
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/14 pielikums Nr.3-3

Nr.p.k.
Reģ. 

numurs
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forma, stiprums/ 

koncentrācija

Aktīvās vielas 

nosaukums

Reģistrācijas 

apliecības 

īpašnieks, valsts

Izmaiņu 

procedūras 

numurs

Procedūras numurs

1 2 3 4 5 6 7

1 09-0044 Valsartan Actavis 160 mg 

film-coated tablets, Film-

coated tablets, 160 mg

Valsartanum Actavis Group 

PTC ehf., Īslande

IS/H/0105/003/IB/025

2 09-0042 Valsartan Actavis 40 mg film-

coated tablets, Film-coated 

tablets, 40 mg

Valsartanum Actavis Group 

PTC ehf., Īslande

IS/H/0105/001/IB/025

3 09-0043 Valsartan Actavis 80 mg film-

coated tablets, Film-coated 

tablets, 80 mg

Valsartanum Actavis Group 

PTC ehf., Īslande

IS/H/0105/002/IB/025

4 05-0144 Vistabel 4 Allergan units/0.1 

ml powder for solution for 

injection, Powder for solution 

for injection

Toxinum A 

Clostridii botulini 

haemagglutininum 

multiplex

Allergan 

Pharmaceuticals 

Ireland, Īrija

FR/H/0230/001/IA/073

5 14-0032 Kalmente 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

μg/actuation

Mometasoni furoas ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

DK/H/2275/001/IA/004

6 06-0108 Naltrexone aop 50 mg film-

coated tablets, Film-coated 

tablets, 50 mg

Naltrexoni 

hydrochloridum

AOP Orphan 

Pharmaceuticals 

AG , Austrija

IE/H/0153/001/IA/013

7 05-0099 Vesicare 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/002/IA/038

8 05-0098 Vesicare 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/001//IA/038

9 11-0413 Atacand Plus 16 mg/12.5 mg 

tablets, Tablets, 16 mg/12.5 

mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

AstraZeneca AB, 

Zviedrija

SE/H/0162/002/IA/094/G

10 98-0304 Plendil 10 mg prolonged-

release tablets, Prolonged-

release tablets, 10 mg

Felodipinum AstraZeneca AB, 

Zviedrija

SE/H/1505/003/IA/007/G

11 98-0305 Plendil 5 mg prolonged-

release tablets, Prolonged-

release tablets, 5 mg

Felodipinum AstraZeneca AB, 

Zviedrija

SE/H/1505/002/IA/007/G

12 10-0466 Symbicort Turbuhaler 160 

micrograms/4.5 

micrograms/inhalation, 

inhalation powder, Inhalation 

powder, 160 μg/4.5 

μg/inhalation

Budesonidum, 

Formoteroli 

fumaras dihydricus

AstraZeneca AB, 

Zviedrija

SE/H/0229/001/IA/069/G

13 10-0467 Symbicort Turbuhaler 320 

micrograms/9 

micrograms/inhalation, 

inhalation powder, Inhalation 

powder, 320 μg/9 

μg/inhalation

Budesonidum, 

Formoteroli 

fumaras dihydricus

AstraZeneca AB, 

Zviedrija

SE/H/0229/002/IA/070/G
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14 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/060/G

