Izmainas Latvijas Zalu registra (ar pazinojumul)

Rikojuma Nr.2-20/28 pielikums Nr.3-3

. Zalu nosaukums, zalu . Registracijas Izmainu
Reg. . Aktivas vielas . K _
Nr.p.k. forma, stiprums/ apliecibas procediiras Procediiras numurs
numurs .. nosaukums [_ T,
koncentracija Ipasnieks, valsts numurs
1 2 3 4 5 6 7
1 08-0318 |[Risperidone Accord 4 mg film{Risperidonum Accord Healthcare NL/H/1078/005/1A/015
coated tablets, Film-coated Limited,
tablets, 4 mg Lielbritanija
2 16-0004 |Bendamustine Accord 2.5 Bendamustini Accord Healthcare AT/H/0497/001/11/004/G
mg/ml powder for concentrate |hydrochloridum Ltd, Lielbritanija
for solution for infusion,
Powder for concentrate for
solution for infusion, 2.5
mg/ml
3 11-0095 |Gabapentin Aurobindo 100 |Gabapentinum Aurobindo Pharma UK/H/1165/001/1A/015
mg capsules, hard, Capsule, Limited,
hard, 100 mg Lielbritanija
4 11-0096 |Gabapentin Aurobindo 300 |Gabapentinum Aurobindo Pharma UK/H/1165/002/1A/015
mg capsules, hard, Capsule, Limited,
hard, 300 mg Lielbritanija
5 11-0097 |Gabapentin Aurobindo 400 |Gabapentinum Aurobindo Pharma UK/H/1165/003/1A/015
mg capsules, hard, Capsule, Limited,
hard, 400 mg Lielbritanija
6 05-0141 |Nebido 1000 mg/4 ml Testosteroni Bayer Pharma AG, FI/H/0313/001/1A/038/G
solution for injection, undecanoas Vacija
Solution for injection, 1000
mg/4 ml
7 15-0119 |Optivate 1000 IU powder and |Factor VIII Bio Products UK/H/4591/001/1B/006
solvent for solution for coagulationis Laboratory
injection, Powder and solvent [humanus Limited,
for solution for injection, 100 Lielbritanija
1U/ml
8 05-0547 |Strattera 10 mg hard capsules, | Atomoxetinum Eli Lilly Holdings UK/H/0686/002/11/052
Capsules, hard, 10 mg Limited,
Lielbritanija
9 08-0155 |[Strattera 100 mg hard Atomoxetinum Eli Lilly Holdings UK/H/0686/008/11/052
capsules, Capsules, hard, 100 Limited,
mg Lielbritanija
10 05-0548 |Strattera 18 mg hard capsules, | Atomoxetinum Eli Lilly Holdings UK/H/0686/003/11/052
Capsules, hard, 18 mg Limited,
Lielbritanija
11 05-0549 |[Strattera 25 mg hard capsules, | Atomoxetinum Eli Lilly Holdings UK/H/0686/004/11/052
Capsules, hard, 25 mg Limited,
Lielbritanija
12 05-0550 |[Strattera 40 mg hard capsules, | Atomoxetinum Eli Lilly Holdings UK/H/0686/005/11/052
Capsules, hard, 40 mg Limited,
Lielbritanija
13 05-0551 |[Strattera 60 mg hard capsules, | Atomoxetinum Eli Lilly Holdings UK/H/0686/006/11/052
Capsules, hard, 60 mg Limited,
Lielbritanija
14 08-0154  |Strattera 80 mg hard capsules |Atomoxetinum Eli Lilly Holdings UK/H/0686/007/11/052
, Capsules, hard, 80 mg Limited,
Lielbritanija
15 14-0266 |Potassium Chloride/ Sodium |Kalii chloridum,  |Fresenius Kabi PT/H/1153/001/1B/002

Chloride Fresenius 1.5 mg/9
mg/ml solution for infusion,
Solution for infusion, 1.5
mg/9 mg/ml

