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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 12-0001 Amlodipine Accord 10 

mg tablets, Tablets, 10 

mg

Amlodipinum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/0842/002/IA/016/G

2 12-0002 Amlodipine Accord 5 

mg tablets, Tablets, 5 

mg

Amlodipinum Accord Healthcare 

Limited, 

Lielbritānija

SE/H/0842/001/IA/016/G

3 10-0341 Doxorubicin Accord 2 

mg/ml concentrate for 

solution for infusion, 

Concentrate for solution 

for infusion, 2 mg/ml

Doxorubicini 

hydrochloridum

Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1347/001/IB/024

4 16-0085 Telmisartan/Hydrochlor

othiazide Accord 40 

mg/12.5 mg tablets, 

Tablets, 40 mg/12.5 mg

Telmisartanum, 

Hydro-

chlorothiazidum

Accord Healthcare 

Ltd, Lielbritānija

UK/H/4966/001/IB/002

5 16-0086 Telmisartan/Hydrochlor

othiazide Accord 80 

mg/12.5 mg tablets, 

Tablets, 80 mg/12.5 mg

Telmisartanum, 

Hydro-

chlorothiazidum

Accord Healthcare 

Ltd, Lielbritānija

UK/H/4966/002/IB/002

6 16-0087 Telmisartan/Hydrochlor

othiazide Accord 80 

mg/25 mg tablets, 

Tablets, 80 mg/25 mg

Telmisartanum, 

Hydro-

chlorothiazidum

Accord Healthcare 

Ltd, Lielbritānija

UK/H/4966/003/IB/002

7 09-0497 Escitalopram Actavis 10 

mg film-coated tablets, 

Film-coated tablets, 10 

mg

Escitalo-pramum Actavis Group 

PTC ehf., Īslande

DK/H/1456/002/II/027

8 08-0309 Risedronate sodium 

Actavis 35 mg film-

coated tablets, Film-

coated tablets, 35 mg

Natrii risedronas Actavis Group 

PTC ehf., Īslande

EE/H/0228/001/IB/023

9 14-0155 Entonox 50%/50% 

medicinal gas, 

compressed, Medicinal 

gas, compressed, 

50%/50%

Dinitrogenii oxidum, 

Oxygenium

AGA AB, 

Zviedrija

SE/H/0831/001/IA/030/G

10 99-0119 Atacand 16 mg tablets, 

Tablets, 16 mg

Candesartanum 

cilexetilum

AstraZeneca AB, 

Zviedrija

UK/H/0197/004/IA/111

11 99-0118 Atacand 8 mg tablets, 

Tablets, 8 mg

Candesartanum 

cilexetilum

AstraZeneca AB, 

Zviedrija

UK/H/0197/003/IA/111

12 10-0196 Sevoflurane Baxter 

100% Inhalation vapour, 

liquid, Inhalation 

vapour, liquid, 100%

Sevofluranum Baxter S.A., 

Beļģija

DK/H/0784/001/IA/048/G

13 11-0290 Ibustar Kids 100 mg/5 

ml oral suspension, Oral 

suspension, 20 mg/ml

Ibuprofenum Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/2463/001/IA/011
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14 15-0268 Ibustar Kids 200 mg/5 

