Conditions

AA Licence . . Source Country Source . Objections | Status of . . . .
Number Product Name Active Ingredient/s Authorisation Number Country Applicant Received | application Reason for decision mcluc_led in
the Licence
Serimel Tablet, film . . . . . To undergo
AA1045/02103 Sertraline Hydrochloride PA0126/135/001 Ireland Clonmel Healthcare Ltd Nil Accepted To ensure continuation of supply
coated 50mg MRP
Serimel Tablet, film . . . . . To undergo
AA1045/02104 Sertraline Hydrochloride PA0126/135/002 Ireland Clonmel Healthcare Ltd Nil Accepted To ensure continuation of supply
coated 100mg MRP
Tript-OH Capsules e . . To ensure continuation of supply for | To undergo
AA565/87703 Hard 100mg L-5-hydroxytryptophan 24158026 Italy Alfasigma S.p.A, Italy Nil Accepted the National Health System MRP
Neurostil Capsules . Central Procurement & . To ensure continuation of supply for
AA565/124001 Hard 100mg Gabapentin PA0749/164/001 Ireland Supplies Unit Nil Accepted the National Health System N/A
THIOPENTAL
AAS65/44603 | PANPHARMAPArfor | il sodium 43552.00.00 Germany | Central Procurement & Nil Refused The product has a marketing N/A
Soln for Injection Supplies Unit authorisation in Malta
500mg
AA521/07904 A”“T';’Sl'gt'zes;zva Amlodipine PA749/67/1 Ireland MEDICEM LIMITED Nil Accepted | To ensure continuation of supply N/A
Cefuroxime Generis To ensure continuation of supply for
AA729/10103 | Tablet, film coated Cefuroxime axetil 5722145 Portugal Cherubino Ltd Nil Accepted . PPy N/A
the National Health System
250mg
MITK O Miaglicsid
Traditional Mint Alfred Gera & Sons No authorised products are To underdo
AA274/02002 Flavour Liquid Magnesium hydroxide PA1186/010/001 Ireland Limited Nil Accepted available, marketed or offered on MRP 9
Oromucosal Spray, tender
Caoln A1 b/l enl
There are fewer than three
. . . . authorised products on the market To undergo
AA084/06903 |Devodil Tablets 50mg Sulpiride 20175 Cyprus Remedica Ltd. Nil Accepted with the same active ingredient, MRP
dose and strength
Hydrapres 20 mg . .
AA1343/05801 | powder for solution |Hydralazine hydrochloride 56236 959478 Spain Target Healthcare Nil Accepted | O €nsure continuation of supply for N/A

for injection

Limited

the National Health System