Natrii chloridum

Deutschland
GmbH, Vacija
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16 14-0266 |Potassium Chloride/ Sodium |Kalii chloridum, Fresenius Kabi PT/H/1153/001/1A/003/G
Chloride Fresenius 1.5 mg/9 |Natrii chloridum  |Deutschland
mg/ml solution for infusion, GmbH, Vacija
Solution for infusion, 1.5
mg/9 mg/ml
17 14-0267 |Potassium Chloride/ Sodium |Kalii chloridum, Fresenius Kabi PT/H/1153/002/1B/002
Chloride Fresenius 3 mg/9 Natrii chloridum | Deutschland
mg/ml solution for infusion, GmbH, Viacija
Solution for infusion, 3 mg/9
mg/ml
18 14-0267 |Potassium Chloride/ Sodium |Kalii chloridum, Fresenius Kabi PT/H/1153/002/1A/003/G
Chloride Fresenius 3 mg/9 Natrii chloridum | Deutschland
mg/ml solution for infusion, GmbH, Viacija
Solution for infusion, 3 mg/9
mg/ml
19 05-0635 |Infanrix polio suspension for |Vaccinum GlaxoSmithKline FR/H/0251/002/IA/104/G
injection in pre-filled syringe, |diphtheriae, tetani, |Biologicals S.A.,
Suspension for injection in pertussis sine Belgija
pre-filled syringe cellulis ex
elementis
praeparatum et
poliomyelitidis
inactivatum
adsorbatum
20 07-0239  |Boostrix Polio suspension for |Diphtheria GlaxoSmithKline [DE/H/xxxx/IA/05 |DE/H/0466/004/1A/113/G
injection , Suspension for toxoidum, Tetanus |Latvia SIA, Latvija|3/G
injection toxoidum,
Toxoidum pertussis
(PT),

Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K),
Virus
poliomyelitidis
stirpis 1
(Mahoney),
inactivatum, Virus
poliomyelitidis
stirpis 2 (MEF-1),
inactivatum, Virus
poliomyelitidis
stirpis 3 (Saukett),
inactivatum
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21

07-0239

Boostrix Polio suspension for
injection , Suspension for
injection

Diphtheria
toxoidum, Tetanus
toxoidum,
Toxoidum pertussis
(PT),
Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K),
Virus
poliomyelitidis
stirpis 1
(Mahoney),
inactivatum, Virus
poliomyelitidis
stirpis 2 (MEF-1),
inactivatum, Virus
poliomyelitidis
stirpis 3 (Saukett),
inactivatum

GlaxoSmithKline
Latvia SIA, Latvija

DE/H/xxxx/I1A/05
2/G

DE/H/0466/004/1A/114/G

22

07-0238

Boostrix Polio suspension for
injection in pre-filled
syringes, Suspension for
injection in a pre-filled
syringe

Diphtheria
toxoidum, Tetanus
toxoidum,
Toxoidum pertussis
(PT),
Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K),
Virus
poliomyelitidis
stirpis 1
(Mahoney),
inactivatum, Virus
poliomyelitidis
stirpis 2 (MEF-1),
inactivatum, Virus
poliomyelitidis
stirpis 3 (Saukett),
inactivatum

GlaxoSmithKline
Latvia SIA, Latvija

DE/H/xxxx/IA/05
2/G

DE/H/0466/003/IA/114/G
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23

07-0238

Boostrix Polio suspension for
injection in pre-filled
syringes, Suspension for
injection in a pre-filled
syringe

Diphtheria
toxoidum, Tetanus
toxoidum,
Toxoidum pertussis
(PT),
Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K),
Virus
poliomyelitidis
stirpis 1
(Mahoney),
inactivatum, Virus
poliomyelitidis
stirpis 2 (MEF-1),
inactivatum, Virus
poliomyelitidis
stirpis 3 (Saukett),
inactivatum

GlaxoSmithKline
Latvia SIA, Latvija

DE/H/xxxx/I1A/05
3/G

DE/H/0466/003/1A/113/G

24

07-0237

Boostrix suspension for
injection , Suspension for
injection

Diphtheria
toxoidum, Tetanus
toxoidum,
Toxoidum pertussis
(PT),
Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K)

GlaxoSmithKline
Latvia SIA, Latvija

DE/H/xxxx/IA/05
3/G

DE/H/0210/002/IA/104/G

25

07-0236

Boostrix suspension for
injection in pre-filled
syringes, Suspension for
injection in a pre-filled
syringe

Diphtheria
toxoidum, Tetanus
toxoidum,
Toxoidum pertussis
(PT),
Haemagglutininum
filamentosum
(FHA),
Pertactinum
(69kDa Proteinum
membranae
externae - 69 K)

