
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2‐20/88 pielikums Nr.3‐3

Nr.p.k.
Reģ. 

numurs

Zāļu nosaukums, zāļu 
forma, stiprums/ 

koncentrācija

Aktīvās vielas 
nosaukums

Reģistrācijas 
apliecības 

īpašnieks, valsts

Izmaiņu 
procedūras 

numurs
Procedūras numurs

1 2 3 4 5 6 7

1 06-0220 Betahistine Actavis 16 mg 
tablets, Tablets, 16 mg

Betahistini 
dihydrochloridum

Actavis Group hf, 
Īslande

NL/H/xxxx/IA/
461/G

NL/H/0710/002/IA/024/G

2 15-0058 Amoxicillin/Clavulanic acid 
Actavis 500 mg/125 mg film-
coated tablets, Film-coated 
tablets, 500 mg/125 mg

Amoxicillinum, 
Acidum 
clavulanicum

Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/2782/001/IA/011/G

3 15-0059 Amoxicillin/Clavulanic acid 
Actavis 875 mg/125 mg film-
coated tablets, Film-coated 
tablets, 875 mg/125 mg

Amoxicillinum, 
Acidum 
clavulanicum

Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/2782/002/IA/011/G

4 12-0005 Betahistine Actavis 24 mg 
tablets, Tablets, 24 mg

Betahistini 
dihydrochloridum

Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/1412/001/IA/012/G

5 11-0491 Doxorubicin Actavis 2 mg/ml 
concentrate for solution for 
infusion, Concentrate for 
solution for infusion, 2 mg/ml

Doxorubicini 
hydrochloridum

Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/2251/001/IA/010/G

6 10-0583 Gembin 40 mg/ml concentrate 
for solution for infusion, 
Concentrate for solution for 
infusion, 40 mg/ml

Gemcitabinum Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/1644/001/IA/018/G

7 16-0089 Iviverz 600 mg/300 mg film-
coated tablets, Film-coated 
tablets, 600 mg/300 mg

Abacavirum, 
Lamivudinum

Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/3488/001/IA/006/G

8 09-0227 Latanoprost Actavis 50 
micrograms/ml eye drops, 
solution, Eye drops, solution, 
50 µg/ml

Latanoprostum Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/1382/001/IA/018/G

9 14-0042 Levonorgestrel Actavis 750 
micrograms tablets, Tablets, 
750 µg

Levonorgestrelum Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/2654/002/IA/005/G

10 10-0285 Tempidol 500 mg 
orodispersible tablets, 
Orodispersible tablets, 500 

Paracetamolum Actavis Group 
PTC ehf., Īslande

NL/H/xxxx/IA/
461/G

NL/H/1541/002/IA/019/G

11 05-0199 Eligard 22.5 mg powder and 
solvent for solution for 
injection, Powder and solvent 
for solution for injection, 22.5 

Leuprorelini acetas Astellas Pharma 
AS, Dānija

DE/H/0508/002/IA/070
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12 07-0345 Eligard 45 mg powder and 
solvent for solution for 
injection, Powder and solvent 
for solution for injection, 45 

Leuprorelini acetas Astellas Pharma 
AS, Dānija

DE/H/0508/003/IA/070

13 05-0198 Eligard 7.5 mg powder and 
solvent for solution for 
injection, Powder and solvent 

Leuprorelini acetas Astellas Pharma 
AS, Dānija

DE/H/0508/001/IA/070

14 15-0009 Valganciclovir Aurobindo 
450 mg film-coated tablets, 
Film-coated tablets, 450 mg

Valganciclovirum Aurobindo Pharma 
(Malta) Limited, 
Malta

PT/H/1182/001/IA/009

15 07-0154 Flexbumin 200 g/l solution for 
infusion, Solution for 
infusion, 200 g/l

Albuminum 
humanum

Baxalta 
Innovations 
GmbH, Austrija

AT/H/0683/001/P/002

16 07-0322 Immunine 1200 IU powder 
and solvent for solution for 
injection or infusion, Powder 

