
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/108 pielikums Nr.3-3

Nr.p.k.
Reģ. 

numurs

Zāļu nosaukums, zāļu 

forma, stiprums/ 

koncentrācija

Aktīvās vielas 

nosaukums

Reģistrācijas 

apliecības 

īpašnieks, valsts

Izmaiņu 

procedūras 

numurs

Procedūras numurs

1 2 3 4 5 6 7

1 08-0367 Simvastatin Accord 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Simvastatinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1314/001/IB/027

2 08-0368 Simvastatin Accord 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Simvastatinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1314/002/IB/027

3 08-0369 Simvastatin Accord 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Simvastatinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1314/003/IB/027

4 06-0220 Betahistine Actavis 16 mg 

tablets, Tablets, 16 mg

Betahistini 

dihydrochloridum

Actavis Group hf, 

Īslande

NL/H/0710/002/IB/023

5 07-0082 Fosinopril HCT Actavis 20 

mg/12.5 mg tablets, Tablets, 

20 mg/12.5 mg

Fosinoprilum 

natricum, 

Hydrochlorothiazid

um

Actavis Group hf, 

Īslande

DE/H/0729/001/IA/029

6 11-0437 Clarithromycin Actavis 500 

mg prolonged-release tablets, 

Prolonged-release tablets, 500 

mg

Clarithromycinum Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0432/001/IA/006/G

7 14-0124 Cleodette 0.02 mg/3 mg 28 

film-coated tablets, Film-

coated tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/0707/003/IB/010

8 14-0124 Cleodette 0.02 mg/3 mg 28 

film-coated tablets, Film-

coated tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0707/003/IA/009/G

9 14-0122 Cleodette 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/0707/001/IB/010

10 14-0122 Cleodette 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0707/001/IA/009/G

11 14-0123 Cleodette 0.03 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.03 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/0707/002/IB/010

12 14-0123 Cleodette 0.03 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.03 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0707/002/IA/009/G

13 16-0132 Esomeprazole Actavis 40 mg 

powder for solution for 

injection/infusion, Powder for 

solution for injection/infusion, 

40 mg

Esomeprazolum Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/1414/001/IA/004/G

14 12-0098 Rosuvastatin Actavis 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Rosuvastatinum Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0518/002/IA/014/G

15 12-0099 Rosuvastatin Actavis 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Rosuvastatinum Actavis Group 

PTC ehf., Īslande

PT/H/xxxx/IA/

052/G

PT/H/0518/003/IA/014/G

16 10-0390 Trimetazidine Actavis 35 mg 

modified-release tablets, 

Modified-release tablets, 35 

mg

Trimetazidini 

dihydrochloridum

Actavis Group 

PTC ehf., Īslande

DE/H/xxxx/W

S/339

EE/H/0134/001/II/008
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17 15-0333 Reseligo 10.8 mg implant in 

pre-filled syringe, Implant, 

pre-filled syringe, 10.8 mg

Goserelinum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

PT/H/1277/001/IA/005/G

18 05-0199 Eligard 22.5 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 22.5 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/002/P/002

19 05-0199 Eligard 22.5 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 22.5 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/002/IA/071

20 07-0345 Eligard 45 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 45 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/003/P/002

21 05-0198 Eligard 7.5 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 7.5 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/001/P/002

22 14-0146 Urizia 6 mg/0.4 mg modified 

release tablets, Modified-

release tablets, 6 mg/0.4 mg

Solifenacini 

succinas, 

Tamsulosini 

hydrochloridum

Astellas Pharma 

AS, Dānija

NL/H/2968/001/P/001

23 15-0265 Vesicare 1 mg/ml oral 

suspension, Oral suspension, 

1 mg/ml

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/003/IA/043/G

24 05-0099 Vesicare 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/002/IA/043/G

25 05-0098 Vesicare 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/001/IA/043/G

