
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/102 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 09-0509 Epirubicin Accord 2 mg/ml 

solution for injection or 

infusion, Solution for 

injection or infusion, 2 mg/ml

Epirubicini 

hydrochloridum

Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1123/001/IA/029

2 09-0154 Finasteride Accord 1 mg film-

coated tablets, Film-coated 

tablets, 1 mg

Finasteridum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1149/001/IA/028

3 08-0390 Finasteride Accord 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Finasteridum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1149/002/IA/028

4 15-0224 Paracetamol Accord 500 mg 

tablets, Tablets, 500 mg

Paracetamolum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/3145/001/IB/003/G

5 15-0187 Aritavi 30 mg hard gastro-

resistant capsules, Gastro-

resistant capsule, hard, 30 mg

Duloxetinum Actavis Group 

PTC ehf., Īslande

SE/H/1466/001/IB/007

6 15-0188 Aritavi 60 mg hard gastro-

resistant capsules, Gastro-

resistant capsule, hard, 60 mg

Duloxetinum Actavis Group 

PTC ehf., Īslande

SE/H/1466/002/IB/007

7 15-0220 Bortezomib Actavis 3.5 mg 

powder for solution for 

injection, Powder for solution 

for injection, 3.5 mg

Bortezomibum Actavis Group 

PTC ehf., Īslande

DK/H/2395/001/II/005/G

8 12-0259 Capecitabine Actavis 150 mg 

film-coated tablets, Film-

coated tablets, 150 mg

Capecitabinum Actavis Group 

PTC ehf., Īslande

BE/H/0198/001/IA/014

9 12-0260 Capecitabine Actavis 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Capecitabinum Actavis Group 

PTC ehf., Īslande

BE/H/0198/002/IA/014

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/IB/016

11 10-0390 Trimetazidine Actavis 35 mg 

modified-release tablets, 

Modified-release tablets, 35 

mg

Trimetazidini 

dihydrochloridum

Actavis Group 

PTC ehf., Īslande

EE/H/0134/001/IA/011

12 16-0171 Belkyra 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Acidum 

deoxycholicum

Allergan 

Pharmaceuticals 

International Ltd, 

Īrija

SE/H/1547/001/IA/001/G

13 16-0080 Remurel 20 mg/ml solution 

for injection in pre-filled 

syringe, Solution for injection 

in pre-filled syringe, 20 mg/ml

Glatirameri acetas ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/3211/001/IB/004
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14 04-0394 Avelox 400 mg film-coated 

tablets, Film-coated tablets, 

400 mg

Moxifloxacinum Bayer AG, Vācija DE/H/xxxx/IA/

872/G

DE/H/0155/001/IA/087/G

15 08-0347 Qlaira film-coated tablets, 

Film-coated tablets

Estradioli valeras, 

Dienogestum

Bayer AG, Vācija NL/H/1230/001/IA/031/G

16 10-0209 Flavamed 60 mg effervescent 

tablets, Effervescent tablets, 

60 mg

Ambroxoli 

hydrochloridum

Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/1567/001/IA/006

17 08-0171 Noflamen 15 mg tablets, 

Tablets, 15 mg

Meloxicamum Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0172/002/IA/011

18 12-0067 Ramlon 10 mg/10 mg hard 

capsules, Capsules, hard, 10 

mg/10 mg

Ramiprilum, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0303/005/IA/021/G

19 12-0066 Ramlon 10 mg/5 mg hard 

capsules, Capsules, hard, 10 

mg/5 mg

Ramiprilum, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0303/004/IA/021/G

20 12-0063 Ramlon 2.5 mg/2.5 mg hard 

capsules, Capsules, hard, 2.5 

mg/2.5 mg

Ramiprilum, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0303/001/IA/021/G

21 12-0065 Ramlon 5 mg/10 mg hard 

capsules, Capsules, hard, 5 

mg/10 mg

Ramiprilum, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0303/003/IA/021/G

22 12-0064 Ramlon 5 mg/5 mg hard 

capsules, Capsules, hard, 5 

mg/5 mg

Ramiprilum, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0303/002/IA/021/G

23 10-0038 Etindros 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Exeltis Baltics 

UAB, Lietuva

DK/H/2358/001/IA/019/G

24 10-0039 Etindros 0.03 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.03 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Exeltis Baltics 

