
Summary of Product Characteristics

1 NAME OF THE MEDICINAL PRODUCT

Dostinex500microgramTablets

2 QUALITATIVE AND QUANTITATIVE COMPOSITION

Each tabletcontains500microgramscabergolineas theactive ingredient

Excipient(s)with knowneffect:Eachtablet alsocontains lactose

For thefull list of excipients,seeSection6.1.

3 PHARMACEUTICAL FORM

Tablet.

Product imported from Spain:
4 x 8 mmcapsule-shaped,flat,whitetablets.Scored,with a letterPononesideof thescoreandU ontheother,onone
face;and“700” with ashortscorein themiddleof theupperandlowerextremityof thetablet surfaceontheoppositeface
of thetablet. Thetabletcanbedividedinto equaldoses.

4 CLINICAL PARTICULARS

As perPA0822/126/001

5 PHARMACOLOGICAL PROPERTIES

As perPA0822/126/001

6 PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Lactoseanhydrous
Leucine

6.2 Incompatibilities

Not applicable.

6.3 Shelf life

Theshelf life expirydatefor this productshall bethedateshownon thecontainerandouterpackageof theproducton
themarket in thecountryof origin.

6.4 Special precautions for storage

Do not storeabove25̊ C.
Keepthebottle tightly closedin orderto protectfrom moisture.
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6.5 Nature and contents of container

TypeI amberglassbottleswith tamperresistant screw capsandcontainingsilica gel desiccant.Eachbottlecontains 8
tablets.

6.6 Special precautions for disposal and other handling

No specialrequirements.

7 PARALLEL PRODUCT AUTHORISATION HOLDER

LTT PharmaLimited
Unit 18,OxleasowRoad
EastMoonsMoat
Redditch
WorcestershireB980RE
UnitedKingdom

8 PARALLEL PRODUCT AUTHORISATION NUMBER

PPA1562/108/001

9 DATE OF FIRST AUTHORISATION/RENEWAL OF THE AUTHORISATION

Dateof first authorisation:28th February2014

10 DATE OF REVISION OF THE TEXT

April 2017
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