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

Baza legala- Legea 
95/2006 cu modificari

Data intrării 
ANMDM

Tipul Procedurii
(Procedura de recunoaştere mutuală şi 

procedura descentralizată in baza art. 743)
Situatie

1
Salvo  
20 mg/5 mg

20 mg/5 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Terapia SA, Romania
A -  in baza art. 708 
(1)

9/12/2018 PT/H/2142/001/DC APP emis

2
Salvo  
40 mg/5 mg

40 mg/5 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Terapia SA, Romania
A -  in baza art. 708 
(1)

9/12/2018 PT/H/2142/002/DC APP emis

3
Salvo  
40 mg/10 mg

40 mg/10 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Terapia SA, Romania
A -  in baza art. 708 
(1)

9/12/2018 PT/H/2142/003/DC APP emis

4
Olmesartan medoxomil/
Amlodipina Flomi 
20 mg/5 mg

20 mg/5 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Flomi Farma SRL., 
Romania

A -  in baza art. 708 
(1)

12/4/2017 PT/H/1882/001/DC APP emis

5
Olmesartan medoxomil/
Amlodipina Flomi 
40 mg/5 mg

40 mg/5 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Flomi Farma SRL., 
Romania

A -  in baza art. 708 
(1)

12/4/2017 PT/H/1882/002/DC APP emis

6
Olmesartan medoxomil/
Amlodipina Flomi 
40 mg/10 mg

40 mg/10 mg Comprimate filmate

Olmesartan 
medoxomil/Amlodipina 
sub forma de besilat de 
amlodipina

Flomi Farma SRL., 
Romania

A -  in baza art. 708 
(1)

12/4/2017 PT/H/1882/003/DC APP emis

7
Atazanavir Accord 150 
mg

150 mg Capsule
Atazanavir sub forma de 
sulfat de atazanavir

Accord Helathcare 
Limited Polska Sp. 
Z.o.o., Polonia

A -  in baza art. 708 
(1)

1/11/2018 NL/H/4246/001/DC
Solicitare traduceri 
29.05.2019

8
Atazanavir Accord 200 
mg

200 mg Capsule
Atazanavir sub forma de 
sulfat de atazanavir

Accord Helathcare 
Limited Polska Sp. 
Z.o.o., Polonia

A -  in baza art. 708 
(1)

1/11/2018 NL/H/4246/002/DC
Solicitare traduceri 
29.05.2019

9
Atazanavir Accord 300 
mg

300 mg Capsule
Atazanavir sub forma de 
sulfat de atazanavir

Accord Helathcare 
Limited Polska Sp. 
Z.o.o., Polonia

A -  in baza art. 708 
(1)

1/11/2018 NL/H/4246/003/DC
Solicitare traduceri 
29.05.2019

10
Midazolam Baxter 1 
mg/ml

1 mg/ml
Solutie injectabila/
perfuzabila

Midazolam
Baxter Deutschland 
GmbH, Germania

A -  in baza art. 708 
(1)

11/14/2017 NL/H/4275/001/DC
Trimis DLIGED mai 
2019

11
Midazolam Baxter 5 
mg/ml

5 mg/ml
Solutie injectabila/
perfuzabila

Midazolam
Baxter Deutschland 
GmbH, Germania

A -  in baza art. 708 
(1)

11/14/2017 NL/H/4275/002/DC
Trimis DLIGED mai 
2019

12 Bronchostop Duo 51,1 mg/4,5 mg Guma orala
Extract uscat de iarba de 
cimbru/Extract uscat de 
radacina de nalba mare

Kwizda Pharma GmbH, 
Austria

A -  in baza art. 718 11/19/2018 AT/H/0848/001/MR
Trimis DLIGED mai 
2019

13
Atozet                       10 
mg/10 mg

10 mg/10 mg Comprimate filmate

Ezetimib/Atorvastatina 
sub forma de 
atorvastatina calcica 
trihidrat

Merck Sharp & Dohme 
Romania S.R.L

R - art.738 (4) 
A -  in baza art. 710

12/4/2018 DE/H/3895/001/R001 APP emis



14
Atozet                       10 
mg/20 mg

10 mg/20 mg Comprimate filmate

Ezetimib/Atorvastatina 
sub forma de 
atorvastatina calcica 
trihidrat

Merck Sharp & Dohme 
Romania S.R.L

R - art.738 (4) 
A -  in baza art. 710

12/4/2018 DE/H/3895/002/R001 APP emis

15
Atozet                       10 
mg/40 mg

10 mg/40 mg Comprimate filmate

Ezetimib/Atorvastatina 
sub forma de 
atorvastatina calcica 
trihidrat

Merck Sharp & Dohme 
Romania S.R.L

R - art.738 (4) 
A -  in baza art. 710

12/4/2018 DE/H/3895/003/R001 APP emis

16
Atozet                       10 
mg/80 mg

10 mg/80 mg Comprimate filmate

Ezetimib/Atorvastatina 
sub forma de 
atorvastatina calcica 
trihidrat

Merck Sharp & Dohme 
Romania S.R.L

R - art.738 (4) 
A -  in baza art. 710

12/4/2018 DE/H/3895/004/R001
Trimis DLIGED mai 
2019

17
Travoprost Pharmathen           
40 micrograme/ml

40 
micrograme/ml

Picaturi oftalmice, solutie Travoprost Pharmaten S.A., Grecia
R - art.738 (4)       A -  
in baza art. 708 (3)

