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

AA1123/04101

SMOFlipid Emulsion for Infusion

200mg/ml

Soya-bean oil, refined;

Triglycerides, medium-chain;

Olive oil, refined; Fish oil

37135148

Italy

Fresenius Kabi Italia S.r.|

Nil

Accepted

No authorised products
are available, marketed
or offered on tender

N/A

AA1228/02801

Clomid Tablets 50mg

Clomiphene citrate

20773026

Italy

Focused Pharma Ltd

Nil

Accepted

No authorised products
are available, marketed
or offered on tender

N/A

AA565/104001

Stemetil Solution for Injection

12.5mg/ml

Prochlorperazine mesilate

PA0540/127/002

Ireland

Central Procurement&
Supplies Unit

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A

AA1314/00305

Pentasa Rectal Suspension 10mg/ml

Mesalazane

PA 1009/006/003

Ireland

Ferring Ireland Limited

Nil

Accepted

No authorised products
are available, marketed
or offered on tender

To undergo
MRP

AA1314/00304

Pentasa Tablet Prolonged Release

500mg

Mesalazane

PA 1009/006/005

Ireland

Ferring Ireland Limited

Nil

Accepted

No authorised products
are available, marketed
or offered on tender

To undergo
MRP

AA1438/06804

Sertraline Tablet, film coated 100mg

Sertraline hydrochloride

PA2315/177/002

Ireland

NM Pharma Ltd

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

AA1122/03201

Tamox Tablet, film coated 20mg

Tamoxifen Citrate

PA0711/022/002

Ireland

Rowex Ltd

Nil

Accepted

No authorised products
are available, marketed
or offered on tender

To undergo
MRP

AA1411/05101U
K

Posaconazole Dr. Reddy's Oral

Suspension 40mg/ml

Posaconazole

PL 08553/0638.

United Kingdom

EJ Busuttil Ltd

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A

AA288/03501

Lyclear Cream 5%w/w

Permethrin

PA1077/066/001

Ireland

VJ Salomone Pharma LTD

Nil

Accepted

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

N/A

AA1173/08501U
K

Calcitonin Solution for Inj/Inf

1001U/ml

Calcitonin

PL41871/0009

United Kingdom

Mint Health Ltd

Nil

Accepted

To ensure continuation of
supply for the National
Health System

N/A
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To ensure continuation of
Cytarabine Hikma Solution f Central P t&
AA565/55513 ytarabine Hikma Solution for Cytarabine 34164044 Italy entral Frocuremen Nil Accepted | supply for the National N/A
Injection 500mg/5ml Supplies Unit
Health System
To ensure continuation of
AA729/26303 Natulan Capsules Hard 50mg Procarbazine hydrochloride 6037032.00.00 Denmark Cherubino Ltd Nil Accepted supply for the National N/A
Health System
Dalacin C Solution for Inj/Inf Central Procurement& The product has a
AA565/89402 ' H i/ Clindamycin R/0713 Poland curerm Nil Refused producthasa N/A
150mg/mll Supplies Unit marketing authorisation
Caverject Pdr+Solv for Soln for Inj . ! . No authorised products To undergo
AA505/07903 Alprostadil PA 822/115/003 Ireland Pfizer Hellas S.A Nil Accepted are available, marketed
20mcg or offered on tender MRP
To ensure continuation of
AA729/08202 Tetmodis Tablets 25mg Tetrabenazine 1-29793 Austria Cherubino Ltd Nil Accepted supply for the National N/A

Health System




