Izmainas Latvijas Zalu registra (ar pazinojumu) Rikojuma Nr.2-20/30 pielikums Nr.3-3, 02.03.2018.

Zalu nosaukums, e e e .
. _ . Registracijas Izmainu
Nr.p.| Reg. zalu forma, Aktivas vielas . - i _
. apliecibas procediuiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. IpasSnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7
1 05-0485 |Duodopa 20 mg/ml +5 |Levodopum, AbbVie, SIA, SE/H/0415/001/11/060/G
mg/ml intestinal gel, Carbidopum Latvija
Intestinal gel, 20 mg/ml |monohydricum
+5 mg/ml
2 10-0187 |Cytarabine Accord 100 [Cytarabinum Accord Healthcare UK/H/1641/001/1B/024
mg/ml solution for Limited,
injection or infusion, Lielbritanija
Solution for injection or
infusion, 100 mg/ml
3 09-0154 [Finasteride Accord 1 mg |Finasteridum Accord Healthcare NL/H/1149/001/1B/030/G
film-coated tablets, Film- Limited,
coated tablets, 1 mg Lielbritanija
4 08-0390 [Finasteride Accord 5 mg [Finasteridum Accord Healthcare NL/H/1149/002/1B/030/G
film-coated tablets, Film- Limited,
coated tablets, 5 mg Lielbritanija
5 15-0336 |Bisoprolol Accord 5 mg |Bisoprololi fumaras |Accord Healthcare NL/H/2224/002/1A/012
film-coated tablets, Film- Ltd, Lielbritanija
coated tablets, 5 mg
6 17-0126 |Olmesartan Medoxomil |Olmesartanum Accord Healthcare UK/H/4268/001/I1B/003/G
Accord 10 mg film- medoxomilum Ltd, Lielbritanija
coated tablets, Film-
coated tablets, 10 mg
7 17-0127 |Olmesartan Medoxomil |Olmesartanum Accord Healthcare UK/H/4268/002/I1B/003/G
Accord 20 mg film- medoxomilum Ltd, Lielbritanija
coated tablets, Film-
coated tablets, 20 mg
8 17-0128 |Olmesartan Medoxomil |Olmesartanum Accord Healthcare UK/H/4268/003/IB/003/G
Accord 40 mg film- medoxomilum Ltd, Lielbritanija
coated tablets, Film-
coated tablets, 40 mg
9 12-0292 |Azithromycin Actavis  |Azithromycinum Actavis Group NL/H/2400/002/1B/010
500 mg film-coated PTC ehf,, Islande
tablets, Film-coated
tablets, 500 mg
10 11-0437 |Clarithromycin Actavis |Clarithromycinum  |Actavis Group PT/H/0432/001/1B/008
500 mg prolonged- PTC ehf,, Islande
release tablets,
Prolonged-release
tablets, 500 mg
11 09-0290 |Lercanidipine Actavis |Lercanidipini Actavis Group DK/H/1491/001/1B/024
10 mg film-coated hydrochloridum PTC ehf, Tslande
tablets, Film-coated
tablets, 10 mg
12 11-0413 |Atacand Plus 16 Candesartanum AstraZeneca AB, [SE/H/xxxx/IA/422/G |SE/H/0162/002/1A/101/G
mg/12.5 mg tablets, cilexetilum, Hydro- |Zviedrija
Tablets, 16 mg/12.5 mg |chlorothiazidum
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13 98-0304 |Plendil 10 mg prolonged{Felodipinum AstraZeneca AB, [SE/H/xxxx/IA/422/G |SE/H/1505/003/1A/011/G
release tablets, Zviedrija

Prolonged-release
tablets, 10 mg

14 98-0305 |Plendil 5 mg prolonged- |Felodipinum AstraZeneca AB, [SE/H/xxxx/IA/422/G |SE/H/1505/002/IA/011/G
release tablets, Zviedrija
Prolonged-release
tablets, 5 mg

