AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ) . . L. Reason for decision included in the
Number Country Received | application .
Number Licence
The product is to be made
. . o
AA1438/14301 | SEvothyroxine TevaTablets | | . ihorovine sodium PA0749/143/001 Ireland NM Pharma Limited Nil Accepted | 2valilable atleast 10% less than N/A
25mcg the price of the authorised
alternative of the same brand
Calcium HEXAL Tablets . Central Procurement & Supplies . To ensure continuation of supply
AA565/42805 Effervescent 500mg Calcium carbonate 31390.00.00 Germany Unit Nil Accepted for the National Health System N/A
No authorised products are
AA770/10802 Livial Tablets 2.5mg Tibolone PA23198/021/001 Ireland JV Healthcare Ltd Nil Accepted [available, marketed or offered on N/A
tender
Naprosvn EC Tablets Gastro- No authorised products are
AA729/07007 prosy . Naproxen PA22657/002/001 Ireland Cherubino Ltd Nil Accepted [available, marketed or offered on N/A
Resistant 250mg
tender
AA729/07008 Naprosyn.EC Tablets Gastro- Naproxen PA22657/002/002 Ireland Cherubino Ltd Nil Accepted | To ensure continuation of supply N/A
Resistant 500mg
Konakion MM Paediatric To ensure continuation of suppl To undergo
AA1411/01902 Ampoules Solution for Vitamin K1 PA2239/002/002 Ireland EJ BUSUTTIL LTD Nil Accepted . pply 9
N for the National Health System MRP
Irrigation 2mg/0.2ml
No authorised products are
AA1606/01401 Sibelium Tablets 5mg Flunarizine hydrochloride 55.352 Spain MyRX Limited Nil Accepted |available, marketed or offered on N/A
tender
PILOCARPINE-ISOPTO Eye . . . . Central Procurement & Supplies . To ensure continuation of supply
AA565/22509 Drops Solution 1% Pilocarpine hydrochloride BE038692 Belgium Unit Nil Accepted for the National Health System N/A
There are fewer than three
authorised products on the market
AA115/01904 | Montol Tablets Chewable Montelukast Sodium 21119 Cyprus Delorbis Pharmaceuticals Ltd. Nil Accepted | aumnorisedprogucts onthe N/A
5mg with the same active ingredient, dose
and strength
Omeprazole NORMON Pdr ) . . To ensure continuation of supply | To undergo
AA1349/00202 for Soln for Infusion 40mg Omeprazole 67270 NC:600631 Spain LABORATORIOS NORMON, S.A. Nil Accepted for the National Health System MRP
. . . No authorised products are
AA1173/06802 Binosto Tablets Effervescent Alendronic acid 10117/16/14-05-2 Greece Mint HeaIth_Ltfj (prev Medical Nil Accepted |available, marketed or offered on To undergo
70mg Logistics Ltd) MRP
tender
The product is to be made
. . . o
AA1438/14302 Levothyroxine Sodium Teva Levothyroxine sodium 77.048 Spain NM Pharma Limited Nil Accepted available at least 10% less than N/A

Tablets 50 mcg

the price of the authorised
alternative of the same brand







