Tipul

Procedurii
Procedura d
Statut A/R (Procedura de
Forma Baza legala- Data intrarii recunoastere
Nr. Crt. D i ial C trati DCI Detindtor APP tuala si Situati
r enumire comerciala oncentratia farmaceutica etinator Legea 95/2006 o mutual3 si ituatie
I procedura
cu modificari )
descentralizat
ain baza art.
743)
L . . Extract uscat din Krka, d.d., Novo | A - in baza art. SI/H/0130/00 .
1 Herb d til Pastil 8/24/2018 T DLIGED
erbion ledera pastile astile frunze de iedera mesto, Slovenia 709 /24/ 2/DC rimis
Solutie de
aminoacizi cu
. 14,2%, 27,5%, Emulsie electroliti, solutie | Baxter Healthcare | A- in baza art. FR/H/0419/00 L.
2 OlimelN 12 E . . 12/18/2017 Trimis DLIGED
17,5% perfuzabila de glucoza cu SRL, Romania 706 7/DC
calciu, emulsie de
lipide
Dutasterida/ Dutasterida/
0,5 0,4 . Aurobindo Ph ; PT/H/1938/00 .
3 Tamsulosin Aurobindo me/ m Capsule Clorhidrat de u:orl:a:ia S:[ma A - in baza art. 4/23/2018 / J{/Dc / Trimis DLIGED
0,5 mg/0,4 mg & tamsulosin 708 (1)
M ist 1,0 Soluti . | A-inb t. DE/H/5452/00 L.
4 emovis 1,0 mmol/ml ) _o u I? Gadobutrol Bayer AG, Germania 'n baza ar 5/15/2018 W/ / Trimis DLIGED
mmol/ml injectabila 711 1/DC
Solutie
M ist 1,0 inj ila i A-inb t. DE/H/5452/00
5 emovis 1,0 mmol/ml |nject?blla n Gadobutrol Bayer AG, Germania i baza ar 5/15/2018 M/ / Trimis DLIGED
mmol/ml seringa 711 2/DC
preumpluta
Klab. 125 G I t S.C.T ia S.A., ; DE/H/5210/00 L.
6 abax 125 mg/5 ml ranu e_pen r Claritromicina erapla_ A - in baza art. 4/3/2017 M/ / Trimis DLIGED
mg/5 ml suspensie orala Romania 1/DC
708 (1)
7 Klabax 250 250 mg/5 ml Granule-pentru Claritromicina s.C. Terapla- S-A 3 4/3/2017 DE/H/5210/00 Trimis la aplicant
mg/5 ml suspensie orala Romania A -_in baza art. 2/pC
Solutie
injectabila i Metot t Addenda Ph SE/H/1417/00
8 Aldesta 2,5 mg 2,5 mg injectabifa in etotrexa enda Fharma | » _in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 1/E001
708 (3)
preumpluta
Solutie
inj ila i Metot t Addenda Ph SE/H/1417/00
9 Aldesta 7,5 mg 7,5mg injectabila in etotrexa enca Pharma 1 a . in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., ltalia 2/E001
708 (3)
preumpluta
Solutie
injectabila i Metot t Addenda Ph SE/H/1417/00
10 Aldesta 10 mg 10 mg injectabifa in etotrexa enda Fharma | » _ in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 3/E001
708 (3)
preumpluta
Solutie
inj ila i Metot t Addenda Ph SE/H/1417/00
11 Aldesta 12,5 mg 12,5 mg injectabila in etotrexa enca Pharma 1 a . in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., ltalia 708 (3) 4/E001

