Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/123 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 09-0399 |Losartan Accord 100 mg film-|Losartanum Accord Healthcare UK/H/1096/003/1A/035/G
coated tablets, Film-coated kalicum Limited,
tablets, 100 mg Lielbritanija

2 09-0398 |Losartan Accord 50 mg film- |Losartanum Accord Healthcare UK/H/1096/002/1A/035/G
coated tablets, Film-coated kalicum Limited,
tablets, 50 mg Lielbritanija

3 11-0177 |Montelukast Accord 4 mg Montelukastum Accord Healthcare NL/H/1946/001/1B/012/G
chewable tablets, Chewable Limited,
tablets, 4 mg Lielbritanija

4 11-0178 |Montelukast Accord 5 mg Montelukastum Accord Healthcare NL/H/1946/002/1B/012/G
chewable tablets, Chewable Limited,
tablets, 5 mg Lielbritanija

5 06-0270 |Finasterid Actavis 5 mg film- |Finasteridum Actavis Group hf, SE/H/0634/001/1B/033
coated tablets, Film-coated Islande
tablets, 5 mg

6 16-0089 |lviverz 600 mg/300 mg film- |Abacavirum, Actavis Group NL/H/3488/001/1B/007
coated tablets, Film-coated Lamivudinum PTC ehf,, Islande
tablets, 600 mg/300 mg

7 15-0294 |Botox 100 Allergan Units Toxinum Allergan IE/H/0113/001/1A/112/G
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 100 Allergan
Units

8 15-0295 |Botox 200 Allergan Units Toxinum Allergan IE/H/0113/003/1A/112/G
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 200 Allergan
Units

9 15-0293 |Botox 50 Allergan Units Toxinum Allergan IE/H/0113/002/1A/112/G
powder for solution for botulinicum A Pharmaceuticals
injection, Powder for solution Ireland, Trija
for injection, 50 Allergan
Units

10 10-0051 |Piperacillin/Tazobactam Piperacillinum, Aurobindo Pharma SE/H/0844/002/1B/021
Aurobindo 4 g/0.5 g powder |Tazobactamum (Malta) Limited,
for solution for infusion, Malta
Powder for solution for
infusion, 4 g/0.5 g

11 07-0004 |Midazolam B.Braun 1 mg/ml |Midazolamum B.Braun DE/H/0459/001/1A/011
solution for injection/infusion Melsungen AG,
or rectal solution, Solution for Vacija
injection/infusion or rectal
solution, 1 mg/ml

12 07-0005 |Midazolam B.Braun 5 mg/ml |Midazolamum B.Braun DE/H/0459/002/1A/011

solution for injection/infusion
or rectal solution, Solution for
injection/infusion or rectal
solution, 5 mg/ml

