Conditions

AA Licence Product Name Active Ingredient/s S°“.r°e _Country Source Applicant Ob]ect_|ons Stat_us ?f Reason for decision included in
Number Authorisation Number Country Received | application .
the Licence
AA565/68802 Diflucan Powder for Oral Fluconazole 4067/2011/01-04 Romania Central Procurement& Nil Accepted | 'O &nsure continuation of supply N/A
Suspension 10mg/ml Supplies Unit for the National Health System
AA565/52204 Solu-Medrol _Pdr+SoIv for Meth_ylpredms_olone 8303800 Portugal Central Procurement& Nil Accepted To ensure cqntlnuatlon of supply N/A
Soln for Inj 40mg/1ml sodium succinate Supplies Unit for the National Health System
AA565/36912 Sod'lum Chlorldg Viaflo Sodium chloride 4031985 Portugal Central Procurement Yes Refused The produgt h.as a' Marketing N/A
Solution for Infusion 0.9% Supplies Unit Authorisation in Malta
Cholestyramine resin Powder . . Central Procurement& . To ensure continuation of supply
AAS65/116202 for Oral Suspension 4g Cholestyramine 49.34 Spain Supplies Unit Nil Accepted for the National Health System N/A
Prednisolona Labesfal Tablets . 5143219, 2999399, Central Procurement& . To ensure continuation of supply
AA565/58108 5mg Prednisolone 2999498 Portugal Supplies Unit Nil Accepted for the National Health System N/A
Vitamina A Forte Biofarm . . . Central Procurement& . To ensure continuation of supply
AA565/115602 Capsules, Soft 50,000IU Retinol palmitate 6249/2014/01 Romania Supplies Unit Nil Accepted for the National Health System N/A
Temozolomida Novumgen . Central Procurement& . To ensure continuation of supply
AA565/123401 Capsule 100mg Temozolomide 5837679 Portugal Supplies Unit Nil Accepted for the National Health System N/A
AA565/04806 Oxybutynin EG Tablets 5mg | Oxybutynin hydrochloride AIC 035733043 Italy Central Procurement& Nil Accepted To ensure cqntlnuatlon of supply N/A
Supplies Unit for the National Health System
Flutamide cinfa EFG Tablets ) i Central Procurement& . To ensure continuation of supply
AA565/11907 250mg Flutamide 62.912 Spain Supplies Unit Nil Accepted for the National Health System N/A
Nasobec Nasal Spray Solution Beclometasone Central Procurement& . To ensure continuation of supply
AA565/02103 50mcg dipropionate PA1986/055/001 Ireland Supplies Unit Nil Accepted for the National Health System N/A
Ferrum Hausmann Syrup . Central Procurement& . To ensure continuation of supply
AA565/123501 10ma/ml Polymaltose 10043/2017/01 Romania Supplies Unit Nil Accepted for the National Health System N/A
Rispone Tablet, film coated . . Neofarma . . .
AA908/19303 0.5mg Risperidone PA0711/106/002 Ireland Pharmaceuticals Limited Nil Accepted To ensure continuation of supply N/A
Rispone Tablet, film coated . . Neofarma . . i
AA908/19304 1mg Risperidone PA0711/106/006 Ireland Pharmaceuticals Limited Nil Accepted To ensure continuation of supply N/A
Taromentin Tablet, film Amoxicillin trinydrate/ Tarchominskie Zaklady . . .
AA1404/00105 coated 875/125mg Clavulanic acid 10877 Poland Farmaceutyczne Polfa S.A. Nil Accepted To ensure continuation of supply |To undergo MRP
FUCIDINE Tablet, film coated . . Central Procurement& . To ensure continuation of supply
AA565/73202 250mg Sodium fusidate 34009 367 663 7 2 France Supplies Unit Nil Accepted for the National Health System N/A
Fucidin Tablet, film coated - . . Central Procurement& . To ensure continuation of supply
AA565/73203 250mg Fusidic acid 13.998 Austria Supplies Unit Nil Accepted for the National Health System N/A
Neurostil Capsules Hard There are fewer than
AA770/15202 300?,11 Gabapentin PA0749/164/002 Ireland JV Healthcare limited Nil Accepted three authorised products on the N/A
9 market with the same active
NanoHSA-ROTOP Kit for Denatured human serum To ensure continuation of suppl
AA1411/01002 Radiopharmaceutical ) 90579.00.00 Germany EJ BUSUTTIL LTD Nil Accepted . PPl N/A
. albumin for the National Health System
Preparation 0.5mg
Everolimus Biocon Tablets ) i . To ensure continuation of supply
AA1173/09102 10mg Everolimus 2205455.00.00 Germany Mint Health Ltd Nil Accepted for the National Health System N/A
AA288/04601 Bromocriptina Generis Tablets Bromocriptine Mesylate 2300796 Portugal V.]J. Salomone Pharma Ltd Nil Accepted To ensure continuation of supply N/A

2.5mg




