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Manufacturer’s Declaration of Conformity 
for Class I non-sterile, non-measuring or 
Class 1 in vitro diagnostic (IVD) medical 
devices 
This Declaration of Conformity (DoC) is required under clause 6.6 (for single devices or kinds of 
devices) of Schedule 3 of the Therapeutic Goods (Medical Devices) Regulations 2002 (the 
Regulations). 

An Australian DoC must be completed by the manufacturer of a Class I non-sterile, non-
measuring device or a Class 1 in vitro diagnostic (IVD) device. 

For more information on how to complete this DoC refer to Guidance for Declaration of 
Conformity for Class I non-sterile non-measuring and Class 1 in vitro diagnostic (IVD) medical 
devices. 

This document can be: 

• used for single or multiple devices. 

• filled out by hand and then scanned and submitted, or filled out electronically. 

Manufacturer’s details 

Manufacturer’s name Ningbo Baichen Medical Device Co., Ltd 

Manufacturer’s 
business address 

Room 2101, Diqu Building, 666 Taikang Middle Road, Ningbo, 
Zhejiang, China 

Classification type 

Specify if your device is: 

X Class I non-sterile, non-measuring device 

 Class 1 in vitro diagnostic (IVD) medical device 

GMDN code and term 

Select the most appropriate Global Medical Device Nomenclature (GMDN) code for this product. 
GMDN codes and terms are a system of internationally agreed generic descriptors that are used 
to identify all medical device products. Class 1 IVDs require the use of a level 1 collective term 
(CT).  Please refer to the following link for guidance regarding an appropriate CT for the kind of 
device: The use of GMDN codes for IVD medical devices in Australia. 

GMDN codes are generated by the GMDN Agency. 

The GMDN code tables are available on TGA Business Services (TBS). 

GMDN codes 40840- Wheelchair, attendant/occupant, electric drive/steer, 
collapsible 
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Name   

Title  

Signature  Date 2024-08-12 
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