
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/45 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 12-0327 Ranitidine Accord 150 mg 

film-coated tablets, Film-

coated tablets, 150 mg

Ranitidinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/2077/001/IB/009

2 12-0328 Ranitidine Accord 300 mg 

film-coated tablets, Film-

coated tablets, 300 mg

Ranitidinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/2077/002/IB/009

3 15-0156 Lutrate Depot 22.5 mg 

powder and solvent for 

prolonged-release suspension 

for injection, Powder and 

solvent for prolonged-release 

suspension for injection, 22.5 

mg

Leuprorelini acetas Angelini Pharma 

Osterreich GmbH, 

Austrija

ES/H/0141/002/IA/015

4 12-0199 Lutrate Depot 3.75 mg 

powder and solvent for 

prolonged-release suspension 

for injection, Powder and 

solvent for prolonged-release 

suspension for injection, 3.75 

mg

Leuprorelini acetas Angelini Pharma 

Osterreich GmbH, 

Austrija

ES/H/0141/001/IA/015

5 15-0009 Valganciclovir Aurobindo 

450 mg film-coated tablets, 

Film-coated tablets, 450 mg

Valganciclovirum Aurobindo Pharma 

(Malta) Limited, 

Malta

PT/H/1182/001/IB/007

6 15-0009 Valganciclovir Aurobindo 

450 mg film-coated tablets, 

Film-coated tablets, 450 mg

Valganciclovirum Aurobindo Pharma 

(Malta) Limited, 

Malta

PT/H/1182/001/IB/006

7 13-0049 Brufen 200 mg effervescent 

granules, Effervescent 

granules, 200 mg

Ibuprofenum BGP Products, 

SIA, Latvija

UK/H/4995/001/IA/014

8 15-0003 Budesonide Ferring 9 mg 

prolonged-release tablets, 

Prolonged-release tablets, 9 

mg

Budesonidum Ferring GmbH, 

Vācija

NL/H/3168/001/IA/009/G

9 16-0193 Fluomizin 10 mg vaginal 

tablets, Vaginal tablets, 10 mg

Dequalinii 

chloridum

Gedeon Richter 

Plc., Ungārija

DE/H/2422/001/II/015

10 15-0261 Rabakir 100 mg capsules, 

hard, Capsules, hard, 100 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/004/IB/002

11 15-0262 Rabakir 150 mg capsules, 

hard, Capsules, hard, 150 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/005/IB/002

12 15-0263 Rabakir 200 mg capsules, 

hard, Capsules, hard, 200 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/006/IB/002

13 15-0258 Rabakir 25 mg capsules, hard, 

Capsules, hard, 25 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/001/IB/002

14 15-0264 Rabakir 300 mg capsules, 

hard, Capsules, hard, 300 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/007/IB/002

15 15-0259 Rabakir 50 mg capsules, hard, 

Capsules, hard, 50 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/002/IB/002
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16 15-0260 Rabakir 75 mg capsules, hard, 

Capsules, hard, 75 mg

Pregabalinum Gedeon Richter 

Plc., Ungārija

HU/H/0378/003/IB/002

17 16-0072 Theraflu 1000 mg/12.2 

mg/200 mg powder for oral 

solution, Powder for oral 

solution, 1000 mg/12.2 

mg/200 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum, 

Guaifenesinum

GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

DE/H/5022/001/IB/006/G

18 16-0073 Theraflu 500 mg/6.1 mg/100 

mg capsules, hard, Capsules, 

hard, 500 mg/6.1 mg/100 mg

Paracetamolum, 

Phenylephrini 

hydrochloridum, 

Guaifenesinum

GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

DE/H/5022/002/IB/007/G

19 99-0035 Augmentin 875 mg/125 mg 

film-coated tablets, Film-

coated tablets, 875 mg/125 

mg

Amoxicillinum, 

Acidum 

clavulanicum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/2868/002/IB/028/G

20 14-0221 Forsium 400 mg capsules, 

soft, Capsules, soft, 400 mg

Ibuprofenum Grindeks, AS, 

Latvija

EE/H/0215/001/IB/002/G

21 17-0043 Ursogrix 250 mg hard 

capsules, Capsules, hard, 250 

mg

Acidum 

ursodeoxycholicum

Grindeks, AS, 

Latvija

NL/H/3712/001/IB/001

22 15-0176 Iohexol Imax 647 mg/ml 

solution for injection, 

Solution for injection, 647 

mg/ml

Iohexolum IMAX Diagnostic 

Imaging Limited, 

Īrija

PT/H/1099/001/IA/004

23 15-0177 Iohexol Imax 755 mg/ml 

solution for injection, 

Solution for injection, 755 

mg/ml

Iohexolum IMAX Diagnostic 

Imaging Limited, 

Īrija

PT/H/1099/002/IA/004

24 14-0126 Azithromycin Krka 250 mg 

film-coated tablets, Film-

coated tablets, 250 mg

Azithromycinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0148/001/IB/004

25 14-0127 Azithromycin Krka 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Azithromycinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0148/002/DC/IB/00
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26 15-0078 Pragiola 100 mg capsules, 

hard, Capsules, hard, 100 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/004/IB/004

27 15-0079 Pragiola 150 mg capsules, 

hard, Capsules, hard, 150 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/005/IB/004

28 15-0080 Pragiola 200 mg capsules, 

hard, Capsules, hard, 200 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/006/IB/004

29 15-0081 Pragiola 225 mg capsules, 

hard, Capsules, hard, 225 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/007/IB/004

30 15-0075 Pragiola 25 mg capsules, 

hard, Capsules, hard, 25 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/001/IB/004

