
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/105 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 11-0080 Clopidogrel Accord 75 mg 

film-coated tablets, Film-

coated tablets, 75 mg

Clopidogrelum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1348/001/IA/012/G

2 14-0169 Etoposide Accord 20 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 20 

mg/ml

Etoposidum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/1330/001/IA/005/G

3 10-0358 Ondansetron Accord 2 mg/ml 

solution for injection or 

infusion, Solution for 

injection or infusion, 2 mg/ml

Ondansetronum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1250/001/IB/022/G

4 10-0151 Oxaliplatin Accord 5 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 5 mg/ml

Oxaliplatinum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1349/001/IA/023/G

5 16-0140 Irinotecan Accord 20 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 20 

mg/ml

Irinotecani 

hydrochloridum 

trihydricum

Accord Healthcare 

Ltd, Lielbritānija

UK/H/6057/001/IA/002

6 07-0112 Atorvastatin Actavis 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Atorvastatinum Actavis Group hf, 

Īslande

IS/H/xxxx/IA/0

13/G

IS/H/0100/001/IA/028/G

7 07-0113 Atorvastatin Actavis 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Atorvastatinum Actavis Group hf, 

Īslande

IS/H/xxxx/IA/0

13/G

IS/H/0100/002/IA/028/G

8 07-0114 Atorvastatin Actavis 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Atorvastatinum Actavis Group hf, 

Īslande

IS/H/xxxx/IA/0

13/G

IS/H/0100/003/IA/028/G

9 12-0035 Atorvastatin Actavis 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Atorvastatinum Actavis Group hf, 

Īslande

IS/H/xxxx/IA/0

13/G

IS/H/0100/004/IA/028/G

10 09-0117 Indapamide Actavis 1.5 mg 

prolonged release tablets, 

Prolonged-release tablets, 1.5 

mg

Indapamidum Actavis Group 

PTC ehf., Īslande

DE/H/1010/001/IA/015/G

11 16-0110 Tadalafil Actavis 20 mg film-

coated tablets, Film-coated 

tablets, 20 mg

Tadalafilum Actavis Group 

PTC ehf., Īslande

SE/H/1531/004/IB/003

12 16-0109 Tadalafil Actavis 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Tadalafilum Actavis Group 

PTC ehf., Īslande

SE/H/1531/002/IB/003

13 05-0019 Alvesco 160 micrograms 

pressurised inhalation, 

solution, Pressurised 

inhalation, solution, 160 mcg

Ciclesonidum AstraZeneca AB, 

Zviedrija

UK/H/0699/003/II/047

14 05-0018 Alvesco 80 micrograms 

pressurised inhalation, 

solution, Pressurised 

inhalation, solution, 80 mcg

Ciclesonidum AstraZeneca AB, 

Zviedrija

UK/H/0699/002/II/047
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15 15-0009 Valganciclovir Aurobindo 