6/18/2018 DK/H/2189/001/R001
Solicitare traduceri 
29.05.2019

18
Triplixam                     5 
mg/1,25 mg/          5 mg

5 mg/                
1,25 mg/          5 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

Les Laboratoires 
Servier, Franta

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2636/002/R001
Trimis DLIGED mai 
2019

19
Triplixam                     5 
mg/1,25 mg/          10 mg

5 mg/                
1,25 mg/          10 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

Les Laboratoires 
Servier, Franta

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2636/003/R001
Trimis DLIGED mai 
2019

20
Triplixam                     10 
mg/2,5 mg/          5 mg

10 mg/                  
2,5 mg/              5 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

Les Laboratoires 
Servier, Franta

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2636/004/R001
Trimis DLIGED mai 
2019

21
Triplixam                     10 
mg/2,5 mg/          10 mg

5 mg/                
1,25 mg/          10 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

Les Laboratoires 
Servier, Franta

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2636/005/R001
Trimis DLIGED mai 
2019

22
Norplexam                     5 
mg/1,25 mg/          5 mg

 5 mg/          1,25 
mg/          5 mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

ANPHARM 
Przedsiebiorstwo 
Farmaceutyczne S.A., 
Polonia

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2638/002/R001
Trimis DLIGED mai 
2019

23
Norplexam                     5 
mg/1,25 mg/          10 mg

 5 mg/          1,25 
mg/          10 mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

ANPHARM 
Przedsiebiorstwo 
Farmaceutyczne S.A., 
Polonia

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2638/003/R001
Trimis DLIGED mai 
2019

24
Norplexam                      
10 mg/2,5 mg/          5 
mg

 10 mg/                  
2,5 mg/           5 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

ANPHARM 
Przedsiebiorstwo 
Farmaceutyczne S.A., 
Polonia

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2638/004/R001
Trimis DLIGED mai 
2019

25
Norplexam                      
10 mg/2,5 mg/          10 
mg

 10 mg/                   
2,5 mg/          10 
mg

Comprimate filmate

Perindopril 
arginina/Indapamida/A
mlodipina sub forma de 
besilat de amlodipina

ANPHARM 
Przedsiebiorstwo 
Farmaceutyczne S.A., 
Polonia

R - art.738 (4) 
A -  in baza art. 710

3/16/2018 NL/H/2638/005/R001
Trimis DLIGED mai 
2019

26
Midazolam SUN 1 
mg/ml

1 mg/ml
Solutie injectabila/ perfuzabila in 
seringa preumpluta

Midazolam
Sun Pharmaceuticals 
Industries Europe B.V., 
Olanda 

A -  in baza art. 708 
(3)

4/2/2018 DE/H/5620/001/DC APP emis



27
Midazolam SUN 2 
mg/ml

2 mg/ml
Solutie injectabila/ perfuzabila in 
seringa preumpluta

Midazolam
Sun Pharmaceuticals 
Industries Europe B.V., 
Olanda 

A -  in baza art. 708 
(3)

