
Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/40 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 14-0259 Bjorgeina 150 mg film-coated 

tablets, Film-coated tablets, 

150 mg

Bicalutamidum Actavis Group 

PTC ehf., Īslande

SE/H/1379/002/IA/004

2 14-0258 Bjorgeina 50 mg film-coated 

tablets, Film-coated tablets, 

50 mg

Bicalutamidum Actavis Group 

PTC ehf., Īslande

SE/H/1379/001/IA/004

3 11-0010 Dorzolamide Actavis 20 

mg/ml eye drops, solution, 

Eye drops, solution, 20 mg/ml

Dorzolamidum Actavis Group 

PTC ehf., Īslande

UK/H/3137/001/IB/008

4 16-0089 Iviverz 600 mg/300 mg film-

coated tablets, Film-coated 

tablets, 600 mg/300 mg

Abacavirum, 

Lamivudinum

Actavis Group 

PTC ehf., Īslande

NL/H/3488/001/IA/002

5 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/007

6 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/II/006

7 15-0294 Botox 100 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 100 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/0113/001/IB/108/G

8 15-0294 Botox 100 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 100 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/xxxx/WS/02

6

IE/H/0113/001/WS/104/G

9 15-0295 Botox 200 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 200 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/0113/003/IB/108/G

10 15-0295 Botox 200 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 200 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/xxxx/WS/02

6

IE/H/0113/003/WS/104/G

11 15-0293 Botox 50 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 50 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/0113/002/IB/108/G

12 15-0293 Botox 50 Allergan Units 

powder for solution for 

injection, Powder for solution 

for injection, 50 Allergan 

Units

Toxinum 

botulinicum A

Allergan 

Pharmaceuticals 

Ireland, Īrija

IE/H/xxxx/WS/02

6

IE/H/0113/002/WS/104/G

1
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13 05-0199 Eligard 22.5 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 22.5 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/002/IB/065

14 07-0345 Eligard 45 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 45 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/003/IB/065

15 05-0198 Eligard 7.5 mg powder and 

solvent for solution for 

injection, Powder and solvent 

for solution for injection, 7.5 

mg

Leuprorelini acetas Astellas Pharma 

AS, Dānija

DE/H/0508/001/IB/065

16 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/IA/045/G

2
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17 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/IA/044/G

18 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/IA/044/G

3
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19 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/IA/045/G

4
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20 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/IA/044/G

5
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21 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/IA/044/G

6
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22 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/IA/045/G

23 08-0347 Qlaira film-coated tablets, 

Film-coated tablets

Estradioli valeras, 

Dienogestum

Bayer Pharma AG, 

Vācija

NL/H/1230/001/P/003

24 06-0161 Yasminelle 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Bayer Pharma AG, 

Vācija

NL/H/0701/001/P/002

25 08-0167 YAZ 0.02 mg/3 mg film-

coated tablets, Film-coated 

tablets, 0.02 mg/3 mg

Ethinylestradiolum, 

Drospirenonum

Bayer Pharma AG, 

Vācija

NL/H/1269/001/P/001

26 05-0297 Oltar 1 mg tablets, Tablets, 1 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/001/IA/030

27 05-0298 Oltar 2 mg tablets, Tablets, 2 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/002/IA/030

28 05-0299 Oltar 3 mg tablets, Tablets, 3 

mg

Glimepiridum Berlin-Chemie 

AG, Vācija

FI/H/0460/003/IA/030

29 05-0097 Influvac suspension for 

injection, Suspension for 

injection in pre-filled syringe

Vaccinum 

influenzae 

inactivatum ex 

corticis antigeniis 

praeparatum

BGP Products 

B.V., Nīderlande

NL/H/xxxx/WS/1

98

NL/H/0137/001/WS/092

30 11-0392 Hidrasec 10 mg granules for 

oral suspension, Granules for 

oral suspension, 10 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/002/II/044

31 11-0494 Hidrasec 100 mg capsules, 

hard, Capsules, hard, 100 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/003/II/044

