
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Xatral10mgProlonged ReleaseTablets

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each tabletcontains10mgalfuzosinhydrochloride.

Excipient(s)with knowneffect
Hydrogenatedcastor oil

For thefull list of excipients,seesection6.1.

3 PHARMACEUTICAL FORM

Tablet,prolongedrelease.

Product imported from the UK
Round biconvexthreelayertablet:onewhite layerbetweentwo yellow layers.

4 CLINICAL PARTICULARS

As perPA0540/162/003

5 PHARMACOLOGICAL PROPERTIES

As perPA0540/162/003

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Ethylcellulose
Hydrogenatedcastor oil
Hypromellose
Yellow ferric oxide(E172)
Magnesiumstearate
Microcrystalline cellulose
Povidone
Silica colloidalhydrated
Mannitol(E421)

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf life expirydateof this productshall bethedateshownon thecontainerandouterpackageof theproducton
themarket in thecountryof origin.
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6.4 Special precautions for storage

Do not storeabove25̊ C.
Storein theoriginal package.

6.5 Nature and contents of container

Blister stripsin acardboardcarton.
Packsize 30 tablets.

6.6 Special precautions for disposal of a used medicinal product or waste materials derived from
such medicinal product and other handling of the product

No specialrequirements.

7 PARALLEL PRODUCT AUTHORISATION HOLDER

ImbatLimi ted
Unit L2
NorthRingBusinessPark
Santry
Dublin 9

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA1151/042/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof FirstAuthorisation :18thJanuary2008

10 DATE OF REVISION OF THE TEXT

April 2018
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