26 05-0141 Nebido 1000 mg/4 ml 

solution for injection, 

Solution for injection, 1000 

mg/4 ml

Testosteroni 

undecanoas

Bayer AG, Vācija FI/H/0313/001/IA/041/G

27 05-0297 Oltar 1 mg tablets, Tablets, 1 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/001/IA/033/G

28 05-0297 Oltar 1 mg tablets, Tablets, 1 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/001/IB/032

29 05-0298 Oltar 2 mg tablets, Tablets, 2 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/002/IB/032

30 05-0298 Oltar 2 mg tablets, Tablets, 2 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/002/IA/033/G

31 05-0299 Oltar 3 mg tablets, Tablets, 3 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/003/IB/032

32 05-0299 Oltar 3 mg tablets, Tablets, 3 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/003/IA/033/G

33 10-0001 Brufen 200 mg film-coated 

tablets, Film-coated tablets, 

200 mg

Ibuprofenum BGP Products, 

SIA, Latvija

SE/H/0912/001/IA/032

34 10-0002 Brufen 400 mg film-coated 

tablets, Film-coated tablets, 

400 mg

Ibuprofenum BGP Products, 

SIA, Latvija

SE/H/0912/002/IA/032
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35 13-0191 Telmisartan/Hydrochlorothiaz