ml oral suspension, Oral 

suspension, 40 mg/ml

Ibuprofenum Berlin-Chemie AG 

(Menarini Group), 

Vācija

DE/H/2598/002/IA/016

15 08-0096 Ibustar 400 mg film-

coated tablets, Film-

coated tablets, 400 mg

Ibuprofenum Berlin-Chemie AG, 

Vācija

DE/H/1212/001/IA/029

16 13-0172 Brufen 600 mg 

effervescent granules, 

Effervescent granules, 

600 mg

Ibuprofenum BGP Products, 

SIA, Latvija

UK/H/5137/001/IB/013

17 13-0232 Striverdi Respimat 2.5 

microgram solution for 

inhalation, Solution for 

inhalation, 2.5 µg

Olodaterolum Boehringer 

Ingelheim 

International 

GmbH, Vācija

NL/H/2498/001/II/011

18 08-0224 Foster 100/6 

micrograms per 

actuation pressurised 

inhalation solution, 

Pressurised inhalation, 

solution, 100/6 

micrograms per 

actuation

Beclometasoni 

dipropionas, 

Formoteroli fumaras 

dihydricus

Chiesi 

Pharmaceuticals 

GmbH, Austrija

DE/H/0873/001/II/064/G

19 09-0367 Ondansetron Claris 2 

mg/ml solution for 

injection, Solution for 

injection, 2 mg/ml

Ondansetronum Claris Lifesciences 

(UK) Limited, 

Lielbritānija

UK/H/1240/001/IB/022

20 14-0194 Rosulip 10 mg/10 mg 

capsules, hard, 

Capsules, hard, 10 

mg/10 mg

Rosuvasta-tinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/001/II/011

21 14-0194 Rosulip 10 mg/10 mg 

capsules, hard, 

Capsules, hard, 10 

mg/10 mg

Rosuvasta-tinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/001/II/013

22 14-0195 Rosulip 20 mg/10 mg 

capsules, hard, 

Capsules, hard, 20 

mg/10 mg

Rosuvasta-tinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/002/II/011

23 14-0195 Rosulip 20 mg/10 mg 

capsules, hard, 

Capsules, hard, 20 

mg/10 mg

Rosuvasta-tinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/002/II/013

24 14-0196 Rosulip 40 mg/10 mg 

capsules, hard, 

Capsules, hard, 40 

mg/10 mg

Rosuvasta-tinum, 

Ezetimibum

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/3007/003/II/011

25 12-0129 Vonille 60 

micrograms/15 

micrograms film-coated 

tablets, Film-coated 

tablets, 60 

micrograms/15 

micrograms

Gestodenum, 

Ethinylestra-diolum

Exeltis Baltics 

UAB, Lietuva

NL/H/1902/001/IA/011
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26 12-0129 Vonille 60 

micrograms/15 

micrograms film-coated 

tablets, Film-coated 

tablets, 60 

micrograms/15 

micrograms

Gestodenum, 

Ethinylestra-diolum

Exeltis Baltics 

UAB, Lietuva

NL/H/1902/001/IB/010/G

27 15-0028 Gemcitabine Kabi 38 

mg/ml concentrate for 

solution for infusion, 

Concentrate for solution 

for infusion, 38 mg/ml

Gemcitabinum Fresenius Kabi 

Oncology Plc., 

Lielbritānija

NL/H/2447/002/IB/012/G

28 17-0239 Clariscan 0.5 mmol/ml 

solution for injection in 

pre-filled syringe, 

Solution for injection in 

pre-filled syringe, 0.5 

mmol/ml

Acidum gadotericum GE Healthcare AS, 

Norvēģija

SE/H/1562/002/IB/004/G

29 17-0238 Clariscan 0.5 mmol/ml 

solution for injection, 

Solution for injection, 

0.5 mmol/ml

Acidum gadotericum GE Healthcare AS, 

Norvēģija

SE/H/1562/001/IB/004/G

30 99-0657 Priorix powder and 

solvent for solution for 

injection in pre-filled 

syringe, Powder and 

solvent for solution for 

injections in pre-filled 

syringe

Virus rubellae, 

vivum, attenuatum, 

Virus morbilli (stirps 

Schwarzi), vivum, 

attenuatum, Virus 

parotitidis epidemici, 

vivum, attenuatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/0137/001/P/001

31 12-0227 Priorix powder and 

solvent for solution for 

injection, Powder and 

solvent for solution for 

injection

Virus rubellae, 

vivum, attenuatum, 

Virus morbilli (stirps 

Schwarzi), vivum, 

attenuatum, Virus 

parotitidis epidemici, 

vivum, attenuatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/0137/002/P/001

