Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/128 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

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

1 05-0485 |Duodopa 20 mg/ml + 5 mg/ml |Levodopum, AbbVie, SIA, SE/H/0415/001/11/057
intestinal gel, Intestinal gel, |Carbidopum Latvija
20 mg/ml + 5 mg/ml monohydricum

2 10-0295 |Paclitaxel Accord 6 mg/ml Paclitaxelum Accord Healthcare NL/H/1444/001/1A/024
concentrate for solution for Limited,
infusion, Concentrate for Lielbritanija
solution for infusion, 6 mg/ml

3 16-0034  |Sertraline Accord 100 mg film{Sertralinum Accord Healthcare NL/H/3385/002/1A/003
coated tablets, Film-coated Ltd, Lielbritanija
tablets, 100 mg

4 16-0033  |Sertraline Accord 50 mg film- |Sertralinum Accord Healthcare NL/H/3385/001/1A/003
coated tablets, Film-coated Ltd, Lielbritanija
tablets, 50 mg

5 07-0398  |Epirubicin Actavis 2 mg/ml  |Epirubicini Actavis Group hf, [DK/H/xxxx/IA [DK/H/1124/001/1A/015/G
solution for injection, hydrochloridum  |Islande 1171/G
Solution for injection, 2
mg/ml

6 07-0143 |Losartan Actavis 100 mg film-|Losartanum Actavis Group hf, |DK/H/xxxx/IA |DK/H/0922/004/1A/043/G
coated tablets, Film-coated kalicum Islande 1171/G
tablets, 100 mg

7 07-0142 |Losartan Actavis 50 mg film- |Losartanum Actavis Group hf, [DK/H/xxxx/IA [DK/H/0922/003/1A/043/G
coated tablets, Film-coated kalicum Islande 1171/G
tablets, 50 mg

8 09-0214 |Doxazosin Actavis 4 mg Doxazosinum Actavis Group DK/H/xxxx/IA |DK/H/0608/001/1A/048/G
prolonged release tablets, PTC ehf,, Islande |/171/G
Prolonged-release tablets, 4
mg

9 09-0497 |Escitalopram Actavis 10 mg |Escitalopramum  |Actavis Group DK/H/xxxx/1A |DK/H/1456/002/1A/026/G
film-coated tablets, Film- PTC ehf, Islande |/171/G
coated tablets, 10 mg

10 11-0050 |Fluconazole Actavis 150 mg |Fluconazolum Actavis Group DK/H/xxxx/IA |DK/H/1298/003/1A/020/G
capsules, hard, Capsules, PTC ehf, Islande [|/171/G
hard, 150 mg

11 09-0227 |Latanoprost Actavis 50 Latanoprostum Actavis Group NL/H/1382/001/1A/019
micrograms/ml eye drops, PTC ehf,, Islande
solution, Eye drops, solution,
50 pg/ml

12 08-0242  |Pantoprazole Actavis 20 mg |Pantoprazolum Actavis Group DK/H/xxxx/IA |DK/H/1180/001/1A/042/G
gastro-resistant tablets, Gastro- PTC ehf., Islande [/171/G
resistant tablets, 20 mg

13 08-0243 |Pantoprazole Actavis 40 mg |Pantoprazolum Actavis Group DK/H/xxxx/IA |DK/H/1180/002/1A/042/G
gastro-resistant tablets, Gastro PTC ehf, Islande [|/171/G
resistant tablets, 40 mg

14 09-0111 |Quetiapine Actavis 200 mg  |Quetiapinum Actavis Group DK/H/xxxx/1A |DK/H/1390/004/1A/018/G
film-coated tablets, Film- PTC ehf,, Islande |/171/G
coated tablets, 200 mg

15 09-0108  [Quetiapine Actavis 25 mg Quetiapinum Actavis Group DK/H/xxxx/1A |DK/H/1390/001/1A/018/G

film-coated tablets, Film-
coated tablets, 25 mg

PTC ehf,, Tslande

1171/G
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16 10-0285 |Tempidol 500 mg Paracetamolum Actavis Group NL/H/1541/002/11/018
orodispersible tablets, PTC ehf,, Islande
Orodispersible tablets, 500
mg

17 05-0462 |Citalopram Actavis 20 mg Citalopramum Actavis Nordic DK/H/xxxx/1A |DK/H/0762/002/1A/049/G
film-coated tablets, Film- A/S, Danija 1171/G
coated tablets, 20 mg

18 05-0459 |Paroxetin Actavis 20 mg film- |Paroxetinum Actavis Nordic DK/H/xxxx/IA |DK/H/0449/001/1A/048/G
coated tablets, Film-coated A/S, Danija 1171/G
tablets, 20 mg

19 05-0573  |Ramipril Actavis 10 mg Ramiprilum Actavis Nordic DK/H/0638/004/1B/046
tablets, Tablets, 10 mg A/S, Danija

