Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/15 pielikums Nr.3-3, 02.02.2018.

Zalu nosaukums,

Registracijas

Izmainu

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

1 12-0001 |Amlodipine Accord 10 |Amlodipinum Accord Healthcare SE/H/0842/002/1B/012
mg tablets, Tablets, 10 Limited,
mg Lielbritanija

2 12-0002 |Amlodipine Accord 5 [Amlodipinum Accord Healthcare SE/H/0842/001/1B/012
mg tablets, Tablets, 5 Limited,
mg Lielbritanija

3 12-0114 |Gemcitabine Accord 100|Gemcitabinum Accord Healthcare NL/H/2136/001/11/019
mg/ml concentrate for Limited,
solution for infusion, Lielbritanija
Concentrate for solution
for infusion, 100 mg/ml

4 15-0313 |[Linezolid Accord 600 |Linezolidum Accord Healthcare UK/H/5732/001/1B/002
mg film-coated tablets, Limited,
Film-coated tablets, 600 Lielbritanija
mg

5 10-0088 |[Tolterodine Accord 1 Tolterodini tartras Accord Healthcare DK/H/1473/001/1B/009/G
mg film-coated tablets, Limited,
Film-coated tablets, 1 Lielbritanija
mg

6 10-0089 |Tolterodine Accord 2 Tolterodini tartras Accord Healthcare DK/H/1473/002/1B/009/G
mg film-coated tablets, Limited,
Film-coated tablets, 2 Lielbritanija
mg

7 15-0283 |Rosuvastatin Accord 10 |Rosuvastatinum Accord Healthcare NL/H/3255/002/11/003
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 10
mg

8 15-0284 |Rosuvastatin Accord 20 |Rosuvastatinum Accord Healthcare NL/H/3255/003/11/003
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 20
mg

9 15-0285 |[Rosuvastatin Accord 40 |Rosuvastatinum Accord Healthcare NL/H/3255/004/11/003
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 40
mg

10 15-0286 |Rosuvastatin Accord 5 |Rosuvastatinum Accord Healthcare NL/H/3255/001/11/003
mg film-coated tablets, Ltd, Lielbritanija
Film-coated tablets, 5
mg

11 10-0640 |Vimovo 500 mg/20 mg [Naproxenum, AstraZeneca AB, [NL/H/xxxx/IA/487/G [NL/H/1848/001/1A/025/G
modified-release tablets, |[Esomeprazolum Zviedrija
Modified release tablet,
500 mg/20 mg

12 10-0407 |Amoxicillin/Clavulanic |Amoxicillinum, Aurobindo Pharma NL/H/1707/001/P/001

acid Aurobindo 500
mg/125 mg film-coated
tablets, Film-coated
tablets, 500 mg/125 mg

Acidum
clavulanicum

(Malta) Limited,
Malta
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13 10-0408 |Amoxicillin/Clavulanic |Amoxicillinum, Aurobindo Pharma NL/H/1707/002/P/001
acid Aurobindo 875 Acidum (Malta) Limited,
mg/125 mg film-coated |clavulanicum Malta

tablets, Film-coated
tablets, 875 mg/125 mg

14 05-0297 |Oltar 1 mg tablets, Glimepiridum Berlin-Chemie AG, FI1/H/0460/001/1B/035
Tablets, 1 mg Vacija

15 05-0298 |Oltar 2 mg tablets, Glimepiridum Berlin-Chemie AG, F1/H/0460/002/1B/035
Tablets, 2 mg Vacija

16 05-0299 [Oltar 3 mg tablets, Glimepiridum Berlin-Chemie AG, F1/H/0460/003/1B/035
Tablets, 3 mg Vacija

17 17-0191 |GalliaPharm 0.74-1.85 |[Germanii (68Ge) Eckert & Ziegler DK/H/2294/001/1B/003
GBq radionuclide chloridum, Gallii Radiopharma

generator, Radionuclide [(68Ga) chloridum  |GmbH, Vacija
generator, 0.74-1.85

GBq
18 10-0038 |Etindros 0.02 mg/3 mg |Ethinylestradiolum, |Exeltis Baltics DK/H/2358/001/1B/020
film-coated tablets, Film{Drospirenonum UAB, Lietuva
coated tablets, 0.02
mg/3 mg
19 10-0039 |Etindros 0.03 mg/3 mg |Ethinylestradiolum, |Exeltis Baltics DK/H/2358/002/1B/020
film-coated tablets, Film{Drospirenonum UAB, Lietuva
coated tablets, 0.03
mg/3 mg
20 08-0181 [SmofKabiven Central ~ |L-Alaninum, L- Fresenius Kabi SE/H/xxxx/IAJ419/G |SE/H/0792/001/1A/103/G

emulsion for infusion,  |Argininum, Glycinum, |AB, Zviedrija

Emulsion for infusions |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
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21 08-0180 |SmofKabiven L-Alaninum, L- Fresenius Kabi SE/H/xxxx/1A/419/G |SE/H/0792/002/I1A/103/G
Electrolyte Free Central |Argininum, Glycinum, |AB, Zviedrija
emulsion for infusion, |L-Histidinum, L-

