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Medicinal product batches recalled during the 3rd quarter of 2016 

No. 
Product  

recalled 

Pharmaceutica

l form 
Strength INN 

Manufactur

er/ 

MAH 

Batch Grounds for recall 
Proposed 

action 

Date of 

recall 

1 QUINAX eye drops 
0.15 

mg/ml 
various 

Alcon-

Couvreur 

NV, 

Belgium 

13J23I, 14B05A, 

14B07E , 14B27L , 

15F11BA, 15F11BC, 

15I09AA , 15K17RA 

, 16A12BC, 

16C18ID, 16C18IF, 

14E06A 

The strength of the 

active substance 

diminishes over time, 

possibly affecting the 

product’s efficacy 

Voluntary 

recall and 

destruction 

22.09.2016 

2 LUTINUS vaginal tablets 100 mg progesterone 

Ferring 

GmbH, 

Germany 

0804-263B-1 

Product for which a 

GMP non-

compliance statement 

has been issued 

Voluntary 

recall and 

destruction 

20.09.2016 

3 OLYNTH HA nasal spray 1 mg/ml  xylometazoline 

Ursapharm 

Arzneimittel 

GmbH, 

GERMANY

/MCNEIL 

Products Ltd 

C/O Johnson 

& Johnson, 

Great Britain 

16FD0010 

Secondary packaging 

imprinted in 

Bulgarian and 

English 

Voluntary 

recall and 

destruction 

20.09.2016 

4 SIMVACARD 
film-coated 

tablets 
10 mg simvastatin 

Zeniva k.s.,  

The Czech 

Republic 

3010116,        

3020216 

Possible blending of 

secondary packagings 

Recall and 

destruction 
08.09.2016 
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5 
PARACETA-

MOL FARMEX  
tablets 500 mg paracetamol 

Farmex  

Company 

SRL 

11216 , 111316, 

111416, 111516, 

111616 

Secondary 

packagings imprinted 

with the numbers of 

both authorised 

packaging types: MA 

no. 7783/2015/01-02, 

instead of no. 

7783/2015/01 

Recall and 

destruction 
07.09.2016 

6 
AMOKSIKLAV 

QUICKTAB  

orodispersible 

tablets 

 

1000 mg 
amoxicillin+ 

clavulanic acid 

Lek 

Pharmaceuti

cals DD, 

Slovenia/San

doz SRL 

ER7952, ER7954, 

EU0320, EW6252,  

EW6253, EW6837, 

EY6065, FF4979, 

FF4980, FF4981, 

FK1342, FK1344, 

FK1345, FP7385, 

FP7386   

Product whose one-

year shelf-life has 

expired (as stipulated 

by Order of the 

Minister of Health 

no. 1810/2006) 

following NAMMD 

approval (as of 

31.07.2015) of MA 

transfer from S.C. 

Biomedial S.R.L. to 

S.C. Sandoz S.R.L. 

Voluntary 

recall and 

destruction 

06.09.2016 

7 
AMOKSIKLAV 

QUICKTAB  

orodispersible 

tablets 

 

625 mg 
amoxicillin+ 

clavulanic acid 

Lek 

Pharmaceuti

cals DD, 

Slovenia/San

doz SRL 

ER4655 , ER4656, 

ER4657, ER4658, 

EU4787, EU4788, 

EW3039, EW3040,  

EW3042 , EY3181, 

EY3189, EY3190, 

FF0105, FF0106  

Product whose one-

year shelf-life has 

expired (as stipulated 

by Order of the 

Minister of Health 

no. 1810/2006) 

following NAMMD 

approval (of 

31.07.2015) of MA 

transfer from S.C. 

Biomedial S.R.L. to 

S.C. Sandoz S.R.L. 

Voluntary 

recall and 

destruction 

06.09.2016 

8 
SALBUTAMOL 

EIPICO 
syrup 

2 mg/ 

5 ml 
salbutamol 

Felsin Farm 

SRL/EIPIC

O  

Med SRL 

1600269,        

1505676,        

1509344            

Product for which the 

variant approved by 

the NAMMD for the 

product’s leaflet on 

06.2012 has not been 

implemented in 

maximum 6 months 

as of its issuance 

Recall and 

destruction 
02.09.2016 
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9 LESCOL  capsules 20 mg fluvastatin 

Novaris 

Pharma 

GmbH, 

Germany 

B2014 

Outside-of-

specification (OOS) 

results for parameter 

,,Degradation product 

266-112", during the 

stability trial  

Voluntary 

recall and 

destruction 

01.09.2016 

10 

STREPSILS 

LEMON fara 

zahar 

lozenges   combinations 

Reckitt 

Benckiser 

Healthcare 

Int Ltd, 

Great Britain 

AV856, AW830, 

AZ503, BD550, 

BH234 

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) as of 

reauthorisation 

Voluntary 

recall and 

destruction 

22.08.2016 

11 
CATHEJELL CU 

LIDOCAINA 
urethral gel   combinations 

Pharmazeuti

shce Fabrik 

Montavit 

GmbH, 

Austria 

7831, 8031, 8252, 

8334, 8522, 889, 

9452, 9931  

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval, 

of 08.2014, of 

amendments to MA 

no. 7273/2006 

Voluntary 

recall and 

destruction 

19.08.2016 

12 
KOGENATE 

BAYER 

powder and 

solvent for 

solution for 

injection 

1000 IU turoctocog alfa 

Bayer 

Biologicals 

SRL 

Italy/Bayer 

Pharma AG 

Germany 

ITA28K3 

Outside-of-

specification (OOS) 

result for parameter 

Potenta 

Voluntary 

recall and 

destruction 

12.08.2016 

13 FLIXONASE 
nasal spray, 

suspension 

0.05g/ 

100g 
fluticasone 

Glaxo 

Wellcome 

SA, 

Spain/Glaxo 

Wellcome 

UK, Ltd, 

Great Britain 

3C6B,                   

9P5B,                    

VE6D  

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval of  

amendments to MA 

no. 4187/2004/01 

Voluntary 

recall and 

destruction 

11.08.2016 
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14 VIBROCIL  
nasal drops, 

solution 

2.5 ml/ 

0.25 

mg/ml 

combinations 

Novartis 

Consumer 

Health, 

GmbH, 

Germany 

P05775E , P04061F, 

P04059B, P01946C, 

P01947A , P02397B, 

P03395D, P03395E, 

N04486G , N04486F  

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval of 

(of 18.07.2014) of 

amendments to MA 

no. 6034/2005/01 

Voluntary 

recall and 

destruction 

11.08.2016 

15 VIBROCIL  nasal gel 

2.5 ml/ 

0.25 

mg/ml 

combinations 

Novartis 

Consumer 

Health, 

GmbH, 

Germany 

N04258B,       

P04099A  

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval of 

(of 18.07.2014) of 

amendments to MA 

no. 6036/2005/01 

Voluntary 

recall and 

destruction 

11.08.2016 

16 VIBROCIL  
nasal spray, 

solution 

2.5 ml/ 

0.25 

mg/ml 

combinations 

Novartis 

Consumer 

Health, 

GmbH, 

Germany 

P04853B,       

P04062C,        

P04060C  

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval of 

(of 18.07.2014)  of 

amendments to MA 

no. 6035/2005/01 

Voluntary 

recall and 

destruction 

11.08.2016 

17 
INDAPAMIDA 

TERAPIA 

prolonged-

release tablets 
1.5 mg indapamide Terapia SA 

04162976,    

04162982,   

05163199,    

05163187  

Outside-of-

specification (OOS) 

result for parameter  

,,Microbial 

contamination"  

Recall and 

destruction  
22.07.2016 
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18 
METOCLO  

PRAMID 
tablets 10 mg 

Metoclopra- 

mide 
Terapia SA 

01147677,      

01147720 

Outside-of-

specification (OOS) 

result  for parameter 

,,Chemically related 

impurities - other 

individual impurities" 

during stability trial 

under normal 

conditions  

Recall and 

destruction 
15.07.2016 

19 ZOMETA 

powder and 

solvent for 

solution for 

infusion 

4 mg zoledronic acid 

Novartis 

Europharm 

Ltd., Great 

Britain 

all batches 

MAH decision of the 

marketing 

authorisation for 

permanent marketing 

discontinuation for 

this product in 

Romania 

Voluntary 

recall and 

destruction 

15.07.2016 

20 VENORUTON capsules 300 mg troxerutine 

Kemwell 

AB, 

Sweden/Nov

artis 

Consumer 

Health 

GmbH, 

Germany 

VCA12009 

Product whose 2-year 

shelf-life has expired 

(as stipulated by 

Order of the Minister 

of Health no. 

279/2005) following 

NAMMD approval of 

27.06.2014 of 

amendments to MA 

no. 6016/2005/01-02 

Voluntary 

recall and 

destruction  

11.07.2016 
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Applications for marketing authorisation/marketing authorisation 

renewal submitted to the NAMMD during the 2nd quarter of 2016 

During the 2nd quarter of 2016, 231 marketing authorisation/renewal 

applications for medicinal products corresponding to the following 

therapeutic groups have been received: 

A02 - DRUGS FOR ACID RELATED DISORDERS 

A03 - DRUGS FOR FUNCTIONAL GASTROINTESTINAL 

DISORDERS 

A04 - ANTIEMETICS AND ANTINAUSEANTS 

A05 - BILE AND LIVER THERAPY 

A07 - ANTIDIARRHEALS, INTESTINAL 

ANTIINFLAMMATORY/ANTIINFECTIVE AGENTS 

A10 - DRUGS USED IN DIABETES 

A11 - VITAMINS 

B01 - ANTITHROMBOTIC AGENTS 

B02 - ANTIHEMORRHAGICS 

B05 - BLOOD SUBSTITUTES AND PERFUSION SOLUTIONS 

C01 - CARDIAC THERAPY 

C03 - DIURETICS 

C05 - VASOPROTECTIVES 

C08 – CALCIUM CHANNEL BLOCKERS 

C09 - AGENTS ACTING ON THE RENIN-ANGIOTENSIN SYSTEM 

C10 - LIPID MODIFYING AGENTS 

D04 - ANTIPRURITICS, INCL. ANTIHISTAMINES, ANESTHETICS, 

ETC. 