ide Billev 40 mg/12.5 mg 

tablets, Tablets, 40 mg/12.5 

mg

Telmisartanum, 

Hydrochlorothiazid

um

Billev Pharma 

Aps, Dānija

DK/H/2176/001/IA/015/G

36 13-0192 Telmisartan/Hydrochlorothiaz

ide Billev 80 mg/12.5 mg 

tablets, Tablets, 80 mg/12.5 

mg

Telmisartanum, 

Hydrochlorothiazid

um

Billev Pharma 

Aps, Dānija

DK/H/2176/002/IA/015/G

37 13-0193 Telmisartan/Hydrochlorothiaz

ide Billev 80 mg/25 mg 

tablets, Tablets, 80 mg/25 mg

Telmisartanum, 

Hydrochlorothiazid

um

Billev Pharma 

Aps, Dānija

DK/H/2176/003/IA/015/G

38 14-0268 Sinupret extract 160 mg 

coated tablets, Coated tablets, 

160 mg

Gentianae radicis, 

Primulae floris, 

Rumicis herbae, 

Sambuci floris, 

Verbenae herbae 

extractum siccum

Bionorica SE, 

Vācija

DE/H/3813/001/IB/004/G

39 15-0193 Favynd 18 micrograms 

inhalation powder, hard 

capsule, Inhalation powder, 

hard capsule, 18 μg

Tiotropium Boehringer 

Ingelheim 

International 

GmbH, Vācija

NL/H/3136/001/IB/010

40 15-0194 Srivasso 18 micrograms 

inhalation powder, hard 

capsule, Inhalation powder, 

hard capsule, 18 μg

Tiotropium Boehringer 

Ingelheim 

International 

GmbH, Vācija

NL/H/3137/001/IB/010

41 07-0328 Fluconazole Claris 2 mg/ml 

solution for infusion, Solution 

for infusion, 2 mg/ml

Fluconazolum Claris Lifesciences 

(UK) Limited, 

Lielbritānija

UK/H/0871/001/IB/021/G

42 07-0278 Velaxin 150 mg prolonged-

release hard capsules, 

Prolonged release capsules, 

hard, 150 mg

Venlafaxinum Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0128/003/IA/025

43 07-0276 Velaxin 37.5 mg prolonged-

release hard capsules, 

Prolonged release capsules, 

hard, 37.5 mg

Venlafaxinum Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0128/001/IA/025

44 07-0277 Velaxin 75 mg prolonged-

release hard capsules, 

Prolonged release capsules, 

hard, 75 mg

Venlafaxinum Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0128/002/IA/025

45 05-0045 Propoven 1%, emulsion for 

injection or infusion, 

Emulsion for injection or 

infusion, 10 mg/ml

Propofolum Fresenius Kabi 

Deutschland 

GmbH, Vācija

DE/H/0490/001/IA/043

46 05-0046 Propoven 2%, emulsion for 

injection or infusion, 

Emulsion for injection or 

infusion, 20 mg/ml

Propofolum Fresenius Kabi 

Deutschland 

GmbH, Vācija

DE/H/0490/002/IA/043

47 06-0168 Geloplasma solution for 

infusion, Solution for infusion

Gelatina, Natrii 

chloridum, 

Magnesii 

chloridum 

hexahydricum, 

Kalii chloridum, 

Natrii lactatis 

solutio

Fresenius Kabi 

France, Francija

FR/H/0290/001/IA/021
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48 15-0028 Gemcitabine Kabi 38 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 38 

mg/ml

Gemcitabinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

NL/H/2447/002/IB/009

49 10-0611 Paracetamol Kabi 10 mg/ml 

solution for infusion, Solution 

for infusion, 10 mg/ml

Paracetamolum Fresenius Kabi 

Polska Sp.z o.o., 

Polija

DE/H/2511/001/IA/021

50 07-0101 Androfin 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Finasteridum G.L. Pharma 

GmbH, Austrija

CZ/H/0191/001/IA/019

51 11-0503 Moduxin 35 mg prolonged-

release tablets, Prolonged-

release tablets, 35 mg

Trimetazidini 

dihydrochloridum

Gedeon Richter 

Plc., Ungārija

DE/H/xxxx/W

S/339

HU/H/0310/001/II/017

52 04-0410 Avodart 0.5 mg capsules, soft, 

Capsules, soft, 0.5 mg

Dutasteridum Glaxo Group Ltd., 

Lielbritānija

FR/H/xxxx/IA/

121/G

SE/H/0304/001/IA/074/G

53 15-0221 Flixonase 50 micrograms per 

actuation nasal spray, 

suspension, Nasal spray, 

suspension, 50 micrograms 

per actuation

Fluticasoni 

propionas

GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

UK/H/5780/001/IA/016

54 06-0114 Nicotinell Cool Mint 2 mg 

medicated chewing gum, 

Medicated chewing gum, 2 

mg

Nicotinum GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

UK/H/0408/001/IA/062

55 06-0116 Nicotinell Cool Mint 4 mg 

medicated chewing gum, 

Medicated chewing gum, 4 

mg

Nicotinum GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

UK/H/0408/002/IA/062

56 04-0196 Amoxil 500 mg capsules, 

hard, Hard capsules, 500 mg

Amoxicillinum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

UK/H/6220/002/IA/013/G

57 99-0033 Augmentin 1000 mg/200 mg 

powder for solution for 

injection or infusion, Powder 

for solution for injection or 

infusion, 1000 mg/200 mg

Amoxicillinum, 

Acidum 

clavulanicum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

DE/H/2809/003/IA/023/G

58 10-0254 Combodart 0.5 mg/0.4 mg 

hard capsules, Capsules, hard, 

0.5 mg/0.4 mg

Dutasteridum, 

Tamsulosini 

hydrochloridum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

DE/H/2251/001/IA/036/G

59 97-0590 Lamictal 100 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

100 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/005/IA/052/G

60 02-0401 Lamictal 2 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

2 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/001/IA/052/G

61 97-0591 Lamictal 200 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

200 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/006/IA/052/G

4



Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/108 pielikums Nr.3-3

1 2 3 4 5 6 7

62 97-0588 Lamictal 25 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

25 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/003/IA/052/G

63 97-0587 Lamictal 5 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

5 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/002/IA/052/G

64 97-0589 Lamictal 50 mg 

chewable/disper-sible tablets, 

Chewable/disper-sible tablets, 

50 mg

Lamotriginum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/1539/004/IA/052/G

65 07-0088 Relenza 5 mg/dose, inhalation 

powder, pre-dispensed, 

Inhalation powder, pre-

dispensed, 5 mg/dose

Zanamivirum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

SE/H/0180/001/IA/084/G

66 99-1041 Seroxat 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Paroxetinum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

