Source Country

Conditions

AA Licence Active ... Source . Objections Status of Reason for . .
Product Name 3 Authorisation Applicant . . . . . included in
Number Ingredient/s Country Received application decision .
Number the Licence
) No authorised
Budesonide Central products are
Mylan Aerosol i
AA565/49504 ¥ . Budesonide RVG 34330 Netherlands |Procurement & N/A Accepted available, N/A
Solution 200 ) i marketed or
microgram Supplies Unit offered on
tender
Baclofen No authorised
Bioindustria Central prodglctl:s)lare
AA565/06407 | L.I.M. Solution Baclofen 41650021 Italy Procurement & N/A Accepted maavrakleiedebr N/A
for Injection Supplies Unit offered on
10mg/Sml tender
34009 394 362 4 There are fewer
1; 34009 394 363 than 3
Prednisolone Prednisolone 0 2; 34009 395 Azure aduthorisled g
Viatris sodium 364 7 0; 34009 products place
AA1330/03301 . . France Pharmaceutical N/A Accepted on the market N/A
Orodispersible | metasulfobenzoat 391 034 6 4; .
s Ltd with the same
Tablet 20mg e 34009 391 0352 active

5; 34009 391 036
93

ingredient, dose
and strength




AA770/14701

Ferrograd Folic
Tablet, film
coated 325/0.35
mg

Dried ferrous
sulphate

PA1235/003/001

Ireland

JV Healthcare
Limited

N/A

Accepted

The product is to
be made
available at least
10% cheaper
given the
existence of a
licence in
accordance with
article 126(a) for
the same
product (but
different 126(a)
authorisation
holder)

Product to be
made
available at
least 10%
cheaper than
the same
product

AA770/14702

Ferrograd Tablet
Prolonged
Release 325mg

Dried ferrous
sulphate

PA1235/001/001

Ireland

JV Healthcare
Limited

N/A

Accepted

There are two
or less different
authorised
products on the
market with the
same active
ingredient, dose
and strength

N/A




Naprosyn EC

JV Healthcare

There are two
or less different
authorised
products on the

AA770/14901 |Tablet Prolonged Naproxen PA22657/2/2 Ireland Limited N/A Accepted market with the N/A
Release 500mg same active
ingredient, dose
and strength
No authorised
Oestrogel Pump- prOdL'I|Ct|;s>|are
AA1173/06302 Pack Gel Estradiol PA1054/004/001 | Ireland  |Mint Health Ltd N/A Accepted maa"rak[eie de;) ) N/A
750micrograms offered on
tender
There are fewer
than 3
Pancuronium Target authgrised
Inresa Solution Pancuronium products
AA1343/01501 for Inecti b id 34409.00.00 Germany Healthcare N/A Accepted placedon the N/A
or Injection romidae Limited market with the

4mg/2ml

same active
ingredient, dose
and strength