G01 - GYNECOLOGICAL ANTIINFECTIVES AND ANTISEPTICS 

G03 - SEX HORMONES AND MODULATORS OF THE GENITAL 

SYSTEM 

G04 - UROLOGICALS 

H02 - CORTICOSTEROIDS FOR SYSTEMIC USE 

H05 - CALCIUM HOMEOSTASIS 

J01 -  ANTIBACTERIALS FOR SYSTEMIC USE 

J02 - ANTIMYCOTICS FOR SYSTEMIC USE 

J04 - ANTIMYCOBACTERIALS 

J05 - ANTIVIRALS FOR SYSTEMIC USE 

L01 - ANTINEOPLASTIC AGENTS 

L02 - ENDOCRINE THERAPY 

L03 - IMMUNOSTIMULANTS 

L04 - IMMUNOSUPPRESSANTS 

M01 - ANTIINFLAMMATORY AND ANTIRHEUMATIC PRODUCTS 

https://www.whocc.no/atc_ddd_index/?code=A02
https://www.whocc.no/atc_ddd_index/?code=A03
https://www.whocc.no/atc_ddd_index/?code=A03
https://www.whocc.no/atc_ddd_index/?code=A04
https://www.whocc.no/atc_ddd_index/?code=A05&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=A07&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=A07&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=A10&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=B01&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=B02&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=B05&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=C01
https://www.whocc.no/atc_ddd_index/?code=C09
https://www.whocc.no/atc_ddd_index/?code=C10
https://www.whocc.no/atc_ddd_index/?code=D04
https://www.whocc.no/atc_ddd_index/?code=D04
https://www.whocc.no/atc_ddd_index/?code=G01
https://www.whocc.no/atc_ddd_index/?code=G03
https://www.whocc.no/atc_ddd_index/?code=G03
https://www.whocc.no/atc_ddd_index/?code=H02&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=H05&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=J01&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=J02&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=J04&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=J05&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=L01&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=L02&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=L03&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=L04&showdescription=no
https://www.whocc.no/atc_ddd_index/?code=M01
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M04 - ANTIGOUT PREPARATIONS 

M05 - DRUGS FOR TREATMENT OF BONE DISEASES 

N01 - ANESTHETICS 

N02 - ANALGESICS 

N04 - ANTI-PARKINSON DRUGS 

N05 - PSYCHOLEPTICS 

N06 - PSYCHOANALEPTICS 

N07 - OTHER NERVOUS SYSTEM DRUGS 

R01 - NASAL PREPARATIONS 

R02 - THROAT PREPARATIONS 

R03 - DRUGS FOR OBSTRUCTIVE AIRWAY DISEASES 

R05 - COUGH AND COLD PREPARATIONS 

R06 - ANTIHISTAMINES FOR SYSTEMIC USE 

R07 - OTHER RESPIRATORY SYSTEM PRODUCTS 

S01 - OPHTHALMOLOGICALS 

S02 - OTOLOGICALS 

XRN – HOMEOPATHIC MEDICINAL PRODUCTS 

 
 

 

 

 

 

 

 

 

 

https://www.whocc.no/atc_ddd_index/?code=M04
https://www.whocc.no/atc_ddd_index/?code=M05
https://www.whocc.no/atc_ddd_index/?code=N04
https://www.whocc.no/atc_ddd_index/?code=N05
https://www.whocc.no/atc_ddd_index/?code=N06
https://www.whocc.no/atc_ddd_index/?code=N07
https://www.whocc.no/atc_ddd_index/?code=R01
https://www.whocc.no/atc_ddd_index/?code=R02
https://www.whocc.no/atc_ddd_index/?code=R03
https://www.whocc.no/atc_ddd_index/?code=R05
https://www.whocc.no/atc_ddd_index/?code=R06
https://www.whocc.no/atc_ddd_index/?code=R07
https://www.whocc.no/atc_ddd_index/?code=S01
https://www.whocc.no/atc_ddd_index/?code=S02
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Medicinal products authorised for marketing during the 2nd quarter of 2016 
INN Invented name Pharmaceutical form Strength MAH Country MA number 

ABACAVIRUM 

ABACAVIR 

SANDOZ 300 mg 

FILM-COATED 

TABLETS 300mg SANDOZ S.R.L. ROMANIA 9072 2016 01 

ABACAVIRUM+ 

LAMIVUDINUM 

RETRIKIL  

600 mg/300 mg 

FILM-COATED 

TABLETS 

600mg/ 

300mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 8944 2016 01 

ACETYLCYSTEINUM 

ACC JUNIOR  

20 mg/ml 

GRANULES FOR 

ORAL SOLUTIONS 20mg/ml SANDOZ S.R.L. ROMANIA 9002 2016 01 

ACIDUM 

ACETYLSALICYLICUM 

ACID 

ACETILSALICILIC-

RICHTER 500 mg TABLETS 500mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9066 2016 01 

ACIDUM ACETYLSALICYLICUM ASPIFOX 75 mg 

GASTRORESISTANT 

TABLETS 75mg 

ACTAVIS GROUP 

PTC EHF ICELAND 8983 2016 01 

ACIDUM ACETYLSALICYLICUM ASPIFOX 100 mg 

GASTRORESISTANT 

TABLETS 100mg 

ACTAVIS GROUP 

PTC EHF ICELAND 8984 2016 01 

ACIDUM 

ACETYLSALICYLICUM 

ASPIRIN MAX  

1000 mg 

SUGAR COATED 

PILLS 

1000 

mg BAYER S.R.L. ROMANIA 9056 2016 01 

ACIDUM FOLICUM 

ACID FOLIC 

ALAPIS 1 mg/ml ORAL SOLUTIONS 1mg/ml 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8920 2016 01 

ACIDUM IBANDRONICUM 

ACID 

IBANDRONIC 

ALVOGEN 6 mg 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 6 mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 8826 2016 01 

ACIDUM IBANDRONICUM 

ACID 

IBANDRONIC 

ALVOGEN 3 mg 

SOLUTION FOR 

INJECTION IN PRE-

FILLED SYRINGE 3 mg 

ALVOGEN IPCO 

S.AR.L LUXEMBOURG 8827 2016 01 

ACIDUM VALPROICUM + 

SARURI 

VALEPIL 200 mg/ 

5 ml SYRUP 

200mg/ 

5ml ARENA GROUP S.A. ROMANIA 9063 2016 01 

ALFACALCIDOLUM 

ALFACALCIDOL 

SANDOZ 0.25 µg SOFT CAPSULES 0.25µg SANDOZ S.R.L. ROMANIA 9115 2016 

 

01 

ALFACALCIDOLUM 

ALFACALCIDOL 

SANDOZ 0.5 µg SOFT CAPSULES 0.5µg SANDOZ S.R.L. ROMANIA 9116 2016 01 

ALLOPURINOLUM MILURIT 100 mg TABLETS 100mg 

EGIS 

PHARMACEUTICAL

S PLC. HUNGARY 8881 2016 01 

 

ALLOPURINOLUM 

 

MILURIT 300 mg 

 

TABLETS 

 

300mg 

EGIS 

PHARMACEUTICAL

S PLC. 

 

HUNGARY 

 

8882 

 

2016 

 

01 
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AMBROXOLUM 

AMBROXOL VIM 

SPECTRUM 30 mg TABLETS 30mg 

VIM SPECTRUM 

SRL ROMANIA 9003 2016 01 

AMBROXOLUM 

MUCOSOLVAN  

15 mg ORAL GUM 15mg 

BOEHRINGER 

INGELHEIM  

INTERNATIONAL 

GMBH GERMANY 9085 2016 01 

AMBROXOLUM 

AMBROXOL 

BIOFARM  

15 mg/5 ml SYRUP 

15mg/ 

ml BIOFARM S.A. ROMANIA 8879 2016 01 

AMLODIPINUM TENOX 10 mg TABLETS 10mg 

KRKA, D.D. NOVO 

MESTO SLOVENIA 9087 2016 01 

AMLODIPINUM TENOX 5 mg TABLETS 5mg 

KRKA, D.D. NOVO 

MESTO SLOVENIA 9086 2016 01 

ANASTROZOLUM 

ANASTROZOL  

ATB 1 mg 

FILM-COATED 

TABLETS 1mg ANTIBIOTICE S.A. ROMANIA 9025 2016 01 

ATOMOXETINUM 

STRATTERA  

10 mg CAPSULES 10mg 

ELI LILLY AND 

COMPANY LIMITED GREAT BRITAIN 8945 2016 01 

ATOMOXETINUM 

STRATTERA  

18 mg CAPSULES 18mg 

ELI LILLY AND 

COMPANY LIMITED GREAT BRITAIN 8946 2016 

 

01 

ATOMOXETINUM 

STRATTERA  

25 mg CAPSULES 25mg 

ELI LILLY AND 

COMPANY LIMITED GREAT BRITAIN 8947 2016 01 

ATOMOXETINUM 

STRATTERA  

40 mg CAPSULES 40mg 

ELI LILLY AND 

COMPANY LIMITED GREAT BRITAIN 8948 2016 01 

ATOMOXETINUM 

STRATTERA  

60 mg CAPSULES 60mg 

ELI LILLY AND 

COMPANY LIMITED GREAT BRITAIN 8949 2016 01 

ATOMOXETINUM 

STRATTERA  

80 mg CAPSULES 80mg 

ELI LILLY AND 

COMPANY  

LIMITED GREAT BRITAIN 8950 2016 01 

ATOMOXETINUM 

STRATTERA  

100 mg CAPSULES 100mg 

ELI LILLY AND 

COMPANY  

LIMITED GREAT BRITAIN 8951 2016 01 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 10 mg CAPSULES 10 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9012 2016 01 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 18 mg CAPSULES 18 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9013 2016 

 

 

