
Hygiene Nord Gmbh ?'"7%

LidakksC / O Biotechnikum
Walther-rathenau-strasse 49 A V * * / Deutsche

17 4 8 9 Greifswald Akkreditierungsstelle

D-pl-18411-01-01Deutschland Germany
D-pl-18411-01-02 Hygiene Nord Gmbh

HygieneNord Gmbh,C/o Biotechnikum.W.-rathenau-str.49 A. D-17489Greifswald

Schülke & Mayr Gmbh

Robert-koch-str. 2

22851 Norderstedt

Deutschland / Germany

CustomerNumber Date

249 March 08, 2016

Report A 15 317-2

Thermo E DS Ep T

T Uberculocidal And M Y C O B A CT E R I C I D A L Efficacy

En 14348)

Purpose

The TuberculocidalAnd Mycobactericidal Activity Of Thermosep Ed Schülke & Mayr Gmbh, Norderstedt,

Germany)As An InstrumentDisinfectantShouldBe EvaluatedAtA ProcessTemperatureOf55 C In Accordance

The EuropeanStandard En 14348 (2005).With
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Test Description

Manufacturer: Schülke& MayrGmbh,Norderstedt,Germany

Product Thermosept EdName:

Batch 1234401Number:

ManufacturerDate: 05/2013

Best Before: 04/2016

Sample P 157049Number:

Storage Room TemperatureConditions:

ProductDilution: HardWater

Date December08,2015Of Order:

Date Delivery: December08,2015Of

Test Date: January14,2016 March08, 2016-

Basis: En 14348 (2005): Chemical Disinfectants And Antiseptics Quantitative-

SuspensionTest For The EvaluationOf MycobactericidalActivityOf Chemical

DisinfectantsIn The IncludingInstrument Disinfectants TestMedical Area -

Phase 2, 1)MethodsAnd Requirements Step

Test Mycobacterium Terrae Atcc15755Organisms:

Mycobacterium Atcc 15769Avium

Test 2 %, 1 %, 0.5%, 0.1 %, 0.01%Solution:

Active IngredientsIn 100 20 % GlutaralG:

5-15 % Ethanol

Odour: Product Specific

App LiquidEarance: Clear, Colourless

Appearance TestOf Solutions: Clear, ColourlessSolutions

100 %: 3.45 1 %: 6.41 0.5 %: 6.60Ph Value:

0.1 %: 7.04 0.01 %: 7.06 Wsh: 7.07

Neutralizer: 3 % Tween80 2 % Histidine 0.3 % Lecithin 2 % Glycine Neutralizer+ + +

Xlvii)

3 % Tween80 0.1 % Histidine 0.3 % Lecithin 2 % Glycine Neutralizer+ + +

Xxi, For M. Avium,Only)

Interfering 0.03% CleanSubstance: Albumin Conditions)

TestTemperature: Rc
IncubationTemperature: 36 ± 1 C
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Test Method

Testing Is BasedOn The European Standard En 14348 (2005).ValidationAnd Control ProceduresAre Therefore

In That Too.Carried Out AccordanceWith Standard,

For The Test, To A Sample Of The ProductThermosep Ed Diluted With Hard Water If Necessary) Is Added To A

SuspensionOf TestOrganisms In A Solution Of The InterferingSubstance.In DeviationOf The En 14348 Standard

TestTemperature,The MixtureIsMaintainedAt 55 ± 1C ForThe RequiredContact Time.At The End Of The Contact

Time, An Aliquot Of 1 Ml Is Taken The MicrobicidalActivity In This Portion Is ImmediatelyNeutralized.Two 1 Ml

SamplesPer Dilution Step) Of The ResultingSuspensionAre SpreadOn At Least 2 Plates Each.The Number Of

SurvivingTest OrganismsIn The Test Mixture Is CalculatedFor EachSampleAndThe ReductionIs DeterminedWith

To The Test N0.Respect Corresponding Suspension

The Experimental Conditions Control A), The Non-toxicity Of The Neutralizer Control B) And The Dilution-

NeutralizationMethod Control C) Are ValidatedIn AccordanceWith The En 14348. TheTest Is PerformedUnder

CleanConditionsUsingM Terrae And Al. AviumAs Test-organisms.Result Are PresentedIn Tables 1.1. 2.3.-

Results

According To The En 14348 (2005). The ProductThermosepEd, When Applied At The Concentration Of At Least

0.1 %, PossessesTuberculocidalEfficacyLog10 Rf> 4) In 5 Min Under At 55 C Under Clean ConditionsFor

M Terrae Tab. 1.1 1.2).Reference Strain -

AccordingTo The En 14348 (2005). The ProductThermosep Ed, When Applied At The Concentration / Contact

Time Relation Of At Least 0.5 % / 5 Min At 55 C, PossessesMycobactericidalEfficacyLog10 Rf> 4) Under-

For M Terrae Vi. Tab. 1.1 2.2.2).Clean Conditions Reference Strains And Avium. -

Results In The The En 14348 (2005).Are Validated AccordanceWith RequirementsOf
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