Conditions

AA Licence Product Name Active Ingredient/s S°“.r°e _Country Source Country Applicant Ob]ect_|ons Stat_us 9f Reason for decision | included in
Number Authorisation Number Received application .
the Licence
No authorised products To undereo
AA1122/01706 Mirap Tablet, film coated 15mg Mirtazapine PA0711/062/001 Ireland Rowex Ltd Nil Accepted are available, marketed MRP 8
or offered on tender
No authorised products To undereo
AA1122/01707 Mirap Tablet, film coated 30mg Mirtazapine PA0711/062/002 Ireland Rowex Ltd Nil Accepted are available, marketed MRP 8
or offered on tender
There are fewer than
three authorised
. . . products on the market To undergo
AA1045/01004 Doxatan Tablets 1mg Doxazosin mesilate PA0126/202/001 Ireland Clonmel Healthcare Ltd Nil Accepted . )
with the same active MRP
ingredient, dose and
strength
There are fewer than
three authorised
. i i products on the market To undergo
AA1045/01005 Doxatan Tablets 2mg Doxazosin mesilate PA0126/202/002 Ireland Clonmel Healthcare Ltd Nil Accepted . )
with the same active MRP
ingredient, dose and
strength
There are fewer than
three authorised
. . . products on the market To undergo
AA1045/01006 Doxatan Tablets 4mg Doxazosin mesilate PA0126/202/003 Ireland Clonmel Healthcare Ltd Nil Accepted . )
with the same active MRP
ingredient, dose and
strength
T ti ti fl T d
AA1045/01905 | Olanzapine Tablet, film coated 5mg Olanzapine PA126/210/002 Ireland Clonmel Healthcare Ltd Nil Accepted ° ensurescuopnp::ua 'ono ° ul\r;lRle;rgo
T ti ti fl T d
AA1045/01906 |Olanzapine Tablet, film coated 10mg Olanzapine PA0126/210/004 Ireland Clonmel Healthcare Ltd Nil Accepted ° ensurescuopnp::ua 'ono ° ul\r;lRle;rgo
Cabergoline ratiopharm Tablets 375760 Central Procurement& To ensure continuation of
AA565/49203 g 0 5mp Cabergoline 16,28,30,42,55,67,79,81,93 & Italy supplies Unit Nil Accepted supply for the National N/A
=Me 375761 05,17,29,31,43,56,68 PP Health System
There are fewer than
three authorised
. . products on the market
) Diphenhydramine . . .
AA274/01102 Nytol One-A-Night Tablets 50mg PA11860/016/001 Ireland Alfred Gera & Sons Ltd. Nil Accepted with the same active N/A

hydrochloride

ingredient, dose and
strength and to ensure
continuation of supply




Finasteride Stada Tablet, film coated

There are fewer than
three authorised
products on the market

AA912/01401 Finasteride 70953.00.00 Germany PharmaMT Nil Accepted . . N/A
1mg with the same active
ingredient, dose and
strength
Central Procurement& To ensure continuation of
AA565/38703 Progynova coated Tablets 1mg Estradiol valerate BE223255 Belgium sublies Unit Nil Accepted supply for the National N/A
PP Health System
Largactil Solution for Injection Central Procurement& To ensure continuation of
AA565/12407 8 J Chlorpromazine 7899014 Italy . . Nil Accepted supply for the National N/A
50mg/2ml Supplies Unit
Health System
Timophtal Eye Drops Solution Central Procurement& To ensure continuation of
AA565/110201 P Y P Timolol maleate 1-22583 Austria . . Nil Accepted supply for the National N/A
6.84mg Supplies Unit
Health System
Atracurium Hikma Solution for To ensure continuation of
AA1454/00602 L Atracurium besilate 37300.00.00 Germany Prohealth Limited Nil Accepted supply for the National N/A
Injection 25mg/2.5ml
Health System
The product is to be
NEOFARMA made available at least
AA908/24102 T d T Tablets 100 T d hydrochlorid BE238217 Belgi Nil A ted 10% | than th i f N/A
/ razodone Teva Tablets mg razodone hydrochloride elgium PHARMACEUTICALS LTD i ccepte 6 less .an e prlce.o /
the authorised alternative
of the same brand
Cidofovir Tillomed Concentrate for Central Procurement& To ensure continuation of
AA565/98902 Cidofovir dihydrate RVG 125735 Netherlands . . Nil Accepted supply for the National N/A
Soln for Inf 75mg/ml Supplies Unit
Health System
To ensure continuation of
. . Ethoxysclerol/ . . .
AA729/28102 |Aethoxysklerol Solution for Inj/Inf 3% 6248007.04.00 Germany Cherubino Ltd Nil Accepted supply for the National N/A
Lauromacrogol 400
Health System
Central Procurement& To ensure continuation of
AA565/30203 Cynomel Tablets 0.025mg Liothyronine sodium 34009 302 77553 France sublies Unit Nil Accepted supply for the National N/A
PP Health System
To ensure continuation of
Imatinib Grindeks 100mg hard
AA1438/12901 matini r:; iuTes e har Imatinib mesilate 13-0269 Latvia NM Pharma Ltd Nil Accepted supply for the National N/A
P Health System
Health House Pharma Ltd To ensure continuation of
AA1369/08201UK | Audavate RD Ointment 0.025 5 w/w | Betamethasone valerate PL 0142/1199 United Kingdom T/As P&D Pharmaceuticals Nil Accepted supply for the National N/A

Ltd

Health System




