
AA Licence 
Number Product Name Active Ingredient/s

Source Country 
Authorisation 

Number

Source 
Country Applicant

AA908/25502 DIFLEX Gel 50mg/g Diclofenac sodium 12313/2019/01-02-
03-04-05-06-07 Romania Neofarma 

Pharmaceuticals Limited 

AA1411/13101 Bupivacaine Fisiopharma Solution for 
Injection 2.5mg/ml Bupivacaine hydrochloride 35246026 Italy EJ BUSUTTIL LTD

AA908/25402 Sindolor Gel 5mg/5mg/20mg/g

Piroxicam;
Cyclobenzaprine 
hydrochloride;

Lidocaine

14027/2021/01-02-
03-04-05 Romania Neofarma 

Pharmaceuticals Limited 

AA1349/00802 Carvedilol NORMON GSP Tablets 6.25mg Carvedilol 68876 Spain LABORATORIOS 
NORMON, S.A.

AA565/54402 Mysoline Tablets 250mg Primidone PA1777/001/001 Ireland Central Procurement & 
Supplies Unit

AA1330/00903 Pantoprazole Teva Pharma Tablets Gastro-
Resistant 20mg Pantoprazole PA0749/144/001 Ireland Azure Pharmaceuticals 

Ltd

AA1330/00904 Pantoprazole Teva Pharma Tablets Gastro-
Resistant 40mg Pantoprazole PA0749/144/002 Ireland Azure Pharmaceuticals 

Ltd

Applications received in the week: 6th October 2025 till the 12th of October 2025



AA115/01904 Montol Tablets Chewable 5mg Montelukast Sodium 21119 Cyprus Delorbis Pharmaceuticals 
Ltd.

AA242/05701 Hydroxyzine Orifarm Tablet, film coated 
25mg Hydroxyzine hydrochloride 51784 Sweden PHARMABART LTD

AA1411/01902 Konakion MM Paediatric Ampoules Solution 
for Irrigation 2mg/0.2ml Vitamin K1 PA2239/002/002 Ireland EJ BUSUTTIL LTD

AA729/41201 Sorafenib Teva Tablet, film coated 200mg Sorafenib 84240 Spain Cherubino Ltd

AA565/14607 Labetalol S.A.L.F. Solution for Inj/Inf 
5mg/ml Labetalol hydrochloride 5709217 Portugal Central Procurement & 

Supplies Unit

AA199/00803 Sodium Phosphate Enema Rectal Solution 
16%/6%

Sodium phosphate
monobasic dihydrate;

Sodium phosphate
dibasic dodecahydrate

29791011 Italy
Laboratorio Chimico 

Farmaceutico A. Sella 
S.r.l.
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