15 07-0154 Flexbumin 200 g/l solution 

for infusion, Solution for 

infusion, 200 g/l

Humanum 

albuminum

Baxter AG, 

Austrija

SE/H/0714/001/IB/049

16 07-0322 Immunine Baxter 1200 IU 

powder and solvent for 

solution for injection or 

infusion , Powder and solvent 

for solution for injection or 

infusion, 1200 IU

Factor IX 

coagulationis 

humanus

Baxter AG, 

Austrija

AT/H/0177/003/IB/043/G

17 07-0321 Immunine Baxter 600 IU 

powder and solvent for 

solution for injection or 

infusion, Powder and solvent 

for solution for injection or 

infusion, 600 IU

Factor IX 

coagulationis 

humanus

Baxter AG, 

Austrija

AT/H/0177/002/IB/043/G

18 04-0395 Avelox 400 mg/250 ml 

solution for infusion, Solution 

for infusion, 400 mg/250 ml

Moxifloxacinum Bayer Pharma AG, 

Vācija

DE/H/0155/002/IA/081/G

19 05-0097 Influvac suspension for 

injection, Suspension for 

injection in pre-filled syringe

Vaccinum 

influenzae 

inactivatum ex 

corticis antigeniis 

praeparatum

BGP Products 

B.V., Nīderlande

NL/H/0137/001/WS/086

20 05-0228 Videx EC 400 mg gastro-

resistant hard capsules, Gastro-

resistant capsules, hard, 400 

mg

Didanosinum Bristol-Myers 

Squibb 

Gyogyszerkeresked

elmi Kft., Ungārija

FR/H/0034/015/IA/100

21 14-0194 Rosulip 10 mg/10 mg 

capsules, hard, Capsules, 

hard, 10 mg/10 mg

Rosuvastatinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/001/IA/004

22 14-0195 Rosulip 20 mg/10 mg 

capsules, hard, Capsules, 

hard, 20 mg/10 mg

Rosuvastatinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/002/IA/004

23 08-0085 Bravelle 75 IU powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 75 

IU

Urofollitropinum Ferring GmbH, 

Vācija

UK/H/0697/001/IB/028/G

24 15-0003 Budesonide Ferring 9 mg 

prolonged-release tablets, 

Prolonged-release tablets, 9 

mg

Budesonidum Ferring GmbH, 

Vācija

NL/H/3168/001/IA/005

25 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/P/001
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26 14-0147 Cisplatin Kabi 1 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 1 mg/ml

Cisplatinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

UK/H/5324/001/IB/004

27 14-0147 Cisplatin Kabi 1 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 1 mg/ml

Cisplatinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

UK/H/5324/001/IB/005

28 09-0045 Gemcit 38 mg/ml powder for 

solution for infusion, Powder 

for solution for infusion, 38 

mg/ml

Gemcitabini 

hydrochloridum

Fresenius Kabi 

Polska Sp.z o.o., 

Polija

UK/H/2569/001/IB/030

29 09-0260 Paclitaxel Kabi 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum Fresenius Kabi 

Polska Sp.z o.o., 

Polija

UK/H/1335/001/IB/027

30 09-0359 Phoxilium 1.2 mmol/l 

phosphate solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

, 1.2 mmol/l

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum, 

Dinatrii phosphas 

dihydricus

Gambro Lundia 

AB, Zviedrija

NL/H/1147/001/IB/027

31 14-0116 Cefazolin Hospira 1 g powder 

for solution for injection or 

infusion, Powder for solution 

for injection or infusion, 1 g

Cefazolinum Hospira UK 

Limited, 

Lielbritānija

PT/H/1025/002/IA/007

32 14-0117 Cefazolin Hospira 2 g powder 

for solution for injection or 

infusion, Powder for solution 

for injection or infusion, 2 g

Cefazolinum Hospira UK 

Limited, 

Lielbritānija

PT/H/1025/003/IA/007

33 14-0120 Cefepime Hospira 1 g powder 

for solution for injection or 

infusion, Powder for solution 

for injection or infusion, 1 g

Cefepimum Hospira UK 

Limited, 

Lielbritānija

PT/H/1016/001/IA/006

34 14-0121 Cefepime Hospira 2 g powder 

for solution for injection or 

infusion, Powder for solution 

for injection or infusion, 2 g

Cefepimum Hospira UK 

Limited, 

Lielbritānija

PT/H/1016/002/IA/006

35 15-0274 Ceftazidime Hospira 1 g 

powder for solution for 

injection/infusion, Powder for 

solution for injection/infusion, 

1 g

Ceftazidimum Hospira UK 

Limited, 

Lielbritānija

UK/H/5611/003/IA/001
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36 15-0275 Ceftazidime Hospira 2 g 

