
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/98 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 11-0177 Montelukast Accord 4 mg 

chewable tablets, Chewable 

tablets, 4 mg

Montelukastum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1946/001/IB/010

2 11-0177 Montelukast Accord 4 mg 

chewable tablets, Chewable 

tablets, 4 mg

Montelukastum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1946/001/IA/011

3 11-0178 Montelukast Accord 5 mg 

chewable tablets, Chewable 

tablets, 5 mg

Montelukastum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1946/002/IB/010

4 11-0178 Montelukast Accord 5 mg 

chewable tablets, Chewable 

tablets, 5 mg

Montelukastum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1946/002/IA/011

5 15-0254 Eplerenone Accord 25 mg 

film-coated tablets, Film-

coated tablets, 25 mg

Eplerenonum Accord Healthcare 

Ltd, Lielbritānija

NL/H/3257/001/IB/002

6 15-0255 Eplerenone Accord 50 mg 

film-coated tablets, Film-

coated tablets, 50 mg

Eplerenonum Accord Healthcare 

Ltd, Lielbritānija

NL/H/3257/002/IB/002

7 16-0035 Methotrexate Accord 100 

mg/ml concentrate for 

solution for infusion, 

Concentrate for solution for 

infusion, 100 mg/ml

Methotrexatum Accord Healthcare 

Ltd, Lielbritānija

SE/H/1205/002/IA/006/G

8 11-0050 Fluconazole Actavis 150 mg 

capsules, hard, Capsules, 

hard, 150 mg

Fluconazolum Actavis Group 

PTC ehf., Īslande

DK/H/1298/003/IB/017/G

9 15-0086 Vancomycin Actavis 1000 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 1000 mg

Vancomycinum Actavis Group 

PTC ehf., Īslande

UK/H/5402/002/IB/004/G

10 15-0085 Vancomycin Actavis 500 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 500 mg

Vancomycinum Actavis Group 

PTC ehf., Īslande

UK/H/5402/001/IB/004/G

11 16-0037 Pemetrexed Alvogen 100 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 100 mg

Pemetrexedum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/3324/001/IA/001

12 16-0039 Pemetrexed Alvogen 1000 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 1000 mg

Pemetrexedum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/3324/003/IA/001
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13 16-0038 Pemetrexed Alvogen 500 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 500 mg

Pemetrexedum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/3324/002/IA/001

14 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/IB/002

15 15-0332 Reseligo 3.6 mg implant in 

pre-filled syringe, Implant, 

pre-filled syringe, 3.6 mg

Goserelinum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

PT/H/1276/001/IB/002

16 10-0465 Symbicort Turbuhaler 80 

micrograms/4.5 

micrograms/inhalation, 

inhalation powder, Inhalation 

powder, 80 μg/4.5 

μg/inhalation

Budesonidum, 

Formoteroli 

fumaras dihydricus

AstraZeneca AB, 

Zviedrija

SE/H/0230/001/IA/063

17 08-0158 Finasteride Aurobindo 5 mg 

film-coated tablets, Film-

coated tablets, 5 mg

Finasteridum Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1005/001/IA/040

18 09-0032 Metformin Aurobindo 1000 

mg film-coated tablets, Film-

coated tablets, 1000 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/003/IA/046

19 09-0030 Metformin Aurobindo 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/001/IA/046

20 09-0031 Metformin Aurobindo 850 mg 

film-coated tablets, Film-

coated tablets, 850 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/002/IA/046

21 13-0078 Brumare 400 mg effervescent 

granules, Effervescent 

granules, 400 mg

Ibuprofenum BGP Products, 

SIA, Latvija

SE/H/1184/001/IA/017/G

22 05-0547 Strattera 10 mg hard capsules, 

Capsules, hard, 10 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/002/IA/056/G

23 08-0155 Strattera 100 mg hard 

capsules, Capsules, hard, 100 

mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/008/IA/056/G

24 05-0548 Strattera 18 mg hard capsules, 

Capsules, hard, 18 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/003/IA/056/G

25 05-0549 Strattera 25 mg hard capsules, 

Capsules, hard, 25 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/004/IA/056/G

26 05-0550 Strattera 40 mg hard capsules, 

Capsules, hard, 40 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/005/IA/056/G

27 05-0551 Strattera 60 mg hard capsules, 

Capsules, hard, 60 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/006/IA/056/G

