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Teknon Biocleanse Concentrate

MGS: 14581 / SO No: 1454

BS EN 13727 (2003)

Chemical disinfectants and antiseptics - Quantitative suspension test for the
evaluation of bactericidal activity of chemical disinfectants for instruments used in
the medical area.

(Phase 2/ Step 1)

a) Identification of test laboratory:

TSt IADDERAROEY .. cociisriissssinicassmmpssssmismsinin MGS Laboratories Lid
Unit 9@ Brunel Science Centre
Coopers Hill Lane

Egham
Surrey TW20 0JZ
United Kingdom
b) Identification of the sample:
Mame 0 prodct ..o i i Teknon Biocleanse Concentrate TK200
Batch number and expiry date (if
available). ... Not stated
Manufacturer...........ccoooiiiiiiiiiiiinn... Teknon Products
Date of delivery.........ccociviiiniinisiansnssne 06/06/08
Storage condiBons.....c..civiiiiiiiiiisimivio Room temperature and darkness
Product diluent recommended by the
manufacturer foruse...............oooae. Not stated
Active substance(s) and their
concentration(s) (optional)..................... Not stated
Appearance of the product..................... Pale Blue
¢) Test method and its validation:
Methot...camimumasmnsssmmimisi Dilution neutralisation
Details of validation of the neutraliser....... Neutraliser validation performed according to

5.5.2.3,5.5.2.4 and 5.5.2.5.
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(Phase 2/ Step 1)

d) Experimental conditions:

Period of analysis.....c e ssssusssunsnsinsnivssnnins 06/06/08 to 09/06/08

Product diluent used during the test............ Standard hardness water 300mg/kg CaCO;

Product test concentrations.........vveveeeeveennnnes 5.0% (viv)

Appearance of product dilutions............... Clear colourless solution

Conteict e o s 5 min + 10s

Tast (CMDETAINTE. . s iviviviiimivsiuinsivisssisssisiveis ZCE2°C

Interfering SubStANCE.....c..iiismnsismsisasionias 0.3 g/l Bovine albumin
3.0 g/l Bovine albumin and 3.0 ml/l sheep
ervthrocytes

Stability and appearance of the mixture

during the procedure. .. i Clear colourless solution, precipitate absent
Temperature of incubation.........ccceeeevviucenen 32°C +£2°C
Meutrahiger. .. .coumnnunainnainna: Lecithin 3g/1. polysorbate 80 30g/1. sodium

thiosulphate 5g/1, L-histidine1g/l. saponin
30g/1, phosphate buffer powder 0.35g/1

Identification of the bacterial strains used: Enterococcus faecalis ATCC 19433
(Vancomycin resistant strain)

¢) Results:
Test results: 1) Controls and validations
2) Evaluation of bactericidal activity
3) Number of replicates per test organism
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Chemical disinfectants and antiseptics - Quantitative suspension test for the
evaluation of bactericidal activity of chemical disinfectants for instruments used in
the medical area.

(Phase 2/ Step 1)

f) Conclusion: According to EN 13727 (2003), Tenkon Biocleanse Concentrate TK200,
when diluted at 5 (v/v) in hard water, possesses bactericidal activity in 5
minutes at 20°C under clean and dirty conditions for the referenced strain
of vancomycin resistant Enferococcus faecalis.
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