
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 Escitalopram Atb 10 mg 10 mg Comprimate filmate
Escitalopram sub 
forma de oxalat 
de escitalopram

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0162/002/R/001 Trimis DLIGED 

03.10.2019

2 Escitalopram Atb 20 mg 20 mg Comprimate filmate
Escitalopram sub 
forma de oxalat 
de escitalopram

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0162/004/R/001 Trimis DLIGED 

03.10.2019

3 Rosuvastatina Atb 5 mg 5 mg Comprimate filmate

Rosuvastatina sub 
forma de 

rosuvastatina 
calcica

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0117/001/R001

Trimis DLIGED 
01.10.2019  

4 Rosuvastatina Atb 10 mg 10 mg Comprimate filmate

Rosuvastatina sub 
forma de 

rosuvastatina 
calcica

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0117/002/R001

Trimis DLIGED 
01.10.2019

5 Rosuvastatina Atb 20 mg 20 mg Comprimate filmate

Rosuvastatina sub 
forma de 

rosuvastatina 
calcica

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0117/003/R001

Trimis DLIGED 
01.10.2019

6 Rosuvastatina Atb 40 mg 40 mg Comprimate filmate

Rosuvastatina sub 
forma de 

rosuvastatina 
calcica

Antibiotice S.A., 
Romania

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

708 (1)
1/3/2019 RO/H/0117/004/R001

Trimis DLIGED 
01.10.2019

7 Tresuvi 1 mg/ml 1 mg/ml Solutie perfuzabila Treprostinil
Amomed 

Pharma GmbH, 
Austria

 A -  in baza art.  
708 (1)

3/17/2014 AT/H/0530/001/DC la aplicant
 

8 Tresuvi                     2,5 mg/ml 2,5 mg/ml Solutie perfuzabila Treprostinil
Amomed 

Pharma GmbH, 
Austria

 A -  in baza art.  
708 (1)

3/17/2014 AT/H/0530/002/DC la aplicant

9 Tresuvi 5 mg/ml 5 mg/ml Solutie perfuzabila Treprostinil
Amomed 

Pharma GmbH, 
Austria

 A -  in baza art.  
708 (1)

3/17/2014 AT/H/0530/003/DC la aplicant

10 Tresuvi                            10 mg/ml 10 mg/ml Solutie perfuzabila Treprostinil
Amomed 

Pharma GmbH, 
Austria

 A -  in baza art.  
708 (1)

3/17/2014 AT/H/0530/004/DC la aplicant

11
Dutasterida/ Tamsulosin Stada 
0,5 mg/0,4 mg

0,5 mg/                
0,4 mg

Capsule
Dutasterida/Clorhi
drat de tamsulosin

Stada M&D SRL, 
Romania

 A -  in baza art.  
708 (1)

4/18/2018 DK/H/2905/001/DC In lucru

12
Exifine                         0,5 mg/0,4 
mg

0,5 mg/                
0,4 mg

Capsule
Dutasterida/Clorhi
drat de tamsulosin

Dr.Reddy's 
Laboratories 
Romania SRL

 A -  in baza art.  
708 (1)

5/11/2018 DK/H/2907/001/DC Trimis DLIGED

13
Dustin Duo                  0,5 mg/0,4 
mg

 0,5 mg/          
0,4 mg

Capsule
Dutasterida/Clorhi
drat de tamsulosin

Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

4/18/2018 DK/H/2917/001/DC Trimis DLIGED

14 Twinpros              0,5 mg/0,4 mg  
0,5 mg/              
0,4 mg  

Capsule
Dutasterida/Clorhi
drat de tamsulosin

Dr. Krka, d.d., 
Novo mesto, 

Slovenia
 A -  in baza art.  

708 (1)
11/20/2018 DK/H/3000/001/DC La aplicant  

 



15
Dyvixarez                  0,5 mg/0,4 
mg  

0,5 mg/              
0,4 mg  

Capsule
Dutasterida/Clorhi
drat de tamsulosin

Yes 
Pharmaceutical 
Development 

Services GmbH, 
Germania

 A -  in baza art.  
708 (1)

11/9/2018 DK/H/3001/001/DC La aplicant  

16 Melfalan Amring 50 mg 50 mg

Pulbere si solvent   
pentru solutie 

injectabila/ 
perfuzabila 

Clorhidrat de 
melfalan  

Amring Farma 
SRL, Romania       

 A -  in baza art.  
708 (1)

12/15/2017 AT/H/0840/001/DC Trimis DLIGED

17 Atorvastatina MSN 10 mg 10 mg Comprimate filmate

Atorvastatina sub 
forma de 

atorvastatina 
calcica trihidrat

Vivanta Generics 
s.r.o., Republica 

Ceha       
 A -  in baza art.  