NL/H/0566/001/IA/122/G

67 99-0877 Valtrex 500 mg film-coated 

tablets, Film-coated tablets, 

500 mg

Valaciclovirum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

SE/H/1041/002/IA/028/G

68 95-0049 Zinnat 25 mg/ml granules for 

oral suspension, Granules for 

oral suspension, 25 mg/ml

Cefuroximum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

UK/H/5462/001/IA/012/G

69 97-0234 Zinnat 250 mg coated tablets, 

Coated tablets, 250 mg

Cefuroximum GlaxoSmithKline 

Latvia, SIA, 

Latvija

FR/H/xxxx/IA/

121/G

UK/H/5462/004/IA/012/G

70 13-0269 Imatinib Grindeks 100 mg 

capsules, hard, Capsules, 

hard, 100 mg

Imatinibum Grindeks, AS, 

Latvija

SE/H/1295/001/IA/007

71 10-0167 Torasemide Hexal 10 mg 

tablets, Tablets, 10 mg

Torasemidum Hexal AG, Vācija SE/H/xxxx/WS

/132

SE/H/0361/003/WS/039

72 07-0326 Oxaliplatin Hospira 5 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 5 mg/ml

Oxaliplatinum Hospira UK 

Limited, 

Lielbritānija

UK/H/0971/001/IA/045/G

73 07-0119 Alventa 150 mg prolonged 

release capsules, hard, 

Prolonged release capsules, 

hard, 150 mg

Venlafaxinum KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/0799/003/IA/023

74 07-0117 Alventa 37.5 mg prolonged 

release capsules, hard, 

Prolonged release capsules, 

hard, 37.5 mg

Venlafaxinum KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/0799/001/IA/023

75 07-0118 Alventa 75 mg prolonged 

release capsules, hard, 

Prolonged release capsules, 

hard, 75 mg

Venlafaxinum KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/0799/002/IA/023

76 05-0553 Ampril HD 5 mg/25 mg 

tablets, Tablets, 5 mg/25 mg

Ramiprilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/002/IA/030

77 05-0552 Ampril HL 2,5 mg/12,5 mg 

tablets, Tablets, 2,5 mg/12,5 

mg

Ramiprilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/001/IA/030
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78 15-0068 Dulsevia 30 mg gastro-

resistant capsule, hard, Gastro-

resistant capsule, hard, 30 mg

Duloxetinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0155/001/IB/005

79 15-0069 Dulsevia 60 mg gastro-

resistant capsule, hard, Gastro-

resistant capsule, hard, 60 mg

Duloxetinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0155/002/IB/005

80 07-0256 Nolpaza 20 mg gastro-

resistant tablets, Gastro-

resistant tablets, 20 mg

Pantoprazolum KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/0946/001/IB/046

81 07-0257 Nolpaza 40 mg gastro-

resistant tablets, Gastro-

resistant tablets, 40 mg

Pantoprazolum KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/0946/002/IB/046

82 11-0085 Rolpryna SR 2 mg prolonged-

release tablets, Prolonged-

release tablets, 2 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/001/IB/006

83 11-0085 Rolpryna SR 2 mg prolonged-

release tablets, Prolonged-

release tablets, 2 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/001/IB/007

84 11-0085 Rolpryna SR 2 mg prolonged-

release tablets, Prolonged-

release tablets, 2 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/001/IB/005/G

85 11-0086 Rolpryna SR 4 mg prolonged-

release tablets, Prolonged-

release tablets, 4 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/002/IB/007

86 11-0086 Rolpryna SR 4 mg prolonged-

release tablets, Prolonged-

release tablets, 4 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/002/IB/005/G

87 11-0086 Rolpryna SR 4 mg prolonged-

release tablets, Prolonged-

release tablets, 4 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/002/IB/006

88 11-0087 Rolpryna SR 8 mg prolonged-

release tablets, Prolonged-

release tablets, 8 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/003/IB/007

89 11-0087 Rolpryna SR 8 mg prolonged-

release tablets, Prolonged-

release tablets, 8 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/003/IB/005/G

