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AMOXICILLIN TRIHYDRATE/POTASSIUM CLAVULANAT E

PA0281/145/001

The Public AssessmentReportreflectsthe scientific conclusion reached by the HealthProducts Regulatory Authority
(HPRA) at the end of the evaluationprocessand provides a summary of the groundsfor approvalof a marketing
authorisationfor a specificmedicinal productfor human use.It is madeavailable by theHPRA for informationto the
public, afterdeletion of commercially sensitiveinformation. Thelegal basisfor its creationand availability is contained
in Article 21 of Directive 2001/83/EC,asamended. It is a concisedocumentwhich highlights the main partsof the
documentationsubmittedby theapplicantandthescientific evaluation carried out by theHPRA leadingto theapproval
of themedicinalproductfor marketingin Ireland.

I INTRODUCTION

Basedon the review of the dataon quality, safetyand efficacy, the HPRA hasgranted a marketing authorisation for
Pinaclav500mg/125mg film-coatedtablets,from PinewoodLaboratoriesLtd on1st October2010.

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
Augmentin,anauthorisedmedicinalproduct in Europe,has permittedtheapplicantto refer to their dossierto obtainan
authorisation for amoxicillin/clavulanic acid. amoxicillin/clavulanic acid has the same qualitative and quantitative
composition in termsof activessubstancesandthesamepharmaceutical form as Augmentin.

The Summaryof ProductCharacteristics for (SPC) for this medicinal productis available on the HPRA’s website at
www.HPRA.ie

Nameof theproduct Pinaclav 500 mg/ 125 mg film-coated
tablets

Name(s)of theactivesubstance(s)(INN) AMOXICIL LIN TRIHYDRATE
POTASSIUM CLAVULANA TE

Pharmacotherapeuticclassification(ATC code) J01CR02

Pharmaceutical form andstrength(s) Film-coated tablet
500mg/125mg
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II QUALITY ASPECTS

II.1. Introduction

This application is for Pinaclav500mg/125mg fi lm-coated tablets.

II.2 Drug substance

The activesubstancesareAmoxicill in Trihydrate and PotassiumClavulanate, established active substances described
in the EuropeanPharmacopoeia,and are manufactured in accordance with the principles of Good Manufacturing
Practice(GMP)

The active substancespecificationsare considered adequate to control the quality and meet current pharmacopoeial
requirements.Batchanalyticaldatademonstratingcompliancewith thespecificationshas beenprovided.

II.3 Medicinal product

P.1 Composition

White to off-white oval shaped,film-coated tablets debossedwith “AC” anda scoreline on onesideandplain on the
otherside.

Compositionof themedicinalproduct(quantity of activeandlist of excipients by nameonly)

Active substances

Excipients

P.2 PharmaceuticalDevelopment

Theproductis anestablishedpharmaceutical form and its developmentis adequatelydescribed in accordancewith the
relevantEuropeanguidelines.

P.3 Manufactureof theProduct

The product is manufacturedin accordance with the principles of good manufacturing practice (GMP) at suitably
qualified manufacturing sites.

Themanufacturingprocess hasbeenvalidatedaccordingto relevantEuropean guidelinesandtheprocessis considered
to besufficiently validated.

P.4 Controlof OtherSubstances(Excipients)

All ingredientscomplywith Ph.Eur. areadequately controlled by themanufacturer’s specifications.

MarketingAuthorisation Number(s)in Ireland(PA) PA 0281/145/001

MarketingAuthorisation Holder PinewoodLaboratories Ltd T/a Pinewood
Healthcare

Amoxicillin TrihydratePh.Eurequivalentto Amoxicillin 500.0 mg
PotassiumClavulantePh.Eur.equivalentto Clavulanic acid 125.0 mg

MagnesiumStearatePh. Eur.
Sodium StarchGlycolate(TypeA) Ph.Eur.
Colloidal AnhydrousSil icaPh.Eur.
Microcrystalline CellulosePh. Eur.
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P.5 Controlof FinishedProduct

The Finished Product Specification is basedon the pharmacopoeial monographfor tablets,and the tests andcontrol
limits areconsideredappropriatefor this typeof product.