31 15-0082 Pragiola 300 mg capsules, 

hard, Capsules, hard, 300 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/008/IB/004

32 15-0076 Pragiola 50 mg capsules, 

hard, Capsules, hard, 50 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/002/IB/004
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33 15-0077 Pragiola 75 mg capsules, 

hard, Capsules, hard, 75 mg

Pregabalinum KRKA, d.d., Novo 

mesto, Slovēnija

SI/H/0154/003/IB/004

34 09-0536 Diaprel MR 60 mg modified-

release tablets, Modified-

release tablets, 60 mg

Gliclazidum Les Laboratoires 

Servier, Francija

FR/H/0171/002/IB/065

35 09-0537 Gliclazide MR Servier 60 mg 

modified-release tablets, 

Modified-release tablets, 60 

mg

Gliclazidum Les Laboratoires 

Servier, Francija

FR/H/0172/002/IB/063

36 12-0051 Kalcipos-D forte 500 mg/800 

IU film-coated tablets, Film-

coated tablets, 500 mg/800 IU

Calcium, 

Colecalciferolum

Meda AB, 

Zviedrija

SE/H/0805/003/IB/021/G

37 11-0162 Vanatex HCT 160 mg/12.5 

mg film-coated tablets, Film-

coated tablets, 160 mg/12.5 

mg

Valsartanum, 

Hydrochlorothiazid

um

Medana Pharma 

SA, Polija

AT/H/0313/003/IA/006/G

38 11-0163 Vanatex HCT 160 mg/25 mg 

film-coated tablets, Film-

coated tablets, 160 mg/25 mg

Valsartanum, 

Hydrochlorothiazid

um

Medana Pharma 

SA, Polija

AT/H/0313/002/IA/006/G

39 11-0161 Vanatex HCT 80 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 80 mg/12.5 mg

Valsartanum, 

Hydrochlorothiazid

um

Medana Pharma 

SA, Polija

AT/H/0313/001/IA/006/G

40 11-0387 Vertimed 16 mg tablets, 

Tablets, 16 mg

Betahistini 

dihydrochloridum

Medochemie Ltd., 

Kipra

EE/H/0161/002/IA/006

41 11-0388 Vertimed 24 mg tablets, 

Tablets, 24 mg

Betahistini 

dihydrochloridum

Medochemie Ltd., 

Kipra

EE/H/0161/003/IA/006

42 11-0386 Vertimed 8 mg tablets, 

Tablets, 8 mg

Betahistini 

dihydrochloridum

Medochemie Ltd., 

Kipra

EE/H/0161/001/IA/006

43 14-0046 Breso 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

µg/actuation

Mometasoni furoas Norameda UAB, 

Lietuva

DK/H/2338/001/IB/006

44 15-0112 Veregen 100 mg/g ointment, 

Ointment, 100 mg/g

Camelliae sinensis 

non fermentata 

folia extractum 

siccum, rafinatum

Nordic Pharma 

s.r.o., Čehija

DE/H/1659/001/P/001

45 00-0939 Lescol XL 80 mg prolonged-

release tablets, Prolonged-

release tablets, 80 mg

Fluvastatinum Novartis Finland 

Oy, Somija

DE/H/xxxx/WS

/333

DE/H/0116/003/WS/102

46 16-0057 Bufar Easyhaler 80 

micrograms/4.5 

micrograms/inhalation, 

inhalation powder, Inhalation 

powder, 80 μg/4.5 

μg/inhalation

Budesonidum, 

Formoteroli 

fumaras dihydricus

Orion Corporation, 

Somija

SE/H/1214/004/IB/009

47 09-0059 Trexan 10 mg tablets, Tablets, 

10 mg

Methotrexatum Orion Corporation, 

Somija

UK/H/3956/002/IA/021/G

48 09-0058 Trexan 2.5 mg tablets, 

Tablets, 2.5 mg

Methotrexatum Orion Corporation, 

Somija

UK/H/3956/001/IA/021/G

49 12-0140 Onytec 80 mg/g medicated 

nail lacquer, Nail lacquer, 80 

mg/g

Ciclopiroxum Polichem SA, 

Luksemburga

DE/H/xxxx/WS/3

58

DE/H/2952/001/WS/006
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50 11-0109 Latizolil 50 micrograms/ml 

eye drops, solution, Eye 

drops, solution, 50 μg/ml

Latanoprostum Sandoz d.d., 

Slovēnija

DE/H/XXXX/

WS/329

DE/H/2076/001/WS/016

51 12-0127 Omeprazole Sandoz 20 mg 

gastro-resistant capsules, 

hard, Gastro-resistant capsule, 

hard, 20 mg

Omeprazolum Sandoz d.d., 

Slovēnija

UK/H/4500/002/IA/021

52 11-0059 Cosopt PF 20 mg/5 mg/ml eye 

drops, solution, single-dose 

container, Eye drops, solution, 

single-dose container, 20 

mg/5 mg/ml

Dorzolamidum, 

Timololum

Santen Oy, Somija DK/H/0134/002/IA/075

53 14-0188 Metformin Teva 1000 mg film-

coated tablets, Film-coated 

tablets, 1000 mg

Metformini 

hydrochloridum

Teva Pharma B.V., 

Nīderlande

DE/H/4521/001/IB/011

54 06-0274 Copaxone 20 mg/ml solution 

for injection, pre-filled 

syringe, Solution for 

injection, pre-filled syringe, 

20 mg/ml

Glatirameri acetas Teva 

Pharmaceuticals 

Ltd., Lielbritānija

UK/H/0453/002/IB/167

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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