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Nr.p.k.
Reģ. 
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Reģistrācijas 

apliecības 
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Izmaiņu 

procedūras 

numurs

Procedūras numurs

1 2 3 4 5 6 7

1 10-0357 Naltrexone Accord 50 mg 

film-coated tablets, Film-

coated tablets, 50 mg

Naltrexoni 

hydrochloridum

Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1151/001/IA/010

2 10-0331 Olanzapine Accord 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Olanzapinum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/0866/004/IB/019

3 10-0332 Olanzapine Accord 15 mg 

film-coated tablets, Film-

coated tablets, 15 mg

Olanzapinum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/0866/005/IB/019

4 10-0329 Olanzapine Accord 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Olanzapinum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/0866/002/IB/019

5 10-0358 Ondansetron Accord 2 mg/ml 

solution for injection or 

infusion, Solution for 

injection or infusion, 2 mg/ml

Ondansetronum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1250/001/IA/023/G

6 10-0295 Paclitaxel Accord 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/1444/001/II/023

7 07-0043 Moxonidin Actavis 0.4 mg 

film-coated tablets, Film-

coated tablets, 0.4 mg

Moxonidinum Actavis Group hf, 

Īslande

DK/H/xxxx/IA

/172/G

DK/H/2155/003/IA/012/G

8 12-0005 Betahistine Actavis 24 mg 

tablets, Tablets, 24 mg

Betahistini 

dihydrochloridum

Actavis Group 

PTC ehf., Īslande

NL/H/1412/001/IA/013

9 14-0119 Bondulc 40 micrograms/ml 

eye drops, solution, Eye 

drops, solution, 40 

micrograms/ml

Travoprostum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2237/001/IA/004/G

10 15-0220 Bortezomib Actavis 3.5 mg 

powder for solution for 

injection, Powder for solution 

for injection, 3.5 mg

Bortezomibum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2395/001/IA/006/G

11 11-0254 Candesartan Actavis 16 mg 

tablets, Tablets, 16 mg

Candesartanum 

cilexetilum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1838/003/IA/017/G

12 11-0255 Candesartan Actavis 32 mg 

tablets, Tablets, 32 mg

Candesartanum 

cilexetilum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1838/004/IA/017/G

13 11-0253 Candesartan Actavis 8 mg 

tablets, Tablets, 8 mg

Candesartanum 

cilexetilum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1838/002/IA/017/G

14 11-0257 Candesartan HCT Actavis 16 

mg/12.5 mg tablets, Tablets, 

16 mg/12.5 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1839/002/IA/023/G

15 14-0064 Candesartan HCT Actavis 32 

mg/12.5 mg tablets, Tablets, 

32 mg/12.5 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1839/003/IA/023/G
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16 14-0065 Candesartan HCT Actavis 32 

mg/25 mg tablets, Tablets, 32 

mg/25 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1839/004/IA/023/G

17 11-0256 Candesartan HCT Actavis 8 

mg/12.5 mg tablets, Tablets, 8 

mg/12.5 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1839/001/IA/023/G

18 15-0146 Dutasteride Actavis 0.5 mg 

capsules, soft, Capsules, soft, 

0.5 mg

Dutasteridum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2369/001/IA/002/G

19 13-0250 Fludarabine Actavis 25 mg/ml 

concentrate for solution for 

injection or infusion, 

Concentrate for solution for 

injection or infusion, 25 

mg/ml

Fludarabini 

phosphas

Actavis Group 

PTC ehf., Īslande

UK/H/5290/001/IA/005

20 15-0088 Gliclazide Actavis 60 mg 

modified-release tablets, 

Modified-release tablets, 60 

mg

Gliclazidum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2376/002/IA/004/G

21 15-0222 Lemilvo 10 mg orodispersible 

tablets, Orodispersible tablets, 

10 mg

Aripiprazolum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2423/001/IA/006/G

22 15-0223 Lemilvo 15 mg orodispersible 

tablets, Orodispersible tablets, 

15 mg

Aripiprazolum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2423/002/IA/006/G

23 09-0290 Lercanidipine Actavis 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Lercanidipini 

hydrochloridum

Actavis Group 

PTC ehf., Īslande

DK/H/1491/001/IB/020

24 09-0290 Lercanidipine Actavis 10 mg 

film-coated tablets, Film-

coated tablets, 10 mg

Lercanidipini 

hydrochloridum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/1491/001/IA/023/G

