Document 1

Australian Register of Therapeutic Goods Certificate
Issued to
Philips Electronics Australia Ltd
for approval to supply

Philips Electronics Australia Ltd - Transducer, toco

ARTG Identifier 490453

ARTG Start Date 30/05/2025

Product Category Medical Device Included Class Ilb

GMDN 37258

GMDN Term Transducer, toco

Intended Purpose The device is intended to be used for monitoring and recording of, and

to generate alarms for multiple physiological parameters of pregnant
women and the fetus.

Manufacturer Details Address Certificate number(s)

Philips Medizin systeme Boblingen | Hewlett-Packard Strasse 2 DV-2021-MC-18949-1
GmbH BOBLINGEN , Boblingen,

71034

Germany

ARTG Standard Conditions
The above Medical Device Included Class llb 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. Transducer, toco
Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 490453

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 30/05/2025
Phone: 1800 020 653

Email: info@tga.gov.au




Document 2

Australian Register of Therapeutic Goods Certificate
Issued to
Philips Electronics Australia Ltd
for approval to supply

Philips Electronics Australia Ltd - Patient monitor module,
multifunction

ARTG Identifier 449246

ARTG Start Date 21/05/2024

Product Category Medical Device Included Class Ilb

GMDN 36553

GMDN Term Patient monitor module, multifunction

Intended Purpose Measures uterine activity externally and measures additionally the

maternal pulse (non-invasive). It allows additional measurements:
DECG, MECG or IUP.

Manufacturer Details Address Certificate number(s)

Philips Medizin systeme Boblingen | Hewlett-Packard Strasse 2 DV-2024-MC-07603-1
GmbH BOBLINGEN , Boblingen,

71034

Germany

ARTG Standard Conditions

The above Medical Device Included Class lIb 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. Patient monitor module, multifunction
Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG lIdentifier: 449246

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 21/05/2024
Phone: 1800 020 653

Email: info@tga.gov.au




Document 3

Australian Register of Therapeutic Goods Certificate
Issued to
Philips Electronics Australia Ltd
for approval to supply

Philips Electronics Australia Ltd - Patient monitor module,
multifunction

ARTG Identifier 449245

ARTG Start Date 21/05/2024

Product Category Medical Device Included Class Ilb
GMDN 36553

GMDN Term Patient monitor module, multifunction
Intended Purpose Measures DECG, MECG or IUP.

Manufacturer Details Address Certificate number(s)

Philips Medizin systeme Boblingen | Hewlett-Packard Strasse 2 DV-2024-MC-07603-1
GmbH BOBLINGEN , Boblingen ,

71034

Germany

ARTG Standard Conditions

The above Medical Device Included Class lIb 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. Patient monitor module, multifunction
Product Specific Conditions

No specific conditions have been recorded against this entry.

Therapeutic Goods Administration ARTG Identifier: 449245

PO Box 100, Woden ACT 2606 Australia ARTG Start Date: 21/05/2024
Phone: 1800 020 653

Email: info@tga.gov.au
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