Melsungen AG,
Vacija
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13 14-0268 |Sinupret extract 160 mg Gentianae radicis, |Bionorica SE, DE/H/3813/001/1B/005
coated tablets, Coated tablets, |Primulae floris, Vacija
160 mg Rumicis herbae,
Sambuci floris,
Verbenae herbae
extractum siccum
14 15-0198 |Foster NEXThaler 200 Beclometasoni Chiesi DE/H/0873/004/1A/062/G
micrograms/6 micrograms per |dipropionas, Pharmaceuticals
dose inhalation powder, Formoteroli GmbH, Austrija
Inhalation powder, 200 pg/6 |fumaras dihydricus
pg/dose
15 12-0129 |Vonille 60 micrograms/15 Gestodenum, Exeltis Baltics NL/H/1902/001/1A/009
micrograms film-coated Ethinylestra- UAB, Lietuva
tablets, Film-coated tablets, |diolum
60 micrograms/15 micrograms
16 13-0038 |Imatinib Fresenius Kabi 100 |Imatinibum Fresenius Kabi NL/H/2556/001/1B/011
mg film-coated tablets, Film- Deutschland
coated tablets, 100 mg GmbH, Vacija
17 13-0039 |Imatinib Fresenius Kabi 400 [Imatinibum Fresenius Kabi NL/H/2556/002/1B/011
mg film-coated tablets, Film- Deutschland
coated tablets, 400 mg GmbH, Vacija
18 08-0388 |Ceftazidime Fresenius Kabi  |Ceftazidimum Fresenius Kabi PT/H/xxxx/IA/ [PT/H/0186/002/1A/016/G
1000 mg powder for solution Polska Sp.z 0.0., |053/G
for injection, Powder for Polija
solution for injection, 1000
mg
19 08-0389 |Ceftazidime Fresenius Kabi  |Ceftazidimum Fresenius Kabi PT/H/xxxx/IA/ [PT/H/0186/003/1A/016/G
2000 mg powder for solution Polska Sp.z 0.0., |053/G
for injection or infusion, Polija
Powder for solution for
injection or infusion, 2000 mg
20 12-0334  |Ceftriaxone Kabi 1 g powder |Ceftriaxonum Fresenius Kabi PT/H/xxxx/IA/ |DE/H/0868/001/1A/022/G
for solution for Polska Sp.z 0.0., |053/G
injection/infusion, Powder for Polija
solution for injection/infusion,
1g
21 12-0335 |Ceftriaxone Kabi 2 g powder |Ceftriaxonum Fresenius Kabi PT/H/xxxx/I|A/ |DE/H/0890/001/1A/023/G
for solution for infusion, Polska Sp.z 0.0., |053/G
Powder for solution for Polija
infusion, 2 ¢
22 11-0363 |Cisatracurium Kabi 2 mg/ml |Cisatracurium Fresenius Kabi DE/H/2771/001/1A/015
solution for injection/infusion, Polska Sp.z 0.0.,
Solution for Polija
injection/infusion, 2 mg/ml
23 10-0354  |Meropenem Kabi 1000 mg  |Meropenemum Fresenius Kabi PT/H/xxxx/|A/ |PT/H/0272/002/IAJ025/G
powder for solution for Polska Sp.z 0.0., |053/G
injection or infusion, Powder Polija
for solution for injection or
infusion, 1000 mg
24 10-0355 |Meropenem Kabi 500 mg Meropenemum Fresenius Kabi PT/H/xxxx/IA/ |PT/H/0272/001/1A/025/G
powder for solution for Polska Sp.z 0.0., |053/G

injection or infusion, Powder
for solution for injection or
infusion, 500 mg

Polija
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25 10-0611 |Paracetamol Kabi 10 mg/ml |Paracetamolum Fresenius Kabi PT/H/xxxx/IA/ |DE/H/2511/001/1A/022/G
solution for infusion, Solution Polska Sp.z 0.0., |053/G
for infusion, 10 mg/ml Polija
26 11-0221 |Vancomycin Kabi 1000 mg |Vancomycinum Fresenius Kabi PT/H/xxxx/IA/ |[UK/H/3638/002/1A/012/G
powder for concentrate for Polska Sp.z 0.0., |053/G
solution for infusion, Powder Polija
for concentrate for solution
for infusion, 1000 mg
27 11-0222 |Vancomycin Kabi 500 mg Vancomycinum Fresenius Kabi PT/H/xxxx/IA/ [UK/H/3638/001/1A/012/G
powder for concentrate for Polska Sp.z 0.0., |053/G
solution for infusion, Powder Polija
for concentrate for solution
for infusion, 500 mg
28 12-0274  |Zoledronic acid Fresenius Acidum Fresenius Kabi PT/H/xxxx/IA/ [PT/H/0653/001/1A/016/G
Kabi 4 mg/5 ml concentrate  |zoledronicum Polska Sp.z 0.0., |053/G
for solution for infusion, Polija
Concentrate for solution for
infusion, 4 mg/5 mi
29 15-0002 |Biphozyl solution for Magnesii Gambro Lundia  [NL/H/xxxx/W |NL/H/3002/001/WS/007
haemodialysis/haemofiltration |chloridum AB, Zviedrija SI244
, Solution for hexahydricum,
haemodialysis/haemofiltration |Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum,
Dinatrii phosphas
dihydricus
30 10-0446 |Hemosol BO solution for Natrii Gambro Lundia NL/H/xxxx/W |SE/H/0171/001/WS/043
haemodialysis/haemofiltration |hydrogenocarbonas |AB, Zviedrija SI244
, Solution for , Natrii chloridum,
haemodialysis/haemofiltration |Calcii chloridum
dihydricum,
Magnesii
chloridum
hexahydricum,
Acidum lacticum
31 09-0359  |Phoxilium 1.2 mmol/I Calcii chloridum  |Gambro Lundia NL/H/xxxx/W [NL/H/1147/001/WS/035
phosphate solution for dihydricum, AB, Zviedrija SI244
haemodialysis/haemofiltration | Magnesii
, Solution for chloridum

