
AA Licence 

Number
Product Name Active Ingredient/s Source Country Authorisation Number

Source 

Country 
Applicant

Objections 

Received

Status of 

application
Reason for decision

Conditions 

included in 

the Licence

AA1093/00110

Medica Throat strawberry 

tablets Lozenges 

5mg/1mg

Chlorhexidine BE464782 Belgium
Laboratoria 

Qualiphar N.V./S.A.
Nil Accepted

There are no other authorised 

products for this active 

substance in the same strength 

or pharmaceutical form

To undergo 

MRP

AA1545/00602
Fingolimod Tillomed 

Capsules Hard 0.5mg
Fingolimod

049299011; 049299023; 049299035; 

049299047
Italy

TILLOMED MALTA 

LTD
Nil Accepted

To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA1454/02402
Linezolid Hikma Solution 

for Infusion 2mg/ml
Linezolid 2205922.00.00 Germany Prohealth Limited Nil Accepted

To ensure continuation of supply 

for the National Health System
N/A

AA1411/13801

MYCOSTATIN Oral 

Suspension 100,000 

I.U/ml

Nystatin A.I.C. N° 010058030 Italy EJ BUSUTTIL LTD Nil Accepted
To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA908/20602
Doloproct Rectal Cream 

1mg/20mg/g

Fluocortolone pivalate;

Lidocaine hydrochloride
LT/1/05/0380/002-004 Lithuania

Neofarma 

Pharmaceuticals 

Limited 

Nil Accepted

There are no other authorised 

products for this active 

substance in the same strength 

or pharmaceutical form

N/A

AA729/41801 Reuxen tablets 250mg Naproxen 13162/2020/01 Romania Cherubino Ltd Nil Accepted
To ensure continuation of supply 

for the National Health System
N/A

AA729/30902
Tambocor Solution for 

Inj/Inf 10mg/ml
Flecainide acetate PA23355/023/001 Ireland Cherubino Ltd Nil Accepted

Authorised products with the 

same active substance, 

pharmaceutical form and 

strength are not marketed or 

offered on tender

N/A

AA1007/00801

Ertapenem Atb 

Pdr/Conc/Soln for Infus 

1g

Ertapenem 15902/2025/01 Romania Antibiotice SA Nil Accepted
To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA1161/02701
Propafenona Arena 

Tablets 150mg

Propafenone 

hydrochloride
12263/2019/01-02-03-04-05 Romania Farmarosib SRL Nil Accepted

To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA1161/01505
SIMVASTATINA ARENA 

Tablet, film coated 40mg
Simvastatine I1973/2019/01-02-03 ROMANIA Farmarosib SRL Nil Accepted

To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA288/05201
Fluoxetina Generis Oral 

Solution 20mg/5ml

Fluoxetine 

hydrochloride
3653987 Portugal

V.J. Salomone 

Pharma Ltd
Nil Accepted

To ensure continuation of supply 

for the National Health System
N/A



AA1045/04602
Crystapen Pdr for Soln 

Inj/Inf 600mg
Benzylpenicillin sodium PA0126/313/001 Ireland

Clonmel 

Healthcare Ltd 
Nil Accepted

To ensure continuation of supply 

for the National Health System

To undergo 

MRP

AA565/13908
Ceftriaxon Kabi Pdr for 

Soln for Injection 0.5g
Ceftriaxone disodium 44009.00.01 Germany

Central 

Procurement & 

Supplies Unit

Nil Accepted
To ensure continuation of supply 

for the National Health System
N/A




































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































