
FOI 27-3644 - Document 1



Contact details:

Contact email:

Is this application supported by 
EU MDR/IVDR certification?

No

Manufacturer Information

Manufacturer name: Shenzhen JWEI Electronics Co Ltd (China)[77950]

GMDN code:                Nebulizer, heated[12716]

GMDN description:     A device used to produce warmed aerosol mist (water vapour or droplets) 
to deliver medication into the lungs with oxygen or compressed air 
therapy. It may consist of a reservoir, a heating element, a compressor 
and a nebulizer jet.

Intended purpose: A device used to produce warmed aerosol mist (water vapour or droplets) 
to deliver medication into the lungs with oxygen or compressed air 
therapy. 

Device Category Terms

Device category 1: Anaesthetic and respiratory devices

Device category 2: Assistive products for persons with disability

Attached Documentation

 Declaration of Conformity - NEW_Class_1_DoC signed.pdf

History

15/09/2023 8:01:38 AM Approved.

Review Completed - Accepted, 15/09/2023)

Record Date

Fee: 92 Date Paid: 14/09/2023

Date Decision: 15/09/2023

Start Dates Finish Dates Working Days

Application 
Received

13/09/2023 Payment Received 14/09/2023 1

Payment Received 14/09/2023 Application 
Decision

15/09/2023 2

s22

s22
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Total Working 
Days

3
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