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Reģ. 
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Reģistrācijas 
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Izmaiņu 

procedūras 

numurs

Procedūras numurs

1 2 3 4 5 6 7

1 05-0485 Duodopa 20 mg/ml + 5 mg/ml 

intestinal gel, Intestinal gel, 

20 mg/ml + 5 mg/ml

Levodopum, 

Carbidopum 

monohydricum

AbbVie SIA, 

Latvija

SE/H/0415/001/IA/056

2 10-0088 Tolterodine Accord 1 mg film-

coated tablets, Film-coated 

tablets, 1 mg

Tolterodini tartras Accord Healthcare 

Limited, 

Lielbritānija

DK/H/1473/001/IB/007

3 10-0088 Tolterodine Accord 1 mg film-

coated tablets, Film-coated 

tablets, 1 mg

Tolterodini tartras Accord Healthcare 

Limited, 

Lielbritānija

DK/H/1473/001/IA/008/G

4 10-0089 Tolterodine Accord 2 mg film-

coated tablets, Film-coated 

tablets, 2 mg

Tolterodini tartras Accord Healthcare 

Limited, 

Lielbritānija

DK/H/1473/002/IB/007

5 10-0089 Tolterodine Accord 2 mg film-

coated tablets, Film-coated 

tablets, 2 mg

Tolterodini tartras Accord Healthcare 

Limited, 

Lielbritānija

DK/H/1473/002/IA/008/G

6 15-0337 Bisoprolol Accord 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Bisoprololi fumaras Accord Healthcare 

Ltd, Lielbritānija

NL/H/2224/003/II/009

7 15-0335 Bisoprolol Accord 2.5 mg 

film-coated tablets, Film-

coated tablets, 2.5 mg

Bisoprololi fumaras Accord Healthcare 

Ltd, Lielbritānija

NL/H/2224/001/II/009

8 15-0336 Bisoprolol Accord 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Bisoprololi fumaras Accord Healthcare 

Ltd, Lielbritānija

NL/H/2224/002/II/009

9 10-0583 Gembin 40 mg/ml concentrate 

for solution for infusion, 

Concentrate for solution for 

infusion, 40 mg/ml

Gemcitabinum Actavis Group 

PTC ehf., Īslande

NL/H/1644/001/IB/015

10 06-0256 Itraconazol Actavis 100 mg 

hard capsules, Hard capsules, 

100 mg

Itraconazolum Actavis Group 

PTC ehf., Īslande

SE/H/0579/001/IB/013

11 08-0245 Olanzapine Actavis 10 mg 

orodispersible tablets, 

Orodispersible tablets, 10 mg

Olanzapinum Actavis Group 

PTC ehf., Īslande

DK/H/1278/002/IA/025

12 08-0246 Olanzapine Actavis 15 mg 

orodispersible tablets, 

Orodispersible tablets, 15 mg

Olanzapinum Actavis Group 

PTC ehf., Īslande

DK/H/1278/003/IA/025

13 08-0244 Olanzapine Actavis 5 mg 

orodispersible tablets, 

Orodispersible tablets, 5 mg

Olanzapinum Actavis Group 

PTC ehf., Īslande

DK/H/1278/001/IA/025

14 09-0221 Simvastatin Aurobindo 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Simvastatinum Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1311/004/IA/030/G

15 09-0222 Simvastatin Aurobindo 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Simvastatinum Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1311/005/IA/030/G
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16 11-0336 Nutriflex Lipid peri emulsion 

for infusion, Emulsion for 

infusions

Glucosum 

monohydricum, Natrii 

dihydrogenophosphas 

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

B.Braun 

Melsungen AG, 

Vācija

DE/H/XXXX/I

A/806/G

DE/H/0163/001/IA/018/G

17 05-0499 Immunate 1000 IU/750 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 1000 IU/750 IU/10 

ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/003/IA/043/G

18 05-0497 Immunate 250 IU/190 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 250 IU/190 IU/5 ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/001/IA/043/G

19 05-0498 Immunate 500 IU/375 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 500 IU/375 IU/5 ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/002/IA/043/G

20 13-0098 Recombinate 1000 IU/5 ml 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 1000 IU/5 ml

Octocogum alfa Baxalta 

Innovations 

GmbH, Austrija

NL/H/0043/006/II/072/G

21 13-0096 Recombinate 250 IU/5 ml 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 250 IU/5 ml

Octocogum alfa Baxalta 

Innovations 

GmbH, Austrija

NL/H/0043/004/II/072/G
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22 13-0097 Recombinate 500 IU/5 ml 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 500 IU/5 ml