32 05-0553 Ampril HD 5 mg/25 mg 

tablets, Tablets, 5 mg/25 

mg

Ramiprilum, Hydro-

chlorothiazidum

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/002/IA/032

33 05-0552 Ampril HL 2.5 mg/12.5 

mg tablets, Tablets, 2.5 

mg/12.5 mg

Ramiprilum, Hydro-

chlorothiazidum

KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/0845/001/IA/032

34 10-0654 Asolfena 10 mg film-

coated tablets, Film-

coated tablets, 10 mg

Solifenacini succinas KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0128/002/P/001

35 10-0655 Asolfena 5 mg film-

coated tablets, Film-

coated tablets, 5 mg

Solifenacini succinas KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0128/001/P/001

36 17-0032 Azithromycin Krka 20 

mg/ml powder for oral 

suspension, Powder for 

oral suspension, 20 

mg/ml

Azithromycinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0148/003/IB/006
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37 17-0033 Azithromycin Krka 40 

mg/ml powder for oral 

suspension, Powder for 

oral suspension, 40 

mg/ml

Azithromycinum KRKA, d.d., Novo 

mesto, Slovēnija

SK/H/0148/004/IB/006

38 16-0191 Dexamethason Krka 20 

mg tablets, Tablets, 20 

mg

Dexametha-sonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/003/IB/006

39 16-0189 Dexamethason Krka 4 

mg tablets, Tablets, 4 

mg

Dexametha-sonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/001/IB/006

40 16-0192 Dexamethason Krka 40 

mg tablets, Tablets, 40 

mg

Dexametha-sonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/004/IB/006

41 16-0190 Dexamethason Krka 8 

mg tablets, Tablets, 8 

mg

Dexametha-sonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/002/IB/006

42 10-0321 Escepran 25 mg film-

coated tablets, Film-

coated tablets, 25 mg

Exemestanum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1733/001/P/001

43 15-0183 Septabene 1.5 mg/5.0 

mg/ml oromucosal 

spray, solution, 

Oromucosal spray, 

solution, 1.5 mg/5.0 

mg/ml

Benzydamini 

hydrochloridum, 

Cetylpyridinii 

chloridum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0508/001/IB/005

44 15-0172 Septabene 3 mg/1 mg 

lozenges, Lozenges, 3 

mg/1 mg

Benzydamini 

hydrochloridum, 

Cetylpyridinii 

chloridum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0507/001/IB/008

45 17-0204 Septabene lemon and 

elder flower 3 mg/1 mg 

lozenges, Lozenges, 3 

mg/1 mg

Benzydamini 

hydrochloridum, 

Cetylpyridinii 

chloridum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0507/003/IB/008

46 17-0203 Septabene lemon and 

honey 3 mg/1 mg 

lozenges, Lozenges, 3 

mg/1 mg

Benzydamini 

hydrochloridum, 

Cetylpyridinii 

chloridum

KRKA, d.d., Novo 

mesto, Slovēnija

CZ/H/0507/002/IB/008

47 12-0277 Monoprost 50 

micrograms/ml eye 

drops, solution, single-

dose container, Eye 

drops, solution, single-

dose container, 50 μg/ml

Latano-prostum Laboratoires 

THEA, Francija

FR/H/0499/001/II/017/G

48 15-0212 Triveram 20 mg/10 mg/5 

mg film-coated tablets, 

Film-coated tablets, 20 

mg/10 mg/5 mg

Atorvastatinum, 

Perindoprili 

argininum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

FI/H/xxxx/IA/057/G FI/H/0840/003/IA/019/G

49 15-0211 Triveram 20 mg/5 mg/5 

mg film-coated tablets, 

Film-coated tablets, 20 

mg/5 mg/5 mg

Atorvastatinum, 

Perindoprili 

argininum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

FI/H/xxxx/IA/057/G FI/H/0840/002/IA/019/G

50 15-0214 Triveram 40 mg/10 

mg/10 mg film-coated 

tablets, Film-coated 

tablets, 40/mg/10 mg/10 

mg

Atorvastatinum, 

Perindoprili 

argininum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

FI/H/xxxx/IA/057/G FI/H/0840/005/IA/019/G

4



Izmaiņas Latvijas Zāļu reģistrā (MRP/DCP-CMS) Rīkojuma Nr.2-20/57 pielikums Nr.3, 27.04.2018.

