Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/160 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

Nr.p.k. Reg. forma, stiprums/ Akavas vielas apliecibas procediiras Procediiras numurs
numurs . nosaukums |_ ",
koncentracija Ipasnieks, valsts| numurs
1 2 3 4 5 6 7

1 12-0155 |Oxybutynin hydrochloride Oxybutynini Accord Healthcare SE/H/1062/002/1B/012/G
Accord 5 mg tablets, Tablets, |hydrochloridum Limited,
5mg Lielbritanija

2 10-0578 |Camitotic 20 mg/ml Docetaxelum Actavis Group UK/H/1790/001/1B/025
concentrate for solution for PTC ehf,, Islande
infusion, Concentrate for
solution for infusion, 20
mg/ml

3 17-0216 |Progesterone Actavis 400 mg |Progesteronum Actavis Group UK/H/6113/001/1A/004/G
pessaries, Pessaries, 400 mg PTC ehf., Islande

4 05-0573  |Ramipril Actavis 10 mg Ramiprilum Actavis Nordic DK/H/0638/004/1A/048
tablets, Tablets, 10 mg A/S, Danija

5 05-0572  |Ramipril Actavis 5 mg tablets, |Ramiprilum Actavis Nordic DK/H/0638/003/1A/048
Tablets, 5 mg A/S, Danija

6 09-0281 [lopamigita 300 mg/ml lopamidolum Agfa Health Care |DE/H/xxxx/IA/|DE/H/1782/001/IA/016/G
solution for injection and Imaging Agents  |894/G
infusion, Solution for GmbH, Vacija
injection and infusion, 300
mg/ml

7 09-0282  |lopamigita 370 mg/ml lopamidolum Agfa Health Care |DE/H/xxxx/IA/|DE/H/1782/002/1A/016/G
solution for injection and Imaging Agents  |894/G
infusion, Solution for GmbH, Vacija
injection and infusion, 370
mg/ml

8 13-0058 |Actikerall 5 mg/100 mg/g Fluorouracilum, Almirall Hermal DE/H/3523/001/11/005/G
cutaneous solution, Cutaneous|Acidum GmbH, Vacija
solution, 5 mg/100 mg/g salicylicum

9 15-0333  |Reseligo 10.8 mg implant in  |[Goserelinum ALVOGEN IPCO PT/H/1277/001/1B/007/G
pre-filled syringe, Implant, Sarl,
pre-filled syringe, 10.8 mg Luksemburga

10 15-0332 |Reseligo 3.6 mg implantin  |Goserelinum ALVOGEN IPCO PT/H/1276/001/1B/005
pre-filled syringe, Implant, Sarl,
pre-filled syringe, 3.6 mg Luksemburga

11 05-0566 |[Neupogen 300 micrograms  |Filgrastimum Amgen Europe EMEA/H/xxxx |UK/H/0019/010/11/123/G
(0.6 mg/ml) solution for B.V., Niderlande |/WS/1022
injection in a pre-filled
syringe, Solution for
injection/concentrate for
solution for infusion, 0.6
mg/ml

12 05-0567  |Neupogen 480 micrograms  |Filgrastimum Amgen Europe EMEA/H/xxxx |UK/H/0019/011/11/123/G
(0.96 mg/ml) solution for B.V., Niderlande [/WS/1022

injection in a pre-filled
syringe, Solution for
injection/concentrate for
solution for infusion, 0.96
mg/ml
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13 16-0116 |Symbicort 160 Budesonidum, AstraZeneca AB, SE/H/0229/003/1B/080
micrograms/4.5 Formoteroli Zviedrija
micrograms/actuation, fumaras dihydricus
pressurised inhalation,
suspension, Pressurised
inhalation, suspension, 160
ng/4.5 pg/actuation
14 10-0466  |Symbicort Turbuhaler 160 Budesonidum, AstraZeneca AB, SE/H/0229/001/1B/080
micrograms/4.5 Formoteroli Zviedrija
micrograms/inhalation, fumaras dihydricus
inhalation powder, Inhalation
powder, 160 pug/4.5
pg/inhalation
15 10-0467 |Symbicort Turbuhaler 320 Budesonidum, AstraZeneca AB, SE/H/0229/002/1B/080
micrograms/9 Formoteroli Zviedrija
micrograms/inhalation, fumaras dihydricus
inhalation powder, Inhalation
powder, 320 nug/9
pg/inhalation
16 10-0465 |Symbicort Turbuhaler 80 Budesonidum, AstraZeneca AB, SE/H/0230/001/1B/066
micrograms/4.5 Formoteroli Zviedrija
micrograms/inhalation, fumaras dihydricus
inhalation powder, Inhalation
powder, 80 pg/4.5
pg/inhalation
17 11-0336  |Nutriflex Lipid peri emulsion |Glucosum B.Braun SE/H/xxxx/IA/ |DE/H/0163/001/1A/023/G

