Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/37 pielikums Nr.3-3, 16.03.2018.

Zalu nosaukums,

Registracijas

Izmainu

Nr.p.| Reg. zalu forma, Aktivas vielas . - _
. apliecibas procediuiras Procediiras numurs
k. | numurs stiprums/ nosaukums .
.. IpasSnieks, valsts numurs
koncentracija
1 2 3 4 5 6 7

1 13-0064 |Esomeprazole Actavis |Esomeprazolum Actavis Group DK/H/2131/001/1A/012
20 mg gastro-resistant PTC ehf,, Islande
tablets, Gastro-resistant
tablets, 20 mg

2 13-0065 |Esomeprazole Actavis |Esomeprazolum Actavis Group DK/H/2131/002/IA/012
40 mg gastro-resistant PTC ehf., Islande
tablets, Gastro-resistant
tablets, 40 mg

3 15-0179 |Vortemyel 3.5 mg Bortezomibum ALVOGEN IPCO NL/H/3175/002/1B/004
powder for solution for S.ar.l,
injection, Powder for Luksemburga
solution for injection,
3.5mg

4 15-0265 |Vesicare 1 mg/ml oral |Solifenacini succinas |Astellas Pharma NL/H/0487/003/11/042
suspension, Oral AS, Danija
suspension, 1 mg/ml

5 10-0659 |Nutriflex Omega Glucosum B.Braun SE/H/xxxx/I1A/404/G |SE/H/0920/001/I1A/020/G
emulsion for infusion, ~|monohydricum, Natrii | Melsungen AG,
Emulsion for infusions ~[dihydrogenophosphas  fv/3¢iia

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
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10-0660

Nutriflex Omega special
emulsion for infusion,
Emulsion for infusions

Glucosum
monohydricum, Natrii
dihydrogenophosphas
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

B.Braun
Melsungen AG,
Vacija

SE/H/xxxx/1A/404/G

SE/H/0919/001/IA/015/G

10-0196

Sevoflurane Baxter
100% Inhalation vapour,
liquid, Inhalation
vapour, liquid, 100%

Sevofluranum

Baxter S.A.,
Belgija

DK/H/xxxx/WS/069

DK/H/0784/001/11/046

16-0237

Kyleena 19.5 mg
intrauterine delivery
system, Intrauterine
delivery system, 19.5 mg

Levonorgestrelum

Bayer AG, Vacija

SE/H/1587/001/1A/006

16-0094

Klimadynon 2.8 mg film-
coated tablets, Film-
coated tablets, 2.8 mg

Cimicifugae
rhizomae extractum
siccum

Bionorica SE,
Vacija

DE/H/2940/001/P/002

10

11-0108

Budenofalk Uno 9 mg
gastro-resistant granules,
Gastro-resistant
granules, 9 mg

Budesonidum

Dr. Falk Pharma
GmbH, Vacija

UK/H/2778/001/1A/014/G
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11 17-0168 |SmofKabiven extra Alaninum, Fresenius Kabi SE/H/0792/004/1B/110
Nitrogen Electrolyte free|Argininum, AB, Zviedrija

emulsion for infusions, [Glycinum,

Emulsion for infusions |Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum, Valinum,
Glucosum, Soiae
oleum raffinatum,
Triglycerida saturata
media, Olivae oleum
raffinatum, Piscis
oleum omega-3
acidis abundans

12 17-0167 |SmofKabiven extra Alaninum, Fresenius Kabi SE/H/0792/003/1B/110
Nitrogen emulsion for  |Argininum, AB, Zviedrija
infusions, Emulsion for [Glycinum,
infusions Histidinum,
Isoleucinum,
Leucinum, Lysinum,
Methioninum,

Phenylalaninum,
Prolinum, Serinum,
Taurinum,
Threoninum,
Tryptophanum,
Tyrosinum, 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

13 14-0109 [Nolpaza 40 mg powder |Pantoprazolum KRKA, d.d., Novo UK/H/5517/001/1B/008
for solution for mesto, Slovénija
injection, Powder for

