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AMYLMETACRESOL 0.6mg

2,4-D ICHLOROBENZYL ALCOHOL 1.2mg
VITAMIN C 100mg

PA0979/039/002

ThePublicAssessmentReportreflectsthescientific conclusion reachedby theIrish MedicinesBoard (IMB) at theend
of theevaluationprocessandprovidesasummary of thegroundsfor approvalof amarketingauthorisation for a

specificmedicinalproductfor humanuse.It is madeavailableby theIMB for informationto thepublic,afterdeletion
of commercially sensitive information.Thelegal basisfor its creationandavailability is containedin Article 21of
Directive2001/83/EC,asamended.It is aconcisedocument whichhighlights the mainparts of thedocumentation

submittedby the
applicantandthescientific evaluationcarriedout by theIMB leadingto theapprovalof themedicinalproductfor

marketingin Ireland.
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I INTRODUCTION

Basedon thereview of thedataonquality, safety andefficacy,theIMB hasgranteda marketingauthorisationfor
Strepsilswith Vi taminC Lozenges,Amylmetacresol 0.6mg,2,4-Dichlorobenzylalcohol1.2mg,VitaminC 100mg,
fromReckitt Benckiser IrelandLtd. on19th July 2013for thesymptomaticrelief of mouth andthroat infection.

This application for a marketingauthorisation was submitted in accordancewith Article 10c of Directive 2001/83/EC
and is referred to as an ‘ informed consent’ application. This meansthat the Marketing Authorisation Holder for
StrepsilsOrangewith Vitamin C lozenges,an authorised medicinal productin Europe,haspermitted the applicantto
refer to their dossierto obtain an authorisation for this product. Strepsils with Vitamin C Lozenges, Amylmetacresol
0.6mg,2,4-Dichlorobenzylalcohol 1.2mg,Vitamin C 100mghasthe same qualitative and quantitativecompositionin
terms of actives substancesand the same pharmaceutical form as Strepsils Orange with Vitamin C Lozenges,
Amylmetacresol0.6mg,2,4-Dichlorobenzylalcohol1.2mg,Vitamin C 100mg.
Theproducts arenot subjectto medicalprescription can bepromoted to thegeneralpublicandarefor generalsale.

The Summaryof ProductCharacteristics for (SmPC)for this medicinal product is availableon the IMB’s website at
www.imb.ie

II QUALITY ASPECTS

II.1. Introduction

This application is for Strepsils with Vitamin C Lozenges,Amylmetacresol0.6mg,2,4-Dichlorobenzylalcohol1.2mg,
VitaminC 100mg.

II.2 Drug substance

TheactivesubstancesareAmylmetacresol,2,4-Dichlorobenzylalcohol andVi taminC (asAscorbic acid andSodium
Ascorbate),establishedactivesubstancesdescribedin theEuropean Pharmacopoeiaand/orBritish Pharmacopoeia,and
aremanufacturedin accordancewith theprinciplesof GoodManufacturingPractice(GMP)

Theactivesubstancespecificationfor eachactive substanceis considered adequateto controlthequalityandmeets
currentpharmacopoeial requirements.Batchanalytical data demonstratingcompliancewith this specificationhasbeen
provided.

II.3 Medicinal product

P.1 Composition

Each lozengeis circular andis orangeflavoured andcoloured.Embossedonbothsidesis thestrepsilsbrandicon.

Nameof theproduct Strepsilswith VitaminC Lozenges

Name(s)of theactivesubstance(s)(INN) Amylmetacresol
2,4-Dichlorobenzylalcohol
VitaminC (asAscorbicAcid andSodium
Ascorbate)

Pharmacotherapeuticclassification(ATC code) R02AA03

Pharmaceutical form andstrength(s) Lozenge,100mg

MarketingAuthorisation Number(s)in Ireland(PA) PA0979/039/002

MarketingAuthorisation Holder Reckitt BenckiserIrelandLtd
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Each lozengecontainslevomenthol,tartaric acid, flavourGivaudan BloodOrange78300-34,sunsetyellow FCF
(E110), ponceau4R(E124),propyleneglycol, liquidglucoseand liquid sucrose

P.2 PharmaceuticalDevelopment

Theproductis anestablishedpharmaceutical form andits developmentis adequatelydescribedin accordancewith the
relevantEuropeanguidelines.

P.3 Manufactureof theProduct

Theproductis manufacturedin accordancewith theprinciples of goodmanufacturing practice (GMP)at suitably
qualified manufacturing sites.