90 11-0087 Rolpryna SR 8 mg prolonged-

release tablets, Prolonged-

release tablets, 8 mg

Ropinirolum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0117/003/IB/006

91 15-0245 Rosudapin 10 mg + 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg + 10 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/002/II/004

92 15-0244 Rosudapin 10 mg + 5 mg film-

coated tablets, Film-coated 

tablets, 10 mg + 5 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/001/II/004
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93 15-0247 Rosudapin 15 mg + 10 mg 

film-coated tablets, Film-

coated tablets, 15 mg + 10 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/006/II/004

94 15-0246 Rosudapin 15 mg + 5 mg film-

coated tablets, Film-coated 

tablets, 15 mg + 5 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/005/II/004

95 15-0249 Rosudapin 20 mg + 10 mg 

film-coated tablets, Film-

coated tablets, 20 mg + 10 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/004/II/004

96 15-0248 Rosudapin 20 mg + 5 mg film-

coated tablets, Film-coated 

tablets, 20 mg + 5 mg

Rosuvastatinum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0388/003/II/004

97 13-0207 Septanazal 0,5 mg/50 mg/ml 

nasal spray, solution for 

children, Nasal spray, 

solution, 0,5 mg/50 mg/ml

Xylometazolini 

hydrochloridum, 

Dexpanthenolum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0170/002/IA/010

98 13-0208 Septanazal 1 mg/50 mg/ml 

nasal spray, solution for 

adults, Nasal spray, solution, 

1 mg/50 mg/ml

Xylometazolini 

hydrochloridum, 

Dexpanthenolum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0170/001/IA/010

99 10-0144 Kalcipos-D forte 500 mg/800 

IU chewable tablets, 

Chewable tablets, 500 mg/800 

IU

Calcium, 

Colecalciferolum

Meda AB, 

Zviedrija

SE/H/xxxx/IA/

406/G

SE/H/0805/002/IA/023/G

100 12-0051 Kalcipos-D forte 500 mg/800 

IU film-coated tablets, Film-

coated tablets, 500 mg/800 IU

Calcium, 

Colecalciferolum

Meda AB, 

Zviedrija

SE/H/xxxx/IA/

406/G

SE/H/0805/003/IA/023/G

101 12-0194 Edluar 10 mg sublingual 

tablets, Sublingual tablets, 10 

mg

Zolpidemi tartras Meda Pharma 

GmbH & Co.KG, 

Vācija

SE/H/xxxx/IA/

406/G

SE/H/1046/002/IA/011/G

102 12-0193 Edluar 5 mg sublingual 

tablets, Sublingual tablets, 5 

mg

Zolpidemi tartras Meda Pharma 

GmbH & Co.KG, 

Vācija

SE/H/xxxx/IA/

406/G

SE/H/1046/001/IA/011/G

103 14-0030 Epipen 150 micrograms 

solution for injection in pre-

filled pen, Solution for 

injection in pre-filled pen, 150 

µg

Epinephrinum Meda Pharma, 

SIA, Latvija

SE/H/xxxx/IA/

406/G

SE/H/1287/001/IA/013/G

104 14-0031 Epipen 300 micrograms 

solution for injection in pre-

filled pen, Solution for 

injection in pre-filled pen, 300 

µg

Epinephrinum Meda Pharma, 

SIA, Latvija

SE/H/xxxx/IA/

406/G

SE/H/1287/002/IA/013/G

105 13-0090 Treclinac 10 mg/0.25 mg/g 

gel, Gel, 10 mg/0.25 mg/g

Clindamycinum, 

Tretinoinum

Meda Pharma, 

SIA, Latvija

SE/H/xxxx/IA/

406/G

SE/H/1134/001/IA/021/G

106 11-0041 Amicor 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Atorvastatinum Medochemie Ltd., 

Kipra

DK/H/1402/001/II/015

107 11-0042 Amicor 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Atorvastatinum Medochemie Ltd., 

