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HARLEY N95 L188 Particulate Respirator Folded,  Head Strap 80102

Certification Pack 80102 |   Veridia Australia

Features - Provides soft nose pad to reduce constriction
- Unique sponge strip prevents upwelling of 

moisture & fits the nose closely to avoid fog
- Inner layer is soft & smooth, comfortable to 

wear
- Fluid Resistance: 160mmHg Bacterial
- Filtration Efficiency: PFE ≥ 95%
- ASTM: Level 3

Colour - White

Unit - Each

Pack Qty - 20

Carton Qty - 20 x 20

Add product 
Image Here



Australian Register of Therapeutic Goods Certificate
Issued to

GMP Consulting Pty Ltd

for approval to supply

GMP Consulting Pty Ltd - Public respirator, single-use

ARTG Identifier 341498

ARTG Start Date 13/08/2020

Product Category Medical Device Included Class 1

GMDN 57793

GMDN Term Public respirator, single-use

Intended Purpose A single-use NIOSH-Approved N95 Particulate Filtering Facepiece 
Respirators designed to be placed over the nose and mouth of a 
member of the general public to permit normal breathing while 
protecting the wearer from exposure to pathogenic biological airborne 
particulates during a public health medical emergency.

Manufacturer Details Address Certificate number(s)

Guangzhou Harley Commodity Co Ltd Floor 1 to 4 274 Group 1 
Team 17 Sandong Village 
Huacheng Street 
Huadu
District , Guangzhou , 
China

ARTG Standard Conditions
The above Medical Device Included Class 1 has been entered on the Register subject to the following
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.

Products Covered by This Entry

1. Public respirator, single-use

Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration 
PO Box 100, Woden ACT 2606 Australia 
Phone: 1800 020 653 
Email: info@tga.gov.au 

ARTG Identifier: 341498 
ARTG Start Date: 13/08/2020 
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