Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/18 pielikums Nr.3-3, 09.02.2018.

Zalu nosaukums,

Registracijas

Izmainu

Nr.p.| Reg. zalu forma, Aktivas vielas . ~ -
. apliecibas procediuiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. ipasnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7

1 09-0483 |Carboplatin Accord 10 |Carboplatinum Accord Healthcare UK/H/1126/001/1A/035/G
mg/ml concentrate for Limited,
solution for infusion, Lielbritanija
Concentrate for solution
for infusion, 10 mg/ml

2 11-0500 |Escitalopram Accord 10 |Escitalopramum Accord Healthcare ES/H/0150/002/1B/013/G
mg film-coated tablets, Limited,
Film-coated tablets, 10 Lielbritanija
mg

3 11-0501 |Escitalopram Accord 20 |Escitalopramum Accord Healthcare ES/H/0150/003/1B/013/G
mg film-coated tablets, Limited,
Film-coated tablets, 20 Lielbritanija
mg

4 15-0254 |Eplerenone Accord 25 |Eplerenonum Accord Healthcare NL/H/3257/001/1B/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 25
mg

5 15-0255 |Eplerenone Accord 50 |Eplerenonum Accord Healthcare NL/H/3257/002/1B/005/G
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 50
mg

6 16-0034 |Sertraline Accord 100  |Sertralinum Accord Healthcare NL/H/3385/002/11/002
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 100
mg

7 16-0033 |[Sertraline Accord 50 mg |Sertralinum Accord Healthcare NL/H/3385/001/11/002
film-coated tablets, Film- Ltd, Lielbritanija
coated tablets, 50 mg

8 16-0079 |Valganciclovir Accord |Valganciclovirum Accord Healthcare NL/H/3314/001/1A/002
450 mg film-coated Ltd, Lielbritanija
tablets, Film-coated
tablets, 450 mg

9 09-0497 |Escitalopram Actavis 10 |Escitalopramum Actavis Group DK/H/1456/002/1A/028
mg film-coated tablets, PTC ehf., Islande
Film-coated tablets, 10
mg

10 08-0138 [Nebivolol Actavis 5 mg [Nebivololum Actavis Group AT/H/0787/001/1A/022/G
tablets, Tablets, 5 mg PTC ehf., Islande

11 17-0165 |Vardenafil Actavis 10 |Vardenafilum Actavis Group DE/H/5127/002/1B/001
myg film-coated tablets, PTC ehf., Islande
Film-coated tablets, 10
mg

12 17-0166 |Vardenafil Actavis 20 |Vardenafilum Actavis Group DE/H/5127/003/1B/001
myg film-coated tablets, PTC ehf,, Islande
Film-coated tablets, 20
mg

13 98-0304 |Plendil 10 mg prolonged{Felodipinum AstraZeneca AB, SE/H/1505/003/P/001
release tablets, Zviedrija

Prolonged-release

tablets, 10 mg
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14 98-0305 |Plendil 5 mg prolonged- |Felodipinum AstraZeneca AB, SE/H/1505/002/P/001
release tablets, Zviedrija
Prolonged-release
tablets, 5 mg
15 14-0250 |Physioneal 35 Clear- Glucosum Baxter Latvija, DK/H/0590/001/1A/037
Flex Glucose 13.6 anhydricum, Natrii  |SIA, Latvija
mg/ml solution for chloridum, Calcii
peritoneal dialysis, chloridum
Solution for peritoneal |dihydricum,
dialysis, 13.6 mg/ml Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio
16 14-0251 |Physioneal 35 Clear- Glucosum Baxter Latvija, DK/H/0590/002/1A/037
Flex Glucose 22.7 anhydricum, Natrii  |SIA, Latvija
mg/ml solution for chloridum, Calcii
peritoneal dialysis, chloridum
Solution for peritoneal |dihydricum,
dialysis, 22.7 mg/ml Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio
17 14-0252 |Physioneal 35 Clear- Glucosum Baxter Latvija, DK/H/0590/003/1A/037
Flex Glucose 38.6 anhydricum, Natrii  |SIA, Latvija
mg/ml solution for chloridum, Calcii
peritoneal dialysis, chloridum
Solution for peritoneal |dihydricum,
dialysis, 38.6 mg/ml Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio
18 14-0253 |Physioneal 40 Clear- Glucosum Baxter Latvija, DK/H/0590/004/1A/037
Flex Glucose 13.6 anhydricum, Natrii  |SIA, Latvija
mg/ml solution for chloridum, Calcii
peritoneal dialysis, chloridum
Solution for peritoneal |dihydricum,
dialysis, 13.6 mg/ml Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio
19 14-0254 |Physioneal 40 Clear- Glucosum Baxter Latvija, DK/H/0590/005/1A/037

