Conditions

AA Licence Product Name Active Ingredient/s Sou_rce _Country Source Country Applicant ObJec_t|ons Sta_tus .c'f Reason for decision included in
Number Authorisation Number Received application .
the Licence
To ensure continuation of To undereo
AA1045/07601 Valtan Tablet, film coated 80mg Valsartan PA0126/211/002 Ireland Clonmel Healthcare Ltd Nil Accepted supply for the National MRP 8
Health System
To ensure continuation of To undereo
AA1045/07602 Valtan Tablet, film coated 160mg Valsartan PA0126/211/003 Ireland Clonmel Healthcare Ltd Nil Accepted supply for the National MRP 8
Health System
Clavomid Tablet, film coated Amoxicillin trihydrate To ensure continuation of To undergo
AA084/04204 ’ . y 19667 Cyprus Remedica Ltd. Nil Accepted supply for the National 8
500mg/125mg Potassium Clavulanate MRP
Health System
The product is to be made
available at least 10% less
Ciprofloxacino VIR Tablet, film . . . . . .
AA1330/01003 P Ciprofloxacin 698262 Spain Azure Pharmaceuticals Ltd Nil Accepted than the price of the N/A
coated 500mg .
cheapest authorised
alternative
Flucloxacillin Solution for Inj/Inf To ensure continuation of
AA1411/07801UK 1000m ) Flucloxacillin PL 17509/0087 United Kingdom EJ Busuttil Ltd Nil Accepted supply for the National N/A
& Health System
The product is to be made
. available at least 10% less
Hydrocortisone Acetate HC45 Cream . . . .
AA729/08704 1% Hydrocortisone acetate PA 22650/008/001 Ireland Cherubino Ltd Nil Accepted than the price of the N/A
0 cheapest authorised
alternative
There are fewer than
Fluoxetine cinfa EFG Tablets NEOFARMA three authorised products
AA908/24902 i . Fluoxetine 814467,814475,76 Spain Nil Accepted on the market with the N/A
Dispersible 20mg PHARMACEUTICALS LTD L. .
same active ingredient,
dose and strength
Doxycycline SF Solution for Injection Central Procurement& To ensure continuation of
AA565/38803 yey J Doxycycline hyclate 576.00.01 Germany . . Nil Accepted supply for the National N/A
100mg Supplies Unit
Health System
Buscopan Ampoules 20 mg/ml Central Procurement& To ensure continuation of
AA565/108601 P P & Hyoscine Butylbromide PA23180/016/001 Ireland Nil Accepted | supply for the National N/A

Solution for Injection

Supplies Unit

Health System




AA1545/00401UK

Dapsone Tablets 100mg

Dapsone

PL 11311/0576

United Kingdom

Tillomed Malta Ltd

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A

AA565/49511UK

Budesonide CR 3 Capsule 3mg

Budesonide

PL36633/0012

United Kingdom

Central Procurement&
Supplies Unit

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A

AA1411/08001

Cuprenil coated Tablets 250mg

D-penicillamine

R/1262

Poland

EJ BUSUTTIL LTD

Nil

Accepted

Authorised products with
the same active
substance,
pharmaceutical form and
strength are not marketed
or offered on tender

N/A

AA240/02103

Talgan Nebulise Solution 0.5mg/2ml

Budesonide

20938/15/0232017

Greece

Anfarm Hellas S.A.

Nil

Accepted

To ensure continuation of
supply for the National
Health System

To undergo
MRP