450 mg film-coated tablets, 

Film-coated tablets, 450 mg

Valganciclovirum Aurobindo Pharma 

(Malta) Limited, 

Malta

PT/H/1182/001/IA/010/G

16 11-0157 Quinapril/Hydrochlorothiazid 

Aurobindo 10 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 10 mg/12.5 mg

Quinaprili 

hydrochloridum, 

Hydrochlorothiazid

um

Aurobindo Pharma 

Limited, 

Lielbritānija

UK/H/1168/001/IA/015

17 11-0158 Quinapril/Hydrochlorothiazid 

Aurobindo 20 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 20 mg/12.5 mg

Quinaprili 

hydrochloridum, 

Hydrochlorothiazid

um

Aurobindo Pharma 

Limited, 

Lielbritānija

UK/H/1168/002/IA/015

18 11-0159 Quinapril/Hydrochlorothiazid 

Aurobindo 20 mg/25 mg film-

coated tablets, Film-coated 

tablets, 20 mg/25 mg

Quinaprili 

hydrochloridum, 

Hydrochlorothiazid

um

Aurobindo Pharma 

Limited, 

Lielbritānija

UK/H/1168/003/IA/015

19 05-0140 Duosol with 2 mmol/l 

potassium solution for 

haemofiltration, Solution for 

haemofiltration

Glucosum 

monohydricum, 

Natrii chloridum, 

Kalii chloridum, 

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

B.Braun Avitum 

AG, Vācija

NL/H/0504/002/IA/022/G

20 05-0486 Duosol with 4 mmol/l 

potassium solution for 

haemofiltration, Solution for 

haemofiltration

Glucosum 

monohydricum, 

Natrii chloridum, 

Kalii chloridum, 

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

B.Braun Avitum 

AG, Vācija

NL/H/0504/003/IA/022/G

21 05-0139 Duosol without potassium 

solution for haemofiltration, 

Solution for haemofiltration

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

B.Braun Avitum 

AG, Vācija

NL/H/0504/001/IA/022/G
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22 DE/H/0163/001/IB/020B.Braun 

Melsungen AG, 

Vācija

Glucosum 

monohydricum, 

Natrii 

dihydrogenophosp

has dihydricus, 

Zinci acetas 

dihydricus, Sojae 

oleum, Triglycerida 

saturata media, 

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Threoninum, 

Tryptophanum, 

Valinum, 

Argininum, 

Histidinum, 

Alaninum, Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Prolinum, Serinum, 

Calcii chloridum 

dihydricum, 

Magnesii acetas 

tetrahydricus, 

Natrii acetas 

trihydricus, Natrii 

chloridum, Kalii 

acetas, Natrii 

hydroxidum

Nutriflex Lipid peri emulsion 

for infusion, Emulsion for 

infusions

11-0336
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SE/H/1435/001/IA/001SE/H/xxxx/IA/

401/G

B.Braun 

Melsungen AG, 

Vācija

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Threoninum, 

Tryptophanum, 

Valinum, 

Argininum, 

Histidinum, 

Alaninum, Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Prolinum, Serinum, 

Natrii hydroxidum, 

Natrii chloridum, 

Natrii acetas 

trihydricus, Kalii 

acetas, Magnesii 

acetas 

tetrahydricus, 

Calcii chloridum 

dihydricum, 

Glucosum 

anhydricum, Natrii 

dihydrogenophosp

has dihydricus, 

Zinci acetas 

dihydricus, 

Triglycerida 

saturata media, 

Sojae oleum, 

Omega-3 acidorum 

triglycerida

Nutriflex Omega 56/144 

emulsion for infusion, 

Emulsion for infusions

16-016023
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25 06-0249 Albumin Baxalta 200 g/l 

solution for infusion, Solution 

for infusion, 200 g/l

Albuminum 

humanum

Baxalta 

Innovations 

GmbH, Austrija

DE/H/0474/002/P/001

26 06-0248 Albumin Baxalta 50 g/l 

solution for infusion, Solution 

for infusion, 50 g/l

Albuminum 

humanum

Baxalta 

Innovations 

GmbH, Austrija

DE/H/0474/001/P/001

27 14-0250 Physioneal 35 Clear-Flex 

Glucose 13.6 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 13.6 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/001/IA/036

24 SE/H/0920/002/IA/012SE/H/xxxx/IA/

401/G

B.Braun 

Melsungen AG, 

Vācija

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Threoninum, 

Tryptophanum, 

Valinum, 

Argininum, 

Histidinum, 

Alaninum, Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Prolinum, Serinum, 

Natrii hydroxidum, 

Natrii chloridum, 

Natrii acetas 

trihydricus, Kalii 

acetas, Magnesii 

acetas 

tetrahydricus, 

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Natrii 

dihydrogenophosp

has dihydricus, 

Zinci acetas 

dihydricus, 

Triglycerida 

saturata media, 

Soiae oleum 

raffinatum, Omega-

3 acidorum 

triglycerida

Nutriflex Omega peri 

emulsion for infusion, 

Emulsion for infusions

16-0161
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28 14-0251 Physioneal 35 Clear-Flex 

Glucose 22.7 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 22.7 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/002/IA/036

