Conditions

AA Licence Product Name | Active Ingredient/s Sou_rce _Country Source Applicant ObJecleons Sta_tus .Of Reason for decision included in
Number Authorisation Number Country Received application .
the Licence
Target
Prednisolone United
AA1343/00202UK ! Prednisolone PL 00142/0844 . ! Healthcare Nil Pending N/A N/A
Tablets 20mg Kingdom .
Limited
To ensure continuity of .
. Commitment
supply given that no other ) )
. . . to identify
Montelukast United . . alternatives with a )
AA1173/00502UK Montelukast PL 00289/1702 . Mint Health Ltd Nil Accepted . L alternative
Granules 4mg Kingdom Marketing Authorisation
sources from
or a 126a from the EEA
the EEA
are marketed.
Pseudoephedrine
Medofed hydrochloride; Triprolidine To ensure continuity of .
Compound Oral hydrochloride; Medochemie supply and difficulty Commitment
AA032/03105 . ’ 19889 Cyprus Nil Accepted |. . to undergo
Suspension Dextromethorphan Ltd identified to undergo MRP MRP
136.25mg/5ml hydrobromide; during this time
Guaiphenesin
Dobutami
Geanius :Z:tl:c?on Central No authorised products
AA565/87801 for Infusion Dobutamine hydrochloride 4779880 Portugal Procurement& Nil Accepted are available, marketed or N/A
Supplies Unit offered on tender
12.5mg/ml
A tat
Concgegr\r:thae for Central The product has a
AA565/86602 Tirofiban Hydrochloride 42618.00.00 France Procurement& Nil Refused 'p L N/A
Soln for Inf . . marketing authorisation
Supplies Unit
250mcg/ml
There are fewer than
th thorised
Zolmitriptan Mylan rodurceti j: th(()enrizrket
AA1438/06202 Orodispersible Zolmitriptan RVG 107303 Netherlands |NM Pharma Ltd Nil Accepted P . . N/A
with the same active
Tablet 2.5mg . .
ingredient, dose and
strength
v -
Ei:z‘c:;:zc': Central No authorised products
AA565/44003 Capsules HF;rd Vancomycin hydrochloride 2201309.00.00 Germany Procurement& Nil Accepted are available, marketed or N/A
P Supplies Unit offered on tender
125mg
Losartan United HHP Malta
AA1488/00801UK | potassium Tablet, Losartan PL 00289/0964 Kinedom (P&D Pharma) Nil Pending N/A N/A
film coated 50mg 8 Limited




Health House

Procyclidine
Hydrochloride |Procyclidine hydrochloride United Pharma Ltd
AA1488/01301UK | YoroC y Y PL 20075/0706 ) T/As P&D Nil Pending N/A N/A
Solution for BP Kingdom .
- Pharmaceutical
Injection 5mg/ml
s Ltd
Isoprenaline
Hydrochloride Central No authorised products
AA565/61502 Monico Solution [lsoprenaline hydrochloride 030794 010 Italy Procurement& Nil Accepted are available, marketed or N/A
for Injection Supplies Unit offered on tender
0.2mg/ml
Calci hlorid
GZfe'E::acs;Zss 029830027, 029830041 Central No authorised products
AA565/42804 . Calcium chloride ! ! Italy Procurement& Nil Accepted are available, marketed or N/A
Solution for 029830078 . .
. Supplies Unit offered on tender
Infusion 1g/10ml
There are fewer than
. three authorised
Aleve Feminax for Alfred Gera & roducts on the market
AA274/01401 |Period Pain Tablets Naproxen sodium RVG09006 Netherlands Nil Accepted P . . N/A
Sons Ltd with the same active
275mg . .
ingredient, dose and
strength
Danazol Polfarmex No authorised products
AA1411/00501 Danazol 9253 Poland EJ Busuttil Ltd Nil Accepted are available, marketed or N/A

Tablets 200mg

offered on tender




