Applications received in the week 6 Feb 2023 - 12 Feb 2023

AA Licence . . Source Country Source .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant
AA908/03506 Nexium Granules for Oral Suspension Esomeprazole 34972556 italy Neofarma F’h?rmaceuticals
10mg Limited
AA908/23402 Ondansetron Bluefish Orodispersible Ondansetron 16694 Poland Neofarma F’h?rmaceuticals
Tablet 4mg Limited
Norfl in ABCC les Hard Central P t& Suppli
AA565/93903 orfioxacin apsuies nar Norfloxacin AIC 025000023 Italy entral Frocurements supplies
400mg Unit
Dantrolen i.v. Pdr for Soln f Central P t& Suppli
AA565/86402 antrofen I\{ rror Soin for Dantrolene sodium 1328.00.00 Netherlands entra rocuremen upplies
Infusion 20mg Unit
HHP Malta (P&D Ph
AA1488/07001UK Frusol Oral Solution 40mg/5ml Furosemide PL 00427/0110 United Kingdom @ Sr;ite y arma)
M Pdr+Solv f In for Inf
AA1207/00901 eropenem SrOOr(‘)n\g/ Or SOINTOTINTY M eropenem trihydrate PA2165/016/001 Ireland AS KALCEKS
AA1454/02501 Tamoxifen Farmoz Tablets 20mg Tamoxifen 4065495-6 Portugal Prohealth
Erpi Pdr for Soln for Infusi D SA Ph tical
AA188/02701 rpizen FeT or sa'n for fntusion Aciclovir 40080/12 Germany emo SA Fharmaceutica
250mg/vial Industry
AA1438/10201 Lexotanil Tablets 3mg Bromazepam 24191/29.06.2017 Greece NM Pharma Ltd
R tatin R Tablet, fil ) . .
AA041/00801 osuvastatin Rowa fablet, fiim Rosuvastatin calcium PA0074/093/001 Ireland Rowa Pharmaceuticals Ltd
coated 5mg
R tatin R Tablet, fil
AA041/00802 osuvastatin Rowa fablet, fiim Rosuvastatin calcium PA0074/093/002 Ireland Rowa Pharmaceuticals Ltd
coated 10mg
R tatin R Tablet, fil
AA041/00803 osuvastatin Rowa fablet, fiim Rosuvastatin calcium PA0074/093/003 Ireland Rowa Pharmaceuticals Ltd
coated 20mg
Tamb Solution for Inj/Inf
AA729/30901 ambocor Solution for Inj/In Flecainide acetate PA2010/026/001 Ireland Cherubino Ltd
10mg/mL
AA041/00704 Brupro Tablet, film coated 200mg Ibuprofen PA0074/067/001 Ireland Rowa Pharmaceuticals Ltd




AA041/00901

Brupro Cold & Flu Tablet, film coated
200mg/30mg

Ibuprofen;
Pseudoephedrine
hydrochloride

PA0074/067/006

Ireland

Rowa Pharmaceuticals Ltd