29 14-0252 Physioneal 35 Clear-Flex 

Glucose 38.6 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 38.6 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/003/IA/036

30 14-0253 Physioneal 40 Clear-Flex 

Glucose 13.6 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 13.6 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/004/IA/036

31 14-0254 Physioneal 40 Clear-Flex 

Glucose 22.7 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 22.7 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/005/IA/036

32 14-0255 Physioneal 40 Clear-Flex 

Glucose 38.6 mg/ml solution 

for peritoneal dialysis, 

Solution for peritoneal 

dialysis, 38.6 mg/ml

Glucosum 

anhydricum, Natrii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii 

hydrogenocarbonas

, Natrii (S)- lactatis 

solutio

Baxter Latvija, 

SIA, Latvija

DK/H/0590/006/IA/036

6



Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/105 pielikums Nr.3-3

1 2 3 4 5 6 7

33 16-0206 Dotagraf 0.5 mmol/ml 

solution for injection (for 

multiple use), Solution for 

injection, 0.5 mmol/ml

Acidum 

gadotericum

Bayer AG, Vācija DE/H/3944/002/II/001

34 16-0205 Dotagraf 0.5 mmol/ml 

solution for injection, 

Solution for injection, 0.5 

mmol/ml

Acidum 

gadotericum

Bayer AG, Vācija

DE/H/3944/001/II/001

35 09-0055 Finacea 150 mg/g gel, Gel, 

150 mg/g

Acidum azelaicum Bayer AG, Vācija AT/H/0167/001/IA/019/G

36 13-0078 Brumare 400 mg effervescent 

granules, Effervescent 

granules, 400 mg

Ibuprofenum BGP Products, 

SIA, Latvija

SE/H/1184/001/IB/022/G

37 11-0392 Hidrasec 10 mg granules for 

oral suspension, Granules for 

oral suspension, 10 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/002/IA/045

38 11-0495 Hidrasec 100 mg capsules, 

hard, Capsules, hard, 100 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/003/IA/045

39 11-0494 Hidrasec 100 mg capsules, 

hard, Capsules, hard, 100 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/003/IA/045

40 11-0393 Hidrasec 30 mg granules for 

oral suspension, Granules for 

oral suspension, 30 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/001/IA/045

41 11-0234 Spiriva 18 micrograms 

inhalation powder, hard 

capsules, Inhalation powder, 

hard capsule, 18 μg

Tiotropium Boehringer 

Ingelheim 

International 

GmbH, Vācija

NL/H/0299/001/IB/068

42 13-0125 Lidocaine Claris 10 mg/ml 

solution for injection, 

Solution for injection, 10 

mg/ml

Lidocaini 

hydrochloridum

Claris Lifesciences 

(UK) Limited, 

Lielbritānija

NL/H/2539/001/IA/007

43 13-0126 Lidocaine Claris 20 mg/ml 

solution for injection, 

Solution for injection, 20 

mg/ml

Lidocaini 

hydrochloridum

Claris Lifesciences 

(UK) Limited, 

Lielbritānija

NL/H/2539/002/IA/007

44 05-0532 Lotemax 0.5% eye drops, 

suspension, Eye drops, 

suspension, 0.5%

Loteprednoli 

etabonatum

Dr. Gerhard Mann, 

Vācija

UK/H/0629/001/IA/035/G

45 13-0015 Misoone 400 micrograms 

tablets, Tablets, 400 

micrograms

Misoprostolum Exelgyn, Francija NL/H/2355/001/IA/009/G

46 06-0025 Glypressin 1 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 1 

mg

Terlipressini acetas Ferring GmbH, 

Vācija

DK/H/0829/001/IB/030
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47 05-0385 MultiBic 2 mmol/l potassium 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/002/II/033

48 05-0386 MultiBic 3 mmol/l potassium 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/003/II/033

49 05-0387 MultiBic 4 mmol/l potassium 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/004/II/033

50 05-0388 MultiBic potassium-free 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/001/II/033

