AA Licence Source Country Objections | Status of Conditions
Product Name Active Ingredient/s Authorisation Source Country Applicant ject . Reason for decision included in the
Number Received | application .
Number Licence
There is already a product with the same
name with different classification having
Pantogar Capsules Hard 60 | Calcium D-pantothenate different ingredients. The presence of two
AA242/03801 9 P P . ! 1-18177 Austria Pharmabart Ltd Nil Refused products having different classifications N/A
mg L-cystine . .
bearing the same trade name and packaging
design on the local market is tantamount to
confuse and more probable to mislead
. Trimethoprim, . . To ensure continuation of supply for the
AA084/07702 Deprim Tablets 480mg Sulfamethoxazole 19888 Cyprus Remedica Ltd. Nil Accepted National Health System To undergo MRP
Timoalau Eve Drobs Central Procurement & There are no other authorised products for
AAS565/83902 glau =ye Lrop Timolol maleate 9584003 Portugal . . Nil Accepted | this active substance in the same strength or N/A
Solution 2.5mg/ml Supplies Unit .
pharmaceutical form
Sodium Hydrogen Sodium hvdroaen Central Procurement & There are no other authorised products for
AA565/117801 Carbonate B.Braun yarog 6723968.00.01 Germany . . Nil Accepted this active substance in the same strength or N/A
carbonate Supplies Unit .
Concentrate for Soln for Inf pharmaceutical form
AA188/03201 |Ze€talid Solution for Infusion Linezolid 20/15-01-2020 Greece DEMO SA Nil Accepted To ensure continuation of supply for the | 4000 Mrp
2mg/mil National Health System
Magnesium Sulfate . . Central Procurement & . To ensure continuation of supply for the
AA565/12610 Cutaneous Paste 38.5% Dried magnesium sulfate | PA 0484/021/001 Ireland Supplies Unit Nil Accepted National Health System N/A
. The product is to be made available at least
Nexium Tablets Gastro- Esomeprazole . NEOFARMA . o .
AA908/03508 Resistant 20mg magnesium trihydrate 8423/2015/01-02 Romania PHARMACEUTICALS LTD Nil Accepted 10% less than t.he price of the cheapest N/A
authorised alternative
Nexium Tablets Gastro- Esomeprazole . NEOFARMA . The product is to be made available at least
AA308/03509 Resistant 40mg magnesium trihydrate 8424/2015/01 Romania PHARMACEUTICALS LTD Nil Accepted 10% less than the price of the cheapest N/A
Physan . . . 45668: 615930, ) Central Procurement & . To ensure continuation of supply for the
AA565/117901 Bupivacaine/Adrenaline Bupivacaine, Adrenaline 874461, 607375 Spain Supplies Unit Nil Accepted National Health System N/A
Aracytin Lyophilisate for . Central Procurement& . To ensure continuation of supply for the
AA565/104901 injection 500mg cytarabine 22798/19.6.95 Greece Supplies Unit Nil Accepted National Health System N/A
AA565/42106 Epanutin Oral Suspension phenytoin PA23055/003/007 Ireland Central Prqcurement & Nil Refused This product has a marketing authorisation in N/A
30mg/5ml Supplies Unit Malta




