
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/98 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 09-0509 Epirubicin Accord 2 mg/ml 

solution for injection or 

infusion, Solution for 

injection or infusion, 2 mg/ml

Epirubicini 

hydrochloridum

Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1123/001/II/028/G

2 12-0114 Gemcitabine Accord 100 

mg/ml concentrate for 

solution for infusion, 

Concentrate for solution for 

infusion, 100 mg/ml

Gemcitabinum Accord Healthcare 

Limited, 

Lielbritānija

NL/H/2136/001/IA/018/G

3 09-0399 Losartan Accord 100 mg film-

coated tablets, Film-coated 

tablets, 100 mg

Losartanum 

kalicum

Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1096/003/IB/034

4 09-0398 Losartan Accord 50 mg film-

coated tablets, Film-coated 

tablets, 50 mg

Losartanum 

kalicum

Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1096/002/IB/034

5 16-0004 Bendamustine Accord 2.5 

mg/ml powder for concentrate 

for solution for infusion, 

Powder for concentrate for 

solution for infusion, 2.5 

mg/ml

Bendamustini 

hydrochloridum

Accord Healthcare 

Ltd, Lielbritānija

AT/H/0497/001/II/009

6 07-0111 Bicalutamid Actavis 150 mg 

film-coated tablets, Film-

coated tablets, 150 mg

Bicalutamidum Actavis Group 

PTC ehf., Īslande

FI/H/0648/002/IA/019

7 07-0110 Bicalutamid Actavis 50 mg 

film-coated tablets, Film-

coated tablets, 50 mg

Bicalutamidum Actavis Group 

PTC ehf., Īslande

FI/H/0648/001/IA/019

8 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/2305/001/IB/008

9 16-0163 Prestozek 4 mg/10 mg tablets, 

Tablets, 4 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Adamed Sp.z o.o., 

Polija

PL/H/0378/002/IB/003/G

10 16-0162 Prestozek 4 mg/5 mg tablets, 

Tablets, 4 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Adamed Sp.z o.o., 

Polija

PL/H/0378/001/IB/003/G

11 16-0165 Prestozek 8 mg/10 mg tablets, 

Tablets, 8 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Adamed Sp.z o.o., 

Polija

PL/H/0378/004/IB/003/G

12 16-0164 Prestozek 8 mg/5 mg tablets, 

Tablets, 8 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

Adamed Sp.z o.o., 

Polija

PL/H/0378/003/IB/003/G

13 06-0221 Conoxia 100% medicinal gas, 

compressed, Medicinal gas, 

compressed, 100%

Oxygenium AGA AB, 

Zviedrija

SE/H/0607/001/IA/049/G

14 06-0222 Conoxia 100% medicinal gas, 

cryogenic, Medicinal gas, 

cryogenic, 100%

Oxygenium AGA AB, 

Zviedrija

SE/H/0607/002/IA/049/G
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15 14-0208 Prothromplex 600 IU powder 

and solvent for solution for 

injection, Powder and solvent 

for solution for injection, 600 

IU

Prothrombinum 

multiplex 

humanum

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0373/001/P/001

16 09-0055 Finacea 150 mg/g gel, Gel, 

150 mg/g

Acidum azelaicum Bayer AG, Vācija AT/H/0167/001/IA/018

17 13-0078 Brumare 400 mg effervescent 

granules, Effervescent 

granules, 400 mg

Ibuprofenum BGP Products, 

SIA, Latvija

SE/H/1184/001/IA/021

18 13-0199 Ramipril Billev 1,25 mg 

tablets, Tablets, 1,25 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/001/IA/009

19 13-0199 Ramipril Billev 1,25 mg 

tablets, Tablets, 1,25 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/001/P/001

20 13-0202 Ramipril Billev 10 mg tablets, 

Tablets, 10 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/004/P/001

21 13-0202 Ramipril Billev 10 mg tablets, 

Tablets, 10 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/004/IA/009

22 13-0200 Ramipril Billev 2,5 mg 

tablets, Tablets, 2,5 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/002/P/001

23 13-0200 Ramipril Billev 2,5 mg 

tablets, Tablets, 2,5 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/002/IA/009

