Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/2 pielikums Nr.3-3, 05.1.2018.

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 09-0458  |Fluorouracil Accord 50 mg/ml|Fluorouracilum Accord Healthcare UK/H/1185/001/1A/034
solution for injection or Limited,
infusion, Solution for Lielbritanija
injection or infusion, 50
mg/ml

2 10-0295 |Paclitaxel Accord 6 mg/ml Paclitaxelum Accord Healthcare NL/H/1444/001/11/025
concentrate for solution for Limited,
infusion, Concentrate for Lielbritanija
solution for infusion, 6 mg/ml

3 17-0126  |Olmesartan Medoxomil Olmesartanum Accord Healthcare UK/H/4268/001/1A/004
Accord 10 mg film-coated medoxomilum Ltd, Lielbritanija
tablets, Film-coated tablets,
10 mg

4 17-0127  |Olmesartan Medoxomil Olmesartanum Accord Healthcare UK/H/4268/002/1A/004
Accord 20 mg film-coated medoxomilum Ltd, Lielbritanija
tablets, Film-coated tablets,
20 mg

5 17-0128 [Olmesartan Medoxomil Olmesartanum Accord Healthcare UK/H/4268/003/1A/004
Accord 40 mg film-coated medoxomilum Ltd, Lielbritanija
tablets, Film-coated tablets,
40 mg

6 16-0137 |Tadalafil Accord 20 mg film- |Tadalafilum Accord Healthcare UK/H/5902/004/1A/006/G
coated tablets, Film-coated Ltd, Lielbritanija
tablets, 20 mg

7 06-0221 |Conoxia 100% medicinal gas, |Oxygenium AGA AB, SE/H/0607/001/1A/050/G
compressed, Medicinal gas, Zviedrija
compressed, 100%

8 05-0019 |Alvesco 160 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/003/1A/053
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 160 mcg

9 05-0019 |Alvesco 160 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/003/1A/055
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 160 mcg

10 05-0018 |Alvesco 80 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/002/1A/053
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 80 mcg

11 05-0018 |Alvesco 80 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/002/1A/055
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 80 mcg

12 99-0119 |Atacand 16 mg tablets, Candesartanum AstraZeneca AB, |UK/H/xxxx/IA |[UK/H/0197/004/1A/109/G
Tablets, 16 mg cilexetilum Zviedrija /522/G

13 99-0118 |Atacand 8 mg tablets, Tablets, | Candesartanum AstraZeneca AB, |UK/H/xxxx/IA |UK/H/0197/003/1A/109/G
8 mg cilexetilum Zviedrija 1522/G

14 00-0466 |Arimidex 1 mg film-coated  |Anastrozolum AstraZeneca UK |UK/H/xxxx/IA JUK/H/0111/001/1A/071/G
tablets, Film-coated tablets, 1 Limited, 1522/G
mg Lielbritanija
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15 11-0336  |Nutriflex Lipid peri emulsion |Glucosum B.Braun DE/H/xxxx/W |DE/H/0163/001/11/022/G
for infusion, Emulsion for monohydricum, Melsungen AG, S/509
infusions Natrii Vacija

dihydrogenophosp
has 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

16 16-0160 |Nutriflex Omega 56/144 Isoleucinum, B.Braun SE/H/1435/001/1B/003
emulsion for infusion, Leucinum, Melsungen AG,
Emulsion for infusions Lysinum, Vacija
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum, Acidum
asparticum,
Acidum
glutamicum,
Glycinum,
Prolinum, Serinum,
Natrii hydroxidum,
Natrii chloridum,
Natrii acetas
trihydricus, Kalii
acetas, Magnesii
acetas
tetrahydricus,
Calcii chloridum
dihydricum,
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Glucosum

anhydricum, Natrii
dihydrogenophosp
has dihydricus,
Zinci acetas
dihydricus,
Triglycerida
saturata media,
Sojae oleum,
Omega-3 acidorum
triglycerida

