AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ) . . L. Reason for decision included in the
Number Country Received | application .
Number Licence
Loseina Capsules Gastro- Neofarma There are no other authorised products for
AA908/34802 ) P Omeprazole PA0281/272/003 Ireland Pharmaceuticals Nil Accepted this active substance in the same strength N/A
Resistant 40mg . .
Limited or pharmaceutical form
Magnesia Effervescente Sella 000527034; Laboratorio Chimico No authorised products are available To undergo
AA199/01201 Powder Effervescent 40.00g Magnesium hydroxide 000527061 Ttaly Farrr;zlclzugrclo A. Nil Accepted marketed or offered on tender MRP
AA729/32002 Paralink Suppositories Paracetamol PA1721/006/002 | Ireland Cherubino Ltd Nil Accepted No authorised products are available, N/A
180mg marketed or offered on tender
. The product is to be made available at least
AA908/04115 Canesten Vaginal Pessary Clotrimazole 11001/29-03 Greece Neofar.ma Nil Accepted 10% less than the price of the authorised N/A
100mg 1999 Pharmaceuticals LTD .
alternative of the same brand
AA908/02704 G'“szr;fgj ;gg:s;' film 1 Metformin hydrochloride | PA2286/005/001 |  Ireland Neofarma Ltd Nil Accepted To ensure continuation of supply N/A
Glucose 5 % with Sodium
Chloride 0.9 % Basi Solution Glucose monohydrate; Central Procurement . To ensure continuation of supply for the
AAS65/09811 for Infusion Sodium chloride 2776554 Portugal & Supplies Unit Nil Accepted National Health System N/A
50mg/mL+9mg/mL
. N Neofarma . ,
AA908/05905 Sopulmin Suppositories Sobrerol 25533187 Italy Pharmaceuticals Nil Accepted No authorised products are available, N/A
100mg o marketed or offered on tender
Limited
Neofarma No authorised products are available
AA908/05906 Sopulmin Syrup 40mg/5ml Sobrerol 25533151 Italy Pharmaceuticals Nil Accepted P ! N/A
- marketed or offered on tender
Limited
Crestor Tablet, film coated . . . . . .
AA908/05106 10mg Rosuvastatin calcium 5609/2013/01-03| Romania Neofarma Ltd Nil Accepted To ensure continuation of supply N/A
Crestor Tablet, film coated . . . , . .
AA908/05107 20mg Rosuvastatin calcium 5610/2013/01-03( Romania Neofarma Ltd Nil Accepted To ensure continuation of supply N/A
Cisplatin Hikma Concentrate . . . To ensure continuation of supply for the To undergo
AA1454/00803 for Soln for Inf 1mg/mi Cisplatin 2205259.00.00 Germany Prohealth Nil Accepted National Health System MRP
AA565/50202 Meloxicam Generis Tablets Meloxicam 5380613 Portugal Central Procurement Nil Accepted No authorised products are available, N/A

7.5mg

& Supplies Unit

marketed or offered on tender