haemodialysis/haemofiltration
, 1.2 mmol/l

hexahydricum,
Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum,
Dinatrii phosphas
dihydricus
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32 09-0310 |Prismasol 2 mmol/l Potassium|Calcii chloridum |Gambro Lundia NL/H/xxxx/W |FR/H/0226/001/WS/037
solution for dihydricum, AB, Zviedrija SI244
haemodialysis/haemofiltration |Magnesii
, Solution for chloridum
haemodialysis/haemofiltration |hexahydricum,
, 2 mmol/Il Glucosum
anhydricum,
Acidum lacticum,
Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum
33 09-0311 [Prismasol 4 mmol/l Potassium|Calcii chloridum |Gambro Lundia NL/H/xxxx/W |FR/H/0226/002/WS/037
solution for dihydricum, AB, Zviedrija S/244
haemodialysis/haemofiltration | Magnesii
, Solution for chloridum
haemodialysis/haemofiltration |hexahydricum,
, 4 mmol/l Glucosum
anhydricum,
Acidum lacticum,
Natrii chloridum,
Natrii
hydrogenocarbonas
, Kalii chloridum
34 99-0657  [Priorix powder and solvent Virus rubellae, GlaxoSmithKline DE/H/0137/001/11/106/G
for solution for injection in vivum, attenuatum, |Biologicals S.A.,
pre-filled syringe, Powder and |Virus morbilli Belgija
solvent for solution for (stirps Schwarzi),
injections in pre-filled syringe |vivum, attenuatum,
Virus parotitidis
epidemici, vivum,
attenuatum
35 12-0227  |Priorix powder and solvent | Virus rubellae, GlaxoSmithKline DE/H/0137/002/11/106/G
for solution for injection, vivum, attenuatum, |Biologicals S.A.,
Powder and solvent for Virus morbilli Belgija
solution for injection (stirps Schwarzi),
vivum, attenuatum,
Virus parotitidis
epidemici, vivum,
attenuatum
36 97-0248 |Mesulid 100 mg tabletes, Nimesulidum Helsinn Birex IT/H/0150/001/1A/027
Tablets, 100 mg Pharmaceutical
Ltd., Trija
37 13-0010 |Gliclada 60 mg modified- Gliclazidum KRKA, d.d., Novo DE/H/0892/002/1A/032
release tablets, Modified- mesto, Slovénija
release tablets, 60 mg
38 16-0225 |Linezolid Krka 2 mg/ml Linezolidum KRKA, d.d., Novo AT/H/0639/001/DC/1A/001
solution for infusion, Solution mesto, Slovénija
for infusion, 2 mg/ml
39 10-0384 |Olmesartan Krka 10 mg film- |Olmesartanum KRKA, d.d., Novo DK/H/1763/001/1B/013
coated tablets, Film-coated medoxomilum mesto, Slovénija
tablets, 10 mg
40 10-0385 |Olmesartan Krka 20 mg film- |Olmesartanum KRKA, d.d., Novo DK/H/1763/002/1B/013

coated tablets, Film-coated
tablets, 20 mg

medoxomilum

mesto, Slovénija
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41 10-0386 |Olmesartan Krka 40 mg film- |Olmesartanum KRKA, d.d., Novo DK/H/1763/003/IB/013
coated tablets, Film-coated medoxomilum mesto, Slovénija
tablets, 40 mg

42 11-0085 |Rolpryna SR 2 mg prolonged- |Ropinirolum KRKA, d.d., Novo SK/H/0117/001/1B/004
release tablets, Prolonged- mesto, Slovénija
release tablets, 2 mg

43 11-0086 |Rolpryna SR 4 mg prolonged- |Ropinirolum KRKA, d.d., Novo SK/H/0117/002/1B/004
release tablets, Prolonged- mesto, Slovénija
release tablets, 4 mg

44 11-0087 |Rolpryna SR 8 mg prolonged- |Ropinirolum KRKA, d.d., Novo SK/H/0117/003/1B/004
release tablets, Prolonged- mesto, Slovénija
release tablets, 8 mg

45 15-0148 |Imatinib Laboratorios Liconsa|lmatinibum Laboratorios DE/H/3543/001/1B/002/G
100 mg film-coated tablets, Liconsa, S.A.,
Film-coated tablets, 100 mg Spanija

46 15-0149 |Imatinib Laboratorios Liconsa|Imatinibum Laboratorios DE/H/3543/002/1B/002/G
300 mg film-coated tablets, Liconsa, S.A.,
Film-coated tablets, 300 mg Spanija