Octocogum alfa Baxalta 

Innovations 

GmbH, Austrija

NL/H/0043/005/II/072/G

23 10-0196 Sevoflurane Baxter 100% 

Inhalation vapour, liquid, 

Inhalation vapour, liquid, 100 

%

Sevofluranum Baxter S.A., 

Beļģija

DK/H/0784/001/IA/042/G

24 15-0268 Ibustar Kids 200 mg/5 ml oral 

suspension, Oral suspension, 

40 mg/ml

Ibuprofenum Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/2598/002/II/010

25 15-0268 Ibustar Kids 200 mg/5 ml oral 

suspension, Oral suspension, 

40 mg/ml

Ibuprofenum Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/2598/002/IB/011

26 15-0268 Ibustar Kids 200 mg/5 ml oral 

suspension, Oral suspension, 

40 mg/ml

Ibuprofenum Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/2598/002/IB/012

27 15-0198 Foster NEXThaler 200 

micrograms/6 micrograms per 

dose inhalation powder, 

Inhalation powder, 200 µg/6 

µg/dose

Beclometasoni 

dipropionas, 

Formoteroli fumaras 

dihydricus

Chiesi 

Pharmaceuticals 

GmbH, Austrija

DE/H/0873/004/IA/049/G

28 10-0575 Bupivacaine Claris 5,0 mg/ml 

Solution for Injection, 

Solution for injection, 5,0 

mg/ml

Bupivacaini 

hydrochloridum

Claris Lifesciences 

(UK) Limited, 

Lielbritānija

DE/H/1441/002/IA/013/G

29 12-0271 Telmisartan Egis 20 mg film-

coated tablets, Film-coated 

tablets, 20 mg

Telmisartanum Egis 

Pharmaceuticals 

PLC, Ungārija

UK/H/5090/001/IA/012/G

30 12-0272 Telmisartan Egis 40 mg film-

coated tablets, Film-coated 

tablets, 40 mg

Telmisartanum Egis 

Pharmaceuticals 

PLC, Ungārija

UK/H/5090/002/IA/012/G

31 12-0273 Telmisartan Egis 80 mg film-

coated tablets, Film-coated 

tablets, 80 mg

Telmisartanum Egis 

Pharmaceuticals 

PLC, Ungārija

UK/H/5090/003/IA/012/G

32 12-0212 Voxuten 100 mg prolonged-

release tablets, Prolonged-

release tablets, 100 mg

Metoprololi succinas Egis 

Pharmaceuticals 

PLC, Ungārija

DK/H/1307/003/IA/024

33 12-0213 Voxuten 200 mg prolonged-

release tablets, Prolonged-

release tablets, 200 mg

Metoprololi succinas Egis 

Pharmaceuticals 

PLC, Ungārija

DK/H/1307/004/IA/024

34 12-0210 Voxuten 25 mg prolonged-

release tablets, Prolonged-

release tablets, 25 mg

Metoprololi succinas Egis 

Pharmaceuticals 

PLC, Ungārija

DK/H/1307/001/IA/024

35 12-0211 Voxuten 50 mg prolonged-

release tablets, Prolonged-

release tablets, 50 mg

Metoprololi succinas Egis 

Pharmaceuticals 

PLC, Ungārija

DK/H/1307/002/IA/024
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36 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/018

37 12-0117 Ossica 3 mg solution for 

injection in pre-filled syringe, 

Solution for injection, 3 mg

Acidum 

ibandronicum

Gedeon Richter 

Plc., Ungārija

HU/H/0211/005/IB/013

38 05-0197 Fluarix suspension for 

injection in a pre-filled 

syringe, Suspension for 

injection in a pre-filled 

syringe, 0.5 ml

Vaccinum influenzae 

inactivatum ex 

virorum fragmentis 

praeparatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/0124/001/II/109

39 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/IB/005/G

40 07-0230 Kventiax 100 mg film-coated 

tablets, Film-coated tablets, 

100 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/002/II/021

41 14-0278 Kventiax 150 mg prolonged-

release tablets, Prolonged-

release tablets, 150 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/006/II/021

42 07-0232 Kventiax 200 mg film-coated 

tablets, Film-coated tablets, 

200 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/004/II/021

43 14-0279 Kventiax 200 mg prolonged-

release tablets, Prolonged-

release tablets, 200 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/007/II/021

44 07-0229 Kventiax 25 mg film-coated 

tablets, Film-coated tablets, 

25 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/001/II/021

45 07-0233 Kventiax 300 mg film-coated 

tablets, Film-coated tablets, 

300 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/005/II/021

46 14-0280 Kventiax 300 mg prolonged-

release tablets, Prolonged-

release tablets, 300 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/008/II/021