51 06-0109 Tamsulosin Lannacher 0.4 mg 

modified release capsules, 

hard, Modified release 

capsules, hard, 0.4 mg

Tamsulosini 

hydrochloridum

G.L. Pharma 

GmbH, Austrija

AT/H/0291/001/IA/029

52 11-0176 Daylette 3 mg/0.02 mg film-

coated tablets, Film-coated 

tablets, 3 mg/0.02 mg

Drospirenonum, 

Ethinylestradiolum

Gedeon Richter 

Plc., Ungārija

HU/H/0263/001/IA/011

53 12-0295 Vidonorm 4 mg/10 mg 

tablets, Tablets, 4 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0311/003/IB/012/G
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54 12-0294 Vidonorm 4 mg/5 mg tablets, 

Tablets, 4 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0311/001/IB/012/G

55 12-0297 Vidonorm 8 mg/10 mg 

tablets, Tablets, 8 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0311/004/IB/012/G

56 12-0296 Vidonorm 8 mg/5 mg tablets, 

Tablets, 8 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0311/002/IB/012/G

57 05-0024 Duac Gel 10 mg/g + 50 mg/g 

gel, Gel, 10 mg/g + 50 mg/g

Clindamycinum, 

Benzoylis 

peroxidum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

UK/H/0676/001/P/001

58 07-0308 Priorix-Tetra powder and 

solvent for solution for 

injection in pre-filled syringe, 

Powder and solvent for 

solution for injections in pre-

filled syringe

Virus morbilli 

(stirps Schwarzi), 

vivum, attenuatum, 

Virus parotitidis 

epidemici, vivum, 

attenuatum, Virus 

rubellae, vivum, 

attenuatum, Virus 

varicellae, vivum, 

attenuatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/0468/001/IB/083

59 07-0307 Priorix-Tetra powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection

Virus morbilli 

(stirps Schwarzi), 

vivum, attenuatum, 

Virus parotitidis 

epidemici, vivum, 

attenuatum, Virus 

rubellae, vivum, 

attenuatum, Virus 

varicellae, vivum, 

attenuatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/0468/002/IB/083

60 07-0088 Relenza 5 mg/dose, inhalation 

powder, pre-dispensed, 

Inhalation powder, pre-

dispensed, 5 mg/dose

Zanamivirum GlaxoSmithKline 

Latvia, SIA, 

Latvija

SE/H/0180/001/P/003

61 99-0877 Valtrex 500 mg film-coated 

tablets, Film-coated tablets, 

500 mg

Valaciclovirum GlaxoSmithKline 

Latvia, SIA, 

Latvija

SE/H/1041/002/P/001

62 13-0002 Palexia 20 mg/ml oral 

solution, Oral solution, 20 

mg/ml

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/2020/011/IB/026

63 13-0003 Palexia 4 mg/ml oral solution, 

Oral solution, 4 mg/ml

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/2020/010/IB/026

64 14-0081 Dotarem 0.5 mmol/ml 

solution for injection in pre-

filled syringes, Solution for 

injection in pre-filled syringe, 

0.5 mmol/ml

Acidum 

gadotericum

Guerbet SA, 

Francija

NL/H/xxxx/W

S/201

NL/H/0381/003/WS/056

65 14-0082 Dotarem 0.5 mmol/ml 

solution for injection in vial, 

Solution for injection in vial, 

0.5 mmol/ml

Acidum 

gadotericum

Guerbet SA, 

Francija

NL/H/xxxx/W

S/201

NL/H/0381/001/WS/056
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66 14-0083 Dotarem 0.5 mmol/ml 

solution for injection in vials 

(for multiple use), Solution 

for injection in vial, 0.5 

mmol/ml

Acidum 

gadotericum

Guerbet SA, 

Francija

NL/H/xxxx/W

S/201

NL/H/0381/002/WS/056

67 07-0298 Cipralex 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Escitalopramum H. Lundbeck A/S, 

Dānija

SE/H/0278/002/IA/080

68 07-0300 Cipralex 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Escitalopramum H. Lundbeck A/S, 