17 16-0160 |Nutriflex Omega 56/144 Isoleucinum, B.Braun SE/H/1435/001/1B/002/G
emulsion for infusion, Leucinum, Melsungen AG,
Emulsion for infusions Lysinum, Vacija
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum, Acidum
asparticum,
Acidum
glutamicum,
Glycinum,
Prolinum, Serinum,
Natrii hydroxidum,
Natrii chloridum,
Natrii acetas
trihydricus, Kalii
acetas, Magnesii
acetas
tetrahydricus,
Calcii chloridum
dihydricum,
Glucosum
anhydricum, Natrii
dihydrogenophosp
has dihydricus,
Zinci acetas
dihydricus,
Triglycerida
saturata media,
Sojae oleum,
Omega-3 acidorum
triglycerida

18 11-0155 |Glucient SR 500 mg Metformini Consilient Health UK/H/2813/001/IA/006
prolonged-release tablets, hydrochloridum Limited, Trija
Prolonged-release tablets, 500
mg
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11-0308

Dacepton 10 mg/ml solution
for injection/infusion,
Solution for
injection/infusion, 10 mg/ml

Apomorphini
hydrochloridum
hemihydricum

EVER Neuro
Pharma GmbH,
Austrija

AT/H/Xxxx/1A/
062/G

AT/H/0364/001/1A/010

20

14-0066

Dacepton 5 mg/ml solution
for infusion, Solution for
infusion, 5 mg/ml

Apomorphini
hydrochloridum
hemihydricum

EVER Neuro
Pharma GmbH,
Awustrija

AT/HIXxxx/A/
062/G

AT/H/0364/002/I1A/010

21

17-0168

SmofKabiven extra Nitrogen
Electrolyte free emulsion for
infusions, Emulsion for
infusions

Alaninum,
Argininum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum,
Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

Fresenius Kabi
AB, Zviedrija

SE/H/0792/004/P/001

22

17-0168

SmofKabiven extra Nitrogen
Electrolyte free emulsion for
infusions, Emulsion for
infusions

Alaninum,
Argininum,
Glycinum,
Histidinum,
Isoleucinum,
Leucinum,
Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

Fresenius Kabi
AB, Zviedrija

SE/H/0792/004/1A/101/G
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23 17-0167 |SmofKabiven extra Nitrogen |Alaninum, Fresenius Kabi SE/H/0792/003/1A/101/G

emulsion for infusions, Argininum, AB, Zviedrija

Emulsion for infusions Glycinum,
Histidinum,
Isoleucinum,
Leucinum,
Lysinum,
Methioninum,

Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

24 17-0167 |SmofKabiven extra Nitrogen |Alaninum, Fresenius Kabi SE/H/0792/003/P/001
emulsion for infusions, Argininum, AB, Zviedrija
Emulsion for infusions Glycinum,
Histidinum,
Isoleucinum,
Leucinum,
Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum,
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans
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25 11-0221 |Vancomycin Kabi 1000 mg |Vancomycinum Fresenius Kabi UK/H/3638/002/IA/013/G
powder for concentrate for Polska Sp.z 0.0.,
solution for infusion, Powder Polija
for concentrate for solution
for infusion, 1000 mg
26 11-0222 |Vancomycin Kabi 500 mg Vancomycinum Fresenius Kabi UK/H/3638/001/1A/013/G
powder for concentrate for Polska Sp.z 0.0.,
solution for infusion, Powder Polija
for concentrate for solution
for infusion, 500 mg
27 09-0064 |Nebiten 5 mg tablets, Tablets, [Nebivololum G.L. Pharma DE/H/1454/001/1B/015/G
5mg GmbH, Austrija
28 17-0103  |Epiduo 1 mg/25 mg/g gel, Adapalenum, Galderma SE/H/xxxx/WS | SE/H/0664/001/WS/057
Gel, 1 mg/25 mg/g Benzoylis International, /194
peroxidum Francija
29 06-0089 |Omsal 0.4 mg prolonged- Tamsulosini Gedeon Richter HU/H/0105/001/1B/027
release capsules, hard, hydrochloridum Plc., Ungarija
Prolonged release capsules,
hard, 0.4 mg
30 15-0262 |Rabakir 150 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/005/
hard, Capsules, hard, 150 mg Plc., Ungarija
31 15-0258 |Rabakir 25 mg capsules, hard, |Pregabalinum Gedeon Richter HU/H/0378/001/
Capsules, hard, 25 mg Plc., Ungarija
32 15-0264  |Rabakir 300 mg capsules, Pregabalinum Gedeon Richter HU/H/0378/007/
hard, Capsules, hard, 300 mg Plc., Ungarija
33 15-0260 |Rabakir 75 mg capsules, hard, |Pregabalinum Gedeon Richter HU/H/0378/003/
Capsules, hard, 75 mg Plc., Ungarija
34 10-0115 |Docetaxel Hospira 10 mg/ml |Docetaxelum Hospira UK UK/H/xxxx/W |UK/H/1236/001/WS/042
concentrate for solution for Limited, S/280
infusion, Concentrate for Lielbritanija
solution for infusion, 10
mg/ml
35 10-0620 |Meropenem Hospiralg Meropenemum Hospira UK UK/H/xxxx/W |DK/H/1699/002/WS/028
powder for solution for Limited, S/280
injection or infusion, Powder Lielbritanija
for solution for injection or
infusion, 1 g
36 10-0621 |Meropenem Hospira 500 mg |Meropenemum Hospira UK UK/H/xxxx/W |DK/H/1699/001/WS/028
powder for solution for Limited, S/280
injection or infusion, Powder Lielbritanija
for solution for injection or
infusion, 500 mg
37 07-0326 |Oxaliplatin Hospira 5 mg/ml |Oxaliplatinum Hospira UK UK/H/xxxx/W |UK/H/0971/001/WS/044
concentrate for solution for Limited, S/280
infusion, Concentrate for Lielbritanija
solution for infusion, 5 mg/ml
38 17-0180 |Neiratax 100 mg/100 mg/1 Pyridoxini Kalceks, A/S, EE/H/0239/001/1B/001
mg@/20 mg/2 ml solution for  |hydrochloridum, |Latvija
injection, Solution for Thiamini
39 15-0011 |Canocombi 16 mg/12.5 mg Candesartanum KRKA, d.d., Novo DE/H/4043/002/1B/010