01 

ATOMOXETINUM ATOMOXETINA CAPSULES 25 mg TEVA ROMANIA 9014 2016 01 
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TEVA 25 mg PHARMACEUTICAL

S S.R.L. 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 40 mg CAPSULES 40 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9015 2016 01 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 60 mg CAPSULES 60 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9016 2016 01 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 80 mg CAPSULES 80 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9017 2016 01 

ATOMOXETINUM 

ATOMOXETINA 

TEVA 100 mg CAPSULES 100 mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9018 2016 01 

ATORVASTATINUM 

ATORVASTATINA 

STADA 10 mg 

FILM-COATED 

TABLETS 10mg 

STADA 

ARZNEIMITTEL AG GERMANY 9007 2016 01 

ATORVASTATINUM 

ATORVASTATINA 

STADA 20 mg 

FILM-COATED 

TABLETS 20mg 

STADA 

ARZNEIMITTEL AG GERMANY 9008 2016 01 

ATORVASTATINUM 

ATORVASTATINA 

STADA 40 mg 

FILM-COATED 

TABLETS 40mg 

STADA 

ARZNEIMITTEL AG GERMANY 9009 2016 

 

01 

ATORVASTATINUM 

ATORVASTATINA 

STADA 80 mg 

FILM-COATED 

TABLETS 80mg 

STADA 

ARZNEIMITTEL AG GERMANY 9010 2016 01 

BETAMETHASONUM 

BETAMETAZONA 

FITERMAN  

0.5 mg/g CREAM 0.5mg/g 

FITERMAN 

PHARMA S.R.L. ROMANIA 9080 2016 01 

BICALUTAMIDUM 

BICALUTAMIDA 

ATB 50 mg 

FILM-COATED 

TABLETS 50mg ANTIBIOTICE S.A. ROMANIA 8863 2016 01 

BISOPROLOLUM 

BISOGAMMA  

5 mg 

FILM-COATED 

TABLETS 5mg 

WORWAG PHARMA 

GMBH & CO. KG GERMANY 9082 2016 01 

BISOPROLOLUM 

BISOGAMMA  

10 mg 

FILM-COATED 

TABLETS 10mg 

WORWAG PHARMA 

GMBH & CO. KG GERMANY 9083 2016 01 

BOSENTANUM 

BOSENTAN 

WELDING  

62.5 mg 

FILM-COATED 

TABLETS 62.5mg 

WELDING GMBH & 

CO. KG GERMANY 9113 2016 01 

BOSENTANUM 

BOSENTAN 

WELDING  

125 mg 

FILM-COATED 

TABLETS 125mg 

WELDING GMBH & 

CO. KG GERMANY 9114 2016 01 

BROMHEXINUM 

BROMHEXIN  

8 mg TABLETS 8mg 

MAGISTRA C&C 

S.R.L. ROMANIA 8933 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

TORRENT 8 mg TABLETS 8mg 

TORRENT PHARMA 

S.R.L. ROMANIA 8976 2016 01 
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CANDESARTANUM CILEXETIL 

CANDESARTAN 

TORRENT 16 mg TABLETS 16mg 

TORRENT PHARMA 

S.R.L. ROMANIA 8977 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

TORRENT 32 mg TABLETS 32mg 

TORRENT PHARMA 

S.R.L. ROMANIA 8978 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

VIM SPECTRUM  

8 mg TABLETS 8mg 

VIM SPECTRUM 

S.R.L. ROMANIA 9052 2016 

 

 

01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

VIM SPECTRUM  

16 mg TABLETS 16mg 

VIM SPECTRUM 

S.R.L. ROMANIA 9053 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

VIM SPECTRUM  

32 mg TABLETS 32mg 

VIM SPECTRUM 

S.R.L. ROMANIA 9054 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

ATB 8 mg TABLETS 8mg ANTIBIOTICE SA ROMANIA 8821 2016 01 

CANDESARTANUM CILEXETIL 

CANDESARTAN 

ATB 16 mg TABLETS 16mg ANTIBIOTICE SA ROMANIA 8822 2016 01 

CASPOFUNGINUM 

CASPOFUNGINA 

TEVA 50 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 50mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9194 2016 01 

CASPOFUNGINUM 

CASPOFUNGINA 

TEVA 70 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 70mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9195 2016 01 

CEFACLORUM 

CEFAKLOR  

125 mg/5 ml 

POWDER FOR  

ORAL SUSPENSION 

125mg/ 

5ml 

STADA HEMOFARM 

S.R.L. ROMANIA 8877 2016 01 

CEFACLORUM 

CEFAKLOR  

250 mg/5 ml 

POWDER FOR  

ORAL SUSPENSION 

250mg/ 

5ml 

STADA HEMOFARM 

S.R.L. ROMANIA 8878 2016 01 

CEFACLORUM 

CECLOR  

125 mg/5 ml 

GRANULES FOR 

ORAL SUSPENSION 

125mg/ 

5ml 

ACTAVIS GROUP 

HF. ICELAND 8861 2016 01 

CEFACLORUM 

CECLOR  

250 mg/5 ml 

GRANULES FOR 

ORAL SUSPENSION 

250mg/ 

5ml 

ACTAVIS GROUP 

HF. ICELAND 8862 2016 01 

CETIRIZINUM 

CETIRIZINA  

ARENA 10 mg TABLETS 10mg ARENA GROUP S.A. ROMANIA 8935 2016 

 

01 

CHLORAMPHENICOLUM 

SIFICETINA  

4 mg/ml 

EYE DROPS, 

POWDER AND 

SOLVENT FOR 

SOLUTION 4mg/ml S.I.F.I. S.P.A. ITALY 8891 2016 01 

CICLESONIDUM 

ALVESCO 80 

INHALER 

PRESSURISED 

SOLUTION FOR 

INHALATION 

80micrograms/ 

dose TAKEDA GMBH GERMANY 9030 2016 01 
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CICLESONIDUM 

ALVESCO 160 

INHALER 

PRESSURISED 

SOLUTION FOR 

INHALATION 

160micrograms/ 

dose TAKEDA GMBH GERMANY 9031 2016 01 

CINNARIZINUM 

STUGERON  

25 mg TABLETS 25mg TERAPIA S.A. ROMANIA 8931 2016 01 

CISPLATINUM 

CISPLATINA 

ACCORD  

1 mg/ml 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 1mg/ml 

ACCORD 

HEALTHCARE 

LIMITED GREAT BRITAIN 8982 2016 01 

CLARITHROMYCINUM 

FROMILID  

250 mg 

FILM-COATED 

TABLETS 250mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 9032 2016 

01 

 

CLARITHROMYCINUM 

FROMILID  

500 mg 

FILM-COATED 

TABLETS 500mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 9033 2016 01 

CLINDAMYCINUM 

CLINDAMYCIN  

300 mg/2 ml 

SOLUTION FOR 

INJECTION 

300mg/ 

2ml 

STADA HEMOFARM 

S.R.L. ROMANIA 8969 2016 01 

CLOPIDOGRELUM 

CLOPIDOGREL 

GENERICS 75 mg 

FILM-COATED 

TABLETS 75mg GENERICS [UK] LTD GREAT BRITAIN 8526 2016 01 

CLOTRIMAZOLUM 

CLOTRIMAZOL 

MCC 100 mg VAGINAL TABLETS 100mg 

MAGISTRA C&C 

S.R.L. ROMANIA 9062 2016 01 

COLCHICINUM 

COLCHICINA  

1 mg TABLETS 1mg BIOFARM S.A. ROMANIA 8817 2016 01 

COMBINATIONS 

PLANTAGINOL 

SYRUP SYRUP   

TIS FARMACEUTIC 

S.A. ROMANIA 8860 2016 01 

COMBINATIONS 

EFFERALGAN 

VITAMINE C  

330 mg+200 mg 

EFFERVESCENT 

TABLETS 

330mg+ 

200mg 

BRISTOL-MYERS 

SQUIBB KFT. HUNGARY 8839 2016 01 

COMBINATIONS 

GLUCOTHERA  

1.4 m/v GLUCOZA 

PERITONEAL 

DIALYSIS 

SOLUTION   

GLOMERIA 

THERAPEUTICS 

S.R.L. ITALY 8810 2016 01 

COMBINATIONS 

GLUCOTHERA  

2.4 m/v GLUCOZA 

PERITONEAL 

DIALYSIS 

SOLUTION   

GLOMERIA 

THERAPEUTICS 

S.R.L. ITALY 8811 2016 

 

 

01 

COMBINATIONS 

GLUCOTHERA  

4 m/v GLUCOZA 

PERITONEAL 

DIALYSIS 

SOLUTION   

GLOMERIA 

THERAPEUTICS 

S.R.L. ITALY 8812 2016 01 

COMBINATIONS 

THERAFLU 

RACEALA SI TUSE 

500 mg/ 

6.1 mg/100 mg CAPSULES 

500mg/ 

6.1mg/ 

100mg 

GLAXOSMITHKLIN

E CONSUMER 

HEALTHCARE 

S.R.L. ROMANIA 8858 2016 01 

COMBINATIONS 

THERAFLU MAX 

RACEALA SI TUSE 

1000 mg/ 

POWDER FOR  

ORAL SOLUTION 

1000mg/ 

12.2mg/ 

200mg 

GLAXOSMITHKLIN

E CONSUMER 

HEALTHCARE ROMANIA 8857 2016 01 
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12.2 mg/200 mg S.R.L. 

