Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/115 pielikums Nr.3-3

Zalu nosaukums, zalu

Registracijas

Izmainu

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

1 16-0137 |Tadalafil Accord 20 mg film- |Tadalafilum Accord Healthcare UK/H/5902/004/1A/004
coated tablets, Film-coated Ltd, Lielbritanija
tablets, 20 mg

2 16-0137 |Tadalafil Accord 20 mg film- |Tadalafilum Accord Healthcare UK/H/5902/004/1B/001
coated tablets, Film-coated Ltd, Lielbritanija
tablets, 20 mg

3 07-0082  |Fosinopril HCT Actavis 20  |Fosinoprilum Actavis Group hf, DE/H/0729/001/1B/028
mg/12.5 mg tablets, Tablets, [natricum, Islande
20 mg/12.5 mg Hydrochlorothiazid

um

4 16-0089 |lviverz 600 mg/300 mg film- |Abacavirum, Actavis Group NL/H/3488/001/11/005
coated tablets, Film-coated Lamivudinum PTC ehf., Islande
tablets, 600 mg/300 mg

5 05-0019 |Alvesco 160 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/003/1A/052/G
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 160 mcg

6 05-0018 |Alvesco 80 micrograms Ciclesonidum AstraZeneca AB, UK/H/0699/002/IA/052/G
pressurised inhalation, Zviedrija
solution, Pressurised
inhalation, solution, 80 mcg

7 05-0373  |Aminoplasmal B.Braun 10% |lIsoleucinum, B.Braun DE/H/0544/001/1A/018/G

E solution for infusion,
Solution for infusion, 10 %

Leucinum, Lysini
hydrochloridum,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum, Natrii
acetas trihydricus,
Natrii hydroxidum,
Kalii acetas,
Magnesii
chloridum
hexahydricum,
Dinatrii phosphas
dodecahydricus

Melsungen AG,
Vacija
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8 05-0374 |Aminoplasmal B.Braun 10% |lIsoleucinum, B.Braun DE/H/0543/001/1A/021/G
solution for infusion, Solution |Leucinum, Melsungen AG,
for infusion, 10 % Lysinum, Lysini | Vacija
acetas,
Methioninum,
Phenylalaninum,
Threoninum,
Tryptophanum,
Valinum,
Argininum,
Histidinum,
Alaninum,
Glycinum, Acidum
asparticum,
Acidum
glutamicum,
Prolinum, Serinum,
Tyrosinum
9 04-0395 |Avelox 400 mg/250 ml Moxifloxacinum  |Bayer AG, Vacija |DE/H/xxxx/IA/|DE/H/0155/002/1A/088/G
solution for infusion, Solution 876/G
for infusion, 400 mg/250 ml
10 05-0532  |Lotemax 0.5% eye drops, Loteprednoli Dr. Gerhard Mann, UK/H/0629/001/IA/036
suspension, Eye drops, etabonatum Vacija
suspension, 0.5%
11 15-0019 |Labella 1.5 mg tablets, Levonorgestrelum |Exeltis Baltics NL/H/2653/001/1B/010
Tablets, 1.5 mg UAB, Lietuva
12 10-0115 |Docetaxel Hospira 10 mg/ml |Docetaxelum Hospira UK UK/H/xxxx/1A [UK/H/1236/001/IA/043
concentrate for solution for Limited, /509/G
infusion, Concentrate for Lielbritanija
solution for infusion, 10
mg/ml
13 11-0052 |Gemcitabine Hospira 38 Gemcitabinum Hospira UK UK/H/xxxx/1A [UK/H/1862/001/IA/038
mg/ml concentrate for Limited, /509/G
solution for infusion, Lielbritanija
Concentrate for solution for
infusion, 38 mg/ml
14 04-0382 [lrinotecan Hospira 20 mg/ml |lIrinotecani Hospira UK PT/H/0190/001/1B/089/G
concentrate for solution for  [hydrochloridum Limited,
infusion, Concentrate for trihydricum Lielbritanija
solution for infusion, 20
mg/ml
15 04-0382 [lrinotecan Hospira 20 mg/ml |lIrinotecani Hospira UK PT/H/0190/001/1A/092
concentrate for solution for  [hydrochloridum Limited,
infusion, Concentrate for trihydricum Lielbritanija
solution for infusion, 20
mg/ml
16 10-0620 |Meropenem Hospira 1 g Meropenemum Hospira UK UK/H/xxxx/1A |DK/H/1699/002/1A/030
powder for solution for Limited, /509/G
injection or infusion, Powder Lielbritanija
for solution for injection or
infusion, 1 g
17 10-0621 |Meropenem Hospira 500 mg |Meropenemum Hospira UK UK/H/xxxx/1A |DK/H/1699/001/1A/030
powder for solution for Limited, /509/G
injection or infusion, Powder Lielbritanija