25 16-0204 Locaring 150 mg hard 

capsule, Capsules, hard, 150 

mg

Fluconazolum Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2473/001/IA/003/G

26 14-0164 Mometasone Actavis 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

μg/actuation

Mometasoni furoas Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2305/001/IA/010/G

27 15-0133 Rivendra 15 mg/5 ml oral 

solution, Oral solution, 15 

mg/5 ml

Ambroxoli 

hydrochloridum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2364/001/IA/003/G

28 15-0134 Rivendra 30 mg/5 ml oral 

solution, Oral solution, 30 

mg/5 ml

Ambroxoli 

hydrochloridum

Actavis Group 

PTC ehf., Īslande

DK/H/xxxx/IA

/172/G

DK/H/2364/002/IA/003/G

29 10-0010 Terbinafine Actavis 10 mg/g 

cream, Cream, 10 mg/g

Terbinafini 

hydrochloridum

Actavis Group 

PTC ehf., Īslande

MT/H/0258/001/IA/012

30 12-0311 Blastomat 100 mg hard 

capsules, Hard capsules, 100 

mg

Temozolomidum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/2431/003/IB/009

31 12-0312 Blastomat 140 mg hard 

capsules, Hard capsules, 140 

mg

Temozolomidum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/2431/004/IB/009
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32 12-0310 Blastomat 20 mg hard 

capsules, Hard capsules, 20 

mg

Temozolomidum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/2431/002/IB/009

33 12-0313 Blastomat 250 mg hard 

capsules, Hard capsules, 250 

mg

Temozolomidum ALVOGEN IPCO 

S.a.r.l, 

Luksemburga

NL/H/2431/006/IB/009

34 15-0269 Ciprofloxacin Aurobindo 500 

mg film-coated tablets, Film-

coated tablets, 500 mg

Ciprofloxacinum Aurobindo Pharma 

(Malta) Limited, 

Malta

PT/H/1324/002/II/006

35 06-0247 Tetraspan 100 mg/ml solution 

for infusion, Solution for 

infusion, 100 mg/ml

Hydroxyethylamylu

m, Natrii 

chloridum, Kalii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii acetas 

trihydricus, 

Acidum L-malicum

B.Braun 

Melsungen AG, 

Vācija

SE/H/0609/002/IB/024

36 06-0246 Tetraspan 60 mg/ml solution 

for infusion, Solution for 

infusion, 60 mg/ml

Hydroxyethylamylu

m, Natrii 

chloridum, Kalii 

chloridum, Calcii 

chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii acetas 

trihydricus, 

Acidum L-malicum

B.Braun 

Melsungen AG, 

Vācija

SE/H/0609/001/IB/024

3



Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/118 pielikums Nr.3-3

1 2 3 4 5 6 7

37 10-0247 OLIMEL N7E emulsion for 

infusion, Emulsion for 

infusions

Olivae oleum 

raffinatum, Soiae 

oleum raffinatum, 

Alaninum, 

Argininum, 

Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Histidinum, 

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Prolinum, Serinum, 

Threoninum, 

Tryptophanum, 

Tyrosinum, 

Valinum, Natrii 

acetas trihydricus, 

Natrii 

glycerophosphas, 

Kalii chloridum, 

Magnesii 

chloridum 

hexahydricum, 

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum

Baxter S.A., 

Beļģija

FR/H/0419/003/IB/048

38 10-0248 OLIMEL N9 emulsion for 

infusion, Emulsion for 

infusions

Olivae oleum 

raffinatum, Soiae 

oleum raffinatum, 

Alaninum, 

Argininum, 

Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Histidinum, 

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Prolinum, Serinum, 

Threoninum, 

Tryptophanum, 

Tyrosinum, 

Valinum, 

Glucosum 

monohydricum

Baxter S.A., 

Beļģija

FR/H/0419/006/IB/048
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39 10-0249 OLIMEL N9E emulsion for 