COMBINATIONS (AMINOACIDS) 

GAVISCON 

MENTOL 

ORAL SUSPENSION, 

SACHET   

RECKITT 

BENCKISER 

HEALTHCARE LTD. GREAT BRITAIN 9077 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

WAMLOX  

5 mg/80mg 

FILM-COATED 

TABLETS 

5mg/ 

80mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8842 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

WAMLOX  

5 mg/160mg 

FILM-COATED 

TABLETS 

5mg/ 

160mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8843 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

WAMLOX  

10 mg/160mg 

FILM-COATED 

TABLETS 

10mg/ 

160mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8844 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN ZENTIVA 

5 mg/80 mg 

FILM-COATED 

TABLETS 

5mg/ 

80mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8845 2016 

 

 

01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN ZENTIVA 

5 mg/160 mg 

FILM-COATED 

TABLETS 

5mg/ 

160mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8846 2016 

 

 

01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN ZENTIVA 

10 mg/160 mg 

FILM-COATED 

TABLETS 

10mg/ 

160mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8847 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN 

AUROBINDO  

5 mg/80 mg 

FILM-COATED 

TABLETS 

5mg/ 

80mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8850 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN 

AUROBINDO  

5 mg/160 mg 

FILM-COATED 

TABLETS 

5mg/ 

160mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8851 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN 

AUROBINDO  

10 mg/160 mg 

FILM-COATED 

TABLETS 

10mg/ 

160mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8852 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN TEVA  

5 mg/80 mg 

FILM-COATED 

TABLETS 

5mg/ 

80mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9069 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN TEVA  

5 mg/160 mg 

FILM-COATED 

TABLETS 

5mg/ 

160mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9070 2016 01 
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COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN TEVA  

10 mg/160 mg 

FILM-COATED 

TABLETS 

10mg/ 

160mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9071 2016 

 

 

01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN STADA  

5 mg/80 mg 

FILM-COATED 

TABLETS 

5mg/ 

80mg STADA M&D S.R.L. ROMANIA 9044 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN STADA  

5 mg/160 mg 

FILM-COATED 

TABLETS 

5mg/ 

160mg STADA M&D S.R.L. ROMANIA 9045 2016 01 

COMBINATIONS 

(AMLODIPINUM+ 

VALSARTANUM) 

AMLODIPINA/VAL

SARTAN STADA 10 

mg/160 mg 

FILM-COATED 

TABLETS 

10mg/ 

160mg STADA M&D S.R.L. ROMANIA 9046 2016 01 

COMBINATIONS 

(ATORVASTATINUM+ 

AMLODIPINUM) 

DUPLECOR  

10 mg/5 mg 

FILM-COATED 

TABLETS 

10mg/ 

5mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9047 2016 01 

COMBINATIONS 

(ATORVASTATINUM+ 

AMLODIPINUM) 

DUPLECOR  

10 mg/10 mg 

FILM-COATED 

TABLETS 

10mg/ 

10mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9048 2016 01 

COMBINATIONS 

(ATORVASTATINUM+ 

AMLODIPINUM) 

DUPLECOR  

20 mg/5 mg 

FILM-COATED 

TABLETS 

20mg/ 

5mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9049 2016 01 

COMBINATIONS 

(ATORVASTATINUM+ 

AMLODIPINUM) 

DUPLECOR  

20 mg/10 mg 

FILM-COATED 

TABLETS 

20mg/ 

10mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9050 2016 

 

01 

COMBINATIONS 

(BUDESONIDUM + 

FORMOTEROLUM) 

SYMBICORT  

160 micrograms/ 

4.5 micrograms/ 

inhalation 

PRESSURISED 

SUSPENSION FOR 

INHALATION 

160micro 

grams/ 

4,5micro 

grams ASTRAZENECA AB SWEDEN 8942 2016 01 

COMBINATIONS 

(CALCIPOTRIOLUM+ 

BETAMETHASONUM) 

DAIVOBET  

50 micrograms/ 

0.5 mg/g GEL 

50micro 

grams/ 

0.5mg/g LEO PHARMA A/S DENMARK 9001 2016 01 

COMBINATIONS 

(CALCIPOTRIOLUM+ 

BETAMETHASONUM) 

ENSTILUM  

50 micrograms/ 

0.5 mg/g CUTANEOUS FOAM 

50micro 

grams/ 

0.5mg/g LEO PHARMA A/S DENMARK 9074 2016 01 
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COMBINATIONS 

(EMTRICITABINUM+ 

TENOFOVIRUM) 

DUNOTRISIN  

200 mg/245 mg 

FILM-COATED 

TABLETS 

200mg/ 

245mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 9117 2016 01 

COMBINATIONS 

(EMTRICITABINUM+ 

TENOFOVIRUM) 

EMTRICITABINA/T

ENOFOVIR 

DISOPROXIL 

TEVA  

200 mg/245 mg 

FILM-COATED 

TABLETS 

200mg/ 

245mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 9122 2016 01 

COMBINATIONS 

(GESTODENUM+ 

ETINILESTRADIOLUM) 

VENDIOL  

60 micrograms/ 

15 micrograms 

FILM-COATED 

TABLETS 

60micro 

grams/ 

15micro 

grams 

GEDEON RICHTER 

PLC. HUNGARY 8867 2016 01 

COMBINATIONS 

(LATANOPROSTUM+ 

TIMOLOLUM) 

LATANOPROST/ 

TIMOLOL STADA 

HEMOFARM 50 

micrograms/ml  

and 5 mg/ml 

EYE DROPS, 

SOLUTION 

50micro 

grams/ml  

and mg/ml 

STADA HEMOFARM 

S.R.L. ROMANIA 9043 2016 01 

COMBINATIONS 

(LIDOCAINUM+ 

PRILOCAINUM) 

ROMLA 25 mg/ 

25 mg/g CREAM 

25mg/ 

25mg/g 

ELANTIS FARMA 

S.R.L. ROMANIA 9076 2016 01 

COMBINATIONS 

(TOBRAMYCINUM 

+DEXAMETAZONUM) TOBRADEX 

EYE DROPS, 

SUSPENSION 

3mg/ 

1mg/ml 

ALCON-COUVREUR 

N.V. BELGIA 8966 2016 01 

COMBINATIONS 

(TOBRAMYCINUM 

+DEXAMETAZONUM) TOBRADEX EYE OINTMENT 

3mg/ 

1mg/g 

ALCON-COUVREUR 

N.V. BELGIA 8967 2016 01 

COMBINATIONS 

(VALSARTANUM+HYDROCHLO

ROTHIAZIDUM) 

VALSARTAN/HIDR

OCLOROTIAZIDA 

KRKA 80mg/12.5mg 

FILM-COATED 

TABLETS 

80 mg/ 

12.5 mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8985 2016 01 

COMBINATIONS 

(VALSARTANUM+HYDROCHLO

ROTHIAZIDUM) 

VALSARTAN/HIDR

OCLOROTIAZIDA 

KRKA  

160 mg/12.5 mg 

FILM-COATED 

TABLETS 

160 mg/ 

12.5 mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8986 2016 01 

COMBINATIONS 

(VALSARTANUM+HYDROCHLO

ROTHIAZIDUM) 

VALSARTAN/HIDR

OCLOROTIAZIDA 

KRKA 160 mg/25 

mg 

FILM-COATED 

TABLETS 

160 mg/ 

25 mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8987 2016 01 
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COMBINATIONS 

(VALSARTANUM+HYDROCHLO

ROTHIAZIDUM) 

VALSARTAN/HIDR

OCLOROTIAZIDA 

KRKA  

320 mg/12.5 mg 

FILM-COATED 

TABLETS 

320 mg/ 

12.5 mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8988 2016 01 

COMBINATIONS 

(VALSARTANUM+HYDROCHLO

ROTHIAZIDUM) 

VALSARTAN/HIDR

OCLOROTIAZIDA 

KRKA  

320 mg/25 mg 

FILM-COATED 

TABLETS 

320 mg/ 

25 mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8989 2016 01 

CYCLOPHOSPHAMIDUM ENDOXAN 50 mg 

SUGAR COATED 

PILLS 50mg 

BAXTER 

ONCOLOGY GMBH GERMANY 9095 2016 01 

CYCLOPHOSPHAMIDUM ENDOXAN 1 g 

POWDER FOR 

SOLUTION FOR 

INFUSION/INJECTIO

N 1g 

BAXTER 

ONCOLOGY GMBH GERMANY 9094 2016 01 

CYCLOPHOSPHAMIDUM ENDOXAN 200 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION/INJECTIO

N 200mg 

BAXTER 

ONCOLOGY GMBH GERMANY 9092 2016 01 

CYCLOPHOSPHAMIDUM ENDOXAN 500 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION/INJECTIO

N 500mg 

BAXTER 

ONCOLOGY GMBH GERMANY 9093 2016 

 

 

01 

DEXPANTHENOLUM 

PANTHENOL 

SPRAY 46.30 mg/g CUTANEOUS FOAM 46.30mg/g 

PHARMASWISS 

CESKA REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 9061 2016 01 

DIAZEPAMUM 

DIAZEPAM-

RICHTER 10 mg TABLETS 10mg 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9037 2016 01 

DIGOXINUM 

DIGOXIN 

ZENTIVA  

0.5 mg/2ml 

SOLUTION FOR 

INJECTION 

0.5mg/ 

2ml ZENTIVA S.A. ROMANIA 8890 2016 01 

VARIOUS ALFLUTOP 10% 

SOLUTION FOR 

INJECTION 10% BIOTEHNOS S.A. ROMANIA 8957 2016 01 

DOCETAXELUM 

DOCETAXEL 

EBEWE 10 mg/ml 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 10mg/ml 

EBEWE PHARMA 

GES.M.B.H NFG. KG AUSTRIA 8807 2016 01 

DOCETAXELUM 

DOCETAXEL 

ACTAVIS 20 mg/ml 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 20mg/ml 

ACTAVIS GROUP 

PTC EHF. ICELAND 8999 2016 01 

DOCOSANOLUM 

ERAZABAN  

100 mg/g CREAM 100mg/g 

MAXIMA 

HEALTHCARE LTD. GREAT BRITAIN 8853 2016 01 

DOXORUBICINUM DOXORUBICINA CONCENTRATE FOR 2mg/ml ACTAVIS GROUP ICELAND 8930 2016 01 



20 

 

ACTAVIS  

2 mg/ml 

SOLUTION FOR 

INFUSION 

PTC EHF. 

