
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/119 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 09-0483 Carboplatin Accord 10 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 10 

mg/ml

Carboplatinum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1126/001/IB/029

2 10-0151 Oxaliplatin Accord 5 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 5 mg/ml

Oxaliplatinum Accord Healthcare 

Limited, 

Lielbritānija

UK/H/1349/001/IA/022/G

3 15-0254 Eplerenone Accord 25 mg 

film-coated tablets, Film-

coated tablets, 25 mg

Eplerenonum Accord Healthcare 

Ltd, Lielbritānija

NL/H/3257/001/IB/003

4 15-0255 Eplerenone Accord 50 mg 

film-coated tablets, Film-

coated tablets, 50 mg

Eplerenonum Accord Healthcare 

Ltd, Lielbritānija

NL/H/3257/002/IB/003

5 15-0040 Elfimest 20 mg gastro-

resistant tablets, Gastro-

resistant tablets, 20 mg

Esomeprazolum Actavis Group 

PTC ehf., Īslande

DK/H/2367/001/IB/003

6 08-0014 Seroquel XR 300 mg 

prolonged release tablets, 

Prolonged-release tablets, 300 

mg

Quetiapinum AstraZeneca UK 

Limited, 

Lielbritānija

NL/H/xxxx/WS/1

65

NL/H/0156/010/WS/128

7 08-0015 Seroquel XR 400 mg 

prolonged release tablets, 

Prolonged-release tablets, 400 

mg

Quetiapinum AstraZeneca UK 

Limited, 

Lielbritānija

NL/H/xxxx/WS/1

65

NL/H/0156/011/WS/128

8 10-0050 Piperacillin/Tazobactam 

Aurobindo 2 g/0.25 g powder 

for solution for infusion, 

Powder for solution for 

infusion, 2 g/0.25 g

Piperacillinum, 

Tazobactamum

Aurobindo Pharma 

(Malta) Limited, 

Malta

SE/H/0844/001/IB/015

9 10-0050 Piperacillin/Tazobactam 

Aurobindo 2 g/0.25 g powder 

for solution for infusion, 

Powder for solution for 

infusion, 2 g/0.25 g

Piperacillinum, 

Tazobactamum

Aurobindo Pharma 

(Malta) Limited, 

Malta

SE/H/0844/001/IB/016

10 10-0051 Piperacillin/Tazobactam 

Aurobindo 4 g/0.5 g powder 

for solution for infusion, 

Powder for solution for 

infusion, 4 g/0.5 g

Piperacillinum, 

Tazobactamum

Aurobindo Pharma 

(Malta) Limited, 

Malta

SE/H/0844/002/IB/015

11 10-0051 Piperacillin/Tazobactam 

Aurobindo 4 g/0.5 g powder 

for solution for infusion, 

Powder for solution for 

infusion, 4 g/0.5 g

Piperacillinum, 

Tazobactamum

Aurobindo Pharma 

(Malta) Limited, 

Malta

SE/H/0844/002/IB/016

12 09-0032 Metformin Aurobindo 1000 

mg film-coated tablets, Film-

coated tablets, 1000 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/003/IA/047

13 09-0030 Metformin Aurobindo 500 mg 

film-coated tablets, Film-

coated tablets, 500 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/001/IA/047
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14 09-0031 Metformin Aurobindo 850 mg 

film-coated tablets, Film-

coated tablets, 850 mg

Metformini 

hydrochloridum

Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1459/002/IA/047

15 09-0221 Simvastatin Aurobindo 40 mg 

film-coated tablets, Film-

coated tablets, 40 mg

Simvastatinum Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1311/004/IB/032/G

16 09-0222 Simvastatin Aurobindo 80 mg 

film-coated tablets, Film-

coated tablets, 80 mg

Simvastatinum Aurobindo Pharma 

Limited, 

Lielbritānija

NL/H/1311/005/IB/032/G

17 11-0312 Gelaspan 4% solution for 

infusion, Solution for 

infusion, 4%

Gelatina, Natrii 

chloridum, Natrii 

acetas trihydricus, 

Kalii chloridum, 

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum

B.Braun 

Melsungen AG, 

Vācija

UK/H/3634/001/IB/011/G

18 05-0499 Immunate 1000 IU/750 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 1000 IU/750 IU/10 

ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/003/IB/044

19 05-0497 Immunate 250 IU/190 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 250 IU/190 IU/5 ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/001/IB/044

20 05-0498 Immunate 500 IU/375 IU 

powder and solvent for 

solution for injection, Powder 

and solvent for solution for 

injection, 500 IU/375 IU/5 ml

Factor VIII 

coagulationis 

humanus, Factor 

humanus von 

Willebrandi

Baxalta 

Innovations 

GmbH, Austrija

AT/H/0154/002/IB/044

21 12-0239 Flavamed 30 mg/5 ml oral 

solution, Oral solution, 30 

mg/5 ml

Ambroxoli 

hydrochloridum

Berlin-Chemie 

AG, Vācija

DE/H/3369/001/IB/007

22 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/IB/008

23 07-0083 Hartil HCT 5 mg/25 mg 

tablets, Tablets, 5 mg/25 mg

Ramiprilum, 

Hydrochlorothiazid

um

Egis 

Pharmaceuticals 

PLC, Ungārija

NL/H/0722/002/IA/022/G

24 05-0547 Strattera 10 mg hard capsules, 

Capsules, hard, 10 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/002/II/054

25 08-0155 Strattera 100 mg hard 

capsules, Capsules, hard, 100 

mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/008/II/054

26 05-0548 Strattera 18 mg hard capsules, 

Capsules, hard, 18 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/003/II/054

27 05-0549 Strattera 25 mg hard capsules, 

Capsules, hard, 25 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/004/II/054
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28 05-0550 Strattera 40 mg hard capsules, 

Capsules, hard, 40 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/005/II/054

29 05-0551 Strattera 60 mg hard capsules, 

Capsules, hard, 60 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/006/II/054

30 08-0154 Strattera 80 mg hard capsules, 

Capsules, hard, 80 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/007/II/054

31 09-0020 SmofKabiven Peripheral 

emulsion for infusion, 

Emulsion for infusions

Glucosum 

monohydricum, L-

Alaninum, L-Argininum, 

Glycinum, L-Histidinum, 

L-Isoleucinum, L-

Leucinum, L-Lysinum, L-

Methioninum, L-

Phenylalaninum, L-

Prolinum, L-Serinum, 

Taurinum, L-Threoninum, 

L-Tryptophanum, L-

Tyrosinum, L-Valinum, 

Calcii chloridum 

dihydricum, Natrii 

glycerophosphas, 

Magnesii sulfas 

heptahydricus, Kalii 

chloridum, Natrii acetas 

trihydricus, Zinci sulfas, 

Soiae oleum raffinatum, 

Triglycerida saturata 

media, Olivae oleum 

raffinatum, Piscis oleum 

omega-3 acidis abundans

Fresenius Kabi 

AB, Zviedrija

SE/H/0861/001/IB/084

32 05-0385 MultiBic 2 mmol/l potassium 

solution for haemofiltration, 

Solution for haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/002/IB/034/G

33 05-0386 MultiBic 3 mmol/l potassium 

solution for haemofiltration, 

Solution for haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/003/IB/034/G
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34 05-0387 MultiBic 4 mmol/l potassium 

solution for haemofiltration, 

Solution for haemofiltration

Natrii chloridum, 

Kalii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/004/IB/034/G

35 05-0388 MultiBic potassium-free 

solution for haemofiltration, 

Solution for haemofiltration

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

monohydricum

Fresenius Medical 

Care Deutschland 

GmbH, Vācija

DE/H/0388/001/IB/034/G

36 11-0286 Duplecor 10 mg/10 mg film-

coated tablets, Film-coated 

tablets, 10 mg/10 mg

Atorvastatinum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0248/002/IB/015

37 11-0287 Duplecor 10 mg/5 mg film-

coated tablets, Film-coated 

tablets, 10 mg/5 mg

Atorvastatinum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0248/001/IB/015

38 11-0288 Duplecor 20 mg/10 mg film-

coated tablets, Film-coated 

tablets, 20 mg/10 mg

Atorvastatinum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0248/004/IB/015

