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Scientific discussion

Stregsils with Vitamin C Lozenges
AMYLMETACRESOL 0.6ng
2,4-D ICHLOROBENZYL ALCOHOL 1.2mg
VITAMIN C 100ny
PA0979/039002

ThePublicAssessmerReportreflectsthe scientific conclusion readhedby the Irish MedicinesBoard (IMB) attheend
of theevaluationprocessandprovidesa summay of the groundsfor approvalof a maiketing authorsation for a
specificmedicinalproductfor humanuse.lt is madeavailableby theIMB for informationto the public, afterdeletion
of commercidly sengive information.Thelegd basisfor its creation andavaiability is containedn Article 21 of
Directive 2001/83EC, asamended. It is acondse documat which highlights the mainpats of the documenttion
submittedby the
applicantandthe sdaentific evaluationcarried out by the IMB leadingto the approvalof the medicinalproductfor
marketingin Ireland.
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| INTRODUCTION

Basedon thereview of thedataon quality, safey andefficacy,theIMB hasgranteda maiketingauthorisatiorfor
Strepsilswith Vitamin C LozengesAmylmetacreol 0.6mg,2,4-Dichlorobenzylalaohol 1.2mg,VitaminC 100mg,

from Reckit Benckise IrelandLtd. on 19" July 2013for thesymptomatiaelief of mouh andthroatinfection.

This applicaton for a marketingauthorsaion was submited in accordancewith Article 10c of Directive 2001/83/E(
and is referred to as an ‘informed conserit applicaion. This meansthat the Marketing Authorisaton Holder for
StrepsilsOrangewith Vitamin C lozengesan auhorised medcind productin Europe, haspermitted the applicantto
refer to their dossierto obtain an authaisation for this product Strepsis with Vitamin C Lozengs, Amylmetacresc
0.6mg, 24-Dichlorobenzylatohol 1.2mg,Vitamin C 100mghasthe sane qualitatve and quantitativecompositionin
terms of acives substancesand the same pharma&euical form as Strepsis Orange with Vitamin C Lozenges
Amylmetacresol.6mg, 2,4-Dichlorobenylalcohol1.2mg,Vitamin C 100ng.

Theproducs arenot subjectto medicalprescription can be promotel to the generalpublicandarefor generakale.

The Summaryof Product Charactesticsfor (SmPC)for this medicind prodict is availableon the IMB’s webste ai
www.imb.ie

Nameof the product Strepsilswith Vitamin C Lozenge

Name(s)of the active substance(JNN) Amylmetacresol

2,4-Dichlorobenzylalcohol
VitaminC (asAscorbicAcid andSodium

Ascorbae)
Pharmaotherapeuticlassification(ATC code) R0O2AA03
Pharmaeuical form andstrength(} Lozenge,100m(

MarketingAuthorisaton Number(s)n Ireland(PA) | PA0979/039/002

MarketingAuthorisaton Holdel Reckitt BenckiserrelandLtd

I QUALITY ASPECTS

[1.1. Introduction

This applicatonis for Strepsls with Vitamin C LozengesAmylmetaaesol0.6mg,2,4-Dichlorobenzyl&cohol 1.2mg,
VitaminC 100ng.

1.2  Drug substance

Theactivesubstanceare Amylmetacresol2,4-Dichlorobenzylécohol andVitamin C (asAscombic add andSodium
Ascorbde), estabishedactivesubstanceslescribedn the Europen Pharmacopoe& and/orBritish Pharmacopoei, anc
are manufacturedn accordancewith the principlesof GoodManufaduring Practice(GMP)
Theactivesubstancepecifcationfor eachadive substancés considerd adequatd¢o controlthe quality andmeets
currentphamacopoel requirenents.Batch anajtical daa denonstating comgdiancewith this specificatiorhasbeen
provided.

1.3 Medicinal product

P.1  Compositon

Ead lozengeis circular andis orangeflavoured and coloured Embossedon bothsidesis the strepsilsbrandicon.
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Ead lozengecontinslevomentholtartaic add, flavour Givaudan Blood Orange7830034, sunsetellow FCF
(E110), ponceauiR (E124),propyleneglycol, liquid glucoseand liquid suaose

P.2  PharmaceuticdDevelopment

Theproductis anestablifiedpharmacetical form andits developnentis adequatelydescibedin accordancevith the
relevantEuropearguidelines.

P.3 Manufactire of the Product

Theproductis manufacturedn accordancavith the princples of goodmanufactuing pradice (GMP) at suitably
gualified manufaturing sites.