Flex Glucose 22.7
mg/ml solution for
peritoneal dialysis,
Solution for peritoneal
dialysis, 22.7 mg/ml

anhydricum, Natrii
chloridum, Calcii
chloridum
dihydricum,
Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio

SIA, Latvija
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20 14-0255 |Physioneal 40 Clear- Glucosum Baxter Latvija, DK/H/0590/006/1A/037
Flex Glucose 38.6 anhydricum, Natrii  |SIA, Latvija
mg/ml solution for chloridum, Calcii
peritoneal dialysis, chloridum
Solution for peritoneal |dihydricum,
dialysis, 38.6 mg/ml Magnesii chloridum
hexahydricum, Natrii
hydrogenocarbonas,
Natrii (S)- lactatis
solutio
21 15-0194 |Srivasso 18 micrograms [Tiotropium Boehringer NL/H/3137/001/1B/011/G
inhalation powder, hard Ingelheim
capsule, Inhalation International
powder, hard capsule, GmbH, Vacija
18 pg
22 10-0170 |Docetaxel Ebewe 10 Docetaxelum Ebewe Pharma AT/H/0254/001/1A/026
mg/ml concentrate for Ges.m.b.H
solution for infusion, Nfg.KG, Austrija
Concentrate for solution
for infusion, 10 mg/ml
23 17-0168 |SmofKabiven extra Alaninum, Fresenius Kabi SE/H/0792/004/1A/107
Nitrogen Electrolyte free|Argininum, AB, Zviedrija
emulsion for infusions, [Glycinum,
Emulsion for infusions [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
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24 17-0167 |SmofKabiven extra Alaninum, Fresenius Kabi SE/H/0792/003/1A/107
Nitrogen emulsion for  |Argininum, AB, Zviedrija
infusions, Emulsion for [Glycinum,
infusions 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
25 14-0136 |Theraflu SN 500 mg/30 |Paracetamolum, GlaxoSmithKline DE/H/3727/001/1B/012
mg powder for oral Pseudoephedrini Consumer
solution, Powder for hydrochloridum Healthcare (UK)
oral solution, 500mg/30 Trading Limited,
mg Lielbritanija
26 04-0196 [Amoxil 500 mg Amoxicillinum GlaxoSmithKline |FR/H/xxxx/WS/101 [UK/H/6220/002/1B/015
capsules, hard, Hard Latvia, SIA,
capsules, 500 mg Latvija
27 99-0034 [Augmentin 500 mg/125 |Amoxicillinum, GlaxoSmithKline UK/H/4738/001/1B/016/G
mg film-coated tablets, |Acidum Latvia, SIA,
Film-coated tablets, 500 |clavulanicum Latvija
mg/125 mg
28 14-0081 |Dotarem 0.5 mmol/ml  |Acidum gadotericum |Guerbet SA, NL/H/0381/003/1A/060
solution for injection in Francija
pre-filled syringes,
Solution for injection in
pre-filled syringe, 0.5
mmol/ml
29 14-0082 |Dotarem 0.5 mmol/ml  |Acidum gadotericum |Guerbet SA, NL/H/0381/001/1A/060
solution for injection in Francija
vial, Solution for
injection in vial, 0.5
mmol/ml
30 14-0083 |Dotarem 0.5 mmol/ml  |Acidum gadotericum |Guerbet SA, NL/H/0381/002/1A/060
solution for injection in Francija
vials (for multiple use),
Solution for injection in
vial, 0.5 mmol/ml
31 07-0052 |[Amlocard B 10 mg Amlodipinum Hexal AG, Vacija DK/H/0964/003/1B/094/G

tablets, Tablets, 10 mg
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32 07-0050 |Amlocard B 5 mg Amlodipinum Hexal AG, Vacija DK/H/0964/001/1B/094/G
tablets, Tablets, 5 mg
33 06-0254 |Finster 5 mg film-coated [Finasteridum KRKA, d.d., Novo SE/H/0637/001/1A/029/G
tablets, Film-coated mesto, Slovénija
tablets, 5 mg
34 10-0373 |Lorista H 100 mg/12.5 |Losartanum kalicum, |KRKA, d.d., Novo CZ/H/0231/001/1A/017/G

mg film-coated tablets, |Hydrochlorothiazidu |mesto, Slovénija
Film-coated tablets, 100 [m

mg/12.5 mg

35 13-0033 |Meaxin 100 mg film- Imatinibum KRKA, d.d., Novo CZ/H/0414/001/1A/015
coated tablets, Film- mesto, Sloveénija
coated tablets, 100 mg