infusion, Emulsion for 

infusions

Olivae oleum 

raffinatum, Soiae 

oleum raffinatum, 

Alaninum, 

Argininum, 

Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Histidinum, 

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Prolinum, Serinum, 

Threoninum, 

Tryptophanum, 

Tyrosinum, 

Valinum, Natrii 

acetas trihydricus, 

Natrii 

glycerophosphas, 

Kalii chloridum, 

Magnesii 

chloridum 

hexahydricum, 

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum

Baxter S.A., 

Beļģija

FR/H/0419/005/IB/048
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40 10-0250 OLIMEL PERI N4E emulsion 

for infusion, Emulsion for 

infusions

Olivae oleum 

raffinatum, Soiae 

oleum raffinatum, 

Alaninum, 

Argininum, 

Acidum 

asparticum, 

Acidum 

glutamicum, 

Glycinum, 

Histidinum, 

Isoleucinum, 

Leucinum, 

Lysinum, 

Methioninum, 

Phenylalaninum, 

Prolinum, Serinum, 

Threoninum, 

Tryptophanum, 

Tyrosinum, 

Valinum, Natrii 

acetas trihydricus, 

Natrii 

glycerophosphas, 

Kalii chloridum, 

Magnesii 

chloridum 

hexahydricum, 

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum

Baxter S.A., 

Beļģija

FR/H/0419/001/IB/048

41 15-0197 Foster 200 micrograms/6 

micrograms per actuation 

pressurised inhalation, 

solution, Pressurised 

inhalation, solution, 200 

micrograms/6 micrograms

Beclometasoni 

dipropionas, 

Formoteroli 

fumaras dihydricus

Chiesi 

Pharmaceuticals 

GmbH, Austrija

DE/H/0873/003/IB/061

42 09-0146 Propofol Claris 10 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 10 

mg/ml

Propofolum Claris Lifesciences 

(UK) Limited, 

Lielbritānija

NL/H/1268/001/II/021

43 09-0145 Propofol Claris 20 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 1000 

mg/50 ml

Propofolum Claris Lifesciences 

(UK) Limited, 

Lielbritānija

NL/H/1268/002/II/021

44 05-0532 Lotemax 0.5% eye drops, 

suspension, Eye drops, 

suspension, 0.5%

Loteprednoli 

etabonatum

Dr. Gerhard Mann, 

Vācija

UK/H/0629/001/IB/032

45 12-0024 Epiletam 1000 mg film-coated 

tablets, Film-coated tablets, 

1000 mg

Levetiracetamum Egis 

Pharmaceuticals 

PLC, Ungārija

CZ/H/0463/004/IB/014

46 12-0021 Epiletam 250 mg film-coated 

tablets, Film-coated tablets, 

250 mg

Levetiracetamum Egis 

Pharmaceuticals 

PLC, Ungārija

CZ/H/0463/001/IB/014
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47 12-0022 Epiletam 500 mg film-coated 