20 05-0573  |Ramipril Actavis 10 mg Ramiprilum Actavis Nordic DK/H/xxxx/1A |DK/H/0638/004/1A/047/G
tablets, Tablets, 10 mg A/S, Danija 1171/G

21 05-0572  |Ramipril Actavis 5 mg tablets, |Ramiprilum Actavis Nordic DK/H/0638/003/1B/046
Tablets, 5 mg A/S, Danija

22 05-0572  |Ramipril Actavis 5 mg tablets, |Ramiprilum Actavis Nordic DK/H/xxxx/1A |DK/H/0638/003/1A/047/G
Tablets, 5 mg A/S, Danija 1171/G

23 05-0420 [Terbinafin Actavis 250 mg Terbinafini Actavis Nordic DK/H/xxxx/IA |DK/H/0774/001/1A/025/G
tablets, Tablets, 250 mg hydrochloridum A/S, Danija 1171/G

24 15-0294 |Botox 100 Allergan Units Toxinum Allergan IE/H/0113/001/P/001
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 100 Allergan
Units

25 15-0295 |Botox 200 Allergan Units Toxinum Allergan IE/H/0113/003/P/001
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 200 Allergan
Units

26 15-0293 |Botox 50 Allergan Units Toxinum Allergan IE/H/0113/002/P/001
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 50 Allergan
Units

27 15-0160 |Pregabalin Alvogen 150 mg |Pregabalinum ALVOGEN IPCO PT/H/1299/002/1A/002
hard capsules, Capsules, hard, S.a.r.l,
150 mg Luksemburga

28 15-0159 |Pregabalin Alvogen 75 mg Pregabalinum ALVOGEN IPCO PT/H/1299/001/1A/002
hard capsules, Capsules, hard, S.a.r.l,
75 mg Luksemburga

29 05-0099 |Vesicare 10 mg film-coated |Solifenacini Astellas Pharma NL/H/0487/002/P/001
tablets, Film-coated tablets, |succinas AS, Danija
10 mg

30 05-0098 |Vesicare 5 mg film-coated Solifenacini Astellas Pharma NL/H/0487/001/P/001
tablets, Film-coated tablets, 5 |succinas AS, Danija
mg

31 11-0413 |Atacand Plus 16 mg/12.5 mg |Candesartanum AstraZeneca AB, SE/H/0162/002/1A/099
tablets, Tablets, 16 mg/12.5 |cilexetilum, Zviedrija
mg Hydrochlorothiazid

um

32 11-0095 |Gabapentin Aurobindo 100 |Gabapentinum Aurobindo Pharma UK/H/1165/001/I1A/023
mg capsules, hard, Capsule, Limited,
hard, 100 mg Lielbritanija

33 11-0095 |Gabapentin Aurobindo 100 |Gabapentinum Aurobindo Pharma UK/H/1165/001/I1A/022

mg capsules, hard, Capsule,
hard, 100 mg

Limited,
Lielbritanija
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34 11-0096 |Gabapentin Aurobindo 300 |Gabapentinum Aurobindo Pharma UK/H/1165/002/1A/022
mg capsules, hard, Capsule, Limited,
hard, 300 mg Lielbritanija
35 11-0096 |Gabapentin Aurobindo 300 |Gabapentinum Aurobindo Pharma UK/H/1165/002/I1A/023
mg capsules, hard, Capsule, Limited,
hard, 300 mg Lielbritanija
36 11-0097 |Gabapentin Aurobindo 400 |Gabapentinum Aurobindo Pharma UK/H/1165/003/1A/022
mg capsules, hard, Capsule, Limited,
hard, 400 mg Lielbritanija
37 11-0097 |Gabapentin Aurobindo 400 |Gabapentinum Aurobindo Pharma UK/H/1165/003/1A/023
mg capsules, hard, Capsule, Limited,
hard, 400 mg Lielbritanija
38 05-0374  |Aminoplasmal B.Braun 10% [Isoleucinum, B.Braun DE/H/0543/001/1B/019
solution for infusion, Solution | Leucinum, Melsungen AG,
for infusion, 10% Lysinum, Lysini | Vacija
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum
39 05-0374  |Aminoplasmal B.Braun 10% |lIsoleucinum, B.Braun DE/H/0543/001/1B/020
solution for infusion, Solution |Leucinum, Melsungen AG,
for infusion, 10% Lysinum, Lysini  |Vacija
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum
40 08-0347 |QIaira film-coated tablets, Estradioli valeras, |Bayer AG, Vacija NL/H/1230/001/1A/032/G
Film-coated tablets Dienogestum
41 09-0131  |Grimodin 100 mg capsules, |Gabapentinum Egis PT/H/0210/001/1A/022
hard, Capsules, hard, 100 mg Pharmaceuticals
PLC, Ungarija
42 09-0132  |Grimodin 300 mg capsules, |Gabapentinum Egis PT/H/0210/002/1A/022