15 16-0116 |Symbicort 160 Budesonidum, AstraZeneca AB, |SE/H/xxxx/1A/422/G |SE/H/0229/003/1A/083/G
micrograms/4.5 Formoteroli fumaras |Zviedrija

micrograms/actuation,  |dihydricus
pressurised inhalation,
suspension, Pressurised
inhalation, suspension,
160 pg/4.5 pg/actuation

16 10-0466 |Symbicort Turbuhaler |Budesonidum, AstraZeneca AB, |SE/H/xxxx/1A/422/G |SE/H/0229/001/1A/083/G
160 micrograms/4.5 Formoteroli fumaras |Zviedrija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 160
ng/4.5 pg/inhalation

17 10-0467 |Symbicort Turbuhaler |Budesonidum, AstraZeneca AB, |SE/H/xxxx/IA/422/G |SE/H/0229/002/1A/083/G
320 micrograms/9 Formoteroli fumaras |Zviedrija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 320
ng/9 pg/inhalation

18 10-0465 |Symbicort Turbuhaler |Budesonidum, AstraZeneca AB, [SE/H/xxxx/IA/422/G |SE/H/0230/001/IA/067/G
80 micrograms/4.5 Formoteroli fumaras |Zviedrija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 80
ug/4.5 pg/inhalation

19 06-0249 |Albumin Baxalta 200 g/l |[Albuminum Baxalta DE/H/0474/002/1B/054
solution for infusion, humanum Innovations
Solution for infusion, GmbH, Austrija
200 g/l

20 06-0248 |Albumin Baxalta 50 g/l |Albuminum Baxalta DE/H/0474/001/1B/054
solution for infusion, humanum Innovations
Solution for infusion, 50 GmbH, Austrija
g/l

21 13-0048 |Fleree 13.5 mg Levonorgestrelum  |Bayer AG, Vacija SE/H/1186/001/1A/015

intrauterine delivery
system, Intrauterine
delivery system, 13.5 mg

22 13-0078 |Brumare 400 mg Ibuprofenum BGP Products, SE/H/1184/001/1A/023
effervescent granules, SIA, Latvija
Effervescent granules,
400 mg

23 07-0241 |Spiriva Respimat 2.5 Tiotropium Boehringer NL/H/0718/001/1B/023/G
microgram solution for Ingelheim
inhalation, Solution for International
inhalation, 2.5 pg GmbH, Vacija
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24 15-0034 |Ketorolac Claris 10 Ketorolaci Claris Lifesciences UK/H/5368/001/1B/005/G
mg/ml solution for trometamolum (UK) Limited,
injection, Solution for Lielbritanija
injection, 10 mg/ml

25 15-0035 |Ketorolac Claris 30 Ketorolaci Claris Lifesciences UK/H/5368/002/I1B/005/G
mg/ml solution for trometamolum (UK) Limited,
injection, Solution for Lielbritanija
injection, 30 mg/ml

26 10-0387 |Torvazin 10 mg film-  |Atorvastatinum Egis HU/H/0225/001/1B/016/G
coated tablets, Film- Pharmaceuticals
coated tablets, 10 mg PLC, Ungarija

27 10-0388 |Torvazin 20 mg film-  |Atorvastatinum Egis HU/H/0225/002/1B/016/G
coated tablets, Film- Pharmaceuticals
coated tablets, 20 mg PLC, Ungarija

28 10-0389 |Torvazin 40 mg film-  |Atorvastatinum Egis HU/H/0225/003/1B/016/G
coated tablets, Film- Pharmaceuticals
coated tablets, 40 mg PLC, Ungarija

29 12-0129 |Vonille 60 Gestodenum, Exeltis Baltics NL/H/1902/001/1A/012
micrograms/15 Ethinylestradiolum |UAB, Lietuva

micrograms film-coated
tablets, Film-coated

tablets, 60
micrograms/15
micrograms

30 16-0026 [Coltowan 10 mg tablets, |Ezetimibum Gedeon Richter DK/H/2444/001/1B/003
Tablets, 10 mg Plc., Ungarija