708 (1)
8/2/2018 PT/H/2200/001/DC Trimis DLIGED

 

18 Atorvastatina MSN 20 mg 20 mg Comprimate filmate

Atorvastatina sub 
forma de 

atorvastatina 
calcica trihidrat

Vivanta Generics 
s.r.o., Republica 

Ceha       
 A -  in baza art.  

708 (1)
8/2/2018 PT/H/2200/002/DC Trimis DLIGED

19 Atorvastatina MSN 40 mg 40 mg Comprimate filmate

Atorvastatina sub 
forma de 

atorvastatina 
calcica trihidrat

Vivanta Generics 
s.r.o., Republica 

Ceha       
 A -  in baza art.  

708 (1)
8/2/2018 PT/H/2200/003/DC Trimis DLIGED

 

20 Atorvastatina MSN 80 mg 80 mg Comprimate filmate

Atorvastatina sub 
forma de 

atorvastatina 
calcica trihidrat

Vivanta Generics 
s.r.o., Republica 

Ceha       
 A -  in baza art.  

708 (1)
8/2/2018 PT/H/2200/004/DC Trimis DLIGED

21 Tiavella 50 mg 50 mg Comprimate filmate Benfotiamina
G.L. Pharma 

GmbH, Austria
 A -  in baza art.  

709
3/22/2018 HU/H/0571/001/DC In lucru

22 Tiavella 300 mg 300 mg Comprimate filmate Benfotiamina
G.L. Pharma 

GmbH, Austria
 A -  in baza art.  

709
3/22/2018 HU/H/0571/003/DC In lucru

23
Antinevralgic Sinus                        
500 mg/25 mg/     5 mg

500 mg/                
25 mg/                      

5 mg
Comprimate filmate

Paracetamol/Cafei
na/Clorhidrat de 

fenilefrina

Zentiva k.s., 
Republica Ceha

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

706
5/24/2016 CZ/H/0224/001/R001 Trimis DLIGED

 

24 Minorga                     20 mg/ml 20 mg/ml Solutie cutanata Minoxidil
Laboratoires 
Bailleul S.A., 
Luxemburg

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

708 (3)
5/7/2018 PT/H/0990/001/R001 In lucru

25 Minorga                     50 mg/ml 50 mg/ml Solutie cutanata Minoxidil
Laboratoires 
Bailleul S.A., 
Luxemburg

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

708 (3)
5/7/2018 PT/H/0990/002/R001 In lucru

26
Rivastigmina Stada                          
4,6 mg/24 ore

4,6 mg/            
24 ore

Plasture transdermic Rivastigmina 
Stada Hemofarm 
S.R.L., Romania

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

708 (1)
7/5/2019 DE/H/3959/001/R001 In lucru

27
Rivastigmina Stada                          
9,2 mg/24 ore

9,2 mg/            
24 ore

Plasture transdermic Rivastigmina 
Stada Hemofarm 
S.R.L., Romania

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

708 (1)
7/5/2019 DE/H/3959/002/R001 In lucru

28
Xifia                             100 mg/5 
ml 

 100 mg/5 
ml 

Granule pentru 
suspensie orala

Cefixima sub 
forma de cefixima 

trihidrat

INN-FARMA 
d.o.o., Slovenia

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

708 (1)
6/20/2019 CZ/H/0913/001/R001

Trimis DLIGED 
17.09.2019

 



