AA Licence
Number

Product Name

Active Ingredient/s

Source Country
Authorisation
Number

Source
Country

Applicant

Objections
Received

Status of
application

Reason for decision
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the Licence

AA1488/01101UK

Addiphos Concentrate for Soln for
Inf

Potassium dihydrogen
phosphate; Disodium phosphate
dihydrate; Potassium hydroxide

PL 08828/0101

United
Kingdom

HHP Malta (P&D
Pharma) Limited

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

Commitment
to identify
alternatives
sources from
the EEA and
issued for
specific tender
only

AA1488/00901UK

Diprosone Cream 0.05 %w/w

Betamethasone dipropionate

PL 00025/0571

United
Kingdom

HHP Malta (P&D
Pharma) Limited

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

Commitment
to identify
alternatives
sources from
the EEA and
issued for
specific tender
only

AA1488/01601UK

Sodium Chloride and Glucose
Intravenous Inf Solution 0.18%
and 10%

Sodium chloride; Glucose
monohydrate

PL 08828/0019

United
Kingdom

HHP Malta (P&D
Pharma) Limited

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

Commitment
to identify
alternatives
sources from
the EEA and
issued for
specific tender
only

AA1343/01801UK

Bumetanide Tablets 5mg

Bumetanide

PL 04569/0434

United
Kingdom

Target Healthcare

Limited

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

Commitment
to identify
alternatives
sources from
the EEA and
issued for
specific tender
only

AA1488/01501UK

Phenoxymethylpenicillin Granules
for Oral Solutions 125mg/5ml

Phenoxymethylpenicillin
potassium

PL 20416/0131

United
Kingdom

HHP Malta (P&D
Pharma) Limited

Nil

Accepted

No authorised products
are available, marketed or
offered on tender

Commitment
to identify
alternatives
sources from
the EEA and
issued for
specific tender
only




No authorised products

Commitment
to identify
alternatives

Syntometrine Solution for United HHP Malta (P&D sources from
AA1488/00501UK . 4 . I . ! Ergometrine maleate; Oxytocin PL 16853/0021 . ! ) ( . Nil Accepted are available, marketed or !
Injection 500 micrograms/5 U Kingdom Pharma) Limited the EEA and
offered on tender .
issued for
specific tender
only
No authorised products
are available, marketed or
AA1411/00701 |Hydrocortison DMB Tablets 20mg Hydrocortisone RVG 50730 Netherlands EJ Busuttil Ltd Nil Accepted Vel ) N/A
offered on tender with
the required specifications
Amiodarone Hydrochloride Central No authorised products
AA565/41105 Bioindustria LIM Solution for Amiodarone hydrochloride 35462011 Italy Procurement& Nil Accepted are available, marketed or N/A
Injection 150mg/3ml Supplies Unit offered on tender
There are fewer than
three authorised .
AltavitaD3 Capsules, Soft 25,000 Consilient Health products on the market Commitment
AA1490/00101 ! ! Cholecalciferol concentrate PA 1876/004/003 Ireland o Nil Accepted } ) to undergo
U Limited with the same active
. . MRP
ingredient, dose and
strength
Calcichew Tablets Chewable No authorised products | Commitment
AA1411/00601 500m Calcium PA2239/013/001 Ireland EJ Busuttil Ltd Nil Accepted are available, marketed or| to undergo
8 offered on tender MRP
No authorised products
AA729/09205 Doxazosin VIR Tablets 4mg Doxazosin Mesilate 63154 Spain Cherubino Ltd Nil Accepted are available, marketed or N/A

offered on tender




