Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/21 pielikums Nr.3-3, 16.02.2018.

Zalu nosaukums,

Registracijas

Izmainu

Nr.p. Reg. zalu forma, Aktivas vielas . X _
. apliecibas procediuiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. ipasnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7
1 12-0001 |Amlodipine Accord 10 |Amlodipinum Accord Healthcare SE/H/0842/002/IA/013/G
mg tablets, Tablets, 10 Limited,
mg Lielbritanija
2 12-0002 |Amlodipine Accord 5 [Amlodipinum Accord Healthcare SE/H/0842/001/1A/013/G
mg tablets, Tablets, 5 Limited,
mg Lielbritanija
3 10-0358 [Ondansetron Accord 2 |Ondansetronum Accord Healthcare UK/H/1250/001/1A/024
mg/ml solution for Limited,
injection or infusion, Lielbritanija
Solution for injection or
infusion, 2 mg/ml
4 10-0295 |[Paclitaxel Accord 6 Paclitaxelum Accord Healthcare NL/H/1444/001/1B/026
mg/ml concentrate for Limited,
solution for infusion, Lielbritanija
Concentrate for solution
for infusion, 6 mg/ml
5 18-0005 |Linezolid Accord 2 Linezolidum Accord Healthcare PT/H/1195/001/IA/006
mg/ml solution for Ltd, Lielbritanija
infusion, Solution for
infusion, 2 mg/ml
6 16-0045 |Spironolactone Accord [Spironolactonum Accord Healthcare NL/H/3508/003/1B/003/G
100 mg film-coated Ltd, Lielbritanija
tablets, Film-coated
tablets, 100 mg
7 16-0043 |Spironolactone Accord |Spironolactonum Accord Healthcare NL/H/3508/001/1B/003/G
25 mg film-coated Ltd, Lielbritanija
tablets, Film-coated
tablets, 25 mg
8 16-0044 |Spironolactone Accord [Spironolactonum Accord Healthcare NL/H/3508/002/I1B/003/G
50 mg film-coated Ltd, Lielbritanija
tablets, Film-coated
tablets, 50 mg
9 10-0578 |Camitotic 20 mg/ml Docetaxelum Actavis Group UK/H/1790/001/1B/026
concentrate for solution PTC ehf., Islande
for infusion,
Concentrate for solution
for infusion, 20 mg/ml
10 15-0180 |Co-Codamol 30 mg/500 |Codeini phosphas Actavis Group DK/H/2786/001/1A/010
mg film-coated tablets, |hemihydricus, PTC ehf., Islande
Film-coated tablets, 30 |Paracetamolum
mg/500 mg
11 14-0155 |Entonox 50%/50% Dinitrogenii oxidum, |AGA AB, SE/H/xxxx/IA/410/G |SE/H/0831/001/1A/029/G
medicinal gas, Oxygenium Zviedrija
compressed, Medicinal
gas, compressed,
50%/50%
12 07-0339 [Niontix 100% medicinal | Dinitrogenii oxidum |AGA AB, SE/H/xxxx/IA/410/G |SE/H/0724/001/1A/017/G
gas, liquefied, Medicinal Zviedrija

gas, liquefied, 100%
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13 10-0499 |Tetmodis 25 mg tablets, |Tetrabenazinum AOP Orphan UK/H/1816/001/11/006

Tablets, 25 mg Pharmaceuticals
AG, Austrija

14 00-0823 [Emla 5% cream, Cream, |Prilocainum, AstraZeneca AB, FI/H/0886/001/1A/009
5% Lidocainum Zviedrija

15 10-0407 |Amoxicillin/Clavulanic |Amoxicillinum, Aurobindo Pharma NL/H/1707/001/1A/036
acid Aurobindo 500 Acidum (Malta) Limited,
mg/125 mg film-coated |clavulanicum Malta

tablets, Film-coated
tablets, 500 mg/125 mg

16 10-0408 [Amoxicillin/Clavulanic |Amoxicillinum, Aurobindo Pharma NL/H/1707/002/1A/036
acid Aurobindo 875 Acidum (Malta) Limited,
mg/125 mg film-coated |clavulanicum Malta

tablets, Film-coated
tablets, 875 mg/125 mg

17 16-0036 |Olanzapine Aurobindo |Olanzapinum Aurobindo Pharma PT/H/0804/002/P/001
10 mg orodispersible (Malta) Limited,
tablets, Orodispersible Malta
tablets, 10 mg