47 15-0150 |Imatinib Laboratorios Liconsa|lmatinibum Laboratorios DE/H/3543/003/1B/002/G
400 mg film-coated tablets, Liconsa, S.A.,
Film-coated tablets, 400 mg Spanija

48 10-0455 |Clormetin 2 mg/0.03 mg film- |Chlormadinoni Ladee Pharma DE/H/1830/001/1B/012
coated tablets, Film-coated acetas, Ethinylestra{Baltics UAB,
tablets, 2 mg/0.03 mg diolum Lietuva

49 07-0018 |Prestarium Combi Arginine 5 |Perindoprili Les Laboratoires FR/H/0131/004/1B/101
mg/1.25 mg film-coated argininum, Servier, Francija
tablets, Film-coated tablets, 5 |Indapamidum
mg/1.25 mg

50 11-0040 |Willfact 1000 IU powder and |Factor humanus LFB DE/H/1935/001/1B/029
solvent for solution for von Willebrandi Biomedicaments,
injection, Powder and solvent Francija
for solution for injection,
1000 1U

51 15-0033  |Willfact 2000 IU powder and |Factor humanus LFB DE/H/1935/003/1B/029
solvent for solution for von Willebrandi Biomedicaments,
injection, Powder and solvent Francija
for solution for injection,
2000 1U

52 15-0032  |Willfact 500 1U powder and |Factor humanus LFB DE/H/1935/002/1B/029
solvent for solution for von Willebrandi Biomedicaments,
injection, Powder and solvent Francija
for solution for injection, 500
U

53 15-0186 |Gliclazide Lupin 60 mg Gliclazidum Lupin (Europe) PT/H/1272/001/11/002
modified-release tablets, Limited,
Modified-release tablets, 60 Lielbritanija
mg

54 02-0393 |Co-Diovan 160 mg/12.5 mg |Valsartanum, Novartis Finland  [SE/H/xxxx/IA/ |SE/H/0565/002/1A/111/G

film-coated tablets, Film-
coated tablets, 160 mg/12.5
mg

Hydrochlo-
rothiazidum

Oy, Somija

412/G
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55 02-0394 |Co-Diovan 160 mg/25 mg Valsartanum, Novartis Finland  |SE/H/xxxx/IA/ |SE/H/0565/003/1A/111/G
film-coated tablets, Film- Hydrochlo- Oy, Somija 412/G
coated tablets, 160 mg/25 mg [rothiazidum
56 98-0310 [Co-Diovan 80 mg/12.5 mg Valsartanum, Novartis Finland  |SE/H/xxxx/IA/ |SE/H/0565/001/1A/111/G
film-coated tablets, Film- Hydrochlo- Oy, Somija 412/G
coated tablets, 80 mg/12.5 mg |rothiazidum
57 00-1192  |Sandimmun Neoral 100 mg |Ciclosporinum Novartis Finland DE/H/4019/004/1A/020
soft capsules, Soft capsules, Oy, Somija
100 mg
58 95-0140 |Sandimmun Neoral 25 mg Ciclosporinum Novartis Finland DE/H/4019/002/1A/020
soft capsules, Soft capsules, Oy, Somija
25mg
59 00-1191 |Sandimmun Neoral 50 mg Ciclosporinum Novartis Finland DE/H/4019/003/1A/020
soft capsules, Soft capsules, Oy, Somija
50 mg
60 16-0064 |Panzyga 100 mg/ml solution |Immuno- Octapharma (IP) DE/H/1948/001/IA/008
for infusion, Solution for globulinum Limited,
infusion, 100 mg/ml humanum normale |Lielbritanija
61 05-0272 |Giona Easyhaler 100 Budesonidum Orion Corporation, DE/H/0402/001/1A/045
micrograms/dose inhalation Somija
powder, Inhalation powder,
100 micrograms/dose
62 05-0273 |Giona Easyhaler 200 Budesonidum Orion Corporation, DE/H/0402/002/1A/045
micrograms/dose inhalation Somija
powder, Inhalation powder,
200 micrograms/dose
63 05-0274  |Giona Easyhaler 400 Budesonidum Orion Corporation, DE/H/0402/003/1A/045
micrograms/dose inhalation Somija
powder, Inhalation powder,
400 micrograms/dose
64 16-0098 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/1933/002/1A/056/G
injection in prefilled syringe, |diphtheriae, tetani, |S.A., Francija
Suspension for injection in pertussis sine
prefilled syringe cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
65 16-0098 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/xxxx/W |DE/H/1933/002/WS/053
injection in prefilled syringe, |diphtheriae, tetani, |S.A., Francija S/194
Suspension for injection in pertussis sine
prefilled syringe cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
66 16-0098 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/1933/002/11/052