7
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32 11-0495 Hidrasec 100 mg capsules, 

hard, Capsules, hard, 100 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/003/II/044

33 11-0393 Hidrasec 30 mg granules for 

oral suspension, Granules for 

oral suspension, 30 mg

Racecadotrilum Bioprojet Europe 

Ltd., Īrija

SE/H/1342/001/II/044

34 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/IA/022

35 05-0532 Lotemax 0,5 % eye drops, 

suspension, Eye drops, 

suspension, 0,5 %

Loteprednoli 

etabonatum

Dr. Gerhard Mann, 

Vācija

UK/H/0629/001/IA/033

36 05-0604 Carboplatin "Ebewe" 10 

mg/ml concentrate for 

solution for infusion, 

Concentrate for solution for 

infusion, 10 mg/ml

Carboplatinum Ebewe Pharma 

Ges.m.b.H 

Nfg.KG, Austrija

NL/H/3556/001/IB/015

37 10-0549 Gemsol 40 mg/ml concentrate 

for solution for infusion, 

Concentrate for solution for 

infusion, 40 mg/ml

Gemcitabinum Ebewe Pharma 

Ges.m.b.H 

Nfg.KG, Austrija

AT/H/0359/001/IA/015

38 14-0176 Alotendin 10 mg/10 mg 

tablets, Tablets, 10 mg/10 mg

Bisoprololi 

fumaras, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0341/004/II/006

39 14-0177 Alotendin 10 mg/5 mg tablets, 

Tablets, 10 mg/5 mg

Bisoprololi 

fumaras, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0341/002/II/006

40 14-0178 Alotendin 5 mg/10 mg tablets, 

Tablets, 5 mg/10 mg

Bisoprololi 

fumaras, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0341/003/II/006

41 14-0179 Alotendin 5 mg/5 mg tablets, 

Tablets, 5 mg/5 mg

Bisoprololi 

fumaras, 

Amlodipinum

Egis 

Pharmaceuticals 

PLC, Ungārija

HU/H/0341/001/II/006

42 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/IB/023

43 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/IB/025

44 05-0547 Strattera 10 mg hard capsules, 

Capsules, hard, 10 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/002/P/001

45 08-0155 Strattera 100 mg hard 

capsules, Capsules, hard, 100 

mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/008/P/001

46 05-0548 Strattera 18 mg hard capsules, 

Capsules, hard, 18 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/003/P/001

47 05-0549 Strattera 25 mg hard capsules, 

Capsules, hard, 25 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/004/P/001

48 05-0550 Strattera 40 mg hard capsules, 

Capsules, hard, 40 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/005/P/001

49 05-0551 Strattera 60 mg hard capsules, 

Capsules, hard, 60 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/006/P/001

8
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50 08-0154 Strattera 80 mg hard capsules, 