Kipra

DK/H/1402/002/II/015

108 11-0043 Amicor 40 mg film-coated 

tablets, Film-coated tablets, 

40 mg

Atorvastatinum Medochemie Ltd., 

Kipra

DK/H/1402/003/II/015
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109 16-0099 Ferant 250 micrograms 

solution for injection, 

Solution for injection, 250 µg

Palonosetronum Medochemie Ltd., 

Kipra

SE/H/1541/001/IB/001

110 12-0087 Amoxicillin MIP 1000 mg 

tablets, Tablets, 1000 mg

Amoxicillinum MIP Pharma 

GmbH, Vācija

FI/H/0884/003/IB/006

111 12-0085 Amoxicillin MIP 500 mg 

tablets, Tablets, 500 mg

Amoxicillinum MIP Pharma 

GmbH, Vācija

FI/H/0884/001/IB/006

112 13-0273 Bosentan Norameda 125 mg 

film-coated tablets, Film-

coated tablets, 125 mg

Bosentanum Norameda UAB, 

Lietuva

CZ/H/0457/002/IA/010

113 13-0272 Bosentan Norameda 62.5 mg 

film-coated tablets, Film-

coated tablets, 62.5 mg

Bosentanum Norameda UAB, 

Lietuva

CZ/H/0457/001/IA/010

114 09-0379 Octagam 100 mg/ml solution 

for infusion, Solution for 

infusion, 100 mg/ml

Immunoglobulinu

m humanum 

normale

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0479/001/IA/039

115 10-0190 Octanine 1000 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 

1000 IU/vial

Factor IX 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0213/002/IA/054

116 10-0191 Octanine 500 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 500 

IU/vial

Factor IX 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0213/001/IA/054

117 15-0256 Octaplasma solution for 

infusion, Solution for 

infusion, 45-70 mg/ml

Proteinum 

plasmatis 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

UK/H/0355/001/IA/072

118 07-0393 Nalpain 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Nalbuphini 

hydrochloridum

Orpha-Devel 

Handels und 

Vertriebs GmbH, 

Austrija

NL/H/0983/001/IA/012

119 06-0218 Normosang 25 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 25 

mg/ml

Haeminum 

humanum

Orphan Europe 

SARL, Francija

FR/H/0140/001/IB/036

120 15-0049 Aircosona 12 micrograms 

inhalation powder, hard 

capsule, Inhalation powder, 

hard capsule, 12 micrograms

Formoteroli 

fumaras dihydricus

PharmaSwiss 

Ceska republika 

s.r.o., Čehija

SE/H/1364/001/IB/005

121 15-0272 Atsimutin 25 mg film-coated 

tablets, Film-coated tablets, 

25 mg

Azathioprinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

DE/H/3037/001/II/010

122 15-0273 Atsimutin 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Azathioprinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

DE/H/3037/002/II/010

123 15-0113 Brizadopt 10 mg/ml eye 

drops, suspension, Eye drops, 

suspension, 10 mg/ml

Brinzolamidum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/2834/001/II/005

124 11-0403 Timlatan 50 micrograms/5 

mg/ml eye drops, solution, 

Eye drops, solution, 50 μg/5 

mg/ml

Latanoprostum, 

Timololum

PharmaSwiss 

Ceska republika 

s.r.o., Čehija

IE/H/0228/001/IA/016/G
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125 11-0385 Sevoflurane Piramal 100% 

Inhalation Vapour, liquid, 

Inhalation vapour, liquid, 

100%

Sevofluranum Piramal Healthcare 

UK Limited, 

Lielbritānija

UK/H/4252/001/IA/022

126 10-0476 Nurofen for Children Orange 

200 mg/5 ml oral suspension, 

Oral suspension, 200 mg/5 ml

Ibuprofenum Reckitt Benckiser 

(Poland) S.A., 

Polija

DE/H/xxxx/W

S/383

DE/H/2206/001/WS/023

127 10-0477 Nurofen for Children 

Strawberry 200 mg/5 ml oral 

suspension, Oral suspension, 

200 mg/5 ml

Ibuprofenum Reckitt Benckiser 

(Poland) S.A., 

Polija

DE/H/xxxx/W

S/383

DE/H/2206/002/WS/023

128 04-0356 Copegus 200 mg film-coated 

tablets, Film-coated tablets, 

200 mg

Ribavirinum Roche Latvija, 

SIA, Latvija

NL/H/0352/001/P/001

129 15-0104 Coxitor 120 mg film-coated 

tablets, Film-coated tablets, 

120 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/004/IA/012/G

130 15-0102 Coxitor 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/002/IA/012/G