Emulsion for infusions |'scfeucinum, 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

22 17-0168 |SmofKabiven extra Alaninum, Argininum, |Fresenius Kabi SE/H/xxxx/IA/419/G |SE/H/0792/004/IA/103/G
Nitrogen Electrolyte free|Glycinum, Histidinum, |AB, Zviedrija
emulsion for infusions, |!soleucinum, Leucinum,

Emulsion for infusions |ysinum. 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
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23 17-0167 |SmofKabiven extra Alaninum, Argininum, |Fresenius Kabi SE/H/xxxx/I1A/419/G |SE/H/0792/003/IA/103/G
Nitrogen emulsion for  |Glycinum, Histidinum, |AB, Zviedrija

infusions, Emulsion for |!soleucinum, Leucinum,
infusions 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

24 09-0020 [SmofKabiven Peripheral |Glucosum Fresenius Kabi SE/H/xxxx/I1A/419/G |SE/H/0861/001/IA/098/G
emulsion for infusion, ~|monohydricum, L- AB, Zviedrija

Emulsion for infusions ~[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
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25 05-0371 |Aminosteril N-Hepa 8% |L-Histidinum, L- Fresenius Kabi SE/H/xxxx/I1A/419/G |DE/H/0357/001/1A/081/G
solution for infusion,  |lsoleucinum, L- Deutschland
Solution for infusion, ~ |Leucinum, L-Lysini— Y\GmpH Vacija
8% acetas, L-Methioninum,
Acetylcysteinum, L-
Phenylalaninum, L-
Threoninum, L-
Tryptophanum, L-
Valinum, L-Argininum,
Glycinum, L-Alaninum,
L-Prolinum, L-Serinum,
Acidum aceticum
glaciale
26 07-0073 |Lanvexin 150 mg Venlafaxinum G.L. Pharma AT/H/0489/003/1A/029/G
prolonged release GmbH, Austrija
capsules, hard,
Prolonged release
capsules, hard, 150 mg
27 07-0071 |Lanvexin 37.5 mg Venlafaxinum G.L. Pharma AT/H/0489/001/1A/029/G
prolonged release GmbH, Austrija
capsules, hard,
Prolonged release
capsules, hard, 37.5 mg
28 07-0072 [Lanvexin 75 mg Venlafaxinum G.L. Pharma AT/H/0489/002/1A/029/G
prolonged release GmbH, Austrija
capsules, hard,
Prolonged release
capsules, hard, 75 mg
29 17-0103 |Epiduo 1 mg/25 mg/g  |Adapalenum, Galderma SE/H/xxxx/WS/193  |SE/H/0664/001/WS/056
gel, Gel, 1 mg/25 mg/g |Benzoylis peroxidum |International,
Francija
30 11-0286 |Duplecor 10 mg/10 mg |Atorvastatinum, Gedeon Richter HU/H/0248/002/1B/018
film-coated tablets, Film{Amlodipinum Plc., Ungarija
coated tablets, 10 mg/10
mg
31 11-0287 |Duplecor 10 mg/5 mg  |Atorvastatinum, Gedeon Richter HU/H/0248/001/1B/018
film-coated tablets, Film{Amlodipinum Plc., Ungarija
coated tablets, 10 mg/5
mg
32 11-0288 |Duplecor 20 mg/10 mg |Atorvastatinum, Gedeon Richter HU/H/0248/004/1B/018
film-coated tablets, Film{Amlodipinum Plc., Ungarija
coated tablets, 20 mg/10
mg
33 11-0289 |Duplecor 20 mg/5 mg  |Atorvastatinum, Gedeon Richter HU/H/0248/003/1B/018
film-coated tablets, Film{Amlodipinum Plc., Ungarija
coated tablets, 20 mg/5
mg
34 13-0032 |Levosert 20 Levonorgestrelum  |Gedeon Richter UK/H/3030/001/1B/021
micrograms/24 hours Plc., Ungarija
intrauterine delivery
system, Intrauterine
system, 20 pg/24 hours




Izmainas Latvijas Zalu registra (ar pazinojumu) Rikojuma Nr.2-20/15 pielikums Nr.3-3, 02.02.2018.