18 12-0095 |Priligy 30 mg film- Dapoxetinum Berlin-Chemie AG SE/H/0718/001/1A/022
coated tablets, Film- (Menarini Group),
coated tablets, 30 mg Vacija

19 12-0096 |Priligy 60 mg film- Dapoxetinum Berlin-Chemie AG SE/H/0718/002/1A/022
coated tablets, Film- (Menarini Group),
coated tablets, 60 mg Vacija

20 14-0009 |Brufen Plus 400 mg/30 [lbuprofenum, BGP Products, FI/H/0793/001/1A/010

mg film-coated tablets, |Codeini phosphas SIA, Latvija
Film-coated tablets, 400 |hemihydricus

mg/30 mg

21 07-0328 |Fluconazole Claris 2 Fluconazolum Claris Lifesciences UK/H/0871/001/1B/023/G
mg/ml solution for (UK) Limited,
infusion, Solution for Lielbritanija

infusion, 2 mg/ml

22 09-0207 |Ebetrex 20 mg/ml Methotrexatum Ebewe Pharma NL/H/3843/001/1A/027
solution for injection, Ges.m.b.H
pre-filled syringe, Nfg.KG, Austrija

Solution for injection,
pre-filled syringe, 20

mg/ml
23 06-0070 |Balance 1.5% glucose, |Calcii chloridum Fresenius Medical DK/H/0330/001/1A/022/G
1.25 mmol/l calcium dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum

hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
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24 06-0073 |Balance 1.5% glucose, |Calcii chloridum Fresenius Medical DK/H/0318/001/I1A/022/G
1.75 mmol/I calcium dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum
hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
25 06-0071 [Balance 2.3% glucose, |Calcii chloridum Fresenius Medical DK/H/0330/003/1A/022/G
1.25 mmol/I calcium dihydricum, Care Deutschland
solution for peritoneal  |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum
hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
26 06-0074 [Balance 2.3% glucose, |Calcii chloridum Fresenius Medical DK/H/0318/003/1A/022/G
1.75 mmol/I calcium dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum
hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
27 06-0072 [Balance 4.25% glucose, |Calcii chloridum Fresenius Medical DK/H/0330/002/1A/022/G
1.25 mmol/l calcium dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum
hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
28 06-0075 |Balance 4.25% glucose, |Calcii chloridum Fresenius Medical DK/H/0318/002/1A/022/G
1.75 mmol/l calcium dihydricum, Care Deutschland
solution for peritoneal |Glucosum GmbH, Vacija
dialysis, Solution for monohydricum,
peritoneal dialysis Magnesii chloridum
hexahydricum, Natrii
chloridum, Natrii
lactatis solutio
29 16-0072 |Theraflu 1000 mg/12.2 |Paracetamolum, GlaxoSmithKline DE/H/5022/001/1B/010
mg/200 mg powder for |Phenylephrini Consumer
oral solution, Powder  [hydrochloridum, Healthcare (UK)
for oral solution, 1000 |Guaifenesinum Trading Limited,
mg/12.2 mg/200 mg Lielbritanija
30 16-0073 |Theraflu 500 mg/6.1 Paracetamolum, GlaxoSmithKline DE/H/5022/002/1B/011
mg/100 mg capsules, Phenylephrini Consumer
hard, Capsules, hard, hydrochloridum, Healthcare (UK)
500 mg/6.1 mg/100 mg |Guaifenesinum Trading Limited,
Lielbritanija
31 12-0330 |Azithromycin Grindeks |Azithromycinum Grindeks, AS, PT/H/0690/001/1A/007
500 mg film-coated Latvija