UAB, Lietuva

DK/H/2358/002/IA/019/G

25 13-0141 Fosfomycin Ladee Pharma 3 g 

granules for oral solution, 

Granules for oral solution, 3 g

Fosfomycinum 

trometamolum

Exeltis Baltics 

UAB, Lietuva

UK/H/4403/001/II/002

26 15-0037 Arisppa 10 mg tablets, 

Tablets, 10 mg

Aripiprazolum Focus Care 

Pharmaceuticals 

B.V., Nīderlande

HU/H/0382/002/IB/004

27 15-0038 Arisppa 15 mg tablets, 

Tablets, 15 mg

Aripiprazolum Focus Care 

Pharmaceuticals 

B.V., Nīderlande

HU/H/0382/003/IB/004

28 15-0039 Arisppa 30 mg tablets, 

Tablets, 30 mg

Aripiprazolum Focus Care 

Pharmaceuticals 

B.V., Nīderlande

HU/H/0382/004/IB/004

29 15-0036 Arisppa 5 mg tablets, Tablets, 

5 mg

Aripiprazolum Focus Care 

Pharmaceuticals 

B.V., Nīderlande

HU/H/0382/001/IB/004

30 12-0204 Cytarabine Kabi 100 mg/ml 

solution for injection or 

infusion, Solution for 

injection or infusion, 100 

mg/ml

Cytarabinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

UK/H/4353/001/IB/010

31 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/006
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32 09-0045 Gemcit 38 mg/ml powder for 

solution for infusion, Powder 

for solution for infusion, 38 

mg/ml

Gemcitabinum Fresenius Kabi 

Polska Sp.z o.o., 

Polija

UK/H/2569/001/IA/034

33 15-0002 Biphozyl solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum, 

Dinatrii phosphas 

dihydricus

Gambro Lundia 

AB, Zviedrija

NL/H/3002/001/IA/006/G

34 09-0036 Dironorm 10 mg/5 mg tablets, 

Tablets, 10 mg/5 mg

Lisinoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0133/001/IA/029/G

35 09-0465 Dironorm 20 mg/10 mg 

tablets, Tablets, 20 mg/10 mg

Lisinoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0133/002/IA/029/G

36 12-0105 Dironorm 20 mg/5 mg tablets, 

Tablets, 20 mg/5 mg

Lisinoprilum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0133/003/IA/029/G

37 13-0032 Levosert 20 micrograms/24 

hours intrauterine delivery 

system, Intrauterine system, 

20 μg/24 hours

Levonorgestrelum Gedeon Richter 

Plc., Ungārija

UK/H/3030/001/IA/018

38 11-0503 Moduxin 35 mg prolonged-

release tablets, Prolonged-

release tablets, 35 mg

Trimetazidini 

dihydrochloridum

Gedeon Richter 

Plc., Ungārija

HU/H/0310/001/IA/019

39 10-0133 Escadra 20 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsules, 

hard, 20 mg

Esomeprazolum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1725/001/IB/020

40 10-0134 Escadra 40 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsules, 

hard, 40 mg

Esomeprazolum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1725/002/IB/020

41 13-0144 Nalgedol 220 mg film-coated 

tablets, Film-coated tablets, 

220 mg

Naproxenum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

PT/H/0828/001/IA/005

42 12-0242 Nalgesin 275 mg film-coated 

tablets, Film-coated tablets, 

275 mg

Naproxenum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

PT/H/0683/001/IA/011

43 12-0243 Nalgesin 550 mg film-coated 

tablets, Film-coated tablets, 

550 mg

Naproxenum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

PT/H/0683/002/IA/011

44 09-0537 Gliclazide MR Servier 60 mg 

modified-release tablets, 

Modified-release tablets, 60 

mg

Gliclazidum Les Laboratoires 

Servier, Francija

FR/H/0172/002/II/062/G

45 11-0316 Propofol Norameda 10 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 10 

mg/ml

Propofolum Norameda UAB, 

Lietuva

DE/H/2426/001/IB/015

46 11-0317 Propofol Norameda 20 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 20 

mg/ml

Propofolum Norameda UAB, 

Lietuva

DE/H/2426/002/IB/015
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47 15-0112 Veregen 100 mg/g ointment, 

Ointment, 100 mg/g

Camelliae sinensis 

non fermentata 

folia extractum 

siccum, rafinatum

Nordic Pharma 

s.r.o., Čehija

DE/H/1659/001/IB/039

48 05-0049 Octanate 1000 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 100 

IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/002/IA/038/G

49 15-0022 Octanate 1000 IU/5 ml 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 200 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/004/IA/038/G

50 05-0047 Octanate 250 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 50 

IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/001/IA/038/G

51 05-0048 Octanate 500 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 50 

IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/001/IA/038/G

52 15-0021 Octanate 500 IU/5 ml powder 

and solvent for solution for 

injection, Powder and solvent 

for solution for injection, 100 

IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/003/IA/038/G

53 15-0256 Octaplasma solution for 

infusion, Solution for 

infusion, 45-70 mg/ml

Proteinum 

plasmatis 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

UK/H/0355/001/IB/073

54 14-0048 Orindille 0.03 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.03 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Orivas UAB, 

Lietuva

NL/H/2888/002//IB/006

55 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/IB/011

56 97-0311 Zoloft 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Sertralinum Pfizer Limited, 

Lielbritānija

NL/H/xxxx/W

S/199

NL/H/1732/002/WS/044

57 17-0060 Ibuprofen PharmaSwiss 20 

mg/ml oral suspension, Oral 

suspension, 20 mg/ml

Ibuprofenum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

AT/H/0651/001/IB/001/G

58 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/015

59 14-0270 Diompraz 75 mg/20 mg 

modified release capsules, 

hard, Modified release 

capsules, hard, 75 mg/20 mg

Diclofenacum 

natricum, 

Omeprazolum

PharmaSwiss 

Česka Republika 

s.r.o., Čehija

UK/H/5465/001/IA/008/G

60 14-0037 Solifenacin PMCS 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Solifenacini 

succinas

PRO.MED.CS 

Praha a.s., Čehija

AT/H/0592/002/IB/005
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61 14-0036 Solifenacin PMCS 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Solifenacini 

