
Applications received in the week: 30th March to 5th April

AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA1444/01101 Udihep Capsules Hard 250mg Ursodeoxycholic Acid 43/296/24-C Czech Republic Novatin Limited

AA1123/02402 Soluvit Pdr for Soln for Infusion 
Thiamine mononitrate
nicotinamide,sodium 
pantothenate,biotin

27984018 Italy Fresenius Kabi 
Deutschland GmbH 

AA1411/15301 Obracin Solution for Injection 80mg/2ml Tobramycin Sulfate RVG 06890 Netherlands EJ Busuttil Ltd 

AA1454/06701 Rispone Tablet, film coated 0.5mg Risperidone PA0711/106/002 Ireland Prohealth

AA1454/06702 Rispone Tablet, film coated 1mg Risperidone PA0711/106/006 Ireland Prohealth

AA1454/06703 Rispone Tablet, film coated 2mg Risperidone PA0711/106/007 Ireland Prohealth



AA1045/02505 Etalopro Tablet, film coated 5mg Escitalopram Oxalate PA0126/212/001 Ireland Clonmel Healthcare Ltd 

AA1045/02506 Etalopro Tablet, film coated 10mg Escitalopram Oxalate PA0126/212/002 Ireland Clonmel Healthcare Ltd 

AA1045/02507 Etalopro Tablet, film coated 15mg Escitalopram Oxalate PA0126/212/003 Ireland Clonmel Healthcare Ltd 

AA1045/02508 Etalopro Tablet, film coated 20mg Escitalopram Oxalate PA0126/212/004 Ireland Clonmel Healthcare Ltd 
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