28 08-0154 Strattera 80 mg hard capsules 

, Capsules, hard, 80 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

SE/H/XXXX/IA/

354/G

UK/H/0686/007/IA/056/G
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29 15-0049 Inhafort 12 micrograms 

inhalation powder, hard 

capsule, Inhalation powder, 

hard capsule, 12 micrograms

Formoteroli 

fumaras dihydricus

Exeltis Baltics 

UAB, Lietuva

SE/H/1364/001/IA/002

30 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/II/002/G

31 14-0115 Eileen 60 micrograms/13 

micrograms/24 hours 

transdermal patch, 

Transdermal patch, 60 µg/13 

µg/24 h

Gestodenum, 

Ethinylestradiolum

Gedeon Richter 

Plc., Ungārija

FR/H/0547/001/IB/005

32 99-0657 Priorix powder and solvent 

for solution for injection in 

pre-filled syringe, Powder and 

solvent for solution for 

injections in pre-filled syringe

Virus rubellae, 

vivum, attenuatum, 

Virus morbilli 

(stirps Schwarzi), 

vivum, attenuatum, 

Virus parotitidis 

epidemici, vivum, 

attenuatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/xxxx/IA/05

5/G

DE/H/0137/001/IA/103/G

33 12-0227 Priorix powder and solvent 

for solution for injection, 

Powder and solvent for 

solution for injection

Virus rubellae, 

vivum, attenuatum, 

Virus morbilli 

(stirps Schwarzi), 

vivum, attenuatum, 

Virus parotitidis 

epidemici, vivum, 

attenuatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/xxxx/IA/05

5/G

DE/H/0137/002/IA/103/G

34 07-0239 Boostrix Polio suspension for 

injection , Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/IA/05

5/G

DE/H/0466/004/IA/121/G

35 07-0237 Boostrix suspension for 

injection , Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/IA/05

5/G

DE/H/0210/002/IA/109/G
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36 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/xxxx/IA/05

5/G

DE/H/0468/001/IA/077/G

37 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/xxxx/IA/05

5/G

DE/H/0468/002/IA/077/G

38 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/IB/024

39 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/IB/024

40 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/IB/024

41 09-0050 Noliterax 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/0345/001/II/024/G

42 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/II/018/G

43 11-0146 Breakyl 1200 microgram 

buccal film, Buccal film, 1200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/82

3/G

DE/H/1660/005/IA/015/G

44 11-0142 Breakyl 200 microgram 

buccal film, Buccal film, 200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/82

3/G

DE/H/1660/001/IA/015/G

45 11-0143 Breakyl 400 microgram 

buccal film, Buccal film, 400 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/82

3/G

DE/H/1660/002/IA/015/G

46 11-0144 Breakyl 600 microgram 

buccal film, Buccal film, 600 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/82

3/G

DE/H/1660/003/IA/015/G

47 11-0145 Breakyl 800 microgram 

buccal film, Buccal film, 800 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/xxxx/IA/82

3/G

DE/H/1660/004/IA/015/G

48 12-0194 Edluar 10 mg sublingual 

tablets, Sublingual tablets, 10 

mg

Zolpidemi tartras Meda Pharma 

GmbH & Co.KG, 

Vācija

SE/H/xxxx/IA/35

9/G

SE/H/1046/002/IA/010
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49 12-0193 Edluar 5 mg sublingual 

