AA Licence Source Country Source Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Applicant jec .. Reason for decision included in the
Number Country Received | application .
Number Licence
) . There are no other authorised products for
AA565/127901 UROFLOW 2 Tablet, film Tolterodine hydrogen 14627 Poland Central Prqcuren'_lent & Nil Accepted this active substance in the same strength N/A
coated 2mg tartrate Supplies Unit .
or pharmaceutical form
SOLIDON Coated Tablets Chlorpromazine 48119/08/16-1- Central Procurement & ) To ensure continuation of supply to the
AA565/109803 100mg hydrochloride. 2009 Greece Supplies Unit Nil Accepted National Health system N/A
PoltechDTPA Kit for Sodium Central Procurement & There are no other authorised products for
AA565/127301 Radiopharmaceutical diethylenetriaminepent R/3453 Poland . . Nil Accepted this active substance in the same strength N/A
. Supplies Unit .
Preparation 13.25mg aacetate monohydrate or pharmaceutical form
AAS565/121103 Alkeran Tablet, film coated Melphalan 6101824.00.00 Germany Central Prqcurement & Nil Accepted To ensure cpntlnuatlon of supply to the N/A
2mg Supplies Unit National Health system
BOCACORT-S Pressurised , .
AA565/128101 Inhalation Suspension 250 | Fluticasone propionate >9197/06-06- Greece Central Prqcuren'_lent & Nil Accepted To ensure cgntlnuatlon of supply to the N/A
. 2023 Supplies Unit National Health system
micrograms/dose
Ferroarad Tablet Prolonaed Neofarma The product is to be made available at least
AA908/34701 9 9 Dried Ferrous sulphate | PA1235/001/001 Ireland . Nil Accepted 10% less than the price of the authorised N/A
Release 325mg Pharmaceuticals LTD .
alternative of the same brand
Ferrograd Folic Tablet Neofarma The product is to be made available at least
AA908/34702 Prolonged Release Dried Ferrous sulphate; | PA1235/003/001 Ireland . Nil Accepted 10% less than the price of the authorised N/A
Pharmaceuticals LTD .
325mg/0.35mg alternative of the same brand
Natriclo Concentrate for Soln There are no other authorised products for To underdo
AA1528/00102 Sodium chloride BE251307 Belgium Laboratories Sterop NV Nil Accepted this active substance in the same strength 9
for Inf 3g/10ml . MRP
or pharmaceutical form
MIANSEC 30 Tablet, film Mianserin Central Procurement & . To ensure continuation of supply to the
AA565/127101 coated 30mg Hydrochloride 11243 Poland Supplies Unit Nil Accepted National Health system N/A
RABEX 10 ma aastro-resistant There are fewer than three authorised
AA242/05401 tgbgllets Rabeprazole Sodium AIC 041970017 Italy Pharmabart Ltd. Nil Accepted |products on the market with the same active N/A
ingredient, dose and strength
RABEX 20 ma aastro-resistant There are fewer than three authorised
AA242/05402 tgbgllets Rabeprazole Sodium AIC 041970029 Italy Pharmabart Ltd. Nil Accepted |products on the market with the same active N/A
ingredient, dose and strength
Etoposide Hikma Concentrate To ensure continuation of supply to the To undergo
AA1454/02602 | and Solvent for Solution for Etoposide 2204854.00.00 Germany Prohealth Nil Accepted ) pPly 9
National Health system MRP

Infusion. 20mg/ml




FIBROVEIN Solution for

Sodium tetradecyl

34009 268 836

To ensure continuation of supply to the

AA725/42401 Injection 3% sulphate. 07 France Cherubino Ltd il Accepted National Health system N/A
Injectio Natrii Chlorati . .
AA565/128401 | Isotonica Polpharma Solvent | Sodium chloride R/2484 Poland | Central Procurement & Nil Accepted | 'O ensure continuation of supply to the N/A
Supplies Unit National Health system

for Parenteral Use 9mg/ml

Oestrogel Pump-Pack Gel . - . Product received a marketing authorisation
AA770/16902 750mcg Estradiol PA1054/004/001 Ireland JV Healthcare Limited Nil Refused in Malta - MA727/00601 N/A
AA1316/00703 Emazole Tablets Gastro- Esomeprazole PA0711/158/001 Ireland 4 Pharma Ltd Nil Accepted To ensure continuation of supply to the N/A

Resistant 20mg

magnesium

National Health system




