
Nr.Crt Denumire comerciala Concentratia Forma farmaceutica DCI Deţinător APP
Statut A/R

Baza legala- 
Legea 95/2006 

Data intrării 
ANMDM

Tipul Procedurii
(Procedura de 
recunoaştere 

Situatie

1
Salmeterol Fluticasona Genetic 
25 micrograme/
50 micrograme 

25 micrograme/
50 micrograme 

Suspensie de inhalat 
presurizata

Salmeterol sub forma de 
xinafoat de 
salmeterol/Propionat de 

Genetic S.p.A., Italia
A -  in baza art. 
708 (3)

3/11/2019 UK/H/6816/001/DC Solicitare aplicant mai 
2019

2
Salmeterol Fluticasone Genetic 
25 micrograme/
125 micrograme 

25 micrograme/
125 micrograme 

Suspensie de inhalat 
presurizata

Salmeterol sub forma de 
xinafoat de 
salmeterol/Propionat de 

Genetic S.p.A., Italia
A -  in baza art. 
708 (3)

3/11/2019 UK/H/6816/002/DC Solicitare aplicant mai 
2019

3
Salmeterol Fluticasone Genetic 
25 micrograme/
250 micrograme 

25 micrograme/
250 micrograme 

Suspensie de inhalat 
presurizata

Salmeterol sub forma de 
xinafoat de 
salmeterol/Propionat de 

Genetic S.p.A., Italia
A -  in baza art. 
708 (3)

3/11/2019 UK/H/6816/003/DC Solicitare aplicant mai 
2019

4
Posacanazol MSN Laboratories    
300 mg

300 mg 
Concentrat pentru 
solutie perfuzabila 

Posaconazol
Vivanta Generics 
s.r.o., Republica 
Ceha

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4234/001/DC
APP emis

5 Vinorelbina Alvogen 20 mg 20 mg Capsule moi Vinorelbina
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 IS/H/0272/001/DC
APP emis

6 Vinorelbina Alvogen 30 mg 30 mg Capsule moi Vinorelbina
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 IS/H/0272/002/DC
APP emis

7 Vinorelbina Alvogen 80 mg 80 mg Capsule moi Vinorelbina
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 IS/H/0272/003/DC
APP emis

8
Apa pentru preparate injectabile 
CSL Behring

Solvent pentru 
preparate 
parenterale

Apa pentru preparate 
injectabile

CSL Behring GmbH, 
Germania

A -  in baza art. 
708 (1)

3/11/2019 UK/H/6972/001/DC
APP emis

9 Sunitinib Sandoz 12,5 mg 12,5 mg Capsule Sunitinib
S.C. Sandoz S.R.L, 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4250/001/DC
APP emis

10 Sunitinib Sandoz 25 mg 25 mg Capsule Sunitinib
S.C. Sandoz S.R.L, 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4250/002/DC
APP emis

11 Sunitinib Sandoz 37,5 mg 37,5 mg Capsule Sunitinib
S.C. Sandoz S.R.L, 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4250/003/DC
APP emis

12 Sunitinib Sandoz 50 mg 50 mg Capsule Sunitinib
S.C. Sandoz S.R.L, 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4250/004/DC
APP emis

13 Sunitinib Alvogen 12,5 mg 12,5 mg Capsule Sunitinib
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4252/001/DC
APP emis

14 Sunitinib Alvogen 25 mg 25 mg Capsule Sunitinib
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4252/002/DC
APP emis

15 Sunitinib Alvogen 37,5 mg 37,5 mg Capsule Sunitinib
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4252/003/DC
APP emis

16 Sunitinib Alvogen 50 mg 50 mg Capsule Sunitinib
Alvogen Malta 
Operation (ROW) 
Ltd., Malta

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4252/004/DC
APP emis



17 Sunitinib Mylan 12,5 mg  12,5 mg Capsule Sunitinib
Mylan Ireland 
Limited, Irlanda

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4253/001/DC
APP emis

18 Sunitinib Mylan 25 mg  25 mg Capsule Sunitinib
Mylan Ireland 
Limited, Irlanda

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4253/002/DC
APP emis

19 Sunitinib Mylan 37,5 mg  37,5 mg Capsule Sunitinib
Mylan Ireland 
Limited, Irlanda

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4253/003/DC
APP emis

20 Sunitinib Mylan 50 mg  50 mg Capsule Sunitinib
Mylan Ireland 
Limited, Irlanda

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4253/004/DC
APP emis

21 Sunitinib Stada 12,5 mg 12,5 mg Capsule Sunitinib
Stada M &D S.R.L., 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4254/001/DC
APP emis

