Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/142 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Nr.p.k. Reg. forma, stiprums/ Akavas vielas apliecibas procediiras Procediiras numurs
numurs . nosaukums |_ ",
koncentracija Ipasnieks, valsts| numurs
1 2 3 4 5 6 7

1 16-0004 |Bendamustine Accord 2.5 Bendamustini Accord Healthcare AT/H/0497/001/1A/013
mg/ml powder for concentrate |hydrochloridum Ltd, Lielbritanija
for solution for infusion,
Powder for concentrate for
solution for infusion, 2.5
mg/ml

2 07-0043 |Moxonidin Actavis 0.4 mg Moxonidinum Actavis Group hf, DK/H/2155/003/1B/013
film-coated tablets, Film- Islande
coated tablets, 0.4 mg

3 17-0138 |Travoprost/Timolol AL 40 Travoprostum, Aliud Pharma DK/H/2636/001/P/001
micrograms/5 mg/ml eye Timololum GmbH, Vicija
drops, solution, Eye drops,
solution, 40 pg/5 mg/mi

4 16-0171 |Belkyra 10 mg/ml solution for |Acidum Allergan SE/H/1547/001/11/003/G
injection, Solution for deoxycholicum Pharmaceuticals
injection, 10 mg/ml International Ltd,

Trija

5 00-0466 |Arimidex 1 mg film-coated |Anastrozolum AstraZeneca UK UK/H/0111/001/1A/070/G
tablets, Film-coated tablets, 1 Limited,
mg Lielbritanija

6 05-0373  |Aminoplasmal B.Braun 10% |lIsoleucinum, B.Braun DE/H/xxxx/W |DE/H/0544/001/11/016/G
E solution for infusion, Leucinum, Lysini |Melsungen AG, S/346

Solution for infusion, 10%

hydrochloridum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum, Natrii
acetas trihydricus,
Natrii hydroxidum,
Kalii acetas,
Magnesii
chloridum
hexahydricum,
Dinatrii phosphas
dodecahydricus

Vacija
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7 05-0374 |Aminoplasmal B.Braun 10% |lIsoleucinum, B.Braun DE/H/xxxx/W |DE/H/0543/001/11/018/G
solution for infusion, Solution |Leucinum, Melsungen AG, S/346
for infusion, 10% Lysinum, Lysini | Vacija
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum
8 08-0248 |Metronidazole B.Braun 5 Metronidazolum  |B.Braun DE/H/1018/001/1A/006
mg/ml solution for infusion, Melsungen AG,
Solution for infusion, 5 mg/ml Vacija
9 12-0052 |Paracetamol B.Braun 10 Paracetamolum B.Braun DE/H/3084/001/1B/012
mg/ml solution for infusion, Melsungen AG,
Solution for infusion, 10 Vacija
mg/ml
10 13-0098 |Recombinate 1000 IU/5 ml  |Octocogum alfa Baxalta NL/H/0043/006/1B/078
powder and solvent for Innovations
solution for injection, Powder GmbH, Austrija
and solvent for solution for
injection, 1000 1U/5 ml
11 13-0096 |Recombinate 250 1U/5 ml Octocogum alfa Baxalta NL/H/0043/004/1B/078
powder and solvent for Innovations
solution for injection, Powder GmbH, Austrija
and solvent for solution for
injection, 250 1U/5 ml
12 13-0097 |Recombinate 500 1U/5 ml Octocogum alfa Baxalta NL/H/0043/005/1B/078
powder and solvent for Innovations
solution for injection, Powder GmbH, Austrija
and solvent for solution for
injection, 500 1U/5 ml
13 10-0059 |Visannette 2 mg tablets, Dienogestum Bayer AG, Vacija NL/H/1569/001/P/002
Tablets, 2 mg
14 07-0332  |Ketilept 100 mg film-coated |Quetiapinum Egis HU/H/0126/002/P/001
tablets, Film-coated tablets, Pharmaceuticals
100 mg PLC, Ungarija
15 07-0333  |Ketilept 150 mg film-coated |Quetiapinum Egis HU/H/0126/003/P/001
tablets, Film-coated tablets, Pharmaceuticals
150 mg PLC, Ungarija
16 07-0334  |Ketilept 200 mg film-coated |Quetiapinum Egis HU/H/0126/004/P/001
tablets, Film-coated tablets, Pharmaceuticals
200 mg PLC, Ungarija
17 07-0331 |Ketilept 25 mg film-coated Quetiapinum Egis HU/H/0126/001/P/001