for infusion, Emulsion for
infusions

monohydricum, Natrii
dihydro-
genophosphas
dihydricus, Zinci
acetas dihydricus,
Sojae oleum,
Triglycerida saturata
media, Isoleucinum,
Leucinum, Lysinum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum, Argininum,
Histidinum,
Alaninum, Acidum
asparticum, Acidum
glutamicum,
Glycinum, Prolinum,
Serinum, Calcii
chloridum
dihydricum, Magnesii
acetas tetrahydricus,
Natrii acetas
trihydricus, Natrii
chloridum, Kalii
acetas, Natrii
hydroxidum

Melsungen AG,
Vacija

413/G
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10-0659

Nutriflex Omega emulsion for
infusion, Emulsion for
infusions

Glucosum
monohydricum,
Natrii dihydro-
genophosphas
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/
413/G

SE/H/0920/001/IA/018/G
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10-0660

Nutriflex Omega special
emulsion for infusion,
Emulsion for infusions

Glucosum
monohydricum,
Natrii dihydro-
genophosphas
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/
413/G

SE/H/0919/001/IA/014/G

20

14-0268

Sinupret extract 160 mg
coated tablets, Coated tablets,
160 mg

Gentianae radicis,
Primulae floris,
Rumicis herbae,
Sambuci floris,
Verbenae herbae
extractum siccum

Bionorica SE,
Vacija

DE/H/3813/001/1A/006

21

08-0072

Ciprofloxacin Claris 2 mg/ml
solution for infusion, Solution
for infusion, 2 mg/ml

Ciprofloxacinum

Claris Lifesciences
(UK) Limited,
Lielbritanija

UK/H/1050/001/1B/025

22

09-0165

Pramipexole ELVIM 0.7 mg
tablets, Tablets, 0.7 mg

Pramipexolum

Elvim, SIA,
Latvija

DK/H/1419/004/IA/020

23

10-0323

Potassium chloride Kabi 150
mg/ml concentrate for
solution for infusion,
Concentrate for solution for
infusion, 150 mg/ml

Kalii chloridum

Fresenius Kabi
Polska Sp.z 0.0.,
Polija

ES/H/0137/001/1A/012
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24 09-0263  [Nepanil 10 mg film-coated Escitalopramum  |Gedeon Richter HU/H/0131/002/1B/015
tablets, Film-coated tablets, Plc., Ungarija
10 mg
25 06-0113  [Nicotinell Fruit 2 mg Nicotinum GlaxoSmithKline UK/H/0407/001/1A/055
medicated chewing gum, Consumer
Medicated chewing gum, 2 Healthcare (UK)
mg Trading Limited,
Lielbritanija
26 13-0269 |Imatinib Grindeks 100 mg Imatinibum Grindeks, AS, SE/H/1295/001/1B/005
capsules, hard, Capsules, Latvija
hard, 100 mg
27 15-0236 |Betaklav 400 mg/57 mg/5 ml |Amoxicillinum, KRKA, d.d., Novo CZ/H/0503/003/1B/008
powder for oral suspension, |Acidum mesto, Slovénija
Powder for oral suspension, |clavulanicum
400 mg/57 mg/5 ml
28 15-0237 |Betaklav 500 mg/125 mg film-| Amoxicillinum, KRKA, d.d., Novo CZ/H/0503/001/1B/008
coated tablets, Film-coated Acidum mesto, Slovénija
tablets, 500 mg/125 mg clavulanicum
29 15-0238 |Betaklav 875 mg/125 mg film-|Amoxicillinum, KRKA, d.d., Novo CZ/H/0503/002/1B/008
coated tablets, Film-coated Acidum mesto, Slovénija
tablets, 875 mg/125 mg clavulanicum
30 15-0208 |Ricefan 250 mg film-coated |Cefuroximum KRKA, d.d., Novo HU/H/0387/001/P/001
tablets, Film-coated tablets, mesto, Slovénija
250 mg
31 15-0209 |Ricefan 500 mg film-coated |Cefuroximum KRKA, d.d., Novo HU/H/0387/002/P/001
tablets, Film-coated tablets, mesto, Slovénija
500 mg
32 15-0196 |Fortulin Novolizer 12 Formoteroli Meda Pharma, DE/H/3703/002/1B/006
micrograms/actuation fumaras dihydricus [SIA, Latvija
inhalation powder, Inhalation
powder, 12
micrograms/actuation
33 15-0195 |Fortulin Novolizer 6 Formoteroli Meda Pharma, DE/H/3703/001/1B/006
micrograms/actuation fumaras dihydricus [SIA, Latvija
inhalation powder, Inhalation
powder, 6
micrograms/actuation
34 13-0177 |Zofistar Plus 30 mg/12.5 mg [|Zofenoprilum Menarini UK/H/0673/001/11/028
film-coated tablets, Film- calcium, International
coated tablets, 30 mg/12.5 mg |Hydrochlorothiazid |Operations
um Luxembourg S.A.,
Luksemburga
35 06-0088 |Elosalic 1 mg/50 mg/g Mometasoni Merck Sharp & SE/H/0217/001/1B/032
ointment, Ointment, 1 mg/50 |[furoas, Acidum Dohme B.V.,
mg/g salicylicum Niderlande
36 00-0820 [Nasonex 50 micrograms/dose |Mometasoni furoas |Merck Sharp & UK/H/0196/001/1B/072
nasal spray, suspension, Nasal Dohme B.V.,
spray, suspension, 50 pg/dose Niderlande
37 09-0025 |NeisVac-C 0.5 ml suspension |Vaccinum Pfizer Europe MA UK/H/0435/001/IA/068/G
for injection in pre-filled meningococcale EEIG, Lielbritanija
syringe, Suspension for classis C
injection in pre-filled syringe, |coniugatum

