Izmainas Latvijas Zalu registra (ar pazinojumul)

Rikojuma Nr.2-20/24 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 10-0253 |Glopenel 75 mg film-coated |Clopidogrelum AJS "Olainfarm", DK/H/1608/001/11/011
tablets, Film-coated tablets, Latvija
75 mg

2 05-0485 [Duodopa 20 mg/ml + 5 mg/ml|Levodopum, AbbVie SIA, SE/H/0415/001/1A/053/G
intestinal gel, Intestinal gel, |Carbidopum Latvija
20 mg/ml + 5 mg/ml monohydricum

3 09-0372 |Bicalutamide Accord 50 mg |Bicalutamidum Accord Healthcare UK/H/1154/001/1A/016
tablets, Film-coated tablets, Limited,
50 mg Lielbritanija

4 09-0227 |Latanoprost Actavis 50 Latanoprostum Actavis Group NL/H/1382/001/1A/016
micrograms/ml eye drops, PTC ehf., Islande
solution, Eye drops, solution,
50 pg/ml

5 10-0659  |Nutriflex Omega emulsion for [Glucosum B.Braun SE/H/xxxx/IA/33 [SE/H/0920/001/1A/011/G
infusion, Emulsion for monohydricum, Melsungen AG, 0/G
infusions Natrii Vacija

dihydrogenophosp
has dihydricus,
Zinci acetas
dihydricus,
Triglycerida
saturata media,
Soiae oleum
raffinatum, Omega-
3 acidorum
triglycerida,
Isoleucinum,
Leucinum, Lysini
hydrochloridum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidini
hydrochloridum
monohydricum,
Alaninum, Acidum
asparticum,
Acidum
glutamicum,
Glycinum,
Prolinum, Serinum,
Natrii hydroxidum,
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Natrii chloridum,

Natrii acetas
trihydricus, Kalii
acetas, Magnesii
acetas
tetrahydricus,
Calcii chloridum

dihydricum
6 10-0660 |Nutriflex Omega special Glucosum B.Braun SE/H/xxxx/IA/33 |SE/H/0919/001/IA/011/G
emulsion for infusion, monohydricum, Melsungen AG, 0/G
Emulsion for infusions Natrii Vacija

dihydrogenophosp
has dihydricus,
Zinci acetas
dihydricus,
Triglycerida
saturata media,
Soiae oleum
raffinatum, Omega-
3 acidorum
triglycerida,
Isoleucinum,
Leucinum, Lysini
hydrochloridum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidini
hydrochloridum
monohydricum,
Alaninum, Acidum
asparticum,
Acidum
glutamicum,
Glycinum,
Prolinum, Serinum,
Natrii hydroxidum,
Natrii chloridum,
Natrii acetas
trihydricus, Kalii
acetas, Magnesii
acetas
tetrahydricus,
Calcii chloridum

dihydricum
7 14-0009  |Brufen Plus 400 mg/30 mg Ibuprofenum, BGP Products F1/H/0793/001/1A/005
film-coated tablets, Film- Codeini phosphas |SIA, Latvija

coated tablets, 400 mg/30 mg [hemihydricus
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8 08-0085 |Bravelle 75 IU powder and Urofollitropinum  |Ferring GmbH, UK/H/0697/001/11/030/G
solvent for solution for Vacija

injection, Powder and solvent
for solution for injection, 75
U

9 08-0181 |SmofKabiven Central L-Alaninum, L- Fresenius Kabi SE/H/xxxx/1A/32 |SE/H/0792/001/1A/081
emulsion for infusion, Argininum, AB, Zviedrija 4/G
Emulsion for infusions Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum, Natrii
glycerophosphas,
Magnesii sulfas,
Kalii chloridum,
Natrii acetas, Zinci
sulfas, Glucosum,
Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

10 08-0180 [SmofKabiven Electrolyte Free|L-Alaninum, L- Fresenius Kabi SE/H/xxxx/IA/32 |SE/H/0792/002/IA/081
Central emulsion for infusion, |Argininum, AB, Zviedrija 4/G
Emulsion for infusions Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans
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3