31 04-0382 |lIrinotecan Hospira 20  |lrinotecani Hospira UK PT/H/0190/001/1B/093
mg/ml concentrate for  |hydrochloridum Limited,
solution for infusion, trihydricum Lielbritanija

Concentrate for solution
for infusion, 20 mg/ml

32 17-0142 |Oxynador 10 mg + 5 mg |Oxycodonum, KRKA, d.d., Novo DE/H/4722/001/1B/001
prolonged-release Naloxonum mesto, Slovénija
tablets, Prolonged-

release tablets, 10 mg +

5mg
33 17-0143 |Oxynador 20 mg + 10  |Oxycodonum, KRKA, d.d., Novo DE/H/4722/002/1B/001
mg prolonged-release  |Naloxonum mesto, Slovénija

tablets, Prolonged-
release tablets, 20 mg +

10 mg
34 17-0144 |Oxynador 40 mg + 20  |Oxycodonum, KRKA, d.d., Novo DE/H/4722/003/1B/001
mg prolonged-release  |Naloxonum mesto, Slovénija

tablets, Prolonged-
release tablets, 40 mg +

20 mg

35 07-0093 |[Polapril 10 mg hard Ramiprilum Medana Pharma DK/H/0891/004/IA/018/G
capsules, Hard capsules, SA, Polija
10 mg

36 07-0091 |Polapril 2.5 mg hard Ramiprilum Medana Pharma DK/H/0891/002/IA/018/G
capsules, Hard capsules, SA, Polija
2.5mg
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37 07-0092 [Polapril 5 mg hard Ramiprilum Medana Pharma DK/H/0891/003/IA/018/G
capsules, Hard capsules, SA, Polija
5mg
38 11-0162 [Vanatex HCT 160 Valsartanum, Hydro- | Medana Pharma AT/H/0313/003/1B/008/G
mg/12.5 mg film-coated |chlorothiazidum SA, Polija
tablets, Film-coated
tablets, 160 mg/12.5 mg
39 11-0163 |Vanatex HCT 160 Valsartanum, Hydro- | Medana Pharma AT/H/0313/002/1B/008/G
mg/25 mg film-coated  |chlorothiazidum SA, Polija
tablets, Film-coated
tablets, 160 mg/25 mg
40 11-0161 [Vanatex HCT 80 Valsartanum, Hydro- | Medana Pharma AT/H/0313/001/1B/008/G
mg/12.5 mg film-coated |chlorothiazidum SA, Polija
tablets, Film-coated
tablets, 80 mg/12.5 mg
41 07-0349 [Amlodipine Amlodipinum Medochemie Ltd., DK/H/1117/002/1A/009
Medochemie 10 mg Kipra
tablets, Tablets, 10 mg
42 07-0348 [Amlodipine Amlodipinum Medochemie Ltd., DK/H/1117/001/1A/009
Medochemie 5 mg Kipra
tablets, Tablets, 5 mg
43 06-0031 |Flosin 0.4 mg modified |Tamsulosini Menarini NL/H/1621/001/1A/025
release capsules, hard, [hydrochloridum International
Modified release Operations
capsules, hard, 0.4 mg Luxembourg S.A.,
Luksemburga
44 17-0160 |Opexa 10 mg Bilastinum Menarini DE/H/2300/002/1A/030
orodispersible tablets, International
Orodispersible tablets, Operations
10 mg Luxembourg S.A.,
Luksemburga
45 17-0161 |Opexa 2.5 mg/ml oral  |Bilastinum Menarini DE/H/2300/003/1A/031
solution, Oral solution, International
2.5 mg/ml Operations
Luxembourg S.A.,
Luksemburga
46 10-0602 |Opexa 20 mg tablets, Bilastinum Menarini DE/H/2300/001/1A/029
Tablets, 20 mg International
Operations
Luxembourg S.A.,
Luksemburga
47 05-0061 |Ezetrol 10 mg tablets, |Ezetimibum Merck Sharp & DE/H/0396/001/1B/056
Tablets, 10 mg Dohme Latvija,
SIA, Latvija
48 13-0041 |Vancomycin Mylan Vancomycinum Mylan S.A.S, SE/H/1158/002/1B/006
1000 mg powder for Francija