solution for injection, 40

mg
14 15-0282 |Ralago 1 mg tablets, Rasagilinum KRKA, d.d., Novo SI/H/0158/001/1B/001
Tablets, 1 mg mesto, Slovénija
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15 14-0055 |Arplexam 10 mg/2.5 Perindoprili Les Laboratoires  [NL/H/xxxx/1A/488/G |NL/H/2638/005/1A/018/G
mg/10 mg film-coated [argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 10 mg/2.5 mg/10|Amlodipinum
mg
16 14-0054 |Arplexam 10 mg/2.5 Perindoprili Les Laboratoires  [NL/H/xxxx/1A/488/G |NL/H/2638/004/1A/018/G
mg/5 mg film-coated argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 10 mg/2.5 mg/5 |Amlodipinum
mg
17 14-0053 |Arplexam 5 mg/1.25 Perindoprili Les Laboratoires  |NL/H/xxxx/1A/488/G |NL/H/2638/003/1A/018/G
mg/10 mg film-coated  |argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 5 mg/1.25 mg/10{Amlodipinum
mg
18 14-0052 |Arplexam 5 mg/1.25 Perindoprili Les Laboratoires  |NL/H/xxxx/1A/488/G |NL/H/2638/002/1A/018/G
mg/5 mg film-coated argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 5 mg/1.25 mg/5 [Amlodipinum
mg
19 14-0060 |Triplixam 10 mg/2.5 Perindoprili Les Laboratoires  |NL/H/xxxx/1A/488/G |NL/H/2636/005/1A/018/G
mg/10 mg film-coated  |argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 10 mg/2.5 mg/10|Amlodipinum
mg
20 14-0059 |Triplixam 10 mg/2.5 Perindoprili Les Laboratoires  [NL/H/xxxx/1A/488/G |NL/H/2636/004/1A/018/G
mg/5 mg film-coated argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 10 mg/2.5 mg/5 |Amlodipinum
mg
21 14-0058 |[Triplixam 5 mg/1.25 Perindoprili Les Laboratoires  [NL/H/xxxx/1A/488/G |NL/H/2636/003/1A/018/G
mg/10 mg film-coated [argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 5 mg/1.25 mg/10|Amlodipinum
mg
22 14-0057 |Triplixam 5 mg/1.25 Perindoprili Les Laboratoires  [NL/H/xxxx/1A/488/G |NL/H/2636/002/1A/018/G
mg/5 mg film-coated argininum, Servier, Francija
tablets, Film-coated Indapamidum,
tablets, 5 mg/1.25 mg/5 |Amlodipinum
mg
23 15-0210 |Triveram 10 mg/5 mg/5 |Atorvastatinum, Les Laboratoires  [FI/H/xxxx/IA/053/G |FI/H/0840/001/IA/017/G
mg film-coated tablets, |Perindoprili Servier, Francija
Film-coated tablets, 10 [argininum,
mg/5 mg/5 mg Amlodipinum
24 15-0213 |Triveram 20 mg/10 Atorvastatinum, Les Laboratoires  |FI/H/xxxx/IA/053/G |FI/H/0840/004/IA/017/G
mg/10 mg film-coated  |Perindoprili Servier, Francija
tablets, Film-coated argininum,
tablets, 20 mg/10 mg/10 [Amlodipinum
mg
25 15-0212 |Triveram 20 mg/10 mg/5|Atorvastatinum, Les Laboratoires  |FI/H/xxxx/IA/053/G |FI/H/0840/003/IA/017/G
mg film-coated tablets, |Perindoprili Servier, Francija
Film-coated tablets, 20 [argininum,
mg/10 mg/5 mg Amlodipinum
26 15-0211 |Triveram 20 mg/5 mg/5 |Atorvastatinum, Les Laboratoires  |FI/H/xxxx/IA/053/G |FI/H/0840/002/IA/017/G

mg film-coated tablets,
Film-coated tablets, 20
mg/5 mg/5 mg

Perindoprili
argininum,
Amlodipinum

Servier, Francija
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27 15-0214 |Triveram 40 mg/10 Atorvastatinum, Les Laboratoires  [FI/H/xxxx/IA/053/G |FI/H/0840/005/IA/017/G
mg/10 mg film-coated  |Perindoprili Servier, Francija
tablets, Film-coated argininum,
tablets, 40/mg/10 mg/10 |Amlodipinum
mg

28 09-0269 |Medopexol 0.18 mg Pramipexolum Medochemie Ltd., IT/H/0170/002/1B/007
tablets, Tablets, 0.18 mg Kipra

29 09-0270 [Medopexol 0.7 mg Pramipexolum Medochemie Ltd., IT/H/0170/003/1B/007
tablets, Tablets, 0.7 mg Kipra

30 11-0387 |Vertimed 16 mg tablets, |Betahistini Medochemie Ltd., EE/H/0161/002/1B/007
Tablets, 16 mg dihydrochloridum Kipra

31 11-0388 |Vertimed 24 mg tablets, |Betahistini Medochemie Ltd., EE/H/0161/003/1B/007
Tablets, 24 mg dihydrochloridum Kipra

32 11-0386 |Vertimed 8 mg tablets, [Betahistini Medochemie Ltd., EE/H/0161/001/1B/007
Tablets, 8 mg dihydrochloridum Kipra

33 06-0036 |Zibor 2500 IU anti- Bemiparinum Menarini ES/H/0106/001/P/003
Xa/0.2 ml solution for  |natricum International
injection in pre-filled Operations
syringe, Solution for Luxembourg S.A.,
injection in a pre-filled Luksemburga
syringe, 2500 IU anti-
Xa/0.2 ml

34 06-0285 |Zibor 25000 IU anti- Bemiparinum Menarini ES/H/0106/003/P/003
Xa/ml solution for natricum International
injection in pre-filled Operations
syringe, Solution for Luxembourg S.A.,
injection in a pre-filled Luksemburga
syringe, 10000 IU anti-
Xa/0.4 ml