tablets, Film-coated tablets,
25 mg

Pharmaceuticals
PLC, Ungarija
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18 07-0335 |Ketilept 300 mg film-coated |Quetiapinum Egis HU/H/0126/005/P/001
tablets, Film-coated tablets, Pharmaceuticals
300 mg PLC, Ungarija
19 14-0231 |Velbienne 2 mg/1 mg film- | Dienogestum, Exeltis Baltics NL/H/2949/002/1A/005
coated tablets, Film-coated Estradioli valeras |UAB, Lietuva
tablets, 2 mg/1 mg
20 05-0116 |SMOFIipid 20% emulsion for |Soiae oleum Fresenius Kabi SE/H/0421/001/1A/037/G
infusion, Emulsion for raffinatum, AB, Zviedrija
infusions, 20% Triglycerida
saturata media,
Piscis oleum
omega-3 acidis
abundans, Olivae
oleum raffinatum
21 09-0310  [Prismasol 2 mmol/l Potassium|Calcii chloridum |Gambro Lundia FR/H/0226/001/1A/038/G
solution for dihydricum, AB, Zviedrija
haemodialysis/haemofiltration | Magnesii
, Solution for chloridum
haemodialysis/haemofiltration |hexahydricum,
, 2 mmol/l Glucosum
anhydricum,
Acidum lacticum,
Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum
22 09-0311 [Prismasol 4 mmol/l Potassium|Calcii chloridum |Gambro Lundia FR/H/0226/002/1A/038/G
solution for dihydricum, AB, Zviedrija
haemodialysis/haemofiltration | Magnesii
, Solution for chloridum
haemodialysis/haemofiltration |hexahydricum,
, 4 mmol/l Glucosum
anhydricum,
Acidum lacticum,
Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum
23 09-0263  [Nepanil 10 mg film-coated Escitalopramum  |Gedeon Richter HU/H/0131/002/
tablets, Film-coated tablets, Plc., Ungarija
10 mg
24 05-0092 |Metoprolol HEXAL Z 142.5 |Metoprololi Hexal AG, Vacija DK/H/1597/004/11/049
mg prolonged-release tablets, |succinas
Prolonged-release tablets,
142.5 mg
25 05-0089 |Metoprolol HEXAL Z 23.75 |Metoprololi Hexal AG, Vacija DK/H/1597/001/11/049
mg prolonged-release tablets, |succinas
Prolonged-release tablets,
23.75mg
26 05-0090 [Metoprolol HEXAL Z 47.5 |Metoprololi Hexal AG, Vacija DK/H/1597/002/11/049
mg prolonged-release tablets, |succinas
Prolonged-release tablets,
47.5mg
27 05-0091 |Metoprolol HEXAL Z 95 mg |Metoprololi Hexal AG, Vacija DK/H/1597/003/11/049
prolonged-release tablets, succinas
Prolonged-release tablets, 95
mg
28 08-0130 |Concerta 18 mg prolonged- |Methylphenidati  |Johnson & UK/H/0544/001/1A/088/G
release tablets, Prolonged- hydrochloridum Johnson, UAB,
release tablets, 18 mg Lietuva
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29 08-0131 |Concerta 36 mg prolonged- |Methylphenidati  |Johnson & UK/H/0544/002/1A/088/G
release tablets, Prolonged- hydrochloridum Johnson, UAB,
release tablets, 36 mg Lietuva

30 08-0132 |Concerta 54 mg prolonged- |Methylphenidati  |Johnson & UK/H/0544/003/1A/088/G
release tablets, Prolonged- hydrochloridum Johnson, UAB,
release tablets, 54 mg Lietuva

31 11-0305 |Canocord 16 mg tablets, Candesartanum KRKA, d.d., Novo DE/H/2119/003/1A/007
Tablets, 16 mg cilexetilum mesto, Slovénija

32 11-0306 |Canocord 32 mg tablets, Candesartanum KRKA, d.d., Novo DE/H/2119/004/1A/007
Tablets, 32 mg cilexetilum mesto, Slovénija