4/2/2018 DE/H/5620/002/DC APP emis

28 Asthator 10 mg 10 mg Comprimate Montelukast sodic
Torrent Pharma S.R.L., 
Romania 

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

1/5/2014 UK/H/2392/001/R001 APP emis

29 Asthator 4 mg 4 mg Comprimate masticabile Montelukast sodic
Torrent Pharma S.R.L., 
Romania 

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

12/23/2014 UK/H/2393/001/R001 APP emis

30 Asthator 5 mg 5 mg Comprimate masticabile Montelukast sodic
Torrent Pharma S.R.L., 
Romania 

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

12/23/2014 UK/H/2393/002/R001 APP emis

31 Valdamin 450 mg 450 mg Comprimate filmate
Valganciclovir sub forma 
de clorhidrat de 
valganciclovir

Egis Pharmaceuticals 
PLC, Ungaria

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

2/20/2019 NL/H/3021/001/R001
Solicitare aplicant 
mai 2019

32
Lekadol              500 
mg/12,2 mg

 500 mg/
12,2 mg

Pulbere pentru solutie orala
Paracetamol/Clorhidrat 
de fenilefrina

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

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

9/17/2018 EE/H/0284/001/R001
Trimis DLIGED mai 
2019

33
Lekadol              1000 
mg/                 12,2 mg

 1000 mg/
12,2 mg

Pulbere pentru solutie orala
Paracetamol/Clorhidrat 
de fenilefrina

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

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

9/17/2018 EE/H/0284/002/R001
Trimis DLIGED mai 
2019

34 Aripiprazol Teva 10 mg 10 mg Comprimate Aripiprazol 
Teva Pharmaceuticals 
S.R.L., Romania

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

1/11/2019 DE/H/5039/002/R001 APP emis

35 Aripiprazol Teva 15 mg 15 mg Comprimate Aripiprazol 
Teva Pharmaceuticals 
S.R.L., Romania

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

1/11/2019 DE/H/5039/003/R001 APP emis

36 Aripiprazol Teva 20 mg 20 mg Comprimate Aripiprazol 
Teva Pharmaceuticals 
S.R.L., Romania

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

1/11/2019 DE/H/5039/004/R001 APP emis

37 Aripiprazol Teva 30 mg 30 mg Comprimate Aripiprazol 
Teva Pharmaceuticals 
S.R.L., Romania

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

1/11/2019 DE/H/5039/005/R001
Trimis DLIGED mai 
2019

38

Emtricitabina/ Tenofovir 
disoproxil 
Accordpharma 200 
mg/245 mg

200 mg/
245 mg

Comprimate filmate

Emtricitabina/Tenofovir 
disoproxil sub forma de 
tenofovir                                                                                           
disoproxil fumarat

Accord Healthcare 
Polska Sp.z.o.o., 
Polonia 

A -  in baza art. 708 
(1)

1/11/2018 NL/H/4213/001/DC 
La aplicant 
24.05.2019

39 Ocreotida Teva 10 mg 10 mg
Pulbere si solvent pentru suspensie 
injectabila cu eliberare prelungita

Ocreotida sub forma de 
acetat de ocreotida 

Teva Pharmaceuticals 
S.R.L., Romania

A -  in baza art. 708 
(1)

11/2/2017 CZ/H/0801/001/DC
Solicitare traduceri 
29.05.2019

40 Ocreotida Teva 20 mg 20 mg
Pulbere si solvent pentru suspensie 
injectabila cu eliberare prelungita

Ocreotida sub forma de 
acetat de ocreotida 

Teva Pharmaceuticals 
S.R.L., Romania

A -  in baza art. 708 
(1)

11/2/2017 CZ/H/0801/002/DC
Solicitare traduceri 
29.05.2019

41 Ocreotida Teva 30 mg 30 mg
Pulbere si solvent pentru suspensie 
injectabila cu eliberare prelungita

Ocreotida sub forma de 
acetat de ocreotida 

Teva Pharmaceuticals 
S.R.L., Romania

A -  in baza art. 708 
(1)

11/2/2017 CZ/H/0801/003/DC
Solicitare traduceri 
29.05.2019

42 Sidarso 4 mg 4 mg Capsule Silodosin
Krka d.d., Novo Mesto, 
Slovenia

A -  in baza art. 708 
(1)

4/26/2018 HU/H/0577/001/DC APP emis

43 Sidarso 8 mg 8 mg Capsule Silodosin
Krka d.d., Novo Mesto, 
Slovenia

A -  in baza art. 708 
(1)

4/26/2018 HU/H/0577/002/DC APP emis

44
ProHance                 0,5 
mmol/ml

0,5 mmol/ml Solutie injectabila in flacon Gadoteridol 
Bracco Imaging S.p.A., 
Italia   

A -  in baza art. 706 9/14/2018 FR/H/0646/001/MR APP emis

45
ProHance                 0,5 
mmol/ml

0,5 mmol/ml Solutie injectabila in seringa preumpluta Gadoteridol 
Bracco Imaging S.p.A., 
Italia   

A -  in baza art. 706 9/14/2018 FR/H/0646/002/MR APP emis



46
Aripiprazol Glenmark 10 
mg

10 mg Comprimate Aripiprazol
Glenmark 
Pharmaceuticals s.r.o., 
Republica Ceha

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

1/8/2019 DE/H/4147/002/R001
Trimis DLIGED mai 
2019

47
Aripiprazol Glenmark 15 
mg

15 mg Comprimate Aripiprazol
Glenmark 
Pharmaceuticals s.r.o., 
Republica Ceha

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

1/8/2019 DE/H/4147/003/R001
Trimis DLIGED mai 
2019

48 Azibiot 250 mg 250 mg Comprimate filmate
Azitromicina sub forma 
de azitromicina dihidrat

Krka d.d., Novo Mesto, 
Slovenia

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

6/21/2018 SK/H/0148/001/R001 APP emis


