TO ALL to whom these present shall come I Justin Sean Kelly of Butcher and Barlow LLP
a notary public duly authorised, sworn, admitted and practising within the United Kingdom
of Great Britain and Northern Ireland do hereby CERTIFY that the annexed document is a

Letter of Declaration for No Changes to Products in respect of Shandon Diagnostics

I
Limited and signed by Heather Gallacher, Senior Regulatory affairs Manager

In testimony whereof I have hereunto subscribed my name and affixed my seal of office this

20™ day of August 2020 at Moss Lane, Bramhall, Cheshire SK7 1BA

_____________ Hllaom e

Justin Sean Kelly

Notary Public Justin S Kelly
England and Wales Notary Public
Butcher & Barlow Solicitors & Notaries

B
205 Moss Lane
Bramhall SK7 1BA
0161 439 8228
JkeIly@butcher—barlow.co.uk
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Letter of Declaration

For Products have No Changes

To Whom It May Concern,

On behalf of Shandon Diagnostics Limited, a subsidiary of Epredia, this
letter is to state that there are NO CHANGES to Products themselves listed in

Table 1, as our manufacturing site and Quality Management System remain the

same:
Table 1 Product List
No. Product Name Model License Number
| Thermo Scientific Excelsior AS Excelsior AS CFDA(I)20161408
2 Thermo Scientific Revos Revos CFDA(1)20190239
3 Thermo Scientific Gemini AS Heated/Unheated CFDA(I)20160809

Signature: &(Q@d@ gﬂiﬁ_@aﬁ}_&

Date: O")[ AU 2090

Heather Gallacher

Senior Regulatory Affairs Manager

On behalf of Shandon Diagnostics Limited, a subsidiary of Epredia
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