22 Sunitinib Stada 25 mg 25 mg Capsule Sunitinib
Stada M &D S.R.L., 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4254/002/DC
APP emis

23 Sunitinib Stada 50 mg 50 mg Capsule Sunitinib
Stada M &D S.R.L., 
Romania

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4254/004/DC
APP emis

24
Solifenacin MSN Laboratories             
5 mg

5 mg Comprimate filmate Succinat de solifenacin
Vivanta Generics 
s.r.o., Republica 
Ceha

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4289/001/DC
APP emis

25
Solifenacin MSN Laboratories             
10 mg

10 mg Comprimate filmate Succinat de solifenacin
Vivanta Generics 
s.r.o., Republica 
Ceha

A -  in baza art. 
708 (1)

3/11/2019 NL/H/4289/002/DC
APP emis

26
Aciclovir Aurobindo 
200 mg

200 mg Comprimate Aciclovir
Aurobindo Pharma 
Romania SRL

A -  in baza art. 
708 (1)

3/11/2019 PT/H/1917/001/DC  
APP emis

27
Aciclovir Aurobindo 
400 mg

400 mg Comprimate Aciclovir
Aurobindo Pharma 
Romania SRL

A -  in baza art. 
708 (1)

3/11/2019 PT/H/1917/002/DC  
APP emis

28 Posaconazol Mylan 40 mg/ml 40 mg/ml Suspensie orala Posaconazol
Mylan Ireland 
Limited, Irlanda

A -  in baza art. 
708 (1)

3/11/2019 EE/H/0272/001/DC
APP emis

30
Gaviscon cu aroma de capsuni 

250 mg/133,5/
80 mg

250 mg/
133,5 mg/

80mg

Comprimate 
masticabile

Alginat de sodiu/ 
Carbonat de sodiu/ 
Carbonat de calciu

Reckitt Benkiser 
Healthcare 

International 

R - art.738 (4) 
 A -  in baza art.  

709
3/11/2019 IE/H/0740/001/R001

APP emis

31
Evertas 

4,6 mg/24 h
4,6 mg/24 h Plasturi transdermici Rivastigmina

Zentiva k.s., 
Republica Ceha

A -  in baza art. 
708 (1)

3/11/2019
PL/H/0458/001/R00

1
APP emis

32
Evertas 

9,5 mg/24 h 
9,5 mg/24 h Plasturi transdermici Rivastigmina

Zentiva k.s., 
Republica Ceha

A -  in baza art. 
708 (1)

3/11/2019
PL/H/0458/002/R00

1
APP emis

33 Ciclosporina Sandoz 10 mg 10 mg Capsule moi Ciclosporina 
S.C. Sandoz SRL, 

Romania
A -  in baza art. 

708 (1)
3/15/2019 NL/H/4215/001/DC

Trimis DLIGED mai 
2019

34 Ciclosporina Sandoz 25 mg 25 mg Capsule moi Ciclosporina 
S.C. Sandoz SRL, 

Romania
A -  in baza art. 

708 (1)
3/15/2019 NL/H/4215/002/DC

Trimis DLIGED mai 
2019



35 Ciclosporina Sandoz 50 mg 50 mg Capsule moi Ciclosporina 
S.C. Sandoz SRL, 

Romania
A -  in baza art. 

708 (1)
3/15/2019 NL/H/4215/003/DC

Trimis DLIGED mai 
2019

36 Ciclosporina Sandoz 100 mg 100 mg Capsule moi Ciclosporina 
S.C. Sandoz SRL, 

Romania
A -  in baza art. 

708 (1)
3/15/2019 NL/H/4215/004/DC

Trimis DLIGED mai 
2019

37 Xorox 30 mg/g 30 mg/g    Unguent oftalmic Aciclovir
Agepha Pharma 
s.r.o., Slovacia 

A -  in baza art. 
708 (3)

3/15/2019 AT/H/0672/001/MR
Trimis DLIGED mai 

2019

38
Saizen 

5,83 mg/ml 
5,83 mg/ml Solutie injectabila Somatropina 

Merck Romania 
S.R.L.