tablets, Film-coated
tablets, 500 mg
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32 13-0091 |Clarithromycin Grindeks|Clarithromycinum  |Grindeks, AS, PT/H/0815/001/1A/006
250 mg film-coated Latvija
tablets, Film-coated
tablets, 250 mg
33 13-0092 |Clarithromycin Grindeks|Clarithromycinum Grindeks, AS, PT/H/0815/002/IA/006
500 mg film-coated Latvija
tablets, Film-coated
tablets, 500 mg
34 11-0003 |Diphereline 22.5 mg Triptorelinum Ipsen Pharma SAS, DE/H/0492/002/1A/070/G
powder and solvent for Francija
suspension for
prolonged-release
injection, Powder and
solvent for suspension
for prolonged-release
injection, 22.5 mg
35 11-0058 |Co-Perineva8 mg/2.5 |Tert-butylamini Krka Polska Sp. z HU/H/0150/003/1B/014
mg tablets, Tablets, 8 perindoprilum, 0.0., Polija
mg/2.5 mg Indapamidum
36 07-0369 |Prenewel 2 mg/0.625  |Tert-butylamini Krka Polska Sp. z HU/H/0150/001/1B/014
mg tablets, Tablets, 2 perindoprilum, 0.0., Polija
mg/0.625 mg Indapamidum
37 07-0370 |Prenewel 4 mg/1.25 mg [Tert-butylamini Krka Polska Sp. z HU/H/0150/002/1B/014
tablets, Tablets, 4 perindoprilum, 0.0., Polija
mg/1.25 mg Indapamidum
38 07-0119 |Alventa 150 mg Venlafaxinum KRKA, d.d., Novo NL/H/0799/003/1B/024
prolonged release mesto, Sloveénija
capsules, hard,
Prolonged release
capsules, hard, 150 mg
39 07-0117 |Alventa 37.5 mg Venlafaxinum KRKA, d.d., Novo NL/H/0799/001/1B/024
prolonged release mesto, Sloveénija
capsules, hard,
Prolonged release
capsules, hard, 37.5 mg
40 07-0118 |Alventa 75 mg Venlafaxinum KRKA, d.d., Novo NL/H/0799/002/1B/024
prolonged release mesto, Slovénija
capsules, hard,
Prolonged release
capsules, hard, 75 mg
41 13-0258 |Elernap 10 mg/10 mg  |Enalaprili maleas, KRKA, d.d., Novo HU/H/0334/001/1A/014
film-coated tablets, Film-Lercanidipini mesto, Slovénija
coated tablets, 10 mg/10 [hydrochloridum
mg
42 13-0259 |Elernap 20 mg/10 mg  |Enalaprili maleas, KRKA, d.d., Novo HU/H/0334/002/1A/014
film-coated tablets, Film-{Lercanidipini mesto, Slovénija
coated tablets, 20 mg/10 [hydrochloridum
mg
43 11-0090 [Valsartan/hydrochloroth |Valsartanum, KRKA, d.d., Novo CZ/H/0370/004/1B/014

iazide Krka 320 mg/12.5
mg film-coated tablets,
Film-coated tablets, 320
mg/12.5 mg

Hydrochlorothiazidu
m

mesto, Slovénija
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44 11-0091 [Valsartan/hydrochloroth |Valsartanum, KRKA, d.d., Novo CZ/H/0370/005/1B/014
iazide Krka 320 mg/25 [Hydrochlorothiazidu |mesto, Slovénija
mg film-coated tablets, |m
Film-coated tablets, 320
mg/25 mg

45 15-0128 |Arparial 25 mg/5 mg Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3038/001/IA/009/G
film-coated tablets, Film-Ivabradinum Servier, Francija
coated tablets, 25 mg/5
mg

46 15-0129 |Arparial 25 mg/7.5 mg [Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3038/003/IA/009/G
film-coated tablets, Film-Ivabradinum Servier, Francija
coated tablets, 25
mg/7.5 mg

47 15-0130 |Arparial 50 mg/5 mg Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3038/002/IA/009/G
film-coated tablets, Filmlvabradinum Servier, Francija
coated tablets, 50 mg/5
mg

48 15-0131 |Arparial 50 mg/7.5 mg [Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3038/004/1A/009/G
film-coated tablets, Film-Ivabradinum Servier, Francija
coated tablets, 50
mg/7.5 mg

49 15-0124  |Implicor 25 mg/5 mg Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G [NL/H/3037/001/IA/012/G
film-coated tablets, Film-lvabradinum Servier, Francija
coated tablets, 25 mg/5
mg

50 15-0125 |Implicor 25 mg/7.5 mg [Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3037/003/IA/012/G
film-coated tablets, Film-Ivabradinum Servier, Francija
coated tablets, 25
mg/7.5 mg