injection in prefilled syringe,
Suspension for injection in
prefilled syringe

diphtheriae, tetani,
pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum

S.A., Francija
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67 10-0041 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/1933/001/1A/056/G
injection, Suspension for diphtheriae, tetani, |S.A., Francija
injection pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
68 10-0041 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/xxxx/W |DE/H/1933/001/WS/053
injection, Suspension for diphtheriae, tetani, |S.A., Francija S/194
injection pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
69 10-0041 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/1933/001/11/052
injection, Suspension for diphtheriae, tetani, |S.A., Francija
injection pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
70 10-0166 |Clopidogrel SanoSwiss 75 mg |Clopidogrelum SanoSwiss UAB, DK/H/1605/001/1B/009
film-coated tablets, Film- Lietuva
coated tablets, 75 mg
71 14-0203 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/003/1B/009
one Teva 100 mg/25 mg/200 |Carbidopum, Niderlande
mg film-coated tablets, Film- |Entacaponum
coated tablets, 100 mg/25
mg/200 mg
72 14-0204 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/004/1B/009
one Teva 125 mg/31.25 Carbidopum, Niderlande
mg/200 mg film-coated Entacaponum
tablets, Film-coated tablets,
125 mg/31.25 mg/200 mg
73 14-0205 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/005/1B/009
one Teva 150 mg/37.5 Carbidopum, Niderlande
mg/200 mg film-coated Entacaponum
tablets, Film-coated tablets,
150 mg/37.5 mg/200 mg
74 14-0207 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/007/1B/009
one Teva 200 mg/50 mg/200 |Carbidopum, Niderlande
mg film-coated tablets, Film- |Entacaponum
coated tablets, 200 mg/50
mg/200 mg
75 14-0201 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/001/1B/009
one Teva 50 mg/12.5 mg/200 |Carbidopum, Niderlande
mg film-coated tablets, Film- |Entacaponum

coated tablets, 50 mg/12.5
mg/200 mg
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76 14-0202 |Levodopa/Carbidopa/Entacap |Levodopum, Teva Pharma B.V., DE/H/4021/002/1B/009
one Teva 75 mg/18.75 Carbidopum, Niderlande
mg/200 mg film-coated Entacaponum
tablets, Film-coated tablets,
75 mg/18.75 mg/200 mg

77 14-0087  |Perindopril/Amlodipine Teva |Perindoprili tosilas, | Teva Pharma B.V., NL/H/2842/004/1A/020/G
10 mg/10 mg tablets, Tablets, |Amlodipinum Niderlande
10 mg/10 mg

78 14-0086 |Perindopril/Amlodipine Teva [Perindoprili tosilas, | Teva Pharma B.V., NL/H/2842/003/1A/020/G
10 mg/5 mg tablets, Tablets, |[Amlodipinum Niderlande
10 mg/5 mg

79 14-0085 |Perindopril/Amlodipine Teva [Perindoprili tosilas, | Teva Pharma B.V., NL/H/2842/002/1A/020/G
5 mg/10 mg tablets, Tablets, 5 |Amlodipinum Niderlande
mg/10 mg

80 14-0084  |Perindopril/Amlodipine Teva [Perindoprili tosilas, | Teva Pharma B.V., NL/H/2842/001/1A/020/G
5 mg/5 mg tablets, Tablets, 5 |Amlodipinum Niderlande
mg/5 mg

81 10-0649 |Lopacut 2 mg film-coated Loperamidi Vitabalans Oy, SE/H/0817/001/1A/010
tablets, Film-coated tablets, 2 |hydrochloridum Somija
mg

82 14-0197 |Sinex 0.5 mg/ml nasal spray, |Oxymetazolini Wick Pharma, SE/H/0196/001/11/031
solution, Nasal spray, hydrochloridum Vacija
solution, 0.5 mg/ml

83 11-0032 |Zevesin 5 mg film-coated Solifenacini Zentiva, k.s., SK/H/0129/001/1A/011/G
tablets, Film-coated tablets, 5 [succinas Cehija

mg

Zalu registracijas
departamenta vaditaja
M.Emersone



