Source

AA Licence Active Country Source . Objections |Status of Reason for _Condltlon_s
Product Name . L. Applicant . . L. . . included in
Number Ingredient/s Authorisation [Country Received application |decision .
Number the Licence
Health House
Ph Ltd T/A
Dioctyl Capsule . United arma /As . .
AA1369/07801UK Docusate sodium |PL 00039/0737 . P&D Nil Pending N/A N/A
100mg Kingdom .
Pharmaceuticals
Ltd
No
authorised
: : Central roducts are
Emetiral Tablet, |Prochlorperazine P
AA565/86801 film coated 5m maleate P 8644815 Romania Procurement & Nil Accepted available, N/A
g Supp“es Unit marketed or
offered on
tender
No
authorised
: Central roducts are
Nitrazepam LPH 9462/2016/01-02- P
AA565/87201 TabletspSm Nitrazepam 03 / / Romania Procurement & Nil Accepted available, N/A
g Supp“es Unit marketed or
offered on

tender




There are

fewer than
three
authorised
Neof: duct
Trazodone EG Trazodone . eotarma . . products on
AA908/24101 . BE439607 Belgium Pharmaceuticals |Nil Accepted the market N/A
Tablets 100mg Hydrochloride L. .
Limited with the same
active
ingredient,
dose and
strength
Magnesium Health House
. . & . . Pharma Ltd T/As
Cardioplegia Chloride United . .
AA1369/07701UK . PL01883/0012 . P&D Nil Pending N/A N/A
Solution Hexahydrate; Kingdom .
i . Pharmaceuticals
Potassium Chloride
Ltd
No
Gentamicin- authorised
. : Central roducts are
tiophar Solut P
AA565/10704 e IO? ar. oltion Gentamicin 3169.01.00 Germany Procurement & Nil Accepted available, N/A
for Injection . .
Supp“es Unit marketed or
80mg/2ml offered on
tender
No
) authorised
Ermycin Tablet, Erythromycin products are |Commitment
AA084/07102 film coated 9340 Cyprus Remedica Ltd Nil Accepted available, to undergo
250mg stearate marketed or |MRP
offered on

tender




AA1330/02103

Fluoxetine CF
Tablets

Dispersible 10mg

Fluoxetine
hydrochloride

RVG 24609

Netherlands

Azure
Pharmaceuticals
Ltd

Nil

Accepted

There are
fewer than
three
authorised
products on
the market
with the
same active
ingredient,
dose and
strength

N/A




