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
Flucloxacillin/Cooper Pdr Flucloxacillin sodium A COOPER Pharamaceuticals . To ensure continuation of supply for
AA1001/01402 for Soln Inj/Inf 1000mg/ml monohydrate 39880/05-04-2024 Greece S.A. Nil Accepted the National Health System To undergo MRP
Brevibloc Solution for . Central Procurement& . This product has a Marketing
AA565/29503 Infusion 10mg/ml Esmolol hydrochloride 5303045 Portugal Supplies Unit Nil Refused Authorisation in Malta N/A
i i The product is to be made available at
Tadalafil Teva Tablet, film : NEOFARMA , o :
AA908/16903 coated 5mg Tadalafil RVG 114750 Netherlands PHARMACEUTICALS LTD Nil Accepted least 10% less thap the price of the N/A
cheapest authorised alternative
Medofed Compound Oral Pse#r?ozﬁiré?:(;”;%ru There are fewer than three authorised
AA032/03106 Suspension P 19889 Cyprus Medochemie Ltd. Nil Accepted |products on the market with the same [To undergo MRP
Dextromethorphan HBr S :
100,15,20,1.25mg . . active ingredient, dose and strength
Guaiphenesin
. . Central Procurement& . To ensure continuation of supply for
AA565/05704 Dantrium Capsule 25mg Dantrolene sodium RVG06978 Netherlands Supplies Unit Nil Accepted the National Health System N/A
Alkeran Tablet, film coated Central Procurement & . To ensure continuation of supply for
AA565/121101 Img Melphalan 6101824.00.00 Germany Supplies Unit Nil Accepted the National Health System N/A
34009 358 1204 9 There are fewer than three authorised
AA1106/00405 | Contracne lcoan';’S”'es' Soft Isotretinoin 34009 358 121 0 0 France LABORATOIgiS BAILLEUL Nil Accepted | products on the market with the same |To undergo MRP
9 34009 358 122 7 8 o active ingredient, dose and strength
34009 358 116 7 7 There are fewer than three authorised
AA1106/00406 Contracnez(éii)sules, Soft Isotretinoin 34009 358 117 3 8 France LABORATOIgiS BAILLEUL Nil Accepted | products on the market with the same |To undergo MRP
9 34009 358 1196 7 o active ingredient, dose and strength
Enoxaparin Ledraxen 2,000 To ensure continuation of supply for
AA1594/00101 IU Solution for Injection Enoxaparin sodium 96236.00.00 Germany Venipharm Nil Accepted . PPy To undergo MRP
the National Health System
20mg/0.2ml
Enoxaparin Ledraxen 4,000 To ensure continuation of supply for
AA1594/00102 IU Solution for Injection Enoxaparin sodium 96235.00.00 Germany Venipharm Nil Accepted . PPly To undergo MRP
the National Health System
40mg/0.4ml
Enoxaparin Ledraxen 6,000 To ensure continuation of supply for
AA1594/00103 IU Solution for Injection Enoxaparin sodium 96234.00.00 Germany Venipharm Nil Accepted . PPy To undergo MRP
the National Health System
60mg/0.6ml
Enoxaparin Ledraxen 8,000 To ensure continuation of supply for
AA1594/00104 | IU Solution for Injection Enoxaparin sodium 96233.00.00 Germany Venipharm Nil Accepted PPly To undergo MRP

80mg/0.8ml

the National Health System




Enoxaparin Ledraxen

To ensure continuation of supply for

AA1594/00105 10_,00_0 IU Solution for Enoxaparin sodium 96232.00.00 Germany Venipharm Nil Accepted the National Health System To undergo MRP
Injection 100mg/1.0ml
NORADREN Concentrate for i a. . Central Procurement& . To ensure continuation of supply for
AA565/114402 Soln for Inf 1 ma/ml Noradrenaline tartrate 4086/23-9-2009; 267960 Greece Supplies Unit Nil Accepted the National Health System N/A
Nadolol Cheplapharm There are fewer than three authorised
AA770/26301 p'ap Nadolol 41029012 Italy JV HEALTHCARE LTD Nil Accepted |products on the market with the same N/A
Coated Tablets 80mg o .
active ingredient, dose and strength
Nitrona TTS Transdermal The product is to be made available at
AA1411/10701 9 Glyceryl trinitrate 41386/9-10-01 Greece EJ Busuttil Ltd Nil Accepted least 10% less than the price of the N/A

Patch 5mg/24hrs

cheapest authorised alternative