tablets, Sublingual tablets, 5 

mg

Zolpidemi tartras Meda Pharma 

GmbH & Co.KG, 

Vācija

SE/H/xxxx/IA/35

9/G

SE/H/1046/001/IA/010

50 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/82

3/G

DE/H/3356/001/IA/015/G

51 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/82

3/G

DE/H/3355/001/IA/015/G

52 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/35

9/G

SE/H/1287/001/IA/010/G

53 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/35

9/G

SE/H/1287/002/IA/010/G

54 11-0315 Molaxole powder for oral 

solution, Powder for oral 

solution

Macrogolum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum

Meda Pharma, 

SIA, Latvija

DK/H/1199/001/IA/030

55 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/023

56 12-0307 Olopeg concentrate for oral 

solution, Concentrate for oral 

solution

Macrogolum, 

Natrii citras, 

Acidum citricum 

anhydricum, Natrii 

chloridum, Kalii 

chloridum

MIP Pharma 

GmbH, Vācija

FI/H/0881/001/IB/004

57 06-0178 Lamisil Uno 1 % cutaneous 

solution, Cutaneous solution, 

1 %

Terbinafinum Novartis Finland 

Oy, Somija

SE/H/0992/004/IB/039

58 08-0334 Otrivin Total 0.5 mg/ml + 0.6 

mg/ml nasal spray, solution, 

Nasal spray, solution, 0.5 

mg/ml + 0.6 mg/ml

Xylometazolini 

hydrochloridum, 

Ipratropii 

bromidum

Novartis Finland 

Oy, Somija

SE/H/0848/001/IB/047/G

59 16-0072 Theraflu 1000 mg/12.2 

mg/200 mg powder for oral 

solution, Powder for oral 

solution, 1000 mg/12.2 

mg/200 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum, 

Guaifenesinum

Novartis Finland 

Oy, Somija

DE/H/5022/001/IA/003/G

60 16-0073 Theraflu 500 mg/6.1mg/100 

mg capsules, hard, Capsules, 

hard, 500 mg/6.1 mg/100 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum, 

Guaifenesinum

Novartis Finland 

Oy, Somija

DE/H/5022/002/IA/003/G
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61 09-0107 Albunorm 200 g/l solution for 

infusion, Solution for 

infusion, 200 g/l

Albuminum 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0480/002/IB/020

62 09-0106 Albunorm 50 g/l solution for 

infusion, Solution for 

infusion, 50 g/l

Albuminum 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0480/001/IB/020

63 05-0464 Glucosamine Pharma Nord 

400 mg hard capsules, 

Capsules, hard, 400 mg

Glucosaminum Pharma Nord ApS, 

Dānija

DK/H/0699/001/II/010

64 14-0096 Diafer 50 mg/ml solution for 

injection, Solution for 

injection, 50 mg/ml

Ferrum Pharmacosmos 

A/S, Dānija

SE/H/1164/001/IA/006

65 15-0243 Lingabat 150 mg hard 

capsules, Capsules, hard, 150 

mg

Pregabalinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3280/003/IA/001

66 15-0243 Lingabat 150 mg hard 

capsules, Capsules, hard, 150 

mg

Pregabalinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3280/003/IA/002

67 15-0241 Lingabat 25 mg hard capsules, 

Capsules, hard, 25 mg

Pregabalinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3280/001/IA/001

68 15-0242 Lingabat 75 mg hard capsules, 

Capsules, hard, 75 mg

Pregabalinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3280/002/IA/001

69 15-0242 Lingabat 75 mg hard capsules, 

Capsules, hard, 75 mg

Pregabalinum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3280/002/IA/002

70 08-0128 Perindobax 4 mg tablets, 

Tablets, 4 mg

Tert-butylamini 

perindoprilum

Ranbaxy UK Ltd., 

Lielbritānija

NL/H/0977/002/IA/015

71 08-0322 Perindobax 8 mg tablets, 

Tablets, 8 mg

Tert-butylamini 

perindoprilum

Ranbaxy UK Ltd., 

Lielbritānija

NL/H/0977/003/IA/015

72 15-0104 Coxitor 120 mg film-coated 

tablets, Film-coated tablets, 

120 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/004/IA/004

73 15-0102 Coxitor 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/002/IA/004

74 15-0103 Coxitor 90 mg film-coated 

tablets, Film-coated tablets, 

90 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/003/IA/004

75 05-0196 Oftaquix 5 mg/ml eye drops, 

solution, Eye drops, solution, 

5 mg/ml

Levofloxacinum Santen Oy, Somija UK/H/0464/001/IB/030/G

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

solution, Eye drops, solution, 

5 mg/ml

Levofloxacinum Santen Oy, Somija UK/H/0464/001/II/028/G

77 09-0022 Omeprazole STADA 10 mg 

gastro-resistant hard capsules, 

Gastro-resistant capsule, hard, 

10 mg

Omeprazolum Stada Arzneimittel 

AG, Vācija

NL/H/1422/001/IB/018/G

78 09-0023 Omeprazole STADA 20 mg 

gastro-resistant hard capsules, 

Gastro-resistant capsule, hard, 

20 mg

Omeprazolum Stada Arzneimittel 

AG, Vācija

NL/H/1422/002/IB/018/G
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79 09-0024 Omeprazole STADA 40 mg 

gastro-resistant hard capsules, 

Gastro-resistant capsule, hard, 

40 mg

Omeprazolum Stada Arzneimittel 

AG, Vācija

NL/H/1422/003/IB/018/G

80 08-0340 Quetiapine Teva 200 mg film-

coated tablets, Film-coated 

tablets, 200 mg

Quetiapinum Teva Pharma B.V., 

Nīderlande

UK/H/1228/004/IB/038

81 08-0342 Quetiapine Teva 25 mg film-

coated tablets, Film-coated 

tablets, 25 mg

Quetiapinum Teva Pharma B.V., 

Nīderlande

UK/H/1228/001/IB/038

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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