Themanufacturingprocesshasbeenvalidatedaccordingto relevantEuropean/ICH guidelinesandtheprocessis
considered to besufficiently validated.

P.4 Controlof OtherSubstances(Excipients)

All ingredientscomplywith Ph.Eur. or in-housestandardsandarethereforeadequatelycontrolledby theagreed
specifications.

P.5 Controlof FinishedProduct

TheFinishedProductSpecificationis basedon thepharmacopoeial monographfor lozengesandthetestsandcontrol
limits areconsideredappropriatefor this typeof product.

Theanalyticalmethodsusedaredescribedin sufficientdetail andaresupportedby validationdata.

Batchanalytical datafor anumberof batches from theproposed productionsite(s)havebeenprovided,and
demonstrate theability of themanufacturerto producebatchesof finishedproductof consistentquality.

P.6 Packagingmaterial

Theproductis presentedastwo blistertrays,eachcontaining12 lozenges.

Evidencehasbeenprovidedthattheblisters comply with Ph.Eur. andEU legislationfor usewith foodstuffs
requirements,whereapplicable.

P.7 Stability of theFinishedProduct

Stability dataon thefinishedproductin theproposedpackaginghavebeenprovidedin accordancewith EU guidelines
demonstrating thestability of theproductfor 3 yearswhenstoredbelow 25̊ C.

II.4 Discussion on Chemical, Pharmaceutical and Biological Aspects

Theimportantquality characteristicsof theproduct arewell -definedandcontrolled.Satisfactorychemicaland
pharmaceuticaldocumentationhasbeenprovided,assuringconsistent quality of Strepsilswith Vitamin C Lozenges,
Amylmetacresol0.6mg,2,4-Dichlorobenzylalcohol1.2mg,Vitamin C 100mg.

III NON-CLINICAL ASPECTS

III.1 Introduction

This activesubstanceis thesameasthatpresent in Strepsils Orangewith Vitamin C 100mgLozengeson theEuropean
market. No new preclinical datahavebeensubmitted. As such,no pre-clinical assessmenthas beenmadeon the
application. This is acceptablefor this typeof application.
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IV CLINICAL ASPECTS

IV.1 Introduction

2, 4-Dichlorobenzylalcohol and amylmetacresol are well known active substances with establishedefficacy and
tolerability. This medicinalproductis thesameas StrepsilsOrangewith Vi taminC 100mgLozengeson theEuropean
market

The contentof the SPCapprovedduring the national procedure is in accordancewith that acceptedfor the reference
productStrepsilsOrangewith Vitamin C 100mgLozenges marketedby Reckitt BenckiserLtd.

IV.2 Pharmacological profile

2,4-Dichlorobenzylalcohol andamylmetacresolhaveantiseptic properties.Ascorbic acidandsodiumascorbateprovide
asourceof Vitamin C, whichmaybebeneficial duringinfectionwhen Vi tamin C levelsarebelieved to fall.

No additional risk minimisation measuresare required for this product outside those required for routine
pharmacovigilance.

Theschedule for PeriodicSafety UpdateReports(PSUR)submissionis identical to thatof thereferenceproduct.

TheMarketingAuthorisationHoldersubmittedasetof documentsdescribing thePharmacovigilanceSystem,including
informationon theavailability of anEU Qualified Personfor Pharmacovigilance(EU-QPPV)andthemeansfor
notificationof adversereactionreportsin theEU or from aThird Country.

IV.6 Discussion on the clinical aspects

The dafety andefficacyof the active ingredienysarewell established.As this is an applicationunderArticle 10c of
Directive2001/83/EC(“ informedconsent” ) noadditionalevidenceto supportthesafetyandefficacy is required.

V OVERALL CONCLUSIONS

Benefit/Risk Assessment and Recommendations

The overall assessment outcome of Strepsils with Vitamin C Lozenges, Amylmetacresol 0.6mg, 2,4-
Dichlorobenzylalcohol1.2mg,Vitamin C 100mg is positive.

Strepsilswith VitaminC 100mg Lozenges arethesameasStrepsilsOrangewith Vitamin C 100mgLozenges. It is a
well-known medicinal productwith a proven chemical-pharmaceutical quality andan established favourable effi cacy
and safetyprofile.

The IMB, on the basisof the datasubmitted consideredthat Strepsils with Vitamin C 100mgLozengesmarketedby
Reckitt BenckiserLtd wasthesameasthereferenceproductandthereforegrantedamarketing authorisation.
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