39 11-0289 Duplecor 20 mg/5 mg film-

coated tablets, Film-coated 

tablets, 20 mg/5 mg

Atorvastatinum, 

Amlodipinum

Gedeon Richter 

Plc., Ungārija

HU/H/0248/003/IB/015

40 05-0635 Infanrix polio suspension for 

injection in pre-filled syringe, 

Suspension for injection in 

pre-filled syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/xxxx/IA/06

0/G

FR/H/0251/002/IA/113/G

41 07-0238 Boostrix Polio suspension for 

injection in pre-filled 

syringes, Suspension for 

injection in a pre-filled 

syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/IA/06

0/G

DE/H/0466/003/IA/129/G
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42 07-0238 Boostrix Polio suspension for 

injection in pre-filled 

syringes, Suspension for 

injection in a pre-filled 

syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/WS/1

61

DE/H/0466/003/WS/117

43 07-0238 Boostrix Polio suspension for 

injection in pre-filled 

syringes, Suspension for 

injection in a pre-filled 

syringe

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/WS/1

66

DE/H/0466/003/WS/118

44 07-0239 Boostrix Polio suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/IA/06

0/G

DE/H/0466/004/IA/129/G

45 07-0239 Boostrix Polio suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/WS/1

61

DE/H/0466/004/WS/117

46 07-0239 Boostrix Polio suspension for 

injection, Suspension for 

injection

Vaccinum 

diphtheriae, tetani, 

pertussis sine 

cellulis ex 

elementis 

praeparatum et 

poliomyelitidis 

inactivatum 

adsorbatum

GlaxoSmithKline 

Latvia, SIA, 

Latvija

DE/H/xxxx/WS/1

66

DE/H/0466/004/WS/118

47 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/xxxx/IA/06

0/G

DE/H/0210/001/IA/113/G
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48 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/xxxx/WS/1

61

DE/H/0210/001/WS/107

49 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/xxxx/WS/1

66

DE/H/0210/001/WS/108

50 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/xxxx/IA/06

0/G

DE/H/0210/002/IA/113/G

51 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/xxxx/WS/1

61

DE/H/0210/002/WS/107

52 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/xxxx/WS/1

66

DE/H/0210/002/WS/108

53 12-0330 Azithromycin Grindeks 500 

mg film-coated tablets, Film-

coated tablets, 500 mg

Azithromycinum Grindeks, AS, 

Latvija

PT/H/0690/001/IA/006

54 15-0226 Paxifor 10 mg tablets, Tablets, 

10 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/002/IA/002

55 15-0226 Paxifor 10 mg tablets, Tablets, 

10 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/002/IB/003

56 15-0227 Paxifor 15 mg tablets, Tablets, 

15 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/003/IA/002

57 15-0227 Paxifor 15 mg tablets, Tablets, 

15 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/003/IB/003

58 15-0228 Paxifor 20 mg tablets, Tablets, 

20 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/004/IA/002

59 15-0228 Paxifor 20 mg tablets, Tablets, 

20 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/004/IB/003
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60 15-0229 Paxifor 30 mg tablets, Tablets, 

30 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/005/IA/002

61 15-0229 Paxifor 30 mg tablets, Tablets, 

30 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/005/IB/003

62 15-0225 Paxifor 5 mg tablets, Tablets, 

5 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/001/IB/003

63 15-0225 Paxifor 5 mg tablets, Tablets, 

5 mg

Aripiprazolum Grindeks, AS, 

Latvija

NL/H/3205/001/IA/002

64 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/IA/009

65 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/IA/009

66 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/IA/009

67 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/IA/009

68 10-0406 Adenosin Life Medical 5 

mg/ml solution for 

injection/infusion, Solution 

for injection or infusion, 5 

mg/ml

Adenosinum Life Medical 

Sweden AB, 

Zviedrija

SE/H/0345/001/II/023

69 12-0192 Nicorette Coolmint 1 

mg/spray oromucosal spray, 

solution, Oromucosal spray, 

solution, 1 mg/spray

Nicotinum McNeil AB, 

Zviedrija

SE/H/0904/001/II/013

70 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/WS/2

95

DE/H/3356/001/WS/012

71 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/WS/2

95

DE/H/3355/001/WS/012

72 16-0012 Mitomycin medac 1 mg/ml 

powder for solution for 

injection/infusion or 

intravesical use, Powder for 

solution for injection/infusion 

or intravesical use, 1 mg/ml

Mitomycinum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

DE/H/3943/001/IB/004

73 16-0013 Mitomycin medac 20 mg 

powder and solvent for 

intravesical solution, Powder 

and solvent for intravesical 

solution, 20 mg

Mitomycinum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

DE/H/3942/001/IB/003
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74 16-0014 Mitomycin medac 40 mg 

