AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ) . . . Reason for decision included in the
Number Country Received | application .
Number Licence
AA565/50203 Meloxicam STADA® Tablets Meloxicam 62508.00.00 Germany Central Proc.?ument & Nil Accepted To ensure cgntlnuatlon of supply for the N/A
7.5mg supplies National Health System
DEXACHLOR Eye Drops Dexamethasone sodium . . Th.ere are no other aujchonsed products for
AA1411/15901 . phosphate 106649/24092019 Greece EJ Busuttil Ltd Nil Accepted | this active substance in the same strength N/A
Solution 0.1% + 0.5% ; .
Chloramphenicol or pharmaceutical form
Tobramycin Via Pharma . . . . . To ensure continuation of supply for the
AA729/24504 Nebulise Solution 300mg/5m| Tobramycin LT/1/16/3931/001 Lithuania Cherubino Ltd Nil Accepted National Health System N/A
AA565/91603 Ronic Eye Drops Solution dexamethasone sodium 3232691, 5838164 Portugal Central Prgcurement& Nil Accepted To ensure cgntlnuatlon of supply for the N/A
1mg/ml phosphate Supplies Unit National Health System
Xatral SR prolonged-release Neofarma The product is to be made available at
AA908/18302 P 9 Alfuzosin hydrochloride| 11628/2019/01-02 Romania ) L Nil Accepted least 10% less than the price of the N/A
Tablets 10mg Pharmaceuticals Limited . .
authorised alternative of the same brand
Minims Phenylephrine . . .
AA565/21814 Hydrochloride Eye Drops Phenylephrine PA23259/016/001 | Ireland Central Procurement& Nil Accepted | 1O €nsure continuation of supply for the N/A
. hydrochloride Supplies Unit National Health System
Solution 2.5% w/v
xatral SR Tablet Prolonaed The product is to be made available at
AA1438/02203 9 Alfuzosin hydrochloride| 11628/2019/01-02 Romania NM Pharma Ltd Nil Accepted least 10% less than the price of the N/A
Release 10mg . .
authorised alternative of the same brand
Octreotide Bendalis Solution . Central Procurement& . To ensure continuation of supply for the
AA565/16509 for Inj/Inf 0.5mg/ml octreotide acetate 73246.00.00 Germany Supplies Unit Nil Accepted National Health System N/A
Morphine Hydrochloride . . . .
AA565/27707 S.A.L.F. Solution for Injection Morphmg hydrochloride 30677013 Italy Central Prqcurement & Nil Accepted To ensure CQntlnuatlon of supply for the N/A
trihydrate Supplies Unit National Health System
10mg/ml
Dropilton Eye Drops Solution pilocarpine Central Procurement& . To ensure continuation of supply for the
AA565/129001 2% hydrochloride 4897017 Italy Supplies Unit Nil Accepted National Health System N/A
Sitagliptin AL Tablet, film Sitagliptin Central Procurement & To ensure continuation of supply for the
AA565/94003 glp ! hydrochloride 2204651.00.00 Germany . . Nil Accepted ) PPTY N/A
coated 100mg Supplies Unit National Health System
monohydrate
Amlodipine (as The product is to be made available at
AA908/07003 Amlodipine Teva Tablets 5mg besiﬁ)ate) PA0749/067/001 Ireland Neofarma Ltd Nil Accepted least 10% less than the price of the N/A
authorised alternative of the same brand
Amlodipine (as The product is to be made available at
AA908/07004 |[Amlodipine Teva Tablets 10mg besiIF;te) PA0749/067/002 Ireland Neofarma Ltd Nil Accepted least 10% less than the price of the N/A
' authorised alternative of the same brand
. Calcium lactate . . To ensure continuation of supply for the To undergo
AA084/06403 |[Calcium Lactate Tablets 300mg pentahydrate 19879 Cyprus Remedica Ltd Nil Accepted National Health System MRP