DULOXETINUM ONELAR 20 mg 

GASTRORESISTANT 

CAPSULES 20mg MEDOCHEMIE LTD. CYPRUS 8961 2016 01 

DULOXETINUM ONELAR 30 mg 

GASTRORESISTANT 

CAPSULES 30mg MEDOCHEMIE LTD. CYPRUS 8962 2016 01 

DULOXETINUM ONELAR 40 mg 

GASTRORESISTANT 

CAPSULES 40mg MEDOCHEMIE LTD. CYPRUS 8963 2016 

 

01 

DULOXETINUM ONELAR 60 mg 

GASTRORESISTANT 

CAPSULES 60mg MEDOCHEMIE LTD. CYPRUS 8964 2016 01 

DULOXETINUM 

DULOXETINA 

SANDOZ 30 mg 

GASTRORESISTANT 

CAPSULES 30mg SANDOZ S.R.L. ROMANIA 8974 2016 01 

DULOXETINUM 

DULOXETINA 

SANDOZ 60 mg 

GASTRORESISTANT 

CAPSULES 60mg SANDOZ S.R.L. ROMANIA 8975 2016 01 

ENALAPRILUM ENALAPRIL 5 mg TABLETS 5mg 

MAGISTRA C&C 

S.R.L. ROMANIA 8886 2016 01 

ENALAPRILUM ENALAPRIL 10 mg TABLETS 10mg 

MAGISTRA C&C 

S.R.L. ROMANIA 8887 2016 01 

ENALAPRILUM ENALAPRIL 20 mg TABLETS 20mg 

MAGISTRA C&C 

S.R.L. ROMANIA 8888 2016 01 

ESCITALOPRAMUM SERODEPS 10 mg 

FILM-COATED 

TABLETS 10mg TERAPIA SA ROMANIA 8993 2016 01 

ESCITALOPRAMUM SERODEPS 20 mg 

FILM-COATED 

TABLETS 20mg TERAPIA SA ROMANIA 8994 2016 01 

ETORICOXIBUM 

ETORICOXIB 

TEVA  

30 mg 

FILM-COATED 

TABLETS 30mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8802 2016 01 

ETORICOXIBUM 

ETORICOXIB 

TEVA  

60 mg 

FILM-COATED 

TABLETS 60mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8803 2016 01 

ETORICOXIBUM 

ETORICOXIB 

TEVA  

90 mg 

FILM-COATED 

TABLETS 90mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8804 2016 01 

ETORICOXIBUM 

ETORICOXIB 

TEVA 120 mg 

FILM-COATED 

TABLETS 120mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8805 2016 01 

ETORICOXIBUM DOLOXIB 30 mg 

FILM-COATED 

TABLETS 30mg ZENTIVA K.S. 

THE CZECH 

REPUBLIC 8953 2016 01 

ETORICOXIBUM DOLOXIB 60 mg 

FILM-COATED 

TABLETS 60mg ZENTIVA K.S. 

THE CZECH 

REPUBLIC 8954 2016 01 
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ETORICOXIBUM DOLOXIB 90 mg 

FILM-COATED 

TABLETS 90mg ZENTIVA K.S. 

THE CZECH 

REPUBLIC 8955 2016 01 

ETORICOXIBUM DOLOXIB 120 mg 

FILM-COATED 

TABLETS 120mg ZENTIVA K.S. 

THE CZECH 

REPUBLIC 8956 2016 01 

FACTOR VIII 

OCTANATE  

50 IU/ml 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 50 IU/ml 

OCTAPHARMA (IP) 

LTD. GREAT BRITAIN 8848 2016 01 

FACTOR VIII 

OCTANATE  

100 IU/ml 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 100 IU/ml 

OCTAPHARMA (IP) 

LTD. GREAT BRITAIN 8849 2016 01 

FENOFIBRATUM LIPIVIM 200 mg CAPSULES 200mg 

VIM SPECTRUM 

S.R.L. ROMANIA 9079 2016 

 

01 

FLUVOXAMINUM FEVARIN 100 

FILM-COATED 

TABLETS 100mg 

BGP PRODUCTS 

B.V. HOLLAND 8835 2016 01 

FLUVOXAMINUM FEVARIN 50 

FILM-COATED 

TABLETS 50mg 

BGP PRODUCTS 

B.V. HOLLAND 8834 2016 01 

FONDAPARINUX SODIUM 

FONDAPARINA 

DR. REDDY'S  

7.5 mg/0.6 ml 

SOLUTION FOR 

INJECTION IN PRE-

FILLED SYRINGE 

7.5mg/ 

0,6ml 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 8928 2016 01 

FONDAPARINUX SODIUM 

FONDAPARINA 

DR. REDDY'S  

2.5 mg/0.5 ml 

SOLUTION FOR 

INJECTION  IN PRE-

FILLED SYRINGE 

2.5mg/ 

0.5ml 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 8929 2016 01 

FOSFOMYCINUM 

FOSFOMICINA 

LABIANA 2 g 

GRANULES FOR 

ORAL SOLUTION, 

SACHETS 2g 

LABIANA 

PHARMACEUTICAL

S, S.L.U. SPAIN 8997 2016 01 

FOSFOMYCINUM 

FOSFOMICINA 

LABIANA 3 g 

GRANULES FOR 

ORAL SOLUTION, 

SACHETS 3g 

LABIANA 

PHARMACEUTICAL

S, S.L.U. SPAIN 8998 2016 01 

FULVESTRANTUM 

FLUVESTRANT 

TEVA 250 mg 

SOLUTION FOR 

INJECTION IN PRE-

FILLED SYRINGE 250mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8905 2016 01 

GLATIRAMER ACETAT 

BRABIO  

20 mg/ml 

SOLUTION FOR 

INJECTION IN PRE-

FILLED SYRINGE 20mg/ml SYNTHON B.V. HOLLAND 9075 2016 01 

HYDROCORTISONUM 

HIDROCORTIZON 

ZENTIVA  

19.6 mg/5 ml 

SOLUTION FOR 

INJECTION 

19.6mg/ 

5ml ZENTIVA S.A. ROMANIA 9039 2016 01 
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IBUPROFENUM 

NUROFEN  

200 mg 

SUGAR COATED 

PILLS 200mg 

RECKITT 

BENCKISER 

HEALTHCARE 

INTERNATIONAL 

LIMITED GREAT BRITAIN 8883 2016 01 

IBUPROFENUM 

NUROFEN 

PENTRU COPII CU 

AROMA DE 

PORTOCALE ORAL SUSPENSION 

100mg/ 

5ml 

RECKITT 

BENCKISER 

HEALTHCARE 

INTERNATIONAL 

LIMITED GREAT BRITAIN 9006 2016 01 

IBUPROFENUM 

NUROFEN 

PENTRU COPII CU 

AROMA DE 

CAPSUNI ORAL SUSPENSION 

100mg/ 

5ml 

RECKITT 

BENCKISER 

HEALTHCARE 

INTERNATIONAL 

LIMITED GREAT BRITAIN 9005 2016 01 

IBUPROFENUM 

NUROFEN FORTE 

400 mg 

SUGAR COATED 

PILLS 400mg 

RECKITT 

BENCKISER 

HEALTHCARE 

INTERNATIONAL 

LIMITED GREAT BRITAIN 8889 2016 01 

IBUPROFENUM 

IBUPROFEN 

ALKALOID-INT  

200 mg 

FILM-COATED 

TABLETS 200mg 

ALKALOID-INT 

D.O.O. SLOVENIA 8871 2016 01 

IBUPROFENUM 

IBUPROFEN 

ALKALOID-INT  

400 mg 

FILM-COATED 

TABLETS 400mg 

ALKALOID-INT 

D.O.O. SLOVENIA 8872 2016 01 

IBUPROFENUM 

PADUDEN CU 

AROMA DE  

CAISE 20 mg/ml ORAL SUSPENSION 20mg/ml TERAPIA S.A. ROMANIA 8902 2016 01 

ICODEXTRINUM 

EXTRANEAL 

CLEAR-FLEX 

SOLUTION FOR 

PERITONEAL 

DIALYSIS   

BAXTER 

HEALTHCARE 

S.R.L. ROMANIA 8906 2016 01 

IMUNOGLOBULINA NORMALA 

PT. ADM. INTRAVASCULARA 

PANZYGA  

100 mg/ml 

SOLUTION FOR 

INFUSION 

100mg/ 

ml 

OCTAPHARMA (IP) 

LIMITED GREAT BRITAIN 8813 2016 01 

INDAPAMIDUM 

INDAPAMIDA 

TERAPIA 2.5 mg 

FILM-COATED 

TABLETS 2.5mg TERAPIA S.A. ROMANIA 9091 2016 01 

INDAPAMIDUM 

INDAPAMIDA 

TERAPIA 1.5 mg 

PROLONGED-

RELEASE TABLETS 1.5mg TERAPIA S.A. ROMANIA 9090 2016 01 

INDAPAMIDUM 

INDAPAMIDA 

ALKALOID-INT  

1.5 mg 

PROLONGED-

RELEASE TABLETS 1.5mg 

ALKALOID-INT 

D.O.O. SLOVENIA 8899 2016 01 
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ISONIAZIDUM 

IZONIAZIDA ATB  

300 mg TABLETS 300mg ANTIBIOTICE S.A. ROMANIA 8968 2016 01 

KALII IODIDUM 

IODURA DE 

POTASIU G.L. 