1 2 3 4 5 6 7

51 12-0192 Nicorette Coolmint 1 

mg/spray oromucosal 

spray, solution, 

Oromucosal spray, 

solution, 1 mg/spray

Nicotinum McNeil AB, 

Zviedrija

SE/H/0904/001/IA/019

52 12-0047 Actifed Menthol 20 

mg/ml oral solution, 

Oral solution, 20 mg/ml

Guaifenesinum McNeil Products 

Limited c/o 

Johnson & Johnson 

Limited, 

Lielbritānija

UK/H/4651/001/IB/019

53 15-0196 Fortulin Novolizer 12 

micrograms/actuation 

inhalation powder, 

Inhalation powder, 12 

micrograms/actuation

Formoteroli fumaras 

dihydricus

Meda Pharma, 

SIA, Latvija

DE/H/3703/002/IA/007/G

54 15-0195 Fortulin Novolizer 6 

micrograms/actuation 

inhalation powder, 

Inhalation powder, 6 

micrograms/actuation

Formoteroli fumaras 

dihydricus

Meda Pharma, 

SIA, Latvija

DE/H/3703/001/IA/007/G

55 15-0143 Bendamustine medac 

2.5 mg/ml powder for 

concentrate for solution 

for infusion, Powder for 

concentrate for solution 

for infusion, 2.5 mg/ml

Bendamustini 

hydrochloridum

Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

DK/H/2410/001/IB/007/G

56 13-0215 Metex 10 mg solution 

for injection in pre-filled 

pen, Solution for 

injection in pre-filled 

pen, 10 mg/0,20 ml

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/003/II/028

57 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

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/004/II/028

58 13-0217 Metex 15 mg solution 

for injection in pre-filled 

pen, Solution for 

injection in pre-filled 

pen, 15 mg/0,30 ml

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/005/II/028

59 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

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/006/II/028

60 13-0219 Metex 20 mg solution 

for injection in pre-filled 

pen, Solution for 

injection in pre-filled 

pen, 20 mg/0,40 ml

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/007/II/028

5



Izmaiņas Latvijas Zāļu reģistrā (MRP/DCP-CMS) Rīkojuma Nr.2-20/57 pielikums Nr.3, 27.04.2018.

1 2 3 4 5 6 7

61 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

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/008/II/028

62 13-0221 Metex 25 mg solution 

for injection in pre-filled 

pen, Solution for 

injection in pre-filled 

pen, 25 mg/0,50 ml

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/009/II/028

63 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

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/010/II/028

64 13-0223 Metex 30 mg solution 

for injection in pre-filled 

pen, Solution for 

injection in pre-filled 

pen, 30 mg/0,60 ml

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/011/II/028

65 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

Methotre-xatum Medac Gesellschaft 

für klinische 

Spezialpräparate 

mbH, Vācija

SE/H/0643/002/II/028

66 10-0437 Vanatex 160 mg film-

coated tablets, Film-

coated tablets, 160 mg

Valsartanum Medana Pharma 

SA, Polija

CZ/H/0617/002/IB/013

67 10-0438 Vanatex 80 mg film-

coated tablets, Film-

coated tablets, 80 mg

Valsartanum Medana Pharma 

SA, Polija

CZ/H/0617/001/IB/013

68 15-0251 Zykalor 10 mg tablets, 

Tablets, 10 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/002/IB/002

69 15-0251 Zykalor 10 mg tablets, 

Tablets, 10 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/002/IB/003

70 15-0252 Zykalor 15 mg tablets, 

Tablets, 15 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/003/IB/002

71 15-0252 Zykalor 15 mg tablets, 

Tablets, 15 mg

Aripiprazolum Medochemie Ltd., 

Kipra

EE/H/0212/003/IB/003

72 06-0081 Dolmen 25 mg film-

coated tablets, Film-

coated tablets, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0101/002/IB/067

73 16-0031 Dolmen 25 mg film-

coated tablets, Film-

coated tablets, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0101/002/IB/067