tablets, Film-coated tablets, 

500 mg

Levetiracetamum Egis 

Pharmaceuticals 

PLC, Ungārija

CZ/H/0463/002/IB/014

48 12-0023 Epiletam 750 mg film-coated 

tablets, Film-coated tablets, 

750 mg

Levetiracetamum Egis 

Pharmaceuticals 

PLC, Ungārija

CZ/H/0463/003/IB/014

49 09-0495 Fluconazole ELVIM 150 mg 

capsules, hard, Capsules, 

hard, 150 mg

Fluconazolum Elvim, SIA, 

Latvija

NL/H/1017/003/IB/020

50 09-0494 Fluconazole ELVIM 50 mg 

capsules, hard, Capsules, 

hard, 50 mg

Fluconazolum Elvim, SIA, 

Latvija

NL/H/1017/001/IB/020

51 07-0201 Remodulin 1 mg/ml solution 

for infusion, Solution for 

infusion, 1 mg/ml

Treprostinilum Ferrer 

Internacional, SA., 

Spānija

FR/H/0278/001/IA/040

52 07-0204 Remodulin 10 mg/ml solution 

for infusion, Solution for 

infusion, 10 mg/ml

Treprostinilum Ferrer 

Internacional, SA., 

Spānija

FR/H/0278/004/IA/040

53 07-0202 Remodulin 2.5 mg/ml 

solution for infusion, Solution 

for infusion, 2.5 mg/ml

Treprostinilum Ferrer 

Internacional, SA., 

Spānija

FR/H/0278/002/IA/040

54 07-0203 Remodulin 5 mg/ml solution 

for infusion, Solution for 

infusion, 5 mg/ml

Treprostinilum Ferrer 

Internacional, SA., 

Spānija

FR/H/0278/003/IA/040

55 12-0274 Zoledronic acid Fresenius 

Kabi 4 mg/5 ml concentrate 

for solution for infusion, 

Concentrate for solution for 

infusion, 4 mg/5 ml

Acidum 

zoledronicum

Fresenius Kabi 

Polska Sp.z o.o., 

Polija

PT/H/0653/001/IA/015

56 07-0268 Hedonin 100 mg film-coated 

tablets, Film-coated tablets, 

100 mg

Quetiapinum G.L. Pharma 

GmbH, Austrija

DK/H/1103/002/IB/040

57 07-0269 Hedonin 200 mg film-coated 

tablets, Film-coated tablets, 

200 mg

Quetiapinum G.L. Pharma 

GmbH, Austrija

DK/H/1103/003/IB/040

58 07-0266 Hedonin 25 mg + 100 mg film-

coated tablets, Film-coated 

tablets, 25 mg and 100 mg

Quetiapinum G.L. Pharma 

GmbH, Austrija

DK/H/1103/005/IB/040

59 07-0267 Hedonin 25 mg film-coated 

tablets, Film-coated tablets, 

25 mg

Quetiapinum G.L. Pharma 

GmbH, Austrija

DK/H/1103/001/IB/040

60 07-0270 Hedonin 300 mg film-coated 

tablets, Film-coated tablets, 

300 mg

Quetiapinum G.L. Pharma 

GmbH, Austrija

DK/H/1103/004/IB/040

61 15-0167 Pregamid 150 mg capsules, 

hard, Capsules, hard, 150 mg

Pregabalinum G.L. Pharma 

GmbH, Austrija

NL/H/3245/005/IA/004/G

62 15-0164 Pregamid 25 mg capsules, 

hard, Capsules, hard, 25 mg

Pregabalinum G.L. Pharma 

GmbH, Austrija

NL/H/3245/001/IA/004/G

63 15-0165 Pregamid 50 mg capsules, 

hard, Capsules, hard, 50 mg

Pregabalinum G.L. Pharma 

GmbH, Austrija

NL/H/3245/002/IA/004/G

64 15-0166 Pregamid 75 mg capsules, 

hard, Capsules, hard, 75 mg

Pregabalinum G.L. Pharma 

GmbH, Austrija

NL/H/3245/003/IA/004/G
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65 13-0032 Levosert 20 micrograms/24 

hours intrauterine delivery 

system, Intrauterine system, 

20 μg/24 hours

Levonorgestrelum Gedeon Richter 

Plc., Ungārija

UK/H/3030/001/IB/016

66 13-0111 Voltaren Aktigo 140 mg 

medicated plaster, Medicated 

plaster, 140 mg

Diclofenacum 

natricum

GlaxoSmithKline 

Consumer 

Healthcare (UK) 

Trading Limited, 

Lielbritānija

DE/H/2679/001/IB/016

67 10-0153 Ulprix 20 mg gastro-resistant 

tablets, Gastro-resistant 

tablets, 20 mg

Pantoprazolum Glenmark 

Pharmaceuticals 

s.r.o., Čehija

DK/H/xxxx/IA

/172/G

DK/H/1584/001/IA/021/G

68 10-0614 Palexia 100 mg film-coated 

tablets, Film-coated tablets, 

100 mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/003/WS/025

69 13-0002 Palexia 20 mg/ml oral 

solution, Oral solution, 20 

mg/ml

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/011/WS/025

70 13-0003 Palexia 4 mg/ml oral solution, 

Oral solution, 4 mg/ml

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/010/WS/025

71 10-0612 Palexia 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/001/WS/025

72 10-0613 Palexia 75 mg film-coated 

tablets, Film-coated tablets, 

75 mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/002/WS/025

73 10-0616 Palexia retard 100 mg 

prolonged-release tablets, 

Prolonged-release tablets, 100 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/005/WS/025

74 10-0617 Palexia retard 150 mg 

prolonged-release tablets, 

Prolonged-release tablets, 150 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/006/WS/025

75 10-0618 Palexia retard 200 mg 

prolonged-release tablets, 

Prolonged-release tablets, 200 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/007/WS/025

