
Applications received in the week: 9th March to 15th March

AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA565/88403 Ursochol Tablets 150mg Ursodeoxycholic acid 1527.00.00 Germany Central Procurement & 
Supplies Unit

AA908/33801 Candesartan Hydrochlorothiazide Krka Tablets 
16mg/12.5mg

Candesartan cilexetil;
Hydrochlorothiazide PA1347/011/002 Ireland Neofarma 

Pharmaceuticals Limited 

AA565/126701 Adisocol EFG Tablets 150mg Ursodeoxycholic acid 
(UDCA) 83490/723751 Spain Central Procurement & 

Supplies Unit

AA908/33802 Candesartan Krka Tablets 8mg Candesartan cilexetil PA1347/026/002 Ireland Neofarma 
Pharmaceuticals Limited 

AA565/126801 Haemate P Pdr+Solv for soln for inf/inj 
500IU/1200IU

Human coagulation factor 
VIII (FVIII) 26600080 Italy Central Procurement & 

Supplies Unit

AA908/33803 Candesartan Krka Tablets 16mg Candesartan cilexetil PA1347/026/003 Ireland Neofarma Ltd

AA1093/00112 Medica Throat Lemon Lozenges 5mg/1mg
Chlorhexidine 

dihydrochloride;
Lidocaine hydrochloride

BE187065 Belgium Laboratoria Qualiphar 
N.V./S.A

AA1411/01403 DOBUTAMINE BIOINDUSTRIA LIM Concentrate 
for Soln for Inf 250mg/20ml Dobutamine hydrochloride AIC 03449013 Italy EJ Busuttil Ltd 

AA1454/02602 Etoposide Hikma Concentrate and Solvent for 
Solution for Infusion. 20mg/ml Etoposide 2204854.00.00 Germany Prohealth 

AA1349/00704 Fluoxetine NORMON GSP Capsules Hard 20mg Fluoxetine hydrochloride 62.426 Spain Laboratorios Normon 
S.A



AA1411/15101 Caspofungin-Pharmore® Pdr/Conc/Soln for 
Infus 70mg Caspofungin DE H 4655 002 Germany EJ Busuttil Ltd

AA908/33901 Aciclovir Aurovitas, Tablets 200mg Acyclovir 25555 Poland Neofarma 
Pharmaceuticals Limited 

AA908/34001 Valaciclovir Bluefish Tablet, film coated 500mg Valaciclovir hydrochloride 
monohydrate 1-28549 Austria Neofarma 

Pharmaceuticals Limited 

AA1173/09301 Maxeeze Effervescent Paracetamol Tablets 
Effervescent 500mg/8mg/30mg

Paracetamol;
Codeine;

Phosphate;
Caffeine

PA1701/016/001 Ireland Mint Health Limited 

AA1528/00202 Pethisom Solution for Injection 50mg/1ml Pethidine Hydrochloride BE489644 Belgium Laboratories Sterop NV

AA729/42201 Anagrelide Glenmark Capsules Hard 0.5mg Anagrelide hydrochloride 55740 Slovenia Cherubino Limited

AA565/115802 Ciclosporin Concentrate for Soln for Inf 
50mg/ml Ciclosporin PA0896/027/002 Ireland Central Procurement & 

Supplies Unit

AA770/29301 Opralix Cream 2.5% + 2.5% w/w Lidocaine;
Prilocaine 6666/16/11012017 Greece JV Healthcare Limited

AA770/16802 Perindopril tert butylamine Viartis Tablets 4mg Perindopril tert butylamine RVG 108762 Netherlands JV Healthcare Limited

AA770/16902 Oestrogel Pump-Pack Gel 750mcg Estradiol PA1054/004/001 Ireland JV Healthcare Limited
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