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
There are fewer than
three authorised
Levonogestrel Rowe Neofarma Pharmaceuticals roducts on the market
AA908/24401 vonog wex Levonorgestrel PA0711/267/001 Ireland e H Nil Accepted | PO% ) N/A
Tablets 1.5mg Limited with the same active
ingredient, dose and
strength
There are fewer than
three authorised .
Remethan Suppositories products on the market Commitment
AA084/09003 Diclofenac Sodium 19883 Cyprus Remedica Ltd Nil Accepted . . to undergo
100mg with the same active
. . MRP
ingredient, dose and
strength
To ensure continuity of .
Antrolin Rectal Cream Nifedipine; Lidocaine supply and difficulty Commitment
AA1495/00101 o 35396011 Italy Neopharmed Gentili S.p.A. Nil Accepted . . to undergo
0.3+1.5% hydrochloride identified to undergo MRP MRP
during this time
Commitment
to identify
alternative
Phenoxybenzamine Capsule Phenoxybenzamine HHP Malta (P&D Pharma) No authorised products sourcres f:’\(/)m
AA1488/02201UK ¥ P y . PL12762/0224 United Kingdom . Nil Accepted are available, marketed or
10mg hydrochloride BP Limited the EEA and
offered on tender .
issued for
specific tender
only
Epirubicin Hikma No authorised products | Commitment
AA1454/00901 | Concentrate for Soln for Inf Epirubicin hydrochloride 52243.00.00 Germany Prohealth Nil Accepted are available, marketed or| to undergo
2mg/ml offered on tender MRP
Ciplatin Hikma Concentrate No authorised products [ Commitment
AA1454/00801 P Cisplatin 3001928.01.00 Germany Prohealth Nil Accepted are available, marketed or| to undergo
for Soln for Inf 0.5mg/ml
offered on tender MRP
Etoposide Accord No authorised products
AA729/28801 Concentrate for Soln for Inf Etoposide 79326 Spain Cherubino Ltd Nil Accepted are available, marketed or N/A
20mg/ml offered on tender
Doxorubicin Teva No authorised products
AA770/11302 Concentrate for Soln for Inf Doxorubicin AIC 039646031 Italy JV Healthcare Limited Nil Accepted are available, marketed or N/A

2mg/ml

offered on tender




Ursogrix Capsules Hard

Central Procurement&

No authorised products

AA565/86701 Ursodeoxycholic acid PA22992/002/001 Latvia . . Nil Accepted are available, marketed or N/A
250mg Supplies Unit
offered on tender
No authorised products
Cisplatin Accord Solution for Central Procurement&
AA565/15904 | P o Cisplatin LT/1/10/2176/003 Lithuania ! Nil Accepted  |are available, marketed or N/A

Infusion 1mg/ml

Supplies Unit

offered on tender