51 15-0126 [Implicor 50 mg/5 mg Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G [NL/H/3037/002/IA/012/G
film-coated tablets, Film-lvabradinum Servier, Francija
coated tablets, 50 mg/5
mg

52 15-0127 |Implicor 50 mg/7.5 mg [Metoprololi tartras, |Les Laboratoires |NL/H/xxxx/IA/482/G |NL/H/3037/004/1A/012/G
film-coated tablets, Film-Ivabradinum Servier, Francija
coated tablets, 50
mg/7.5 mg

53 14-0050 |Xeomin 100 U powder |Neurotoxinum A Merz DE/H/0722/001/P/001
for solution for Clostridii botulini Pharmaceuticals
injection, Powder for sine proteinorum GmbH, Vacija
solution for injection,  [multiplex
100 U

54 16-0111 |Xeomin 200 U powder |Neurotoxinum A Merz DE/H/0722/003/P/001
for solution for Clostridii botulini Pharmaceuticals
injection, Powder for sine proteinorum GmbH, Vacija
solution for injection,  [multiplex
200U

55 14-0049 |Xeomin 50 U powder  |Neurotoxinum A Merz DE/H/0722/002/P/001
for solution for Clostridii botulini Pharmaceuticals
injection, Powder for sine proteinorum GmbH, Vacija
solution for injection, 50 |multiplex
U

56 02-0393 [Co-Diovan 160 mg/12.5 |Valsartanum, Novartis Finland  |SE/H/xxxx/IA/425/G |SE/H/0565/002/1A/117/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 |m
mg/12.5 mg
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57 02-0393 [Co-Diovan 160 mg/12.5 [Valsartanum, Novartis Finland  [SE/H/xxxx/IA/424/G |SE/H/0565/002/1A/116/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 [m
mg/12.5 mg

58 02-0393 [Co-Diovan 160 mg/12.5 [Valsartanum, Novartis Finland  [SE/H/xxxx/IA/426/G |SE/H/0565/002/1A/115/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 [m
mg/12.5 mg

59 02-0394 [Co-Diovan 160 mg/25 |Valsartanum, Novartis Finland  |SE/H/xxxx/1A/426/G |SE/H/0565/003/1A/115/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 |m
mg/25 mg

60 02-0394 [Co-Diovan 160 mg/25 [Valsartanum, Novartis Finland  [SE/H/xxxx/IA/425/G |SE/H/0565/003/1A/117/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 [m
mg/25 mg

61 02-0394 [Co-Diovan 160 mg/25 |Valsartanum, Novartis Finland  |SE/H/xxxx/1A/424/G |SE/H/0565/003/1A/116/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 160 |m
mg/25 mg

62 98-0310 [Co-Diovan 80 mg/12.5 [Valsartanum, Novartis Finland  |SE/H/xxxx/IA/424/G |SE/H/0565/001/IA/116/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 80 [m
mg/12.5 mg

63 98-0310 |Co-Diovan 80 mg/12.5 |Valsartanum, Novartis Finland  |SE/H/xxxx/IA/425/G |SE/H/0565/001/1A/117/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 80 |m
mg/12.5 mg

64 98-0310 |Co-Diovan 80 mg/12.5 |Valsartanum, Novartis Finland  [SE/H/xxxx/IA/426/G |SE/H/0565/001/1A/115/G
mg film-coated tablets, |Hydrochlorothiazidu |Oy, Somija
Film-coated tablets, 80 [m
mg/12.5 mg

65 05-0270 [Myfortic 360 mg gastro- |Acidum Novartis Finland FR/H/0239/002/1B/063/G
resistant tablets, Gastro- |mycophenolicum Oy, Somija
resistant tablets, 360 mg

66 00-1192 [Sandimmun Neoral 100 [Ciclosporinum Novartis Finland DE/H/4019/004/1B/024
mg soft capsules, Soft Oy, Somija
capsules, 100 mg

67 95-0140 |Sandimmun Neoral 25 [Ciclosporinum Novartis Finland DE/H/4019/002/1B/024
mg soft capsules, Soft Oy, Somija
capsules, 25 mg

68 00-1191 [Sandimmun Neoral 50 [Ciclosporinum Novartis Finland DE/H/4019/003/1B/024
mg soft capsules, Soft Oy, Somija
capsules, 50 mg

