AA Licence

Source Country

Active ... Source . Objections Status of Reason for _Condltlon_s
Product Name 3 Authorisation Applicant . . . . . included in
Number Ingredient/s Country Received | application decision .
Number the Licence
There are two or
less different
Narox Tablet, Delorbis aduthtorlseclh Commitment
AA115/02203 film coated Etoricoxib 22267 Cyprus Pharmaceuticals N/A Accepted products on the to undergo
market with the MRP
90mg Ltd. same active
ingredient, dose
and strength
There are two or
less different
Narox Tablet, Delorbis aduthtorlsedth Commitment
AA115/02204 film coated Etoricoxib 22268 Cyprus Pharmaceuticals N/A Accepted procucts on the to undergo
market with the MRP
120mg Ltd. same active
ingredient, dose
and strength
Emthexate PF No authorised
. Central products are
Solution for ;
AA565/81903 L. Methotrexate RVG 08434 Netherlands| Procurement& N/A Accepted available, N/A
Injection . .
Supp“es Unit marketed or
2.5mg/ml offered on tender
AA565/84601 Riboepi Epirubicin 52243.00.00 Portugal Central N/A Accepted '\':iﬁdAu“L:(’)_”fiu N/A




Enterogermina

Spores of
polyantibiotic-

Opella Healthcare

No authorised
products are

AA1470/01201| Oral Suspension | resistant Bacillus 13046038 Italy France SAS,trading N/A Accepted available, N/A
2billion/5ml clausii (strains as Sanofi marketed or
SIN, 0/C, T, N/R) offered on tender
There are two or
less different
Enterogermina Polyantibiotic- Opella Healthcare aduthtorlseclh
AA1470/01202| Oral Powder resistant Bacillus 13046115 Italy France SAS,trading N/A Accepted products 9” € N/A
- .. . market with the
6billion/2g clausii as Sanofi same active
ingredient, dose
and strength
Spores of No authorised
Enterogermina polyantibiotic- Opella Healthcare products are
AA1470/01203| Capsules Hard 2 | resistant Bacillus 13046053 Italy France SAS,trading N/A Accepted available, N/A
billion clausii (strains as Sanofi marketed or
SIN, 0/C, T, N/R) offered on tender
No authorised
L d B Central
evo. opa/Bense Levodopa/Benser entra prodgcts are
AA565/00406 | razide Capsule azide RVG 34752 Netherlands| Procurement& N/A Accepted available, N/A
50mg/12.5mg Supplies Unit marketed or
offered on tender
Octenisept Octenidine i
. . . Premiere .
AA1247/00201 Cutaneous dihydrochloride; 1-20402 Austria Healthcare N/A Pending N/A N/A
Solution Phenoxyethanol
No authorised
Neof
Prozac Tablets _ _ eotarma products are
AA908/14602 Fluoxetine 11794/2019/02 Romania Pharmaceuticals N/A Accepted available, N/A

20mg

Limited

marketed or
offered on tender




No authorised

Verdye Pdr for Central products are
AA565/31302 |Soln for Injection|Indocyanine green| 3000143.00.00 Germany Procurement& N/A Accepted available, N/A
5mg/ml Supplies Unit marketed or
offered on tender
Magnesium No authorised
Sulfate Labesfal Magnesium Central products are
AA565/12604 Solution for 3259595 Portugal Procurement& N/A Accepted available, N/A
o Sulfate . .
Injection Supplies Unit marketed or
5000mg/10ml offered on tender
No authorised
Clobetazol Atb Clobetasol Central products are
AA565/84901 Ointment ) 13062/2020/01 Romania Procurement& N/A Accepted available, N/A
propionate ) )
0.5mg/g Supplies Unit marketed or
offered on tender
Etoposide Ebewe No authorised
Central products are
Concentrate for . Czech )
AA565/57405 Etoposide 44/395/99-C ) Procurement& N/A Accepted available, N/A
Soln for Inf Republic ) .
Supp“es Unit marketed or
20mg/ml offered on tender
) No authorised
Pentacarinat Pdr Pentamidine Central prodgcts are
AA565/31004 for Soln for . . RVG 13417 Netherlands| Procurement& N/A Accepted available, N/A
o isethionate . .
Injection 300mg Supplies Unit marketed or
offered on tender
Dexamethasone No authorised
Norid
or.| em . JV Healthcare prodgcts are
AA770/01802 Solution for Dexamethasone 56/0083/21-S Slovakia L. N/A Accepted available, N/A
— Limited
Injection marketed or

4mg/iml

offered on tender




