
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

AA1606/01101
Famotidine Alkaloid 

Tablet, film coated 20mg
Famotidine 20030378 Bulgaria MyRX Limited Nil Accepted

There are fewer than three  

authorised products on the 

market with the same active 

ingredient, dose and 

strength

N/A

AA1411/14301
Condyline Cutaneous 

Solution 5mg/ml
Podophyllotoxin 7223/2006/01 Romania EJ BUSUTTIL LTD Nil Accepted

To ensure continuation of 

supply for the National 

Health System

N/A

AA729/41601

Moxifloxacin Aurobindo 

Tablet, film coated 

400mg

Moxifloxacin 5480553; 5480561 Portugal Cherubino Ltd Nil Accepted

To ensure continuation of 

supply for the National 

Health System

N/A

AA1438/08102

Finasteride Teva-

ratiopharm Tablet, film 

coated 5mg

Finasteride 70122: 661596 Spain NM Pharma Limited Nil Accepted

The product is to be made 

available at least 10% less 

than the price of the 

cheapest authorised 

alternative

N/A

AA565/01312

Ropinirole Generis Phar 

Tablet Prolonged Release 

0.25mg

Ropinirole hydrochloride 
5244652, 5244637, 

5244645, 5244629
Portugal

Central Procurement & Supplies 

Unit
Nil Accepted

To ensure continuation of 

supply for the National 

Health System

N/A

AA1360/00401

BCG 10 Anti Tuberculosis 

Vaccine Pdr+Solv for 

Susp for Inj 

50mcg/0.1ml

Bacillus calmette-guerin R/0210 Poland PAC3 Ltd. Nil Accepted

No authorised products are 

available, marketed or 

offered on tender

N/A

AA1411/14201

Doxycycline 

ratiopharm® SF Solution 

for Injection 100mg/5ml

Doxycycline hyclate 576.00.01 Germany EJ BUSUTTIL LTD Nil Accepted

To ensure continuation of 

supply for the National 

Health System

N/A

AA770/15302

Imodium Instant Melt 

Orodispersible Tablet 

2mg

Loperamide hydrochloride RVG 33724 Netherlands JV Healthcare Limited Nil Accepted

The product is to be made 

available at least 10% less 

than the price of the 

authorised alternative of the 

same brand

N/A

AA770/28601
Lemoxol Pdr for Soln 

Inj/Inf 1g
Ceftazidime 40884/09/10 Greece JV Healthcare Limited Nil Accepted

To ensure continuation of 

supply for the National 

Health System

N/A

AA770/27901

Febrisan Powder 

Effervescent 

750+60+10mg/5g

Paracetamol/Ascorbic 

acid/Phenylephrine 

hydrochloride

10849 Poland JV Healthcare Limited Nil Accepted

No authorised products are 

available, marketed or 

offered on tender

N/A

AA770/27703
Atacand Plus Tablets 

16mg/12.5mg

Candesartan cilexetil 

Hydrochlorothiazide
63,209 Spain JV Healthcare Limited Nil Accepted

There are fewer than 

three authorised products 

on the market with the 

same active ingredient, dose 

and strength

N/A



AA1161/02402
AMIODARONA ARENA 

Tablets 200mg
Amiodarone hydrochloride 9977/2017/01-02 Romania Farmarosib SRL Nil Accepted

To ensure continuation of 

supply for the National 

Health System

To undergo 

MRP

AA1438/15101

Septolete omni Lemon 

and Elderflower Tablet, 

film coated 3mg/1mg

Benzydamine 

hydrochloride;Cetylpyridiniu

m chloride

15125/2023/01-05 Romania NM Pharma Limited Nil Refused

This product has a 

marketing authorisation in 

Malta

N/A

AA1161/01302 
Finasterida Arena 5 mg 

film-coated tablets
Finasteride 86320080102 Romania Farmarosib SRL Nil Accepted

To ensure continuation of 

supply for the National 

Health System

To undergo 

MRP

AA908/01802

Alendronic Acid Bluefish 

Once Weekly Tablets 

70mg

Alendronic acid PA1436/004/001 Ireland
Neofarma Pharmaceuticals 

Limited
Nil Accepted

The product is to be made 

available at least 10% less 

than the price of the 

cheapest authorised 

alternative

N/A

AA1425/00802 
Amlodipine Ipca 10 mg 

tablets
Amlodipine 5877170 Portugal

Ipca Produtos Farmaceuticos 

Unipessoal LDA
Nil Accepted

To ensure continuation of 

supply for the National Health 

System

To undergo MRP




































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