47 15-0318 Kventiax 50 mg prolonged-

release tablets, Prolonged-

release tablets, 50 mg

Quetiapinum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1059/009/II/021

48 12-0257 Valsartan Krka 160 mg film-

coated tablets, Film-coated 

tablets, 160 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0416/003/IA/009

49 12-0258 Valsartan Krka 320 mg film-

coated tablets, Film-coated 

tablets, 320 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0416/004/IA/009

50 12-0255 Valsartan Krka 40 mg film-

coated tablets, Film-coated 

tablets, 40 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0416/001/IA/009
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51 12-0256 Valsartan Krka 80 mg film-

coated tablets, Film-coated 

tablets, 80 mg

Valsartanum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0416/002/IA/009

52 10-0144 Kalcipos-D forte 500 mg/800 

IU chewable tablets, 

Chewable tablets, 500 mg/800 

IU

Calcium, 

Colecalciferolum

Meda AB, 

Zviedrija

SE/H/0805/002/IA/019

53 15-0251 Zykalor 10 mg tablets, 

Tablets, 10 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/002/IB/001

54 15-0252 Zykalor 15 mg tablets, 

Tablets, 15 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/003/IB/001

55 06-0159 DicloFlex 4 % cutaneous 

spray, solution, Cutaneous 

spray, solution, 4 %

Diclofenacum 

natricum

MIKA Pharma 

GmbH, Vācija

UK/H/0563/001/II/031

56 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/IA/021/G

57 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/IA/021/G

58 10-0657 Gammanorm 165 mg/ml 

solution for injection, 

Solution for injection, 165 

mg/ml

Immunoglobulinum 

humanum normale

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/0390/001/II/047/G

59 15-0256 Octaplasma solution for 

infusion, Solution for 

infusion, 45-70 mg/ml

Proteinum plasmatis 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

UK/H/0355/001/II/067/G

60 11-0076 Alprazolam Orion 0.5 mg 

tablets, Tablets, 0.5 mg

Alprazolamum Orion Corporation, 

Somija

FI/H/0752/002/IB/013

61 11-0077 Alprazolam Orion 1 mg 

tablets, Tablets, 1 mg

Alprazolamum Orion Corporation, 

Somija

FI/H/0752/003/IB/013

62 12-0300 Atorvastatin Ranbaxy 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/001/IA/015/G

63 12-0300 Atorvastatin Ranbaxy 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/001/IA/013

64 12-0301 Atorvastatin Ranbaxy 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/002/IA/013

65 12-0301 Atorvastatin Ranbaxy 20 mg 

film-coated tablets, Film-

coated tablets, 20 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/002/IA/015/G

66 12-0302 Atorvastatin Ranbaxy 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/003/IA/013

67 12-0302 Atorvastatin Ranbaxy 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/003/IA/015/G

68 12-0303 Atorvastatin Ranbaxy 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/004/IA/013
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69 12-0303 Atorvastatin Ranbaxy 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Atorvastatinum Ranbaxy UK Ltd., 

Lielbritānija

UK/H/6047/004/IA/015/G

70 15-0108 Nicabate 2 mg medicated 

chewing gum, Medicated 

chewing gum, 2 mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/5644/001/IB/002

71 15-0109 Nicabate 4 mg medicated 

chewing gum, Medicated 

chewing gum, 4 mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/5644/002/IB/002

72 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/030

73 09-0021 Letrozole SanoSwiss 2.5 mg 

film-coated tablets, Film-

coated tablets, 2.5 mg

Letrozolum SanoSwiss UAB, 

Lietuva

NL/H/1179/001/IB/010

74 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/003/G

75 12-0336 Dutasteride Teva 0.5 mg 

capsules, soft, Capsules, soft, 

0.5 mg

Dutasteridum Teva Pharma B.V., 

Nīderlande

EE/H/0177/001/IB/009/G

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/II/015/G

77 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/IB/030

78 06-0169 Xyzal 0.5 mg/ml oral 

solution, Oral solution, 0.5 

mg/ml

Levocetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/003/IA/077

79 05-0407 Xyzal 5 mg coated tablets, 

Film-coated tablets, 5 mg

Levocetirizini 

dihydrochloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/001/IA/077

80 10-0007 Rosuvacard 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/001/IB/022

81 10-0008 Rosuvacard 20 mg film-

coated tablets, Film-coated 

tablets, 20 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/002/IB/022

82 10-0009 Rosuvacard 40 mg film-

coated tablets, Film-coated 

tablets, 40 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/003/IB/022

Zāļu reģistrācijas 

departamenta 

vadītāja 

M.Emersone
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