powder for solution for 

injection/infusion, Powder for 

solution for injection/infusion, 

2 g

Ceftazidimum Hospira UK 

Limited, 

Lielbritānija

UK/H/5611/004/IA/001

37 14-0138 Ceftriaxone Hospira 1 g 

powder for solution for 

injection, Powder for solution 

for injection, 1 g

Ceftriaxonum Hospira UK 

Limited, 

Lielbritānija

PT/H/0992/003/IA/006

38 14-0139 Ceftriaxone Hospira 2 g 

powder for solution for 

infusion, Powder for solution 

for infusion, 2 g

Ceftriaxonum Hospira UK 

Limited, 

Lielbritānija

PT/H/0992/004/IA/006

39 14-0140 Ceftriaxone Hospira 500 mg 

powder for solution for 

injection, Powder for solution 

for injection, 500 mg

Ceftriaxonum Hospira UK 

Limited, 

Lielbritānija

PT/H/0992/002/IA/006

40 15-0178 Natlinez 2 mg/ml solution for 

infusion, Solution for 

infusion, 2 mg/ml

Linezolidum Hospira UK 

Limited, 

Lielbritānija

PT/H/xxxx/IA/042

/G

UK/H/5167/001/IA/002

41 14-0234 Propofol Hospira 10 mg/ml 

emulsion for 

injection/infusion, Emulsion 

for injection/infusion, 10 

mg/ml

Propofolum Hospira UK 

Limited, 

Lielbritānija

PT/H/xxxx/IA/042

/G

DK/H/2311/001/IA/005

42 15-0098 Vancomycin Hospira 1000 

mg powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 1000 mg

Vancomycinum Hospira UK 

Limited, 

Lielbritānija

AT/H/0551/002/IA/005

43 15-0097 Vancomycin Hospira 500 mg 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 500 mg

Vancomycinum Hospira UK 

Limited, 

Lielbritānija

AT/H/0551/001/IA/005

44 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/021/G

45 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/021/G

46 14-0035 Sobycor 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Bisoprololi fumaras KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0427/003/IA/001

47 14-0033 Sobycor 2,5 mg film-coated 

tablets, Film-coated tablets, 

2,5 mg

Bisoprololi fumaras KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0427/001/IA/001

48 14-0034 Sobycor 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Bisoprololi fumaras KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0427/002/IA/001

49 13-0052 Tolnexa 20 mg/ml concentrate 

for solution for infusion, 

Concentrate for solution for 

infusion, 20 mg/ml

Docetaxelum KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/2591/001/IA/005

4



Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/14 pielikums Nr.3-3

1 2 3 4 5 6 7

50 09-0366 Xamiol 50 microgram/0.5 

mg/g gel, Gel, 50 μg/0.5 mg/g

Calcipotriolum, 

Betamethasonum

LEO Pharma A/S, 

Dānija

DK/H/1405/001/IB/026

51 10-0602 Opexa 20 mg tablets, Tablets, 

20 mg

Bilastinum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

DE/H/2300/001/IB/017

52 10-0602 Opexa 20 mg tablets, Tablets, 

20 mg

Bilastinum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

DE/H/2300/001/IB/015

53 10-0602 Opexa 20 mg tablets, Tablets, 

20 mg

Bilastinum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

DE/H/2300/001/IB/016

54 10-0602 Opexa 20 mg tablets, Tablets, 

20 mg

Bilastinum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

DE/H/2300/001/IB/018

55 08-0270 Sanoral 20 mg/5 mg film-

coated tablets, Film-coated 

tablets, 20 mg/5 mg

Olmesartanum 

medoxomilum, 

Amlodipinum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1115/001/IA/024/G

56 08-0272 Sanoral 40 mg/10 mg film-

coated tablets, Film-coated 

tablets, 40 mg/10 mg

Olmesartanum 

medoxomilum, 

Amlodipinum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1115/003/IA/024/G

57 08-0271 Sanoral 40 mg/5 mg film-

coated-tablets, Film-coated 

tablets, 40 mg/5 mg

Olmesartanum 

medoxomilum, 

Amlodipinum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

NL/H/1115/002/IA/024/G

58 11-0024 Saizen 5.83 mg/ml solution 

for injection, Solution for 

injection, 5.83 mg/ml

Somatropinum Merck Serono 

S.p.A., Itālija

IT/H/0025/007/II/108

59 11-0025 Saizen 8 mg/ml solution for 

injection, Solution for 

injection, 8 mg/ml

Somatropinum Merck Serono 

S.p.A., Itālija

IT/H/0025/008/II/108

60 13-0277 Eptifibatide Mylan 0,75 

mg/ml solution for infusion, 

Solution for infusion, 0,75 

mg/ml

Eptifibatidum Mylan S.A.S, 

Francija

AT/H/0440/001/IA/004

61 13-0277 Eptifibatide Mylan 0,75 

mg/ml solution for infusion, 

Solution for infusion, 0,75 

mg/ml

Eptifibatidum Mylan S.A.S, 

Francija

AT/H/0440/001/IA/003

62 13-0278 Eptifibatide Mylan 2 mg/ml 

solution for injection, 

Solution for injection, 2 

mg/ml

Eptifibatidum Mylan S.A.S, 

Francija

AT/H/0440/002/IA/004

63 13-0278 Eptifibatide Mylan 2 mg/ml 

solution for injection, 

Solution for injection, 2 

mg/ml

Eptifibatidum Mylan S.A.S, 

Francija

AT/H/0440/002/IA/003
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64 12-0209 Vinorelbine Mylan 10 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 10 

