AA Licence Active Source Fouptry Source . Objections Status of . . . Condltl_ons
Product Name . Authorisation Applicant . . L. Reason for decision included in the
Number Ingredient/s Country Received | application .
Number Licence
DOBUTAMINE
BIOINDUSTRIA LIM Dobutamine
AA1411/01403 B I_ AIC 034449013 Italy EJ Busuttil Ltd Nil Accepted To ensure continuation of supply to the National Health System N/A
Concentrate for Soln hydrochloride
for Inf 250mg/20ml
Paracetamol Altan 68474 658487
AA242/00303 Solution for Infusion Paracetamol 6584Sé 711252 Spain Pharmabart Ltd Nil Accepted No authorised products are available, marketed or offered on tender N/A
10mg/ml ’
Chlorhexidine
Medica Throat Spray | gluconate Solution/ _
Lemon, Oromucosal Lidocaine Laboratoria
AA1093/00111 i BE179575 Belgium Qualiphar Nil Accepted |No authorised products are available, marketed or offered on tender|To undergo MRP
Spray 2mg/ml Hydrochloride N.V./S.A
0.5mg/ml T
. Sanochemia
Scanlux Solution for . . . . . .
AA1626/00201 o Lopamidol OGYI-T-8887/05 Hungary Pharmazeutika Nil Accepted To ensure continuation of supply to the National Health System |To undergo MRP
Injection 370/mg/ml
GmbH
Caspofungin-
Pharmore® . . . . . .
AA1411/15101 Caspofungin DE H 4655 002 Germany EJ Busuttil Ltd Nil Accepted To ensure continuation of supply to the National Health System N/A
Pdr/Conc/Soln for
Infus 70mg
. Central
Ursochol Tablets Ursodeoxychol
AA565/88403 rsoc r .xyc ¢ 1527.00.00 Germany Procurement & Nil Accepted |No authorised products are available, marketed or offered on tender N/A
150mg acid . .
Supplies Unit
Sodio calcio edetato I
. . Centra
S.A.L.F. Concentrate Sodium calcium
AA565/124801 ¢ . u c cu 30657011 Italy Procurement & Nil Accepted To ensure continuation of supply to the National Health System N/A
for Soln for Inj edetate dihydrate . .
Supplies Unit
1g/10ml
Ferrous Fumarate
AA084/10402 Tablet, film coated Ferrous fumarate 9938 Cyprus Remedica Ltd Nil Accepted To ensure continuation of supply to the National Health System To undergo MRP
200mg
It | Slavi JV Health Th ductistob d ilable at least 10% less than the pri
AA770/27801 raconazol >lavia Itraconazole 12422/2019/01 Romania 'ea. care Nil Accepted € productis to be made avaiable a. eas 0 (,ESS an the price N/A
Capsule 100mg Limited of the cheapest authorised alternative
TamisPRAS Tablet
Tamsulosin The product is to be made available at least 10% less than the price
AA770/28001 | Prolonged Release 20192 Poland IV Healthcare Nil Accepted P ° P N/A

0.4mg

hydrochloride

Limited

of the authorised alternative of the same brand