76 12-0156 Palexia retard 25 mg 

prolonged-release tablets, 

Prolonged-release tablets, 25 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/009/WS/025

77 10-0619 Palexia retard 250 mg 

prolonged-release tablets, 

Prolonged-release tablets, 250 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/008/WS/025

78 10-0615 Palexia retard 50 mg 

prolonged-release tablets, 

Prolonged-release tablets, 50 

mg

Tapentadolum Grünenthal GmbH, 

Vācija

DE/H/xxxx/W

S/395

DE/H/2020/004/WS/025

79 12-0275 Arlevert 20 mg/40 mg tablets, 

Tablets, 20 mg/40 mg

Cinnarizinum, 

Dimenhydrinatum

Hennig 

Arzneimittel 

GmbH & Co.KG, 

Vācija

AT/H/0500/001/IA/022/G
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80 05-0332 Hexvix 85 mg powder and 

solvent for solution for 

intravesical use, Powder and 

solvent for solution for 

intravesical use , 85 mg

Hexaminolevulinat

um

Ipsen Pharma 

SAS, Francija

SE/H/0478/001/P/001

81 12-0178 Co-Olimestra 20 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 20 mg/12.5 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/2111/001/IB/012

82 12-0179 Co-Olimestra 20 mg/25 mg 

film-coated tablets, Film-

coated tablets, 20 mg/25 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/2111/002/IB/012

83 12-0180 Co-Olimestra 40 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 40 mg/12.5 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/2111/003/IB/012

84 12-0181 Co-Olimestra 40 mg/25 mg 

film-coated tablets, Film-

coated tablets, 40 mg/25 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/2111/004/IB/012

85 13-0138 Elicea 10 mg orodispersible 

tablets, Orodispersible tablets, 

10 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/005/IB/017

86 13-0139 Elicea 15 mg orodispersible 

tablets, Orodispersible tablets, 

15 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/007/IB/017

87 13-0140 Elicea 20 mg orodispersible 

tablets, Orodispersible tablets, 

20 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/006/IB/017

88 13-0137 Elicea 5 mg orodispersible 

tablets, Orodispersible tablets, 

5 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/004/IB/017

89 12-0011 Daivobet 50 micrograms/0.5 

mg/g gel, Gel, 50 µg/0.5 mg/g

Calcipotriolum, 

Betamethasonum

LEO Pharma A/S, 

Dānija

DK/H/0279/002/IA/063

90 09-0366 Xamiol 50 microgram/0.5 

mg/g gel, Gel, 50 μg/0.5 mg/g

Calcipotriolum, 

Betamethasonum

LEO Pharma A/S, 

Dānija

DK/H/1405/001/IA/030

91 08-0118 Perindopril 

arginine/Amlodipine Servier 

10 mg/10 mg tablets, Tablets, 

10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0326/004/II/032

92 08-0118 Perindopril 

arginine/Amlodipine Servier 

10 mg/10 mg tablets, Tablets, 

10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0326/004/WS/043

93 08-0117 Perindopril 

arginine/Amlodipine Servier 

10 mg/5 mg tablets, Tablets, 

10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0326/003/II/032

94 08-0117 Perindopril 

arginine/Amlodipine Servier 

10 mg/5 mg tablets, Tablets, 

10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0326/003/WS/043

95 08-0116 Perindopril 

arginine/Amlodipine Servier 5 

mg/10 mg tablets, Tablets, 5 

mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0326/002/II/032
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96 08-0116 Perindopril 

arginine/Amlodipine Servier 5 

mg/10 mg tablets, Tablets, 5 

mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0326/002/WS/043

97 08-0115 Perindopril 

arginine/Amlodipine Servier 5 

mg/5 mg tablets, Tablets, 5 

mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0326/001/WS/043

98 08-0115 Perindopril 

arginine/Amlodipine Servier 5 

mg/5 mg tablets, Tablets, 5 

mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0326/001/II/032

99 05-0262 Prestarium 2.5 mg film-coated 

tablets, Film-coated tablets, 

2.5 mg

Perindoprili 

argininum

Les Laboratoires 

Servier, Francija

FR/H/0265/001/IB/063/G

100 08-0114 Presteram 10 mg/10 mg 

tablets, Tablets, 10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0325/004/II/032

