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Notice under sections 41F1, 41F] and 41F0 of the Therapeutic Goods Act 1989
of decision W include the Kind of device in the ARTG and impose conditions

Device Application / Submission 1D: MWZUZ0-IVA-27991-1/DA-Z020-0734U-1

GMDN': Severe atute respiratory syndrome-
associated coronavirns IVDs |CT77Z|

Sponsor’s Reference: 1

Device Name; 1. SARS-CoV-2 Antigen Quantitative

Assay Kit (Enzyme-linked Immunoassay)
2. SARS-CoV-Z TgM/IgG Antibody Test Kit
(Colloidal Gold Method)

ARTG Entry: 315031

Asa delegate of the Seoretary of the Uepartment of Health [the Seeretary) for the purposes of
zectinn A1 Tl af the Therapeutic Gands Acr 1987 [the Act], | have made a decizion o include the
kind of medical devize, SARS-CoV-2 Antigen Quantitative Assay Kit (Enmyme-linzed
Immunoassay !t and SARS-CoV-Z gk /10 Antbody Test Kit [Colloidal Gold Method)

[GEIBN: Severe acute respiratory syndrome-associated coronavirus IVDs [U1772]) Class 3 (the
Devrdee) in the Australian Register of Therapentic Goods [ARTGY,

Furtaer, as a delegare of the Secretary tor the purnnses of section 41F0 ntthe Ao, T have
decided to impose conditions on the Inclusion of the Bevice In the ARTG,

The conditions imposed on both Devices are that:

Within 12 mnanths nf appmval torinclisinon in the ARTG the sponsor must provide to the
Therapeutic Goods Administration [TCA) wpdated documentation and information to
demaonstrate nngong evidence of the comn hance of the Device [} with the requirements of
Parcs 1 and 2 of Schedule 1 - Essential Principles of the Therapeutic Goods (Medical Devices)
Regulations 2002, including:

1. Arepartofany acverse events, enrrective and preventative actions, and customer
complaints provided i the context of the number of devices supplicd since e
introcuction of the Device(s) to marke: in Australia and Worldwide
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