36 13-0034 |Meaxin 400 mg film- Imatinibum KRKA, d.d., Novo CZ/H/0414/002/1A/015
coated tablets, Film- mesto, Sloveénija
coated tablets, 400 mg

37 11-0048 |Valsacombi 320 Valsartanum, KRKA, d.d., Novo CZ/H/0233/004/1B/023
mg/12.5 mg film-coated |Hydrochlorothiazidu |mesto, Slovénija
tablets, Film-coated m

tablets, 320 mg/12.5 mg

38 11-0049 |Valsacombi 320 mg/25 [Valsartanum, KRKA, d.d., Novo CZ/H/0233/005/1B/023
mg film-coated tablets, |Hydrochlorothiazidu |mesto, Slovénija
Film-coated tablets, 320 [m

mg/25 mg

39 15-0320 |Asembix 10 mg/10 mg |Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 [HU/H/0391/004/WS/005
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 10 mg/10 |argininum
mg

40 15-0321 |Asembix 10 mg/5 mg  [Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 [HU/H/0391/003/WS/005
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 10 mg/5 [argininum
mg

41 15-0322 |Asembix 5 mg/10 mg Bisoprololi fumaras, |Les Laboratoires [HU/H/xxxx/WS/009 |HU/H/0391/002/WS/005
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 5 mg/10 |argininum
mg

42 15-0323 |Asembix 5 mg/5 mg film{Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 [HU/H/0391/001/WS/005
coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 5 mg/5  [argininum
mg

43 15-0327 |Prestilol 10 mg/10 mg |Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 [HU/H/0390/004/WS/007
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 10 mg/10 |argininum
mg

44 15-0328 |Prestilol 10 mg/5 mg Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 [HU/H/0390/003/WS/007
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 10 mg/5 [argininum
mg

45 15-0329 |Prestilol 5 mg/10 mg Bisoprololi fumaras, |Les Laboratoires [HU/H/xxxx/WS/009 |HU/H/0390/002/WS/007
film-coated tablets, Film{Perindoprili Servier, Francija
coated tablets, 5 mg/10 |argininum
mg

46 15-0330 |Prestilol 5 mg/5 mg film-|Bisoprololi fumaras, |Les Laboratoires |HU/H/xxxx/WS/009 |HU/H/0390/001/WS/007
coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 5mg/5 |argininum
mg
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47 09-0293 [Ventilastin Novolizer  |Salbutamolum Meda Pharma DE/H/1027/001/1B/012
100 micrograms/dose GmbH & Co.KG,
inhalation powder, Vacija
Inhalation powder, 100
mcg/dose

48 17-0164 |Dalmevin 50 mg tablets, |Vildagliptinum Medochemie Ltd., SE/H/1613/001/1A/001/G
Tablets, 50 mg Kipra

49 05-0364 |Varivax powder and Vaccinum varicellae |Merck Sharp & IT/H/0114/001/1A/097/G
solvent for suspension  [vivum Dohme Latvija,
for injection, Powder SIA, Latvija
and solvent for
suspension for injection

50 17-0170 |Travoprost/Timolol Travoprostum, Mylan S.A.S, DK/H/2638/001/1B/001/G
Mylan 40 Timololum Francija
micrograms/ml + 5
mg/ml eye drops,
solution, Eye drops,
solution, 40 pg/ml + 5
mg/ml

51 02-0393 [Co-Diovan 160 mg/12.5 |Valsartanum, Novartis Finland  |SE/H/xxxx/IA/427/G |SE/H/0565/002/IA/114/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 [m
mg/12.5 mg

52 02-0394 [Co-Diovan 160 mg/25 |Valsartanum, Novartis Finland  |SE/H/xxxx/IA/427/G |SE/H/0565/003/IA/114/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 [m
mg/25 mg

53 98-0310 |Co-Diovan 80 mg/12.5 |Valsartanum, Novartis Finland  |SE/H/xxxx/IA/427/G |SE/H/0565/001/1A/114/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 80 |m
mg/12.5 mg

54 02-0392 |Diovan 160 mg film- Valsartanum Novartis Finland  [SE/H/xxxx/IA/427/G |SE/H/0406/004/1A/171/G
coated tablets, Film- Oy, Somija
coated tablets, 160 mg

55 10-0320 |Diovan 3 mg/ml oral Valsartanum Novartis Finland  |SE/H/xxxx/IA/427/G |SE/H/0406/007/IA/171/G
solution, Oral solution, Oy, Somija
3 mg/ml