33 11-0303 |Canocord 4 mg tablets, Candesartanum KRKA, d.d., Novo DE/H/2119/001/1A/007
Tablets, 4 mg cilexetilum mesto, Slovénija

34 11-0304 |Canocord 8 mg tablets, Candesartanum KRKA, d.d., Novo DE/H/2119/002/1A/007
Tablets, 8 mg cilexetilum mesto, Slovénija

35 08-0326 |Ypsila 40 mg capsules, hard, |Ziprasidonum KRKA, d.d., Novo SK/H/0103/002/1B/016
Capsules, hard, 40 mg mesto, Slovénija

36 08-0327 |Ypsila 60 mg capules, hard, |Ziprasidonum KRKA, d.d., Novo SK/H/0103/003/1B/016
Capsules, hard, 60 mg mesto, Slovénija

37 08-0328 |Ypsila 80 mg capsules, hard, |Ziprasidonum KRKA, d.d., Novo SK/H/0103/004/1B/016
Capsules, hard, 80 mg mesto, Slovénija

38 10-0391 |Zulbex 10 mg gastro-resistant |Rabeprazolum KRKA, d.d., Novo NL/H/1787/001/1B/011
tablets, Gastro-resistant natricum mesto, Slovénija
tablets, 10 mg

39 10-0392  |Zulbex 20 mg gastro-resistant |Rabeprazolum KRKA, d.d., Novo NL/H/1787/002/1B/011
tablets, Gastro-resistant natricum mesto, Slovénija
tablets, 20 mg

40 12-0047 |Actifed Menthol 20 mg/ml Guaifenesinum McNeil Products UK/H/4651/001/1B/016/G
oral solution, Oral solution, Limited c/o
20 mg/ml Johnson &

Johnson Limited,
Lielbritanija

41 13-0043 |Bileni 137 micrograms/50 Azelastini Meda Pharma, DE/H/3356/001/1B/024
micrograms per actuation hydrochloridum,  [SIA, Latvija
nasal spray, suspension, Nasal |Fluticasoni
spray, suspension, 137 propionas
micrograms/50 micrograms
per actuation

42 13-0044  |Dymista 137 micrograms/50 |Azelastini Meda Pharma, DE/H/3355/001/1B/023
micrograms per actuation hydrochloridum,  |SIA, Latvija
nasal spray, suspension, Nasal |Fluticasoni
spray, suspension, 137 propionas
micrograms/50 micrograms
per actuation

43 02-0184  |Elidel 10 mg/g cream, Cream, |Pimecrolimusum |Meda Pharma, DK/H/xxxx/1A |DK/H/0339/001/1A/069/G
10 mg/g SIA, Latvija 1173/G

44 11-0315 |Molaxole powder for oral Macrogolum, Meda Pharma, DK/H/xxxx/1A |DK/H/1199/001/1A/031/G
solution, Powder for oral Natrii chloridum, |SIA, Latvija 1173/G