Dānija

SE/H/0278/004/IA/080

69 13-0037 Eziclen concentrate for oral 

solution, Concentrate for oral 

solution, 17.510 g/3.276 

g/3.130 g

Natrii sulfas 

anhydricus, 

Magnesii sulfas 

heptahydricus, 

Kalii sulfas

Ipsen Pharma 

SAS, Francija

FR/H/0511/001/IA/015

70 09-0320 Doreta 37.5 mg/325 mg film-

coated tablets, Film-coated 

tablets, 37.5 mg/325 mg

Tramadoli 

hydrochloridum, 

Paracetamolum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0190/001/IA/026/G

71 12-0062 Doreta 75 mg/650 mg film-

coated tablets, Film-coated 

tablets, 75 mg/650 mg

Tramadoli 

hydrochloridum, 

Paracetamolum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0190/002/IA/026/G

72 15-0311 Doreta 75 mg/650 mg 

prolonged-release tablets, 

Prolonged-release tablets, 75 

mg/650 mg

Tramadoli 

hydrochloridum, 

Paracetamolum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0190/003/IA/026/G

73 10-0487 Perindopril 

arginine/Indapamide Servier 

10 mg/2.5 mg film-coated 

tablets, Film-coated tablets, 

10 mg/2.5 mg

Perindoprili 

argininum, 

Indapamidum

Les Laboratoires 

Servier, Francija

FR/H/0346/001/IB/038

74 11-0040 Willfact 1000 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 

1000 IU

Factor humanus 

von Willebrandi

LFB 

Biomedicaments, 

Francija

DE/H/xxxx/W

S/182

DE/H/1935/001/II/024

75 11-0146 Breakyl 1200 microgram 

buccal film, Buccal film, 1200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/005/IA/016/G

76 11-0142 Breakyl 200 microgram 

buccal film, Buccal film, 200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/001/IA/016/G

77 11-0143 Breakyl 400 microgram 

buccal film, Buccal film, 400 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/002/IA/016/G

78 11-0144 Breakyl 600 microgram 

buccal film, Buccal film, 600 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/003/IA/016/G

79 11-0145 Breakyl 800 microgram 

buccal film, Buccal film, 800 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/004/IA/016/G

80 11-0147 Breakyl Start 200, 400, 600 

and 800 micrograms buccal 

film, Buccal film, 200, 400, 

600 and 800 micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1660/006/IA/016/G
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81 09-0293 Ventilastin Novolizer 100 

micrograms/dose inhalation 

powder, Inhalation powder, 

100 mcg/dose

Salbutamolum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/

874/G

DE/H/1027/001/IA/010/G

82 13-0043 Bileni 137 micrograms/50 

micrograms per actuation 

nasal spray, suspension, Nasal 

spray, suspension, 137 

micrograms/50 micrograms 

per actuation

Azelastini 

hydrochloridum, 

Fluticasoni 

propionas

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/IA/

874/G

DE/H/3356/001/IA/022/G

83 13-0044 Dymista 137 micrograms/50 

micrograms per actuation 

nasal spray, suspension, Nasal 

spray, suspension, 137 

micrograms/50 micrograms 

per actuation

Azelastini 

hydrochloridum, 

Fluticasoni 

propionas

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/IA/

874/G

DE/H/3355/001/IA/021/G

84 15-0196 Fortulin Novolizer 12 

micrograms/actuation 

inhalation powder, Inhalation 

powder, 12 

micrograms/actuation

Formoteroli 

fumaras dihydricus

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/IA/

874/G

DE/H/3703/002/IA/003/G

85 15-0195 Fortulin Novolizer 6 

micrograms/actuation 

inhalation powder, Inhalation 

powder, 6 

micrograms/actuation

Formoteroli 

fumaras dihydricus

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/IA/

874/G

DE/H/3703/001/IA/003/G

86 14-0091 Melox 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Meloxicamum Medochemie Ltd., 

Kipra

SE/H/1297/001/IA/003

87 06-0031 Flosin 0.4 mg modified 

release capsules, hard, 

Modified release capsules, 

hard, 0.4 mg

Tamsulosini 

hydrochloridum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1621/001/IA/024