0.5ml
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38 16-0172 |Enosat 20 mg/1 mg/g cream, |Acidum fusidicum, |Pharmaceutical UK/H/6149/001/IA/003

Cream, 20 mg/1 mg/g Betamethasonum  |Works Polpharma
SA, Polija

39 16-0009 |lloxen 200 mg/30 mg film- Ibuprofenum, PharmaSwiss DE/H/4185/001/1A/003
coated tablets, Film-coated Pseudoephedrini  |Ceska republika
tablets, 200 mg/30 mg hydrochloridum s.r.0., Cehija

40 08-0191 |Lercapin Ace 10 mg/10 mg  |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1243/001/11/012
film-coated tablets, Film- Lercanidipini Limited, Trija S/370
coated tablets, 10 mg/10 mg [hydrochloridum

41 08-0191 [Lercapin Ace 10 mg/10 mg |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1243/001/11/013
film-coated tablets, Film- Lercanidipini Limited, Trija S/379
coated tablets, 10 mg/10 mg [hydrochloridum

42 08-0192 |[Lercapin Ace 20 mg/10 mg  |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1243/002/11/012
film-coated tablets, Film- Lercanidipini Limited, Trija S/370
coated tablets, 20 mg/10 mg [hydrochloridum

43 08-0192 |[Lercapin Ace 20 mg/10 mg  |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1243/002/11/013
film-coated tablets, Film- Lercanidipini Limited, Trija S/379
coated tablets, 20 mg/10 mg [hydrochloridum

44 08-0193  [Lercaprel 10 mg/10 mg film- |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1244/001/11/016
coated tablets, Film-coated Lercanidipini Limited, Trija S/370
tablets, 10 mg/10 mg hydrochloridum

45 08-0193  [Lercaprel 10 mg/10 mg film- |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1244/001/11/017
coated tablets, Film-coated Lercanidipini Limited, Trija SI379
tablets, 10 mg/10 mg hydrochloridum

46 08-0194  |[Lercaprel 20 mg/10 mg film- |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1244/002/11/016
coated tablets, Film-coated Lercanidipini Limited, Trija SI370
tablets, 20 mg/10 mg hydrochloridum

47 08-0194  |Lercaprel 20 mg/10 mg film- |Enalaprili maleas, |Recordati Ireland |DE/H/xxxx/W |DE/H/1244/002/11/017
coated tablets, Film-coated Lercanidipini Limited, Trija SI379
tablets, 20 mg/10 mg hydrochloridum

48 05-0517 |Roaccutane 10 mg soft Isotretinoinum Roche Latvija, UK/H/0666/001/IA/062
capsules, Capsules, soft, 10 SIA, Latvija
mg

49 05-0518 |Roaccutane 20 mg soft Isotretinoinum Roche Latvija, UK/H/0666/002/IA/062
capsules, Capsules, soft, 20 SIA, Latvija
mg

50 05-0211 |Roferon-A 3 million Interferonum alfa- |Roche Latvija, NL/H/0028/011/P/001
international units (MIU) 2a SIA, Latvija
solution for injection in pre-
filled syringe, Solution for
injection in a pre-filled
syringes, 3 MIU/0.5 ml

51 15-0215 |Allegra 120 mg film-coated |Fexofenadini Sanofi-aventis UK/H/0151/003/1B/117
tablets, Film-coated tablets, |hydrochloridum  [Latvia, SIA,
120 mg Latvija