preumpluta




Solutie

injectabila i Metot t Addenda Ph SE/H/1417/00
12 Aldesta 15 mg 15 mg injectabifa in etotrexa enda Fharma | a _ in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 5/E001
708 (3)
preumpluta
Solutie
inj ila i Metot t Addenda Ph SE/H/1417/00
13 Aldesta 17,5 mg 17,5 mg injectabila in etotrexa enca Fharma 1 a . in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l, Italia 6/E001
708 (3)
preumpluta
Solutie
injectabila i Metot t Addenda Ph SE/H/1417/00
14 Aldesta 20 mg 20 mg injectabifa in etotrexa enda Fharma | a _ in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 7/E001
708 (3)
preumpluta
Solutie
inj ila i Metot t Addenda Ph SE/H/1417/00
15 Aldesta 22,5 mg 22,5 mg injectabila in etotrexa enca Fharma 1 a . in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., ltalia 8/E001
708 (3)
preumpluta
Solutie
injectabila i Metot t Addenda Ph SE/H/1417/00
16 Aldesta 25 mg 25 mg injectabifa in etotrexa enda Fharma | a _ in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 9/E001
708 (3)
preumpluta
Solutie
inj ila i Metot t Addenda Ph SE/H/1417/01
17 Aldesta 27,5 mg 27,5 mg injectabila in etotrexa enca Fharma 1 » . in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., ltalia 0/E001
708 (3)
preumpluta
Solutie
injectabila i Metot t Addenda Ph SE/H/1417/01
18 Aldesta 30 mg 30 mg injectabifa in etotrexa enda Fharma | a _ in baza art. 3/29/2019 /H/1417] Trimis DLIGED
seringa disodic S.r.l., Italia 1/E001
708 (3)
preumpluta
o ] ] R - art.738 (4)
L d Sandoz 10 C t Clorhidrat d Sandoz S.R.L., . DK/H/2360/0 L.
19 | -ereanidipinasandoz 10mg omprimate orhidrat de ancoz 5.1 A- inbazaart. 4/12/2019 /H/2360/ Trimis DLIGED
mg filmate lercanidipina Romania 01/R001
708 (1)
o ] ] R - art.738 (4)
L d Sandoz 20 C t Clorhidrat d Sandoz S.R.L., . DK/H/2360/0 L.
20 |Crcamidipinasandoz 20 mg omprimate orhidrat de ancoz 5.1 A- inbazaart. 4/12/2019 /H/2360/ Trimis DLIGED
mg filmate lercanidipina Romania 02/R001
708 (1)
s . Pulbere pentru i .
Tigeciclina Fresenius i L S.C. Fresenius Kabi ) PT/H/2166/00
| 50 mg solutie Tigeciclina | A - in baza art. 5/10/2018 In lucru
Kabi 50 mg . Romania SRL 1/DC
perfuzabila 708 (1)
21
Eqi
) ) . gis ) ) NL/H/3981/00
Verimmus 5 mg 5mg Comprimate Everolimus Pharmaceuticals A - in baza art. (3/21/2019 2/E001 In lucru
22 PLC, Ungaria 708 (1)
Eqi
) ) . gis ) ) NL/H/3981/00
Verimmus 10 mg 10 mg Comprimate Everolimus Pharmaceuticals A - in baza art. (3/21/2019 3/E001 In lucru
23 PLC, Ungaria 708 (1)
R - art.738 (4
i . Recordati Ireland art.738 (4) NL/H/3303/00
Vitaros 2 mg/g 2mg/g Crema Alprostadil L A - in baza art. (8/29/2017 In lucru
Limited, Irlanda 1/R001
24 708 (1)
R - art.738 (4,
i . Recordati Ireland art.738 (4) NL/H/3303/00
Vitaros 3 mg/g 3mg/g Crema Alprostadil L A - in baza art. (8/29/2017 In lucru
2 Limited, Irlanda 708 (1) 2/R001




Fumarat de
bisoprolol/Amlodi

Egis

R - art.738 (4)

Alotendin 5 HU/H/0341/0
me/5 m 5 mg/5 mg Comprimate |pina sub forma de [Pharmaceuticals A- in baza art. (10/3/2018 01//R0/01 / In lucru
B/>me besilat de PLC, Ungaria 710
26 amlodipina
Fumarat de
i i |Egi R - art.738 (4
Alotendin 5 ) bisoprolol/Amlodi | Egis ) art.738 (4) HU/H/0341/0
5mg/10 mg Comprimate pina sub forma de [Pharmaceuticals A - in baza art. (10/3/2018 In lucru
mg/10 mg ) ) 02/R001
besilat de PLC, Ungaria 710
27 amlodipina
Fumarat de
bi lol/Amlodi |Egi R -art.738 (4
Alotendin 10 _ isoprolol/Amlodi | Egis _ art.738(4) HU/H/0341/0
me/5 m 10 mg/5 mg Comprimate |pina sub forma de [Pharmaceuticals A - in baza art. (10/3/2018 03/R001 In lucru
B/>me besilat de PLC, Ungaria 710
28 amlodipina
Fumarat de
i i |Egi R - art.738 (4
Alotendin 10 ) bisoprolol/Amlodi | Egis ) art.738 (4) HU/H/0341/0
10 mg/10 mg Comprimate pina sub forma de [Pharmaceuticals A - in baza art. (10/3/2018 In lucru
mg/10 mg ) ) 04/R001
besilat de PLC, Ungaria 710
29 amlodipina
R - art.738 (4
Ibalgin Junior 200 mg/5 Suspensie . ) a. (@) CZ/H/0526/00
200 mg/5 ml Ibuprofen Sanofi Romania SRL | A - in baza art. |4/24/2019 In lucru
30 ml orala 708 (1) 1/R001