74 11-0259 Dolmen 25 mg granules 

for oral solution, 

Granules for oral 

solution, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0101/005/IB/069
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75 16-0032 Dolmen 25 mg granules 

for oral solution, 

Granules for oral 

solution, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0101/005/IB/069

76 06-0082 Dolmen 50 mg/2 ml 

solution for 

injection/infusion, 

Solution for 

injection/infusion, 50 

mg/2 ml

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0101/003/IB/068

77 06-0084 Ketesse 25 mg film-

coated tablets, Film-

coated tablets, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0100/002/IB/065

78 16-0166 Ketesse 25 mg film-

coated tablets, Film-

coated tablets, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0100/002/IB/065

79 11-0261 Ketesse 25 mg granules 

for oral solution, 

Granules for oral 

solution, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0100/005/IB/067

80 16-0167 Ketesse 25 mg granules 

for oral solution, 

Granules for oral 

solution, 25 mg

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0100/005/IB/067

81 06-0085 Ketesse 50 mg/2 ml 

solution for 

injection/infusion, 

Solution for 

injection/infusion, 50 

mg/2 ml

Dexketopro-fenum Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0100/003/IB/066

82 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/II/119

83 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/II/119

84 05-0049 Octanate 1000 IU 

powder and solvent for 

solution for injection, 

Powder and solvent for 

solution for injection, 

100 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/002/IA/039

85 15-0022 Octanate 1000 IU/5 ml 

powder and solvent for 

solution for injection, 

Powder and solvent for 

solution for injection, 

200 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/004/IA/039
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86 05-0047 Octanate 250 IU powder 

and solvent for solution 

for injection, Powder 

and solvent for solution 

for injection, 50 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/001/IA/039

87 05-0048 Octanate 500 IU powder 

and solvent for solution 

for injection, Powder 

and solvent for solution 

for injection, 50 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/001/IA/039

88 15-0021 Octanate 500 IU/5 ml 

powder and solvent for 

solution for injection, 

Powder and solvent for 

solution for injection, 

100 IU/ml

Factor VIII 

coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

SE/H/1070/003/IA/039

89 12-0013 Wilate 1000 IU/1000 IU 

powder and solvent for 

solution for injection, 

Powder and solvent for 

solution for injection, 

1000 IU/1000 IU

Factor humanus von 

Willebrandi, Factor 

VIII coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0471/004/IA/042

90 12-0014 Wilate 500 IU/500 IU 

powder and solvent for 

solution for injection, 

Powder and solvent for 

solution for injection, 

500 IU/500 IU

Factor humanus von 

Willebrandi, Factor 

VIII coagulationis 

humanus

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0471/003/IA/042

91 16-0177 Methotrexate Orion 10 

mg tablets, Tablets, 10 

mg

Methotrexatum Orion Corporation, 

Somija

SE/H/1442/002/IB/003

92 16-0177 Methotrexate Orion 10 

mg tablets, Tablets, 10 

mg

Methotrexatum Orion Corporation, 

Somija

SE/H/1442/002/IB/004/G

93 16-0177 Methotrexate Orion 10 

mg tablets, Tablets, 10 

mg

Methotre-xatum Orion Corporation, 

Somija

SE/H/1442/002/II/001/G

94 16-0176 Methotrexate Orion 2.5 

mg tablets, Tablets, 2.5 

mg

Methotrexatum Orion Corporation, 

Somija

SE/H/1442/001/IB/003

95 16-0176 Methotrexate Orion 2.5 

mg tablets, Tablets, 2.5 

mg

Methotrexatum Orion Corporation, 

Somija

SE/H/1442/001/IB/004/G

96 16-0176 Methotrexate Orion 2.5 

mg tablets, Tablets, 2.5 

mg

Methotre-xatum Orion Corporation, 

Somija

SE/H/1442/001/II/001/G

97 07-0394 Esmocard 100 mg/10 ml 

solution for injection, 

Solution for injection, 

100 mg/10 ml

Esmololi hydro-

chloridum

Orpha-Devel 

Handels und 

Vertriebs GmbH, 

Austrija

NL/H/0779/001/II/023
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98 11-0122 Esmocard Lyo 2500 mg 

powder for concentrate 

for solution for infusion, 

Powder for concentrate 

for solution for infusion, 

2500 mg

Esmololi hydro-

chloridum

Orpha-Devel 

Handels und 

Vertriebs GmbH, 

Austrija

NL/H/0779/003/II/023

99 02-0251 Diflucan 150 mg hard 

capsules, Capsule, hard, 

150 mg

Fluconazolum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/501 DE/H/3456/003/WS/036