Capsules, hard, 80 mg

Atomoxetinum Eli Lilly Holdings 

Limited, 

Lielbritānija

UK/H/0686/007/P/001

51 13-0261 Leverette 0.15 mg/0.03 mg 

film-coated tablets, Film-

coated tablets, 0.15 mg/0.03 

mg

Levonorgestrelum, 

Ethinylestradiolum

Exeltis Baltics 

UAB, Lietuva

NL/H/2651/001/IA/011

52 12-0264 Testim 50 mg transdermal gel, 

Transdermal gel, 50 mg

Testosteronum Ferring GmbH, 

Vācija

UK/H/0645/001/IA/056

53 05-0116 SMOFlipid 20% emulsion for 

infusion, Emulsion for 

infusions, 20%

Soiae oleum 

raffinatum, 

Triglycerida 

saturata media, 

Piscis oleum 

omega-3 acidis 

abundans, Olivae 

oleum raffinatum

Fresenius Kabi 

AB, Zviedrija

SE/H/0421/001/IB/033/G

54 16-0168 Bendamustine Kabi 2.5 mg/ml 

powder for concentrate for 

solution for infusion, Powder 

for concentrate for solution 

for infusion, 2.5 mg/ml

Bendamustini 

hydrochloridum

Fresenius Kabi 

Oncology Plc., 

Lielbritānija

AT/H/0587/001/II/002

55 10-0446 Hemosol B0 solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

Natrii 

hydrogenocarbonas

, Natrii chloridum, 

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Acidum lacticum

Gambro Lundia 

AB, Zviedrija

NL/H/xxxx/IA/45

4/G

SE/H/0171/001/IA/042/G

56 09-0359 Phoxilium 1.2 mmol/l 

phosphate solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

, 1.2 mmol/l

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum, 

Dinatrii phosphas 

dihydricus

Gambro Lundia 

AB, Zviedrija

NL/H/xxxx/IA/45

4/G

NL/H/1147/001/IA/032/G

57 09-0310 Prismasol 2 mmol/l Potassium 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

, 2 mmol/l

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

anhydricum, 

Acidum lacticum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum

Gambro Lundia 

AB, Zviedrija

NL/H/xxxx/IA/45

4/G

FR/H/0226/001/IA/036/G

9
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58 09-0311 Prismasol 4 mmol/l Potassium 

solution for 

haemodialysis/haemofiltration

, Solution for 

haemodialysis/haemofiltration

, 4 mmol/l

Calcii chloridum 

dihydricum, 

Magnesii 

chloridum 

hexahydricum, 

Glucosum 

anhydricum, 

Acidum lacticum, 

Natrii chloridum, 

Natrii 

hydrogenocarbonas

, Kalii chloridum

Gambro Lundia 

AB, Zviedrija

NL/H/xxxx/IA/45

4/G

FR/H/0226/002/IA/036/G

59 10-0149 Ossica 150 mg film-coated 

tablets, Film-coated tablets, 

150 mg

Acidum 

ibandronicum

Gedeon Richter 

Plc., Ungārija

HU/H/0211/002/P/001

60 05-0197 Fluarix suspension for 

injection in a pre-filled 

syringe, Suspension for 

injection in a pre-filled 

syringe, 0.5 ml

Vaccinum 

influenzae 

inactivatum ex 

virorum fragmentis 

praeparatum

GlaxoSmithKline 

Biologicals S.A., 

Beļģija

DE/H/xxxx/IA/06

7/G

DE/H/0124/001/IA/115/G

61 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/0466/003/IB/137/G

62 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/0466/004/IB/137/G

63 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/119

64 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/119

65 14-0221 Forsium 400 mg capsules, 

soft, Capsules, soft, 400 mg

Ibuprofenum Grindeks, AS, 

Latvija

EE/H/0215/001/IA/001

10



Izmaiņas Latvijas Zāļu reģistrā (ar paziņojumu) Rīkojuma Nr.2-20/40 pielikums Nr.3-3

1 2 3 4 5 6 7

66 04-0382 Irinotecan Hospira 20 mg/ml 

concentrate for solution for 

infusion, Concentrate for 

solution for infusion, 20 

mg/ml

Irinotecani 

hydrochloridum 

trihydricum

Hospira UK 

Limited, 

Lielbritānija

PT/H/0190/001/IA/087

67 11-0359 Amlessa 4 mg/10 mg tablets, 

Tablets, 4 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/4348/002/IA/012/G

68 11-0360 Amlessa 4 mg/5 mg tablets, 

Tablets, 4 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/4348/001/IA/012/G

69 11-0361 Amlessa 8 mg/10 mg tablets, 

Tablets, 8 mg/10 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/4348/004/IA/012/G

70 11-0362 Amlessa 8 mg/5 mg tablets, 

Tablets, 8 mg/5 mg

Tert-butylamini 

perindoprilum, 

Amlodipinum

KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/4348/003/IA/012/G

71 16-0142 Bixebra 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Ivabradinum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0438/001/IB/003/G

72 16-0143 Bixebra 7.5 mg film-coated 

tablets, Film-coated tablets, 

7.5 mg

Ivabradinum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0438/002/IB/003/G