24 13-0201 Ramipril Billev 5 mg tablets, 

Tablets, 5 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/003/P/001

25 13-0201 Ramipril Billev 5 mg tablets, 

Tablets, 5 mg

Ramiprilum Billev Pharma 

Aps, Dānija

NL/H/2488/003/IA/009

26 11-0155 Glucient SR 500 mg 

prolonged-release tablets, 

Prolonged-release tablets, 500 

mg

Metformini 

hydrochloridum

Consilient Health 

Limited, Īrija

UK/H/2813/001/IA/004

27 06-0070 Balance 1.5% glucose, 1,25 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0330/001/IB/020

28 06-0073 Balance 1.5% glucose, 1.75 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0318/001/IB/020
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29 06-0071 Balance 2.3% glucose, 1.25 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0330/003/IB/020

30 06-0074 Balance 2.3% glucose, 1.75 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0318/003/IB/020

31 06-0072 Balance 4.25% glucose, 1.25 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0330/002/IB/020

32 06-0075 Balance 4.25% glucose, 1.75 

mmol/l calcium solution for 

peritoneal dialysis, Solution 

for peritoneal dialysis

Calcii chloridum 

dihydricum, 

Glucosum 

monohydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii lactatis 

solutio

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DK/H/0318/002/IB/020

33 07-0382 Dolforin 100 

micrograms/hour transdermal 

patch, Transdermal patch, 100 

micrograms/hour

Fentanylum Gedeon Richter 

Plc., Ungārija

HU/H/0370/004/IA/026

34 07-0379 Dolforin 25 micrograms/hour 

transdermal patch, 

Transdermal patch, 25 

micrograms/hour

Fentanylum Gedeon Richter 

Plc., Ungārija

HU/H/0370/001/IA/026

35 07-0380 Dolforin 50 micrograms/hour 

transdermal patch, 

Transdermal patch, 50 

micrograms/hour

Fentanylum Gedeon Richter 

Plc., Ungārija

HU/H/0370/002/IA/026

36 07-0381 Dolforin 75 micrograms/hour 

transdermal patch, 

Transdermal patch, 75 

micrograms/hour

Fentanylum Gedeon Richter 

Plc., Ungārija

HU/H/0370/003/IA/026
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37 07-0236 Boostrix suspension for 

injection in pre-filled 

syringes, Suspension for 

injection in a pre-filled 

syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/0210/001/IB/124

38 07-0237 Boostrix suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/0210/002/IB/124

39 10-0254 Combodart 0.5 mg/0.4 mg 

hard capsules, Capsules, hard, 

0.5 mg/0.4 mg

Dutasteridum, 

Tamsulosini 

hydrochloridum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/2251/001/IA/035

40 05-0428 Ampril 10 mg tablets, Tablets, 

10 mg

Ramiprilum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0109/004/IA/016

41 05-0426 Ampril 2,5 mg tablets, 

Tablets, 2,5 mg

Ramiprilum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0109/002/IA/016

42 05-0427 Ampril 5 mg tablets, Tablets, 

5 mg

Ramiprilum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0109/003/IA/016

43 15-0011 Canocombi 16 mg/12.5 mg 

tablets, Tablets, 16 mg/12.5 

mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DE/H/4043/002/IA/009/G

44 15-0012 Canocombi 32 mg/12.5 mg 

tablets, Tablets, 32 mg/12.5 

mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DE/H/4043/003/IA/009/G

45 15-0013 Canocombi 32 mg/25 mg 

tablets, Tablets, 32 mg/25 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DE/H/4043/004/IA/009/G

46 15-0010 Canocombi 8 mg/12.5 mg 

tablets, Tablets, 8 mg/12.5 mg

Candesartanum 

cilexetilum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

DE/H/4043/001/IA/009/G

47 13-0258 Elernap 10 mg/10 mg film-

coated tablets, Film-coated 

tablets, 10 mg/10 mg

Enalaprili maleas, 

Lercanidipini 

hydrochloridum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0334/001/IB/011