tablets, Tablets, 16 mg/12.5
mg

cilexetilum, Hydro-

chlorothiazidum

mesto, Slovénija
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40 15-0012 |Canocombi 32 mg/12.5 mg |Candesartanum KRKA, d.d., Novo DE/H/4043/003/1B/010
tablets, Tablets, 32 mg/12.5 |[cilexetilum, Hydro- |mesto, Slovénija
mg chlorothiazidum
41 15-0013 |Canocombi 32 mg/25 mg Candesartanum KRKA, d.d., Novo DE/H/4043/004/1B/010
tablets, Tablets, 32 mg/25 mg [cilexetilum, Hydro- |mesto, Slovénija
chlorothiazidum
42 15-0010 |Canocombi 8 mg/12.5 mg Candesartanum KRKA, d.d., Novo DE/H/4043/001/1B/010
tablets, Tablets, 8 mg/12.5 mg [cilexetilum, Hydro- |mesto, Slovénija
chlorothiazidum
43 15-0068 |Dulsevia 30 mg gastro- Duloxetinum KRKA, d.d., Novo SK/H/0155/001/1A/006/G
resistant capsule, hard, Gastro- mesto, Slovénija
resistant capsule, hard, 30 mg
44 15-0069 |Dulsevia 60 mg gastro- Duloxetinum KRKA, d.d., Novo SK/H/0155/002/1A/006/G
resistant capsule, hard, Gastro- mesto, Slovénija
resistant capsule, hard, 60 mg
45 17-0194  |Dulsevia 90 mg gastro- Duloxetinum KRKA, d.d., Novo SK/H/0155/003/1A/006/G
resistant capsule, hard, Gastro- mesto, Slovénija
resistant capsule, hard, 90 mg
46 05-0457 |Rawel SR 1.5 mg prolonged- |Indapamidum KRKA, d.d., Novo S1/H/0100/001/1A/012
release film-coated tablets, mesto, Slovénija
Prolonged release film-coated
tablets, 1.5 mg
47 04-0444 | Tenox 10 mg tablets, Tablets, |Amlodipinum KRKA, d.d., Novo NL/H/0415/002/1A/023
10 mg mesto, Slovénija
48 04-0443 |Tenox 5 mg tablets, Tablets, 5| Amlodipinum KRKA, d.d., Novo NL/H/0415/001/1A/023
mg mesto, Slovénija
49 15-0320 |Asembix 10 mg/10 mg film- |Bisoprololi Les Laboratoires  |HU/H/xxxx/IA [HU/H/0391/004/1A/006/G
coated tablets, Film-coated  |fumaras, Servier, Francija |/021/G
tablets, 10 mg/10 mg Perindoprili
argininum
50 15-0321  |Asembix 10 mg/5 mg film- Bisoprololi Les Laboratoires  [HU/H/xxxx/IA |HU/H/0391/003/1A/006/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 10 mg/5 mg Perindoprili
argininum
51 15-0322  |Asembix 5 mg/10 mg film-  |Bisoprololi Les Laboratoires  |HU/H/xxxx/IA {HU/H/0391/002/1A/006/G
coated tablets, Film-coated  |fumaras, Servier, Francija |/021/G
tablets, 5 mg/10 mg Perindoprili
argininum
52 15-0323  |Asembix 5 mg/5 mg film- Bisoprololi Les Laboratoires  [HU/H/xxxx/IA |HU/H/0391/001/1A/006/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 5 mg/5 mg Perindoprili
argininum
53 15-0327  |Prestilol 10 mg/10 mg film-  |Bisoprololi Les Laboratoires  [HU/H/xxxx/IA |HU/H/0390/004/1A/008/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 10 mg/10 mg Perindoprili
argininum
54 15-0328  |Prestilol 10 mg/5 mg film- Bisoprololi Les Laboratoires  [HU/H/xxxx/IA |HU/H/0390/003/1A/008/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 10 mg/5 mg Perindoprili
argininum
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55 15-0329  |Prestilol 5 mg/10 mg film- Bisoprololi Les Laboratoires  [HU/H/xxxx/IA |HU/H/0390/002/1A/008/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 5 mg/10 mg Perindoprili

argininum

56 15-0330  |Prestilol 5 mg/5 mg film- Bisoprololi Les Laboratoires  |HU/H/xxxx/IA [HU/H/0390/001/1A/008/G
coated tablets, Film-coated fumaras, Servier, Francija |/021/G
tablets, 5 mg/5 mg Perindoprili

argininum

57 13-0247 |Tertensam 1.5 mg/10 mg Indapamidum, Les Laboratoires  [NL/H/xxxx/IA/|NL/H/2637/002/1A/019/G
modified-release tablets, Amlodipinum Servier, Francija [489/G
Modified-release tablets, 1.5
mg/10 mg

58 13-0246 |Tertensam 1.5 mg/5 mg Indapamidum, Les Laboratoires  |NL/H/xxxx/IA/ {NL/H/2637/001/1A/019/G
modified-release tablets, Amlodipinum Servier, Francija |489/G
Modified-release tablets, 1.5
mg/5 mg

59 13-0090 |Treclinac 10 mg/0.25 mg/g  |Clindamycinum, |Meda Pharma, SE/H/1134/001/1A/023
gel, Gel, 10 mg/0.25 mg/g Tretinoinum SIA, Latvija

60 16-0107 |Rimal 10 mg/10 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/004/1A/004
hard, Capsules, hard, 10 Amlodipinum SA, Polija
mg/10 mg

61 16-0106 |Rimal 10 mg/5 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/003/1A/004
hard, Capsules, hard, 10 mg/5 |Amlodipinum SA, Polija
mg

62 16-0105 |Rimal 5 mg/10 mg capsules, |Ramiprilum, Medana Pharma CZ/H/0513/002/1A/004
hard, Capsules, hard, 5 mg/10 |Amlodipinum SA, Polija
mg

63 16-0104  |Rimal 5 mg/5 mg capsules,  |Ramiprilum, Medana Pharma CZ/H/0513/001/1A/004
hard, Capsules, hard, 5 mg/5 |Amlodipinum SA, Polija
mg