29 Oxaliplatin Ebewe 5 mg/ml 5 mg/ml 
Concentrat pentru 
solutie perfuzabila

Oxaliplatin
Ebewe Pharma 

Ges.m.b.H.Nfg.K
G, Austria

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

708 (1)
6/19/2014 AT/H/0341/001/R001 Solicitare traduceri

30
Venlafaxina Aurobindo              
37,5 mg

37,5 mg
Capsule cu eliberare 

prelungita

Venlafaxina sub 
forma de 

clorhidrat de 
venlafaxina

Aurobindo 
Pharma (Malta) 
Limited, Malta

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

708 (1)
3/15/2019 PT/H/0703/001/R001 Trimis DLIGED

31
Venlafaxina Aurobindo             
75 mg

75 mg
Capsule cu eliberare 

prelungita

Venlafaxina sub 
forma de 

clorhidrat de 
venlafaxina

Aurobindo 
Pharma (Malta) 
Limited, Malta

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

708 (1)
3/15/2019 PT/H/0703/002/R001 Trimis DLIGED

32
Venlafaxina Aurobindo              
150 mg

150 mg
Capsule cu eliberare 

prelungita

Venlafaxina sub 
forma de 

clorhidrat de 
venlafaxina

Aurobindo 
Pharma (Malta) 
Limited, Malta

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

708 (1)
3/15/2019 PT/H/0703/003/R001 Trimis DLIGED

33
Ribavirina Aurobindo              
200 mg 

200 mg Comprimate filmate Ribavirina
Aurobindo 

Pharma (Malta) 
Limited, Malta

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

708 (1)
1/21/2019 PT/H/1179/001/R001 Trimis DLIGED

34

Dasatinib Zentiva 20 mg 20 mg Comprimate filmate Dasatinib
Zentiva k.s., 
Republica Ceha

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4593/001/DC In lucru

35

Dasatinib Zentiva 50 mg 50 mg Comprimate filmate Dasatinib
Zentiva k.s., 
Republica Ceha

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4593/002/DC In lucru

36

Dasatinib Zentiva 70 mg 70 mg Comprimate filmate Dasatinib
Zentiva k.s., 
Republica Ceha

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4593/003/DC In lucru

37

Dasatinib Zentiva 100 mg 100 mg Comprimate filmate Dasatinib
Zentiva k.s., 
Republica Ceha

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4593/005/DC In lucru

38

Dasatinib Krka  20 mg 20 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/001/DC In lucru

39

Dasatinib Krka  50 mg 50 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/002/DC In lucru

40

Dasatinib Krka  70 mg 70 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/003/DC In lucru



41

Dasatinib Krka  80 mg 80 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/004/DC In lucru

42

Dasatinib Krka  100 mg 100 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/005/DC In lucru

43

Dasatinib Krka  140 mg 140 mg Comprimate filmate Dasatinib
Krka d.d., Novo 
mesto, Slovenia

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4594/006/DC In lucru

44

Dasatinib Mylan 20 mg 20 mg Comprimate filmate Dasatinib
Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/001/DC In lucru

45

Dasatinib Mylan 50 mg 50 mg Comprimate filmate Dasatinib
Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/002/DC In lucru

46

Dasatinib Mylan 70 mg 70 mg Comprimate filmate Dasatinib
Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/003/DC In lucru

47

Dasatinib Mylan 80 mg 80 mg Comprimate filmate Dasatinib
Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/004/DC In lucru

48

Dasatinib Mylan 100 mg 100 mg Comprimate filmate Dasatinib
Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/005/DC In lucru

49
Dasatinib Mylan 140 mg 140 mg Comprimate filmate Dasatinib

Mylan Ireland 
Limited, Irlanda  

 A -  in baza art.  
708 (1)

10/16/2018 NL/H/4595/006/DC In lucru

50

Dexametazona fosfat de sodiu 
NewLine Pharma 1,5 mg/ml

1,5 mg/ml
Picaturi oftalmice, 
solutie

Dexametazona 
fosfat de sodiu

NewLine 
Pharma S.L., 
Spania 

 A -  in baza art.  
708 (3)

5/4/2018 PT/H/2182/001/DC In lucru



51

Lenalidomida Grindeks 2,5 mg 2,5 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/001/DC In lucru

52

Lenalidomida Grindeks 5 mg 5 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/002/DC In lucru

53

Lenalidomida Grindeks 7,5 mg 7,5 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/003/DC In lucru

54

Lenalidomida Grindeks 10 mg 10 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/004/DC In lucru

55

Lenalidomida Grindeks 15 mg 15 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/005/DC In lucru

56

Lenalidomida Grindeks 20 mg 20 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/006/DC In lucru

57

Lenalidomida Grindeks 25 mg 25 mg Capsule

Lenalidomida sub 
forma de 
lenalidomida 
clorura de de 
amoniu  
cocristal

AS Grindeks., 
Letonia       

 A -  in baza art.  
708 (1)

2/23/2018 NL/H/4286/007/DC In lucru

58
Ibuprofen Banner 100 mg 100 mg

Capsule moi 
masticabile

Ibuprofen
Patheon Softgels 
B.V., Olanda

 A -  in baza art.  
708 (3)