mg/ml

Vinorelbinum Mylan S.A.S, 

Francija

NL/H/2111/001/IA/004

65 10-0093 Vagifem 10 micrograms 

vaginal tablets, Vaginal 

tablets, 10 micrograms

Estradiolum Novo Nordisk A/S, 

Dānija

UK/H/2176/001/II/013/G

66 10-0657 Gammanorm 165 mg/ml 

solution for injection, 

Solution for injection, 165 

mg/ml

Immunoglobulinu

m humanum 

normale

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/0390/001/IA/045/G

67 03-0502 Sortis 80 mg film-coated 

tablets, Film-coated tablets, 

80 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/0109/004/IB/133/G

68 07-0132 CosmoFer 50 mg/ml solution 

for infusion and injection, 

Solution for injection and 

infusion, 50 mg/ml

Ferri hydroxidum 

dextrani complexus

Pharmacosmos 

A/S, Dānija

DK/H/0169/001/IA/029

69 10-0509 Topiramate Portfarma 100 mg 

film-coated tablets , Film-

coated tablets, 100 mg

Topiramatum Portfarma ehf, 

Īslande

DK/H/0930/003/IA/018

70 10-0510 Topiramate Portfarma 200 mg 

film-coated tablets, Film-

coated tablets, 200 mg

Topiramatum Portfarma ehf, 

Īslande

DK/H/0930/004/IA/018

71 10-0507 Topiramate Portfarma 25 mg 

film-coated tablets, Film-

coated tablets, 25 mg

Topiramatum Portfarma ehf, 

Īslande

DK/H/0930/001/IA/018

72 10-0508 Topiramate Portfarma 50 mg 

film-coated tablets, Film-

coated tablets, 50 mg

Topiramatum Portfarma ehf, 

Īslande

DK/H/0930/002/IA/018

73 07-0131 Fluorescite 100 mg/ml 

solution for injection, 

Solution for injection, 100 

mg/ml

Fluoresceinum S.A. Alcon-

Couvreur N.V., 

Beļģija

DE/H/0746/001/IA/028

74 05-0376 Lanzostad 15 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsule, hard, 

15 mg

Lansoprazolum Stada Arzneimittel 

AG, Vācija

DK/H/1653/001/IA/050

75 05-0377 Lanzostad 30 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsule, hard, 

30 mg

Lansoprazolum Stada Arzneimittel 

AG, Vācija

DK/H/1653/002/IA/050

76 13-0253 Mometasone Teva 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

µg/actuation

Mometasoni furoas Teva Pharma B.V., 

Nīderlande

UK/H/4971/001/IA/023

77 15-0026 Copaxone 40 mg/ml solution 

for injection in pre-filled 

syringe, Solution for injection 

in pre-filled syringe, 40 mg/ml

Glatirameri acetas Teva 

Pharmaceuticals 

Ltd., Lielbritānija

UK/H/0453/004/IB/149
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78 06-0052 Elevit Pronatal film-coated 

tablets, Film-coated tablets

Retinoli palmitas, 

Thiamini nitras, 

Riboflavinum, 

Pyridoxini 

hydrochloridum, 

Cyanocobalaminu

m, Alfa-

tocopherylis acetas, 

Calcii pantothenas, 

Biotinum, 

Nicotinamidum, 

Acidum folicum, 

Calcium, Cuprum, 

Ferrum, 

Magnesium, 

Manganum, 

Phosphorus, 

Zincum, Acidum 

ascorbicum

UAB Bayer, 

Lietuva

AT/H/0151/001/IA/063

79 12-0183 Oxycodone Vitabalans 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Oxycodoni 

hydrochloridum

Vitabalans Oy, 

Somija

SE/H/1119/002/DC/IA/00

6

80 12-0182 Oxycodone Vitabalans 5 mg 

film-coated tablets, Film-

coated tablets, 5 mg

Oxycodoni 

hydrochloridum

Vitabalans Oy, 

Somija

SE/H/1119/001/IA/006

81 13-0248 Tezeo HCT 80 mg/12.5 mg 

tablets, Tablets, 80 mg/12.5 

mg

Telmisartanum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0444/002/IA/007/G

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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