
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/68 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 12-0259 Capecitabine Actavis 150 mg 

film-coated tablets, Film-

coated tablets, 150 mg

Capecitabinum Actavis Group 

PTC ehf., Īslande

BE/H/0198/001/IB/010

2 12-0260 Capecitabine Actavis 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Capecitabinum Actavis Group 

PTC ehf., Īslande

BE/H/0198/002/IB/010

3 05-0616 Fosinopril Actavis 10 mg 

tablets, Tablets, 10 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/002/IB/031/G

4 05-0617 Fosinopril Actavis 20 mg 

tablets, Tablets, 20 mg

Fosinoprilum 

natricum

Actavis Nordic 

A/S, Dānija

SE/H/0531/003/IB/031/G

5 07-0391 Magnegita 500 micromol/ml 

solution for injection, 

Solution for injection, 500 

μmol/ml

Dimeglumini 

gadopentetas

Agfa Health Care 

Imaging Agents 

GmbH, Vācija

DE/H/0693/01/IA/012

6 15-0265 Vesicare 1 mg/ml oral 

suspension, Oral suspension, 

1 mg/ml

Solifenacini 

succinas

Astellas Pharma 

AS, Dānija

NL/H/0487/003/II/037

7 08-0014 Seroquel XR 300 mg 

prolonged release tablets, 

Prolonged-release tablets, 300 

mg

Quetiapinum AstraZeneca UK 

Limited, 

Lielbritānija

NL/H/xxxx/WS/1

64

NL/H/0156/010/WS/127

8 08-0015 Seroquel XR 400 mg 

prolonged release tablets, 

Prolonged-release tablets, 400 

mg

Quetiapinum AstraZeneca UK 

Limited, 

Lielbritānija

NL/H/xxxx/WS/1

64

NL/H/0156/011/WS/127

9 14-0066 Dacepton 5 mg/ml solution 

for infusion, Solution for 

infusion, 5 mg/ml

Apomorphini 

hydrochloridum 

hemihydricum

EVER Neuro 

Pharma GmbH, 

Austrija

AT/H/0364/002/P/002

10 05-0156 Forlax 10 g powder for oral 

solution, Powder for oral 

solution, 10 g

Macrogolum Ipsen Pharma 

SAS, Francija

FR/H/0198/001/IA/050

11 05-0155 Forlax 4 g powder for oral 

solution, Powder for oral 

solution, 4 g

Macrogolum Ipsen Pharma 

SAS, Francija

FR/H/0198/002/IA/050

12 15-0237 Betaklav 500 mg/125 mg film-

coated tablets, Film-coated 

tablets, 500 mg/125 mg

Amoxicillinum, 

Acidum 

clavulanicum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0503/001/IB/005

13 15-0238 Betaklav 875 mg/125 mg film-

coated tablets, Film-coated 

tablets, 875 mg/125 mg

Amoxicillinum, 

Acidum 

clavulanicum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0503/002/IB/005

14 08-0047 Gliclada 30 mg modified-

release tablets, Modified-

release tablets, 30 mg

Gliclazidum KRKA, d.d., Novo 

mesto, Slovēnija

DE/H/0892/001/IB/020

15 12-0242 Nalgesin 275 mg film-coated 

tablets, Film-coated tablets, 

275 mg

Naproxenum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

PT/H/0683/001/IB/006

16 12-0243 Nalgesin 550 mg film-coated 

tablets, Film-coated tablets, 

550 mg

Naproxenum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

PT/H/0683/002/IB/006

17 11-0146 Breakyl 1200 microgram 

buccal film, Buccal film, 1200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/005/IA/014/G
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18 11-0142 Breakyl 200 microgram 

buccal film, Buccal film, 200 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/001/IA/014/G

19 11-0143 Breakyl 400 microgram 

buccal film, Buccal film, 400 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/002/IA/014/G

20 11-0144 Breakyl 600 microgram 

buccal film, Buccal film, 600 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/003/IA/014/G

21 11-0145 Breakyl 800 microgram 

buccal film, Buccal film, 800 

micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/004/IA/014/G

22 11-0147 Breakyl Start 200, 400, 600 

and 800 micrograms buccal 

film, Buccal film, 200, 400, 

600 and 800 micrograms

Fentanylum Meda Pharma 

GmbH & Co.KG, 

Vācija

DE/H/1660/006/IA/014/G

23 14-0091 Melox 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Meloxicamum Medochemie Ltd., 

Kipra

SE/H/1297/001/IB/001

24 06-0114 Nicotinell Cool Mint 2 mg 

medicated chewing gum, 

Medicated chewing gum, 2 

mg

Nicotinum Novartis Finland 

Oy, Somija

UK/H/0408/001/IA/060

25 06-0116 Nicotinell Cool Mint 4 mg 

medicated chewing gum, 

Medicated chewing gum, 4 

mg

Nicotinum Novartis Finland 

Oy, Somija

UK/H/0408/002/IA/060

26 09-0169 Metoprolol Polpharma 190 

mg prolonged-release tablets, 

Prolonged-release tablets, 190 

mg

Metoprololi 

succinas

Pharmaceutical 

Works Polpharma 

SA, Polija

DK/H/1310/004/IA/018/G

27 09-0166 Metoprolol Polpharma 23.75 

mg prolonged-release tablets, 

Prolonged-release tablets, 

23.75 mg

Metoprololi 

succinas

Pharmaceutical 

Works Polpharma 

SA, Polija

DK/H/1310/001/IA/018/G

28 09-0167 Metoprolol Polpharma 47.5 

mg prolonged-release tablets, 

Prolonged-release tablets, 

47.5 mg

Metoprololi 

succinas

Pharmaceutical 

Works Polpharma 

SA, Polija

DK/H/1310/002/IA/018/G

29 09-0168 Metoprolol Polpharma 95 mg 

prolonged-release tablets, 

Prolonged-release tablets, 95 

mg

Metoprololi 

succinas

Pharmaceutical 

Works Polpharma 

SA, Polija

DK/H/1310/003/IA/018/G

30 07-0292 Oxaliplatin-Teva 5 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 5 mg/ml

Oxaliplatinum Pharmachemie 

B.V., Nīderlande

NL/H/0820/001/IA/031/G

31 07-0162 Vaxigrip suspension for 

injection in pre-filled syringe, 

Suspension for injection in 

pre-filled syringe, 0.5 ml

Vaccinum 

influenzae 

inactivatum ex 

virorum fragmentis 

praeparatum

Sanofi Pasteur 

S.A., Francija

FR/H/xxxx/WS/0

45

FR/H/0121/001/WS/089/G

32 03-0429 Xefo Rapid 8 mg film-coated 

tablets, Film-coated tablets, 8 

mg

Lornoxicamum Takeda Pharma 

AS, Igaunija

DK/H/0123/006/IA/060/G

33 13-0135 Alneta 10 mg tablets, Tablets, 

10 mg

Amlodipinum UAB "VVB", 

Lietuva

LT/H/0104/002/IB/004
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34 13-0136 Alneta 5 mg tablets, Tablets, 5 

mg

Amlodipinum UAB "VVB", 

Lietuva

LT/H/0104/001/IB/004

35 13-0021 Osaver 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/002/IB/012

36 13-0022 Osaver 40 mg film-coated 

tablets, Film-coated tablets, 

40 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/003/IB/012

Zāļu reģistrācijas 

departamenta Efektivitātes 

un drošuma izvērtēšanas 

nodaļas vadītāja I. Eglīte
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