hard, Capsules, hard, 300 mg

Pharmaceuticals
PLC, Ungarija
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43 09-0133  |Grimodin 400 mg capsules, |Gabapentinum Egis PT/H/0210/003/1A/022
hard, Capsules, hard, 400 mg Pharmaceuticals
PLC, Ungarija
44 12-0334  |Ceftriaxone Kabi 1 g powder |Ceftriaxonum Fresenius Kabi DE/H/0868/001/1A/023
for solution for Polska Sp.z 0.0.,
injection/infusion, Powder for Polija
solution for injection/infusion,
lg
45 12-0335 |Ceftriaxone Kabi 2 g powder |Ceftriaxonum Fresenius Kabi DE/H/0890/001/1A/024
for solution for infusion, Polska Sp.z 0.0.,
Powder for solution for Polija
infusion, 2 g
46 09-0260 |Paclitaxel Kabi 6 mg/ml Paclitaxelum Fresenius Kabi UK/H/1335/001/1A/036
concentrate for solution for Polska Sp.z 0.0.,
infusion, Concentrate for Polija
solution for infusion, 6 mg/ml
47 16-0186 |Bicavera 1.5 % glucose, 1.25 [Calcii chloridum  |Fresenius Medical DE/H/4317/001/1B/001/G
mmol/l Calcium, solution for |dihydricum, Care Deutschland
peritoneal dialysis, Solution  |Glucosum GmbH, Vacija
for peritoneal dialysis, 1.5 monohydricum,
%/1.25 mmol/l Magnesii
chloridum
hexahydricum,
Natrii chloridum,
Natrii hydro-
genocarbonas
48 16-0187 |Bicavera 2.3 % glucose, 1.25 |Calcii chloridum  |Fresenius Medical DE/H/4317/002/1B/001/G
mmol/l Calcium, solution for |dihydricum, Care Deutschland
peritoneal dialysis, Solution |Glucosum GmbH, Vacija
for peritoneal dialysis, 2.3 monohydricum,
%/1.25 mmol/l Magnesii
chloridum
hexahydricum,
Natrii chloridum,
Natrii hydro-
genocarbonas
49 16-0188 |Bicavera 4.25 % glucose, 1.25|Calcii chloridum  |Fresenius Medical DE/H/4317/003/1B/001/G
mmol/l Calcium, solution for |dihydricum, Care Deutschland
peritoneal dialysis, Solution |Glucosum GmbH, Vacija
for peritoneal dialysis, 4.25  |monohydricum,
%/1.25 mmol/l Magnesii
chloridum
hexahydricum,
Natrii chloridum,
Natrii hydro-
genocarbonas
50 17-0184  |Augmentin Fruit 400 mg/57 |Amoxicillinum, GlaxoSmithKline DE/H/2868/006/1B/032
mg/5 ml powder for oral Acidum Latvia, SIA,
suspension, Powder for oral  |clavulanicum Latvija
suspension, 400 mg/57 mg/5
ml
51 13-0085 |Omeprazole Grindeks 20 mg |Omeprazolum Grindeks, AS, PT/H/0476/001/1B/004
gastro-resistant capsule, hard, Latvija
Gastro-resistant capsule, hard,
20 mg
52 13-0085 |Omeprazole Grindeks 20 mg |Omeprazolum Grindeks, AS, PT/H/0476/001/1B/005/G
gastro-resistant capsule, hard, Latvija

Gastro-resistant capsule, hard,
20 mg
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53 97-0248 |Mesulid 100 mg tabletes, Nimesulidum Helsinn Birex IT/H/0150/001/1A/026

Tablets, 100 mg Pharmaceutical
Ltd., Irija

54 04-0382 [lrinotecan Hospira 20 mg/ml |Irinotecani Hospira UK PT/H/0190/001/1B/091/G
concentrate for solution for  [hydrochloridum Limited,
infusion, Concentrate for trihydricum Lielbritanija
solution for infusion, 20
mg/ml

55 14-0050 |Xeomin 100 U powder for Neurotoxinum A |Merz DE/H/0722/001/11/079/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 100 |sine proteinorum |GmbH, Vacija
U multiplex

56 16-0111  |Xeomin 200 U powder for Neurotoxinum A |Merz DE/H/0722/003/11/079/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 200 |sine proteinorum |GmbH, Vacija
U multiplex

57 14-0049  |Xeomin 50 U powder for Neurotoxinum A |Merz DE/H/0722/002/11/079/G
solution for injection, Powder |Clostridii botulini |Pharmaceuticals
for solution for injection, 50 |sine proteinorum |GmbH, Vacija
U multiplex

