Conditions

AA Licence . 8 Source Country Source . Objections Status of .. . .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant Received | application Reason for decision mcluc_led in
the Licence
There are fewer than three authorised
AA288/02902 InfectoScab Cutaneous Permethrin 51164.00.00 Germany V.J Salamone Pharma Nil Accepted products on the market with the same N/A
Paste 5%5 Itd R .
active ingredient, dose and strength
Losartan Teva-ratio Tablet, . . . . To ensure continuation of supply for the
AA729/42601 film coated 50mgq Losartan potassium 68.944 Spain Cherubino Ltd Nil Accepted National Health System N/A
Authorised products with the same active
Kapetral Tablet, film coated o . . substance, pharmaceutical form and
AA084/11203 150mg Capecitabine 21625 Cyprus Remedica Ltd. Nil Accepted strength are not marketed or offered on N/A
tender
Authorised products with the same active
Kapetral Tablet, film coated _ . . substance, pharmaceutical form and
AA084/11204 500mg Capecitabine 21626 Cyprus Remedica Ltd. Nil Accepted strength are not marketed or offered on N/A
tender
VINBLASTINE TEVA Solution . . . Central Procurement& . To ensure continuation of supply for the
AA565/99704 for Injection 1mg/ml Vinblastine sulphate BE330416 Belgium Supplies Unit Nil Accepted National Health System N/A
Deprexolet Tablet, film Mianserin . . To ensure continuation of supply for the
AA729/27004 coated 10mg hydrochloride 11209 Poland Cherubino Ltd Nil Accepted National Health System N/A
, The product is to be made available at
AA1316/01103 | SERWAN Tat;'(;art]; film coated Sertraline PA0711/065/001 Ireland 4 Pharma Ltd Nil Accepted least 10% less than the price of the N/A
9 cheapest authorised alternative
, The product is to be made available at
AA1316/01104 | SEREAN Talbc')%tr%f"m coated Sertraline PA0711/065/002 Ireland 4 Pharma Ltd Nil Accepted least 10% less than the price of the N/A
9 cheapest authorised alternative
CORTIZI (Preservative Free) No authorised products are available
AA1411/15801 eye drops, solution 3.35 hydrocortisone 46806/23042025 Greece EJ Busuttil Ltd Nil Accepted P ! N/A
ma/ml marketed or offered on tender
METHOTREXATE/PFIZER , . .
AA565/78413 Solution for Inj/Inf Sodium 46354/21-09-2009 Greece Central Prgcurement& Nil Accepted No authorised products are available, N/A
methotrexate Supplies Unit marketed or offered on tender
1000mg/40ml
. . There are no other authorised products for
AA565/99703 Vln!:)lastlne s.ulpljate PCH Vinblastine sulphate RVG 101349 Netherlands Central Prgcurement& Nil Accepted [this active substance in the same strength N/A
Solution for Injection 1mg/ml Supplies Unit .
or pharmaceutical form
HYDRAPRES Pdr for Soln for Hydralazine . . . To ensure continuation of supply for the
AA1411/16101 Injection 20mg hydrochloride 56236 Spain EJ Busuttil Ltd Nil Accepted National Health System N/A
AA729/22703 Pulmozyme Nebulise Dornase Alfa PA2307/005/001 Ireland Cherubino Ltd Nil Accepted To ensure continuation of supply for the N/A

Solution 2500U/2.5ml

National Health System