48 13-0259 Elernap 20 mg/10 mg film-

coated tablets, Film-coated 

tablets, 20 mg/10 mg

Enalaprili maleas, 

Lercanidipini 

hydrochloridum

KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0334/002/IB/011

49 13-0138 Elicea 10 mg orodispersible 

tablets, Orodispersible tablets, 

10 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/005/IB/018

50 13-0139 Elicea 15 mg orodispersible 

tablets, Orodispersible tablets, 

15 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/007/IB/018
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51 13-0140 Elicea 20 mg orodispersible 

tablets, Orodispersible tablets, 

20 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/006/IB/018

52 13-0137 Elicea 5 mg orodispersible 

tablets, Orodispersible tablets, 

5 mg

Escitalopramum KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0277/004/IB/018

53 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/030

54 09-0516 Valsacombi 160 mg/12.5 mg 

film-coatad tablets, Film-

coated tablets, 160 mg/12.5 

mg

Valsartanum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0233/002/P/001

55 09-0517 Valsacombi 160 mg/25 mg 

film-coated tablets, Film-

coated tablets, 160 mg/25 mg

Valsartanum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0233/003/P/001

56 11-0048 Valsacombi 320 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 320 mg/12.5 

mg

Valsartanum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0233/004/P/001

57 11-0049 Valsacombi 320 mg/25 mg 

film-coated tablets, Film-

coated tablets, 320 mg/25 mg

Valsartanum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0233/005/P/001

58 09-0515 Valsacombi 80 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 80 mg/12.5 mg

Valsartanum, 

Hydrochlorothiazid

um

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0233/001/P/001

59 13-0051 Paracetamol Basi 40 mg/ml 

oral suspension, Oral 

suspension, 40 mg/ml

Paracetamolum Laboratorios Basi - 

Industria 

Farmaceutica, 

S.A., Portugāle

PT/H/0618/001/IA/011

60 13-0051 Paracetamol Basi 40 mg/ml 

oral suspension, Oral 

suspension, 40 mg/ml

Paracetamolum Laboratorios Basi - 

Industria 

Farmaceutica, 

S.A., Portugāle

PT/H/0618/001/IA/010

61 13-0043 Bileni 137 micrograms/50 

micrograms per actuation 

nasal spray, suspension, Nasal 

spray, suspension, 137 

micrograms/50 micrograms 

per actuation

Azelastini 

hydrochloridum, 

Fluticasoni 

propionas

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/W

S/367

DE/H/3356/001/WS/020

62 13-0044 Dymista 137 micrograms/50 

micrograms per actuation 

nasal spray, suspension, Nasal 

spray, suspension, 137 

micrograms/50 micrograms 

per actuation

Azelastini 

hydrochloridum, 

Fluticasoni 

propionas

Meda Pharma, 

SIA, Latvija

DE/H/3355/001/IA/020

63 13-0044 Dymista 137 micrograms/50 

micrograms per actuation 

nasal spray, suspension, Nasal 

spray, suspension, 137 

micrograms/50 micrograms 

per actuation

Azelastini 

hydrochloridum, 

Fluticasoni 

propionas

Meda Pharma, 

SIA, Latvija

DE/H/xxxx/W

S/367

DE/H/3355/001/WS/019
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64 13-0215 Metex 10 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 10 mg/0,20 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/003/IA/027

65 13-0216 Metex 12.5 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 12.5 mg/0.25 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/004/IA/027

66 13-0217 Metex 15 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 15 mg/0,30 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/005/IA/027

67 13-0218 Metex 17.5 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 17.5 mg/0.35 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/006/IA/027

68 13-0219 Metex 20 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 20 mg/0,40 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/007/IA/027

69 13-0220 Metex 22.5 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 22.5 mg/0.45 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/008/IA/027

70 13-0221 Metex 25 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 25 mg/0,50 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/009/IA/027

71 13-0222 Metex 27.5 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 27.5 mg/0.55 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/010/IA/027

72 13-0223 Metex 30 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 30 mg/0,60 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/011/IA/027

73 13-0214 Metex 7.5 mg solution for 

injection in pre-filled pen, 

Solution for injection in pre-

filled pen, 7.5 mg/0.15 ml

Methotrexatum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/002/IA/027

74 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/038
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75 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/038