56 02-0390 |Diovan 40 mg film- Valsartanum Novartis Finland  [SE/H/xxxx/IA/427/G |SE/H/0406/005/1A/171/G
coated tablets, Film- Oy, Somija
coated tablets, 40 mg

57 02-0391 |Diovan 80 mg film- Valsartanum Novartis Finland  [SE/H/xxxx/IA/427/G |SE/H/0406/003/1A/171/G
coated tablets, Film- Oy, Somija
coated tablets, 80 mg

58 07-0292 |Oxaliplatin-Teva 5 Oxaliplatinum Pharmachemie NL/H/0820/001/1B/038
mg/ml concentrate for B.V., Niderlande
solution for infusion,
Concentrate for solution
for infusion, 5 mg/ml

59 05-0517 |Roaccutane 10 mg soft |lIsotretinoinum Roche Latvija, UK/H/0666/001/1B/064
capsules, Capsules, soft, SIA, Latvija
10 mg

60 05-0517 |Roaccutane 10 mg soft |lIsotretinoinum Roche Latvija, UK/H/0666/001/1B/065

capsules, Capsules, soft,
10 mg

SIA, Latvija
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61 05-0518 |Roaccutane 20 mg soft |lIsotretinoinum Roche Latvija, UK/H/0666/002/1B/064
capsules, Capsules, soft, SIA, Latvija
20 mg

62 05-0518 |Roaccutane 20 mg soft |lIsotretinoinum Roche Latvija, UK/H/0666/002/1B/065
capsules, Capsules, soft, SIA, Latvija
20 mg

63 16-0240 |Aderjana 0.02 mg/3 mg |Ethinylestradiolum, |Sandoz d.d., NL/H/2347/001/1B/022
film-coated tablets, Film{Drospirenonum Slovénija
coated tablets, 0.02
mg/3 mg

64 17-0243 |Calima 0.02 mg/3 mg |Ethinylestradiolum, |Sandoz d.d., NO/H/0207/001/1B/016
film-coated tablets, Film{Drospirenonum Slovénija
coated tablets, 0.02
mg/3 mg

65 16-0098 |Adacel suspension for [Vaccinum Sanofi Pasteur, DE/H/1933/002/1B/063/G

injection in prefilled diphtheriae, tetani, |Francija
syringe, Suspension for [pertussis sine cellulis
injection in prefilled ex elementis

syringe praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
66 15-0267 |Ophenic 1 mg/ml + 20 |Octenidini Schilke & Mayr DE/H/3849/001/IA/007
mg/ml cutaneous spray, |dihydrochloridum, |GmbH, Vacija
solution, Cutaneous Phenoxyethanolum
spray, solution, 1 mg/ml
+ 20 mg/ml
67 05-0376 |Lanzostad 15 mg gastro- | Lansoprazolum Stada Arzneimittel DK/H/1653/001/IA/057
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule,
hard, 15 mg
68 05-0377 |Lanzostad 30 mg gastro- | Lansoprazolum Stada Arzneimittel DK/H/1653/002/IA/057
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule,
hard, 30 mg
69 14-0152 |Sevelamer carbonate Sevelameri carbonas |Synthon BV, DK/H/1948/001/1B/012
Synthon 800 mg film- Niderlande

coated tablets, Film-
coated tablets, 800 mg

70 15-0253 |Bortezomib Teva 3.5 mg|Bortezomibum TevaB.V., HR/H/0102/002/1A/007
powder for solution for Niderlande
injection, Powder for
solution for injection,

3.5mg
71 16-0235 |[lvabradine Teva 5 mg lvabradinum TevaB.V., NL/H/3604/001/1A/001
film-coated tablets, Film- Niderlande

coated tablets, 5 mg

72 16-0236 [lvabradine Teva 7.5 mg |lvabradinum TevaB.V., NL/H/3604/002/1A/001
film-coated tablets, Film- Niderlande
coated tablets, 7.5 mg
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73 09-0171 |Escitalopram-Teva 10 |Escitalopramum Teva Pharma B.V., HU/H/0179/002/1B/042/G
mg film-coated tablets, Niderlande
Film-coated tablets, 10
mg

74 09-0173 |Escitalopram-Teva 20 |Escitalopramum Teva Pharma B.V., HU/H/0179/004/1B/042/G
mg film-coated tablets, Niderlande
Film-coated tablets, 20
mg

Zalu registracijas
departamenta vaditaja
M.Emersone