73 16-0191 Dexamethason Krka 20 mg 

tablets, Tablets, 20 mg

Dexamethasonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/003/IB/001

74 16-0189 Dexamethason Krka 4 mg 

tablets, Tablets, 4 mg

Dexamethasonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/001/IB/001

75 16-0192 Dexamethason Krka 40 mg 

tablets, Tablets, 40 mg

Dexamethasonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/004/IB/001

76 16-0190 Dexamethason Krka 8 mg 

tablets, Tablets, 8 mg

Dexamethasonum KRKA, d.d., Novo 

mesto, Slovēnija

HU/H/0399/002/IB/001

77 10-0133 Escadra 20 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsules, 

hard, 20 mg

Esomeprazolum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1725/001/IB/019

78 10-0134 Escadra 40 mg gastro-

resistant capsules, hard, 

Gastro-resistant capsules, 

hard, 40 mg

Esomeprazolum KRKA, d.d., Novo 

mesto, Slovēnija

DK/H/1725/002/IB/019

79 13-0283 Nolpacid 20 mg gastro-

resistant tablets, Gastro-

resistant tablets, 20 mg

Pantoprazolum KRKA, d.d., Novo 

mesto, Slovēnija

UK/H/5365/001/IB/003

80 10-0391 Zulbex 10 mg gastro-resistant 

tablets, Gastro-resistant 

tablets, 10 mg

Rabeprazolum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/xxxx/WS/2

09

NL/H/1787/001/WS/009

81 10-0392 Zulbex 20 mg gastro-resistant 

tablets, Gastro-resistant 

tablets, 20 mg

Rabeprazolum 

natricum

KRKA, d.d., Novo 

mesto, Slovēnija

NL/H/xxxx/WS/2

09

NL/H/1787/002/WS/009

82 15-0019 Labella 1.5 mg tablets, 

Tablets, 1.5 mg

Levonorgestrelum Ladee Pharma 

Baltics UAB, 

Lietuva

NL/H/2653/001/IA/009

83 14-0055 Arplexam 10 mg/2.5 mg/10 

mg film-coated tablets, Film-

coated tablets, 10 mg/2.5 

mg/10 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2638/005/WS/008
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84 14-0054 Arplexam 10 mg/2.5 mg/5 mg 

