AA Licence|Product Active Source Country|Source Applicant Objections |Status of|Reason for|Conditions
Authorisation included in the
Number Name Ingredient/s |Number Country Received application |decision Licence
AA1122/00902 |Nebol Tablets|Nebivolol PA0711/120/001 |lreland Rowex Ltd Nil Accepted There are fewer|Commitment to
than three
authorised
products on the
market with the
same active
ingredient, dose
5mg hydrochloride and strength undergo an MRP
AA565/00806  |Asacol Tablets|Mesalazine 26416329 Italy Central Nil Accepted No authorised|N/A
Gastro- products are
Procurement & available,
Resistant
marketed or
400mg Supplies Unit offered on tender
AA1438/07901 |Metformin Metformin PA0281/213/001 |[Ireland NM Pharma Ltd  [Nil Accepted The product is to |[N/A
be made
. available at least
Pinewood
10% less than
_ the price of the
Tablet, film cheapest
authorised
coated 500mg |hydrochloride alternative




AA1438/08101 |Finasteride Finasteride RVG 35032 Netherlands |NM PharmaLtd |Nil Rejected The product has|N/A
Aurobindo .
Tablet,  film a  marketing
coated 5mg authorisation
AA565/77602  |Valganciclovir |Valganciclovir 5665203 Portugal Central Nil Accepted No authorised|N/A
Mylan Tablet, products are
Procurement & available,
film coated marketed or
450mg Supplies Unit offered on tender
AA565/85901 Sperizak Risperidone PA2315/248/002 |Ireland Central Nil Accepted No authorised|N/A
Pdr+Solv  for products are
Procurement & available,
Susp  for Inj marketed or
37.5mg Supplies Unit offered on tender
AA770/03303  |Morphine Morphine sulfate |RVG 17881 Netherlands |JV Healthcare|Nil Accepted No  authorised|N/A
sulphate retard products are
available,
Teva  Tablets marketed or

10mg

Limited

offered on tender