PHARMA 65 mg TABLETS 65mg 

G.L. PHARMA 

GMBH AUSTRIA 8898 2016 01 

KETOPROFENUM 

FASTUM GEL  

25 mg/g GEL 25 mg/g 

A. MENARINI 

INDUSTRIE 

FARMACEUTICHE 

RIUNITE SRL ITALY 8884 2016 01 

LEFLUNOMIDUM LEFLON 10 mg 

FILM-COATED 

TABLETS 10mg 

NEOLA PHARMA 

S.R.L. ROMANIA 8892 2016 

 

01 

LEFLUNOMIDUM LEFLON 20 mg 

FILM-COATED 

TABLETS 20mg 

NEOLA PHARMA 

S.R.L. ROMANIA 8893 2016 01 

LEVETIRACETAMUM 

LEVETIRACETAM 

DESITIN 250 mg 

COATED 

GRANULES, 

SACHET 250mg 

DESITIN 

ARZNEIMITTEL 

GMBH GERMANY 8873 2016 01 

LEVETIRACETAMUM 

LEVETIRACETAM 

DESITIN 500 mg 

COATED 

GRANULES, 

SACHET 500mg 

DESITIN 

ARZNEIMITTEL 

GMBH GERMANY 8874 2016 01 

LEVETIRACETAMUM 

LEVETIRACETAM 

DESITIN 750 mg 

COATED 

GRANULES, 

SACHET 750mg 

DESITIN 

ARZNEIMITTEL 

GMBH GERMANY 8875 2016 01 

LEVETIRACETAMUM 

LEVETIRACETAM 

DESITIN 1000 mg 

COATED 

GRANULES, 

SACHET 1000mg 

DESITIN 

ARZNEIMITTEL 

GMBH GERMANY 8876 2016 01 

LEVOCETIRIZINUM CETIZAL 5 mg 

FILM-COATED 

TABLETS 5mg 

GLENMARK 

PHARMACEUTICAL

S S.R.O. 

THE CZECH 

REPUBLIC 9073 2016 01 

LEVOFLOXACINUM 

LEVOFLOXACINA 

ACTAVIS 5 mg/ml 

EYE DROPS, 

SOLUTION 5mg/ml 

ACTAVIS GROUP 

PTC EHF. ICELAND 8907 2016 01 

LEVONORGESTRELUM NULSORA 1.5 mg TABLETS 1.5mg SANDOZ S.R.L. ROMANIA 9121 2016 01 

LIDOCAINUM LIDIAM 40 mg/g CREAM 40mg/g 

PHARMASWISS 

CESKA REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 8940 2016 01 

LOPERAMIDUM 

LOPERAMID 

LAROPHARM 2 mg CAPSULES 2mg LAROPHARM S.R.L. ROMANIA 8833 2016 01 

LORATADINUM 

LORATADINA 

BIOFARM 5mg/5ml SYRUP 5mg/5ml BIOFARM S.A. ROMANIA 9027 2016 01 

MANNITOLUM 

MANNITOL 

VIOSER 20 g/100 ml 

SOLUTION FOR 

INFUSION 

20g/ 

100ml 

VIOSER S.A. 

PARENTERAL 

SOLUTION GREECE 8836 2016 01 
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INDUSTRY 

MELOXICAMUM 

MELOXICAM  

MMC 15 mg SUPPOSITORIES 15mg 

MAGISTRA C&C 

S.R.L. ROMANIA 9034 2016 01 

MELOXICAMUM 

MELOXICAM  

MCC 7.5 mg TABLETS 7.5mg 

MAGISTRA C&C 

S.R.L. ROMANIA 9035 2016 01 

MELOXICAMUM 

MELOXICAM  

MCC 15 mg TABLETS 15mg 

MAGISTRA C&C 

S.R.L. ROMANIA 9036 2016 01 

MEMANTINUM 

MEMANTINA 

CIPLA 10 mg 

FILM-COATED 

TABLETS 10mg 

CIPLA (EU) 

LIMITED GREAT BRITAIN 9022 2016 01 

MEMANTINUM 

MEMANTINA 

CIPLA 20 mg 

FILM-COATED 

TABLETS 20mg 

CIPLA (EU) 

LIMITED GREAT BRITAIN 9023 2016 

 

01 

MENOTROPINUM 

MERIOFERT  

75 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 75IU 

LABORATOIRES 

GENEVRIER SA FRANCE 8831 2016 01 

MENOTROPINUM 

MERIOFERT  

150 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 150 IU 

LABORATOIRES 

GENEVRIER SA FRANCE 8832 2016 01 

METAMIZOLUM NATRIUM 

SINTOCALMIN  

500 mg TABLETS 500mg SINTOFARM S.A. ROMANIA 8815 2016 01 

METAMIZOLUM NATRIUM 

ALGOCALMIN  

1 g/2 ml 

SOLUTION FOR 

INJECTION 1g/2ml ZENTIVA S.A. ROMANIA 8816 2016 01 

METAMIZOLUM NATRIUM 

SINTOCALMIN  

300 mg SUPPOSITORIES 300mg SINTOFARM S.A. ROMANIA 8814 2016 01 

METOCLOPRAMIDUM 

METOCLOPRAMID 

SLAVIA 10 mg TABLETS 10mg 

SLAVIA PHARMA 

S.R.L. ROMANIA 8859 2016 01 

METOCLOPRAMIDUM 

METOCLOPRAMID 

LAROPHARM  

10 mg TABLETS 10mg LAROPHARM S.R.L. ROMANIA 9029 2016 01 

MIFEPRISTONUM 

MIFEPRISTONA 

LINEPHARMA  

200 mg TABLETS 200mg 

LINEPHARMA 

INTERNATIONAL 

LIMITED GREAT BRITAIN 8866 2016 01 

MOXIFLOXACINUM 

MOFLAXA  

400 mg/250 ml 

SOLUTION FOR 

INFUSION 

400mg/ 

250ml 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8808 2016 01 

MYCOPHENOLATUM AXYMPA 180 mg 

GASTRORESISTANT 

TABLETS 180mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8908 2016 01 
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MYCOPHENOLATUM AXYMPA 360 mg 

GASTRORESISTANT 

TABLETS 360mg 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8909 2016 01 

NAPHAZOLINUM 

PROCULIN  

0.3 mg/ml 

EYE DROPS - 

SOLUTION 0.3mg/ml 

PHARMASWISS 

CESKÁ REPUBLIKA 

S.R.O. 

THE CZECH 

REPUBLIC 8958 2016 01 

NAPROXENUM 

NAPROXEN 

AUROBINDO  

250 mg TABLETS 250mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8991 2016 01 

NAPROXENUM 

NAPROXEN 

AUROBINDO  

500 mg TABLETS 500mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8992 2016 01 

NATRII HYDROGENI 

CARBONAS 

BICARBONAT DE 

SODIU INFOMED  

14 mg/ml 

SOLUTION FOR 

INFUSION 14mg/ml 

INFOMED FLUIDS 

S.R.L. ROMANIA 9064 2016 

 

 

01 

NATRII HYDROGENI 

CARBONAS 

BICARBONAT DE 

SODIU INFOMED  

84 mg/ml 

SOLUTION FOR 

INFUSION 84mg/ml 

INFOMED FLUIDS 

S.R.L. ROMANIA 9065 2016 01 

NATRII IODIDUM (131I) MONIYOT-131 

ORAL SOLUTIONS 

PT. UZ TERAPEUTIC 14.8-3700MBq 

MONROL EUROPE 

S.R.L. ROMANIA 8895 2016 01 

NATRII IODIDUM (131I) 

MONIYOT-131 

CAPSULES T 

CAPSULES PT UZ 

TERAPEUTIC 37-7400MBq 

MONROL EUROPE 

S.R.L. ROMANIA 8894 2016 01 

NATRII IODIDUM (131I) 

THYROTOP-131 38-

7400 MBq 

CAPSULES PT UZ 

TERAPEUTIC 38-7400MBq CN UNIFARM S.A. ROMANIA 8806 2016 01 

NEVIRAPINUM 

NEVIRAPINA 

MYLAN 200 mg TABLETS 200mg MYLAN S.A.S. FRANCE 8941 2016 01 

NICOTINUM 

NICORETTE 

FRESHMINT  

1 mg/spray 

SPRAY 

BUCOFARINGI-AN, 

SOL 

1mg/ 

spray MCNEIL AB SWEDEN 9055 2016 

 

 

01 

NIFUROXAZIDUM 

ERCEFURYL  

200 mg CAPSULES 200mg 

SANOFI 

SYNTHELABO OTC FRANCE 9024 2016 01 

NIMESULIDUM 

NIMESULID  

MCC 100 mg TABLETS 100mg 

MAGISTRA C&C 

S.R.L. ROMANIA 9084 2016 01 

NIMESULIDUM AULIN 30 mg/g GEL 30mg/g 

ANGELINI PHARMA 

ÖSTERREICH GMBH AUSTRIA 8904 2016 01 

NORFLOXACINUM 

NORFLOXACIN 

HELCOR 400 mg 

FILM-COATED 

TABLETS 400mg 

AC HELCOR 

PHARMA S.R.L. ROMANIA 9028 2016 01 

NORFLOXACINUM 

NORFLOXACINA 

ATB 400 mg 

FILM-COATED 

TABLETS 400mg ANTIBIOTICE S.A. ROMANIA 8990 2016 01 
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OLANZAPINUM 

WRANELON  

5 mg 

TABLETS 

ORODISPERSABILE 5mg GALENICA S.A. GREECE 9118 2016 01 

OLANZAPINUM 

WRANELON  

10 mg 

TABLETS 

ORODISPERSABILE 10mg GALENICA S.A. 

