AA Licence Source Country Objections Status of Conditions
Product Name Active Ingredient/s Authorisation Source Country Applicant ) . . Reason for decision included in
Number Received application .
Number the Licence
Phenoxymethylpenicillin Granules To ensure continuation of
AA242/02701UK y y p Phenoxymethylpenicillin PL20416/0131 United Kingdom Pharmabart Limited Nil Accepted supply for the National N/A
for Oral Solutions 125mg/5ml
Health System
To ensure continuation of
AA242/02801UK Tramadol Capsules Hard 50mg Tramadol hydrochloride PL 16363/0335 United Kingdom Pharmabart Ltd. Nil Accepted supply for the National N/A
Health System
There are fewer than
Microlax/Sodium Citrate/Sodium . ) ) three authorised products
Sodium citrate; Sodium lauryl . . .
AA729/36001 Lauryl Sulphoacetate Rectal sulbhoacetate PA 330/35/1 Ireland Cherubino Ltd Nil Accepted on the market with the N/A
Solution 450mg/5ml 45mg/5ml P same active ingredient,
dose and strength
To ensure continuation of
AA242/02302UK Doxazosin Tablets 4mg Doxazosin mesilate PL 16363/0290 United Kingdom Pharmabart Ltd. Nil Accepted supply for the National N/A
Health System
Diethylstilbestrol Tablet, film coated Central Procurement& To ensure continuation of
AA565/00302UK y ’ Diethylstilbestrol PL 25298/0153 United Kingdom i . Nil Accepted supply for the National N/A
img Supplies Unit
Health System
Neostigmine Methylsulfate BP To ensure continuation of
AA729/35601UK . 8 o y Neostigmine methylsulfate PL 01502/0023 United Kingdom Cherubino Ltd Nil Accepted supply for the National N/A
Solution for Injection 2.5mg/1ml
Health System
To ensure continuation of
AA1411/00602UK | Calcichew Tablets Chewable 500mg Calcium carbonate PL 45043/0082 United Kingdom EJ Busuttil Nil Accepted supply for the National N/A
Health System
There are fewer than
Pantoprazole Teva Tablets Gastro Neofarma three authorised products
AA908/27302 P . Pantoprazole PA 749/144/1 Ireland ) L Nil Accepted on the market with the N/A
Resistant 20mg Pharmaceuticals Limited . )
same active ingredient,
dose and strength
There are fewer than
Pantoprazole Teva Tablets Gastro Neofarma three authorised products
AA908/27303 P Pantoprazole PA0749/144/002 Ireland Nil Accepted on the market with the N/A

Resistant 40mg

Pharmaceuticals Limited

same active ingredient,
dose and strength




AA1207/00702UK

Alfentanil Solution for Inj/Inf
0.5mg/ml

Alfentanil hydrochloride

PL47015/0018

United Kingdom

AS KALCEKS

Nil

Invalid

The Authorisation holder
is already in possession of
a permit for the same
product

N/A

AA1417/00402

Proctolizin Cream
10mg/20mg/50mg

Hydrocortissone acetate;
Lidocaine; Zinc oxide

2876/2010/01

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

N/A

AA729/36101

Non-drowsy Sinutab Tablets
500mg/30mg

Pseudoephedrine
hydrochloride; Paracetamol

PA 330/38/1

Ireland

Cherubino Ltd

Nil

Accepted

There are fewer than
three authorised products
on the market with the
same active ingredient,
dose and strength

N/A

AA1228/02401

Erdomed Capsule 300mg

Erdosteine

1120/2008/01-02

Romania

Focused Pharma Ltd

Nil

Accepted

There are no other
authorised products for
this active substance in

the same strength or
pharmaceutical form

N/A

AA770/20301

INexium Granules Gastro-Resistant
10mg

Esomeprazole

34009 386 730 81

France

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

AA841/01102UK

Remedeine Forte Tablets 30/500mg

Paracetamol; Dihydrocodeine
tartrate BP

PL 20416/0257

United Kingdom

Crescent Pharma Limited

Nil

Accepted

To ensure continuation of
supply

N/A

AA729/25704

Lexotanil Tablets 3mg

Bromazepam

119950/13112020

Greece

Cherubino Ltd

Nil

Accepted

There are fewer than
three authorised products
on the market with the
same active ingredient,
dose and strength

N/A

AA729/35901

Amifampridin axunio Tablets 10mg

Amifampridine phosphate

7000050.00.00

Denmark

Cherubino Ltd

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A

AA505/10202

Tomudex Pdr for Soln for Infusion
2mg

Raltitrexed

NL2104334009563

France

Pfizer Consumer
Healthcare Ltd

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

N/A

AA565/102201

Chlorocil Ointment 10mg/g

Chloramphenicol

9948406

Greece

Central Procurement&
Supplies Unit

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A