101 08-0114 Presteram 10 mg/10 mg 

tablets, Tablets, 10 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0325/004/WS/042

102 08-0113 Presteram 10 mg/5 mg tablets, 

Tablets, 10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0325/003/WS/042

103 08-0113 Presteram 10 mg/5 mg tablets, 

Tablets, 10 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0325/003/II/032

104 08-0112 Presteram 5 mg/10 mg tablets, 

Tablets, 5 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0325/002/II/032

105 08-0112 Presteram 5 mg/10 mg tablets, 

Tablets, 5 mg/10 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0325/002/WS/042

106 08-0111 Presteram 5 mg/5 mg tablets, 

Tablets, 5 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/0325/001/II/032

107 08-0111 Presteram 5 mg/5 mg tablets, 

Tablets, 5 mg/5 mg

Perindoprili 

argininum, 

Amlodipini besilas

Les Laboratoires 

Servier, Francija

FR/H/xxxx/WS

/064

FR/H/0325/001/WS/042

108 02-0184 Elidel 10 mg/g cream, Cream, 

10 mg/g

Pimecrolimusum Meda Pharma, 

SIA, Latvija

DK/H/0339/001/IB/068

109 06-0036 Zibor 2500 IU anti-Xa/0.2 ml 

solution for injection in pre-

filled syringe, Solution for 

injection in a pre-filled 

syringe, 2500 IU anti-Xa/0.2 

ml

Bemiparinum 

natricum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0106/001/IA/039
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110 06-0285 Zibor 25000 IU anti-Xa/ml 

solution for injection in pre-

filled syringe, Solution for 

injection in a pre-filled 

syringe, 10000 IU anti-Xa/0.4 

ml

Bemiparinum 

natricum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0106/003/IA/039

111 06-0283 Zibor 25000 IU anti-Xa/ml 

solution for injection in pre-

filled syringe, Solution for 

injection in a pre-filled 

syringe, 5000 IU anti-Xa/0.2 

ml

Bemiparinum 

natricum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0106/003/IA/039

112 06-0284 Zibor 25000 IU anti-Xa/ml 

solution for injection in pre-

filled syringe, Solution for 

injection in a pre-filled 

syringe, 7500 IU anti-Xa/0.3 

ml

Bemiparinum 

natricum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0106/003/IA/039

113 06-0037 Zibor 3500 IU anti-Xa/0.2 ml 

solution for injection in pre-

filled syringe, Solution for 

injection in a pre-filled 

syringe, 3500 IU anti-Xa/0.2 

ml

Bemiparinum 

natricum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0106/002/IA/039

114 11-0024 Saizen 5.83 mg/ml solution 

for injection, Solution for 

injection, 5.83 mg/ml

Somatropinum Merck Serono 

S.p.A., Itālija

IT/H/0025/007/IB/118

115 11-0025 Saizen 8 mg/ml solution for 

injection, Solution for 

injection, 8 mg/ml

Somatropinum Merck Serono 

S.p.A., Itālija

IT/H/0025/008/IB/118

116 08-0177 Norspan 10 micrograms/hour 

transdermal patch, 

Transdermal patch, 10 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/002/IA/029

117 08-0178 Norspan 20 micrograms/hour 

transdermal patch, 

Transdermal patch, 20 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/003/IA/029

118 08-0176 Norspan 5 micrograms/hour 

transdermal patch, 

Transdermal patch, 5 

micrograms/hour

Buprenorphinum Mundipharma 

GmbH, Austrija

DK/H/0718/001/IA/029

119 16-0255 Serkep 25/125 

microgram/dose pressurised 

inhalation, suspension, 

Pressurised inhalation, 

suspension, 25/125 μg/dose

Salmeterolum, 

Fluticasoni 

propionas

Mylan S.A.S, 

Francija

UK/H/5607/001/IA/009

120 16-0256 Serkep 25/250 

microgram/dose pressurised 

inhalation, suspension, 

Pressurised inhalation, 

suspension, 25/250 μg/dose

Salmeterolum, 

Fluticasoni 

propionas

Mylan S.A.S, 

Francija

UK/H/5607/002/IA/009

121 15-0257 Octaplex 1000 IU powder and 

solvent for solution for 

infusion, Powder and solvent 

for solution for infusion, 1000 

IU

Prothrombinum 

multiplex 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0464/002/IB/049
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122 06-0225 Octaplex 500 IU powder and 

