<> CYTOMARK

®

TransFix

Certificate of Analysis
TransFix® Cellular Antigen Stabilisation Reagent

c E IVD LOT : 30028 E : 2025-08-31
Start Date of Manufacture: 2023-08-21
Start Date of Quality Control Testing: 2023-09-14
A B
Cg;trgl 'I;:nlellx % Diff Pass / Fail
Y Y (A-B)/A
% CD3+ 78.5 80.5 2.6 PASS
% CD4+ 56.9 57.8 1.6 PASS
CD3+ Abs Cnt 3578 3324 7.1 PASS
CD4+ Abs Cnt 2034 1922 5.5 PASS
CD8+ Abs Cnt 1393 1285 7.8 PASS
CD45+ Abs Cnt 4667 4211 9.8 PASS

Pass Criterion:

The pass criterion is a less than 15% difference between the lymphocyte absolute count
(CD45+ Abs Cnt), T cell absolute count and % (CD3+), T helper cell absolute count and %
(CD4+) and cytotoxic T cell absolute count (CD8+) on day 0 and day 11.

Comments:
3 separately stained tests were performed at each of the time points. These results were
averaged and all parameters passed the acceptance criterion.

Signature of Quality Control Manager
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Cytomark, a division of Caltag Medsystems Ltd

e Whiteleaf Business Centre @ 11 Little Balmer e Buckingham e MK18 1TF e UK

T: +44 (0) 1280 827460 F: +44 (0) 1280 827466 E: office@caltagmedsystems.co.uk W: www.cytomark.co.uk
VAT Reg. No. GB 765 6661 89 Registered in the UK No. 4162330



mailto:office@caltagmedsystems.co.uk
http://www.cytomark.co.uk/

