Conditions

AA Licence Product Name Active Ingredient/s Sou_rce _Country Source Country Applicant ObJec_t|ons Sta_tus .c'f Reason for decision included in
Number Authorisation Number Received application .
the Licence
E45 White soft paraffin Cream 14.5 White soft paraffin No authorised products
AA729/37501 P " Light liquid paraffin PA22650/007/001 Ireland Cherubino Ltd Nil Accepted are available, marketed or N/A
12.6, 1 %w/w .
Anhydrous lanolin offered on tender
No authorised products
AA729/37701 Okitask Granules 40mg Ketoprofen Lysine salt 42028023 Italy Cherubino Ltd Nil Accepted are available, marketed or N/A
offered on tender
There are fewer than
three authorised
Nitrolingual Pumpspray Sublinguel roducts on the market
AA770/13702 & pspray & glyceryl trinitrate PA2243/001/001 Ireland IV Healthcare Limited Nil Accepted | P , N/A
Spray 400mcg with the same active
ingredient, dose and
strength
To ensure continuation of
AA729/38201 Captopril Tablets 50mg Captopril 11996/2019/01-02 Romania Cherubino Ltd Nil Accepted supply for the National N/A
Health System
Setlers Antacid Peppermint flavour To ensure continuation of
AA729/38101UK PP Calcium carbonate PL 00240/0122 United Kingdom Cherubino Ltd Nil Accepted supply for the National N/A
Tablets Chewable 500mg
Health System
No authorised products
Levofloxacin Unimed Pharma Eye UNIMED PHARMA, spol. s . are available, marketed or|{ To undergo
AA1570/00201 vorioxad I_ y Levofloxacin hemihydrate OGYI-T-23155/01 Hungary P Nil Accepted val ) Y 8
Drops Solution 5mg/ml r.o. offered on tender with MRP
the required specifications
Phenobarbital Labesfal Solution for Central Procurement& To ensure continuation of
AA565/35006 L phenobarbital sodium 2610590 Portugal . . Nil Accepted supply for the National N/A
Injection 100mg/1ml Supplies Unit
Health System
Tamnic Capsules Modified Release TAMSULOSIN To ensure continuation of To undergo
AA1045/00802 P PA0126/151/001 Ireland Clonmel Healthcare Ltd Nil Accepted supply for the National :
400mcg HYDROCHLORIDE MRP

Health System