GlaxoSmithKline
Latvia SIA, Latvija

DE/H/xxxx/IA/05
3/G

DE/H/0210/001/1A/104/G

26

14-0081

Dotarem 0.5 mmol/ml
solution for injection in pre-
filled syringes, Solution for
injection in pre-filled syringe,
0.5 mmol/ml

Acidum
gadotericum

Guerbet SA,
Francija

NL/H/xxxx/WS/0
86

NL/H/0381/003/WS/048
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27 14-0082 |Dotarem 0.5 mmol/ml Acidum Guerbet SA, NL/H/xxxx/WS/0 |NL/H/0381/001/WS/048
solution for injection in vial, [gadotericum Francija 86
Solution for injection in vial,
0.5 mmol/ml

28 14-0083 |Dotarem 0.5 mmol/ml Acidum Guerbet SA, NL/H/xxxx/WS/0 [NL/H/0381/002/WS/048
solution for injection in vials |gadotericum Francija 86
(for multiple use), Solution
for injection in vial, 0.5
mmol/ml

29 09-0050 [Noliterax 10 mg/2,5 mg film- |Perindoprili Les Laboratoires FR/H/0345/001/1A/035
coated tablets, Film-coated argininum, Servier, Francija
tablets, 10 mg/2,5 mg Indapamidum

30 10-0487  |Perindopril Perindoprili Les Laboratoires FR/H/0346/001/1A/030
arginine/Indapamide Servier [argininum, Servier, Francija
10 mg/2,5 mg film-coated Indapamidum
tablets, Film-coated tablets,
10 mg/2,5 mg

31 15-0145 |Concor ASA 10 mg/100 mg |Bisoprololi Merck Serono UK/H/3451/004/1B/024
capsules, hard, Capsules, fumaras, Acidum [SIA, Latvija
hard, 10 mg/100 mg acetylsalicylicum

32 11-0140 |Concor ASA 10 mg/75 mg Bisoprololi Merck Serono UK/H/3451/002/1B/024
capsules, hard, Hard capsules, |fumaras, Acidum [SIA, Latvija
10 mg/75 mg acetylsalicylicum

33 15-0144  |Concor ASA 5 mg/100 mg Bisoprololi Merck Serono UK/H/3451/003/1B/024
capsules, hard, Capsules, fumaras, Acidum [SIA, Latvija
hard, 5 mg/100 mg acetylsalicylicum

34 11-0141 |Concor ASA 5 mg/75 mg Bisoprololi Merck Serono UK/H/3451/001/1B/024
capsules, hard, Hard capsules, |fumaras, Acidum |[SIA, Latvija
5 mg/75 mg acetylsalicylicum

35 00-0820 |Nasonex 50 micrograms/dose |Mometasoni furoas |Merck Sharp & NL/H/xxxx/1A/39 |UK/H/0196/001/IA/067/G
nasal spray, suspension, Nasal Dohme B.V,, 8/G
spray, suspension, 50 pg/dose Niderlande

36 93-0495 |Tienam I.V. 500 mg/500 mg |Cilastatinum, Merck Sharp & NL/H/xxxx/1A/39 |NL/H/2160/001/1A/017/G
powder for solution for Imipenemum Dohme Latvija 8/G
infusion, Powder for solution SIA, Latvija
for infusion, 500 mg/500 mg

37 13-0105 |Lodotra 1 mg modified- Prednisonum Mundipharma DE/H/0844/001/1A/027
release tablets, Modified- GmbH, Austrija
release tablets, 1 mg

38 13-0106 |Lodotra 2 mg modified- Prednisonum Mundipharma DE/H/0844/002/1A/027
release tablets, Modified- GmbH, Austrija
release tablets, 2 mg

39 13-0107 |Lodotra 5 mg modified- Prednisonum Mundipharma DE/H/0844/003/1A/027
release tablets, Modified- GmbH, Austrija
release tablets, 5 mg

40 08-0177  |Norspan 10 micrograms/hour |Buprenorphinum |Mundipharma DK/H/0718/002/1B/020
transdermal patch, GmbH, Austrija
Transdermal patch, 10
micrograms/hour