powder and solvent for 

intravesical solution, Powder 

and solvent for intravesical 

solution, 40 mg

Mitomycinum Medac 

Gesellschaft für 

klinische 

Spezialpräparate 

mbH, Vācija

DE/H/3941/001/IB/004

75 15-0116 Optilamid 10 mg/ml eye 

drops, suspension, Eye drops, 

suspension, 10 mg/ml

Brinzolamidum Medana Pharma 

SA, Polija

NL/H/2833/001/IA/005/G

76 07-0207 Medorisper 2 mg film-coated 

tablets, Film-coated tablets, 2 

mg

Risperidonum Medochemie Ltd., 

Kipra

SE/H/0722/003/IA/010/G

77 07-0209 Medorisper 4 mg film-coated 

tablets, Film-coated tablets, 4 

mg

Risperidonum Medochemie Ltd., 

Kipra

SE/H/0722/005/IA/010/G

78 11-0316 Propofol Norameda 10 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 10 

mg/ml

Propofolum Norameda UAB, 

Lietuva

DE/H/2426/001/IA/012

79 11-0317 Propofol Norameda 20 mg/ml 

emulsion for injection or 

infusion, Emulsion for 

injection or infusion, 20 

mg/ml

Propofolum Norameda UAB, 

Lietuva

DE/H/2426/002/IA/012

80 10-0626 Moviprep powder for oral 

solution, Powder for oral 

solution

Macrogolum, 

Natrii sulfas 

anhydricus, Natrii 

chloridum, Kalii 

chloridum, Acidum 

ascorbicum, Natrii 

ascorbas

Norgine Limited, 

Lielbritānija

UK/H/0891/001/IB/053

81 06-0178 Lamisil Uno 1 % cutaneous 

solution, Cutaneous solution, 

1 %

Terbinafinum Novartis Finland 

Oy, Somija

SE/H/0992/004/IA/042

82 14-0136 Theraflu SN 500 mg/30 mg 

powder for oral solution, 

Powder for oral solution, 

500mg/30 mg

Paracetamolum, 

Pseudoephedrini 

hydrochloridum

Novartis Finland 

Oy, Somija

DE/H/3727/001/IB/010/G

83 14-0137 Theraflu SN 500 mg/30 

mg/30 ml syrup, Syrup, 500 

mg/30 mg/30 ml

Paracetamolum, 

Pseudoephedrini 

hydrochloridum

Novartis Finland 

Oy, Somija

DE/H/3724/001/IB/011/G

84 07-0290 NuvaRing 120/15 

micrograms/24 hours vaginal 

delivery system, Vaginal 

delivery system, 120/15 

micrograms 24h

Etonogestrelum, 

Ethinylestradiolum

NV Organon, 

Nīderlande

NL/H/xxxx/WS/1

71 

NL/H/0265/001/WS/049

85 07-0290 NuvaRing 120/15 

micrograms/24 hours vaginal 

delivery system, Vaginal 

delivery system, 120/15 

micrograms 24h

Etonogestrelum, 

Ethinylestradiolum

NV Organon, 

Nīderlande

NL/H/xxxx/WS/1

72

NL/H/0265/001/WS/050

86 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/IA/046/G
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87 06-0225 Octaplex 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/IA/046/G