4

5

6

7

11

09-0020

SmofKabiven Peripheral
emulsion for infusion,
Emulsion for infusions

Glucosum
monohydricum, L-
Alaninum, L-
Argininum,
Glycinum, L-
Histidinum, L-
Isoleucinum, L-
Leucinum, L-
Lysinum, L-
Methioninum, L-
Phenylalaninum, L-
Prolinum, L-
Serinum,
Taurinum, L-
Threoninum, L-
Tryptophanum, L-
Tyrosinum, L-
Valinum, Calcii
chloridum
dihydricum, Natrii
glycerophosphas,
Magnesii sulfas
heptahydricus,
Kalii chloridum,
Natrii acetas
trihydricus, Zinci
sulfas, Soiae oleum
raffinatum,
Triglycerida
saturata media,
Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

Fresenius Kabi
AB, Zviedrija

SE/H/xxxx/1A/32
4/G

SE/H/0861/001/IA/078

12

05-0116

SMOFlipid 20 % emulsion for
infusion, Emulsion for
infusions, 20 %

Soiae oleum
raffinatum,
Triglycerida
saturata media,
Piscis oleum
omega-3 acidis
abundans, Olivae
oleum raffinatum

Fresenius Kabi
AB, Zviedrija

SE/H/xxxx/1A/32
4/G

SE/H/0421/001/1A/031

13

05-0635

Infanrix polio suspension for
injection in pre-filled syringe,
Suspension for injection in
pre-filled syringe

Vaccinum
diphtheriae, tetani,
pertussis sine
cellulis ex
elementis
praeparatum et
poliomyelitidis
inactivatum
adsorbatum

GlaxoSmithKline
Biologicals S.A.,
Belgija

FR/H/0251/002/1A/103

14

05-0024

Duac Gel 10 mg/g + 50 mg/g
gel, Gel, 10 mg/g + 50 mg/g

Clindamycinum,
Benzoylis
peroxidum

GlaxoSmithKline
Latvia SIA, Latvija

UK/H/0676/001/1A/066

15

10-0133

Escadra 20 mg gastro-
resistant capsules, hard,
Gastro-resistant capsules,
hard, 20 mg

Esomeprazolum

KRKA, d.d., Novo
mesto, Slovénija

DK/H/1724/001/1A/016
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16 10-0134  |Escadra 40 mg gastro- Esomeprazolum KRKA, d.d., Novo DK/H/1724/002/I1A/016
resistant capsules, hard, mesto, Slovénija
Gastro-resistant capsules,
hard, 40 mg
17 14-0055 |Arplexam 10 mg/2.5 mg/10  |Perindoprili Les Laboratoires NL/H/2638/005/1A/007
mg film-coated tablets, Film- |argininum, Servier, Francija
coated tablets, 10 mg/2.5 Indapamidum,
mg/10 mg Amlodipinum
18 14-0054  |Arplexam 10 mg/2.5 mg/5 mg |Perindoprili Les Laboratoires NL/H/2638/004/IA/007
film-coated tablets, Film- argininum, Servier, Francija
coated tablets, 10 mg/2.5 Indapamidum,
mg/5 mg Amlodipinum
19 14-0051 |Arplexam 2.5 mg/0.625 mg/5 |Perindoprili Les Laboratoires NL/H/2638/001/1A/007
mg film-coated tablets, Film- |argininum, Servier, Francija
coated tablets, 2.5 mg/0.625 |Indapamidum,
mg/5 mg Amlodipinum
20 14-0053 |Arplexam 5 mg/1.25 mg/10  |Perindoprili Les Laboratoires NL/H/2638/003/IA/007
mg film-coated tablets, Film- |argininum, Servier, Francija
coated tablets, 5 mg/1.25 Indapamidum,
mg/10 mg Amlodipinum
21 14-0052 |Arplexam 5 mg/1.25 mg/5 mg |Perindoprili Les Laboratoires NL/H/2638/002/IA/007
film-coated tablets, Film- argininum, Servier, Francija
coated tablets, 5 mg/1.25 Indapamidum,
mg/5 mg Amlodipinum
22 12-0093  |Anapen 150 micrograms/0.3  |Epinephrinum Lincoln Medical PT/H/1189/002/1B/034/G
ml solution for injection in Limited,
pre-filled syringe, Solution for Lielbritanija
injection, 150 pg/0.3 ml
23 12-0094  |Anapen 300 micrograms/0.3 |Epinephrinum Lincoln Medical PT/H/1189/001/IB/034/G
ml solution for injection in Limited,
pre-filled syringe, Solution for Lielbritanija
injection, 300 pg/0.3 ml
24 12-0192  |Nicorette Coolmint 1 Nicotinum McNeil AB, SE/H/0904/001/1A/012
mg/spray oromucosal spray, Zviedrija
solution, Oromucosal spray,
solution, 1 mg/spray
25 10-0459 |Medikinet 10 mg tablets, Methylphenidati  |Medice DE/H/2222/002/IA/011
Tablets, 10 mg hydrochloridum Arzneimittel Putter
GmbH & Co.KG,
Vacija
26 10-0460 |Medikinet 20 mg tablets, Methylphenidati  |Medice DE/H/2222/003/1A/011
Tablets, 20 mg hydrochloridum Arzneimittel Putter
GmbH & Co.KG,
Vacija
27 10-0447  |Medikinet 5 mg tablets, Methylphenidati  |Medice DE/H/2222/001/IA/011
Tablets, 5 mg hydrochloridum Arzneimittel Putter
GmbH & Co.KG,
Vacija
28 12-0149 |Vapress 160 mg film-coated [Valsartanum Medochemie Ltd., SE/H/1073/003/1A/008
tablets, Film-coated tablets, Kipra
160 mg
29 12-0147 |Vapress 40 mg film-coated  |Valsartanum Medochemie Ltd., SE/H/1073/001/1A/008
tablets, Film-coated tablets, Kipra
40 mg
30 12-0148 |Vapress 80 mg film-coated  |Valsartanum Medochemie Ltd., SE/H/1073/002/1A/008

