy

- Infusion pumps

- Implantable vascular access devices
inSasdlon1avszamine

- Hydrocephalus shunts

- Implanted intracerebral/subcortical stimulator

- Implanted intracranial pressure monitor

- Impalnted spinal cord and nerve stimulators and electrodes
- Percutaneous conduction tissue ablation electrode

- Replacement heart valve

- Vascular and arterial graft prostheses
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insaslon1eganians-usiavie

- Cervical dilator

- Chorionic villus sampling catheter

- Contraceptive devices: tubal occlusion, cervical cap, diaphragm,
intrauterine device (IUD) and introducer, and sponge

- Gynecologic laparoscope and accessories at power levels established
(excluding use in female sterilization)

m?’baﬁawwé’mﬁwm

- Extended wear contacts lens / Intraocular lens

- Eye valve implant

- Retinal reattachment systems: sulfur hexafluoride, silicone oil, tacks,
perfluoropropane

inSaedanedasaansoaslstand

- Implantable prostheses: ligament, tendon, hip, knee, finger

- Bone growth stimulator

- Calcium tri-phosphate/hydroxyapatite ceramics

- Xenografts

iASoedon95sdane

- Hyperthermia systems and applicators

8. lINE1591994

8.1 Code of Federal Regulation (CFR) 21, Volume 8, Part 812, April 2003, Food and Drug

Administration, U.S. Government Printing Office via GPO Access

8.2 Web site : Thai FDA. (509:A3838an19n15unng 3 nay

8.3 Associated SOP: REC 06/02.0, REC 08/02.0 and REC 20/02.0
8.4 wizs1wlyQAlnIodionnng w.a. 2551
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