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DECLARATION OF CONFORMITY

Unit 102, Tannery Industrial Park

309 Derdepoort Road
Pretoria, South Africa

Tel +27 12 743 5959

e-mail: support@xavant.com

www.xavant.com

In accordance with Council Directive 93/42/EEC amendment 2007/47/EEC

DEVICES

XT-41000 STIMPOD NMS410

XT-45000 STIMPOD NMS450

KITS

XT-41011 STIMPOD NMS410 Kit

XT-45021 STIMPOD NMS450 Kit AMG (1.8m)
XT-45021A STIMPOD NMS450 Kit AMG (3.5m)
XT-45021B STIMPOD NMS450 Kit EMG (1.8m)
XT-45021C STIMPOD NMS450 Kit EMG (3.5m)
XT-45021D STIMPOD NMS450 Kit AMG Only (1.8m)
ST2-3000 STIMPOD ST2-3000 Kit
ACCESSORIES

XT-41003 Nerve Locating Cable

XT-41007 STIMPOD IV Pole Mount
XT-41014 Nerve Locating/Mapping Cable
XT-45003 NMT Monitoring Cable EMG 1.8m
XT-45003A NMT Monitoring Cable EMG 3.5m
XT-45007 Accelerometer Strap

XT-45007A Accelerometer Strap XL
XT-45009L EMG Electrode Large

XT-45009S EMG Electrode Small

XT-45025 NMT Monitoring Cable AMG 1.8m
XT-45025A NMT Monitoring Cable AMG 3.5m

XT-45100A-SDC

Smart Data Cable - USB - Software Download

XT-45100A-NMS

Smart Data Cable - USB - NMShow

XT-45100B

Smart Data Cable — Ethernet

XT-45100C-PHI

Smart Data Cable - RS232 - Philips

XT-45100C-NMS

Smart Data Cable - RS232 - NMShow

XT-45101A Smart Data Cable Kit - USB
XT-45101B Smart Data Cable Kit — Ethernet
XT-45101C Smart Data Cable Kit — RS232
ST2-3100 Stimulation Adaptor Cable
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ECHNOLOGY

Company Reg.: 2003/001618/07

QT

Unit 102, Tannery Industrial Park
309 Derdepoort Road
Pretoria, South Africa

Tel +27 12 743 5959
e-mail: support@xavant.com
www.xavant.com

MANUFACTURER

Name

Xavant Technology (Pty) Ltd

Address

102 Tannery Industrial Park, 309 Derdepoort Road, Silverton, Pretoria, 0184,
South Africa

QMS Contact

W Kennedy, Email: compliance@xavant.com

EU REPRESENTATIVE

Name Emergo Europe

Address Prinsessegracht 20, 2514 AP The Hague, The Netherlands

Contact Phone:+31.70.345.8570, Fax:+31.70.346.7299,
Email:EmergoEurope@ul.com

CONFORMITY ASSESSMENT

Classification

Class lla, Rule 10

Route Annex I, 93/42/EEC, excluding section 4

GMDN 35729 Diagnostic peripheral nerve electrical stimulation system

NGOB MD1103 | Devices for stimulation or inhibition

Accreditation SGS Belgium NV, Notified Body 1639

Certificate ES19/86843, Validity: 20 November 2020 until 26 February 2024

Standards BS EN ISO 13485, BS EN IEC 60601-1, IEC 60601-1-2/ CISPR11 Group 1

Class A, IEC 60601-2-10, IES 60601-2-40, IEC 60601-2-6/IEC 62366, |IEC
62304.

We hereby declare that the above-mentioned products comply with the European Medical Device
Directive 93/42/EEC-2007/47/EC and its relevant transposition into national laws of the member
states into which we place the devices.

Approved By:

R Janse van Rensburg
Management Representative

Date: Signature:
22 May 2021 )Zgé\,__
/
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Company Reg.: 2003/001618/07

Unit 102, Tannery Industrial Park
309 Derdepoort Road

Pretoria

South Africa

Tel +27 12 743 5959
Fax:+27 86 547 0026

e-mail: support@xavant.com
www.xavant.com

Additional Statement to the Declaration of Conformity

Herewith Xavant Technology (Pty) Ltd declares that the following non-significant changes (in compliance
with MDCG 2020-3 Rev 1) apply to the devices listed on the original Declaration of Conformity. There have
been no additional devices added to the original DoC, which was issued on 22-May-2021.

CHANGE
Type of Change (delete from list as Ooid New Effective date
appropriate) of change
Addition of description to device STIMPOD NMS450 STIMPOD NMS450 & 24-Apr-2023
Model XT-45000 STIMPOD NMS450X*
“*" _ refers to respective SW version
information to customer
Combined MDD CE TFO4 "NMT - XT-45008 NMT Electrode
Electrode" with this DoC as the NMT
device's accessory doesn't require
two separate DoCs to be maintained.
Change of EUAR address Prinsessegracht 20, Westervoortsedijk 60
2514 AP The Hague, 6827 AT Arnhem
The Netherlands The Netherlands
Addition of non-significant non- None XT-45200 Lithium-ion battery 18-Dec-2023
medical accessories (as per non- XT-45201-EU Power adapter Europe
significant changes MDCG 2020- XT-45202 Charging cable
3 Rev1) XT-45212 Charging & Data cable
XT-45203 External Charger
XT-41017 STIMPOD Infinity Mount
Addition of device model ( non- None XT-45030 STIMPOD NMS450X+*
significant change as per MDCG 2020- “*" _ refers to respective SW version
3_Rev1) information to customer indicating
inclusion of above accessories.
Inclusion of Manufacturer’s SRN and None SRN: ZA-MF-000011657
Basic UDI-DI UDI- DI :06009880396XT45000B8
Typo Change in NBOG codes MD1103 MD1301 Monitoring devices of non-vital | 05-Feb-2024
physiological parameters
Addition of Manufacturer’s None This is to declare that EU Declaration of

responsibility declaration statement

Conformity is issued under the sole
responsibility of the manufacturer.

COMPANY REPRESENTATIVE: R.Janse van Rensburg
TITLE: CEO, Management Representative

SIGNATURE: //Q/g’—

Date: 9 February, 2024
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