Source Country

Conditions

Injection Img/5ml

AA Licence Product Name | Active Ingredient/s Authorisation Source Applicant ObJecleons Sta_tus .Of Reason for decision included in
Number Country Received application .
Number the Licence
The product is to be made
Ciplox Tablet, fil ) i JV Health i ilable at least 10% less than th
AA770/16001 | P1OX TaRieL TIiM Ciprofloxacin PA2315/100/001 | Ireland eartneare Nil Accepted | o orapieatieast rilessthanthe N/A
coated 250mg Limited price of the authorised alternative of
the same brand
The product is to be made
Ciplox Tablet, fil ) i JV Health i ilable at least 10% less than th
AA770/16002 | —'PIOX TaREL TIiM Ciprofloxacin PA2315/100/002 | Ireland eartheare Nil Accepted | o orapieatieast rijlessthanthe N/A
coated 500mg Limited price of the authorised alternative of
the same brand
Tript-Oh Capsules Central No authorised products are available
AA565/87701 P P L-5-hydroxytryptophan 24158014 Italy Procurement& Nil Accepted P ’ N/A
Hard 50mg ) . marketed or offered on tender
Supplies Unit
Medicair
AA1389/00301 Pi.rver Oral Prednisolone sodium 123777/10122021 | Greece Bioscier'mce Nil Accepted No authorised products are available, N/A
Solution 10mg/ml phosphate Laboratories CY marketed or offered on tender
LTD
There are fewer than three
Bromazepam i i . authorised products on the market
AA1161/00202 Bromazepam 2475/2010/01-06 | Romania | Farmarosib SRL Nil Accepted . R . N/A
Arena Tablets 3mg with the same active ingredient, dose
and strength
Vancocin Matrigel , Target
AA1343/01601 United
Ué Capsules Hard  |Vancomycin hydrochloride| PL 13621/0030 Kinmd((a)m Healthcare Nil Pending N/A N/A
125mg & Limited
HHP Malta
AA1488/00301 F fibrat United
/ enotibrate Fenofibrate PL00289/1158 | "¢ | (P&D Pharma) Nil Pending N/A N/A
UK Capsule 67mg Kingdom .
Limited
Glycerol Trinitrate-
Carinopharm Central No authorised products are available
AA565/76402 | Concentrate for Glycerol Trinitrate 4985.00.00 Germany | Procurement& Nil Accepted P ’ N/A
: . marketed or offered on tender
Soln for Inf Supplies Unit
1mg/ml
Octreotide
) Central . .
Biolndustry L.I.M . . No authorised products are available,
AA565/16507 . Octreotide 40014045 Italy Procurement& Nil Accepted N/A
Solution for supplies Unit marketed or offered on tender




AA565/76802

Sofradex Eye
Drops Solution
0.05%

Framycetin sulphate;
Gramicidin;
Dexamethasone sodium
metasulphobenzoate

PA0540/070/002

Ireland

Central
Procurement&
Supplies Unit

Nil

Refused

The product has a marketing
authorisation

N/A