131 15-0103 Coxitor 90 mg film-coated 

tablets, Film-coated tablets, 

90 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/003/IA/012/G

132 15-0064 Moxifloxacin Sandoz 400 mg 

film-coated tablets, Film-

coated tablets, 400 mg

Moxifloxacinum Sandoz d.d., 

Slovēnija

AT/H/0366/001/IA/015/G

133 15-0064 Moxifloxacin Sandoz 400 mg 

film-coated tablets, Film-

coated tablets, 400 mg

Moxifloxacinum Sandoz d.d., 

Slovēnija

AT/H/0366/001/IB/014/G

134 05-0106 Xorimax 250 mg film-coated 

tablets, Film-coated tablets, 

250 mg

Cefuroximum Sandoz GmbH, 

Austrija

NL/H/0556/002/IB/038/G

135 05-0107 Xorimax 500 mg film-coated 

tablets, Film-coated tablets, 

500 mg

Cefuroximum Sandoz GmbH, 

Austrija

NL/H/0556/003/IB/038/G

136 16-0098 Adacel suspension for 

injection in prefilled syringe, 

Suspension for injection in 

prefilled syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

Sanofi Pasteur 

S.A., Francija

DE/H/1933/002/II/046

137 10-0041 Adacel suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

Sanofi Pasteur 

S.A., Francija

DE/H/1933/001/II/046

138 15-0135 Nasacort 55 micrograms/dose 

nasal spray, suspension, Nasal 

spray, suspension, 55 µg/dose

Triamcinoloni 

acetonidum

Sanofi-aventis 

Latvia, SIA, 

Latvija

UK/H/0189/001/IA/069
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139 15-0024 Taptiqom 15 micrograms/5 