succinas

PRO.MED.CS 

Praha a.s., Čehija

AT/H/0592/001/IB/005

62 15-0312 Lidine 40 mg/g cream, Cream, 

40 mg/g

Lidocainum QP-Services UK 

Ltd, Lielbritānija

UK/H/5616/001/IB/003

63 11-0311 Butifen 400 mg film-coated 

tablets, Film-coated tablets, 

400 mg

Ibuprofenum Ratiopharm 

GmbH, Vācija

DE/H/2590/001/II/015

64 11-0214 Latoxap 50 micrograms/5 

mg/ml eye drops, solution, 

Eye drops, solution, 50 μg/5 

mg/ml

Latanoprostum, 

Timololum

Sandoz d.d., 

Slovēnija

DK/H/1800/001/IB/019

65 17-0026 Palonosetron Sandoz 250 

micrograms solution for 

injection, Solution for 

injection, 250 µg

Palonosetronum Sandoz d.d., 

Slovēnija

DE/H/4431/001/II/003

66 10-0266 Prescanden HCT 16 mg/12.5 

mg tablets, Tablets, 16 

mg/12.5 mg

Candesartanum 

cilexetilum, Hydro-

chlorothiazidum

Sandoz d.d., 

Slovēnija

DE/H/1828/002/IB/026

67 10-0267 Prescanden HCT 8 mg/12.5 

mg tablets, Tablets, 8 mg/12.5 

mg

Candesartanum 

cilexetilum, Hydro-

chlorothiazidum

Sandoz d.d., 

Slovēnija

DE/H/1828/001/IB/026

68 13-0108 Prescanden HCT 32 mg/12.5 

mg tablets, Tablets, 32 

mg/12.5 mg

Candesartanum 

cilexetilum, Hydro-

chlorothiazidum

Sandoz 

Pharmaceuticals 

d.d., Slovēnija

DE/H/1828/003/IB/026

69 13-0109 Prescanden HCT 32 mg/25 

mg tablets, Tablets, 32 mg/25 

mg

Candesartanum 

cilexetilum, Hydro-

chlorothiazidum

Sandoz 

Pharmaceuticals 

d.d., Slovēnija

DE/H/1828/004/IB/026

70 07-0162 Vaxigrip suspension for 

injection in pre-filled syringe, 

Suspension for injection in 

pre-filled syringe, 0.5 ml

Vaccinum 

influenzae 

inactivatum ex 

virorum fragmentis 

praeparatum

Sanofi Pasteur 

S.A., Francija

FR/H/xxxx/WS

/081

FR/H/0121/001/WS/093/G

71 09-0321 Amaryl 1 mg tablets, Tablets, 

1 mg

Glimepiridum Sanofi-aventis 

Latvia, SIA, 

Latvija

NL/H/0101/001/IA/079

72 09-0322 Amaryl 2 mg tablets, Tablets, 

2 mg

Glimepiridum Sanofi-aventis 

Latvia, SIA, 

Latvija

NL/H/0101/002/IA/079

73 09-0323 Amaryl 3 mg tablets, Tablets, 

3 mg

Glimepiridum Sanofi-aventis 

Latvia, SIA, 

Latvija

NL/H/0101/003/IA/079

74 09-0324 Amaryl 4 mg tablets, Tablets, 

4 mg

Glimepiridum Sanofi-aventis 

Latvia, SIA, 

Latvija

NL/H/0101/004/IA/079

75 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/078

76 05-0196 Oftaquix 5 mg/ml eye drops, 

solution, Eye drops, solution, 

5 mg/ml

Levofloxacinum Santen Oy, Somija UK/H/0464/001/IB/031
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77 15-0267 Ophenic 1 mg/ml + 20 mg/ml 

cutaneous spray, solution, 

Cutaneous spray, solution, 1 

mg/ml + 20 mg/ml

Octenidini dihydro-

chloridum, Pheno-

xyethanolum

Schülke & Mayr 

GmbH, Vācija

DE/H/3849/001/II/004

78 16-0084 Fulvestrant Teva 250 mg 

solution for injection in pre-

filled syringe, Solution for 

injection in pre-filled syringe, 

250 mg

Fulvestrantum Teva B.V., 

Nīderlande

DE/H/4234/001/IA/009/G

79 08-0358 Amlodipine Teva 10 mg 

tablets, Tablets, 10 mg

Amlodipinum Teva Pharma B.V., 

Nīderlande

UK/H/1158/002/IB/030

80 08-0357 Amlodipine Teva 5 mg 

tablets, Tablets, 5 mg

Amlodipinum Teva Pharma B.V., 

Nīderlande

UK/H/1158/001/IB/030

81 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/025/G

82 15-0014 Combogesic 500 mg/150 mg 

film-coated tablets, Film-

coated tablets, 500 mg/150 

mg

Paracetamolum, 

Ibuprofenum

Vale 

Pharmaceuticals 

Limited, Īrija

UK/H/2384/001/IB/008

83 10-0286 Celiprolol Vitabalans 200 mg 

film-coated tablets, Film-

coated tablets, 200 mg

Celiprololi 

hydrochloridum

Vitabalans Oy, 

Somija

FI/H/0767/001/IA/004

84 14-0219 Dioppex 1000 mg/12.2 mg 

powder for oral solution, 

Powder for oral solution, 

1000 mg/12.2 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum

Wick Pharma, 

Vācija

UK/H/1189/001/IA/013

85 06-0093 Lozap 100 mg film-coated 

tablets, Film-coated tablets, 

100 mg

Losartanum 

kalicum

Zentiva a.s., 

Slovākija

CZ/H/0114/004/IA/041

86 06-0092 Lozap 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Losartanum 

kalicum

Zentiva a.s., 

Slovākija

CZ/H/0114/003/IA/041

87 15-0051 Atorvastatin Zentiva 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Atorvastatinum Zentiva, k.s., 

Čehija

CZ/H/0473/001/IB/007

88 15-0052 Atorvastatin Zentiva 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Atorvastatinum Zentiva, k.s., 

Čehija

CZ/H/0473/002/IB/007

89 15-0053 Atorvastatin Zentiva 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Atorvastatinum Zentiva, k.s., 

Čehija

CZ/H/0473/003/IB/007

90 15-0054 Atorvastatin Zentiva 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Atorvastatinum Zentiva, k.s., 

Čehija

CZ/H/0473/004/IB/007

91 09-0195 Recoxa 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Meloxicamum Zentiva, k.s., 

Čehija

EE/H/0179/003/IB/042

92 05-0244 Recoxa 15 mg tablets, 

Tablets, 15 mg

Meloxicamum Zentiva, k.s., 

Čehija

EE/H/0179/002/IB/041

Zāļu reģistrācijas 

departamenta  Efektivitātes 

un drošuma izvērtēšanas 

nodaļas vadītāja I.Eglīte
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