100 96-0660 Diflucan 2 mg/ml 

solution for infusion, 

Solution for infusion, 2 

mg/ml

Fluconazolum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/501 DE/H/3456/006/WS/036

101 10-0403 Sortis 10 mg chewable 

tablets, Chewable 

tablets, 10 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/006/WS/135

102 98-0598 Sortis 10 mg film-coated 

tablets, Film-coated 

tablets, 10 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/001/WS/135

103 10-0404 Sortis 20 mg chewable 

tablets, Chewable 

tablets, 20 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/007/WS/135

104 98-0599 Sortis 20 mg film-coated 

tablets, Film-coated 

tablets, 20 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/002/WS/135

105 10-0405 Sortis 40 mg chewable 

tablets, Chewable 

tablets, 40 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/008/WS/135

106 98-0600 Sortis 40 mg film-coated 

tablets, Film-coated 

tablets, 40 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/003/WS/135

107 10-0402 Sortis 5 mg chewable 

tablets, Chewable 

tablets, 5 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/005/WS/135

108 03-0502 Sortis 80 mg film-coated 

tablets, Film-coated 

tablets, 80 mg

Atorvastatinum Pfizer Limited, 

Lielbritānija

DE/H/xxxx/WS/505 DE/H/0109/004/WS/135

109 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/039

110 15-0006 Colecalciferol 

Radaydrug 1000 IU film-

coated tablets, Film-

coated tablets, 1000 IU

Colecalci-ferolum Radaydrug Kft, 

Ungārija

NL/H/2963/002/IA/019

111 15-0008 Colecalciferol 

Radaydrug 30000 IU 

film-coated tablets, Film-

coated tablets, 30000 IU

Colecalci-ferolum Radaydrug Kft, 

Ungārija

NL/H/2963/004/IA/019

112 15-0007 Colecalciferol 

Radaydrug 7000 IU film-

coated tablets, Film-

coated tablets, 7000 IU

Colecalci-ferolum Radaydrug Kft, 

Ungārija

NL/H/2963/003/IA/019
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113 15-0005 Colecalciferol 

