AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ] . . Reason for decision included in the
Number Country Received | application .
Number Licence
Mitomycin medac Pdr for . . Central Procurement And . To ensure continuation of supply for the
AA565/53507 Soln Inj/Inf 1mg/ml Mitomycin 91370.00.00 Germany Supplies Unit Nil Accepted National Health System N/A
Phenylephrine Phenylephrine 70.638 (N.C To ensure continuation of supply for the
AA1438/15401 Hydrochloride Altan 10 yiep . ) . Spain NM Pharma Ltd Nil Accepted . pPply N/A
. . (hydrochloride) 662509) National Health System
mg/ml Injectable Solution
- . The product is to be made available at
AA1438/07903 | etformin Pinewood Tablet, Metformin PA0281/213/001 | Ireland NM Pharma Ltd Nil Accepted least 10% less than the price of the N/A
film coated 500mg hydrochloride . i
cheapest authorised alternative
Gastroprotect Tablets Famotidine; No authorised products are available
AA729/40601 Chewable Magnesium hydroxide; 20150254 Belgium Cherubino Limited Nil Accepted P ! N/A
. marketed or offered on tender
10mg/165mg/800mg Calcium carbonate
Ventoaldo Pressurised Salbutamol sulphate | 52404: 652530; No authorised products are offered on To undergo
AA158/00203 | Inhalation Suspension 100 AMO1 sulp ' ' Spain Laboratorio Aldo-Unién, S.L Nil Accepted P 9
mcg micronized 600429 tender MRP
Fluoxetine NORMON GSP Fluoxetine . . . To ensure continuation of supply for the| To undergo
AA1349/00704 Capsules Hard 20mg hydrochloride 62.426 Spain Laboratorios NORMON.S.A. Nil Accepted National Health System MRP
AA1454/06701 Rispone Taobls;c]:]gfllm coated Risperidone PA0711/106/002 Ireland Prohealth Limited Nil Accepted To ensure continuation of supply To L;;SISFQO
AA1454/06702 Rispone TablI:;cé film coated Risperidone PA0711/106/006 Ireland Prohealth Limited Nil Accepted To ensure continuation of supply To Lll:;{jsrgo
AA1454/06703 | Rispone Tabz's% film coated Risperidone PA0711/106/007 | Ireland Prohealth Limited Nil Accepted To ensure continuation of supply To ‘;/:’F‘fsrgo
AA729/42201 Anagrelide Glenmark Anagrelide 55740 Sweden Cherubino Limited Nil Accepted To ensure continuation of supply for the N/A

Capsules Hard 0.5mg

hydrochloride

National Health System




Xtex Oral Solution

Neofarma Pharmaceuticals

The product is to be made available at
least 10% less than the price of the

AA908/34601 250mg/5ml Carbocisteine PA0074/071/001 Ireland Limited Nil Accepted authorised alternative of the same N/A
brand
Bezalip Retard Tablet . . No authorised products are available,
AA1438/15501 Prolonged Release 400mg Bezafibrate 8641902 Portugal NM Pharma Ltd Nil Accepted marketed or offered on tender N/A
ASPEGIC Powder for Oral ) . ) Central Procurement And . No authorised products are available,
AA565/121502 Solution 500mg Lysine acetylsalicylate BE042287 Belgium Supplies Unit Nil Accepted marketed or offered on tender N/A
Embesin Concentrate for . . . . . To ensure continuation of supply for the
AA729/42101 Soln for Inf 40 L.U/2ml Argipressin acetate | PA1353/005/001 Ireland Cherubino Limited Nil Accepted National Health System N/A
Verdye Pdr for Soln for . . . - . To ensure continuation of supply for the| To undergo
AA1631/00101 Injection 5mg/ml Indocyanine green |PA23409/001/001 Ireland Diagnostic Green Limited Nil Accepted National Health System MRP
AA908/21802 Primolut-Nor Tablets 5mg | Norethisterone acetate 9900329 Bulgaria NeofarmaLI?:q?trle:\::Iaceutlcals Nil Accepted To ensure continuation of supply N/A
Thiopental Inresa Pdr for . . Central Procurement And . To ensure continuation of supply for the
AA565/44604 Soln for Injection 0.5g Thiopental sodium 6428169.00.00 Germany Supplies Unit Nil Accepted National Health System N/A
Fludrocortisone
. . acetate; . . . i
Paroticin Ear Drops Solution . ! - 1120248 / 22/ 10- Adelco Chromatourgia Athinon . No authorised products are available, To undergo
AAD72/00303 (1+1.3+50)mg/ml POIym&z:C:i;:lfate’ 03-2023 Greece E. Colocotronis Bros. S.A. Nil Accepted marketed or offered on tender MRP
hydrochloride
Piel-(lj?gs&l’;??drg?e Neofarma Pharmaceuticals There are fewer than three authorised
AA908/33601 |Dinaxil Syrup 6+0.25mg/ml Y ! 9530105 Portugal Nil Accepted products on the market with the same N/A

Triprolidine
hydrochloride

Limited

active ingredient, dose and strength