film-coated tablets, Film-

coated tablets, 10 mg/2.5 

mg/5 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2638/004/WS/008

85 14-0053 Arplexam 5 mg/1.25 mg/10 

mg film-coated tablets, Film-

coated tablets, 5 mg/1.25 

mg/10 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2638/003/WS/008

86 14-0052 Arplexam 5 mg/1.25 mg/5 mg 

film-coated tablets, Film-

coated tablets, 5 mg/1.25 

mg/5 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2638/002/WS/008

87 14-0060 Triplixam 10 mg/2.5 mg/10 

mg film-coated tablets, Film-

coated tablets, 10 mg/2.5 

mg/10 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2636/005/WS/008

88 14-0059 Triplixam 10 mg/2.5 mg/5 mg 

film-coated tablets, Film-

coated tablets, 10 mg/2.5 

mg/5 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2636/004/WS/008

89 14-0058 Triplixam 5 mg/1.25 mg/10 

mg film-coated tablets, Film-

coated tablets, 5 mg/1.25 

mg/10 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2636/003/WS/008

90 14-0057 Triplixam 5 mg/1.25 mg/5 mg 

film-coated tablets, Film-

coated tablets, 5 mg/1.25 

mg/5 mg

Perindoprili 

argininum, 

Indapamidum, 

Amlodipinum

Les Laboratoires 

Servier, Francija

NL/H/xxxx/WS/1

79

NL/H/2636/002/WS/008

91 15-0099 Acilib 20 mg gastro-resistant 

tablets, Gastro-resistant 

tablets, 20 mg

Pantoprazolum Meda Pharma, 

SIA, Latvija

DE/H/3994/001/IA/004

92 16-0195 Tridepos 70 mg + 500 mg/800 

IU tablets, Tablets + film-

coated tablets, 70 mg + 500 

mg/800 IU

Acidum 

alendronicum, 

Calcium, 

Colecalciferolum

Meda Pharma, 

SIA, Latvija

SE/H/1463/001/IA/001

93 16-0065 Skudexa 75 mg/25 mg film-

coated tablets, Film-coated 

tablets, 75 mg/25 mg

Tramadoli 

hydrochloridum, 

Dexketoprofenum

Menarini 

International 

Operations 

Luxembourg S.A., 

Luksemburga

ES/H/0317/001/IA/006

94 16-0255 Sirdupla 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/004/G

95 16-0256 Sirdupla 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/004/G

96 05-0030 Certican 0.1 mg dispersible 

tablets, Dispersible tablets, 

0.1 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/005/IA/036

97 05-0031 Certican 0.25 mg dispersible 

tablets, Dispersible tablets, 

0.25 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/006/IA/036

98 05-0026 Certican 0.25 mg tablets, 

Tablets, 0.25 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/001/IA/036

99 05-0027 Certican 0.5 mg tablets, 

Tablets, 0.5 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/002/IA/036
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100 05-0028 Certican 0.75 mg tablets, 

Tablets, 0.75 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/003/IA/036

101 05-0029 Certican 1.0 mg tablets, 

Tablets, 1.0 mg

Everolimusum Novartis Finland 

Oy, Somija

SE/H/0356/004/IA/036

102 05-0149 GlucaGen Hypokit 1 mg 

powder and solvent for 

solution for injection in pre-

filled syringe, Powder and 

solvent for solution for 

injections in pre-filled 

syringe, 1 mg

Glucagoni 

hydrochloridum

Novo Nordisk A/S, 

Dānija

DK/H/0011/001/IB/067

103 09-0107 Albunorm 200 g/l solution for 

infusion, Solution for 

infusion, 200 g/l

Albuminum 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0480/002/IA/026

104 09-0106 Albunorm 50 g/l solution for 

infusion, Solution for 

infusion, 50 g/l

Albuminum 

humanum

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/0480/001/IA/026

105 16-0064 Panzyga 100 mg/ml solution 

for infusion, Solution for 

infusion, 100 mg/ml

Immunoglobulinu

m humanum 

normale

Octapharma (IP) 