mg/ml eye drops, solution in 

single dose container, Eye 

drops, solution in single-dose 

container, 15 μg/5 mg/ml

Tafluprostum, 

Timololum

Santen Oy, Somija DE/H/3869/001/II/002/G

140 10-0340 Calcigran Forte Extra D 500 

mg/800 IU chewable tablets, 

Chewable tablets, 500 mg/800 

IU

Calcium, 

Colecalciferolum

Takeda AS, 

Norvēģija

SE/H/xxxx/IA/

397/G

SE/H/0126/005/IA/120/G

141 10-0061 Calcigran Forte Flex 500 

mg/400 IU film-coated 

tablets, Film-coated tablets, 

500 mg/400 IU

Calcium, 

Colecalciferolum

Takeda AS, 

Norvēģija

SE/H/xxxx/IA/

397/G

SE/H/0126/003/IA/120/G

142 06-0208 Matrifen 100 

micrograms/hour transdermal 

patch, Transdermal patch, 100 

µg/h

Fentanylum Takeda Pharma 

AS, Igaunija

SE/H/0568/005/IA/033

143 06-0204 Matrifen 12 micrograms/hour 

transdermal patch, 

Transdermal patch, 12 µg/h

Fentanylum Takeda Pharma 

AS, Igaunija

SE/H/0568/001/IA/033

144 06-0205 Matrifen 25 micrograms/hour 

transdermal patch, 

Transdermal patch, 25 µg/h

Fentanylum Takeda Pharma 

AS, Igaunija

SE/H/0568/002/IA/033

145 06-0206 Matrifen 50 micrograms/hour 

transdermal patch, 

Transdermal patch, 50 µg/h

Fentanylum Takeda Pharma 

AS, Igaunija

SE/H/0568/003/IA/033

146 06-0207 Matrifen 75 micrograms/hour 

transdermal patch, 

Transdermal patch, 75 µg/h

Fentanylum Takeda Pharma 

AS, Igaunija

SE/H/0568/004/IA/033

147 16-0112 Abacavir/Lamivudine Teva 

600 mg/300 mg film-coated 

tablets, Film-coated tablets, 

600 mg/300 mg

Abacavirum, 

Lamivudinum

Teva B.V., 

Nīderlande

DE/H/4343/001/IA/004

148 16-0092 Amlodipine/Valsartan Teva 

10 mg/160 mg film-coated 

tablets, Film-coated tablets, 

10 mg/160 mg

Amlodipinum, 

Valsartanum

Teva B.V., 

Nīderlande

DE/H/4275/003/IA/006/G

149 16-0091 Amlodipine/Valsartan Teva 5 

mg/160 mg film-coated 

tablets, Film-coated tablets, 5 

mg/160 mg

Amlodipinum, 

Valsartanum

Teva B.V., 

Nīderlande

DE/H/4275/002/IA/006/G

150 09-0250 Oxcarbazepine Teva 300 mg 

film-coated tablets, Film-

coated tablets, 300 mg

Oxcarbazepinum Teva Pharma B.V., 

Nīderlande

UK/H/1304/002/II/009

151 09-0251 Oxcarbazepine Teva 600 mg 

film-coated tablets, Film-

coated tablets, 600 mg

Oxcarbazepinum Teva Pharma B.V., 

Nīderlande

UK/H/1304/003/II/009

152 13-0088 Perindopril/Indapamide Teva 

2.5 mg/0.625 mg film-coated 

tablets, Film-coated tablets, 

2.5 mg/0.625 mg

Perindoprili tosilas, 

Indapamidum

Teva Pharma B.V., 

Nīderlande

NL/H/2467/001/IA/018
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153 13-0089 Perindopril/Indapamide Teva 

5 mg/1.25 mg film-coated 

tablets, Film-coated tablets, 5 

mg/1.25 mg

Perindoprili tosilas, 

Indapamidum

Teva Pharma B.V., 

Nīderlande

NL/H/2467/002/IA/018

154 10-0639 Trimetazidine Teva 35 mg 

prolonged release tablets, 

Prolonged-release tablets, 35 

mg

Trimetazidini 

dihydrochloridum

Teva Pharma B.V., 

Nīderlande

DE/H/xxxx/W

S/339

HU/H/0344/001/II/014

155 13-0171 Voriconazole Teva 200 mg 

film-coated tablets, Film-

coated tablets, 200 mg

Voriconazolum Teva Pharma B.V., 

Nīderlande

NL/H/2585/002/IA/008

156 12-0125 Metformin Vitabalans 1000 

mg film-coated tablets, Film-

coated tablets, 1000 mg

Metformini 

hydrochloridum

Vitabalans Oy, 

Somija

EE/H/0170/002/IA/013/G

157 12-0124 Metformin Vitabalans 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Metformini 

hydrochloridum

Vitabalans Oy, 

Somija

EE/H/0170/001/IA/013/G

158 12-0017 Carzan 16 mg tablets, Tablets, 

16 mg

Candesartanum 

cilexetilum

Zentiva, k.s., 

Čehija

CZ/H/0528/003/IB/014/G

159 12-0016 Carzan 8 mg tablets, Tablets, 

8 mg

Candesartanum 

cilexetilum

Zentiva, k.s., 

Čehija

CZ/H/0528/002/IB/014/G

160 12-0020 Carzan HCT 16 mg/12.5 mg 

tablets, Tablets, 16 mg/12.5 

mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0527/002/IB/013/G

161 12-0230 LETHE 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Zentiva, k.s., 

Čehija

CZ/H/0533/001/IB/010/G

162 05-0244 Recoxa 15 mg tablets, 

Tablets, 15 mg

Meloxicamum Zentiva, k.s., 

Čehija

EE/H/0179/002/IA/043

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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