Factor IX 
coagulationis 
humanus

Baxalta 
Innovations 
GmbH, Austrija

AT/H/0177/003/P/001

17 07-0321 Immunine 600 IU powder and 
solvent for solution for 
injection or infusion, Powder 

Factor IX 
coagulationis 
humanus

Baxalta 
Innovations 
GmbH, Austrija

AT/H/0177/002/P/001

18 15-0304 Tachyben 100 mg concentrate 
for solution for infusion, 
Concentrate for solution for 
infusion, 100 mg

Urapidilum EVER Neuro 
Pharma GmbH, 
Austrija

DE/H/2963/003/II/007

19 15-0302 Tachyben 25 mg solution for 
injection, Solution for 
injection, 25 mg

Urapidilum EVER Neuro 
Pharma GmbH, 
Austrija

DE/H/2963/001/II/007

20 15-0303 Tachyben 50 mg solution for 
injection, Solution for 
injection, 50 mg

Urapidilum EVER Neuro 
Pharma GmbH, 
Austrija

DE/H/2963/002/II/007

21 16-0168 Bendamustine Kabi 2.5 mg/ml 
powder for concentrate for 
solution for infusion, Powder 
for concentrate for solution 

Bendamustini 
hydrochloridum

Fresenius Kabi 
Oncology Plc., 
Lielbritānija

AT/H/0587/001/II/001

22 97-0590 Lamictal 100 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 
100 mg

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/005/IB/051/G

23 02-0401 Lamictal 2 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 
2 mg

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/001/IB/051/G

24 97-0591 Lamictal 200 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/006/IB/051/G

25 97-0588 Lamictal 25 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 
25 mg

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/003/IB/051/G

26 97-0587 Lamictal 5 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 
5 mg

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/002/IB/051/G

27 97-0589 Lamictal 50 mg 
chewable/dispersible tablets, 
Chewable/dispersible tablets, 
50

Lamotriginum GlaxoSmithKline 
Latvia, SIA, 
Latvija

NL/H/xxxx/W
S/243

NL/H/1539/004/IB/051/G
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28 14-0097 Diener 2 mg/0.03 mg film-
coated tablets, Film-coated 
tablets, 2 mg/0.03 mg

Dienogestum, 
Ethinylestradiolum

Laboratorios Leon 
Farma S.A., 
Spānija

DE/H/3556/001/II/009

29 14-0100 Lasca 2 mg/0.03 mg film-
coated tablets, Film-coated 
tablets, 2 mg/0.03 mg

Dienogestum, 
Ethinylestradiolum

Ladee Pharma 
Baltics UAB, 
Lietuva

DE/H/3559/001/II/009

30 97-0311 Zoloft 50 mg film-coated 
tablets, Film-coated tablets, 50 
mg

Sertralinum Pfizer Limited, 
Lielbritānija

NL/H/1732/002/P/003

31 08-0208 Luxfen 2 mg/ml eye drops, 
solution, Eye drops, solution, 
2 mg/ml

Brimonidini tartras PharmaSwiss 
Česka Republika 
s.r.o., Čehija

CZ/H/0646/001/IA/019

32 05-0128 Valcyte 450 mg film-coated 
tablets, Film-coated tablets, 
450 mg

Valganciclovirum Roche Latvija, 
SIA, Latvija

NL/H/0323/001/IA/068

33 08-0052 Valcyte 50 mg/ml powder for 
oral solution, Powder for oral 
solution, 50 mg/ml

Valganciclovirum Roche Latvija, 
SIA, Latvija

NL/H/0323/002/IA/068

34 05-0618 Urostad 0.4 mg modified 
release capsules, hard, 
Modified release capsules, 
hard, 0.4 mg

Tamsulosini 
hydrochloridum

Stada Arzneimittel 
AG, Vācija

DE/H/1884/001/IB/029

Zāļu reģistrācijas 
departamenta vadītāja 
M.Emersone
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