
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

AA770/27201
Atarax 25 mg film-coated 

tablets

hydroxyzine 

hydrochloride
47915/14/10/2008 Greece

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

AA1606/00501
 EMINOCS 50 mg/ml oral 

solution

diclofenac 

potassium
AIC 038049045 Italy MyRx Limited Nil Accepted

No authorised products are 

available, marketed or offered on 

tender

N/A

AA729/40701

Mucosoft Complex 500 mg/ 

200 mg powder for oral 

solution

paracetamol; 

acetylcysteine
20170374 Belgium Cherubino Ltd Nil Refused

The Malta Medicines Authority 

requires comprehensive data to 

adequately assess the quality, 

safety, and efficacy of this 

product. 

N/A

AA908/19503
Mirap 15 mg oro-

dispersible tablets
mirtazipine PA0711/094/001 Ireland

Neofarma 

Pharmaceuticals 

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

AA1606/01201 

GLUCOPHAGE UNIDIE 1000 

mg prolonged-release 

tablets

metformin 

hydrochloride
AIC 040628063,51 Italy MyRX 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

AA1606/01202 

GLUCOPHAGE UNIDIE 500 

mg prolonged-release 

tablets

metformin 

hydrochloride
AIC 040628024,12 Italy MyRX 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

AA908/23404
Ondansetron Bluefish 4 mg 

orodispersible tablets EFG
ondansetron 72468 671282 Spain

Neofarma 

Pharmaceuticals 

Limited 

Nil Accepted To ensure continuation of supply N/A

 AA565/93006 
Meladinine 0.1% cutaneous 

solution 
methoxsalen 3400930656785 France

Central 

Procurement & 

Supplies Unit

Nil Accepted

There are no other authorised 

products for this active substance 

in the same strength or 

pharmaceutical form

N/A

AA729/41501
Posaconazole Devatis 40 

mg/mL oral suspension
posaconazole 2200832.00.00 Germany Cherubino Ltd Nil Accepted

To ensure continuation of supply 

to the National Health System
N/A

AA1606/00601 Carelimus 0.1 % ointment tacrolimus 043815048 Italy MyRx Limited Nil Accepted

There are no other authorised 

products for this active substance 

in the same strength or 

pharmaceutical form

N/A

AA1228/01802 
Eletrip-Hormosan 40 mg 

film-coated tablets

eletriptan 

hydrochloride
7000562.00.00 Germany

Focused Pharma 

Ltd
Nil Accepted

No authorised products are 

available, marketed or offered on 

tender

N/A



AA908/33301 Loniten 5 mg tablets minoxidil 024756025 Italy

Neofarma 

Pharmaceuticals 

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

AA288/05501

Fentanilo Aurovitas 25 

micrograms/h transdermal 

patch

fentanyl 5119227 Portugal
VJ Salomone 

Pharma LTD.
Nil Accepted

To ensure continuation of supply 

to the National Health System
N/A

AA1417/00203 
Sindolor 5 mg/5 mg/20 

mg/g Gel

piroxicam; 

cyclobenzaprine 

hydrochloride; 

lidocaine

14027/2021/01-05 Romania
Fiterman Pharma 

S.R.L. 
Nil Accepted

There are fewer than three 

authorised products on the 

market with the same active 

ingredient, dose and strength

To undergo 

MRP

AA1411/14501
Vendal retard Tablet, film 

coated 30mg

morphine 

hydrochloride
1-19837 Austria EJ Busuttil Ltd Nil Accepted

There are no other authorised 

products for this active substance 

in the same strength or 

pharmaceutical form

N/A

AA1330/01404
Zolmitripran 2.5 mg 

orodispersible tablets

piroxicam; 

cyclobenzaprine 

hydrochloride; 

lidocaine

PA2315/232/001 Ireland

Azure 

Pharmaceuticals 

Ltd

Nil Accepted

This product is to be made 

available at least 10% less than 

the price of the cheapest 

authorised alternative

N/A

AA770/24902
Aprepitant Viatris 125 mg / 

80 mg hard capsules
aprepitant 24420 Poland

JV Healthcare 

Limited
Nil Accepted To ensure continuation of supply N/A

AA1438/14801

Rabipur Pdr+Solv for Soln 

for Inj 2.5 IU/ml in a pre-

filled syringe

rabies virus 

inactivated
RVG 117796 Netherlands NM Pharma Ltd Nil Accepted To ensure continuation of supply N/A

AA1411/14401

1 Veculex 10 mg Powder 

for Solution for  Injection 

or infusion 10mg 

Vecuronium 

bromide
HR-H-530549370 Croatia EJ Busuttil Ltd Nil Accepted

Authorized products with the 

same active substance, 

pharmaceutical form and 

strength are not marketed or 

offered on tender

N/A

AA1349/01102
 Normodorm 25 mg film-

coated tablet
doxylamine 77517 698059 Spain

Laboratorios 

Normon S.A
Nil Accepted

No authorised products are 

available, marketed or offered on 

tender

To undergo 

MRP




































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































