3/29/2019 NL/H/3903/001/E001 In lucru



59

Ipratropiu/
Salbutamol Amring                       
0,5 mg/2,5 mg  

0,5 mg/               
2,5 mg  

Solutie de inhalat 
prin nebulizator   

Bromura de 
ipratropiu sub 
forma de bromura 
de ipratropiu 
 monohidrat

Amring Farma 
S.R.L., Romania

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

12/10/2018 NL/H/3022/001/R001 In lucru

60

Aspirin Complex 500 mg/30 mg  
500 
mg/30 mg  

Granule pentru 
suspensie orala

Acid 
acetilsalicilic/Clor
hidrat de 
pseudoefedrina

Bayer SRL, 
Romania

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

7/15/2019 DE/H/2228/001/R003 la aplicant

61

Tamoxifen Creative Pharma 
Solutions 10 mg

10mg Comprimate 
Tamoxifen sub 
forma de citrat de 
tamoxifen

Creative Pharma 
Solutions,s.r.o., 
Republica Ceha

 A -  in baza art.  
708 (1)

5/29/2018 DE/H/5553/001/DC In lucru

62

Tamoxifen Creative Pharma 
Solutions 20 mg

20mg Comprimate 
Tamoxifen sub 
forma de citrat de 
tamoxifen

Creative Pharma 
Solutions,s.r.o., 
Republica Ceha

 A -  in baza art.  
708 (1)

5/29/2018 DE/H/5553/002/DC In lucru

63

Valganciclovir Aurobindo              
450 mg

450 mg Comprimate filmate

Valganciclovir sub 
forma de 
clorhidrat de 
valganciclovir

Aurobindo 
Pharma Limited, 
Malta

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

1/4/2019 PT/H/1182/001/R001 In lucru

64

Pioglitazona Torrent 15 mg 15 mg Comprimate 

Pioglitazona sub 
forma de 
clorhidrat de 
pioglitazona

Torrent Pharma 
SRL, Romania

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

1/7/2016 NL/H/2056/001/R001 In lucru

65

Pioglitazona Torrent 30 mg 30 mg Comprimate 

Pioglitazona sub 
forma de 
clorhidrat de 
pioglitazona

Torrent Pharma 
SRL, Romania

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

1/7/2016 NL/H/2056/002/R001 In lucru

66

Pioglitazona Torrent 45 mg 45 mg Comprimate 

Pioglitazona sub 
forma de 
clorhidrat de 
pioglitazona

Torrent Pharma 
SRL, Romania

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

1/7/2016 NL/H/2056/003/R001 In lucru

67
Linezolid Infomed 2 mg/ml 2 mg/ml Solutie perfuzabila Linezolid

Infomed Fluids 
SRL., Romania

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

6/7/2019 DE/H/6119/001/R001 In lucru

68
Omez 10 mg 10 mg

Capsule 
gastrorezistente

Omeprazol
Dr. Reddy s 
Laboratories 
Romania S.R.L.

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

4/5/2019 NL/H/2939/001/R001 In lucru

69
Omez 20 mg 20 mg

Capsule 
gastrorezistente

Omeprazol
Dr. Reddy s 
Laboratories 
Romania S.R.L.

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

4/5/2019 NL/H/2939/002/R001 In lucru

70
Omez 40 mg 40 mg

Capsule 
gastrorezistente

Omeprazol
Dr. Reddy s 
Laboratories 
Romania S.R.L.