Theanalyticalmethodsusedaredescribedin sufficientdetail andaresupportedby validationdata.

Batch analytical data for a number of batches from the proposedproduction site(s) have been provided, and
demonstrate theability of themanufacturerto producebatchesof finishedproductof consistentquality.

P.6 Packagingmaterial

Theproductis presentedasablisterpackor a glassbottle.

Evidencehasbeen providedthat both packaging types comply with Ph. Eur./EU legislationfor usewith foodstuffs
requirements.

P.7 Stability of theFinishedProduct

Stability dataon thefinishedproductin theproposedpackaging have beenprovidedin accordancewith EU guidelines
demonstrating thestability of theproductfor 2 years(blister),3 years(glassbottle)whenstoredbelow25̊ C.

Adventitious Agent Safety

Adventitious viruses

II.4 Discussion on Chemical, Pharmaceutical and Biological Aspects

The important quality characteristics of the product are well-defined and controlled. Satisfactory chemical and
pharmaceuticaldocumentationhasbeenprovided,assuring consistentquality of Pinaclav 500mg/125mg film-coated
tablets.

III NON-CLINICAL ASPECTS

This activesubstanceis thesameasthatpresentin Augmentin on theEuropean market. No new preclinicaldata have
beensubmitted. As such,no pre-clinical assessmenthasbeenmadeon theapplication. This is acceptablefor this type
of application.

IV CLINICAL ASPECTS

IV.1 Clinical

Amoxicillin/clavulanicacidarewell knownactivesubstanceswith establishedefficacyandtolerability. As this
applicationis underArticle 10cof theDirective “ informedconsent” , noadditional clinical studiesweresubmittedto
demonstrate thepharmacologyefficacyor safety of this product.This is acceptablefor this typeof application.
Referencehasbeenmadeto thepreviouslyassesseddossier of thereference productAugmentin.No reassessmentof
thisdossierhasbeencarriedout.

Thecontentof theSPCapprovedduringthenational procedureis in accordancewith thatacceptedfor thereference
productAugmentinmarketedby GSK.

Details of thepharmacologicalaspectsof this medicinalproduct, its clinical effi cacyandsafety canbefoundin the
authorisedversionof theSPC.
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IV.2 Pharmacovigilance

Risk ManagementPlan (usualpharmacovigilance requirements +/- additionalrequirements)

Theschedule for PeriodicSafety UpdateReports(PSUR)submissionshouldbeaddressed

TheMarketing AuthorisationHoldersubmitteda setof documentsdescribing thePharmacovigilancesystem, including
information on the availability of an EU Qualified Personfor Pharmacovigilance (EU-QPPV) and the meansfor
notificationof adversereactionreportsin theEU or from aThird Country.

IV.3 Discussion on the clinical aspects

As this is anapplicationunderArticle 10cof theDirective “ informedconsent” , no additionalclinical studieshavebeen
providedto demonstrateefficacyandsafety, and nonearerequired.Theproductinformationis in accordancewith that
of thereferenceproductAugmentin.

V OVERALL CONCLUSIONS

BENEFIT/RISK ASSESSMENT AND RECOMMENDATION
Amoxicillin/Clavulanic Acid 500mg/125mg Film coated Tablets are the sameas Augmentin. Augmentinis a well-
known medicinalproductwith a provenchemical-pharmaceutical quality andan established favourable efficacy and
safety profile.

TheHPRA, on thebasisof thedatasubmittedconsideredthatAmoxicillin/ClavulanicAcid 500mg/125mgFilm coated
Tabletswasthesameasthereferenceproduct andthereforegrantedamarketing authorisation.

VI REVISION DATE

October2010
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