88 09-0074 Nebilet Plus 5 mg/12,5 mg 

film-coated tablets, Film-

coated tablets, 5 mg/12,5 mg

Nebivololum, 

Hydrochlorothiazid

um

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1067/001/IA/018/G

89 09-0075 Nebilet Plus 5 mg/25 mg film-

coated tablets, Film-coated 

tablets, 5 mg/25 mg

Nebivololum, 

Hydrochlorothiazid

um

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1067/002/IA/018/G

90 08-0164 Thyrozol 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Thiamazolum Merck KGaA, 

Vācija

DE/H/0521/002/IB/027

91 08-0163 Thyrozol 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Thiamazolum Merck KGaA, 

Vācija

DE/H/0521/001/IB/027

92 15-0067 Crinone 80 mg/g vaginal gel, 

Vaginal gel, 80 mg/g

Progesteronum Merck Serono, 

SIA, Latvija

DE/H/0146/002/IB/032/G
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93 10-0626 Moviprep powder for oral 

solution, Powder for oral 

solution

Macrogolum, 

Natrii sulfas 

anhydricus, Natrii 

chloridum, Kalii 

chloridum, Acidum 

ascorbicum, Natrii 

ascorbas

Norgine Limited, 

Lielbritānija

UK/H/0891/001/IB/056

94 07-0044 Terbinafine Olainfarm 250 mg 

tablets, Tablets, 250 mg

Terbinafinum Olainfarm, AS, 

Latvija

PT/H/0126/001/IB/030/G

95 05-0602 TicoVac 0.25 ml suspension 

for injection in prefilled 

syringe, Suspension for 

injection in prefilled syringe, 

1.2 μg/0.25 ml

Vaccinum 

encephalitidis 

ixodibus advectae 

inactivatum

Pfizer Europe MA 

EEIG, Lielbritānija

AT/H/0126/002/IB/063

96 05-0603 TicoVac 0.5 ml suspension 

for injection in prefilled 

syringe, Suspension for 

injection in prefilled syringe, 

2.4 μg/0.5 ml

Vaccinum 

encephalitidis 

ixodibus advectae 

inactivatum

Pfizer Europe MA 

EEIG, Lielbritānija

AT/H/0126/001/IB/063

97 05-0316 Paclitaxel-Teva 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum Pharmachemie 

B.V., Nīderlande

NL/H/0604/001/IB/050/G

98 08-0344 Piperacillin/Tazobactam 

Sandoz 4000 mg/500 mg 

powder for solution for 

infusion, Powder for solution 

for infusion, 4000 mg/500 mg

Piperacillinum, 

Tazobactamum

Sandoz d.d., 

Slovēnija

NL/H/0856/002/IB/035/G

99 17-0147 Solvetta 120/15 

micrograms/24 hours vaginal 

delivery system, Vaginal 

delivery system, 120/15 

micrograms/24 hours

Etonogestrelum, 

Ethinylestradiolum

Sandoz d.d., 

Slovēnija

NL/H/3744/001/IA/001/G

100 11-0059 Cosopt PF 20 mg/5 mg/ml eye 

drops, solution, single-dose 

container, Eye drops, solution, 

single-dose container, 20 

mg/5 mg/ml

Dorzolamidum, 

Timololum

Santen Oy, Somija DK/H/0134/002/IA/080

101 15-0267 Ophenic 1 mg/ml + 20 mg/ml 

cutaneous spray, solution, 

Cutaneous spray, solution, 1 

mg/ml + 20 mg/ml

Octenidini 

dihydrochloridum, 

Phenoxyethanolum

Schülke & Mayr 

GmbH, Vācija

DE/H/3849/001/IB/005/G

102 06-0032 Tamsulosin hydrochloride 

Synthon 0.4 mg modified 

release capsules, hard, 

Modified release capsules, 

hard, 0.4 mg

Tamsulosini 

hydrochloridum

Synthon BV, 

Nīderlande

NL/H/1620/001/IA/022

103 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/

396/G

SE/H/0126/005/IA/119/G

104 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/

396/G

SE/H/0126/003/IA/119/G
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105 15-0307 Atazanavir Teva 300 mg hard 