tablets, Film-coated tablets,
80 mg

Kipra
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31 00-0820 [Nasonex 50 micrograms/dose |Mometasoni furoas |Merck Sharp & NL/H/xxxx/1A/38 |[UK/H/0196/001/1A/066/G
nasal spray, suspension, Nasal Dohme B.V., 51G
spray, suspension, 50 pg/dose Niderlande

32 11-0059 |Cosopt PF 20 mg/5 mg/ml eye|Dorzolamidum, Merck Sharp & NL/H/xxxx/1A/38 |DK/H/0134/002/IA/069/G
drops, solution, single-dose  [Timololum Dohme Latvija 5/G
container, Eye drops, solution, SIA, Latvija
single-dose container, 20
mg/5 mg/ml

33 01-0294  |Singulair 4 mg chewable Montelukastum Merck Sharp & NL/H/xxxx/1A/38 |FI/H/0104/003/1A/087/G
tablets, Chewable tablets, 4 Dohme Latvija 5/G
mg SIA, Latvija

34 02-0351 |Singulair mini 4 mg granules, |Montelukastum Merck Sharp & NL/H/xxxx/1A/38 |FI/H/0104/004/1A/087/G
Granules, 4 mg Dohme Latvija 5/G

SIA, Latvija

35 93-0495 |Tienam I.V. 500 mg/500 mg |Cilastatinum, Merck Sharp & NL/H/xxxx/1A/38 INL/H/2160/001/1A/016/G
powder for solution for Imipenemum Dohme Latvija 5/G
infusion, Powder for solution SIA, Latvija
for infusion, 500 mg/500 mg

36 13-0040 |Nexplanon 68 mg implant, Etonogestrelum N.V. Organon, NL/H/0150/001/1A/043/G
Implant, 68 mg Niderlande

37 13-0273 |Bosentan Norameda 125 mg |Bosentanum Norameda UAB, CZ/H/0457/002/1B/007
film-coated tablets, Film- Lietuva
coated tablets, 125 mg

38 13-0273 |Bosentan Norameda 125 mg |Bosentanum Norameda UAB, CZ/H/0457/002/1A/008
film-coated tablets, Film- Lietuva
coated tablets, 125 mg

39 13-0272  |Bosentan Norameda 62,5 mg [Bosentanum Norameda UAB, CZ/H/0457/001/1A/008
film-coated tablets, Film- Lietuva
coated tablets, 62,5 mg

40 05-0270 |Myfortic 360 mg gastro- Acidum Novartis Finland FR/H/0239/002/1A/056/G
resistant tablets, Gastro- mycophenolicum  |Oy, Somija
resistant tablets, 360 mg

41 15-0257 |Octaplex 1000 IU powder and |Prothrombinum Octapharma (IP) DE/H/0464/002/1B/041
solvent for solution for multiplex Limited,
infusion, Powder and solvent |humanum Lielbritanija
for solution for infusion, 1000
U