3/15/2019 IT/H/0025/007/E001
Trimis DLIGED mai 

2019

39
Saizen 

8 mg/ml 
8 mg/ml Solutie injectabila Somatropina 

Merck Romania 
S.R.L.

3/15/2019 IT/H/0025/008/E001
Trimis DLIGED mai 

2019

40 Tenofovir disoproxil Teva 245 mg 245 mg Comprimate filmate
Tenofovir disoproxil sub 

forma de fumarat de 
tenofovir disoproxil

Teva 
Pharmaceuticals 
S.R.L., Romania

R - art.738 (4) 
A -  in baza art. 

708 (1)
3/15/2019

CZ/H/0462/001/R00
1

Solicitare traduceri

41
Lipocomb 

10 mg/10 mg
10 mg/10 mg Capsule

Rosuvastatina sub forma 
de rosuvastatina calcica

Egis Pharmaceuticals 
PLC., Ungaria

R - art.738 (4) 
 A -  in baza art.  

710
3/15/2019

NL/H/3006/001/R00
1

Trimis DLIGED aprilie 
2019

42
Lipocomb 

20 mg/10 mg
20 mg/10 mg Capsule

Rosuvastatina sub forma 
de rosuvastatina calcica

Egis Pharmaceuticals 
PLC., Ungaria

R - art.738 (4) 
 A -  in baza art.  

710
3/15/2019

NL/H/3006/002/R00
1

Trimis DLIGED aprilie 
2019

43
Lipocomb 

40 mg/10 mg
40 mg/10 mg Capsule

Rosuvastatina sub forma 
de rosuvastatina calcica

Egis Pharmaceuticals 
PLC., Ungaria

R - art.738 (4) 
 A -  in baza art.  

710
3/15/2019

NL/H/3006/003/R00
1

Trimis DLIGED aprilie 
2019

44
Lipocomb Calciu

10 mg/10 mg
10 mg/10 mg Capsule

Rosuvastatina sub forma 
de rosuvastatina calcica

Egis Pharmaceuticals 
PLC., Ungaria

R - art.738 (4) 
 A -  in baza art.  

710
3/15/2019

NL/H/3006/004/R00
1

Trimis DLIGED aprilie 
2019

45
Lipocomb Calciu

20 mg/10 mg
20 mg/10 mg Capsule

Rosuvastatina sub forma 
de rosuvastatina calcica

Egis Pharmaceuticals 
PLC., Ungaria

R - art.738 (4) 
 A -  in baza art.  

710
3/15/2019

NL/H/3006/005/R00
1

Trimis DLIGED aprilie 
2019

46
Humulin R 
100 UI/ml

100 UI/ml
Solutie injectabila in 

flacon
Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/001/R00
1

APP emis

47
Humulin R 
100 UI/ml

100 UI/ml
Solutie injectabila in 

cartus
Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/004/R00
1

APP emis

48
Humulin N 
100 UI/ml

100 UI/ml
Suspensie injectabila 

in cartus
Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/005/R00
1

APP emis

49
Humulin M3 

100 UI/ml
100 UI/ml

Suspensie injectabila 
in cartus

Insulina umana
Lilly France S.A.S., 

Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/006/R00
1

APP emis

50
Humulin R KwikPen 

100 UI/ml
100 UI/ml Solutie injectabila Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/007/R00
1

APP emis

51
Humulin N KwikPen 

100 UI/ml
100 UI/ml Suspensie injectabila Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/008/R00
1

APP emis



52
Humulin M3 KwikPen 

100 UI/ml
100 UI/ml Suspensie injectabila Insulina umana

Lilly France S.A.S., 
Franta

R - art.738 (4) 
 A -  in baza art.  