capsules, Capsules, hard, 300 

mg

Atazanavirum Teva B.V., 

Nīderlande

SE/H/1398/003/IA/006

106 16-0131 Emtricitabine/Tenofovir 

disoproxil Teva 200 mg/245 

mg film-coated tablets, Film-

coated tablets, 200 mg/245 

mg

Emtricitabinum, 

Tenofovirum 

disoproxilum

Teva B.V., 

Nīderlande

NL/H/3432/001/IB/005

107 16-0063 Etoricoxib Teva 120 mg film-

coated tablets, Film-coated 

tablets, 120 mg

Etoricoxibum Teva B.V., 

Nīderlande

DE/H/5031/004/IB/006/G

108 16-0061 Etoricoxib Teva 60 mg film-

coated tablets, Film-coated 

tablets, 60 mg

Etoricoxibum Teva B.V., 

Nīderlande

DE/H/5031/002/IB/006/G

109 16-0062 Etoricoxib Teva 90 mg film-

coated tablets, Film-coated 

tablets, 90 mg

Etoricoxibum Teva B.V., 

Nīderlande

DE/H/5031/003/IB/006/G

110 14-0203 Levodopa/Carbidopa/Entacap

one Teva 100 mg/25 mg/200 

mg film-coated tablets, Film-

coated tablets, 100 mg/25 

mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/003/IA/008

111 14-0204 Levodopa/Carbidopa/Entacap

one Teva 125 mg/31.25 

mg/200 mg film-coated 

tablets, Film-coated tablets, 

125 mg/31.25 mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/004/IA/008

112 14-0205 Levodopa/Carbidopa/Entacap

one Teva 150 mg/37.5 

mg/200 mg film-coated 

tablets, Film-coated tablets, 

150 mg/37.5 mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/005/IA/008

113 14-0207 Levodopa/Carbidopa/Entacap

one Teva 200 mg/50 mg/200 

mg film-coated tablets, Film-

coated tablets, 200 mg/50 

mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/007/IA/008

114 14-0201 Levodopa/Carbidopa/Entacap

one Teva 50 mg/12.5 mg/200 

mg film-coated tablets, Film-

coated tablets, 50 mg/12.5 

mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/001/IA/008

115 14-0202 Levodopa/Carbidopa/Entacap

one Teva 75 mg/18.75 

mg/200 mg film-coated 

tablets, Film-coated tablets, 

75 mg/18.75 mg/200 mg

Levodopum, 

Carbidopum, 

Entacaponum

Teva Pharma B.V., 

Nīderlande

DE/H/4021/002/IA/008

116 08-0340 Quetiapine Teva 200 mg film-

coated tablets, Film-coated 

tablets, 200 mg

Quetiapinum Teva Pharma B.V., 

Nīderlande

UK/H/1228/004/IA/040/G

117 08-0342 Quetiapine Teva 25 mg film-

coated tablets, Film-coated 

tablets, 25 mg

Quetiapinum Teva Pharma B.V., 

Nīderlande

UK/H/1228/001/IA/040/G

118 98-0791 Zyrtec 1 mg/ml oral solution, 

Oral solution, 1 mg/ml

Cetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

IE/H/0209/003/IB/026
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119 98-0731 Zyrtec 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Cetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

IE/H/0209/001/IB/026

120 98-0688 Zyrtec 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Cetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

IE/H/0209/001/IB/026

121 98-0730 Zyrtec 10 mg/ml oral drops, 

solution, Oral drops, solution, 

10 mg/ml

Cetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

IE/H/0209/002/IB/026

122 10-0286 Celiprolol Vitabalans 200 mg 

film-coated tablets, Film-

coated tablets, 200 mg

Celiprololi 

hydrochloridum

Vitabalans Oy, 

Somija

FI/H/0767/001/IB/003

Zāļu reģistrācijas 

departamenta  Efektivitātes 

un drošuma izvērtēšanas 

nodaļas vadītāja I.Eglīte
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