
Applications received in the week: 13th July to 19th July

AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA1411/16101 HYDRAPRES Pdr for Soln for Injection 20mg Hydralazine hydrochloride 56236 Spain EJ Busuttil Ltd

AA240/01503 Maxilin Pdr/Conc/Soln for Infus 500mg Clarithromycin 46783/2192009 Greece Anfarm Hellas SA 

AA565/76605 Clozapine Tablets 25mg Clozapine 36638029 Italy Central Procurement& Supplies 
Unit 

AA565/76606 Clozapine Tablets 100mg Clozapine 36638221 Italy Central Procurement& Supplies 
Unit 

AA1045/05803 Galfer Oral Suspension 140mg/5ml Ferrous fumarate PA0126/314/002 Ireland Clonmel Healthcare Ltd 

AA1045/05804 Galfer Capsules Hard 305mg Ferrous fumarate PA0126/314/001 Ireland Clonmel Healthcare Ltd 

AA1045/01110 Simtan Tablet, film coated 10mg Simvastatin PA0126/125/002 Ireland Clonmel Healthcare Ltd 



AA1045/01111 Simtan Tablet, film coated 20mg Simvastatin PA0126/125/003 Ireland Clonmel Healthcare Ltd 

AA770/30201 Sayana Press Suspension for Injection 
104mg/0.65ml

Medroxyprogesterone
acetate RVG 106064 Netherlands JV Healthcare Limited

AA770/18303 Xylocaine 2% - Adrenaline Solution for 
Injection 20mg/ml 5mcg/ml

Lidocaine;
Adrenaline RVG 119088//3023 Netherlands JV Healthcare Limited

AA565/130001 Custodiol Cardioplegic/Organ Preservation 
Solution 1000ml

Sodium chloride;
Potassium chloride;
Magnesium chloride 

hexahydrate;
Calcium chloride dihydrate;

43815.00.00 Germany Central Procurement& Supplies 
Unit 

AA1411/16201 Nexium Granules for Oral Suspension 10mg Esomeprazole 34972556 Italy EJ Busuttil Ltd

AA1001/00103 Dexacollyre Eye Drops Solution 0.1% Dexamethasone sodium 
phosphate 

35759/16/17-09-2 Greece COOPER Pharmaceuticals S.A.

AA1001/00802 Nafloxin Solution for Infusion 400mg/200ml Ciproflaxacin lactate 92478/1-8-2025 Greece COOPER Pharmaceuticals S.A.

AA1404/00703 Rifamazid Capsules Hard 150+100mg Rifampicin;
Isoniazid R/0861 Poland

Tarchomińskie Zakłady 
Farmaceutyczne “Polfa” Spółka 
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