solvent for solution for 

infusion, Powder and solvent 

for solution for infusion

Prothrombinum 

multiplex 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0464/001/IB/049

123 07-0044 Terbinafine Olainfarm 250 mg 

tablets, Tablets, 250 mg

Terbinafinum Olainfarm, AS, 

Latvija

PT/H/0126/001/IA/031/G

124 10-0053 Pramipexole Orion 0.18 mg 

tablets, Tablets, 0.18 mg

Pramipexolum Orion Corporation, 

Somija

FI/H/0811/002/IA/015

125 10-0054 Pramipexole Orion 0.35 mg 

tablets, Tablets, 0.35 mg

Pramipexolum Orion Corporation, 

Somija

FI/H/0811/003/IA/015

126 10-0055 Pramipexole Orion 0.7 mg 

tablets, Tablets, 0.7 mg

Pramipexolum Orion Corporation, 

Somija

FI/H/0811/004/IA/015

127 10-0056 Pramipexole Orion 1.1 mg 

tablets, Tablets, 1.1 mg

Pramipexolum Orion Corporation, 

Somija

FI/H/0811/005/IA/015

128 12-0304 Ropinirole Orion 2 mg 

prolonged-release tablets, 

Prolonged-release tablets, 2 

mg

Ropinirolum Orion Corporation, 

Somija

FI/H/0854/001/IB/006

129 12-0305 Ropinirole Orion 4 mg 

prolonged-release tablets, 

Prolonged-release tablets, 4 

mg

Ropinirolum Orion Corporation, 

Somija

FI/H/0854/002/IB/006

130 12-0306 Ropinirole Orion 8 mg 

prolonged-release tablets, 

Prolonged-release tablets, 8 

mg

Ropinirolum Orion Corporation, 

Somija

FI/H/0854/003/IB/006

131 14-0041 Levidon 750 micrograms 

tablets, Tablets, 750 µg

Levonorgestrelum Orivas UAB, 

Lietuva

NL/H/2749/001/IB/001/G

132 14-0048 Orindille 0.03 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.03 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Orivas UAB, 

Lietuva

NL/H/2888/002//IA/007

133 10-0084 Ostemax 70 mg tablets, 

Tablets, 70 mg

Natrii alendronas 

trihydricus

Pharmaceutical 

Works Polpharma 

SA, Polija

SE/H/0862/001/IA/008

134 13-0117 Capecitabine Sandoz 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Capecitabinum Sandoz d.d., 

Slovēnija

NL/H/2458/002/IB/022

135 17-0082 Emtricitabine/Tenofovir 

disoproxil Sandoz 200 

mg/245 mg film-coated 

tablets, Film-coated tablets, 

200 mg/245 mg

Emtricitabinum, 

Tenofovirum 

disoproxilum

Sandoz d.d., 

Slovēnija

FI/H/0910/001/IB/003

136 14-0265 Leptoprol 5 mg implant in pre-

filled syringe, Implant, pre-

filled syringe, 5 mg

Leuprorelinum Sandoz d.d., 

Slovēnija

DE/H/3873/001/IB/004/G

137 17-0178 Bimatoprost/Timolol Teva 0.3 

mg/5 mg/ml eye drops, 

solution, Eye drops, solution, 

0.3 mg/5 mg/ml

Bimatoprostum, 

Timololum

Teva B.V., 

Nīderlande

NL/H/3809/001/IA/001

138 05-0221 Torasemide Teva 10 mg 

tablets, Tablets, 10 mg

Torasemidum Teva Pharma B.V., 

Nīderlande

UK/H/0593/002/IA/045/G

139 05-0220 Torasemide Teva 5 mg 

tablets, Tablets, 5 mg

Torasemidum Teva Pharma B.V., 

Nīderlande

UK/H/0593/001/IA/045/G
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140 10-0007 Rosuvacard 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/001/IB/026/G

141 10-0008 Rosuvacard 20 mg film-

coated tablets, Film-coated 

tablets, 20 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/002/IB/026/G

142 10-0009 Rosuvacard 40 mg film-

coated tablets, Film-coated 

tablets, 40 mg

Rosuvastatinum Zentiva, k.s., 

Čehija

SK/H/0111/003/IB/026/G

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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