concentrate for solution
for infusion, Powder for
concentrate for solution
for infusion, 1000 mg
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49 13-0042 |Vancomycin Mylan 500 |Vancomycinum Mylan S.A.S, SE/H/1158/001/1B/006
mg powder for Francija
concentrate for solution
for infusion, Powder for
concentrate for solution
for infusion, 500 mg
50 14-0112 |Bufomix Easyhaler 160 [Budesonidum, Orion Corporation, SE/H/1213/002/1B/009
micrograms/4.5 Formoteroli fumaras |Somija
micrograms inhalation, |dihydricus
inhalation powder,
Inhalation powder, 160
ng/4.5 pg inhalation
51 14-0112 |Bufomix Easyhaler 160 [Budesonidum, Orion Corporation, SE/H/1213/002/1B/010/G
micrograms/4.5 Formoteroli fumaras |Somija
micrograms inhalation, |dihydricus
inhalation powder,
Inhalation powder, 160
ng/4.5 pg inhalation
52 14-0113 |Bufomix Easyhaler 320 |Budesonidum, Orion Corporation, SE/H/1213/003/1B/009
micrograms/9 Formoteroli fumaras |Somija
micrograms inhalation, |dihydricus
inhalation powder,
Inhalation powder, 320
ng/9 pg inhalation
53 14-0113 |Bufomix Easyhaler 320 |Budesonidum, Orion Corporation, SE/H/1213/003/1B/010/G
micrograms/9 Formoteroli fumaras |Somija
micrograms inhalation, |dihydricus
inhalation powder,
Inhalation powder, 320
ug/9 pg inhalation
54 16-0058 |Bufomix Easyhaler 80 |Budesonidum, Orion Corporation, SE/H/1213/004/1B/009
micrograms/4.5 Formoteroli fumaras |Somija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 80
ng/4.5 pg/inhalation
55 16-0058 |Bufomix Easyhaler 80 |Budesonidum, Orion Corporation, SE/H/1213/004/1B/010/G
micrograms/4.5 Formoteroli fumaras |Somija
micrograms/inhalation, |dihydricus
inhalation powder,
Inhalation powder, 80
ug/4.5 pg/inhalation
56 14-0041 |Levidon 750 Levonorgestrelum Orivas UAB, NL/H/2749/001/1A/007
micrograms tablets, Lietuva
Tablets, 750 g
57 05-0602 [TicoVac 0.25 mi Vaccinum Pfizer Europe MA AT/H/0126/001/11/065/G

suspension for injection
in prefilled syringe,
Suspension for injection
in prefilled syringe, 0.25
ml

encephalitidis
ixodibus advectae
inactivatum

EEIG, Lielbritanija
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58 05-0603 [TicoVac 0.5 ml Vaccinum Pfizer Europe MA AT/H/0126/002/11/065/G
suspension for injection |encephalitidis EEIG, Lielbritanija
in prefilled syringe, ixodibus advectae

Suspension for injection |inactivatum
in prefilled syringe, 0.5

ml

59 16-0126 |Allopurinol Sandoz 100 |Allopurinolum Sandoz d.d., FI/H/0894/001/1A/003
mg tablets, Tablets, 100 Slovénija
mg

60 16-0127 |Allopurinol Sandoz 300 [Allopurinolum Sandoz d.d., FI/H/0894/002/1A/003
mg tablets, Tablets, 300 Slovénija
mg