706
3/15/2019

FR/H/0645/009/R00
1

APP emis

53
Melfalan Pharmaxon 
50 mg 

50 mg
Pulbere si solvent 
pentru solutie 
injectabila/

Melfalan
Pharmaxon 
Consulting SRO, 
Republica Ceha

A -  in baza art. 
708 (1)

SE/H/1796/001/DC APP emis

54
Azalonum 
20 mg/40 mg

20 mg/40 mg Comprimate Cinarizina/Dimenhidrinat
Medochemie 
Limited, Cipru

A -  in baza art. 
708 (1)

3/1/2018 SE/H/1798/001/DC APP emis

55 Pregabalina Teva 20 mg/ml 20 mg/ml Solutie orala Pregabalina 
Teva 
Pharmaceuticals 
S.R.L., Romania

R - art.738 (4) 
A -  in baza art. 
708 (1)

1/28/2019
DE/H/5028/001/R00
1

Trimis DLIGED aprilie 
2019

56 Noclaud 50 mg 50 mg Comprimate Cilostazol
Egis Pharmaceuticals 
PLC, Ungaria

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/15/2018
HU/H/0340/001/R00
1

Trimis DLIGED mai 
2019

57 Noclaud 100 mg 100 mg Comprimate Cilostazol
Egis Pharmaceuticals 
PLC, Ungaria

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/15/2018
HU/H/0340/002/R00
1

Trimis DLIGED mai 
2019

58 Tammex Akut      2 mg 2 mg Capsule Clorhidrat de loperamida
DH-norm s.r.o., 
Republica Ceha

R - art.738 (4) 
A -  in baza art. 
708 (1)

8/21/2018 LT/H/0107/001/R001
Trimis DLIGED mai 
2019

59 Capecitabina Koanaa 150 mg 150 mg Comprimate filmate Capecitabina
Koanaa Healthcare 
GmbH, Austria

A -  in baza art. 
708 (1)

3/29/2019 DE/H/5462/001/DC APP emis

60 Capecitabina Koanaa 500 mg 500 mg Comprimate filmate Capecitabina
Koanaa Healthcare 
GmbH, Austria

A -  in baza art. 
708 (1)

3/29/2019 DE/H/5462/002/DC APP emis

61 Allospes 100 mg 100 mg Comprimate Alopurinol
Accord Helathcare 
Limited Polska Sp. 
Z.o.o., Polonia

A -  in baza art. 
708 (1)

3/29/2019 DE/H/5351/001/DC APP emis

62 Allospes 300 mg 300 mg Comprimate Alopurinol
Accord Helathcare 
Limited Polska Sp. 
Z.o.o., Polonia

A -  in baza art. 
708 (1)

3/29/2019 DE/H/5351/002/DC APP emis

63 Elicea 5 mg 5 mg Comprimate filmate
Escitalopram sub forma 
de oxalat de 
escitalopram

Krka d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019 SI/H/0147/001/R001 APP emis

64 Elicea 10 mg 10 mg Comprimate filmate
Escitalopram sub forma 
de oxalat de 
escitalopram

Krka d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019 SI/H/0147/002/R001 APP emis

65 Elicea 15 mg 15 mg Comprimate filmate
Escitalopram sub forma 
de oxalat de 
escitalopram

Krka d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019 SI/H/0147/003/R001 APP emis

66 Elicea 20 mg 20 mg Comprimate filmate
Escitalopram sub forma 
de oxalat de 
escitalopram

Krka d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019 SI/H/0147/004/R001 APP emis

67 Aryzalera 5 mg 5 mg Comprimate Aripiprazol
Krka, d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019
DE/H/5002/001/R00
1

APP emis

68 Aryzalera 10 mg 10 mg Comprimate Aripiprazol
Krka, d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019
DE/H/5002/002/R00
1

APP emis



69 Aryzalera 15 mg 15 mg Comprimate Aripiprazol
Krka, d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019
DE/H/5002/003/R00
1

APP emis

70 Aryzalera 30 mg 30 mg Comprimate Aripiprazol
Krka, d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (3)

3/29/2019
DE/H/5002/004/R00
1

APP emis

71 Aryzalera 20 mg 20 mg Comprimate Aripiprazol
Krka, d.d., Novo 
mesto, Slovenia

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019
DE/H/5002/005/R00
1

APP emis

72 Eufrenin 50 mg 50 mg
Comprimate cu 
eliberare prelungita

Quetiapina sub forma de  
fumarat de quetiapina

S.C. Sandoz S.R.L., 
Romania

R - art.738 (4) 
A -  in baza art. 
708 (1)

3/29/2019
NL/H/2565/001/R00
1

APP emis

73 Exoderil SET 50mg/ml 50 mg/ml
Lac de unghii 
medicamentos 

Amorolfina sub forma de 
clorhidrat de amorolfina

Laboratoires Gerda, 
Franta

 
 A -  in baza art.  
708 (3)

1/16/2017 AT/H/0734/001/DC Amanat