41 08-0178  [Norspan 20 micrograms/hour |Buprenorphinum  |Mundipharma DK/H/0718/003/1B/020

transdermal patch,
Transdermal patch, 20
micrograms/hour

GmbH, Austrija
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42 08-0176  |Norspan 5 micrograms/hour  |Buprenorphinum  |Mundipharma DK/H/0718/001/1B/020
transdermal patch, GmbH, Austrija
Transdermal patch, 5
micrograms/hour
43 10-0529 |Targin 10 mg/5 mg prolonged |Oxycodoni Mundipharma DE/H/1612/001/1A/033
release tablets, Prolonged- hydrochloridum, |GmbH, Austrija
release tablets, 10 mg/5 mg  |Naloxoni
hydrochloridum
44 14-0017 |Targin 15 mg/7.5 mg Oxycodoni Mundipharma DE/H/1612/006/1A/033
prolonged-release tablets, hydrochloridum,  |GmbH, Austrija
Prolonged-release tablets, 15 |Naloxoni
mg/7.5 mg hydrochloridum
45 14-0016 |Targin 2.5 mg/1.25 mg Oxycodoni Mundipharma DE/H/1612/005/1A/033
prolonged-release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 2.5 |Naloxoni
mg/1.25 mg hydrochloridum
46 10-0530 |Targin 20 mg/10 mg Oxycodoni Mundipharma DE/H/1612/002/IA/033
prolonged release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 20 |Naloxoni
mg/10 mg hydrochloridum
47 14-0018 |Targin 30 mg/15 mg Oxycodoni Mundipharma DE/H/1612/007/IA/033
prolonged-release tablets, hydrochloridum,  |GmbH, Austrija
Prolonged-release tablets, 30 |Naloxoni
mg/15 mg hydrochloridum
48 10-0531 |Targin 40 mg/20 mg Oxycodoni Mundipharma DE/H/1612/003/IA/033
prolonged release tablets, hydrochloridum, |GmbH, Austrija
Prolonged-release tablets, 40 |Naloxoni
mg/20 mg hydrochloridum
49 10-0528 |Targin 5 mg/2.5 mg Oxycodoni Mundipharma DE/H/1612/004/1A/033
prolonged release tablets, hydrochloridum,  |GmbH, Austrija
Prolonged-release tablets, 5  |Naloxoni
mg/2.5 mg hydrochloridum
50 10-0626 |Moviprep powder for oral Macrogolum, Norgine Limited, UK/H/0891/001/1A/050/G
solution , Powder for oral Natrii sulfas Lielbritanija
solution anhydricus, Natrii
chloridum, Kalii
chloridum, Acidum
ascorbicum, Natrii
ascorbas
51 07-0290 [NuvaRing 120/15 Etonogestrelum, NV Organon, NL/H/xxxx/1A/39 |NL/H/0265/001/1A/048/G
micrograms/24 hours vaginal |Ethinylestradiolum |Niderlande 8/G
delivery system , Vaginal
delivery system, 120/15
micrograms 24h
52 07-0290 [NuvaRing 120/15 Etonogestrelum, NV Organon, NL/H/0265/001/1B/047/G
micrograms/24 hours vaginal |Ethinylestradiolum |Niderlande
delivery system , Vaginal
delivery system, 120/15
micrograms 24h
53 09-0134 |Ammily 2 mg/0,03 mg film- |Dienogestum, Orivas UAB, CZ/H/0168/001/1B/010/G
coated tablets, Film-coated Ethinylestradiolum |Lietuva
tablets, 2 mg/0,03 mg
54 09-0495  |Fluconazole Portfarma 150  |Fluconazolum Portfarma ehf, NL/H/1017/003/1A/014
mg capsules, hard, Capsules, Islande
hard, 150 mg
55 09-0494  |Fluconazole Portfarma 50 mg |Fluconazolum Portfarma ehf, NL/H/1017/001/1A/014

