AA Licence Source Country Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Source Country Applicant ] . . Reason for decision included in the
Number Received | application .
Number Licence
Ephedrine Aguettant . . .
AA565/116001 30mg/ml solution for Ephedrine hydrochloride| 34009 562 683 3 7 France Central Prgcurement & Nil Refused The producF 'S aIreadY |n'pos.se55|on of N/A
iniection Supplies Unit a marketing authorisation in Malta
Numeta G Emulsion for . Central Procurement & . To ensure continuation of supply for
AA565/114604 Infusion 16 % glucose solution 18172 Poland Supplies Unit Nil Accepted the National Health System N/A
Decloban Qintment . . . . To ensure continuation of supply for
AA729/38401 500mca/q Clobetasol propionate 56530 Spain Cherubino Ltd Nil Accepted the National Health System N/A
Decapeptvl Dailv Solution for There are fewer than three authorised
AA770/24101 P p_y Jalty Triptorelin (acetate). 62431: 745174 Spain JV Healthcare Limited Nil Accepted products on the market with the same N/A
Injection 0.1mg R .
active ingredient, dose and strength
The product is to be made available at
o .
AA1411/09601 Lexotan Tablets 3mg Bromazepam PA2239/008/002 Ireland EJ BUSUTTIL LTD Nil Accepted | €3St 10% less than the price of the N/A
authorised alternative of the same
brand
Aremed Tablet, film coated . . To ensure continuation of supply for To undergo
AA084/07402 1mg Anastrozole 20299 Cyprus Remedica Ltd. Nil Accepted the National Health System MRP
Pemetrexed Vitane The product has a Marketin
AA1506/00101 Pdr/Conc/Soln for Infus Pemetrexed Disodium 94067.00.00 Germany Chemi Pharma Ltd Nil Refused P o 9 N/A
500mq Authorisation in Malta
Dantrium Intravenous Pdr . . . To ensure continuation of supply for
AA729/27703 for Soln for Injection 20mq Dantrolene Sodium PA1336/004/003 Ireland Cherubino Ltd Nil Accepted the National Health System. N/A
Bezalip Tablet Prolonged . Pharma Regulatory . To ensure continuation of supply for
AA1513/03601 Release 400mg Bezafibrate 24732024 Italy Services Limited Nil Accepted the National Health System N/A
AA729/23303UK | Prednisolone Tablets 1mg Prednisolone PL 29831/0177 | United Kingdom Cherubino Ltd Nil Accepted | 1° €nsure continuation of supply for N/A
the National Health System
Ropinirole-neuraxpharm . Central Procurement & . To ensure continuation of supply for
AAS65/01310 Tablet, film coated 0.25mg Ropinirole 68839.00.00 Germany Supplies Unit Nil Accepted the National Health System N/A
There are fewer than three authorised
AA1228/03501 Hiprex Tablets 1g Methanamine Hippurate 5634 Norway Focused Pharma Ltd Nil Accepted products on the market with the same N/A
active ingredient, dose, and strength
Ventolin spray Solution ) . Central Procurement & . The product is already in possession of
AAS65/26312 5mg/1ml Salbutamol 99-0914 Latvia Supplies Unit Nil Refused a Marketing Authorisation in Malta N/A
Octreotide Bendalis Solution . Central Procurement & . To ensure continuation of supply for
AA565/16508 for Inj/Inf 0.5mg/m| Octreotide 73246.00.000 Germany Supplies Unit Nil Accepted the National Health System N/A
Vitamin A Provepharm 34009 356 530 0 0 Central Procurement & To ensure continuation of supply for
AA565/115601 Solution for Injection Retinol palmitate & 34009 356 531 7 France Supplies Unit Nil Accepted the National Health S stzrr)ny N/A
100,000IU/2ml 8 pp y
Doxapram Hydrochloride Doxapram To ensure continuation of supply for
AA729/38901UK Solution for Injection p . PL39280/0017 United Kingdom Cherubino Ltd Nil Accepted ) PPTY N/A
20ma/ml Hydrochloride the National Health System
Dicorynan Capsules Hard . . . , Central Procurement & . To ensure continuation of supply for
AA565/115201 100mq Disopyramide 52549: 744359 Spain Supplies Unit Nil Accepted the National Health System N/A
Pemetrexed EVER Pharma To ensure continuation of supply for
AA1411/08801 | Concentrate for Soln for Inf Pemetrexed 2204842.00.00 Germany EJ BUSUTTIL LTD Nil Accepted PPTy N/A

25mg/ml

the National Health System




Levofloxacin Farmoz Tablet, Levofloxacin 5606793, Farmoz - Sociedade . To ensure continuation of supply for To undergo
AA1050/00501 film coated 500mg hemihydrate 5606892, Portugal Tecnico Medicinal S.A. Nil Accepted the National Health System MRP
Fesoterodine Fumarate To ensure continuation of supply for
AA729/39001UK | Tablet Prolonged Release Fesoterodine fumarate PL23218/0254 United Kingdom Cherubino Ltd Nil Accepted Pply N/A

4mg

the National Health System