35 06-0283 |Zibor 25000 IU anti- Bemiparinum Menarini ES/H/0106/003/P/003
Xa/ml solution for natricum International
injection in pre-filled Operations
syringe, Solution for Luxembourg S.A.,
injection in a pre-filled Luksemburga
syringe, 5000 IU anti-
Xa/0.2 ml

36 06-0284 |Zibor 25000 IU anti- Bemiparinum Menarini ES/H/0106/003/P/003
Xa/ml solution for natricum International
injection in pre-filled Operations
syringe, Solution for Luxembourg S.A.,
injection in a pre-filled Luksemburga
syringe, 7500 IU anti-
Xa/0.3 ml

37 06-0037 |Zibor 3500 IU anti- Bemiparinum Menarini ES/H/0106/002/P/003
Xa/0.2 ml solution for  [natricum International
injection in pre-filled Operations
syringe, Solution for Luxembourg S.A.,
injection in a pre-filled Luksemburga
syringe, 3500 IU anti-
Xa/0.2 ml

38 93-0495 |Tienam 1.VV.500 mg/500 |Cilastatinum, Merck Sharp & NL/H/2160/001/P/003
mg powder for solution |Imipenemum Dohme Latvija,
for infusion, Powder for SIA, Latvija
solution for infusion,
500 mg/500 mg
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39 00-1192 [Sandimmun Neoral 100 [Ciclosporinum Novartis Finland DE/H/4019/004/1A/025/G
mg soft capsules, Soft Oy, Somija
capsules, 100 mg

40 95-0140 |Sandimmun Neoral 25 [Ciclosporinum Novartis Finland DE/H/4019/002/1A/025/G
mg soft capsules, Soft Oy, Somija
capsules, 25 mg

41 00-1191 [Sandimmun Neoral 50 [Ciclosporinum Novartis Finland DE/H/4019/003/1A/025/G
mg soft capsules, Soft Oy, Somija
capsules, 50 mg

42 11-0302 |Rehydron Optim powder[Natrii chloridum, Orion Corporation, FI/H/0769/001/1A/013
for oral solution, Glucosum Somija
Powder for oral solution [anhydricum, Kalii

chloridum, Natrii
citras

43 05-0465 [Omacor 1000 mg soft  |Omega-3-acidorum |Pronova FR/H/0105/001/1A/129/G
capsules, Capsules, soft, |esteri ethylici 90 BioPharma Norge
1000 mg AS, Norvégija

44 16-0046 |Brilleve 75 Gestodenum, Sandoz d.d., NL/H/3321/001/1B/004
micrograms/20 Ethinylestradiolum  |Slovénija
micrograms tablets,
Tablets, 75 pg/20 pg

45 16-0047 |Brilleve 75 Gestodenum, Sandoz d.d., NL/H/3321/002/1B/004
micrograms/30 Ethinylestradiolum  [Slovénija
micrograms tablets,
Tablets, 75 pg/30 pg

46 16-0021 |Plecard 25 mg film- Eplerenonum Sandoz d.d., CZ/H/0383/001/1A/015
coated tablets, Film- Sloveénija
coated tablets, 25 mg

47 16-0022 |Plecard 50 mg film- Eplerenonum Sandoz d.d., CZ/H/0383/002/1A/015
coated tablets, Film- Sloveénija
coated tablets, 50 mg

48 09-0365 |[Salbutamol Sandoz 100 |Salbutamolum Sandoz d.d., SE/H/0601/001/1A/033
micrograms/dose Sloveénija
pressurised inhalation,
suspension, Pressurised
inhalation, suspension,
100 pg/dose

49 18-0001 |Baclofen Sintetica 0.05 |Baclofenum Sintetica GmbH, BE/H/0152/001/1A/028
mg/ml solution for Vacija
injection, Solution for
injection, 0.05 mg/ml

50 18-0002 |Baclofen Sintetica 0.5 |Baclofenum Sintetica GmbH, BE/H/0152/002/1A/028
mg/ml solution for Vacija
infusion, Solution for
infusion, 0.5 mg/ml

51 18-0003 |Baclofen Sintetica 2 Baclofenum Sintetica GmbH, BE/H/0152/003/1A/028
mg/ml solution for Vacija
infusion, Solution for
infusion, 2 mg/ml

52 05-0020 |Stadapress 0.2 mg film- |Moxonidinum Stada Arzneimittel NL/H/0406/001/1A/047
coated tablets, Film- AG, Vacija
coated tablets, 0.2 mg

53 05-0021 |Stadapress 0.3 mg film- |Moxonidinum Stada Arzneimittel NL/H/0406/002/1A/047

coated tablets, Film-
coated tablets, 0.3 mg

AG, Vacija
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54 05-0022 |Stadapress 0.4 mg film- |Moxonidinum Stada Arzneimittel NL/H/0406/003/1A/047
coated tablets, Film- AG, Vacija
coated tablets, 0.4 mg
55 14-0187 |Expexin 200 mg/15 ml |Guaifenesinum Wick Pharma, DE/H/2941/001/1A/007/G
syrup, Syrup, 200 mg/15 Vacija
ml

Zalu registracijas
departamenta vaditaja
M.Emersone