61 13-0257 |Bosentan Sandoz 125  |Bosentanum Sandoz d.d., CZ/H/0456/002/1B/009
mg film-coated tablets, Slovénija
Film-coated tablets, 125
mg

62 16-0011 |[Cabemet 50 Calcipotriolum, Sandoz d.d., NL/H/3441/001/1B/003

micrograms/0.5 mg/g Betamethasonum Slovénija
ointment, Ointment, 50
micrograms/0.5 mg/g

63 15-0340 [Imatinib Sandoz 100 mg |Imatinibum Sandoz d.d., NL/H/3318/001/1B/008
film-coated tablets, Film- Sloveénija
coated tablets, 100 mg

64 15-0341 |Imatinib Sandoz 400 mg |Imatinibum Sandoz d.d., NL/H/3318/002/1B/008
film-coated tablets, Film- Slovénija
coated tablets, 400 mg

65 15-0331 |Rasagiline Sandoz 1 mg |Rasagilinum Sandoz d.d., DE/H/4364/001/1B/002
tablets, Tablets, 1 mg Sloveénija

66 15-0135 [Nasacort 55 Triamcinoloni Sanofi-aventis UK/H/0189/001/IA/073/G
micrograms/dose nasal |acetonidum Latvia, SIA,
spray, suspension, Nasal Latvija
spray, suspension, 55
pg/dose

67 05-0376 |Lanzostad 15 mg gastro- | Lansoprazolum Stada Arzneimittel DK/H/1653/001/1B/058
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule,
hard, 15 mg

68 05-0377 |Lanzostad 30 mg gastro- | Lansoprazolum Stada Arzneimittel DK/H/1653/002/1B/058
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule,
hard, 30 mg

69 99-0517 |Controloc 20 mg gastro- |Pantoprazolum Takeda GmbH, AT/HIxxxx/IA/075/G |DE/H/0268/001/I1A/225/G
resistant tablets, Gastro- Vacija

resistant tablets, 20 mg

70 99-0518 |Controloc 40 mg gastro- |Pantoprazolum Takeda GmbH, AT/H/xxxx/IAJ075/G |DE/H/0268/002/IA/225/G
resistant tablets, Gastro- Vacija
resistant tablets, 40 mg
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71 16-0131 |Emtricitabine/ Tenofovir |Emtricitabinum, TevaB.V., NL/H/3432/001/1A/009/G
disoproxil Teva 200 Tenofovirum Niderlande

mg/245 mg film-coated |disoproxilum
tablets, Film-coated
tablets, 200 mg/245 mg

72 17-0137 |Everolimus Teva 10 mg |Everolimusum TevaB.V., SE/H/1608/004/
tablets, Tablets, 10 mg Niderlande

73 10-0523 |Rilmenidine Teva 1l mg |Rilmenidinum Teva Pharma B.V., FR/H/0460/001/1A/015
tablets, Tablets, 1 mg Niderlande

74 06-0093 [Lozap 100 mg film- Losartanum kalicum |Zentiva a.s., CZ/H/0114/004/1A/042
coated tablets, Film- Slovakija
coated tablets, 100 mg

75 06-0092 [Lozap 50 mg film- Losartanum kalicum |Zentiva a.s., CZ/H/0114/003/1A/042
coated tablets, Film- Slovakija

coated tablets, 50 mg

76 10-0028 |Sidretella 0.03 mg/3 mg |Ethinylestradiolum, |Zentiva, k.s., CZ/H/0530/002/1B/017
film-coated tablets, Film{Drospirenonum Cehija
coated tablets, 0.03
mg/3 mg

77 10-0028 |Sidretella 0.03 mg/3 mg |Ethinylestradiolum, |Zentiva, k.s., CZ/H/0530/002/11/018
film-coated tablets, Film{Drospirenonum Cehija
coated tablets, 0.03
mg/3 mg

Zalu registracijas
departamenta
vaditaja
M.Emersone



