Applications received in the week: 15th December to 21st December 2025

Source Country

AA Licence Product Name Active Ingredient/s Authorisation Source Applicant
Number Country
Number
AA729/41701 Dependex Tablets 50mg Naltrexone hydrochloride Austria Cherubino Ltd
AA770/27801 Itraconazol Slavia Capsule 100mg Itraconazol 12422/2019/01 Romania JV Healthcare Limited
Paracetamol
Febrisan Powder Effervescent Ascorbic acid -
AA770/27901 750+60+10mg/5g Phenylephrine 10849 Poland JV Healthcare Limited
hydrochloride
AA1411/00703 Hydrocortisone SF Tablets 10mg Hydrocortisone 22402 Poland EJ BUSUTTIL LTD
AA1227/00103 Flihaler Inhalation Gas 250mcg Fluticasone propionate 6985/17/07-11-2018 Greece D'Aﬁi;éslgr[)ECH
. S . ) Central Procurement &
AA565/108002 Ameride Tablets 5mg/50mg Amiloride hydrochloride 53.265 Spain . .
Supplies Unit
AA565/125001 Naltex Tablet, film coated 50mg Naltrexone hydrochloride 17612 Poland Central Procurement &

Supplies Unit




Candesartan cilexetil

AA770/27703 Atacand Plus Tablets 16mg/12.5mg Hydrochlorothiazide Spain JV Healthcare Limited

AA770/28001 TamisPRAS Tablet Prolonged Release 0.4mg | Tamsulosin hydrochloride 20192 Poland JV Healthcare Limited

AA1161/01302 Finasterida Arena Tablet, film coated 5mg Finasteride 863/2008/01-02 Greece Farmarosib SRL

Hepatitis A virus
AA1438/00604 [VAQTA Adult Suspension for Injection 50IU/ML| Amorphous aluminium RVG 20798 Netherlands NM Pharma Limited
hydroxyphosphate sulphate

AA1454/06001 Brupro for Children Oral Suspension Ibuprofen PA0074/067/004 Ireland Prohealth Limited
100mg/5ml

AA1454/06002 | Brupro for Children Six Plus Oral Suspension Ibuprofen PA0074/067/005 Ireland Prohealth Limited
200mg/5ml

AA1454/06003 Brupro Max Tablet, film coated 400mg Ibuprofen PA0074/067/002 Ireland Prohealth Limited

AA1349/01102 Normodorm Tablet, film coated 25mg Doxylamine hydrogen 77517 Poland LABORATORIOS

succinate

NORMON, S.A.




AA1007/00801

Ertapenem Atb Pdr/Conc/Soln for Infus 1g

Ertapenem

15902/2025/01

Romania

Antibiotice SA

AA1513/04501

Rythmodan Capsules Hard 100mg

Disopyramide

34009 309 354 5

Pharma Regulatory
Services Limited