solution

Natrii
hydrogenocarbonas
, Kalii chloridum
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45 13-0285 |Rovasyn 10 mg film-coated |Rosuvastatinum Medochemie Ltd., DK/H/2231/002/1B/006/G
tablets, Film-coated tablets, Kipra
10 mg
46 13-0286 |Rovasyn 20 mg film-coated |Rosuvastatinum Medochemie Ltd., DK/H/2231/003/I1B/006/G
tablets, Film-coated tablets, Kipra
20 mg
47 13-0287 |Rovasyn 40 mg film-coated |Rosuvastatinum Medochemie Ltd., DK/H/2231/004/1B/006/G
tablets, Film-coated tablets, Kipra
40 mg
48 13-0284 |Rovasyn 5 mg film-coated Rosuvastatinum Medochemie Ltd., DK/H/2231/001/1B/006/G
tablets, Film-coated tablets, 5 Kipra
mg
49 06-0082 |Dolmen 50 mg/2 ml solution |Dexketoprofenum |Menarini ES/H/0101/003/1A/065
for injection or concentrate International
for solution for infusion, Operations
Solution for injection or Luxembourg S.A.,
concentrate for solution for Luksemburga
infusion, 50 mg/2 ml
50 05-0631 [Mesar Plus 20 mg/12.5 mg Olmesartanum Menarini DE/H/0525/001/1B/060/G
film-coated tablets, Film- medoxomilum, International
coated tablets, 20 mg/12.5 mg |Hydro- Operations
chlorothiazidum Luxembourg S.A.,
Luksemburga
51 05-0632  [Mesar Plus 20 mg/25 mg film-|Olmesartanum Menarini DE/H/0525/002/1B/060/G
coated tablets, Film-coated medoxomilum, International
tablets, 20 mg/25 mg Hydro- Operations
chlorothiazidum Luxembourg S.A.,
Luksemburga
52 10-0145 |Mesar Plus 40 mg/12.5 mg  |Olmesartanum Menarini DE/H/0525/003/1B/060/G
film-coated tablets, Film- medoxomilum, International
coated tablets, 40 mg/12.5 mg |Hydro- Operations
chlorothiazidum Luxembourg S.A.,
Luksemburga
53 10-0146 |Mesar Plus 40 mg/25 mg film-|Olmesartanum Menarini DE/H/0525/004/1B/060/G
coated tablets, Film-coated medoxomilum, International
tablets, 40 mg/25 mg Hydro- Operations
chlorothiazidum Luxembourg S.A.,
Luksemburga
54 09-0074  [Nebilet Plus 5 mg/12.5 mg Nebivololum, Menarini NL/H/1067/001/11/017
film-coated tablets, Film- Hydro- International
coated tablets, 5mg/12.5 mg |chlorothiazidum  |Operations
Luxembourg S.A.,
Luksemburga
55 09-0075  |Nebilet Plus 5 mg/25 mg film-|Nebivololum, Menarini NL/H/1067/002/11/017
coated tablets, Film-coated Hydro- International
tablets, 5 mg/25 mg chlorothiazidum  |Operations
Luxembourg S.A.,
Luksemburga
56 05-0061 |Ezetrol 10 mg tablets, Tablets, |Ezetimibum Merck Sharp & DE/H/xxxx/1A/|DE/H/0396/001/1A/055/G
10 mg Dohme Latvija, 883/G
SIA, Latvija
57 05-0270 |Myfortic 360 mg gastro- Acidum Novartis Finland FR/H/0239/002/1B/060
resistant tablets, Gastro- mycophenolicum  |Oy, Somija
resistant tablets, 360 mg
58 16-0064 |Panzyga 100 mg/ml solution |Immuno- Octapharma (IP) DE/H/1948/001/11/007/G
for infusion, Solution for globulinum Limited,

infusion, 100 mg/ml

humanum normale

Lielbritanija
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59 14-0047 |Orindille 0.02 mg/3 mg film- |Ethinylestradiolum,|Orivas UAB, NL/H/2888/001/1A/008
coated tablets, Film-coated Drospirenonum Lietuva
tablets, 0.02 mg/3 mg

60 01-0276  |[Neurontin 100 mg capsules, |Gabapentinum Pfizer Limited, DE/H/xxxx/1A/|DE/H/0899/001/1A/060
hard, Capsules, hard, 100 mg Lielbritanija 878/G

61 01-0277  |Neurontin 300 mg capsules, |Gabapentinum Pfizer Limited, DE/H/xxxx/1A/|DE/H/0899/002/1A/060
hard, Capsules, hard, 300 mg Lielbritanija 878/G

62 01-0278  |Neurontin 400 mg capsules, [Gabapentinum Pfizer Limited, DE/H/xxxx/1A/|DE/H/0899/003/1A/060
hard, Capsules, hard, 400 mg Lielbritanija 878/G

63 03-0016  [Neurontin 600 mg film-coated [Gabapentinum Pfizer Limited, DE/H/xxxx/1A/|DE/H/0899/004/1A/060
tablets, Film-coated tablets, Lielbritanija 878/G
600 mg

64 03-0017  |Neurontin 800 mg film-coated [Gabapentinum Pfizer Limited, DE/H/xxxx/1A/|DE/H/0899/005/1A/060
tablets, Film-coated tablets, Lielbritanija 878/G
800 mg

65 11-0109 |Latizolil 50 micrograms/ml  |Latanoprostum Sandoz d.d., DE/H/2076/001/1B/019
eye drops, solution, Eye Slovénija
drops, solution, 50 pg/ml

66 15-0182 |Lopinavir/Ritonavir Sandoz [Lopinavirum, Sandoz d.d., NL/H/3143/001/1B/002
200 mg/50 mg film-cotated  |Ritonavirum Sloveénija
tablets, Film-coated tablets,
200 mg/50 mg