Themanufacturingprocesshasbeenvalidaedacordingto relevantEuropea/ICH guiddinesandthe processs
considerel to besufficiently validaed.

P.4  Controlof OtherSubsancegExdpients)

All ingredientscomplywith Ph.Eur. orin-housestandardsaandaretherdore adequatelycontrolledby theagreed
specificdions.

P.5 Controlof FinishedProduct

TheFinishedProductSpecification's basedn the pharnmacopoeal monographfor lozengesandthetestsandcontrol
limits areconsideredppropriatdor this typeof product

Theanalyticalmethodsusedaredescribedn sufficient detail andare supportedy validationdata.

Batchanalytcal datafor a numberof batche from the propose producton site(s) havebeenprovided,and
demonstrae the ability of the manufactureto produe bathesof finishedproductof consistengjuality.

P.6  Packagng matrial
Theproductis presentedstwo blistertrays,eachcontining 12 ozengs.

Evidencehasbeenprovidedthattheblisters comply with Ph.Eur. andEU legislationfor usewith foodsuffs
requirementswhereappicable.

P.7  Stablity of the FinishedProduct

Stability data on thefinishedproductin the proposedgadkaginghavebeenprovidedin accodancewith EU guidelines
demonstraing the stability of the productfor 3 yearswhenstoredbelow 25°C.

1.4 Discussion on Chemical, Phar maceutical and Biological Aspects

Theimportantquality characerisics of the produd arewell-definedandcontrolled. Satisfactorychemicaland
pharmaceuticatiocumentatiofnasbeenprovided,assuringconsistat qualty of Strepsilswith Vitamin C Lozenges,
AmylmetacresoD.6mg, 2,4-Dichlorobenylalcohol1.2mg,Vitamin C 100nyg.

11 NON-CLINICAL ASPECTS

[11.1 Introduction

This activesubstances the sameasthatpresent in Strepsils Orangewith Vitamin C 100mgLozengesn the Europeal
market. No new preclinical data have beensubmited. As such, no pre-clinical assessmerttas beenmadeon the
application Thisis acceptabldor this type of applicaion.
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IV CLINICAL ASPECTS

V.1 Introduction

2, 4-Dichlorobenzylacohol and amylmetacesol are well known active substanes with establishedefficacy anc
tolerability. This medicinalproductis thesameas StrepsilsOrangewith VitaminC 100mgLozengeson the Europeai
market

The contentof the SPCapprovedduring the nationd procelureis in accordance with that acceptedor the reference
productStrepsilsOrangewith Vitamin C 100mgLozenges markeedby Reditt Benckiser_td.

I'V.2 Phar macological profile

2,4-Dichlorobenzylalcohol andamylimetacresohaveantiseptc propeties. Ascorbic acidandsodiumascobateprovide
asoure of Vitamin C, which maybe benefical duringinfection when Vitamin C levelsarebelievet to fall.

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

Theschedut for PeriodicSafey UpdateReportyPSUR)submsgsionisidentcal to thatof thereferenceproduct.
TheMarketing Authorisation Holder sulmitted a setof documentsdescrbing the PhamacovigilanceSystemjncluding
informationon theavailabiity of anEU Qualfied Persorfor Pharmaovigilance(EU-QPPV)andthe meandor

notifi cationof adverseeactionreportsin the EU or from a Third County.

IV.6 Discussion on the clinical aspects

The dafety and efficacy of the acive ingredienysare well esteblished.As this is an applicationunderArticle 10c of
Directive 2001/83/EQ“informedconsent) no additional evidenceto supportthe safetyandefficacy is required.

V OVERALL CONCLUSIONS
Benefit/Risk Assessment and Recommendations

The overll assessent outcome of Strepsils with Vitamin C Lozenges, Amylmetacre®l 0.6mg, 2,4
Dichlorobenzyalcoholl.2mg,Vitamin C 100mg is posiive.

Strepsilswith Vitamin C 100ng Lozenge arethe sameas StrepsilsOrangewith Vitamin C 100mgLozenges It is a
well-known mediinal productwith a proven chemial-pharmacetical quality and an eseblished favourale effi cacy
and safetyprofile.

The IMB, on the basisof the datasubmited consideredhat Strepsis with Vitamin C 100mgLozengesmarketedby
Reckitt BenckserLtd wasthe sameasthereferencgroductandthereforegranteda marketng authorisation.
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