AF-QD-29 Revision 006

EC Declaration of Conformity Effective From 30/01/25
Manufacturer’s Name; Daytot Ltd.
Manufacturer’s Address; 29 Quarterlands Road
Lisburn
BT27 5TN

Northern Ireland

SRN (Single Registration Number); | XI-MF-000025474

Basic UDI-DI; 5065012224207Q)

Name of Device(s); Joey

Intended Use Joey is an early intervention crawler for infants at
risk of motor delay.

Product Code(s); 207-600 (UDI-DI 05065012224054)

207-601 (UDI-DI 05065012224009)
207-602 (UDI-DI 05065012224016)
207-604 (UDI-DI 05065012224030)
207-605 (UDI-DI 05065012224047)
207-606 (UDI-DI 05065012224061)

Classification; Class 1, as per Annex VIl of the regulation

Conformity Assessment Process; The manufacturer uses the following procedures
for the CE-labelling of their products according to
the above regulation.

EC self conformity assessment for Class 1 devices in
accordance with the Regulation.

This declaration of conformity is issued under the sole
responsibility of the manufacturer states above. We hereby
declare that the medical device(s) specified above meet the
provision of the Regulation (EU) MDR 2017/745 for medical
devices. This declaration is supported by a Quality
Management System. All supporting documentation is retained
at the premises of the manufacturer.

Name & Title; Signature; Date & Place;

24/05/2022
97 Saintfield Road,
/ Belfast BT8 7HN

James Leckey
CEO
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AF-QD-42

Revision 003

EC Declaration of Conformity — Neo+ Effective From 30/01/25

Manufacturer’s Name; Daytot Ltd.
Manufacturer’s Address; 29 Quarterlands Road
Lisburn
BT27 5TN

Northern Ireland

SRN (Single Registration Number);

XI-MF-000025474

Basic UDI-DI;

5065012224208QL

Name of Device(s);

Neo+

Intended Use

Neo+ is a multipurpose positioning support for
babies aged 0-18 months showing atypical
posturing due to surgery, disability or delay.

Product Code(s);

208-600 (UDI-DI 05065012224122)

Classification;

Class 1, as per Annex VIII of the regulation

Conformity Assessment Process;

The manufacturer uses the following procedures
for the CE-labelling of their products according to
the above regulation.

EC self conformity assessment for Class 1 devices in
accordance with the Regulation.

This declaration of conformity is issued under the sole
responsibility of the manufacturer states above. We hereby
declare that the medical device(s) specified above meet the
provision of the Regulation (EU) MDR 2017/745 for medical
devices. This declaration is supported by a Quality
Management System. All supporting documentation is retained
at the premises of the manufacturer.

Name & Title; Signature; Date & Place;

James Leckey
CEO

24/05/2023
97 Saintfield Road,
f Belfast BT8 7HN
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