88 07-0044 Terbinafine Olainfarm 250 mg 

tablets, Tablets, 250 mg

Terbinafinum Olainfarm, AS, 

Latvija

PT/H/0126/001/IA/026

89 07-0383 Nebivolol Orion 5 mg tablets, 

Tablets, 5 mg

Nebivololum Orion Corporation, 

Somija

DK/H/1161/001/IA/011/G

90 08-0289 Stopress 4 mg tablets, Tablets, 

4 mg

Tert-butylamini 

perindoprilum

Pharmaceutical 

Works Polpharma 

SA, Polija

PL/H/0105/001/IA/015

91 08-0290 Stopress 8 mg tablets, Tablets, 

8 mg

Tert-butylamini 

perindoprilum

Pharmaceutical 

Works Polpharma 

SA, Polija

PL/H/0105/002/IA/015

92 12-0337 Tibaldix 100 mg film-coated 

tablets, Film-coated tablets, 

100 mg

Imatinibum PharmaSwiss 

Česka Republika 

s.r.o., Čehija

NL/H/2541/001/IA/013

93 12-0338 Tibaldix 400 mg film-coated 

tablets, Film-coated tablets, 

400 mg

Imatinibum PharmaSwiss 

Česka Republika 

s.r.o., Čehija

NL/H/2541/002/IA/013

94 10-0505 Telmisartan-ratiopharm 40 mg 

tablets, Tablets, 40 mg

Telmisartanum Ratiopharm 

GmbH, Vācija

FR/H/0398/002/IA/026/G

95 10-0506 Telmisartan-ratiopharm 80 mg 

tablets, Tablets, 80 mg

Telmisartanum Ratiopharm 

GmbH, Vācija

FR/H/0398/003/IA/026/G

96 15-0108 Nicabate 2 mg medicated 

chewing gum, Medicated 

chewing gum, 2 mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/xxxx/IA/48

1/G

UK/H/5644/001/IA/009/G

97 15-0109 Nicabate 4 mg medicated 

chewing gum, Medicated 

chewing gum, 4 mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/xxxx/IA/48

1/G

UK/H/5644/002/IA/009/G

98 15-0110 NiQuitin Mint 2 mg 

medicated chewing gum, 

Medicated chewing gum, 2 

mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/xxxx/IA/48

1/G

UK/H/5449/001/IA/008/G

99 15-0111 NiQuitin Mint 4 mg 

medicated chewing gum, 

Medicated chewing gum, 4 

mg

Nicotinum Richard Bittner 

AG, Austrija

UK/H/xxxx/IA/48

1/G

UK/H/5449/002/IA/008/G

100 14-0224 AirFluSal Forspiro 50/250 

micrograms/dose inhalation 

powder, pre-dispensed, 

Inhalation powder, pre-

dispensed, 50/250 μg/dose

Salmeterolum, 

Fluticasoni 

propionas

Sandoz d.d., 

Slovēnija

SE/H/1405/001/IB/003

101 14-0225 AirFluSal Forspiro 50/500 

micrograms/dose inhalation 

powder, pre-dispensed, 

Inhalation powder, pre-

dispensed, 50/500 μg/dose

Salmeterolum, 

Fluticasoni 

propionas

Sandoz d.d., 

Slovēnija

SE/H/1405/002/IB/003

102 15-0104 Coxitor 120 mg film-coated 

tablets, Film-coated tablets, 

120 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/004/IB/008

103 15-0102 Coxitor 60 mg film-coated 

tablets, Film-coated tablets, 

60 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/002/IB/008
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104 15-0103 Coxitor 90 mg film-coated 