capsules, hard, Capsules,
hard, 50 mg

Islande
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56 15-0083  |Probeven 1500 mg film- Glucosamini sulfas |Proenzi s.r.o., CZ/H/0673/002/1B/007/G
coated tablets, Film-coated Cehija
tablets, 1500 mg
57 12-0247  |Probeven 750 mg film-coated |Glucosamini sulfas |Proenzi s.r.o., CZ/H/0673/001/1B/007/G
tablets, Film-coated tablets, Cehija
750 mg
58 12-0300 |Atorvastatin Ranbaxy 10 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/001/1A/012/G
film-coated tablets, Film- Lielbritanija
coated tablets, 10 mg
59 12-0300 |Atorvastatin Ranbaxy 10 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/001/1A/011/G
film-coated tablets, Film- Lielbritanija
coated tablets, 10 mg
60 12-0301 |Atorvastatin Ranbaxy 20 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/002/1A/012/G
film-coated tablets, Film- Lielbritanija
coated tablets, 20 mg
61 12-0301 |Atorvastatin Ranbaxy 20 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/002/1A/011/G
film-coated tablets, Film- Lielbritanija
coated tablets, 20 mg
62 12-0302 |Atorvastatin Ranbaxy 40 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/003/1A/012/G
film-coated tablets, Film- Lielbritanija
coated tablets, 40 mg
63 12-0302 |Atorvastatin Ranbaxy 40 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/003/1A/011/G
film-coated tablets, Film- Lielbritanija
coated tablets, 40 mg
64 12-0303 |Atorvastatin Ranbaxy 80 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/004/1A/012/G
film-coated tablets, Film- Lielbritanija
coated tablets, 80 mg
65 12-0303 |Atorvastatin Ranbaxy 80 mg |Atorvastatinum Ranbaxy UK Ltd., UK/H/6047/004/1A/011/G
film-coated tablets, Film- Lielbritanija
coated tablets, 80 mg
66 06-0214  |Azithromycin Sandoz 250 mg |Azithromycinum  |Sandoz GmbH, DE/H/1903/001/1A/034/G
film-coated tablets , Film- Austrija
coated tablets, 250 mg
67 06-0215 |Azithromycin Sandoz 500 mg |Azithromycinum  |Sandoz GmbH, DE/H/1903/002/1A/034/G
film-coated tablets , Film- Austrija
coated tablets, 500 mg
68 10-0041 |Adacel suspension for Vaccinum Sanofi Pasteur DE/H/1933/001/1B/036
injection, Suspension for diphtheriae, tetani, |S.A., fFrancija
injection pertussis sine
cellulis ex
elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
69 13-0253 |Mometasone Teva 50 Mometasoni furoas | Teva Pharma B.V., UK/H/4971/001/1B/019/G
micrograms/actuation nasal Niderlande
spray, suspension, Nasal
spray, suspension, 50
pg/actuation
70 10-0162 |Rosuvastatin Teva 10 mg film-|Rosuvastatinum Teva Pharma B.V., HU/H/0218/002/11/023
coated tablets, Film-coated Niderlande
tablets, 10 mg
71 10-0163  |Rosuvastatin Teva 20 mg film-|Rosuvastatinum Teva Pharma B.V., HU/H/0218/003/11/023
coated tablets, Film-coated Niderlande
tablets, 20 mg
72 98-0791 |Zyrtec 1 mg/ml oral solution, |Cetirizini UCB Pharma Oy IE/H/0209/003/1B/017

Oral solution, 1 mg/ml

dihydrochloridum

Finland, Somija




Izmainas Latvijas Zalu registra (ar pazinojumul)

Rikojuma Nr.2-20/28 pielikums Nr.3-3

2 3 4 5 6 7

73 98-0688 |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1B/017
tablets, Film-coated tablets, |dihydrochloridum [Finland, Somija
10 mg

74 98-0731  |Zyrtec 10 mg film-coated Cetirizini UCB Pharma Oy IE/H/0209/001/1B/017
tablets, Film-coated tablets, |dihydrochloridum [Finland, Somija
10 mg

75 98-0730 |Zyrtec 10 mg/ml oral drops, |Cetirizini UCB Pharma Oy IE/H/0209/002/1B/017
solution, Oral drops, solution, |dihydrochloridum [Finland, Somija
10 mg/ml

76 06-0093 |Lozap 100 mg film-coated Losartanum Zentiva a.s., CZ/H/0114/004/11/036/G
tablets, Film-coated tablets, |kalicum Slovakija
100 mg

77 06-0092 |Lozap 50 mg film-coated Losartanum Zentiva a.s., CZ/H/0114/003/11/036/G
tablets, Film-coated tablets, |kalicum Slovakija
50 mg

78 10-0174 |Tezeo 40 mg tablets, Tablets, |Telmisartanum Zentiva, k.s., CZ/H/0207/001/1A/015/G
40 mg Cehija

79 10-0175 |Tezeo 80 mg tablets, Tablets, |Telmisartanum Zentiva, k.s., CZ/H/0207/002/1A/015/G
80 mg Cehija

Zalu registracijas
departamenta vaditaja
M.Emersone