for solution for injection or
infusion, 500 mg




Izmainas Latvijas Zalu registra (ar pazinojumu)

Rikojuma Nr.2-20/115 pielikums Nr.3-3

2 3 4 5 6 7

18 07-0326  |Oxaliplatin Hospira 5 mg/ml |Oxaliplatinum Hospira UK UK/H/xxxx/1A [UK/H/0971/001/IAJ046
concentrate for solution for Limited, /509/G
infusion, Concentrate for Lielbritanija
solution for infusion, 5 mg/ml

19 15-0098 |Vancomycin Hospira 1000 Vancomycinum Hospira UK UK/H/xxxx/1A |AT/H/0551/002/1A/007
mg powder for concentrate for Limited, /509/G
solution for infusion, Powder Lielbritanija
for concentrate for solution
for infusion, 1000 mg

20 15-0097 |Vancomycin Hospira 500 mg |Vancomycinum Hospira UK UK/H/xxxx/1A |AT/H/0551/001/1A/007
powder for concentrate for Limited, /509/G
solution for infusion, Powder Lielbritanija
for concentrate for solution
for infusion, 500 mg

21 10-0235 |Co-Perineva 2 mg/0.625 mg |Tert-butylamini Krka Polska Sp. z HU/H/0230/001/1A/009/G
tablets, Tablets, 2 mg/0.625 |perindoprilum, 0.0., Polija
mg Indapamidum

22 10-0236 |Co-Perineva4 mg/1.25 mg  |Tert-butylamini Krka Polska Sp. z HU/H/0230/002/1A/009/G
tablets, Tablets, 4 mg/1.25 mg |perindoprilum, 0.0., Polija

Indapamidum

23 10-0251  |Prenewel 8 mg/2.5 mg tablets, | Tert-butylamini Krka Polska Sp. z HU/H/0230/003/IA/009/G

Tablets, 8 mg/2.5 mg perindoprilum, 0.0., Polija
Indapamidum

24 14-0235 |Imatinib Krka 100 mg film-  |Imatinibum KRKA, d.d., Novo CZ/H/0505/001/1B/004
coated tablets, Film-coated mesto, Slovénija
tablets, 100 mg

25 14-0236 |Imatinib Krka 400 mg film-  |Imatinibum KRKA, d.d., Novo CZ/H/0505/002/1B/004
coated tablets, Film-coated mesto, Slovénija
tablets, 400 mg

26 07-0230 |Kventiax 100 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/002/1B/033
tablets, Film-coated tablets, mesto, Slovénija
100 mg

27 07-0232  |Kventiax 200 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/004/1B/033
tablets, Film-coated tablets, mesto, Slovénija
200 mg

28 07-0229 |Kventiax 25 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/001/1B/033
tablets, Film-coated tablets, mesto, Slovénija
25 mg

29 07-0233  |Kventiax 300 mg film-coated |Quetiapinum KRKA, d.d., Novo DK/H/1059/005/1B/033
tablets, Film-coated tablets, mesto, Slovénija
300 mg

30 15-0183  |Septabene 1.5 mg/5.0 mg/ml |Benzydamini KRKA, d.d., Novo CZ/H/0508/001/1B/004
oromucosal spray, solution,  |hydrochloridum, mesto, Slovénija
Oromucosal spray, solution, |Cetylpyridinii
1.5 mg/5.0 mg/ml chloridum