Limited, 

Lielbritānija

DE/H/1948/001/IA/006

106 07-0174 Atorvastatin Polpharma 10 

mg film-coated tablets, Film-

coated tablets, 10 mg

Atorvastatinum Pharmaceutical 

Works Polpharma 

SA, Polija

IS/H/0102/001/II/035

107 07-0175 Atorvastatin Polpharma 20 

mg film-coated tablets, Film-

coated tablets, 20 mg

Atorvastatinum Pharmaceutical 

Works Polpharma 

SA, Polija

IS/H/0102/002/II/035

108 07-0176 Atorvastatin Polpharma 40 

mg film-coated tablets, Film-

coated tablets, 40 mg

Atorvastatinum Pharmaceutical 

Works Polpharma 

SA, Polija

IS/H/0102/003/II/035

109 09-0166 Metoprolol Polpharma 23.75 

mg prolonged-release tablets, 

Prolonged-release tablets, 

23.75 mg

Metoprololi 

succinas

Pharmaceutical 

Works Polpharma 

SA, Polija

DK/H/1310/001/IB/020/G

110 16-0121 Epromul 220 mg film-coated 

tablets, Film-coated tablets, 

220 mg

Naproxenum 

natricum

PharmaSwiss 

Ceska republika 

s.r.o., Čehija

HU/H/0420/001/IA/001/G

111 95-0119 Rocephin 1 g powder for 

solution for injection or 

infusion, Powder for solution 

for injection or infusion, 1 g

Ceftriaxonum Roche Latvija, 

SIA, Latvija

UK/H/xxxx/WS/2

50

UK/H/5791/002/WS/006

112 14-0151 Sevelamer carbonate Sandoz 

800 mg film-coated tablets, 

Film-coated tablets, 800 mg

Sevelameri 

carbonas

Sandoz d.d., 

Slovēnija

DK/H/1953/001/IB/005

113 16-0175 Flexilev 5 mg/1.25 mg 

dispersible tablets for dose 

dispenser, Dispersible tablets 

for dose dispenser, 5 mg/1.25 

mg

Levodopum, 

Carbidopum

Sensidose AB, 

Zviedrija

SE/H/1560/001/IA/004

114 14-0152 Sevelamer carbonate Synthon 

800 mg film-coated tablets, 

Film-coated tablets, 800 mg

Sevelameri 

carbonas

Synthon BV, 

Nīderlande

DK/H/1948/001/IB/009/G

115 15-0250 Tenofovir disoproxil Teva 

245 mg film-coated tablets, 

Film-coated tablets, 245 mg

Tenofovirum 

disoproxilum

Teva B.V., 

Nīderlande

SE/H/1432/001/IB/006/G
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116 13-0253 Mometasone Teva 50 

micrograms/actuation nasal 

spray, suspension, Nasal 

spray, suspension, 50 

µg/actuation

Mometasoni furoas Teva Pharma B.V., 

Nīderlande

UK/H/4971/001/IB/033

117 06-0274 Copaxone 20 mg/ml solution 

for injection, pre-filled 

syringe, Solution for 

injection, pre-filled syringe, 

20 mg/ml

Glatirameri acetas Teva 

Pharmaceuticals 

Ltd., Lielbritānija

UK/H/0453/002/P/002

118 15-0026 Copaxone 40 mg/ml solution 

for injection in pre-filled 

syringe, Solution for injection 

in pre-filled syringe, 40 mg/ml

Glatirameri acetas Teva 

Pharmaceuticals 

Ltd., Lielbritānija

UK/H/0453/004/II/166

119 06-0200 Zopitin 7.5 mg film-coated 

tablets, Film-coated tablets, 

7.5 mg

Zopiclonum Vitabalans Oy, 

Somija

FI/H/0598/001/IA/020

120 06-0200 Zopitin 7.5 mg film-coated 

tablets, Film-coated tablets, 

7.5 mg

Zopiclonum Vitabalans Oy, 

Somija

FI/H/0598/001/IA/021

121 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/026/G

122 06-0182 Agen 10 mg tablets, Tablets, 

10 mg

Amlodipinum Zentiva, k.s., 

Čehija

CZ/H/0120/002/IA/033

123 06-0181 Agen 5 mg tablets, Tablets, 5 

mg

Amlodipinum Zentiva, k.s., 

Čehija

CZ/H/0120/001/IA/033

124 10-0174 Tezeo 40 mg tablets, Tablets, 

40 mg

Telmisartanum Zentiva, k.s., 

Čehija

CZ/H/0207/001/IA/019/G

125 10-0175 Tezeo 80 mg tablets, Tablets, 

80 mg

Telmisartanum Zentiva, k.s., 

Čehija

CZ/H/0207/002/IA/019/G

126 13-0248 Tezeo HCT 80 mg/12.5 mg 

tablets, Tablets, 80 mg/12.5 

mg

Telmisartanum, 

Hydrochlorothiazid

um

Zentiva, k.s., 

Čehija

CZ/H/0444/002/IB/008

127 14-0199 Zenicamo 10 mg/16 mg 

tablets, Tablets, 10 mg/16 mg

Amlodipinum, 

Candesartanum 

cilexetilum

Zentiva, k.s., 

Čehija

DE/H/3677/003/IB/012

128 14-0200 Zenicamo 5 mg/8 mg tablets, 

Tablets, 5 mg/8 mg

Amlodipinum, 

Candesartanum 

cilexetilum

Zentiva, k.s., 

Čehija

DE/H/3677/001/IB/012

129 11-0032 Zevesin 5 mg film-coated 

tablets, Film-coated tablets, 5 

mg

Solifenacini 

succinas

Zentiva, k.s., 

Čehija

SK/H/0129/001/II/009

Zāļu reģistrācijas 

departamenta vadītāja 

M.Emersone
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