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Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Loceryl 5% w/v MedicatedNail Lacquer

2QUALITATIVE AND QUANTITATIVE COMPOSITION

LocerylNail Lacquercontains5% w/v amorolofinein theform of amorolfine hydrochloride.

For thefull list of excipients,seesection6.1.
3PHARMACEUTICAL FORM

MedicatedNail Lacquer

Product imported from the UK:
A clearcolourlesgo almostcolourlesdiquid

4 CLINICAL PARTICULARS

As perPA0590/018/001
5PHARMACOLOGICAL PROPERTIES
AsperPA0590/018/001

6 PHARMACEUTICAL PARTICULARS
6.1 List of excipients

Ammoniomethacrylée copolymerA

Triacetin

Butyl acdate

Ethyl acetate

EthanolAnhydrous

6.2 Incompatibilities

Not applicable

6.3 Shelf life

Thesheltlife expiry dateof this productis the dateshownon the contanerandouterpackageof the producton the

marketin the countryof origin.

6.4 Special precautionsfor storage

Loceryl nail lacquershouldbe storedoelow 30°C. Protet from hed. Keepbottle tightly closedafteruse.

6.5 Nature and contents of container

AmberglassTypel bottlewith screwthred andplastc screwclosurein anoverlabelle outercarton.
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Packsizes:5ml.
All packscontin cleansingswabs spatula, andnail fil es.

6.6 Special precautionsfor disposal and other handling
No specialrequirements

7 PARALLEL PRODUCT AUTHORISATION HOLDER
PCO Manufactiring

Unit 10, AshbourneBusnessPark

Rath

Ashbourne

Co. Meath

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA0465/234/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first autorisation: 7 August2009
10 DATE OF REVISION OF THE TEXT

June201¢
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