AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant ] . . L. Reason for decision included in
Number Country Received | application .
Number the Licence
Voltaren Eye Drops . . ) . Central Procurement & ) To ensure continuation of supply for the
AA565/115902 Solution 1mg/ml Diclofenac sodium 58.308: 764555 Spain Supplies Unit Nil Accepted National Health System N/A
Ferric Oxide Saccharate . . .
AA565/56202 Generis 100 mg/5 ml Iron (III) Hydroxide 5037007 Portugal Central Pro.curem.ent & Nil Accepted To ensure cqntlnuatlon of supply for the N/A
. S Sucrose Complex Supplies Unit National Health System
Solution for Injection
Verdye Pdr for Soln for . Central Procurement & . To ensure continuation of supply for the
AA565/31303 Injection 5mg/ml Indocyanine green PA23409/001/001 Ireland Supplies Unit Nil Accepted National Health System N/A
VIOPLEX-T Cutaneous . .
AA1227/00202 Powder Neomycin 92065/16/07-11-2018|  Greece  |PAST: BI(ETTSCH PHARM Nil Accepted No aﬂ‘igﬁi;‘:eef oprr‘;ff‘;‘;teza;ﬁ ?e":é':rb'e' o “I\:I‘g‘:,m
1338.221U/g+103.8011
Warticon Cream 0.15% . i . To ensure continuation of supply for the To undergo
AA729/26203 w/w Podophyllotoxin PA1113/017/001 Ireland Cherubino Ltd. Nil Accepted National Health System MRP
Ipratropium . .
AA1606/00601 | Atrovent Nasal Nasal Bromide 61848 Spain MyRX Limited Nil Accepted No authorised products are available, N/A
Spray Solution 0.30mg/ml marketed or offered on tender
Monohydrate
Trifluoperazine Tablet, Trifluoperazine . . To ensure continuation of supply to the To undergo
AADB4/04502 film coated 5mg hydrochloride 7745 Cyprus Remedica Ltd. Nil Accepted National Health System MRP
. . . There are fewer than three authorised
AA288/05101 Atomoxetina Generis Atomoxetu.ne 5738323 Portugal V.J.Salomor\e Pharma Nil Accepted products on the market with the same To undergo
Capsules Hard 25mg hydrochloride Limited o . MRP
active ingredient, dose and strength
Entocort® CR Capsules . . . To ensure continuation of supply for the
AA1411/11802 Gastro-Resistant 3mg Budesonide PA2018/003/001 Ireland EJ Busuttil Ltd. Nil Accepted National Health System N/A
Freedonel Tablet, film Ethinylestradiol . . . .
AA1454/05101 coated 0.02mg/3mg Drospirenone PA0711/208/001 Ireland ProHealth Limited Nil Accepted To ensure continuation of supply N/A
Bismuth MEDITOP Pharmaceuticals . No authorised products are available, To undergo
AA1183/00501 | Intestal Tablets 262.5mg Subsalicylate 0OGYI-T-23191/01 Hungary Ltd. Nil Accepted marketed or offered on tender MRP




Gonasi HP Pdr+Solv for

Chorionic

To ensure continuation of supply to the

AA770/06004 Soln for Inj 5000IU/1m! Gonadotropin AIC 003763277 Italy JV Healthcare Ltd. Nil Accepted National Health System N/A
Vecuronium Inresa Pdr To ensure continuation of supply to the
AA729/40901 for Soln for Injection Vecuronium 46072.00.00 Germany Cherubino Ltd. Nil Accepted . pply N/A
10mg National Health System
Batiflox Tablet. film The product is to be made at least 10% less
AA242/04601 ! Levofloxacin 40575021 Italy Pharmabart Ltd. Nil Accepted than the price of the cheapest authorised N/A
coated 500mg .
alternative
AA242/04701 Soflon Tablets 20mg Prednisone 45261043 Ttaly Pharmabart Ltd. Nil Accepted No authorised products are available, N/A

marketed or offered on tender