1 2 3 4 5 6 7
35 05-0635 |Infanrix polio Vaccinum GlaxoSmithKline FR/H/0251/002/P/001
suspension for injection |diphtheriae, tetani, |Biologicals S.A.,
in pre-filled syringe, pertussis sine cellulis | Belgija
Suspension for injection |ex elementis
in pre-filled syringe praeparatum et
poliomyelitidis
inactivatum
adsorbatum
36 99-0039 [Augmentin 400 mg/57 |Amoxicillinum, GlaxoSmithKline UK/H/4737/001/1A/021
mg/5 ml powder for oral |Acidum Latvia, SIA,
suspension, Powder for [clavulanicum Latvija
oral suspension, 400
mg/57 mg/5 ml
37 07-0236 |Boostrix suspension for |Vaccinum GlaxoSmithKline DE/H/0210/001/P/001
injection in pre-filled diphtheriae, tetani, |Latvia, SIA,
syringes, Suspension for [pertussis sine cellulis |Latvija
injection in a pre-filled [ex elementis
syringe praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
38 07-0237 |Boostrix suspension for |Vaccinum GlaxoSmithKline DE/H/0210/002/P/001
injection, Suspension for|diphtheriae, tetani, |Latvia, SIA,
injection pertussis sine cellulis [Latvija
ex elementis
praeparatum,
antigeni-o(-is)
minutum,
adsorbatum
39 97-0248 |Mesulid 100 mg Nimesulidum Helsinn Birex IT/H/0150/001/1A/029
tabletes, Tablets, 100 mg Pharmaceutical
Ltd., Trija
40 10-0080 [Valsacor 320 mg film- |Valsartanum KRKA, d.d., Novo CZ/H/0132/004/1B/036
coated tablets, Film- mesto, Sloveénija
coated tablets, 320 mg
41 15-0143 |Bendamustine medac Bendamustini Medac Gesellschaft| DK/H/xxxx/WS/072 |DK/H/2410/001/1B/006
2.5 mg/ml powder for  |hydrochloridum fur klinische
concentrate for solution Spezialpraparate
for infusion, Powder for mbH, Vacija
concentrate for solution
for infusion, 2.5 mg/ml
42 16-0252 [lvabradine Mylan 5 mg |lvabradinum Mylan S.A.S, NL/H/3783/001/1B/002/G
film-coated tablets, Film- Francija
coated tablets, 5 mg
43 16-0253 [lvabradine Mylan 7.5 Ivabradinum Mylan S.A.S, NL/H/3783/002/1B/002/G
mg film-coated tablets, Francija
Film-coated tablets, 7.5
mg
44 10-0657 |Gammanorm 165 mg/ml [Immunoglobulinum |Octapharma (IP) SE/H/0390/001/11/053/G
solution for injection,  |humanum normale |Limited,
Solution for injection, Lielbritanija
165 mg/ml
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45 10-0053 |Pramipexole Orion 0.18 |Pramipexolum Orion Corporation, FI1/H/0811/002/1B/014
mg tablets, Tablets, 0.18 Somija
mg

46 10-0053 |Pramipexole Orion 0.18 |Pramipexolum Orion Corporation, FI1/H/0811/002/1A/016
mg tablets, Tablets, 0.18 Somija
mg

47 10-0054 |Pramipexole Orion 0.35 |Pramipexolum Orion Corporation, FI1/H/0811/003/1B/014
mg tablets, Tablets, 0.35 Somija
mg

48 10-0054 |Pramipexole Orion 0.35 |Pramipexolum Orion Corporation, FI1/H/0811/003/1A/016
mg tablets, Tablets, 0.35 Somija
mg

49 10-0055 |Pramipexole Orion 0.7 |Pramipexolum Orion Corporation, FI/H/0811/004/1B/014
mg tablets, Tablets, 0.7 Somija
mg

50 10-0055 |Pramipexole Orion 0.7 |Pramipexolum Orion Corporation, FI/H/0811/004/1A/016
mg tablets, Tablets, 0.7 Somija
mg

51 10-0056 |Pramipexole Orion 1.1 |Pramipexolum Orion Corporation, FI/H/0811/005/1B/014
mg tablets, Tablets, 1.1 Somija
mg

52 10-0056 |Pramipexole Orion 1.1 [Pramipexolum Orion Corporation, FI/H/0811/005/1A/016
mg tablets, Tablets, 1.1 Somija
mg

53 14-0040 |Elistrel 1500 Levonorgestrelum  |Orivas UAB, NL/H/2657/001/1B/005/G
micrograms tablets, Lietuva

Tablets, 1500 pug

54 08-0269 |Oroperidys 10 mg Domperidonum Pierre Fabre FR/H/0335/001/1A/017
orodispersible tablets, Medicament,
Orodispersible tablets, Francija
10 mg

55 09-0360 |Imipenem/Cilastatin Imipenemum, Ranbaxy UK Ltd., UK/H/1409/001/1B/040
Ranbaxy 500 mg/500 |Cilastatinum Lielbritanija

mg powder for solution
for infusion, Powder for
solution for infusion,
500 mg/500 mg

56 16-0010 |Bendamustine Sandoz |Bendamustini Sandoz d.d., DK/H/2344/001/1B/013
2.5 mg/ml powder for  |hydrochloridum Slovénija
concentrate for solution
for infusion, Powder for
concentrate for solution
for infusion, 2.5 mg/ml

57 16-0084 [Fulvestrant Teva 250 mg|Fulvestrantum TevaB.V., DE/H/4234/001/1A/012
solution for injection in Niderlande
pre-filled syringe,
Solution for injection in
pre-filled syringe, 250
mg
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58 12-0144 |Klatex 500 mg Clarithromycinum  |Teva Pharma B.V., UK/H/3629/001/IA/011
prolonged release Niderlande

tablets, Prolonged-
release tablets, 500 mg

Zalu registracijas
departamenta vaditaja
M.Emersone