52 11-0059 |Cosopt PF 20 mg/5 mg/ml eye|Dorzolamidum, Santen Oy, Somija DK/H/0134/002/1A/082
drops, solution, single-dose  [Timololum
container, Eye drops, solution,
single-dose container, 20
mg/5 mg/ml

53 11-0225 |Pramithon 0,18 mg tablets, Pramipexolum Synthon BV, DE/H/2385/002/1A/004
Tablets, 0,18 mg Niderlande

54 11-0226  |Pramithon 0,7 mg tablets, Pramipexolum Synthon BV, DE/H/2385/004/1A/004
Tablets, 0,7 mg Niderlande
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55 15-0253  |Bortezomib Teva 3.5 mg Bortezomibum TevaB.V., HR/H/0102/002/1B/004
powder for solution for Niderlande
injection, Powder for solution
for injection, 3.5 mg

56 16-0131 |Emtricitabine/Tenofovir Emtricitabinum, Teva B.V., NL/H/3432/001/1A/006
disoproxil Teva 200 mg/245 |Tenofovirum Niderlande
mg film-coated tablets, Film- |disoproxilum
coated tablets, 200 mg/245
mg

57 16-0084 |Fulvestrant Teva 250 mg Fulvestrantum TevaB.V., DE/H/4234/001/1B/011
solution for injection in pre- Niderlande
filled syringe, Solution for
injection in pre-filled syringe,
250 mg

58 15-0334  |Seasonique 150 Levonorgestrelum, |Teva B.V., FR/H/0516/001/1B/009
micrograms/30 micrograms  |Ethinylestradiolum |Niderlande
+10 micrograms film-coated
tablets, Film-coated tablets,
150 pg/30 pg +10 pg

59 14-0118 |Alendronic Acidum Teva Pharma B.V., ES/H/0233/002/1A/012/G
acid/Colecalciferol Teva 70  |alendronicum, Niderlande
mg/5600 IU tablets, Tablets, |Colecalciferolum
70 mg/5600 U

60 08-0287 |Finasteride Teva 5 mg film- |Finasteridum Teva Pharma B.V., FR/H/0347/001/1A/023
coated tablets, Film-coated Niderlande
tablets, 5 mg

61 14-0188 |Metformin Teva 1000 mg film{Metformini Teva Pharma B.V., DE/H/4521/001/1B/014
coated tablets, Film-coated hydrochloridum Niderlande
tablets, 1000 mg

62 13-0075 |Perindopril Teva 10 mg film- [Perindoprili tosilas [Teva Pharma B.V., NL/H/2468/003/1B/018/G
coated tablets, Film-coated Niderlande
tablets, 10 mg

63 13-0074  |Perindopril Teva 5 mg film-  |Perindoprili tosilas [Teva Pharma B.V., NL/H/2468/002/1B/018/G
coated tablets, Film-coated Niderlande
tablets, 5 mg

64 13-0088  |Perindopril/Indapamide Teva |Perindoprili tosilas, | Teva Pharma B.V., NL/H/2467/001/1B/019/G
2.5 mg/0.625 mg film-coated |Indapamidum Niderlande
tablets, Film-coated tablets,
2.5 mg/0.625 mg

65 13-0089 |Perindopril/Indapamide Teva [Perindoprili tosilas,|Teva Pharma B.V., NL/H/2467/002/I1B/019/G
5 mg/1.25 mg film-coated Indapamidum Niderlande
tablets, Film-coated tablets, 5
mg/1.25 mg

66 11-0355 |Afrin 0.5 mg/ml nasal spray, |Oxymetazolini UAB Bayer, NL/H/1971/001/P/001
solution, Nasal spray, hydrochloridum Lietuva
solution, 0.5 mg/ml

67 11-0358 |Afrin Menthol 0.5 mg/ml Oxymetazolini UAB Bayer, NL/H/1971/002/P/001
nasal spray, solution, Nasal  |hydrochloridum Lietuva
spray, solution, 0.5 mg/ml

68 12-0125 |Metformin Vitabalans 1000 |Metformini Vitabalans Oy, EE/H/0170/002/1A/014
mg film-coated tablets, Film- |hydrochloridum Somija
coated tablets, 1000 mg

69 12-0124  |Metformin Vitabalans 500 mg |Metformini Vitabalans Oy, EE/H/0170/001/1A/014
film-coated tablets, Film- hydrochloridum Somija

coated tablets, 500 mg
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12-0020

Carzan HCT 16 mg/12.5 mg
tablets, Tablets, 16 mg/12.5
mg

Candesartanum
cilexetilum, Hydro-
chlorothiazidum

Zentiva, k.s.,

Cehija

CZ/H/0527/002/1B/017/G

Zalu registracijas

departamenta Efektivitates

un droSuma izveértéSanas
nodalas vaditaja [.Eglite