 

 

GREECE 9119 2016 01 

OLANZAPINUM 

WRANELON  

15 mg 

TABLETS 

ORODISPERSABILE 15mg GALENICA S.A. GREECE 9120 2016 01 

OMEPRAZOLUM 

OMEPRAZOL 

SLAVIA 20 mg 

GASTRORESISTANT 

CAPSULES 20mg 

SLAVIA PHARMA 

S.R.L. ROMANIA 9078 2016 01 

OMEPRAZOLUM 

OMEPRAZOL 

AUROBINDO  

10 mg 

GASTRORESISTANT 

CAPSULES 10mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8868 2016 01 

OMEPRAZOLUM 

OMEPRAZOL 

AUROBINDO  

20 mg 

GASTRORESISTANT 

CAPSULES 20mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8869 2016 01 

OMEPRAZOLUM 

OMEPRAZOL 

AUROBINDO  

40 mg 

GASTRORESISTANT 

CAPSULES 40mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8870 2016 01 

OXCARBAZEPINUM 

TRILEPTAL  

300 mg 

FILM-COATED 

TABLETS 300mg 

NOVARTIS 

PHARMA GMBH GERMANY 9041 2016 01 

OXCARBAZEPINUM 

TRILEPTAL  

600 mg 

FILM-COATED 

TABLETS 600mg 

NOVARTIS 

PHARMA GMBH GERMANY 9042 2016 01 

PANTOPRAZOLUM 

NOLPAZA  

40 mg 

POWDER FOR  

SOLUTION FOR 

INJECTION 40mg 

KRKA D.D., NOVO 

MESTO SLOVENIA 9011 2016 01 

PARACETAMOLUM 

EFFERALGAN  

1000 mg 

EFFERVESCENT 

TABLETS 1000mg 

BRISTOL-MYERS 

SQUIBB KFT. HUNGARY 8838 2016 01 

PARACETAMOLUM 

EFFERALGAN 

PENTRU COPII  

30 mg/ml ORAL SOLUTIONS 30 mg/ml 

BRISTOL-MYERS 

SQUIBB KFT. HUNGARY 8837 2016 01 

PEMETREXEDUM TRIXID 100 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 100mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8823 2016 01 

PEMETREXEDUM TRIXID 500 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8824 2016 

 

 

01 

PEMETREXEDUM TRIXID 1000 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 1000mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8825 2016 01 
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PEMETREXEDUM 

PEMETREXED 

ZENTIVA 500 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8829 2016 01 

PEMETREXEDUM 

PEMETREXED 

ZENTIVA 1000 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 1000mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8830 2016 01 

PEMETREXEDUM 

PEMETREXED 

ALVOGEN 500 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 8840 2016 01 

PEMETREXEDUM 

PEMETREXED 

ALVOGEN 1000 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 1000mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 8841 2016 

 

 

01 

PEMETREXEDUM 

PEMETREXED 

TEVA 500 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INJECTION 500mg 

TEVA 

PHARMACEUTICAL 

S.R.L. ROMANIA 8925 2016 01 

PEMETREXEDUM 

PEMETREXED 

TEVA 1000 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INJECTION 1000mg 

TEVA 

PHARMACEUTICAL 

S.R.L. ROMANIA 8926 2016 01 

PEMETREXEDUM 

PEMETREXED  

SUN 100 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 100mg 

SUN 

PHARMACEUTICAL 

INDUSTRIES 

EUROPE B.V. HOLLAND 8936 2016 01 

PEMETREXEDUM 

PEMETREXED  

SUN 500 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg 

SUN 

PHARMACEUTICAL 

INDUSTRIES 

EUROPE B.V. HOLLAND 8937 2016 01 

PEMETREXEDUM 

PEMETREXED 

SUN 1000 mg 

POWDER FOR  

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 1000mg 

SUN 

PHARMACEUTICAL 

INDUSTRIES 

EUROPE B.V. HOLLAND 8938 2016 01 

PEMETREXEDUM 

PEMETREXED 

HEATON 500 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg HEATON K.S. 

THE CZECH 

REPUBLIC 8943 2016 01 
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PEMETREXEDUM 

PEMETREXED DR. 

REDDY'S 500 mg 

POWDER FOR 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 500mg 

DR. REDDY'S 

LABORATORIES  

ROMANIA S.R.L. ROMANIA 8952 2016 01 

PERINDOPRILUM 

PRESTARIUM  

2.5 mg 

ORODISPERSIBLE 

TABLETS 2.5mg 

LES 

LABORATOIRES 

SERVIER FRANCE 8921 2016 01 

PERINDOPRILUM 

PRESTARIUM  

5 mg 

ORODISPERSIBLE 

TABLETS 5mg 

LES 

LABORATOIRES 

SERVIER FRANCE 8922 2016 01 

PERINDOPRILUM 

PRESTARIUM  

10 mg 

ORODISPERSIBLE 

TABLETS 10mg 

LES 

LABORATOIRES 

SERVIER FRANCE 8923 2016 01 

PERINDOPRILUM 

PERINDOPRIL 

ARGININA 

ACTAVIS 2.5 mg 

FILM-COATED 

TABLETS 2.5mg 

ACTAVIS GROUP 

PTC EHF. ICELAND 8854 2016 01 

PERINDOPRILUM 

PERINDOPRIL 

ARGININA 

ACTAVIS 5 mg 

FILM-COATED 

TABLETS 5mg 

ACTAVIS GROUP 

PTC EHF. ICELAND 8855 2016 01 

PERINDOPRILUM 

PERINDOPRIL 

ARGININA 

ACTAVIS 10 mg 

FILM-COATED 

TABLETS 10mg 

ACTAVIS GROUP 

PTC EHF. ICELAND 8856 2016 

 

 

01 

PIRACETAMUM 

PIRACETAM 

LAROPHARM  

400 mg TABLETS 400mg LAROPHARM SRL ROMANIA 8934 2016 01 

PIROXICAMUM PIROXSAL 5mg/g GEL 5mg/g 

SLAVIA PHARMA 

S.R.L. ROMANIA 9040 2016 01 

PLANTE 

ANGHIROL  

3.25 mg TABLETS 3.25mg BIOFARM S.A. ROMANIA 8885 2016 01 

PLANTE 

VEREGEN  

100 mg/g OINTMENT 100mg/g 

MEDITRINA 

PHARMACEUTICAL

S LTD GREECE 9021 2016 01 

PLANTE 

HERBION IEDERA  

7 mg/ml SYRUP 7mg/ml 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8865 2016 01 

PREDNISOLONUM 

SOLU-DECORTIN 

H 50 mg 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 50mg MERCK KGAA GERMANY 9067 2016 01 

PREDNISOLONUM 

SOLU-DECORTIN 

H 250 mg 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 250mg MERCK KGAA GERMANY 9068 2016 01 
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PREGABALINUM 

PREGABALINA 

DR. REDDY'S 75 

mg CAPSULES 75mg 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 9099 2016 01 

PREGABALINUM 

PREGABALINA 

DR. REDDY'S 150 

mg CAPSULES 150mg 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 9101 2016 01 

PREGABALINUM 

PREGABALINA 

DR. REDDY'S 300 

mg CAPSULES 300mg 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 9104 2016 01 

PREGABALINUM 

PRABEGIN  

25 mg CAPSULES 25mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9106 2016 

 

 

01 

PREGABALINUM 

PRABEGIN  

50 mg CAPSULES 50mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9107 2016 01 

PREGABALINUM 

PRABEGIN  

75 mg CAPSULES 75mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9108 2016 01 

PREGABALINUM 

PRABEGIN  

100 mg CAPSULES 100mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9109 2016 01 

PREGABALINUM 

PRABEGIN  

150 mg CAPSULES 150mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9110 2016 

 

 

01 

PREGABALINUM 

PRABEGIN  

200 mg CAPSULES 200mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9111 2016 01 

PREGABALINUM 

PRABEGIN  

300 mg CAPSULES 300mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 9112 2016 01 

QUETIAPINUM 

KVENTIAX EP  

50 mg 

PROLONGED-

RELEASE TABLETS 50mg 

KRKA, D.D., NOVO 

MESTO SLOVENIA 8809 2016 01 

QUETIAPINUM 

QUETIAPINA 

ALAPIS 25 mg 

FILM-COATED 

TABLETS 25mg 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8915 2016 

 

01 

QUETIAPINUM 

QUETIAPINA 

ALAPIS 100 mg 

FILM-COATED 

TABLETS 100mg 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8916 2016 01 

QUETIAPINUM 

QUETIAPINA 

ALAPIS 200 mg 

FILM-COATED 

TABLETS 200mg 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8917 2016 

 

01 

QUETIAPINUM 

QUETIAPINA 

ALAPIS 300 mg 

FILM-COATED 

TABLETS 300mg 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8918 2016 01 

QUETIAPINUM 

QUETIAPINA 

ALAPIS 400 mg 

FILM-COATED 

TABLETS 400mg 

ALAPIS ROMANIA 

S.R.L. ROMANIA 8919 2016 01 
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RASAGILINUM 

RASAGILINA 

ACTAVIS 1 mg TABLETS 1mg 

ACTAVIS GROUP 

PTC EHF. ICELAND 8828 2016 01 

RASAGILINUM 

RASIGEROLAN  

1 mg TABLETS 1mg 

G.L. PHARMA 

GMBH AUSTRIA 8924 2016 01 

RASAGILINUM 

RASAGILINA 

ZENTIVA 1 mg TABLETS 1mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8929 2016 01 

RASAGILINUM HIPERAVIA 1 mg TABLETS 1mg TERAPIA S.A. ROMANIA 8965 2016 01 

RASAGILINUM 

RASAGILINA 

GLENMARK 1 mg TABLETS 1mg 

GLENMARK 

PHARMACEUTICAL

S S.R.O. 

THE CZECH 

REPUBLIC 8910 2016 01 

RASAGILINUM 

RASAGILINA DR. 

REDDY'S 1 mg TABLETS 1mg 

DR. REDDY'S 

LABORATORIES 

ROMANIA S.R.L. ROMANIA 9105 2016 01 

RIVASTIGMINUM 

RIVASTIGMINA 

TEVA  

13.3 mg/24 hours 

TRANSDERMAL 

PATCH 

13.3mg/ 

24 hours 

TEVA 

PHARMACEUTICAL

S S.R.L. ROMANIA 8981 2016 01 

ROSUVASTATINUM 

ROSUVASTATINA 

MOMAJA 5 mg 

FILM-COATED 

TABLETS 5mg MOMAJA S.R.O. 

THE CZECH 

REPUBLIC 8970 2016 01 

ROSUVASTATINUM 

ROSUVASTATINA 

MOMAJA 10 mg 

FILM-COATED 

TABLETS 10mg MOMAJA S.R.O. 

THE CZECH 

REPUBLIC 8971 2016 01 

ROSUVASTATINUM 

ROSUVASTATINA 

MOMAJA 20 mg 

FILM-COATED 

TABLETS 20mg MOMAJA S.R.O. 

THE CZECH 

REPUBLIC 8972 2016 01 

ROSUVASTATINUM 

ROSUVASTATINA 

MOMAJA 40 mg 

FILM-COATED 

TABLETS 40mg MOMAJA S.R.O. 