76 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/038

77 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/038

78 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/038

79 08-0164 Thyrozol 10 mg film-coated 

tablets, Film-coated tablets, 

10 mg

Thiamazolum Merck KGaA, 

Vācija

DE/H/0521/002/IB/026

80 08-0163 Thyrozol 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Thiamazolum Merck KGaA, 

Vācija

DE/H/0521/001/IB/026

81 10-0529 Targin 10 mg/5 mg prolonged 

release tablets, Prolonged-

release tablets, 10 mg/5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/001/IA/040

82 10-0529 Targin 10 mg/5 mg prolonged 

release tablets, Prolonged-

release tablets, 10 mg/5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/001/IA/041

83 10-0529 Targin 10 mg/5 mg prolonged 

release tablets, Prolonged-

release tablets, 10 mg/5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/001/IA/042

84 14-0017 Targin 15 mg/7.5 mg 

prolonged-release tablets, 

Prolonged-release tablets, 15 

mg/7.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/006/IA/040

85 14-0017 Targin 15 mg/7.5 mg 

prolonged-release tablets, 

Prolonged-release tablets, 15 

mg/7.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/006/IA/041

86 14-0017 Targin 15 mg/7.5 mg 

prolonged-release tablets, 

Prolonged-release tablets, 15 

mg/7.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/006/IA/042

87 14-0016 Targin 2.5 mg/1.25 mg 

prolonged-release tablets, 

Prolonged-release tablets, 2.5 

mg/1.25 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/005/IA/040
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88 14-0016 Targin 2.5 mg/1.25 mg 

prolonged-release tablets, 

Prolonged-release tablets, 2.5 

mg/1.25 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/005/IA/041

89 14-0016 Targin 2.5 mg/1.25 mg 

prolonged-release tablets, 

Prolonged-release tablets, 2.5 

mg/1.25 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/005/IA/042

90 10-0530 Targin 20 mg/10 mg 

prolonged release tablets, 

Prolonged-release tablets, 20 

mg/10 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/002/IA/040

91 10-0530 Targin 20 mg/10 mg 

prolonged release tablets, 

Prolonged-release tablets, 20 

mg/10 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/002/IA/041

92 10-0530 Targin 20 mg/10 mg 

prolonged release tablets, 

Prolonged-release tablets, 20 

mg/10 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/002/IA/042

93 14-0018 Targin 30 mg/15 mg 

prolonged-release tablets, 

Prolonged-release tablets, 30 

mg/15 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/007/IA/040

94 14-0018 Targin 30 mg/15 mg 

prolonged-release tablets, 

Prolonged-release tablets, 30 

mg/15 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/007/IA/041

95 14-0018 Targin 30 mg/15 mg 

prolonged-release tablets, 

Prolonged-release tablets, 30 

mg/15 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/007/IA/042

96 10-0531 Targin 40 mg/20 mg 

prolonged release tablets, 

Prolonged-release tablets, 40 

mg/20 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/003/IA/040

97 10-0531 Targin 40 mg/20 mg 

prolonged release tablets, 

Prolonged-release tablets, 40 

mg/20 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/003/IA/041

98 10-0531 Targin 40 mg/20 mg 

prolonged release tablets, 

Prolonged-release tablets, 40 

mg/20 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/003/IA/042

99 10-0528 Targin 5 mg/2.5 mg 

prolonged release tablets, 

Prolonged-release tablets, 5 

mg/2.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/004/IA/040

100 10-0528 Targin 5 mg/2.5 mg 

prolonged release tablets, 

Prolonged-release tablets, 5 

mg/2.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/004/IA/041

101 10-0528 Targin 5 mg/2.5 mg 

prolonged release tablets, 

Prolonged-release tablets, 5 

mg/2.5 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/004/IA/042
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102 17-0039 Targin 60 mg/30 mg 