tablets, Film-coated tablets, 

90 mg

Etoricoxibum Sandoz d.d., 

Slovēnija

DE/H/3908/003/IB/008

105 15-0064 Moxifloxacin Sandoz 400 mg 

film-coated tablets, Film-

coated tablets, 400 mg

Moxifloxacinum Sandoz d.d., 

Slovēnija

AT/H/0366/001/IB/012

106 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/WS/1

67

DE/H/1933/002/WS/041

107 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/WS/1

67

DE/H/1933/001/WS/041

108 14-0152 Sevelamer carbonate Synthon 

800 mg film-coated tablets, 

Film-coated tablets, 800 mg

Sevelameri 

carbonas

Synthon BV, 

Nīderlande

DK/H/1948/001/IA/006

109 99-0202 Xefo 4 mg film-coated tablets, 

Film-coated tablets, 4 mg

Lornoxicamum Takeda Austria 

GmbH, Austrija

DK/H/0123/001/IA/062/G

110 99-0203 Xefo 8 mg film-coated tablets, 

Film-coated tablets, 8 mg

Lornoxicamum Takeda Austria 

GmbH, Austrija

DK/H/0123/002/IA/062/G

111 00-0133 Xefo 8 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 8 

mg

Lornoxicamum Takeda Austria 

GmbH, Austrija

DK/H/0123/005/IA/062/G

112 99-0517 Controloc 20 mg gastro-

resistant tablets, Gastro-

resistant tablets, 20 mg

Pantoprazolum Takeda GmbH, 

Vācija

DE/H/xxxx/IA/82

6/G

DE/H/0268/001/IA/215/G

113 99-0518 Controloc 40 mg gastro-

resistant tablets, Gastro-

resistant tablets, 40 mg

Pantoprazolum Takeda GmbH, 

Vācija

DE/H/xxxx/IA/82

6/G

DE/H/0268/002/IA/215/G

114 03-0429 Xefo Rapid 8 mg film-coated 

tablets, Film-coated tablets, 8 

mg

Lornoxicamum Takeda Pharma 

AS, Igaunija

DK/H/0123/006/IA/062/G

115 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/IA/005

116 15-0349 Rasagiline Teva 1 mg tablets, 

Tablets, 1 mg

Rasagilinum Teva B.V., 

Nīderlande

EMEA/H/C/XXX

X/WS/985/G

SE/H/1528/001/WS/005/G

117 08-0358 Amlodipine Teva 10 mg 

tablets, Tablets, 10 mg

Amlodipinum Teva Pharma B.V., 

Nīderlande

UK/H/1158/002/IA/026/G

118 08-0357 Amlodipine Teva 5 mg 

tablets, Tablets, 5 mg

Amlodipinum Teva Pharma B.V., 

Nīderlande

UK/H/1158/001/IA/026/G
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119 13-0075 Perindopril Teva 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Perindoprili tosilas Teva Pharma B.V., 

Nīderlande

NL/H/2468/003/IB/013

120 13-0075 Perindopril Teva 10 mg film-

coated tablets, Film-coated 

tablets, 10 mg

Perindoprili tosilas Teva Pharma B.V., 

Nīderlande

NL/H/2468/003/IA/015

121 13-0074 Perindopril Teva 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Perindoprili tosilas Teva Pharma B.V., 

Nīderlande

NL/H/2468/002/IB/013

122 13-0074 Perindopril Teva 5 mg film-

coated tablets, Film-coated 

tablets, 5 mg

Perindoprili tosilas Teva Pharma B.V., 

Nīderlande

NL/H/2468/002/IA/015

123 11-0355 Afrin 0.5 mg/ml nasal spray, 

solution, Nasal spray, 

solution, 0.5 mg/ml

Oxymetazolini 

hydrochloridum

UAB Bayer, 

Lietuva

NL/H/1971/001/IB/017/G

124 11-0357 Afrin Glycerol 0.5 mg/ml 

nasal spray, solution, Nasal 

spray, solution, 0.5 mg/ml

Oxymetazolini 

hydrochloridum

UAB Bayer, 

Lietuva

NL/H/1971/003/IB/017/G

125 11-0358 Afrin Menthol 0.5 mg/ml 

nasal spray, solution, Nasal 

spray, solution, 0.5 mg/ml

Oxymetazolini 

hydrochloridum

UAB Bayer, 

Lietuva

NL/H/1971/002/IB/017/G

126 14-0198 TriFlunex 500 mg/200 mg/10 

mg powder for oral solution, 

Powder for oral solution, 500 

mg/200 mg/10 mg

Paracetamolum, 

Guaifenesinum, 

Phenylephrini 

hydrochloridum

Wick Pharma, 

Vācija

UK/H/1191/001/IA/023/G

127 15-0280 Lifsar Pulmojet 50/500 

micrograms/dose inhalation 

powder, Inhalation powder, 

50/500 μg/dose

Salmeterolum, 

Fluticasoni 

propionas

Zentiva, k.s., 

Čehija

UK/H/5582/001/IB/001

128 09-0089 Lozap H 50 mg/12.5 mg film-

coated tablets, Film-coated 

tablets, 50 mg/12.5 mg

Losartanum 

kalicum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0117/001/IA/030

129 12-0083 Zipion 30 mg tablets, Tablets, 

30 mg

Pioglitazonum Zentiva, k.s., 

Čehija

EL/H/0165/002/IA/012

Zāļu reģistrācijas 

departamenta  Efektivitātes 

un drošuma izvērtēšanas 

nodaļas vadītāja I.Eglīte
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