31 15-0210 |Triveram 10 mg/5 mg/5 mg  |Atorvastatinum, Les Laboratoires FI1/H/0840/001/1B/012
film-coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 10 mg/5 mg/5 [argininum,
mg Amlodipinum

32 15-0213 | Triveram 20 mg/10 mg/10 mg |Atorvastatinum, Les Laboratoires F1/H/0840/004/1B/012
film-coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 20 mg/10 argininum,
mg/10 mg Amlodipinum
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33 15-0212  |Triveram 20 mg/10 mg/5 mg |Atorvastatinum, Les Laboratoires FI1/H/0840/003/1B/012
film-coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 20 mg/10 mg/5 |argininum,
mg Amlodipinum

34 15-0211 |Triveram 20 mg/5 mg/5 mg  |Atorvastatinum, Les Laboratoires FI1/H/0840/002/1B/012
film-coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 20 mg/5 mg/5 [argininum,
mg Amlodipinum

35 15-0214  |Triveram 40 mg/10 mg/10 mg |Atorvastatinum, Les Laboratoires FI/H/0840/005/1B/012
film-coated tablets, Film- Perindoprili Servier, Francija
coated tablets, 40/mg/10 argininum,
mg/10 mg Amlodipinum

36 09-0269 |Medopexol 0.18 mg tablets, [Pramipexolum Medochemie Ltd., IT/H/0170/002/1A/006
Tablets, 0.18 mg Kipra

37 09-0270  |Medopexol 0.7 mg tablets, Pramipexolum Medochemie Ltd., IT/H/0170/003/1A/006
Tablets, 0.7 mg Kipra

38 11-0327 |Orlistat Polpharma 60 mg Orlistatum Pharmaceutical PL/H/0145/001/1B/008
hard capsules, Capsules, hard, Works Polpharma
60 mg SA, Polija

39 10-0129 |Quetiapine Polpharma 100 mg|Quetiapinum Pharmaceutical UK/H/2070/002/1B/013/G
film-coated tablets, Film- Works Polpharma
coated tablets, 100 mg SA, Polija

40 10-0131 |Quetiapine Polpharma 200 mg|Quetiapinum Pharmaceutical UK/H/2070/004/1B/013/G
film-coated tablets, Film- Works Polpharma
coated tablets, 200 mg SA, Polija

41 10-0128 |Quetiapine Polpharma 25 mg |Quetiapinum Pharmaceutical UK/H/2070/001/IB/013/G
film-coated tablets, Film- Works Polpharma
coated tablets, 25 mg SA, Polija

42 10-0132  |Quetiapine Polpharma 300 mg|Quetiapinum Pharmaceutical UK/H/2070/005/1B/013/G
film-coated tablets, Film- Works Polpharma
coated tablets, 300 mg SA, Polija

43 11-0011 |Dorzolamide Portfarma 20 Dorzolamidum Portfarma ehf, UK/H/3136/001/1A/015
mg/ml eye drops, solution, Islande
Eye drops, solution, 20 mg/ml

44 15-0338 |Bortezomib Sandoz 3.5 mg  |Bortezomibum Sandoz d.d., NL/H/3154/001/11/002
powder for solution for Slovénija
injection, Powder for solution
for injection, 3.5 mg

45 08-0344  |Piperacillin/Tazobactam Piperacillinum, Sandoz d.d., NL/H/0856/002/1B/034
Sandoz 4000 mg/500 mg Tazobactamum Slovénija

powder for solution for
infusion, Powder for solution
for infusion, 4000 mg/500 mg
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46 17-0163 | Xanderla 10.8 mg implant in |Goserelinum TevaB.V., PT/H/1637/001/P/001
pre-filled syringe, Implant, Niderlande
pre-filled syringe, 10.8 mg
47 17-0162 |Xanderla 3.6 mg implantin  |Goserelinum TevaB.V., PT/H/1634/001/P/001
pre-filled syringe, Implant, Niderlande
pre-filled syringe, 3.6 mg

Zalu registracijas
departamenta vaditaja
M.Emersone



