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AdditionalExpert Opinion

SuitabilityOf Rotasept For Disinfection Of InstrumentsAccording To Dghm CatalogueOf Requirements-

Bactericidal Activity In The Test To Din En 13727:2013QuantitativeSuspension According

The Disinfectant RotaseptWas Tested And EvaluatedAccordingTo Din En 13727:2013Chemical DisinfectantsAnd Antisep¬

Tics
-
QuantitativeSuspensionTest For The EvaluationOf Bactericidal Activity Of ChemicalDisinfectantsFor InstrumentsUsed In

The MedicalArea Test MethodAnd RequirementsPhase 2, Step 1)".
-

According To The Test Report No. L1 5/0192.1 Dated 10/12/2015Of Dr. Brill + Partner Gmbh The Ready For Use Preparation

Showed Bactericidal
Activity According To Din En 13727:2013Phase 2, Step 1) Under

Dirty Conditions Within 1 Minute
Ex¬

Time.Posure

The Obtained Results CorrespondTo The ResultsOf The QuantitativeSuspension Test According To Din En 13727:2003 Summa¬

Rised In Test Report L09/074.9 Dated 09/01/2012 Of Dr. Brill + Partner Gmbh. Therefore, TechnicalChanges In The Current

Version Of The Standard, A NeutralizationTime Of 10 ± 1 Seconds For Short ExposureTimes, Do Not Have An InfluenceOn The

The BactericidalEvaluation Of
EfficacyOf Rotasept.

Thus, The Recommendation For Vah Listing Of Rotasept Dated 09/01/2012Can Be Assigned To Current RequirementsOf The

Din En 13727:2013.

// I

Dl Florián H. H. Brill
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Expert Opinion

Activity To The Guideline Dvv/rkiDating 01Of Rotasept According Of AgainstVaccinia Virus.08.2008

This Expert Opinion Is BasedOn The Test ReportS14ml1749vDating 17.09.2014.

The
Virus-inactivating

PropertiesOf The Instrument Disinfectant Rotasept Of Schülke & Mayr Gmbh Against Vaccinia Virus

Strain Elstree Were InvestigatedBy A QuantitativeSuspension Test According To The GuidelineOf The Deutsche Vereinigung

Zur Bekämpfung Der ViruskrankheitenE.v. German Association For The Control Of Virus Diseases)And Of The Robert Koch-

Institute Rki).

According To This Guideline, Disinfectant Disinfectant Is HavingA Or A Solution At A Particular Concentration ConsideredAs

Virus-inactivating Properties If Within The RecommendedExposure Period The Titre Is Reduced By
> 4 Iogio Inactivation >

99.99 %).

Rotasept Was Examined Undiluted At 20 C. 5, 15, 30, 60 And 120 MinutesWere Chosen As ExposureTimes.After 5 Minutes

The Titre Decreased By 4 Log,0 Therefore,
Fol¬Virus Was > Steps. A Virucidal ActivityAgainst VacciniaVirus Was Measured As

Lows:

5Undiluted Minutes

Dr. Jodhen Steinmann
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Expert Opinion

Activity Bvdv To The Guideline Dvv/rkiDating 01Of Rotasept Against According Of .08.2008

This Is Based The Test S14ml1749bDating 17.09.2014.Expert Opinion On Report

The
Virus-inactivating

PropertiesOf The InstrumentDisinfectantRotasept Of Schülke & Mayr Gmbh AgainstBvdv Strain Nadl

Investigated
By

Test To The Guideline The DeutscheVereinigung BekämpfungWere A QuantitativeSuspension According Of Zur

Der Viruskrankheiten German Association For The Control VirusDiseases) The Robert Koch-instituteRki).E.v. Of And Of

According To This Guideline, Disinfectant Disinfectant Is HavingA Or A Solution At A Particular Concentration ConsideredAs

If The The Titre Is By 4 Log Inactivation
Virus-inactivating

Properties Within RecommendedExposure Period Reduced > >

99.99 %).

20 C. 5 15 Times.The Titre DecreasedRotasept Was Examined Undiluted At And Minutes Were Chosen As Exposure Virus Was

By 4 Iogio Five Therefore, Bvdv Follows:> StepsAfter Minutes. A Virucidal
Activity

Against Was Measured As

5Undiluted Minutes

Dr.jod?Nstéinmanir
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Expert Opinion

ActivityOf Rotasept According To The GuidelineOf Dvv/rki Dating 01 AgainstAdenovirusType 5.08.2008

This Expert OpinionIs Based On The Test Report S14ml1749aDating 17.09.2014.

The Virus-inactivatingPropertiesOf The InstrumentDisinfectantRotasept Of Schülke& Mayr Gmbh AgainstAdenovirusType 5

Were InvestigatedBy A QuantitativeSuspension Test AccordingTo The GuidelineOf The DeutscheVereinigungZur Bekämpfung

Der ViruskrankheitenE.v.German AssociationFor The Control Of Virus Diseases)And Of The Robert Koch-instituteRki).

According To This Guideline, Disinfectant Disinfectant Is HavingA Or A Solution At A Particular Concentration ConsideredAs

Virus-inactivating
Properties If Within The RecommendedExposure Period The Titre Is Reduced By > 4 Log)0 Inactivation >

99.99%).

RotaseptWas Examined Undiluted At 20 C. 5, 15, 30, 60 And 120 Minutes Were Chosen As ExposureTimes. After 5 Minutes

The Virus Titre Was Decreased By > 4 Logio Steps. Therefore,A Virucidal ActivityAgainstAdenovirus Type 5 Was Measured As

Follows:

5Undiluted Minutes

Dr. JamenSteinmann
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Additional Expert Opinion

Suitability For Disinfection Instruments To Dghm Catalogue RequirementsOf Rotasept Of According Of -

YeasticidalActivityIn The Test To Din En 13624:2013QuantitativeSuspension According

The Disinfectant RotaseptWas Tested And EvaluatedAccordingTo Din En 13624:2013 DisinfectantsAnd Antisep¬Chemical

Tics Quantitative Suspension Test For The Evaluation Fungicidal Yeasticidal Activity Chemical Disinfectants
-

Of Or Of And

AntisepticsFor InstrumentsUsed In The Medical Area Test Method RequirementsPhase 2, Step 1)".And
-

According To The Test Report No. L1 5/0192.2 Dated 10/12/2015Of Dr. Brill + Partner Gmbh The Ready For Use Preparation

ShowedYeasticidal
Activity AccordingTo Din En 13624:2013Phase 2, Step 1) Under Dirty ConditionsWithin 1 Minute

Expo¬

Time.Sure

The ObtainedResults CorrespondTo The Results Of The QuantitativeSuspension Test AccordingTo Din En 13624:2004Summa¬

Rised In Test Report L09/074.9 Dated 09/01/2012 Of Dr. Brill + Partner Gmbh. Therefore, TechnicalChanges In The Current

Version Of The Standard, A NeutralizationTime Of 10 ± 1 Seconds For Short ExposureTimes,Do Not Have An InfluenceOn The

TheEvaluation Of YeasticidalEfficacyOf Rotasept.

Thus, The Recommendation For Vah Listing Of RotaseptDated 09/01/2012Can Be Assigned To Current RequirementsOf The

Din En 13624:2013.

Tflovián H. H. Brill
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