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Is it a medical device
Check if your device is considered a medical device in
Singapore.

1 Is your product manufactured to be used for humans?

Yes

 Edit

2 Is your product intended to provide medical diagnostic information through in vitro
diagnostics?

Examples: Pregnancy test kits, urine test strips

No

 Edit

3 Does your product achieve its primary mode of action by pharmacological,
immunological or metabolic means?

No

 Edit
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4 Is your product intended for the diagnosis, prevention, monitoring, treatment or
alleviation of any disease?

Examples: Thermometers, blood pressure monitors and cuffs, radiological imaging software, hearing aids,
pacemakers

No

 Edit

5 Is your product intended for the diagnosis, monitoring, treatment, alleviation of or
compensation for an injury?

Examples: Ultrasound for physiotherapy, wound dressings/plasters, wheelchairs/walking sticks, sutures

No

 Edit

6 Is your product intended for the investigation, replacement, modification, or support
a part in the human body, or a physiological (healthy or normal functioning of the
body) process?

Examples: Breast implants, heart valve, prosthetic limbs, dermal fillers

No

 Edit

7 Is your product intended for supporting or sustaining life?

Examples: Dialysis machine, ventilators and related accessories such as masks and tubings, ventricular
assist devices (VAD)
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No

 Edit

8 Is your product intended to prevent pregnancies?

Examples: Condoms, contraceptive intrauterine device (IUD)

No

 Edit

9 Is your product an implant for the modification or fixation of any body part?

Examples: Gluteal implants, breast implants

No

 Edit

10 Is your product an injectable dermal filler or mucous membrane filler?

Examples: Collagen/hyaluronic dermal fillers, lip fillers, wrinkle filers

No

 Edit

11 Is your product intended to be used for the removal or degradation of fat by
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invasive means?

Examples: Liposuction equipment, invasive lipolysis equipment

No

 Edit

Your product is unlikely to be a medical device.
Please refer to our Medical Devices Product Classification Guide, which has been
developed to aid with classification of some commonly enquired products.
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