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

AA908/14502UK

Feminax Express
Tablets 342mg

Ibuprofen
lysinate

PL12063/0071

United
Kingdom

Neofarma
Pharmaceuticals
Limited

Nil

Accepted

To ensure
continuity of
supply given that
no other
alternatives with
a Marketing
Authorisation or
a 126a from the
EEA are
marketed

To identify
sources from
within the EEA

AA908/19103

Emazole Control
Tablets Gastro-
Resistant 20mg

Esomeprazole

PA22777/001/001

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

AA1173/07901UK

Prednisolone
Tablets 5mg

Prednisolone
Sodium
Phosphate

PL 35104/0020

United
Kingdom

Mint Health Ltd

Nil

Accepted

To ensure
continuity of
supply given that
there is a
worldwide

shortage for this

N/A




There are fewer

Dext
Vioszxr ;(;T:jti/on 25400/15/19.04.2 VIOSER S.A. than three
AA950/00303 . Dextrose o Greece Parenteral Yes Accepted authorised N/A
for Infusion 016 )
Solutions Industry products on the
5.5(5)% w/v )
market with the
Health House
Sterets Tisept Ph Ltd T/A
erets Tisep Chlorhexidine United arma /As . .
AA1369/08101UK| Cutaneous PL 21248/0035 ) P&D Nil Pending N/A N/A
. Gluconate Kingdom .
Solution Pharmaceuticals
Ltd
Azactam Central No authorised
. . products are
AA565/62204 |Pdr/Conc/Soln/I Aztreonam 1-18329 Austria Procurement& Nil Accepted available N/A
nj/Inf 2g Supplies Unit marketed ar
The product is to
be made
Famotidine available at least
Alkaloid Tablet Neofarma 10% less than the
AA908/24201 ) ’ Famotidine 200030378 Bulgaria | Pharmaceuticals Nil Accepted o N/A
film coated . price of the
Limited
20mg cheapest
authorised
alternative
- No authorised
FIuconaC|!I|n Flucloxacillin Central . prodgcts are
AA565/00906 Oral Solution PA0298/017/003 | Ireland Procurement & Nil Accepted available, N/A

125mg/5ml

sodium

Supplies Unit

marketed or
offered on tender




Lanzol Capsules

To ensure
continuity of
supply in view of

Commitment to

AA1122/01602 |Gastro-Resistant| Lansoprazole | PA0711/067/002 | Ireland Rowex Ltd Nil Accepted R
limitations to undergo MRP
30mg
undergo MRP
during this time
Procyclidine Health House
Hydrochloride Procyclidine United Pharma Ltd T/As
AA1369/08601UK| Solution for Hydrochloride PL 20075/0706 Kingdom P&D Nil Pending N/A N/A
Injection BP Pharmaceuticals
5mg/ml Ltd
Health House
Sytron Oral United Pharma Ltd T/As
AA1369/07201UK Solution Iron PL 16508/0059 Kingdom P&D Nil Pending N/A N/A
27.5mg/5ml Pharmaceuticals

Ltd