64 17-0160 |Opexa 10 mg orodispersible |Bilastinum Menarini DE/H/2300/002/1A/026/G
tablets, Orodispersible tablets, International
10 mg Operations

Luxembourg S.A.,
Luksemburga

65 05-0270 |Myfortic 360 mg gastro- Acidum Novartis Finland FR/H/0239/002/1A/062
resistant tablets, Gastro- mycophenolicum  |Oy, Somija
resistant tablets, 360 mg

66 09-0107  |Albunorm 200 g/l solution for | Albuminum Octapharma (IP) DE/H/0480/002/1B/027/G
infusion, Solution for humanum Limited,
infusion, 200 g/l Lielbritanija

67 09-0106  |Albunorm 50 g/l solution for |Albuminum Octapharma (IP) DE/H/0480/001/1B/027/G
infusion, Solution for humanum Limited,
infusion, 50 g/l Lielbritanija

68 02-0251 |Diflucan 150 mg hard Fluconazolum Pfizer Limited, DE/H/3456/003/P/004
capsules, Capsule, hard, 150 Lielbritanija
mg

69 96-0660 |Diflucan 2 mg/ml solution for |Fluconazolum Pfizer Limited, DE/H/3456/006/P/004
infusion, Solution for Lielbritanija
infusion, 2 mg/ml

70 11-0311 |Butifen 400 mg film-coated |lbuprofenum Ratiopharm DE/H/2590/001/11/014

tablets, Film-coated tablets,
400 mg

GmbH, Vacija
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71 05-0211 |Roferon-A 3 million Interferonum alfa- |Roche Latvija, NL/H/xxxx/1A/|NL/H/0028/011/1A/075/G
international units (MIU) 2a SIA, Latvija 486/G
solution for injection in pre-
filled syringe, Solution for
injection in a pre-filled
syringes, 3 MI1U/0.5 ml

72 05-0128 [Valcyte 450 mg film-coated |Valganciclovirum |Roche Latvija, NL/H/xxxx/IA/ [NL/H/0323/001/IA/070/G
tablets, Film-coated tablets, SIA, Latvija 486/G
450 mg

73 05-0128 |Valcyte 450 mg film-coated |Valganciclovirum |Roche Latvija, NL/H/0323/001/P/002
tablets, Film-coated tablets, SIA, Latvija
450 mg

74 08-0052 |Valcyte 50 mg/ml powder for |Valganciclovirum |Roche Latvija, NL/H/xxxx/1A/INL/H/0323/002/1A/070/G
oral solution, Powder for oral SIA, Latvija 486/G
solution, 50 mg/ml

75 08-0052 |Valcyte 50 mg/ml powder for |Valganciclovirum |Roche Latvija, NL/H/0323/002/P/002
oral solution, Powder for oral SIA, Latvija
solution, 50 mg/ml

76 09-0283 |Vigamox 5 mg/ml eye drops, |Moxifloxacinum |S.A. Alcon- DE/H/1588/001/1A/029
solution, Eye drops, solution, Couvreur N.V.,
5 mg/ml Belgija

77 17-0082 |Emtricitabine/Tenofovir Emtricitabinum, Sandoz d.d., FI/H/0910/001/1B/005
disoproxil Sandoz 200 Tenofovirum Slovénija
mg/245 mg film-coated disoproxilum
tablets, Film-coated tablets,
200 mg/245 mg

78 17-0202  |Padviram 600 mg/200 mg/245 |Efavirenzum, Sandoz d.d., NL/H/3893/001/I1A/001/G
mg film-coated tablets, Film- |Emtricitabinum, Slovénija
coated tablets, 600 mg/200 Tenofovirum
mg/245 mg disoproxilum

79 17-0057 |Levofloxacin Unimed Pharma |Levofloxacinum Unimed Pharma HU/H/0449/001/11/001

5 mg/ml eye drops, solution,
Eye drops, solution, 5 mg/ml

spol. sr.o.,
Slovakija

Farmaceitiskas
informacijas izvértéSanas
nodalas vaditaja D.
Peiseniece