58 09-0134  |Ammily 2 mg/0.03 mg film- |Dienogestum, Orivas UAB, CZ/H/0168/001/1B/012
coated tablets, Film-coated Ethinylestradiolum |Lietuva
tablets, 2 mg/0.03 mg

59 05-0465 |Omacor 1000 mg soft Omega-3-acidorum |Pronova FR/H/0105/001/1A/128
capsules, Capsules, soft, 1000 |esteri ethylici 90  |[BioPharma Norge
mg AS, Norvégija

60 09-0027  |Gesytil 75/20 micrograms Gestodenum, Ratiopharm FR/H/0357/001/1B/015
coated tablets, Coated tablets, |Ethinylestra- GmbH, Vacija
75 ng/20 ug diolum

61 09-0028 |Gesytil 75/30 micrograms Gestodenum, Ratiopharm FR/H/0357/002/1B/015
coated tablets, Coated tablets, |Ethinylestra- GmbH, Vacija
75 ng/30 ug diolum

62 07-0131  |Fluorescite 100 mg/ml Fluoresceinum S.A. Alcon- DE/H/0746/001/1A/031
solution for injection, Couvreur N.V.,
Solution for injection, 100 Belgija
mg/ml

63 16-0155 |Amlodipine/Valsartan Sandoz |Amlodipinum, Sandoz d.d., NL/H/3405/003/1A/002/G
10 mg/160 mg film-coated Valsartanum Slovénija
tablets, Film-coated tablets,
10 mg/160 mg

64 16-0154  |Amlodipine/Valsartan Sandoz |Amlodipinum, Sandoz d.d., NL/H/3405/002/1A/002/G
5 mg/160 mg film-coated Valsartanum Slovénija
tablets, Film-coated tablets, 5
mg/160 mg

65 16-0153 |Amlodipine/Valsartan Sandoz |Amlodipinum, Sandoz d.d., NL/H/3405/001/1A/002/G
5 mg/80 mg film-coated Valsartanum Slovénija
tablets, Film-coated tablets, 5
mg/80 mg

66 09-0139 |Nexmezol 20 mg gastro- Esomeprazolum Sandoz d.d., DK/H/1457/001/1B/037/G
resistant tablets, Gastro- Slovénija
resistant tablets, 20 mg

67 09-0140 |Nexmezol 40 mg gastro- Esomeprazolum Sandoz d.d., DK/H/1457/002/1B/037/G
resistant tablets, Gastro- Slovénija
resistant tablets, 40 mg

68 16-0220 |Omeprazole Sandoz 40 mg  |Omeprazolum Sandoz d.d., NL/H/0719/001/11/028/G
powder for solution for Slovénija

infusion, Powder for solution
for infusion, 40 mg




Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/128 pielikums Nr.3-3

2 3 4 5 6 7

69 97-0411 |Stamaril powder and solvent |Vaccinum febris  |Sanofi Pasteur DE/H/xxxx/W |DE/H/0476/001/WS/036
for suspension for injection in |flavae vivum S.A., Francija S/199
pre-filled syringe, Powder and
solvent for suspension for
injection

70 09-0234 |Taflotan 15 micrograms/ml | Tafluprostum Santen Oy, Somija DE/H/0991/002/11/032/G
eye drops, solution in single-
dose container, Eye drops,
solution in single-dose
container, 15 pg/ml

71 09-0022 |Omeprazole STADA 10 mg |Omeprazolum Stada Arzneimittel NL/H/1422/001/1A/023
gastro-resistant hard capsules, AG, Vacija
Gastro-resistant capsule, hard,
10 mg

72 09-0023 |Omeprazole STADA 20 mg |Omeprazolum Stada Arzneimittel NL/H/1422/002/1A/023
gastro-resistant hard capsules, AG, Vacija
Gastro-resistant capsule, hard,
20 mg

73 09-0024 |Omeprazole STADA 40 mg |Omeprazolum Stada Arzneimittel NL/H/1422/003/1A/023
gastro-resistant hard capsules, AG, Vacija
Gastro-resistant capsule, hard,
40 mg

74 17-0178 |Bimatoprost/Timolol Teva 0.3 |Bimatoprostum, Teva B.V., NL/H/3809/001/P/001
mg/5 mg/ml eye drops, Timololum Niderlande
solution, Eye drops, solution,
0.3 mg/5 mg/ml

75 10-0286 |Celiprolol Vitabalans 200 mg |Celiprololi Vitabalans Oy, FI1/H/0767/001/1A/005/G
film-coated tablets, Film- hydrochloridum Somija
coated tablets, 200 mg

76 09-0257 |Trombex 75 mg film-coated |Clopidogrelum Zentiva, k.s., CZ/H/0185/001/1B/027
tablets, Film-coated tablets, Cehija

75 mg

Zalu registracijas
departamenta vaditaja
M.Emersone