prolonged-release tablets, 

Prolonged-release tablets, 60 

mg/30 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/008/IA/040

103 17-0039 Targin 60 mg/30 mg 

prolonged-release tablets, 

Prolonged-release tablets, 60 

mg/30 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/008/IA/042

104 17-0040 Targin 80 mg/40 mg 

prolonged-release tablets, 

Prolonged-release tablets, 80 

mg/40 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/009/IA/040

105 17-0040 Targin 80 mg/40 mg 

prolonged-release tablets, 

Prolonged-release tablets, 80 

mg/40 mg

Oxycodoni 

hydrochloridum, 

Naloxoni 

hydrochloridum

Mundipharma 

GmbH, Austrija

DE/H/1612/009/IA/042

106 05-0602 TicoVac 0.25 ml suspension 

for injection in prefilled 

syringe, Suspension for 

injection in prefilled syringe, 

1.2 μg/0.25 ml

Vaccinum 

encephalitidis 

ixodibus advectae 

inactivatum

Pfizer Europe MA 

EEIG, Lielbritānija

AT/H/0126/002/IA/064

107 05-0603 TicoVac 0.5 ml suspension 

for injection in prefilled 

syringe, Suspension for 

injection in prefilled syringe, 

2.4 μg/0.5 ml

Vaccinum 

encephalitidis 

ixodibus advectae 

inactivatum

Pfizer Europe MA 

EEIG, Lielbritānija

AT/H/0126/001/IA/064

108 05-0316 Paclitaxel-Teva 6 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 6 mg/ml

Paclitaxelum Pharmachemie 

B.V., Nīderlande

NL/H/0604/001/II/046

109 15-0217 Aprizexen 15 mg 

orodispersible tablets, 

Orodispersible tablets, 15 mg

Aripiprazolum PharmaSwiss 

Ceska republika 

s.r.o., Čehija

NL/H/3229/002/IA/002

110 16-0113 Dexagel 0.985 mg/g eye gel, 

Eye gel, 0.985 mg/g

Dexamethasoni 

natrii phosphas

PharmaSwiss 

Ceska republika 

s.r.o., Čehija

DE/H/4097/001/IB/002

111 15-0234 Aripiprazole PMCS 10 mg 

tablets, Tablets, 10 mg

Aripiprazolum PRO.MED.CS 

Praha a.s., Čehija

NL/H/3244/002/IB/004/G

112 15-0235 Aripiprazole PMCS 15 mg 

tablets, Tablets, 15 mg

Aripiprazolum PRO.MED.CS 

Praha a.s., Čehija

NL/H/3244/003/IB/004/G

113 15-0233 Aripiprazole PMCS 5 mg 

tablets, Tablets, 5 mg

Aripiprazolum PRO.MED.CS 

Praha a.s., Čehija

NL/H/3244/001/IB/004/G

114 15-0104 Coxitor 120 mg film-coated 

tablets, Film-coated tablets, 

120 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/004/IB/011/G

115 15-0102 Coxitor 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/002/IB/011/G

116 15-0103 Coxitor 90 mg film-coated 

tablets, Film-coated tablets, 

90 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/003/IB/011/G
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117 16-0098 Adacel suspension for 

injection in prefilled syringe, 

Suspension for injection in 

prefilled syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

Sanofi Pasteur 

S.A., Francija

DE/H/xxxx/W

S/188

DE/H/1933/002/WS/049

118 10-0041 Adacel suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum, 

antigeni-o(-is) 

