AA Licence|Product Name |Active Source Country|Source Applicant Objections |Status of|Reason for decision
Authorisation
Number Ingredient/s [Number Country Received application
AA729/20504 |Valium Tablets|Diazepam 8101527 Portugal |Cherubino Nil Accepted There are fewer than
three authorised
products on the
market with the same
active ingredient, dose
5mg Limited and strength
AA565/65304  |Tambocor Flecainide acetate|2088.00.01 Germany [Central Nil Accepted No authorised
Solution for products are available,
N Procurement &
Injection marketed or offered
10mg/ml Supplies Unit on tender
AA188/01902 |Tazorex Pdr for|Piperacillin 20601 Cyprus Demo SA[Nil Accepted There are fewer than
) three authorised
L sodium; . products on the
Soln for Injection Pharmaceutical )
Tazobactam market with the same
active ingredient, dose
4+0.5g/vial Sodium Industry and strength
AA1122/01203 |Serlan  Tablet,|Sertraline PA0711/065/001 [Ireland Rowex Ltd Nil Accepted Continuity of
film coated
A treatment for patients
AA1122/01204 |Serlan Tablet,|Sertraline PA0711/065/002 |Ireland Rowex Ltd Nil Accepted Continuity of
film coated
100cac treatment for patients
AA565/42305  |Vinorelbine Vinorelbine 70227 Spain Central Nil Accepted No authorised
Aurovitas products are available,
. Procurement &
Solution for marketed or offered
Infusion

Supplies Unit

on tender




AA1122/01903

Quetex XR Tablet

Prolonged

Release 50mg

Quetiapine

Fumarate

PA0711/258/001

Ireland

Rowex Ltd

Nil

Accepted

There are fewer than
three authorised
products on the
market with the same
active ingredient, dose
and strength




Conditions

included in the

Licence

N/A

N/A

To undergo an

MRP

To undergo an

MRP

To undergo an

MRP

N/A




To undergo an

MRP




