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A18088 UKCA Design Examination Certificate
Initial issue date Part IV of The Medical Devices Regulations 2002, Annex IV Section 4
[as modified by Part 3 of Schedule 2A to The Medical Devices Regulations 2002]
2025-05-22 -
Scope of Certificate:
Cycle start date EC Design-examination for in vitro diagnostic medical devices List A
See Attachment(s) for devices referenced. Certificate with Attachment(s)
2025-05-22
totals 2 pages.
Effective date Authorized by:
2025-05-22 -
Expiry date Paul Daysh 3
piry Operations manager — Medical Regulatory Check certificate status: here
2030-05-21 We hereby declare that a design examination has been carried out on the device(s) listed,
following the requirements of Part IV of the UK Medical Device Regulations as specified above. We
certify that the design of the device(s) listed conforms with the requirements of the
aforementioned regulation with respect to the relevant provisions of Annex IV section 4 of the
U K A d associated regulation as referenced in Schedule 2A, Part 3.
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Attachment 1 of 1

Model/Type Classification G/UMDN Code
A1rr cells in Alsevers (10 mL 2.8%suspension) PR012 Annex Il List A -
A2rr cells in Alsevers (10 mL 2.8%suspenion) PR022 Annex Il List A -
Brr cells in Alsevers (10 mL 2.8%suspension) PR033 Annex Il ListA -
OR1r cells in Alsevers (10 mL 2.8%suspension) PR044 Annex Il ListA -
A1rr cells in CellStab (10 mL 0.8%suspension) PR014 Annex Il List A -
A1rr cells in CellMedia (10 mL 0.8%suspension) PR015 Annex Il ListA -
Brr cells in CellStab (10 mL 0.8%suspension) PR035 Annex Il List A -
Brr cells in CellMedia (10 mL 0.8%suspension) PR036 Annex Il List A -
BR1r cells in Alsevers (10 mL 2.8%suspension) PR034 Annex Il ListA -
OR1r cells in CellStab (10 mL 0.8%suspension) PR045 Annex Il List A -
OR1r cells in CellMedia (10 mL 0.8%suspension) PR046 Annex Il List A -
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