minutum, 

adsorbatum

Sanofi Pasteur 

S.A., Francija

DE/H/xxxx/W

S/188

DE/H/1933/001/WS/049

119 16-0141 VaxigripTetra 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

DE/H/1949/001/II/006

120 09-0234 Taflotan 15 micrograms/ml 

eye drops, solution in single-

dose container, Eye drops, 

solution in single-dose 

container, 15 μg/ml

Tafluprostum Santen Oy, Somija DE/H/0991/002/IA/038

121 05-0417 Gabapentin Takeda 100 mg 

capsules, hard, Capsules, 

hard, 100 mg

Gabapentinum Takeda Pharma 

A/S, Dānija

SE/H/0424/001/IA/024

122 05-0418 Gabapentin Takeda 300 mg 

capsules, hard, Capsules, 

hard, 300 mg

Gabapentinum Takeda Pharma 

A/S, Dānija

SE/H/0424/002/IA/024

123 05-0419 Gabapentin Takeda 400 mg 

capsules, hard, Capsules, 

hard, 400 mg

Gabapentinum Takeda Pharma 

A/S, Dānija

SE/H/0424/003/IA/024

124 07-0219 Alfuzosin-Teva 10 mg 

prolonged release tablets, 

Prolonged-release tablets, 10 

mg

Alfuzosini 

hydrochloridum

Teva Pharma B.V., 

Nīderlande

FR/H/0316/002/IA/031

125 13-0166 Ciqorin 10 mg capsules, soft, 

Capsules, soft, 10 mg

Ciclosporinum Teva Pharma B.V., 

Nīderlande

UK/H/5195/001/IA/012

126 13-0169 Ciqorin 100 mg capsules, soft, 

Capsules, soft, 100 mg

Ciclosporinum Teva Pharma B.V., 

Nīderlande

UK/H/5195/004/IA/012

127 13-0167 Ciqorin 25 mg capsules, soft, 

Capsules, soft, 25 mg

Ciclosporinum Teva Pharma B.V., 

Nīderlande

UK/H/5195/002/IA/012

128 13-0168 Ciqorin 50 mg capsules, soft, 

Capsules, soft, 50 mg

Ciclosporinum Teva Pharma B.V., 

Nīderlande

UK/H/5195/003/IA/012

129 10-0639 Trimetazidine Teva 35 mg 

prolonged release tablets, 

Prolonged-release tablets, 35 

mg

Trimetazidini 

dihydrochloridum

Teva Pharma B.V., 

Nīderlande

HU/H/0344/001/IA/015

130 08-0130 Concerta 18 mg prolonged-

release tablets, Prolonged-

release tablets, 18 mg

Methylphenidati 

hydrochloridum

UAB Johnson & 

Johnson, Lietuva

UK/H/0544/001/IA/087
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131 08-0131 Concerta 36 mg prolonged-

release tablets, Prolonged-

release tablets, 36 mg

Methylphenidati 

hydrochloridum

UAB Johnson & 

Johnson, Lietuva

UK/H/0544/002/IA/087

132 08-0132 Concerta 54 mg prolonged-

release tablets, Prolonged-

release tablets, 54 mg

Methylphenidati 

hydrochloridum

UAB Johnson & 

Johnson, Lietuva

UK/H/0544/003/IA/087

133 16-0102 Bosentan Welding 125 mg 

film-coated tablets, Film-

coated tablets, 125 mg

Bosentanum Welding GmbH & 

Co.KG, Vācija

NL/H/3421/002/II/005

134 16-0101 Bosentan Welding 62.5 mg 

film-coated tablets, Film-

coated tablets, 62.5 mg

Bosentanum Welding GmbH & 

Co.KG, Vācija

NL/H/3421/001/II/005

135 16-0083 Etoricoxib Zentiva 120 mg 

film-coated tablets, Film-

coated tablets, 120 mg

Etoricoxibum Zentiva, k.s., 

Čehija

EE/H/0211/004/IB/004

136 16-0081 Etoricoxib Zentiva 60 mg film-

coated tablets, Film-coated 

tablets, 60 mg

Etoricoxibum Zentiva, k.s., 

Čehija

EE/H/0211/002/IB/004

137 16-0082 Etoricoxib Zentiva 90 mg film-

coated tablets, Film-coated 

tablets, 90 mg

Etoricoxibum Zentiva, k.s., 

Čehija

EE/H/0211/003/IB/004

138 13-0021 Osaver 20 mg film-coated 

tablets, Film-coated tablets, 

20 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/002/IB/017

139 13-0022 Osaver 40 mg film-coated 

tablets, Film-coated tablets, 

40 mg

Olmesartanum 

medoxomilum

Zentiva, k.s., 

Čehija

CZ/H/0430/003/IB/017

140 13-0023 Osaver HCT 20 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 20 mg/12.5 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0293/001/IB/026

141 13-0025 Osaver HCT 40 mg/12.5 mg 

film-coated tablets, Film-

coated tablets, 40 mg/12.5 mg

Olmesartanum 

medoxomilum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0293/003/IB/026

142 09-0195 Recoxa 10 mg/ml solution for 

injection, Solution for 

injection, 10 mg/ml

Meloxicamum Zentiva, k.s., 

Čehija

EE/H/0179/003/P/001

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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