THE CZECH 

REPUBLIC 8973 2016 01 

ROSUVASTATINUM ROSUCHEN 5 mg 

FILM-COATED 

TABLETS 5mg ANTIBIOTICE S.A. ROMANIA 9057 2016 01 

ROSUVASTATINUM ROSUCHEN 10 mg 

FILM-COATED 

TABLETS 10mg ANTIBIOTICE S.A. ROMANIA 9058 2016 01 

ROSUVASTATINUM ROSUCHEN 20 mg 

FILM-COATED 

TABLETS 20mg ANTIBIOTICE S.A. ROMANIA 9059 2016 01 

ROSUVASTATINUM ROSUCHEN 40 mg 

FILM-COATED 

TABLETS 40mg ANTIBIOTICE S.A. ROMANIA 9060 2016 01 

SERTRALINUM 

STIMULOTON  

50 mg 

FILM-COATED 

TABLETS 50mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8818 2016 01 

SERTRALINUM 

STIMULOTON  

100 mg 

FILM-COATED 

TABLETS 100mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8819 2016 01 
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SEVOFLURANUM 

SEVO-

ANESTERAN 

INHALATION 

VAPOUR LIQUID   

ROMPHARM 

COMPANY S.R.L. ROMANIA 9096 2016 01 

SILDENAFILUM 

SILDENAFIL 

BIOELL 50 mg 

FILM-COATED 

TABLETS 50mg BIOEEL S.R.L. ROMANIA 9019 2016 01 

SILDENAFILUM 

SILDENAFIL 

BIOELL 100 mg 

FILM-COATED 

TABLETS 100mg BIOEEL S.R.L. ROMANIA 9020 2016 01 

SOLIFENACINUM SUCCINATE 

SOLIFENACIN 

AUROBINDO  

5 mg 

FILM-COATED 

TABLETS 5mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8896 2016 01 

SOLIFENACINUM SUCCINATE 

SOLIFENACIN 

AUROBINDO  

10 mg 

FILM-COATED 

TABLETS 10mg 

AUROBINDO 

PHARMA (MALTA) 

LIMITED MALTA 8897 2016 01 

SOTALOLUM 

SOTALOL AL  

160 TABLETS 160mg 

ALIUD PHARMA 

GMBH GERMANY 8960 2016 01 

SOTALOLUM 

SOTALOL AL  

80 TABLETS 80mg 

ALIUD PHARMA 

GMBH GERMANY 8959 2016 01 

TACROLIMUSUM 

PROGRAF  

1 mg CAPSULES 1mg 

ASTELLAS 

PHARMA EUROPE 

B.V. HOLLAND 8912 2016 

 

01 

TACROLIMUSUM 

PROGRAF  

5 mg/ml 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 5mg/ml 

ASTELLAS 

PHARMA EUROPE 

B.V. HOLLAND 8914 2016 01 

TACROLIMUSUM PROGRAF 5 mg CAPSULES 5mg 

ASTELLAS 

PHARMA EUROPE 

B.V. HOLLAND 8913 2016 01 

TACROLIMUSUM PROGRAF 0.5 mg CAPSULES 0.5mg 

ASTELLAS 

PHARMA EUROPE 

B.V. HOLLAND 8911 2016 01 

TAMOXIFENUM 

TAMOXIFEN 

SOPHARMA  

10 mg TABLETS 10mg CN UNIFARM S.A. ROMANIA 211 2016 01 

TC 99 M - PERTECHNETATE 

MONTEK  

10-40 GBQ 

GENERATOR DE 

RADIONUCLIZI   

MONROL EUROPE 

S.R.L. ROMANIA 8901 2016 01 

TENOFOVIRUM DISOPROXIL VIROFOB 245 mg 

FILM-COATED 

TABLETS 245mg 

ALVOGEN IPCO 

S.AR.L. LUXEMBOURG 8903 2016 01 

TESTOSTERONUM 

ANDROGEL  

16.2 mg/g GEL 

16.2mg/ 

g 

BESINS 

HEALTHCARE BELGIA 8864 2016 01 

TETRACYCLINUM 

TETRACICLINA 

ARENA 250 mg CAPSULES 250mg ARENA GROUP S.A. ROMANIA 9081 2016 01 

TICLOPIDINUM 

TICLODIN  

250 mg 

FILM-COATED 

TABLETS 250mg 

AC HELCOR 

PHARMA S.R.L. ROMANIA 9038 2016 01 
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TICLOPIDINUM IPATON 250 mg 

FILM-COATED 

TABLETS 250mg 

EGIS 

PHARMACEUTICAL

S PLC HUNGARY 8932 2016 01 

TRIFLUSALUM AFLEN 300 mg CAPSULES 300mg GALENICA S.A. GREECE 9089 2016 01 

TROXERUTINUM 

TROXEVASIN  

20 mg/g GEL 20mg/g 

BALKANPHARMA-

TROYAN AD BULGARIA 8820 2016 01 

VACCIN 

DIFTERIC,TETANIC,PERTUSSIS, 

POLIO INACTIVAT BOOSTRIX-IPV 

SUSPENTION FOR 

INJECTION IN PRE-

FILLED SYRINGE   

GLAXOSMITHKLIN

E (GSK) S.R.L. ROMANIA 8900 2016 01 

VACCIN DIFTERO-TETANO-

PERTUSSIS ACELULAR ADACEL 

SUSPENTION FOR 

INJECTION IN PRE-

FILLED SYRINGE   

SANOFI PASTEUR 

SA FRANCE 9000 2016 01 

VALGANCICLOVIRUM 

VALGANCICLOVI

R ZENTIVA 450 mg 

FILM-COATED 

TABLETS 450mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8939 2016 01 

VALSARTANUM DIOVAN 3 mg/ml ORAL SOLUTIONS 3mg/ml 

NOVARTIS 

PHARMA GMBH GERMANY 9051 2016 01 

VINCAMINUM VINCAMINA 10 mg PILLS 10mg BIOFARM S.A. ROMANIA 9088 2016 01 

VINORELBINUM 

VINORELBIN 

EBEWE 10 mg/ml 

POWDER FOR 

SOLUTION FOR 

INJECTION/INFUSIO

N 

10mg/ 

ml 

EBEWE PHARMA 

GES.M.B.H. NFG. KG AUSTRIA 9004 2016 01 

VINPOCETINUM 

CAVINTON  

10 mg/2 ml 

CONCENTRATE FOR 

SOLUTION FOR 

INFUSION 

10mg/ 

2ml 

GEDEON RICHTER 

ROMANIA S.A. ROMANIA 9026 2016 

 

01 

VORICONAZOLUM 

VORICONAZOL 

ACTAVIS 200 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 200mg 

ACTAVIS GROUP 

PTC EHF. ICELAND 8995 2016 01 

VORICONAZOLUM 

VORICONAZOL 

ZENTIVA 200 mg 

POWDER FOR 

SOLUTION FOR 

INFUSION 200mg ZENTIVA, K.S. 

THE CZECH 

REPUBLIC 8996 2016 01 
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Medicinal products authorised through centralised procedure by the EMA, notified for marketing in Romania 

during the 2nd quarter of 2016 

 

INN Invented name Pharmaceutical form Strength MAH Country MA number 

COMBINATIONS 

(EMTRICITABINUM+TEN

OFOVIRUM) 

DESCOVY  

200 mg/10 mg 

FILM-COATED 

TABLETS 

200mg/ 

10mg 

GILEAD SCIENCES 

INTERNATIONAL 

LTD. 

GREAT 

BRITAIN 

1099 2016 01 

COMBINATIONS 

(EMTRICITABINUM+TEN

OFOVIRUM) 

DESCOVY  

200 mg/25 mg 

FILM-COATED 

TABLETS 

200mg/ 

25mg 

GILEAD SCIENCES 

INTERNATIONAL 

LTD. 

GREAT 

BRITAIN 

1099 2016 03 

DARATUMUMABUM DARZALEX  

20 mg/ml 

CONCENTRATE 

FOR SOLUTION 

FOR INFUSION 

20mg/ml JANSSEN-CILAG 

INTERNATIONAL 

NV 

BELGIA 1101 2016 01 

EFTRENONACOG ALFA ALPROLIX  

250 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

250 IU BIOGEN IDEC LTD GREAT 

BRITAIN 

1098 2016 01 

EFTRENONACOG ALFA ALPROLIX  

500 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

500 IU BIOGEN IDEC LTD GREAT 

BRITAIN 

1098 2016 02 

EFTRENONACOG ALFA ALPROLIX  

1000 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

1000 IU BIOGEN IDEC LTD GREAT 

BRITAIN 

1098 2016 03 

EFTRENONACOG ALFA ALPROLIX  

2000 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

2000 IU BIOGEN IDEC LTD GREAT 

BRITAIN 

1098 2016 04 

EFTRENONACOG ALFA ALPROLIX  

3000 IU 

POWDER AND 

SOLVENT FOR 

SOLUTION FOR 

INJECTION 

3000 IU BIOGEN IDEC LTD GREAT 

BRITAIN 

1098 2016 05 
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IXEKIZUMABUM TALTZ SOLUTION FOR 

INJECTION IN PRE-

FILLED SYRINGE 

80mg ELI LILLY  

NEDERLAND BV 

HOLLAND 1085 2016 04 

IXEKIZUMABUM TALTZ SOLUTION FOR 

INJECTION IN PRE-

FILLED PEN 

80mg ELI LILLY  

NEDERLAND BV 

HOLLAND 1085 2016 01 

OBINUTUZUMABUM GAZYVARO  

1000 mg 

CONCENTRATE 

FOR SOLUTION 

FOR INFUSION 

1000mg ROCHE 

REGISTRATION 

LIMITED 

GREAT 

BRITAIN 

937 2016 01 

PALONOSETRONUM PALONOSETRON 

ACCORD  

250 micrograms 

SOLUTION FOR 

INJECTION 

250micro- 

grams 

ACCORD 

HEALTHCARE 

LIMITED 

GREAT 

BRITAIN 

1104 2016 01 

 

 

 

 