69 94-0058 |Sandostatin 100 Octreotidum Novartis Finland DE/H/5095/002/1B/019

microgram/ml solution
for injection/infusion,
Solution for
injection/infusion, 0.1
mg/ml

Oy, Somija
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70 94-0058 [Sandostatin 100 Octreotidum Novartis Finland DE/H/5095/002/1B/020/G
microgram/ml solution Oy, Somija
for injection/infusion,
Solution for
injection/infusion, 0.1
mg/ml
71 98-0428 |Sandostatin LAR 10 mg |Octreotidum Novartis Finland DE/H/5095/005/1B/020/G
powder and solvent for Oy, Somija
suspension for injection,
Powder and solvent for
suspension for injection,
10 mg
72 98-0429 [Sandostatin LAR 20 mg |Octreotidum Novartis Finland DE/H/5095/006/1B/020/G
powder and solvent for Oy, Somija
suspension for injection,
Powder and solvent for
suspension for injection,
20 mg
73 98-0430 |Sandostatin LAR 30 mg |Octreotidum Novartis Finland DE/H/5095/007/1B/020/G
powder and solvent for Oy, Somija
suspension for injection,
Powder and solvent for
suspension for injection,
30 mg
74 10-0253 |Glopenel 75 mg film-  |Clopidogrelum Olainfarm, AS, DK/H/1608/001/IB/014
coated tablets, Film- Latvija
coated tablets, 75 mg
75 09-0025 [NeisVac-C 0.5 ml Vaccinum Pfizer Europe MA UK/H/0435/001/1B/069
suspension for injection [meningococcale EEIG, Lielbritanija
in pre-filled syringe, classis C coniugatum
Suspension for injection
in pre-filled syringe, 0.5
ml
76 15-0113 |Brizadopt 10 mg/ml eye |Brinzolamidum PharmaSwiss NL/H/2834/001/1B/008
drops, suspension, Eye Ceska republika
drops, suspension, 10 s.r.0., Cehija
mg/ml
77 15-0006 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/002/1A/017/G
Radaydrug 1000 IU film- Ungarija
coated tablets, Film-
coated tablets, 1000 1U
78 15-0008 |Colecalciferol Colecalciferolum Radaydrug Kft, NL/H/2963/004/1A/017/G
Radaydrug 30000 1U Ungarija
film-coated tablets, Film-
coated tablets, 30000 U
79 17-0025 |Nurofen orange 100 mg |lbuprofenum Reckitt Benckiser |UK/H/xxxx/WS/288 |UK/H/5962/001/WS/001
chewable capsule, soft, (Poland) S.A.,
Chewable capsule, soft, Polija

100 mg




Izmainas Latvijas Zalu registra (ar pazinojumu) Rikojuma Nr.2-20/21 pielikums Nr.3-3, 16.02.2018.

1 2 3 4 5 6 7
80 16-0098 |Adacel suspension for |Vaccinum Sanofi Pasteur, DE/H/1933/002/1B/058
injection in prefilled diphtheriae, tetani, |Francija
syringe, Suspension for |pertussis sine cellulis
injection in prefilled ex elementis

syringe praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
81 15-0135 |Nasacort 55 Triamcinoloni Sanofi-aventis UK/H/0189/001/1B/070
micrograms/dose nasal |acetonidum Latvia, SIA,
spray, suspension, Nasal Latvija
spray, suspension, 55
pg/dose
82 16-0175 |Flexilev 5 mg/1.25 mg [Levodopum, Sensidose AB, SE/H/1560/001/11/005
dispersible tablets for  [Carbidopum Zviedrija

dose dispenser,
Dispersible tablets for
dose dispenser, 5
mg/1.25 mg

83 14-0104 |Telmisartan/Hydrochlor [Telmisartanum, TevaB.V., DK/H/2307/002/1A/012
othiazide Teva Pharma [Hydrochlorothiazidu |Niderlande
80 mg/12.5 mg tablets, |m
Tablets, 80 mg/12.5 mg

84 07-0219 |Alfuzosin-Teva 10 mg |Alfuzosini Teva Pharma B.V., ES/H/0477/002/1A/032/G
prolonged release hydrochloridum Niderlande
tablets, Prolonged-

release tablets, 10 mg

Zalu registracijas
departamenta
vaditaja
M.Emersone