42 06-0225 |Octaplex powder and solvent |Prothrombinum Octapharma (IP) DE/H/0464/001/1B/041
for solution for infusion, multiplex Limited,
Powder and solvent for humanum Lielbritanija
solution for infusion

43 00-0826 |Tazocin 4 g/0.5 g powder for |Piperacillinum, Pfizer Europe MA UK/H/4984/002/1B/020/G
solution for infusion, Powder |Tazobactamum EEIG, Lielbritanija
for solution for infusion, 4
g/0.5¢g

44 97-0601 [Norvasc 10 mg tablets, Amlodipinum Pfizer Limited, UK/HXxxx/WS/1 |UK/H/5127/002/WS/020
Tablets, 10 mg Lielbritanija 61

45 97-0600 |Norvasc 5 mg tablets, Tablets, | Amlodipinum Pfizer Limited, UK/H/xxxx/WS/1|UK/H/5127/001/WS/020
5mg Lielbritanija 61

46 09-0495 |Fluconazole Portfarma 150 Fluconazolum Portfarma ehf, NL/H/1017/003/1A/013/G

mg capsules, hard, Capsules,
hard, 150 mg

Islande
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47 09-0494  |Fluconazole Portfarma 50 mg |Fluconazolum Portfarma ehf, NL/H/1017/001/1A/013/G
capsules, hard, Capsules, Islande
hard, 50 mg

48 13-0116 |Capecitabine Sandoz 150 mg |Capecitabinum Sandoz d.d., NL/H/2458/001/1B/020/G
film-coated tablets, Film- Slovénija
coated tablets, 150 mg

49 13-0117 |Capecitabine Sandoz 500 mg |Capecitabinum Sandoz d.d., NL/H/2458/002/1B/020/G
film-coated tablets, Film- Slovénija
coated tablets, 500 mg

50 07-0162 |Vaxigrip suspension for Vaccinum Sanofi Pasteur FR/H/0121/001/1B/086
injection in pre-filled syringe, |influenzae S.A., Francija
Suspension for injection in inactivatum ex
pre-filled syringe, 0.5 ml virorum fragmentis

51 10-0166 |Clopidogrel SanoSwiss 75 mg|Clopidogrelum SanoSwiss UAB, DK/H/1605/001/11/008
film-coated tablets, Film- Lietuva
coated tablets, 75 mg

52 09-0234 |Taflotan 15 micrograms/ml | Tafluprostum Santen Oy, Somija [NL/H/xxxx/IA/38 |DE/H/0991/002/1A/029/G
eye drops, solution in single- 5/G
dose container, Eye drops,
solution in single-dose
container, 15 pg/ml

53 05-0376 |Lanzostad 15 mg gastro- Lansoprazolum Stada Arzneimittel DK/H/1653/001/1A/052/G
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule, hard,
15 mg

54 05-0377 |Lanzostad 30 mg gastro- Lansoprazolum Stada Arzneimittel DK/H/1653/002/IA/052/G
resistant capsules, hard, AG, Vacija
Gastro-resistant capsule, hard,
30 mg

55 10-0340 |Calcigran Forte Extra D 500 [Calcium, Takeda Nycomed SE/H/0126/005/1A/107/G
mg/800 U chewable tablets, |Colecalciferolum |AS, Norvégija
Chewable tablets, 500 mg/800
U

56 10-0061 |Calcigran Forte Flex 500 Calcium, Takeda Nycomed SE/H/0126/003/1A/107/G
mg/400 1U film-coated Colecalciferolum |AS, Norvégija
tablets, Film-coated tablets,
500 mg/400 U

57 05-0221 |Torasemide Teva 10 mg Torasemidum Teva Pharma B.V., UK/H/0593/002/1B/042
tablets, Tablets, 10 mg Niderlande

58 05-0220 |[Torasemide Teva 5 mg Torasemidum Teva Pharma B.V., UK/H/0593/001/1B/042
tablets, Tablets, 5 mg Niderlande

59 11-0032 |Zevesin 5 mg film-coated Solifenacini Zentiva, k.s., SK/H/0129/001/1B/007
tablets, Film-coated tablets, 5 |succinas Cehija

mg

Zalu registracijas
departamenta vaditaja
M.Emersone