Radaydrug 800 IU film-

coated tablets, Film-

coated tablets, 800 IU

Colecalci-ferolum Radaydrug Kft, 

Ungārija

NL/H/2963/001/IA/019

114 16-0219 Framsyl 16 mg/10 mg 

hard capsules, Capsules, 

hard, 16 mg/10 mg

Candesartanum 

cilexetilum, 

Amlodipinum

Sandoz d.d., 

Slovēnija

DE/H/4526/004/IB/001

115 16-0217 Framsyl 16 mg/5 mg 

hard capsules, Capsules, 

hard, 16 mg/5 mg

Candesartanum 

cilexetilum, 

Amlodipinum

Sandoz d.d., 

Slovēnija

DE/H/4526/002/IB/001

116 16-0218 Framsyl 8 mg/10 mg 

hard capsules, Capsules, 

hard, 8 mg/10 mg

Candesartanum 

cilexetilum, 

Amlodipinum

Sandoz d.d., 

Slovēnija

DE/H/4526/003/IB/001

117 16-0216 Framsyl 8 mg/5 mg hard 

capsules, Capsules, 

hard, 8 mg/5 mg

Candesartanum 

cilexetilum, 

Amlodipinum

Sandoz d.d., 

Slovēnija

DE/H/4526/001/IB/001

118 11-0109 Latizolil 50 

micrograms/ml eye 

drops, solution, Eye 

drops, solution, 50 

μg/ml

Latanoprostum Sandoz d.d., 

Slovēnija

DE/H/2076/001/IB/020

119 17-0147 Solvetta 120/15 

micrograms/24 hours 

vaginal delivery system, 

Vaginal delivery system, 

120/15 micrograms/24 

hours

Etonogestrelum, 

Ethinylestra-diolum

Sandoz d.d., 

Slovēnija

NL/H/3744/001/IA/004

120 15-0135 Nasacort 55 

micrograms/dose nasal 

spray, suspension, Nasal 

spray, suspension, 55 

µg/dose

Triamcinoloni 

acetonidum

Sanofi-aventis 

Latvia, SIA, 

Latvija

UK/H/0189/001/IA/075

121 18-0001 Baclofen Sintetica 0.05 

mg/ml solution for 

injection, Solution for 

injection, 0.05 mg/ml

Baclofenum Sintetica GmbH, 

Vācija

BE/H/0152/001/IA/029

122 18-0002 Baclofen Sintetica 0.5 

mg/ml solution for 

infusion, Solution for 

infusion, 0.5 mg/ml

Baclofenum Sintetica GmbH, 

Vācija

BE/H/0152/002/IA/029

123 18-0003 Baclofen Sintetica 2 

mg/ml solution for 

infusion, Solution for 

infusion, 2 mg/ml

Baclofenum Sintetica GmbH, 

Vācija

BE/H/0152/003/IA/029

124 16-0084 Fulvestrant Teva 250 mg 

solution for injection in 

pre-filled syringe, 

Solution for injection in 

pre-filled syringe, 250 

mg

Fulvestrantum Teva B.V., 

Nīderlande

DE/H/4234/001/IB/013/G
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125 15-0296 Gliclazide Teva 60 mg 

modified-release tablets, 

Modified-release tablets, 

60 mg

Gliclazidum Teva B.V., 

Nīderlande

DK/H/2460/001/P/001

126 14-0104 Telmisartan/Hydrochlor

othiazide Teva Pharma 

80 mg/12.5 mg tablets, 

Tablets, 80 mg/12.5 mg

Telmisartanum, 

Hydro-

chlorothiazidum

Teva B.V., 

Nīderlande

DK/H/2307/002/IA/014

127 10-0265 Piperacillin/Tazobactam 

Teva 4000 mg/500 mg 

powder for solution for 

infusion, Powder for 

solution for infusion, 

4000 mg/500 mg

Piperacillinum, 

Tazobactamum

Teva Pharma B.V., 

Nīderlande

NL/H/0829/002/IB/013

128 06-0169 Xyzal 0.5 mg/ml oral 

solution, Oral solution, 

0.5 mg/ml

Levocetirizini 

dihydro-chloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/003/II/080

129 06-0169 Xyzal 0.5 mg/ml oral 

solution, Oral solution, 

0.5 mg/ml

Levocetirizini 

dihydro-chloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/003/II/087

130 05-0407 Xyzal 5 mg coated 

tablets, Film-coated 

tablets, 5 mg

Levocetirizini 

dihydro-chloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/001/II/080

131 05-0407 Xyzal 5 mg coated 

tablets, Film-coated 

tablets, 5 mg

Levocetirizini 

dihydro-chloridum

UCB Pharma Oy 

Finland, Somija

DE/H/0299/001/II/087

132 98-0791 Zyrtec 1 mg/ml oral 

solution, Oral solution, 

1 mg/ml

Cetirizini dihydro-

chloridum

UCB Pharma Oy 

Finland, Somija

IE/H/0209/003/IA/029

133 11-0389 Zenadea 2 mg/0.03 mg 

film coated tablets, Film 

coated tablets, 2 

mg/0.03 mg

Dienogestum, 

Ethinylestra-diolum

Zentiva, k.s., 

Čehija

CZ/H/0282/001/IB/017/G

Zāļu reģistrācijas 

departamenta  

Efektivitātes un 

drošuma izvērtēšanas 

nodaļas vadītāja 

I.Eglīte
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