67 12-0127 |Omeprazole Sandoz 20 mg  |Omeprazolum Sandoz d.d., UK/H/4500/002/1B/022
gastro-resistant capsules, Slovénija
hard, Gastro-resistant capsule,
hard, 20 mg

638 10-0081 |Ospamox 1000 mg film- Amoxicillinum Sandoz d.d., AT/H/0187/003/1A/023
coated tablets, Film-coated Slovénija
tablets, 1000 mg

69 10-0082 |Ospamox 250 mg/5 ml Amoxicillinum Sandoz d.d., AT/H/0187/005/1A/023
powder for oral suspension, Slovénija
Powder for oral suspension,
250 mg/5 ml

70 10-0083  |Ospamox 500 mg film-coated |Amoxicillinum Sandoz d.d., AT/H/0187/001/1A/023
tablets, Film-coated tablets, Slovénija
500 mg

71 09-0426 |Escitasan 10 mg film-coated |Escitalopramum  |Stada Arzneimittel AT/H/0215/002/1A/041/G
tablets, Film-coated tablets, AG, Vacija
10 mg

72 09-0427  |Escitasan 20 mg film-coated |Escitalopramum  [Stada Arzneimittel AT/H/0215/004/1A/041/G
tablets, Film-coated tablets, AG, Vicija
20 mg

73 15-0060 |Aripiprazole Teva 10 mg Aripiprazolum Teva B.V., DE/H/5039/002/1B/008
tablets, Tablets, 10 mg Niderlande

74 15-0061 |Aripiprazole Teva 15 mg Aripiprazolum TevaB.V., DE/H/5039/003/1B/008
tablets, Tablets, 15 mg Niderlande

75 15-0253  |Bortezomib Teva 3.5 mg Bortezomibum TevaB.V., HR/H/0102/002/1B/002
powder for solution for Niderlande
injection, Powder for solution
for injection, 3.5 mg

76 15-0140 |Pregabalin Teva 150 mg Pregabalinum TevaB.V., DE/H/5003/005/1A/007
capsules, hard, Capsules, Niderlande

hard, 150 mg
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77 15-0139  |Pregabalin Teva 75 mg Pregabalinum TevaB.V., DE/H/5003/003/1A/007
capsules, hard, Capsules, Niderlande
hard, 75 mg

78 13-0145 |Destele 150/20 micrograms |Desogestrelum, Teva Pharma B.V., NL/H/2673/001/1A/012/G
tablets, Tablets, 150 ug/20 ug |Ethinylestradiolum |Niderlande

79 13-0146 |Destele 150/30 micrograms  |Desogestrelum, Teva Pharma B.V., NL/H/2673/002/1A/012/G
tablets, Tablets, 150 ug/30 pg |Ethinylestradiolum |Niderlande

80 08-0287 |Finasteride Teva 5 mg film-  [Finasteridum Teva Pharma B.V., FR/H/0347/001/1A/016/G
coated tablets, Film-coated Niderlande
tablets, 5 mg

81 11-0245  |Fluoxetine Vitabalans 20 mg |Fluoxetinum Vitabalans Oy, FI/H/0751/001/11/006
film-coated tablets, Film- Somija
coated tablets, 20 mg

82 12-0017 |Carzan 16 mg tablets, Tablets, |Candesartanum Zentiva, k.s., CZ/H/0528/003/1B/017
16 mg cilexetilum Cehija

83 12-0016 |Carzan 8 mg tablets, Tablets, |Candesartanum Zentiva, k.s., CZ/H/0528/002/1B/017
8 mg cilexetilum Cehija

84 10-0026 |Sidretella 0.02 mg/3 mg film- |Ethinylestradiolum,|Zentiva, k.s., CZ/H/0530/001/1B/016/G
coated tablets, Film-coated  |Drospirenonum  [Cehija
tablets, 0.02 mg/3 mg

85 12-0225 |Zoledronic acid Zentiva 4 Acidum Zentiva, k.s., UK/H/5916/001/1B/014
mg/5 ml concentrate for zoledronicum Cehija

solution for infusion,
Concentrate for solution for
infusion, 4 mg/5 ml

Zalu registracijas
departamenta vaditaja
M.Emersone



