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Features - This gown provides protection for those working 
infectious environments, with a full back design 
that is finished with comfort knit cuffs. The 
Gown meets AAMI Level 2 standards and 
includes:

- Two Layer 43GSM construction - PE & PP
- Tie at Back
- Long Sleeves
- Complies with ASTM F1671
- TGA Approved - ARTG ID: 333749

Colour - Yellow

Unit - Carton

Pack Qty - 10

Carton Qty - 10



Public Summary 
Summary for ARTG Entry: 333749 Medical Industries Australia Hold Co Pty Ltd - Gown, isolation, single use

ARTG entry for Medical Device Included Class 1

Sponsor Medical Industries Australia Hold Co Pty Ltd

Postal Address 2 Imperata Close, Kemps Creek, NSW, 2178 
Australia

ARTG Start Date 8/04/2020

Product Category Medical Device Class 1

Status Active

Approval Area Medical Devices

Conditions

- The inclusion of the kind of device in the ARTG is subject to compliance with all conditions placed or imposed on the ARTG entry. Refer Part 4-5, Division 2 
(Conditions) of the Therapeutic Goods Act 1989 and Part 5, Division 5.2 (Conditions) of the Therapeutic Goods (Medical Devices) Regulations 2002 for 
relevant information.
- Breaching conditions of the inclusion related to the device of the kind may lead to suspension or cancellation of the ARTG entry; may be a criminal offence; 
and civil penalties may apply.

Manufacturers

Name Address

Dansu-China Health Care Co Ltd No 366 Pengjialing Yongfeng Street 
Hanyang District, Wuhan, 430050 
China

Products

1 . Gown, isolation, single use

Product Type Single Device Product Effective Date 8/04/2020

GMDN 35492 Gown, isolation, single use

Intended Purpose This is a multipurpose garment that is intended to be worn by healthcare providers or person to enable them to be isolated them 
from the patient. The isolation gown is designed to protects the patient from the transfer of infectious agents carried by the 
healthcare provider or person they are associated with as well as it can protect the healthcare provider or person from a contagious 
agent which has infected the patient.

Specific Conditions

No Specific Conditions included on Record
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武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, 

China   

PRODUCT SPECIFICATION SHEET         

Product Name level 2 non-sterile PP&PE Isolation Gown 

REF DSU-ISOG and DSU-ISOGY 

Type 
Seaming/Ultrasonic Seal, Back Neck with Tie-on, Waist with 

Tie-on, Knitted Cuffs 

Material PP&PE Light, breathable and waterproof 

Weight 30gsm 

Size 
S: 115x135cm; M:120x140cm; L:125x145cm; XL:130x150cm; 

XXL: 135x155cm; XXXL: 140x160cm 

Color Light Blue or Yellow  Colour
Type of Gown PPE products, not medical device 

Standard EN14126; ISO 16604 

Application General Medical, Labs, Patient Care, and Critical Care Units 

Package 10pcs/bag, 10bags/case; Carton Size: 36x28x45cm 

Back Neck 

Long sleeve, Knitted cuffs 

2 ties around the waist 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD. 
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 

 

 

Size A B C D E F G 

M 120cm 140cm 57cm 27cm 23cm 35cm 97cm 

L 125cm 145cm 57cm 27cm 25cm 40cm 105cm 

XL 130cm 150cm 59cm 28cm 27cm 40cm 110cm 

XXL 135cm 155cm 60cm 28cm 28cm 40cm 120cm 

XXXL 140cm 160cm 60cm 29cm 29cm 40cm 130cm 

Tolerance± 5cm 5cm 3cm 2cm 2cm 3cm 5cm 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

 

Isolation gown would fit in following instances.

Use the table below to determine the most appropriate size for you

Size 

HEIGHT

CHEST

Fits Fits Fits FitsFitsFits  



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 

EN14126 Test Report 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 



武汉金瑞达医疗用品有限公司 

DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 

ISO 16604
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DANSU-CHINA HEALTH CARE CO., LTD.
No. 366, Pengjialing, Yongfeng Street, Hanyang District, Wuhan, China 
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