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

4/5/2019 NL/H/2939/003/R001 In lucru

71

Betaserc 24 mg 24 mg
Comprimate 
orodispersabile

Diclorhidrat de 
betahistina

Mylan 
Healthcare 
GmbH, 
Germania

R - art.738 (4) 
 A -  in baza art.  
706

2/13/2019 FI/H/0827/001/R001 In lucru



72
Etrixenal 250 mg 250 mg Comprimate Naproxen 

Proenzi s.r.o., 
Republica Ceha

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

2/21/2019 LT/H/0108/001/R001 In lucru

73
Regiocit

Solutie pentru 
hemofiltrare 

Clorura de 
sodiu/Citrat de 
sodiu

Gambro Lundia 
AB, Suedia

R - art.738 (4) 
 A -  in baza art.  
709

1/4/2019 NL/H/2979/001/R001 In lucru

74

Moflaxa 400 mg 400 mg Comprimate filmate

Moxifloxacina sub 
forma de 
clorhidrat de 
moxifloxacina

Krka d.d., Novo 
mesto, Slovenia

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

7/11/2018 SI/H/0149/001/R001 In lucru

75

Moflaxa                     400 mg/250 
ml 

400 mg/            
250 ml

Solutie perfuzabila

Moxifloxacina sub 
forma de 
clorhidrat de 
moxifloxacina

Krka d.d., Novo 
mesto, Slovenia

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

7/11/2018 SI/H/0149/002/R001 In lucru

76

Mucoplant iedera               1,54 
mg/ml 

1,54 
mg/ml

Sirop
Extract uscat din 
frunze de iedera

Dr.Theiss 
Naturwaren 
GmbH, 
Germania

R - art.738 (4) 
 A -  in baza art.  
709

12/11/2018 AT/H/0516/001/R001 In lucru

77

Enhancin                  875 mg/125 
mg 

875 mg/              
125 mg 

Comprimate filmate

Amoxicilina sub 
forma de 
amoxicilina 
trihidrat/
Acid clavulanic 
sub forma de 
clavulanat de 
potasiu

Terapia S.A., 
Romania

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

1/30/2017 PT/H/0727/001/R001 In lucru

78

Anidulafungina Fresenius Kabi 
100 mg 

100 mg
Pulbere pentru 
concentrat pentru 
solutie perfuzabila

Anidulafungina
Fresenius Kabi 
Romania SRL

 A -  in baza art.  
708 (1)

3/29/2018 PT/H/2150/001/DC In lucru

79

Darunavir Accord 75 mg 75 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/001/DC In lucru

80

Darunavir Accord 150 mg 150 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/002/DC In lucru

81

Darunavir Accord 300 mg 300 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/003/DC In lucru

82

Darunavir Accord 400 mg 400 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/004/DC In lucru

83

Darunavir Accord 600 mg 600 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/005/DC In lucru

84

Darunavir Accord 800 mg 800 mg Comprimate filmate
Darunavir 
propilenglicolat

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

 A -  in baza art.  
708 (1)

6/21/2018 DK/H/2937/006/DC In lucru



85
Clofarabina Koanaa 1 mg/ml 1 mg/ml

Concentrat pentru 
solutie perfuzabila

Clofarabina
Koanaa 
Healthcare 
GmbH, Austria

 A -  in baza art.  
708 (1)

1/4/2018 AT/H/0815/001/DC In lucru

86

Darunavir Glenmark 400 mg 400 mg Comprimate filmate
Darunavir 
propilenglicolat

Glenmark 
Pharmaceuticals 
s.r.o., Republica 
Ceha

 A -  in baza art.  
708 (1)

6/3/2019 DK/H/3084/001/MR In lucru

87

Darunavir Glenmark 600 mg 600 mg Comprimate filmate
Darunavir 
propilenglicolat

Glenmark 
Pharmaceuticals 
s.r.o., Republica 
Ceha

 A -  in baza art.  
708 (1)

6/3/2019 DK/H/3084/002/MR In lucru

88

Darunavir Glenmark 800 mg 800 mg Comprimate filmate
Darunavir 
propilenglicolat

Glenmark 
Pharmaceuticals 
s.r.o., Republica 
Ceha

 A -  in baza art.  
708 (1)

6/3/2019 DK/H/3084/003/MR In lucru

89

Levalox 250 mg 250 mg Comprimate filmate

Levofloxacina sub 
forma 
levofloxacina 
hemihidrat

Krka d.d., Novo 
mesto, Slovenia

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

5/3/2019 HR/H/0100/001/R001 la aplicant

90

Levalox 500 mg 500 mg Comprimate filmate

Levofloxacina sub 
forma 
levofloxacina 
hemihidrat

Krka d.d., Novo 
mesto, Slovenia

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

5/3/2019 HR/H/0100/002/R001 la aplicant

91

Levalox 5 mg/ml 5 mg/ml Solutie perfuzabila

Levofloxacina sub 
forma 
levofloxacina 
hemihidrat

Krka d.d., Novo 
mesto, Slovenia

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

5/3/2019 HR/H/0100/003/R001 la aplicant

92
Duokopt 20 mg/ml + 5 mg/ml

20 mg/ml 
+ 5 mg/ml

Picaturi oftalmice, 
solutie

Clorhidrat de 
dorzolamida/male
at de timolol

Laboratoires 
Thea SAS, Franta

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

10/2/2018 DE/H/3682/001/R001 In lucru

93

Etoposid Accord 20 mg/ml  20 mg/ml
Concentrat pentru 
solutie perfuzabila

Etoposid

Accord 
Healthcare 
Limited, Marea 
Britanie

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

6/11/2018 SE/H/1330/001/R001 In lucru

 


